COBET EBPA3UACKOW 9KOHOMUYECKOW KOMUCCUU

PELUEHUE
oT 3 Hosa6psa 2016 r. N 87

_ OB YTBEPXOEHWU NMPABWUII 5
HAONEXALLEW NPAKTUKU ®APMAKOHAO30OPA EBPABUNCKOIO
9KOHOMUYECKOIO COIO3A

CnMcoK N3MEeHSLWNX JOKYMEHTOB
(B pen. pewweHus CoeTa EBpasmmnckon sKOHOMUYECKO KOMUCCUM
ot 19.05.2022 N 81)

B cooTtBeTcTBMM co cTaTtben 30 [JoroBopa o EBpasuiickom akoHoMu4eckom cotose oT 29 masa 2014 roga, ctatben
12 CornaweHunst 0 edvHbIX MpUHUMNax U npaBunax obpalleHusi NekapCcTBEHHbIX CPeacTB B pamMkax EBpaswuiickoro
3KOHOMMYECKOro cotoda oT 23 gekabps 2014 roga, nyHkToM 81 npunoxeHust N 1 k PernameHTy paboTtsl EBpasunckomn
3KOHOMUYECKOW KOMUCCUK, yTBepxaeHHoMY PelleHnem Bebicwero EBpasuiickoro skoHoMMYeckoro coseta OT 23
aekabps 2014 r. N 98, n PeweHnem Bbiclwero EBpasuiickoro askoHommdeckoro coeTa ot 23 aekabps 2014 r. N 108 "O
peanu3aumm CornaweHus O efuHbIX NpuHUMNax u npasBunax obpalleHus NeKapCTBEHHbIX CPeAcTB B pamKax
EBpasuiickoro skoHommu4eckoro cotosa" CoeeT EBpasminckon 3kOHOMUYECKON KOMUCCUN PeLLInST;

1. YTBepauTb npunaraemsble lNpaBuna Hagnexatlen npakTuku papmakoHagsopa EBpasniickoro 3KOHOMMYeCKoro
coto3a (panee - lNpasuna).

2. Hactosiwee PelleHne BcTynaet B cuiy no uctedeHum 10 kaneHgapHbiX AHEW € AaTtbl BCTYMNSIEHMS B CUNY
MpoTokona, nognucaHHoro 2 aekabps 2015 roga, o npucoegmHennn Pecnybnukn ApmeHus k CornalleHnto o eanHbIxX
npuHUMnax u npasunax obpalleHns nekapcTBEHHbIX CpeacTB B pamkax EBpasmnckoro sKoHoMmM4eckoro corosa ot 23
Aekabps 2014 roga, HO He paHee YeM no ucteveHun 10 kaneHdapHbIX AHEN ¢ AaTbl oUUManbHOro onybnmMkoBaHus
HacTosiwero PeweHus.

Pasgen 4 lNpasun BcTynaet B cuny ¢ 1 aHBapsa 2017 r.

AB3au naTbi nognyHkTa 7.2.1 nyHkTa 7.2 v NyHKT 7.4 pasgena 7 lNMpasun BcTynatoT B cuny ¢ 1 nioHs 2016 .
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Cnncok N3MEHSIOLLNX JOKYMEHTOB
(B pen. peweHus CoeTa EBpasmmnckon sSKOHOMUYECKO KOMUCCUMN
ot 19.05.2022 N 81)

|. O6LKMe nonoxeHns

1. Hactoswme lMpaBuna paspaboTaHbl B COOTBETCTBMM CO cTatben 12 CornalleHusi 0 eAuHbIX NpuHUMnax m
npasunax obpalleHns nekapcTBEHHbLIX CPeacTB B paMkax EBpasmiickoro sakoHoMMYecKoro cotosda ot 23 gekabps 2014
roga v onpeaensiT MOpsSOOK OcylecTBrneHuss dapmakoHags3opa B rocygapctBax - uneHax EBpasuiickoro
9KOHOMMYECKOro COK3a (Janee COOTBETCTBEHHO - rocyAapcTBa-yneHsbl, Cotos).

Lenamn bapmakoHagsopa aBnsoTCs:

npenoTBpaulieHne HeGJ'IaI'OI'IpVIﬂTHbIX nocneacTBui HexenaTerbHbIX peaKLI,VI17I Yy 4esioBeka, pa3BMBakoLUNXCA
nocrie npuMmeHeHnAa 3aperncTpnpoBaHHbIX J1IEKAPCTBEHHbLIX MpenapaTtoB B COOTBETCTBMM UMM HE B COOTBETCTBUAN C
ycnoBunaAmMn perncTtpaunmoHHOro ygocTtoBepeHnda uinn B pesynbrtaTte BO34ENCTBUA, CBSA3AHHOIO C I'IpO(*)eCCVIOHaﬂbHOIZ
AEeATEeNIbHOCTbIO;

obecneyeHve 6e3onacHOro U 3MMEKTUBHOTO MPUMEHEHUS MEeKapCTBEHHbIX MpenapaTtoB, B YaCTHOCTU
NOCPeACTBOM NpeAoCTaBreHnsl CBOEBPEeMEHHOW MHdopMaLmMn 0 6e30nacHOCTU NeKapCTBEHHbIX CPeACTB NauueHTam,
cneumanucTtam cucTtemMbl 34paBOOXpPaHEHUNA N HAaceneHuto.

2. [Ansa uenen HacToALWMX I'IpaBMn NCNOJ1b3YHTCA MNOHATUA, KOTOPbIE O3HAYaloT creayLlee:

"aygut" (audit) - cuctematuyeckuin, ynopsaoyeHHbIN, HE3aBUCUMbIA U JOKYMEHTUPOBAHHbINA NPOLIECC NOMyYeHus
N OOBEKTMBHOM OLIEHKU ayauTOPCKMX (PaKTOB, XapakTepuaylwmux paboTy cuctembl hapmakoHaglopa, C LUenblo
onpegeneHns cTeneHun BbINOSIHEHWS KPUTEPMEB ayanTa;

"BaXHbIM naeHTUMLMpOBaHHbIN puck”, "BaxHbIN noTeHumanbHbii puck” (important identified risk and important
potential risk) - MAEHTUDULMPOBAHHBIA PUCK UMW NOTEHUMAnbHbIN PUCK MPUMEHEHWS NeKapCTBEHHOro npenapara,
KOTOpble MOryT OKa3aTb BMMSIHME Ha COOTHOLWeEeHWe "Monb3a - puck" MM MMeTb MocneacTBus Ansd O6LeCTBEHHOro
3gopoBbs. OnpefeneHve pucka Kak BadKHOrO 3aBUCMT OT HECKONbKMX (PakTOpOB, BKMOYas CTEMeHb BWUSHUSA Ha
YyeroBeka, Cepbe3HOCTb pUCKa M BNUSHUE Ha 0bLeCTBEHHOE 300poBbe (340poBbe HaceneHus). Jliobor puck, KOTopbIN
npeanonoXwTensHo HeOBX0AMMO BKMOYUTL B pasgen O NpOTUBOMNOKa3aHMAX U Mepax NpegoCTOPOXKHOCTU, OTHOCUTCS
K YMCNY BaXKHbIX PUCKOB, €CINN AepxaTenem perncTpaumMoHHOro ygoctosepeHms HeoboCHOBaHHO UHOE;

"Banupauuna curHana" (signal validation) - npouecc oOueHKM [AaHHbIX O BbISBEHHOM CUrHane ¢ Uenblo
BepudUuKaunm 1 NnoaTBEPXKAEHUA Toro dakra, YTo JOCTynHas nHdopMaLuma coaepXuT AoCTaToOuHble AoKasaTenbcTsa
ONS NOATBEPXOEHUS BbISIBIEHNUA HOBOW MNOTEHUMANbHOM MPUYUHHO-CNEACTBEHHOM CBSA3M UMM HOBOrO acrnekra
N3BECTHOM B3aMMOCBSA3U W, CnegoBaTenbHo, ABnseTcsa 060CHOBaHMEM HEOOXOAMMOCTU OCYLLECTBMEHMS KOMMEKca
JanbHenwmnx AencTBUN No aHanun3y curHana;

"BanuaupoBaHHbI curHan" (validated signal) - curHan, ons KOToporo B npoLuecce BbIMNOMHEHUSA Banuaauuu u
OLEHKN NOATBEPXAAKLMX OAHHBLIX YCTAHOBIEHO, YTO UMELLAsACa AOKYMeHTaUNs 4OCTaTo4YHa ANs NpeanonoXeHus
HanM4nsi HOBOM NOTEHLUMAaNbHOM NPUYNHHO-CIIEACTBEHHOW CBA3W UMM HOBOTO acrnekTa N3BeCTHOM B3aMMOCBSI3N MEXAY
NpMeMoMm nNoao3peBaeMoro JiekapCTBEHHOro npenapata W pasBUTUEM HebnaronpusiTHOro nocneacTeus, W,
crnepoBaTenbHO, onpegeneHa HeoOXOAMMOCTb OCYLLECTBIIEHMSI KOMMMEKca AanbHEeMWuX OeNCTBMA MO OUEHKe
curHana;

"BO3encTBMe, CBA3aHHOEe C poAoM 3aHATUW" (occupational exposure) - Bo3gencTBME nekapCTBEHHOro
npenapaTa, KOTOPOMY NOABEPrCA YENoBeK B pe3yrnbTaTe BbINOMHEHWUSI Kak NpodecCcMoHanbHOM AeATeNbHOCTH, Tak U1
WHON [esiTenbHocTU. [aHHOe BO3OENCTBME He BKIOYAEeT Cryvyaum BO3AEWCTBUSI OOHOMO W3  WHIPEeOUEHTOB
nekapCTBEHHOrO npenapaTta Ha aTarne NpoM3BOACTBA A0 BbiMycKa Kak roTOBOrO JieKapCTBEHHOTO Npenapara;

"BbiABreHne curHana” (signal detection) - npouecc novcka n (Mnu) ngeHTugrKaunm curHana ¢ UCnosib30BaHNeM
NoObIX NICTOYHMKOB AaHHbIX 0 6e3onacHoCTY;

"nata okoHYaHusa cbopa AaHHbIX" (data lock point) - pata 3aBeplueHuWs cbopa AaHHbIX AMs BKIHOYEHUS B
nepuoanyeckuii 0GHOBMSiEMbIA OTYET NO Ge3onacHOCTM, OCHOBaHHAs Ha MeXayHapogHow aaTte peructpauun. B



pamMkax otyeTa no 6esonacHocTn paspabaTbiBAEMOro NeKapCTBEHHOrO CpeacTBa - AaTa 3aBeplleHus cbopa gaHHbIX
ONSA BKNIOYEHUS1 B OTYET, OCHOBaHHAas Ha MexAayHapoaHow aarte ofobpeHust paspabaTbiBaeMoro nekapCTBEHHOro
cpeacTsa. [lata okoH4YaHus cbopa gaHHbIX BKOYaeT B cebsa AeHb 1 Mmecsl;

"3aBeplleHHOe KnunHM4Yeckoe uccriegoBaHmne" (completed clinical trial) - wnccnegoBaHne, no  KOTOpoOMY
MOArOTOBIIEH 3aKMIOYUTENBHBIN OTYET O KMMHUYECKOM NCCNeaoBaHNN;

"3akpbiThii curHan" (closed signal) - cwurHan, oueHka koToporo 6bina 3aBeplueHa B OTYETHbI nepuog
COCTaBMeHUs NepMoanN4ecKkoro 06HOBISIEMOro oTyeTa no 6e3onacHoOCTy;

"3noynoTpebneHne nekapcTBeHHbIM npenapaTom” (abuse of a medicinal products) - nocTosiHHOE unNu pasoBoe
npegHamepeHHoe  yYpe3MepHoe  ynoTpebrneHve  fekapcTBEHHOro npenaparta, KOToOpoe  COMnpoBOXAaeTcs
HebnaronpuATHLIMU (PU3NONOTUYECKMMI UK Ncuxonormdeckummn achcpexkramu;

"noeHTudmumpoBaHHein puck” (identified risk) - HexxenateneHoe nocnencTene apmakoTepanuum, B OTHOLLIEHWM
KOTOpPOro noriyyeHbl AOCTaToYHble [JOoKasaTenbCTBa Hanuums B3aMMOCBS3M C MNOAO3pPEeBaeMbIM feKapCTBEHHbIM
npenapaTom,;

"MHaMBUAyansHoe coobLleHne o HexenaTeneHow peakummn” (individual case safety report (ICSR) (adverse (drug)
reaction report)) - nHdopmauusi, nepegaBaemas B COOTBETCTBUM C YCTAHOBJIEHHLIMM (POPMOW U coaepaHnem, od
OOHOM WIMN HECKOIbKMX MOJO03PEBAEMbIX HEXenaTenbHbIX peakuusix Ha nekapcTBEHHbIN npenapaTt, BO3HUKaLWUX Y
OTAENbHOrO NauneHTa B onpeaeneHHbI MOMEHT BPEMEHU;

"MHUMOEHT No rnekapcTBeHHOMY npenapaty” (incident) - cuTyauusi, MpuM KOTOpPOM MPOUCXOAUT COObITUE UMK
noctynaet HoBasi MHpOPMaLUA OTHOCUTENbHO 3aperncTpUpoBaHHOIO JIEKAapCTBEHHOro npenaparta, He3aBUCUMO OT
TOro, SIBMSIETCA NI OHAa WM He sABNseTca OOLedOCTYNHOW, KOTopash MOXET WMETb Cepbe3HOe BIUSIHME Ha
o6LLecTBEHHOE 340POBbLE (300POBbE HAaceNeHus);

"MCTOYHMKN NOMyYEeHMs1 NHAMBMAYANbHbIX COOOLLEHWA O HexXenaTerbHbIX peakuusax no 3anpocy" (solicited
sources of individual case safety reports) - opraHu3oBaHHble CUCTEMBbI MO COOPY AaHHbIX, KOTOPbIE BKMOYaOT B cebs
KNMHUYeCcKne ucnbiTaHus (MccnefoBaHus), peecTpbl, MOCTPErMCTPaLMOHHbIE MPOrpaMMbl MEPCOHANM3MPOBAHHOIO
NCMNOMb30BaHUA FEKapCTBEHHOrO npenapara, Apyrve nporpammbl Mo nogdepxke nauMeHToB U MOHUTOPUHTY
3aboneBaHuit, ONpoCcy NauMEHTOB UMK nevalmx Bpaden unm no cbopy nHgpopmaummn o6 aheKTUBHOCTU Tepanum u
NPUBEPKEHHOCTU NALMEHTOB K NEYEHWIO;

"kayecTBO cucTembl hapmakoHagsopa” (quality of a pharmacovigilance system) - Bce xapakTepucTukm cuctemsl
thapmakoHag3opa, KoTopble B COOTBETCTBMU C OLIEHKOM BEPOATHOCTM NPUBOAAT K pesyrbTaTamM, COOTBETCTBYHOLLMM
LuensiMm cucTemMbl (hapMakoHaa3opa;

"knuHnuyeckoe uccriegosaHue” (clinical trial (study)) - knuHW4Yeckoe wm3yyeHne nekapCcTBEHHOro npenaparta,
yoosneTBopsioLwee XoTst 66l 0OQHOMY U3 CriedyoLnX YCoBUI:

Ha3HaYeHne CybObeKTy KIMMHUYECKOro UccrnefoBaHUs KOHKPETHOWM TepaneBTUYECKON cTpaTerm (BMeLlaTenbCcTBa)
NMPOUCXOAUT 3apaHee U He SBNSETCS PYTUHHOW KMMHUYECKOW NPaKTUKOM (TO ecTb LWabnoHHbIMU (O4HOTUMHBIMM)
MEAULMHCKUMWN ONArHOCTUYECKMMU M NevyebHbIMM npouegypamMu, TEXHOMOMUSIMUA MU MeponpUSTUSIMA, KOTopble
BbINOMHAOTCS AN AaHHOW rpynnbl MauMeHTOB WM [AaHHOMO0 CTaHgapTa oOKa3aHuMs MeAMLMHCKOM NoMoLM) B
rocyfapcTBe-YneHe, WCCrenoBaTenbCkMe LEHTPbl  KOTOPOrO MPUHMMAOT  y4acTe B AaHHOM  KIIMHWUYECKOM
nccnegoBaHuy;

pelweHne 0 HasHa4YeHUn mnccrniegyemoro JriekapCTtBeHHOro npenapara npuHMMaeTcd CoBMeCTHO C pelleHunem o
BKITHO4YEeHUn cy6be|<Ta B KIMUHNYeCKoe nccnengoBaHue;

B OTHOLUEHUN cy6be|<'ros KINMMHN4YEeCKoro mnccrnenosaHund, noMmmMmMmo npouenyp pyTMHHOI7I KNMHWUYECKOMN NPaKTuKKn,
BbINOJTHAKTCA OONONHUTENbHbIE nNpouenypbl AUNarHOCTUKU NI MOHUTOPUHTA;

"KOHTpoOnb 1 obecnevyeHne kavyecTsa cuctembl hapmakoHaasopa” (quality control and assurance) - MOHUTOPWHT,
OoueHka, obecneyeHve 3IMPHEKTUBHOCTU U COOTBETCTBMSA CTPYKTYPHbIX 3MEMEHTOB M MpOLECCOB CUCTEMBI
dapmMakoHaa3opa yCTaHOBIEHHbIM TPeOOBaHUSAM;

"nekapctBeHHoe cpencTBo” (medicinal product)' - cpencTtBo, npegctaensiowee cobon nmMbo copepxaliee



BELLLECTBO UM KOMOMHAUUIO BELLECTB, NpeaHa3Ha4YeHHble Ans fNeYeHns, NpodunakTMku 3aboneBaHnin YenoBeka unm
BOCCTaAHOBMEHMUS, KOPPEKUUN WNNU U3MEHEHUs (PU3NONOrMYeckux GYHKUUA MNOCPeACcTBOM (hapMakonormieckoro,
UMMYHOMornyeckoro nubo metabonuMyeckoro BO3OEWCTBUSA UMM ANg AuarHOCTUKM 3aboneBaHuii M COCTOSIHUA
4yernoBeka;

"nekapcTBeHHbIN npenapaT" (drug, remedy) - NeKapCTBEHHOE CPeACTBO B BMAE JIEKApPCTBEHHOW OOpMbI,
BCTynamLLee B KOHTaKT C OPraHM3MOM YenoBeKa;

"mMacTtep-panin cuctembl hapmakoHagsopa” (pharmacovigilance system master file (PSMF)) - nogpobHoe
onucaHve cuctembl hapmakoHagsopa, NPUMEHSIEMON AepaTenem perncTpaLmoHHOro yaAOCTOBEPEHUS] B OTHOLLEHMWM
OaHHbIX 00 OAHOM VNN HECKONBKNX 3aperMcTpMpoBaHHbIX NEeKapCTBEHHbIX Npenaparax;

"MexayHapogHas aata ogobpeHus paspabaTbiBaeMoro riekapcteeHHoro npenapara” (development international
birth date (DIBD)) - paTta nepBoro ogobpeHus (unu aBTopm3auuM) NPoBeAEHUs UHTEPBEHLMOHHOIO KIMHMYECKOro
nccnenoBaHus B nobon cTpaHe Mupa;

"MexayHapogHas gaTa peructpauumn” (international birth date (IBD)) - gata nepBon peructpauum (ogodpeHus K
npuMeHeHnio) B no6OM rocyaapcTBe neKapCTBEHHOrO npenapaTta, COoAepXKallero onpeaerieHHoe AeicTBytollee
BELLEeCTBO;

"Mepbl MMHMMM3aumK pucka" (risk minimization measure, risk minimisation activity) - komnnekc meponpuaTun,
HanpaBfeHHbIX Ha NpedoTBpallEeHUe WM YMEeHbLUEeHWE BEepPOATHOCTUM BO3HWKHOBEHWS HexenaTerbHbIX peakuumn,
CBSA3aHHbIX C BO3OEWCTBUMEM EeKapCTBEHHOro npenaparta, NMMbo Ha yMeHbLUeHWe CTEMEHW TSHKeCTU UNN BIAUSHUS
HexenaTenbHbIX peakuMn Ha nauneHTa B criydae ux passutus;

"MUHMManbHble TpeboBaHUS K MHpopMauun B COOBLLEHMM O HexenaTernbHOM peakumm" (minimum criteria for
reporting) - MMHUMarnbHbIA HABOP AaHHbLIX NPeACTaBNsAeMbIX B YNONHOMOYEHHbIE OpraHbl B cdyepe papMakoHazsopa o
Crnyyasix BbISIBMEHUSI MOAO3PEBaEMbIX HexernaTemnbHbIX peakuui (BkMoyast wuaeHTudumuympyemoro penoprepa,
naeHTUMLMpyemMoro naumeHTa, HexxenaTenbHY peakLmio 1 Nogo3peBaeMbI NekapCTBEHHbIV Npenapar);

"Habop [AaHHbIX AN aHanu3a" - MUHMMarbHbIi Habop [OaHHbIX, KOTOpbIi TpebyeTcs ANs BbIMNOSHEHUS
CTaTUCTMYECKOrO aHannaa, HeoOXo0AMMOro ANns NONy4YeHUs pe3ynbTaToB N0 NEPBUYHBIM LIENAM UCCHEA0BaHWS;

"Hagnexawiaa npaktuka dapmakoHaasopa" (good pharmacovigilance practices (GVP)) - pykoBoactso no
ocyllecTBneHuo hapmakoHaa3opa B rocygapcTBax-uneHax, TpeboBaHMS KOTOpPOro pacrnpoCTpaHsAlTCs Ha
aepxxaTenein perMcTpaumoHHbIX YOOCTOBEPEHUI U YNONTHOMOYEHHbIE opraHbl B cdepe hapMakoHaa3opa;

"Hayano uccnegoBaHns" - gata Havana cbopa gaHHbIX;

"Hayano cbopa gaHHbIX" - gata peructpaumm AaHHbIX O NMEPBOM MauMeHTe, BKIIOYEHHOM B MCCredoBaHue, B
OOKyYMeHTapHon dopme (anekTpoHHon 6ase cbopa AaHHbIX) unu gaTa Hayvana Wu3BrevYeHus AaHHblX (B cryyae
MOBTOPHOrO UCMOMb30BaHNS AAHHbIX);

"HeBanuampoBaHHbI curHan" (non-validated signal) - curHan, ons KOToporo nNo pesyrnbTataMm BbINOfIHEHUS
Banuaauum N OLEHKN MOATBEPXKOAIOLLMX AAHHBIX YCTAHOBIEHO, YTO MMELIMECS AaHHbIE ABMSATCA HEAOCTaTOYHbIMU
ONsl NpenoriokeHUss O HanuyuM HOBOW MNOTEHUManbHOW NPUYUHHO-CIIEACTBEHHOW CBSI3W WM HOBOMO acriekTa
N3BECTHOWM B3aUMOCBS3U W, Cief0oBaTENbHO, JaNbHENLLNIA aHanu3 curHana He siBnsieTcsi 000CHOBaHHbIM;

"HexxenaTtenbHaa peakuus” (adverse reaction) - HenpegHamepeHHas HebnaronpuATHas peakuusi OpraHu3ma,
CBdA3aHHad C npuMmeHeHneMm JiekapCTBeHHOro npenapara U npeanonararvowada Hannm4ymne B3anmmMmocBdA3n C nNpuMeHeHnem
NMogo3peBaemMoro fekapCTBEHHOro npenapata. B cnyyae nonyyeHnss CAOHTaHHOrO cooOLWeHus O pasBuTUK
HeXenaTternbHOro ABJfieHnAa, B KOTOPOM NPUYMHHO-CNeACTBEHHaAA CBA3b HEeU3BeCTHa UK He yKasaHa crneuunanmnctomMm
CUCTEMBI 3[4,paBOOXPAHEHUS UM NOTPebUTENEM, SBNSAOLWUMCSH NEPBOUCTOYHUKOM, OAHHOE HeXernaTenbHoe sIBNeHne
paccmMaTpuMBaeTCa Kak HexenarternbHas peakuus. Bce noctynawowme CnoHTaHHble COoOOLleHMs, NpeacTaBnsemMble
cneumManuctaMmm CUCTEMbl  34PABOOXPAHEHUS WU NOTPEOUTENsAMM, paccMaTpuBalOTCA Kak MoJo3peBaeMble
HexenaTenbHble peakuMn UCXods U3 TOro, YTO WX NpeacTaBlieHWEe COAEPXUT MPennofioKeHUEe NEPBOMCTOYHUKA O
HanMuMM B3anMMocCBA3N. VcknodeHne CcOCTaBnslOT COOBLLEHMS, B KOTOPbIX NEPBOUCTOMHUKOM COEMNaHO ykal3aHue Ha
OTCYTCTBME B3aMMOCBA3U MeXAYy HexXenaTtellbHbiM dABleHneM u npmemMom nogo3peBaeMoro InekapCTtBeHHOro
npenaparta. HexenaTtenbHble peakunun MOryt BO3HMKATb MNpuU MNpuUMeHeHUN JeKapCTBEHHOro npenapata B
COOTBETCTBUU C O,D,06peHHI:IMI/I ycnoBuaAmMu npnMeHeHna nekapCTtBeHHOoro npenaparta, unn B CBA3U C UX HapylleHunem,



unu B pesynbTaTe BO3AENCTBUS, CBA3AHHOIO C POAOM 3aHAaTwUi. Criydyanm NpUMEHEHUs ¢ HapylleHnemM oJ00peHHbIX
YCINOBUIN MPUMEHEHUS NEKAapCTBEHHOrO Mnpenapara BKko4YaloT B cebsi MpMMeHeHWe He B COOTBETCTBUMM C obLiei
XapaKTepUCTUKON NEKAPCTBEHHOro npenapaTta WUnn WHCTPYKUMEA MO MeOULMHCKOMY NMPUMEHEHWUO, Nepeno3vpoBKY,
3noynotpebnexHne, HenpaBubHOE NPUMEHEHME N OLUNOKN NMPUMEHEHUS;

"HexenaTeneHoe sBreHne" (adverse event) - nboe HebnaronpuATHOE M3MEHEHME B COCTOSIHUM 300pPOBbS
naumMeHtTa wnn cybbekTa KIMHWYECKOTO WCCMedoBaHus, npou3ollewee Mocrne MPUMEHEHUS JeKapCTBEHHOMo
npenapaTa, He3aBUCUMO OT MPUYUHHO-CNEACTBEHHON CBA3W C €ro NpuMeHeHneMm. HexenartenoHoe sBNEHUE MOXeT
npeactaBnsats cobon nwboe HebnaronpuaTHOe M HenpedHaMepeHHoe W3MeHeHne (B TOM 4ucre OTKINOHeHue
nabopaTtopHOro nokasatens OT HOPMbI), CUMNTOM unu 3abonesaHve, BpEMSA BO3HUKHOBEHUSA KOTOPbIX HE UCKMoYaeT
CBS3N C NPUMEHEHMEM NEeKapCTBEHHOro npenapara, BHE 3aBMCMMOCTWU OT Hanuvyusd unm OTCYTCTBUSA B3aMMOCBHA3M C
NpUMeHeHMEM fneKkapCTBEHHOro npenapara;

"HexxenaTtenbHoe sBNEeHWe nocne wuMmmyHusauumn" (adverse event following immunization) - noboe
HexenaTenbHOe SBMeHue, pas3BMBLUEECHA MOCMe WMMYHU3aLMKW, BHE 3aBUCUMOCTW OT HanuMyUsi Unu OTCYTCTBUS
B3aMMOCBA3U C MPMMEHEeHMEM BaKUMHbl. HexxenatenbHoe siBfieHWe Nocne MMMYHU3aLUmMmn MOXeT NpeacTaBnaTb cobon
nobdoe HebnaronpuATHOE N HeNpegHaMepeHHOE U3MEHEHME (B TOM YUCTe OTKITOHEHUE NabopaTopHOro nokasarens ot
HOpPMbI), CMMNTOM MUK 3abonesaHue;

"HeMHTepBEHLMOHHOE nccnegoBaHne" (non-interventional studies) - uccnegosaHue, NpyM KOTOPOM BbIMOSHAOTCS
cnepywLimne ycnoBus:

nekapCTBeHHbI MpenapaT Ha3HayaeTcs B COOTBETCTBMM C OOLWEen XapakTepuUCTUKOW feKkapCTBEHHOro
npenapara;

peweHne o HasHa4YeHun nauneHTy onpenefnieHHoro neyvYeHnda npuHMMaeTCA He 3apaHee COorfiacHO npoTOoKony
nccnenoBaHud, a B COOTBeTCTBUU C pyTVIHHOIZ KNMHMYECKon ﬂpaKTMKOVI, N Ha3Ha4dYeHne JneKkapCTBeHHOro npenapara
YETKO OTAEeNIeHO OT pelleHna O BKIMIo4YEeHUN nauneHTa B nccregoBaHune,

B OTHOLUEHUN naumneHToB He NPUMEHAKTCA Kakne-nnbo AonOoNHUTENbHbIE AMAarHOCTUYECKNe unm KOHTPOIbHbIE
npouenypsbl, a And aHanumsa nonyvYeHHbIX AaHHbIX UCNONb3YKTCA annaemMmonorm4eckne MetToabl;

"HenpaBunbHOe npuMeHeHne" (misuse) - HamepeHHOoe HeHaanexailee nNpUMEHeHWe neKkapcTBEHHOro
npenapaTa, He COOTBETCTBYHOLLIEE YCIOBUSIM, YCTAHOBMEHHBLIM NPY perncTpauun nekapcTBeHHOro npenapaTa;

"HenpaBuInbHOE NPUMEHEHNe C He3akoHHoW uUenbk" (misuse of a medicinal product for illegal purposes) -
HenpaBuribHoOe npumMmeHeHune C OONOJTHUTESIbHbIM CKpPbITbIM HamMepeHunem HeHaanexawero npuMeHeHnsa
NeKkapCTBEHHOro MpenapaTa C Lenblo OKasaHusi BO3OeNCTBMS Ha gpyroe nuuo. HenpaeunbHoe npuMeHeHue ¢
He3aKOHHOW uenblo BKNoyaeT B cebs npodaxy APYroMy nuuy fekapCTBEHHbIX mpenapaToB AN pekpeaunOHHbIX
uenen n ncnons3oBaHve NekapcTBEHHOro npenapaTa 419 COBepLUEHUSA NPeCTYNHbIX AeACTBUN,

"HenpeaBuaeHHas HexenaTtenbHaa peakuunsa" (unexpected adverse reaction) - HexenaTenbHas peakuwus,
XapakTep, CTeneHb TSKeCTU UMW UCXOL KOTOPOW He cooTBeTcTBYyeT MHdopMaLumu, cofepxallencs B OeNCTBYHOLLEN
obLLel xapakTepucTuke nekapCcTBeHHOro npenaparta. K uncny HenpeaBuaeHHbIX HeXXenaTenbHbIX peakumMn OTHOCHATCS
CBOWCTBEHHbIE AN dapMakonorMyeckoro knacca adpdekTol, ykasaHHble B OOLIEeN XapaKTepucTuke rekapCTBEHHOro
npenapaTa, KOTopble He ObinM OnMcaHbl Kak CBA3aHHble C HenocpeAcTBEHHbIM MPUMEHEHWEM FeKapCTBEHHOro
npenapata. [ns nekapCTBEHHbIX MNpenapaToB, 3aperMcTpupoBaHHbIX B COOTBETCTBUM C 3aKOHOAATENbCTBOM
rocygapcrBa-unieHa, npuMmeHseTca  oblwas  xapakTepucTuka  fekapCTBEHHOro  npenapata, opobpeHHas
YMNOJSTHOMOYEHHbLIM OpraHoMm B cdepe hapmakoHaasopa rocygapcrBa-yrieHa, KOTOpOMY HamnpasrieHO coobuieHue o
HexxenaTtenoHOW peakunu;

"HOBbIV BbIIBNEeHHbIN curHan” (newly identified signal) - curHan, BnepBble BbISBNEHHbIA B TEYEHME OTYETHOro
nepuoda nepvoguydeckoro obHOBNSEMOro otyeTa no 6e3omacHOCTU, ABMASIOWMIACA OCHOBaHMEM AN AarbHEeNLInX
OENCTBUI NN €TI0 OLIEHKY;

"OKOHYaHWe cBopa AaHHbIX" - JaTa, Mo COCTOAHMIO Ha KOTOPYl BrepBble MOMHOCTbI0 AocTynHa 6Gasa cbopa
OaHHbIX, NpUroaHas Ansa npoBeAeHns aHanusa;

"opraHmsaums” - pMANYECKoe L0, MPaBOMOYHOE BbINOMNHATL AeATEeNbHOCTb N0 dapMakoHaa30py U Hecyllee
OTBETCTBEHHOCTb 3a BbIMOJIHEHNE ,anHOI7I AeATeNIbHOCTHU;



"OCHOBHasi MH(popmaumst 0 6esonacHoCTU AepxaTens perncTpaunmoHHoro yaoctosepeHus” (company core safety
information (CCSI)) - wuHcopmauus, umerowas oOTHOWeHne K 6e30nacHOCTM NekapCTBEHHOro npenapaTta,
cogepxawadaca B NepedyHe OCHOBHbIX [AaHHbIX O JeKapCTBEHHOM npenaparte Aaepxatena pernctpaynoHHOro
YAOCTOBEPEHNsT JeKapCTBEHHOro mnpenapaTa, padpaboTaHHas MM W npeacTaBnsemMas no ero 3asBfeHW0 B
yMOMHOMOYEHHbIE OpraHbl B cpepe hapmakoHag3opa rocygapCTB-YNeHOB, Ha PblIHKax KOTOPbIX peann3yeTcs AaHHbIN
rfieKkapCTBEHHbIV npenapar, 3a UCKIYeHWeM criydaeBs, Koraa B MHAOPMaLMIO BHOCATCA M3MEHeHUs no TpeboBaHuio
3TUX YMONHOMOYEHHbIX OpraHoB B cdepe dhapmakoHagsopa. OcHoBHas uHdopMaums o0 6e3onacHoCcTV aepxatens
perncTpaumMoHHOro YAOCTOBEpeHus npeacTaBnseT cobon uHdOpMauMIio CMpaBOYHOIrO  XapakTepa, KoTopas
onpegenset CTaTyC MEepeyYUCNeHHbIX W HEeMepeynCreHHbIX HeXenaTernbHblX peakuuin C LeMnbil COCTaBfeHus
nepuoguyeckoro obHoBMsemMoro ortyeta no 6e3onacHOCTM feKapCTBEHHOrO rMpenaparta, HO He onpedenset
oXuaaemble U HeOXuAaHHble HexenaTtesflbHble peakuun LN BbINOfHEHUS TpeboBaHMM MO HesaMeanuTenbHOMY
npeacTaBneHnio COOBLLIEHNI O HeXenaTenbHbIX peakuusXx;

"OCHOBHbI€ [JaHHble O NIeKapCTBEHHOM CPeACTBE AepXKaTens perMcTpauroHHOro yaoctoBepeHus” (company core
data sheet) - [OokymeHT, pa3paboTaHHbIi AepaTernem pPerucTpauMoHHOrO YAOCTOBEPEHUS W coaepKallvi
MHcbopMaLmio 0 Ge30MacHOCTM, MOKa3aHUSX K MPUMEHEHUIO, PEXUMe O03UPOBaHUs, (DapMaKoyIorM4ecKUX CBOWCTBax U
APYryto MHcbopMaLmio, KacaloLLycs JIekapCTBEHHOro NpenapaTa;

"oTknoHeHHbIM curHan" (refuted signal) - BanmMaMpoBaHHbLIN CUrHan, KOTOPbLIN MO pesynbTatamM MocneayoLen
OLEHKM Obln onpeaeneH Kak NOXHbIA B CBSA3U C HEBO3MOXHOCTbIO MOATBEPKAEHUS HANU4MsA NPUYNHHO-CreaCTBEHHOMN
CBSI3M Ha TEKyLLMIN Nepuos BpeMeEHU;

"oTcyTcTBylOWas uHdopmauma” (missing information) - HepocTatok cBegeHu o ©OesonacHocTM MM 06
0COBEHHOCTAX NPUMEHEHMS NIEKAPCTBEHHOrO Npenapara y onpefenieHHbIX rpynn nauMeHToB, KOTOpble MOTyT SABMAATHCS
KMMHUYECKN 3HAYUMbBIMU;

"oTyeT No HGe3onacHocTn paspabaTbiBaemMoro nekapcteeHHoro npenapata” (development safety update report
(DSUR)) - nepuogmyecknin oBHOBNSEMbI OTYET No 6e30nacHOCTM NeKapCTBEHHOro npenapaTa, Haxoasawerocs B
pa3paboTke;

"oueHka curHana" (signal assessment) - npouecc pJanbHenWen OUEHKN BanuauMpoBaHHOMO curHana c
ncnonb3oBaHMeM BCeX UMEKLUXCA OaHHbIX C Uellblo U3y4vYeHua OoKa3aTellbCTB I'IpI/I‘-II/IHHO-CJ'Ie,EI,CTBeHHOVI CBA3U
HOBOIro pucCKa C ,El,eI7ICTByIOLIJ,I/IM BelweCcTBOM WK neKapCTBEHHbIM MpenapaTtom nmbo onpeneneHna nsMeHeHua
XapaKTepUCTUKn N3BeCTHOIro pucka,

"owmnbka NpuMMeHeHMs nekapcTBeHHOro npenapara” (medication error)" - HenpegHamepeHHas owwnbka B
npouecce NpUMMEHEHUs NleKapCTBEHHOrO npenapara, KoTopasi npyBena unu Morna nNpuBecTu K MpUYMHEHMIO Bpeaa
nauneHTy;

"nepepos3npoBka” (overdose) - NMpMMEHEHWe NeKapCTBEHHOro npenaparta 3a 1 npveMm nnbo KymMyrnsaTUBHO B
KONnn4yecTBe, KOTOpPOE MpeBbIllaeT PEKOMEHAYEMYK MaKCUMarbHYH 403y B COOTBETCTBMM C AEWCTBYHOLEN obuien
XapakTepUCTUKON NeKapCTBEHHOrO nNpenapara;

"nepuognyecknii obHoBNsieMbI oT4eT no G6e3onacHocTn" (periodic safety update report (PSUR)) - oTyeT ans
npeacTaBreHns OLEeHKM COOTHOLIEeHUst "Monb3a - pUck" nekapcTBEHHOro npenapaTa AepxaTenem perncTpaumoHHOro
YOOCTOBEPEHMS NeKapCTBEHHOro npenapaTa B OnpeAerieHHbl Nepuos BpeMeHW B TeYeHue NOoCTperncTpauuoHHOro
3Tana;

"nnaH ayguta" (audit plan) - onucaHue 3annaHMpoBaHHOW AeATENbHOCTU U OpraHu3aunm OTAENsHOro ayauTa;
"nnaH ynpaeneHus puckamun" (risk management plan) - nogpobHoe on1McaHne cucTemMbl ynpaBrneHus puckamu;

"nnaHnpoBaHue kadvectBa" (quality planning) - co3gaHue CTPYKTYpbl CUCTEMbI KadecTBa CUCTEMBI
dapmMakoHaa3opa U MraHMpoOBaHWE MHTErPUPOBAHHBIX M COIMACOBaHHbLIX MPOLECCOB CUCTEMbI KayecTBa CUCTEMBbI
hapmakoHagsopa;

"nocTperncTpaumoHHoe muccnegopaHme 6esonacHoctn" (postauthorisation safety study (PASS)) - uccnegosanue,
MMmetolee OTHOLLEHME K 3aperMcTpupoBaHHOMY fekapCTBEHHOMY MpenapaTy, NpOBEeAEHHOE B LiensiX OonpeaeneHus
XapaKTepUCTUKN WUNN KONMYECTBEHHOW OLeHKM yrpo3bl Ge3onacHocTW, NoaTBepaeHust npoduns 6GesonacHocTu
NekapCTBEHHOro npenapata WM OueHKM 3(PMEKTBHOCTM Mep NOo yrnpaBneHu puckamu. MocTperncTpauynoHHoe



uccnepoBaHue 6e3onacHocTy OpraHndyeTcd Kak NHTepBEeHUMOHHOE KITMHN4YeCKoe nccnenosaHmne nnm npoBoOUTCA Kak
nccnepoBaHue HabnogaTensHOro HEenHTepBeHLMOHHOIo An3anHa, B TOM Yncne C UCNosib30BaHNEM AaHHbIX peaan0|7|
KNUHNYECKON NPaKTUKKN,

"noteHumanbHbiin puck" (potential risk) - HexenaTenbHoe nocneacTBue ¢apmakoTepanuM, B OTHOLLEHMU
KOTOPOro UMEKTCS OCHOBaHUS Ansi NOAO3PEHUA Ha Hannyne B3anMOCBSA3W C NIEKapCTBEHHbIM NMpenapaTtoM, KoTopas
Hagnexalym obpa3om He Obina NoATBEPXKAEHA;

"notpebutens" (consumer) - naumeHT, NMLUO, OCYLLEeCTBASOWEE yXoh 3a NauMeHTOM, B3aumMogenCTBYoLEee C
HUM, NMPU 3TOM He ABnfAloLLEeeca cneuuannucToM CUCTEMbI 30pPaBOOXPaHEHUS;

"npuBepxxeHHOCTb kadecTBY" (quality adherence) - BbinonHeHwe 3agay M 06A3aHHOCTEN B COOTBETCTBUM C
TpeboBaHMAMU K KAYECTBY;

"NpuMeHeHe He B COOTBETCTBMM C OOLLEN XapaKTepUCTMKOW NEeKapCTBEHHOro npenapaTta Wnu MHCTPYKUMEN no
MeauumHckomy npumMmeHeHuto (off-label) - HamepeHHOe npuMeHeHve nekapcTBEHHOro npenapaTta ¢ MeOUUMHCKON
Lenbio He B COOTBETCTBMU C YCMOBUSAMM, ONpeaensemMbiMy obLuen xapakTepucTMKOW NekapCTBEHHOro npenapara unm
WHCTPYKUMEN NO MEANLIMHCKOMY MPUMEHEHMIO;

"NpMMeHeHne NeKkapcTBEHHOro npenapara, HasHa4YeHHOro B CBSI3W C UCKMIOYUTENbHLIMU 0BCTOATENLCTBAMU U3
coobpaxeHun coctpagaHuns" (compassionate use of a medicinal product) - HasHauyeHne nekapCTBEHHOIO CPeacTBa u3
COODpaXXeHUn cocTpagaHnst rpynne MnauMeHTOB C XPOHWYECKUMU, WUHBANUOU3MPYIOLMMU WU YTPOXaoWNMU KU3HN
3aboneBaHunsaMK, a Takke C 3aboneBaHMSIMW, KOTOpble He MOryT ObiTb Bblfl€YEHbl 3aperncTpMpoBaHHLIMU
nekapCcTBeHHbIMU MpenapaTamy (COOTBETCTBYHOLUMIA FeKapCTBEHHbI npenapaT AOMKeH HaxoAuTbCs Ha JTane
pernctpaumm nnbo KNMHUYECKUX NCCNeaoBaHUN);

"npuoputn3aums curHana” (signal proritisation) - npouecc, KOTOPbIV BbINOMHAETCA HENPEPLIBHO Ha BCEX aTanax
yNpaBreHnsi CUrHanom W Lenbl KOTOPOro SBMSETCH WAEHTUdUKaALUUA CUrHamoB O NpeanoriaraeMbiX puUckax cC
NoTeHUManbHbIM BaXXHbIM BMMSHMEM Ha 340POBbE MALMEHTOB MM ObLLECTBEHHOE 3[00POBbE (300pOBbE HaceneHus)
UNN CUrHanoB, KOTOPbIE MOrYT OKa3aTb CYLLECTBEHHOE BIIMSIHME HA COOTHOLUEHME "Monb3a - pUCK" NeKapCTBEHHOro
npenapaTa 1, COOTBETCTBEHHO, HE3ameanNUTENbHO TPeOyoT AENCTBUIA U NPUHATUS MEP YNpPaBreHNst PUCKOM;

"npobnema no 6e3onacHocTn" (safety concern) - BaXHbIN NAEHTUHOULNPOBAHHbBIA PUCK, BaXKHbIN NOTEHLNANbHBIN
PVCK UNK OTCYTCTBYHOLLAA MHdOopMaums;

"nporpamma ayguta" (audit programme) - nocneaoBaTeNbHOCTb, COCTOsILWLAS M3 OOHOro unu bonee ayamTos,
3anaHMpoBaHHbIX Ha OI'Ipe,EI,eJ'IeHHbIVI nepuon BpeMeHn n nMerLnx KOHKPETHYH Lerlb;

"npoporkatoieeca KnMHUYeckoe nccregosaHme” (ongoing clinical trail) - nccnegosaHne, B KOTOPOM Hayanochb
BKIIIOYEHME MaUMEHTOB, AaXe eCcnin UccnefoBaHme NpMoOCTaHOBIEHO MITW €r0 aHanu3 3aBepLleH, HO UTOTOBLIN OTYET O
HeM OTCYTCTBYET;

"npamoe UHGOPMUPOBaHME CNEUManucToB cucTembl 3apaBooxpaHeHus” (direct healthcare professional
communication) - cpeacTBo MH(OPMaLUOHHOTO B3aMMOAEWNCTBMSA, NPW MOMOLLM KOTOPOro BaxHas wuHdopmauums
npegocrtaBndeTcAa HanpaMyro onpenerieHHbIM cneuuanmnctaMm CUCTeMbl 34paBOOXpaHEeHUA CO CTOPOHbI OepXxaTtend
PerncTpaumMoHHOro yaoOCTOBEPEHUS WM YNONMHOMOYEHHOrO opraHa B cdepe dapmakoHaasopa C Lenblo  Ux
MHPOPMUPOBAHUST O HEOBXOAUMOCTU NPUHATUSA ONpefeneHHbIX Mep UM U3MEHEHUS! PYTUHHOW NPaKTUKN B CBSI3N C
NONy4YeHHLIMW HOBbLIMU BaXXHbLIMW AaHHLIMW O NEKaPCTBEHHOM Mpenapare;

"paccmartpuBaembiin curHan” (ongoing signal) - curHan, KoTopbli NPOXOAMT NPOLEaYPY OLIEHKM MO COCTOSIHUIO Ha
AaTy OKOHYaHus cbopa gaHHbIX 4NA Nepnoamyeckoro obHoBnsemoro otyeTa no 6e3onacHocTy;

"peakuusi, obycrnosneHHas 6ecnokoMCTBOM Mo NoBody MMMyHM3aummn" (immunisation anxiety-related reaction) -
HexxenaTenbHoe SBreHWe nocrne WMMyHM3auuu, pasBuBalolleecs BcreacteMe 6OecnokolcTBa Mo MNoBoay
UMMYHMN3aLmnu;

"perncTp" (registry) - opraHMsoBaHHasi cUCTEMaA, B KOTOPOW MCMOMb3yHTCA MeToAbl HabnwoaeHus ans cbopa
CTaHOapPTU3NPOBAHHbIX AaHHbIX o6 aHannmanpyemblx wuUcxoaax B nonyndaumMm nauueHToB C onpeaerieHHbIMU
336OJ'IeBaHI/IF|MI/I, COCTOAHUAMU UMK NAUMEHTOB, NnogBeprarLwmnxca onpeagerieHHoMy BO3p,el7ICTBI/IIO;



"pesynbTatbl ayauta" (audit findings) - pesynbTaThl OLEHKU COOTBETCTBUS (DAKTOB, NOMYYEHHbIX N0 pesynbTaTam
ayavTa, Kputepusam ayauTa;

"pekomeHgaummn ayguta" (audit recommendation) - onMcaHMe HanpaBreHUsi OENCTBUA, KOTOpblE PYKOBOACTBO
BNpaBe NpeanpuHATb Anst UCMpaBEHUs BbISIBNEHHbIX MO pe3ynbTatam ayauMTa HeJoCTaTKoB, HECOOTBETCTBUMA M ANs
MUHUMM3aLUMK criabblX CTOPOH CUCTEM YMpPaBeHYECKOro KOHTPONS;

"penopTupoBaHue" - npouecc nepegayn B yCTaHOBNEHHON hopMe MHPOpMaLMK O HeXenaTernbHbIX peakumnsax B
YNONTHOMOYEHHbIE OpraHbl B cdhepe hapMakoHaasopa unm akcnepTHble OpraHn3aumn, B cpepy KOMNeTeHUMM KOTOpPbIX
BXOOUT hapmakoHaasop;

"pUckn, cBs3aHHbIE C NPUMEHEHMEM fekapcTBeHHoro npenaparta” (risks related to use of a medicinal product) -
PUCKW, CBSI3aHHbIE C KAYECTBOM, 6€30MacHOCTbLIO UMK 3MEKTUBHOCTLIO NTEKAPCTBEHHOIO NpenapaTa Mo OTHOLLEHWUIO K
300POBbI0 MALMEHTOB UMW HACENEHMUS UNWN BEAYLLNE K HEXENATENbHOMY BO3AENCTBUIO HA OKPY>KatoLLyto cpeay;

"cepbes3Hasn HexenaTenbHasa peakums" (serious adverse reaction) - HexxenatenebHas peakums, KOTopas NpMBoaUT
K CMepTu, MpeacTaBnsieT yrpo3y AN XKU3HW nauueHTa, TpebyeT rocnutanu3auuu naumeHTa unu ee npoaneHus,
NPUBOAUT K CTOWMKOW NMGO BbIPaXKEHHOW HETPYAOCNOCOBHOCTU UMM MHBaANMAHOCTU, K BPOXAEHHLIM aHOManuam unm
nopokam passutus. JlioGas HenpegHamepeHHass nogo3peBaemMasi nepefadva  MHAEKUMOHHOMO areHta 4depes
nekapCcTBEHHbIV NpenapaT Takke CYMTAETCS CEPbE3HON HeXenaTenbHOW peakunen.

Mog cocTtosiHMem, npeactaBnavWKMM yrpody AOnd XuW3HuW, B OaHHOM KOHTEKCTE MOHUMMaeTCAa peakuund, npu
KOTOpOI;I XU3Hb NauneHTa Haxoaumnacb noa prO3OI7I Ha MOMEHT pa3BUTUA peaKunn. /J,aHHoe COCTOAHME HE OTHOCUTCA
K peakunun, Kotopasa rmnoTeTu4eckmn morna Obl npmBecTn K CMepTn B crny4vyae Oonee TsKenoro Te4eHnst 3aboneBaHus.

PelleHne OTHOCUTENbHO OTHECEHUS CUTYyaUUW K YUCAY Cepbes3HbiX HexenaTenbHblX peakuun, Hanpumep,
3HAYMMbIX C MEOULIMHCKON TOYKM 3peHns cobbiTui, KOTOopble He NpeacTaBnsaloT cobon HenocpeaCTBEHHYIO Yrpo3y Ans
XM3HM NauueHTa, He MPUBOAAT K CMepTVM UNW rocnutanusauvu, HO MOABEPralT MauueHTa pucky unm TpebyioT
BMeLlaTensCcTBa Ans npegoTBpalleHns 0QHOro M3 UCXOAO0B, NPUBEOEHHbIX B yKa3aHHOM onpedeneHun, npyuHMMaeTcs
Ha OCHOBE MEAWUMHCKOW MU Hay4YHOW OLEHKW, B TOM YMCre AN COCTOSHWMW, TPeObylowmnx npoBegeHnss MHTEHCUBHOWN
Tepanun B NMPMEMHOM OTAENEHWM UNn B OOMALUHWX YCIOBUSX MpU anneprmiyeckom BpoHxocnasme wunu cygoporax,
KOTOpble He MPUBOAAT K rocnutanu3auuu, a Tawkke pasBUTUM 3aBMCMMOCTU UMK 310ynoTpebneHnss nekapcTBeHHbIM
npenapaToMm, KOTOpble Takke CneayeT cHnTaTbh Cepbe3HbIMU HexXernaTernbHbIMU ABEHUSMMU;

"curHan" (signal) - Hcopmauwms, nocTynarLwas oT O4HOro UM HECKONBbKUX UCTOYHUKOB, BKITtOYas HabnwogeHus
N 3KCMNEPUMEHTLI, KOTopas npegnonaraeT Hanuyine HOBOW MNOTEHUManbHOW MPUYMHHO-CNELCTBEHHOW CBSA3N UK
HOBOrO acnekTa W3BEeCTHOW B3aMMOCBSA3M MeXAy BO3OeNCTBMEM IeKapCTBEHHOro npenapata U sBfieHUEM unu
COBOKYMHOCTbI B3aUMOCBSA3aHHbIX SBMEHWIN, HeXenaTernbHbIX UM 6naronpusaTHbIX, OLEeHMBaeMas kak gOCTaTovHas
Ona ganbHenwmnx AencTtsun no sepudukaumm curHana. Hosble acnekTbl U3BECTHOW B3aMMOCBSA3M MOryT BKMAOYaTh B
cebsi N3MEHEHMS YacTOTbl, PACNPOCTPAHEHMUS HEXENaTeNbHOM peakumm (Hanpumep, nNo nosny, Bo3pacTy, TeppuTopun),
NPOAOCIHKUTENBHOCTU, CTENEHN TSHDKECTU UMM UCXOOY HEXenaTernbHOW peakuun);

"cuctema kadectBa cuctembl papmakoHagsopa" (quality system of a pharmacovigilance system) -
opraHu3auMoHHasa CTpykTypa, 06s3aHHOCTW, NpoLeaypbl, MPOLECChl U pecypcbl cucTemMbl hapmakoHagsopa, BKoyas
Hajarexallee ynpaBrieHve pecypcamu, JOKYMEeHTaumen u CoOoTBETCTBUE HOPMaM perynnpoBaHuns;

"cuctema ynpaeneHuss puckamn" (risk management system) - koOMnneKkc OEeNCTBUA U MepPONpUATUA MO
thapmakoHaa3opy, HanpaBfeHHbIX Ha BbIABNEHWE, XapaKTepucTuKy, npefoTBpalleHne Unm MUHUMU3aunio PUCKOB,
CBSI3aHHbIX C NeKapCTBEHHbIMY rnpenaparaMin, BKNoYas oLueHKy addEKTUBHOCTN 3TUX AEACTBUN U MePONpUSaTUN;

"cuctema dapmakoHagsopa" (pharmacovigilance system) - cuctema, opraHusyemas gepxartensmu
PErNCTPaUMOHHBbIX YOOCTOBEPEHMIA JIEKAPCTBEHHbIX MpenapaTtoB WM YNONTHOMOYEHHbBIMM oOpraHamm B cdepe
dhapmakoHaasopa AN BbINOMHEHUS 3adad u obsA3aHHOCTEN No dhapMakoHaa3opy, nNpedHa3HayeHHas AN KOHTpons
6€e30MacHOCTN NeKkapCTBEHHLIX MpenapaToB, CBOEBPEMEHHOMO BbISIBIIEHUSA BCEX U3MEHEHUI B OLEHKE COOTHOLUEHUS
"nonb3a - puck" neKkapCTBEHHbIX MpenapaToB, Afis pa3paboTkMm U BHeOpPEeHUs Mep no 0becneyeHunto NpUMEHEHUsI
NEeKapCTBEHHbIX MpenapaToB Npu NPEBbILLEHNN MOMb3bl HAZ PUCKOM;

"cneuynanuct cuctembl 3apaBooxpaHeHus" (healthcare professional) - nuua, umerowmne MegULMHCKYHO
KBanudukaumio (Hanpumep, Bpayu, NPoOBM3OpbI, apMaueBTbl, MeOUUUHCKME CcecTpbl U cyaebHO-MeguumHCKue
akcnepThl). [aHHOe onpegeneHve WCMOMb3yeTcs, B TOM 4uUCre, B pamkax NpeactaBneHuss WHdopmauum o



noao3peBaeMbIX HeEXeNnaTerlbHbIX peaKunax,

"cnoHTaHHOe coobuleHne (cnoHTaHHoe u3BelleHue)" (spontaneous report (spontaneous notification)) -
[o6poBosbHas nepefaya cneumanucTom CUCTEMbl 34PaBOOXPAHEHUST UM NOTPEOUTENEM YNOSTHOMOYEHHOMY OpraHy
B cchepe hapmakoHaasopa, AepaTento perncTpaLMoHHOro yA0CTOBEPEHNUS NIEKAPCTBEHHOMO npenaparta unn Apyrou
YNOSIHOMOYEHHOW OpraHM3aummn (B Tom vucre BcemMupHo opraHusauum 3gpaBoOXpaHeHuUsl, perMoHanbHbIM LIeHTpam
(hapmMakoHag30pa, TOKCMKOMOIMYECKMM LieHTpaM) AaHHbIX, KOTOpble cofepXaT OnucaHue OA4HOW WIM HECKONbKUX
HexxenaTernbHbIX peakuuii y naumeHTa, NpUHMMAaBLLIEro OAMH MU HECKOSbKO NeKapCTBEHHbIX NpenapaTtoB, U KOTopble
He OblNM nony4YeHbl B XOA4e MPOBEAEHWUS KIMMHWYECKOTO WCCMNELOBaHUS WNU  MPUMEHEHUSI MHOrO MeToda
OpraHM3oBaHHOro cbopa AaHHbIX;

"cnpaBoyHasa uHdopMaums o Ge3onacHOCTU nekapcTBeHHoro npenapata” (reference safety information) -
nHdpopmaums o Ge3onacHOCTU FeKapCTBEHHOrO npernaparta, KoTopas BKMYEeHa B OCHOBHYKO WHGOPMaUMio O
nekapcTBEHHOM MpenapaTe AepxaTensi permcTpauMoHHOro yaocToBepeHus (Hanpymep, nepeyeHb OCHOBHbIX AaHHbIX
O IeKapCTBEHHOM nMpenapaTe JepxaTenss perncrpauuoHHOro  yAOCTOBEPEHUS) U KOTOpyl  AepxaTerb
perncTpaumMoHHOro yaoCTOBEPEHUS OOIMKEH yKasaTb B Mepuoanyeckmx obHOBNSIEMbIX OT4eTax Mo 6esonacHoCcT BO
BCEX [rOCydapcTBax, B KOTOpPbIX peanu3yeTca JeKkapCTBEHHbI MpenapaT, 3a WCKMYEeHMeM CcrydaeB, Korga
YNONTHOMOYEHHbIV OpraH B cdpepe hapmakoHaasopa TpebyeT BHECEHNE UBMEHEHWI B CNIPaBOYHY MHADOPMaLMIO;

"CYLLI,eCTBeHHbIe M3MEeHEeHNA NpoToKoa nccnepoBaHna” - UAMeHeHUs! NpOTOKOJ1a nccnengoBaHmd, KOTopble MOryT
oKasaTb BIMSIHME Ha ©e30MacHOCTb, (*)VI3I/|'~leCKO€‘ nnm ncunxm4yeckoe 6narononque Cy6'beKTOB ncenegoBaHna Uinn
NoBNNATb HA UHTEpnpeTaunto pe3ysibTaTtoB UCCliegoBaHUA (Harlpl/lmep, M3MeHeHne nepBUYHbIX U BTOPUYHbIX uenemn
nccnenoBaHus, MCCﬂeD,yeMOVI nonynaugum, obbema BbI60pKVI, OusalniHa wuccnegoBaHusi, UCTOYHUKA nosiydaemMbiX
AaHHbIX, MeToaa c6opa AaHHbIX, onpegernieHna OCHOBHOIo BO34EeNCTBM1S, MCXOLOB U KOM6VIHMpOBaHHbIX nepemMeHHbIX
B CTaTUCTUYECKOM NJjiaHe aHanmsa D,aHHbIX);

"TpeboBaHma Kk kadectBy" (quality requirements) - XxapakTepUCTMKM CUCTEMbl KadecTBa, KOTopble C
onpeneneHHon BEPOATHOCTBIO NPUBOAAT K AOCTUXEHUIO TpebyeMblX pe3ynbTaToB Unn LieNen CUCTEMbI KaYeCcTBa;

"ynydweHne kavectsa" (quality improvement) - BHeceHMe HEODOXOAMMbIX M3MEHEHWI B CTPYKTYPY U MpPOLECChI
CUCTEMBI KayecTBa CMCTEMbI (hapMakoHaA30pa C Lenbio yNy4yLlleHns CUCTEMbI KAa4ecTBa;

"ynpaeneHue curHanom” (signal management) - KOMNMIeKC MeponpusSTUN, NPOBOAMMbBIX B LEnsdx onpegeneHus
HanMunsi HOBbIX PUCKOB, CBA3AHHbIX C AENCTBYIOLUM BELLECTBOM WX NeKapCTBEHHbIM NpenapaToMm, Unv U3MeHeHus
M3BECTHbIX PWCKOB MO pesynbTaTaM MW3yYeHUs WHAUBUAYalnbHbIX COOOLIEHNA O HexenaTesbHbIX peakuusx,
COBOKYMHbIX OAHHbIX, MOMYYEHHbIX M3 OEWCTBYIOWMX CUCTEM aKTMBHOIO MOHWUTOPWHra WM UCCrefoBaHWn, Hay4yHoOW
MEAMLMHCKOW nUTepaTypbl UMK MHbIX MCTOYHWKOB AAHHbIX, @ Takke B Lensax NPUHATUS HeoOX0AMMbIX pekoMeHaauun,
peLLeHnin, obmeHa nHdopMaumein 1 NPOCIEXMBAHWS;

"hapmakoHagsop" (pharmacovigilance) - Bug Hay4yHOM WM NpaKTUYECKOW AEeATENbHOCTW, HanpaBfeHHbIN Ha
BbISIBNIEHNE, OLEHKY, NMOHUMaHWE M NpeAoTBpalleHMe HeXenaTenbHbIX MNOCNeaCTBUA NPUMEHEHUS NeKapCTBEHHbIX
npenapatoB. PapmakoHag30p NpeacTaBnsieT coboM 4eATENbHOCTb, HAaNPaBEHHYHO HA 3aLUMTY 340POBbs NALMEHTOB U
HaceneHus;

"uenesas nonynauma" (target population (treatment) (treatment population target)) - naumeHTbl, KOTOpPbIM
Ha3Ha4aeTcs neKapCTBEHHbI npenapaTt B COOTBETCTBMM C MOKa3aHWAMU K MPUMEHEHMIO U MPOTMBOMOKa3aHUAMM,
NpeAyCMOTPEHHBbIMU JENCTBYIOLLLEN OOLLEN XapaKTEPUCTUKON NIEKAPCTBEHHOMO Npenapara;

"aKCTpeHHas npobnema, cBa3aHHas ¢ 6esonacHocTbi" (emerging safety issue) - npobnema, cBsizaHHas c
6e30nacHOCTbIO, OLleHEHHas AepxXaTeneM perMcTpaunoHHOro yAoCTOBEpPeHns Kak Tpebyroulad CpoYHOro BHUMAaHMWSA
YNOSIHOMOYEHHOro opraHa B cdepe hapmakoHaasopa Mo MPUYMHE MOTEHUMANbHOMO 3HAYMTENbHOTO BAMSHUA Ha
COOTHOLUEHUe "nomb3a - pUcK" NekapcTBEHHOro npenaparta W (Mnu) Ha 300pOBbe MaUWMEHTOB WM 06LLecTBEHHOoe
300pOBbe (300pOBbE HACeNeHWs) U No MNpuYMHE NOoTeHuMarbHON HeobXOAUMOCTM He3aMeONIMTENbHOro MPUHATMSA
perynaTopHbiX AeNCTBUA U MHCPOPMMPOBaHMSA NALMEHTOB U CMeLMannucToB CUCTEMbl 3APaBOOXPaHEHNS.

lMoHATMe "cooTHOLWEeHWe "norb3a - pUCK", Ucnonb3yeMmoe B HacToswmx [paBunax, npMMeHseTcs B 3HaYeHun,
onpegeneHHoMm [NpaBunamu perncrTpauum m 9KCNepTusbl NeKkapCTBEHHbIX CPEACTB AN MEeOULMHCKOTO NMPUMEHEHWs,
yTBEpPXAEHHbIMU PelwweHnem CoBeta EBpasumnckon akoHOMMYeckon komuccum ot 3 Hosbps 2016 r. N 78 (manee -
MpaBuna perMcTpaumm n aKCnepTunsbl).



Il. TpeboBaHusA K cucTteme KayecTBa
1. Cucrtema kauyecTBa

3. Cuctema kayecTBa ABMSETCA HEOTbEMIIEMON COCTaBMsAOLWEN cucTeMbl hapmakoHaasopa. NpMMeHUTenbHO K
Hagnexallenh npakTuke ¢apmakoHaasopa, onpegensowen TpeboBaHUA K CTPYKType UM npoueccam CUCTEMbI
dapmakoHaa3opa, KayecTBO oOnpedensieTcs KaK COBOKYMHOCTb XapaKTepUCTUK cucTembl dapMakoHagsopa,
MO3BOMSAIOLWMX B COOTBETCTBUM C NpeanoriaraeMon BEPOSTHOCTbIO [oCTuraTb pes3ynbTaTtoB paboTbl CUCTEMBI,
cornacyrowmxcsa ¢ uensmu dapmakoHagsopa. HeobXxoaMMOCTb OUEHKM CTEeNeHU OOCTWbKEHWUs Tpebyemoro ypOBHS
KadecTBa CUCTEMbI onpefensieT HeobxoANMOCTb HanMuma NpeasapuTenbHO onpeaensembix TpeboBaHMI K KayecTBy.
TpeboBaHuA K Ka4yecTBY NpeacTaBnsatoT cOOON yCTaHaBNMMBAEMbIE XapaKTEPUCTUKN CUCTEMBI, BbINMOMHEHNE KOTOPbIX C
onpeneneHHon BepOATHOCTbIO NO3BONSAET AOCTUraTh MMNaHMpPyeMbIX pe3ynbTaToB, TO €CTb Lenen CMCTEMbl KavyecTBa.
Ob6wume uenun cuctembl KavyecTBa B CUCTEMe apmMakoHag3opa onpeaensawTca B NyHKTe 6 Hactoawmx [Mpasun.
Cneundudeckne Lenu n TpeboBaHMsA Mo Ka4eCTBY AN OTAENbHbBIX CTPYKTYP M MPOLLECCOB cUCTEMbI (hapmMakoHaa3opa
onpegenstoTca B pasgenax IV - VIl u IX - Xl HacToswwmx MNpasun.

4. Cwuctema KayecTBa [JOfKHa OXBaTblBaTb OpraHn3auunoHHY CTPYKTYpY, obnactn OTBETCTBEHHOCTH,
npouenypsbl, npouecchbl n pecypcCbl CUCTEMDI cbapmaKOHap,sopa. Cucrtema kayecTBa OJKHaA BKOYaTh B cebs:

Hagnexallee ynpasneHve pecypcamu;
KOHTPOJIb COOTBETCTBUSI TpeboBaHMsIM akToB opraHoB Coto3a M 3akoHoAaTeNnbCTBa roCyAapCTB-4IIEHOB;
a Takke ynpasrneHue JOKyMeHTauunen.

5. Cuctema kavecTBa npegycMaTpmBaeT LMKIMYeCcKoe NpoBeAeHne creayowmnx MeponpusTui:

a) NnaHMpoBaHue kadecTBa paboT no hapmakoHaa3opy;

0) BbIMONHeHVe 3agady M 00s3aHHOCTENW B COOTBETCTBMM C TpeboBaHMAMM K KayecTBY (MPUMBEPKEHHOCTb
KayecTBy);

B) MOHUTOPUHI U oOuUeHKa 3(dEKTUBHOCTM oOpraHu3aumMm M paboTbl CTPYKTYP M MNPOLIECCOB CUCTEMbI
¢hapmakoHaa3opa (KOHTponb U obecrneyeHne kayecTsa);

I') KOPPEKTMPOBKA M YryudLLEeHNe CTPYKTYpbl U MPOLLECCOB CUCTEMbI hapMakoHaa3opa (ynyylleHne kayecTsa).
6. O6WMMM LenamMmn cMCTEMbI KayecTBa B cucteMe chapmakoHaasopa sIBnsTCs:

a) BbinonHeHne TpeGoBaHWi 1 06A3aHHOCTEN No hapMakoHaA30py B COOTBETCTBUM C akTaMu opraHoe Cotosa u
3akoHOAaTeNbCTBOM rocyAapcTBa-yneHa;

6) npenoTBpalleHWe HexemnaTenbHbIX MOCNeACTBUA MNPUMEHEHUsI 3aperncTpUMpoBaHHbIX NEeKapCTBEHHbIX
npenaparos;

B) obecnevyeHne NpUMEHEHUS NeKkapCTBEHHbIX NpenapaToB Npy NPEBbILEHUN MOMb3bl Ha[ PUCKOM;
r) cogencTBre 3almuTe 300pOBbs NALMEHTOB N 06LLECTBEHHOMO 340POBbS (340POBbSA HAcENeHs).
2. MpuHUMNbI Hagnexaiwen NpakTukn cpapmakoHagsopa

7. [Ins BbINOMHEHMS LUenen, ykasaHHbIX B NyHKTe 6 HacTosiwmx MpaBun, cregyeTt NpuaepXmeaTbCs cneayowmx
MPUHLUMMNOB Npu pa3paboTke CTPYKTYp M NPOLECcCoB cUcTeMbl hapMakoHaa30pa, a Takke npuy BbINONMHEHUN BCEX 3agay
1 obsiI3aHHOCTEN:

a) obecneyeHne yooBNeTBOPEHUs NOTPeGHOCTEN NauneHToB, MeaULUMHCKMX paGoTHMKOB M 06LLIEeCTBa B LIeSloM B
OTHOLLIEHMN Be30MacHOCTN NeKapCTBEHHbIX Npenaparos;

0) obecneveHne 3EKTMBHOIO PYKOBOACTBA MO BHEAPEHMIO CUCTEMbI KadecTBa M MOTMBALUWM MepcoHana B
OTHOLLUEHMW LiENen CUCTEMbI Ka4eCTBa;



B) BOBIleYEHME BCEX COTPYOHMKOB oOpraHusaumn (NpeanpusTus) B NPOLECC MNOAAEPXKKM  CUCTEMbI
hapmakoHaa30opa Ha YpOBHE BO3MOXKEHHbIX Ha HUX 06GA3aHHOCTEN;

I') BOBJ1e4eHne BCeX COTpyAHWMKOB OpraHun3aunmn (I'Ipeﬂ,I'IpVIﬂTVIﬂ) B NMOCTOSIHHbIN npouecc noBbllWEeHNA KadecTtBa
CUCTEMDI cpapmaKOHap,sopa CornacHo UMKIMYHOCTH MepOHpVIFITVIVI, YKa3aHHbIX B MYHKTE 5 HacToAwmxX rlpaBl/IJ'I;

4) opraHusaums pecypcHon ©a3sbl U pelleHMe MNOCTaBMEeHHbIX nepea cuctemon hapmakoHag3opa 3ajad B
dopmMe CTPYKTYp U npoueccoB Takum obpasom, 4Tobbl obecneunBaTb akTMBHYH, COOTBETCTBYHOLLYIO YPOBHIO pUCKa,
HenpepbiBHYO paboTy No hapmakoHaasopy;

e) y4yeT N OuUueHKa MMEeLWMXCA OoKa3aTeJlbHbIX AaHHbIX O COOTHOLUEeHUU "none3a - pVICK". Ons NPUHATUA
JanbHenwmnx peLUGHVIVI OOJIXHbI paccMaTpmnBaTbCA U OLEeHMBATbLCA BCEe AaHHble, KOTOPble MOIyT OKa3aTb BJIMAHWE Ha
AaHHOE COOTHOLWEHNE N NpMMeHeHne NekapCTBeHHOro npenapara,

X) copencTtevMe pas3BuTUIO  APEKTUBHOMO COTPyOHMYECTBA Mexay paspaboTuvkamu, Aepxarensamu
PErncTpaumMOHHbIX  YOOCTOBEPEHU NEKApCTBEHHbIX MpenapatoB, YMNOMHOMOYEHHbIMW oOpraHamu B  cdepe
dapmakoHaa3opa (manee -  YNONHOMOYEHHblE  OpraHbl), YYPEXOEHUSAMU 34paBOOXPaHEHUs, NauuMeHTamu,
MEeAULMHCKUMKU pabOTHUKAMM, Hay4YHbIMU OPraHn3aumMsamMn u Apyrumu 3anHTepecoBaHHbLIMU NMLAaMU B COOTBETCTBUM C
3aKOHOAATENbCTBOM rocy4apCTB-4/1EHOB.

3. OTBeTCTBEHHbLIE 3a CUCTEMY KayecTBa

8. 3a obecneueHne paboTbl cuctemMbl hapMakoHaa3opa B COOTBETCTBUM C TPebOBaHUAMU K CUCTEME KayecTBa
HeCyT OTBETCTBEHHOCTb BCE CMELManuCThl, BbINOMHSOWME paboTy No opraHu3aumm cuctemsl kavectsa. OpraHusauns
JomkHa  obecneunTb  OOCTAaTOMHOE  KONUMYECTBO  KOMMETEHTHbIX U ODYYEHHbIX CNeuManncToB, WMERLLNX
COOTBETCTBYIOLLYIO MPOd)eCCMOHANbHYI0 MOArOTOBKY, ANA  BbINOfNHeHMs Tpebyemoro obbema paboT no
dapmMakoHaa3opy Ha Haanexaiwem ypoBHe. B unx 00s3aHHOCTM [OOMKHO BXOA4MTb COOMAEHWE MEepPOonpUsTUN,
N3MNOXeEHHbIX B NyHKTE 5 HacToawwmx Mpasun.

9. PykoBoauTenNsIMM OpraHu3auuii JormkeH ObiTb oGecreyeH CUCTeMHbIA Moaxod K obGecrneyeHuto kadecTtsa
cuctembl hapmakoHaasopa. PykoBoaWTeNnu opraHuWsauuii B pamkax BbIMONHeHWs1 (yHKUMA no obecneyeHunto
CMCTEMHOro NoJaxoAa HecyT OTBETCTBEHHOCTL 3a oGecneveHue:

a) OOKYMEHTUPOBaHUA CUCTEMbI Ka4eCTBa B COOTBETCTBUU C Tpe6OBaHVIﬂMI/I nogpasgernios 9 - 11 HacToswero
pasnena;

0) Hagnexallero KOHTpons U LOKYMEHTMPOBAHMSA BCEX M3MEHEHMN B cUcTeMe hapmakoHags3opa UM cucteme
KadecTBa (papmakoHansopa;

B) TpeGyeMbIMU pecypcamu Ans Hagnexatlero obyveHus;

r) TpebyembiMu pecypcamu (B TOM YMCIe HEOGXOAUMBIMU NMOMELLEHUAMMW 1 OGOPYAOBAHUEM U T.4.);

[) HaZanexallero ynpaBrneHusi COOTBETCTBUEM;

€) Hafnexallero ynpasneHvs 3anmcsamu;

) BbINOJIHEHUSI PETYNSIPHON OLIEHKM PaboTbl CUCTEMBI (hapMaKkoHaA30pa, BKIoYash MHTErPUPOBAHHYD CUCTEMY
kayectBa, C nogTBepxaeHnem ee adpekTvBHOCTU. [lpu  HEOOXOAUMOCTM  [OMKHbI  Peanu3oBbIBaTLCSH

KOPPEKTUPOBOYHbIE U NpeaynpeanTesribHble MEPONPUATUA;

3) Hann4yna Sd)(beKTMBHOFO MexXaHu3Ma peanusaumnm COoOTBETCTBYHOLNX Mep B Cllydae BbiABIIEHUA N3MEHEHNI
HpO(*)I/IJ'Iﬂ ©esonacHocTu pa3pa6aTbIBGEMbIX M BbllMMyCKaeMblIX JIEKapCTBEHHbIX NpenapaTos;

1) CBOEBPEMEHHOIO BbISBMEHUSI U MPUHATAS NPU HEOOXOAUMOCTU KOPPEKTUPOBOYHBLIX M NpenynpeanTesibHbIX
Mep B cry4ae HecoGntofeHust TpeboBaHmii K Ka4ecTBY CUCTEMbI (hapMaKkoHaa30pa;

K) npoeseneHnsa perynapHbiX aygutoB CUCTEMbI.

4. O6y4yeHue nepcoHana



10. BosmoxHocTb obecneyeHnss Tpebyemoro KkayecTBa BbINOMHEHWS  MPOLECCOB, CBA3aHHbIX C
dapmMakoHaa30poM, 1 MonyYyaeMbiX pe3ynbTaToB HENOCPEACTBEHHO CBSi3aHa C HanmMynem OOCTaTOYHOro KonuyecTtsa
KOMMNETEHTHOro, KBannguumpoBaHHOro 1 oby4eHHOro nepcoHana.

11. B opraHusauum goskeH ObiTb paspaboTaH M [OSMKEH BbIMOMHATLCA MnaH obyyeHusi cneuyuanuctoB Mo
dapmakoHag3opy, a Takke [OofKkHO obecneuvMBaTbCs BeAEHWE 3anncel Mo  AOKYMEHTMPOBaHUO 00y4veHus,
NoaOEPKAHMIO U Pa3BUTUIO YPOBHSI KOMMETeHUMM nepcoHana. lMNnaH obyyeHns [OSKEH OCHOBLIBATLCS Ha OLIEHKE
HeobxoamMmMocTn 0byyeHus. PazpaboTka v BbINONIHEHWE MaHa noasiexaTt KOHTPOSO U MOHUTOPUHTY.

12. O6yyeHne OOIMKHO BKIoYaTb B cebsl BBogHoe obyyeHue 1 nocreaytollee obydeHne Ha NpOTSHKEHUN BCEro
nepuoda paboTbl B COOTBETCTBUM C BbINOMHAEMbIMM (PYHKLMSIMU U MOCTaBneHHbIMU 3agadvaMmu. ObyyYeHne OOSHKHO
OblTb HampaBfieHO Ha TOBbILEHWE COOTBETCTBYIOLIMX MNPOMECCUMOHANbHBIX HAaBbIKOB, BHEApPEeHWe Hay4HbIX
JOCTVPKEHWIA B NPaKTUKY U BbINOMHsiEMbIe NpoLieaypbl, oGecneyeHne CoOOTBETCTBUS BCEX CrieLmanucToB TpeGoBaHUsM
K KBanvdukaumm, npodeccuoHanbHbIM HaBblkaM, 3HaHWSIM M MOHUMAaHWI0 BbINOMHSAEMbIX Mpoleayp, CBA3aHHbIX C
¢hapmakoHaasopom. Bce coTpyaHukM OOMmMKHbI ObiTb 0BYYeHbl BbLIMOMHEHWIO Mpoueayp, NPEAYCMOTPEHHbIX MNpu
nosly4eHnn nHcpopmMaumm o npobnemMe, CBSI3aHHOM ¢ 6e30MNacHOCTLIO0 NTeKapCTBEHHbIX NpenapaTos.

13. OewncTeylowmMe B opraHm3aumm npouecchl No NpoBeAeHMo 06ydeHns JOMKHbI NpegycMaTpmuBaTh 3NEMEHThI
KOHTpONs pe3ynbTatoB o0bOy4eHUss no OOCTWXKEHMI0 TpebyemMoro MnOHMMaHWS W BbINOMHEHUS (OYHKUMA No
dapmakoHag3opy, a Takke onpeaensTb HeobxoAuMOCTb Mocriegyolwero obyyeHuss B COOTBETCTBMM C MnaHamu
nNpodeCccuoHanbHOro pasBnTSA OpraHnsaumm 1 cneumanmncTos.

14. B opranusaumm TpebyeTca npoBedeHME COOTBETCTBYKOLEro O6ydYeHus onpedeneHHbIM acnektam
hapmakoHaasopa cneunanncToB Apyrnx nogpasaeneHnin, AesaTenbHOCTb KOTOPbIX CNOCOBHa NOBMMATL Ha NokasaTenu
cucTembl (bapmakoHagsopa W BbINOMHEHNe (byHKUMA No dhapMakoHaa3opy. YkasaHHas AeAaTenbHOCTb BKMAYaEeT B
ceba B TOM 4wucrne npoBedeHWe KIMHUYECKUX WuccrnegoBaHui, paboty ¢ xanobamu, noaroToBKYy MeAMLUHCKON
nHdopMaLmm, NPOAAXKY U MapKETWHT, MOATOTOBKY PErMcTpaLMOHHbIX JOKYMEHTOB, NPaBoOBLIE BOMPOCHI U ayauT.

5. CpeaoctBa n obopynoBaHue ansa cbapmakoHagsopa

15. [octuxeHne Tpe6yeM0ro YPOBHA Ka4decTBa OCYyLUeCTBIIeHNUA npoueccoB cbapmaKOHa,u,aopa M nonyvyaembiX
pe3ynbTatoB CBA3AHO TakKke C obecrneyeHnem CcuUCTeMbl HeOobXoOaUMbIMM cpeagcteaMmm U O60py,EI,OBaHI/IeM,
ncnosib3yemMmbiMn B 3TUX npoueccax.

16. CpeactBa 1 obopygoBaHue OOSKHbI pacnonaraTbCsi, OblTb CKOHCTPYMPOBAHHbIMW, adanTUPOBaHHbIMU U
obcnyxnBaeMbiMi Takum 06pa3oM, 4TOObl COOTBETCTBOBATb MOCTABMEHHOW LENW COrMacHo LensiM kavecTBa B
chapmakoHaasope. Cpeactea, obopygoBaHMe U WX (OYHKLMOHamNbHble CBOWCTBA, BaXHble AN OCYLLECTBIEHUS
chapmakoHa3opa, noanexat COOTBETCTBYHOLLEN NpoBepke, KBanudukaumm 1 (unu) Banugaumm Ans NoaTBEpXOeHNs
cooTBeTCTBUS Lenu. [ina onpeaenexHus maclwitaba npoBepku, kBanvdukaumMm unu Banuaaumm cnegyeT Ucnonb3oBaTthb
[OKYMEHTUPOBAHHYIO OLEHKY pucka. OTOT METOA YMnpaBrieHust puckamu HeobxoouMo MPUMEHSATb B TEYEHWE BCEro
cpoka 3KcnnyaTtauumn cpeacTs U 060pyaoBaHUst C YHETOM Takux pakTopoB, Kak BNUsHWE Ha 6e30nacHOCTb NauneHTa u
KayecTBO [aHHblIX, a TakkKe CIOXHOCTb COOTBETCTBYWOLMX cpeactB u  obopypoBaHusl. OpraHusauusi
(PYHKUMOHNPOBAHMSA WH(OPMALMOHHBIX CUCTEM [OfKHA npedycMaTpuBaTb HanuMuMe npoueccoB obecrneyeHus
COOTBETCTBUS UCMONb3YEMON TEPMUHOMNOMNK OEACTBYHOLLMM OOHOBIEHHBIM BEPCUSM MCMOMb3yeMOW MeXayHapOoaHOW
TEPMMWHOMOMMM C BHEAPEHNEM CBOEBPEMEHHbBIX U3MEHEHMWI B UCMONb3YeEMble MH(POPMAaLNOHHbIE CUCTEMBI.

6. OGecneyeHue aepxaTensiMM perMcTPauUoOHHbIX YAOCTOBEPEeHUM
neKapcTBeHHbIX NpenapaToB COOTBETCTBUSA TpeGoBaHUAM aKToB
opraHoB Colo3a U 3aKoHoAaTeNbLCTBa rocyAapCcTB-4feHOB

17. B uensix obecnevyeHust COOTBETCTBUS Tpe6OBaHI/IF|M aKTOB OpraHoB Coto3a 1 3akoHogaTenbLCcTBa rocyoapcrs-
YneHoB pgepxartenaMm pernctpaunoHHbIX yﬂOCTOBepeHMVI NeKapCTBEHHbIX TMpenapaTtoB AOOJPKHblI BbIMNOJIHATLCA
npouecchl obecneyeHnst kayecTBa CUCTEMbI, LlensMu KOTOpPbIX ABINAKOTCA:

a) BbINOMHEHME MOCTOSHHOIO MOHMTOPUHrA AaHHbIX Mo hapmakoHaasopy, paspaboTka UM BHeOpeHue Mep
MUHUMMW3aLMM PUCKOB NpW OfpederneHnn ux HeoBXoaMMOCTW, Haanexalias oueHka AaHHbIX 0 6e3omnacHOCTU BHe
3aBNCMMOCTU OT UCTOYHMKA UX MOJYyYEeHNs (CO CTOPOHbI NaLMEHTOB, MeQULIMHCKMUX U dhapMaLeBTUYecKnX paboTHUKOB,
ONyGNNKOBaHHbIX B HAYYHOW MEAMLMHCKOW NUTepaType, BbISIBIIEHHbIX B X04€ NOCTPerncTpaunoHHbIX UCCreaoBaHui);



©) BbINOMHEHNE Hay4yHOW OLIeHKN BCen UHopmaumn no npocunio 6e3onacHOCTU nekapCTBEHHOro npenapaTa,
BKIOYMasA MHOPMaLNIO O HexenaTenbHbIX peakLmsaX, pa3BMBLLMXCH B TOM YUCre Npu NPUMEHEHNU B COOTBETCTBUM U
He B COOTBETCTBMM C YTBEPXOEHHOW O00LleN XapaKTepUCTMKOW NEeKapCTBEHHOro npenapata MnvM MHCTPYKUMEN Mo
MeOMLIMHCKOMY MPUMEHEHUIO (NMMCTKOM-BKNaapilLeM) (Aanee - MHCTPYKUUSA N0 MeAULMHCKOMY NPUMEHEHNIO);

B) BblNonHeHne TpeGoBaHWii akToB opraHoB Cot3a M 3aKoHo4aTenbCTBa rocygapcTBa-yrieHa Mo
NPeacTaBrieHV0 B YNONHOMOYEHHbIA OpraH MOJSIHOW, TOYHOW M [OCTOBEPHOM WMHOpMaUMKM O HexenaTeNbHbIX
peakuusix 1 MHON MHJopMauuM o0 Ge30nacHOCTU NEeKapCTBEHHbIX MpernapaToB B COOTBETCTBUMU C YCTaHOBMEHHLIMU
3aKoHOAaTeNbCTBOM rocyaapcTBa-ynieHa Cpokamu pernopTMpoBaHus;

I') obecneyeHne KayecTBa, LeNOCTHOCTU M MOSMHOThI HpeﬂCTaBﬂﬂeMOVI VIH(*)OpMaLI,VIVI O PUCKaX JNeKapCTBEHHbIX
npenaparos, BKIo4YaaA npoueccbl UCKIMKOYEeHNA p,y6nmpy+ou.|,el7| VIHCbOpMaLI,VIVI W Hagnexawen sanvgaunm CUrHasnos;

4) obecneyeHne apPEKTMBHON B3aMMOCBA3M C YNOMHOMOYEHHBIMU OpraHamu, BKMYas UHopMmnpoBaHue ob
n3MeHeHnsix npoduna 6e30nacHOCTM nekapCTBEHHbIX NPenapaToB U HOBbIX pUCKax, MacTep-thanne cucrtemsbl
dapmMakoHaa3opa, CUCTEMbl YrpaBneHUs puckamu, Mepax MUHUMMU3AUUKM pUCKa, Nepuoauveckoro OBHOBNSEMOro
oTyeTa no 6e30MacHOCTU, KOPPEKTUPOBOYHBIX U NpeaynpeanTenbHbIX Mepax, NOCTPEerncTPaLnoHHbIX NCCNeaoBaHUAX
©e3onacHocTy;

e) obecrneyeHMe COOTBETCTBMS MHOPMAUUM O JIEKapCTBEHHbIX MNpenapaTax (o6Llei XapaKTepUCTMKU
neKkapCcTBEHHOro npenapaTta, UHCTPYKLUK MO MEAULIMHCKOMY NPUMEHEHWI0) COBPEMEHHOMY YPOBHIO HaY4YHbIX 3HAHWI;

X) obecnevyeHne MeamLMHCKMX paboTHMKOB U NaLMeHToB MHdopMaumen o 6e3onacHoOCTy.

7. O6ecneyeHne ynorHOMOY€HHbIMU OpraHamu
cooTBeTCTBMUSA Tpe6GoBaHUsAM akToB opraHoB Corosa
M 3aKoHOAaTeNnbLCTBa rocyAapCTB-4feHoB

18. YNONHOMOYEHHbIE OpraHbl A0MKHbI UMETb COOTBETCTBYIOLLIYIO CUCTEMY O0BecrneyeHns kayecTsa NpoLieccoB B
Lensx:

a) OLIEeHKM Ka4ecTBa NpeAcTaBnsieMblX AaHHbIX O (hapMakoHaa3ope;

6) oLeHKM 1 06paboTkn AaHHbIX O hapMakoHaa30pe B COOTBETCTBMU C TpeboBaHMUAMY akToB opraHoB Cotosa U
3aKoHoZaTenbCTBa rocyAapCTB-YIEHOB;

B) obecneyeHns rapaHTMPOBaAHHOW HE3aBUCMMOCTM B BbINOMHEHUWN AEATENBHOCTM N0 hapmMakoHaa3opy;

F) Sd)(beKTVIBHOFO VIHd)OpMaLI,VIOHHOI'O B3aUMOAENCTBMSA C NauueHTamu, MeOULMHCKUMU pa60THI/IKaMI/I,
aepxartenamMmum permctpaunoHHbIX yﬂOCTOBepeHMVI M 0bOLLLECTBOM B LIENIOM;

[) NpoBeAEHUs1 MHCNEKLMIA, BKINOYas AOPErNCTPaLNOHHOE MHCNEKTUPOBAHME.

19. He3aBuCMMOCTb BbINOMHEHUSA AeATeNnbHOCTU No  hapmakoHaa3opy onpedenseTca NPUHATUEM  BCeX
PErynaATopHbIX peLleHni TONbKOo B WHTepecax 340pOBbA MNauueHTa M obLWecTBEHHOro 340pOBbS  (300POBbS
HaceneHus).

8. YnpaBneHue gokymeHTauuen
20. Cuctema ynpaBneHusi QOKyMeHTauuen SBMAsSeTCA 4acTblo CUCTEMbl KavecTBa, PacnpoCTpaHsieTcs Ha Bce
OOKYMEHTbl cucTembl papmakoHagsopa M obecnedvMBaeT BO3MOXHOCTb MOWCKA [AaHHbIX U MPOCIEXNBAEeMOCTb
BbINOMHAEMbIX Mpoueayp, BKAYas npoueaypbl OLEHKM HOBbIX OAHHbIX M paccrnegoBaHus npobrnem, CBS3aHHbIMU C

6e30nacHOCTbI0 MPUMEHUTENBHO K MPaBUbHOCTW BbINOMHEHNS] NPOLECCOB, BPEMEHU BbIMOMTHEHWS paccneaoBaHum v
NPUHATUA peLLeHniA.

21. Cuctema ynpaeneHust JOKyMeHTaLmen gomkHa obecneymBarhb:
a) ynpaBreHne Ka4ecTBOM [aHHbIX O hapMakoHag3ope, BKITHoYasi X MOSTHOTY, TOYHOCTb U LIENIOCTHOCTb;

6) CBoeBpeMeHHbIIZ OO0CTYyn KO BCEM 3alnncam;



B) 3(DEKTMBHYIO BHYTPEHHIO M BHELLHIOW Nepeaadvy AaHHbIX;

I') XpaHeHne [OJOKYyMEeHTOB, WMewnWunx OoTHOoWweHne K CcucrteMmam c*)apmaKOHa,qsopa N OCyLWleCTBJIEHUIO
cbapmaKOHap,sopa Nno KaxKgoMmy 13 NeKapCTBEHHbIX npenapaTtoB, COrracHo NpuMeHMMbIM CPOKaM XpaHEeHUs.

22. [epxaTenb pernctpauuoHHOro YOOCTOBEPEHUS IeKapCTBEHHOro npenapata (ganee - Jepxartenb
perncTpaumoHHOro yaocToBepeHus) AomKeH obecneunTb Hagnexaliee JOKYMEHTUpoBaHue, obpalleHue n xpaHeHme
BCeWn UHopmaumm o papmakoHaa30pe C Lienblo BbINOMHEHNS NPoLeayp TOYHOIO PENOPTMPOBaHMWS, MHTepnpeTaumm 1
BepuduKaumm [aHHbIX. [epxaTenem pernctpaumoHHOro yaoCTOBEpPEeHMSs AofkHa ObiTb obecneveHa cuctema
npocnexmnBaemMocTu n nocrnegyruiero HaGJ'IIOD,eHVIﬂ 3a HeXxenaTtelibHbIMU peakunamn.

23. Cuctema ynpaBneHust OOKyYMeHTauuen [OoIbkHa BKMlYaTb B cebsi KOMMNekc mep no obecrneyeHuto
6Ge3onacHoOCTU 1 KOHPUOEHLMANBHOCT AaHHbIX B LENSX BbINOMHEHNUS TpeboBaHUIM Mo 3almMTe NepcoHanbHbIX AaHHbIX
nauMeHTOB B COOTBETCTBMM C TpeboBaHMAIMU 3akoHodaTenbCTBa rocydapcTBa-drieHa. Cuctema ynpaBneHus
OOKyMeHTaumen JormKHa npegycMaTpuBaTth CnelmanbHble Mepbl Ha KaXaoM aTane xpaHeHus, obpaboTkm 1 nepegayu
JaHHbIX 0 (hapmakoHag3ope ¢ obecneveHnem 6e30NacHOCTU N KOHMPUAEHUMANBHOCTM OaHHbIX. YKa3aHHble Mepbl
OOJTKHbI BKJ1lOYaTb B cebs CTporoe orpaHun4eHne goctyna K AaHHbIM, COrMmacHO KOTOPOMY AOCTYN K OOKYMEeHTauun u
0asam AaHHbIX OOJTKEeH ObITb orpaHmn4yeH aBTOpPM30BaHHbIMU NUUAMN.

24. CucTeMa ynpaBneHUs OOKYMeHTauuei [orbkHa BKMovaTb B cebs npoueccbl obecrneyeHns 3alumThbl
MHcbopMaumm o hapmakoHaa3ope OT NOTEPU U paspyLLEHUS.

25. Cuctema ynpaBneHus JOKyMeHTaLumen gormkHa bbiTb onnucaHa B NONUTKKE ynpaBneHus AOKyMeHTaumen.
9. okyMeHTaLMsi CUCTEMbI KayecTBa

26. Bce anemeHThl, TpeﬁoBaHMﬂ N MOMOXEHUS1 CUCTEMbl KayecTBa [OOMKHblI ObITb OOKYMEHTUpOBaHbl W«
cucremaTtnanpoBaHbl COOTBETCTBYHOLLUM 06pa30M B BuAe njiaHa no Ka4ecTtBy, pykoBOACTBa MO Ka4ecTBy, npouenyp
No Ka4yeCTBY M OTHETOB MO Ka4eCTBY.

27. MnaH no ka4yecTBy OMNpefensieT OCHOBHbIE LieNu CUCTEMbI KayecTBa M MPOLECChl, KOTOpble AOMKHbI ObiTb
BHeOpPeHbl Ons OOCTUXKEHMSI MOCTaBreHHbIX uenein. [Npoueaypbl MO KavecTBy npefcTaensitoT cobol onuncaHue
yCTaHOBMEHHOr0O nopsiaka BbIMONIHEHMS MPOLECCOB M MOTYT UMeTb hopMy CTaHAAPTHbIX ONepaLMoHHLIX npoleayp K
pabounx MHCTPYKLUA U PYKOBOACTB. PyKoBOACTBO MO KayecTBy onpegensieT obnactb pacnpocTpaHeHUs cucTemsl
KayecTBa, MPOLECCbl CUCTEMbl KayecTBa M UX B3aMMocBs3b. OTYeTbl MO KayecTBY BKMOYAOT B ce0s MONyYeHHble
pe3ynbTaTtbl paboTbl cMCTEMbI NIMGO NOATBEPKAEHUS BbINOMHAEMOW AeATENBHOCTU.

28. [insa obecneveHns CUCTEMHOro NoaxoAa npu NaHMpOBaHUK KayecTBa opraHv3aums 4OSKHA ONpeaenuTb:

a) uenu B obractv kadecTBa B COOTBETCTBUM C OBLLNMU LENSIMU CUCTEMBbI Ka4yeCTBYy CUCTEMbI d)apmaKOHap,aopa
COrMacHO NYHKTY 6 HacToALNX I'Ipanm n CﬂeLJ,I/I(*)VI‘-IeCKMMVI ONA OTAEeNIbHbIX CTPYKTYP U npoueccoB uendamMmn B obnactu
Ka4yeCTBa cormnacHO COOTBETCTBYHOLLMM pasferiaM HacToALnx I'IpaBMn;

©) meToabl MOHUTOPUHIa 3EKTUBHOCTU CUCTEMBI hapMakoHaa3opa.

29. Hanuumne n paboTta cucTeMbl KayecTBa LOKYMEHTMPYETCH C MOMOLLIbIO:

a) AOKyMeHTaLmn o6 opraHM3auUnOoHHOM CTPYKTYPE U 06513aHHOCTSAX NepcoHana;
©) nnaHoB oby4eHus 1 3anucen o nposegeHHOM 0by4eHuu;

B) MHCTPYKLUM NO BbINOSIHEHWIO MPOLIECCOB YNpaBneHns B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM rocydapcTea-
yneHa;

r) WHCTPYKLUM MO BbIMOSHEHUIO MPOLECCOB, peanu3yemblX B YCMOBMSIX CUTyauuu, Tpebyollen npuHaTUS
CPOYHBIX Mep, BKIoYas npouenypbl o6ecneyeHnst HENPepbIBHOCTU AESATENBHOCTY;

A) WVHOMKATOPOB BbIMOMHEHUS MPOLIECCOB, KOTOPble UCMONb3YTCA ANns  MOCTOSHHOIO  MOHWUTOPWHIa
HaZnexallero BbiNofIHeHUst PYHKLUMIA No dhapMaKoHaa3opy;

€) OTYeTOB MO ayauTy U NOCneayllleMy ayauTy CUCTeMbl KayecTBa, BKMHOYash MOSflyYeHHble OaHHble U



pe3ynbTaThbl.
30. JokymeHTaLusa 0 cMCTEME KayecTBa [OIKHA Takke BKMOYaTb B cebs:

a) MeToabl MOHUTOPUHIa 3PMEKTUBHOCTN CUCTEMbI KavyecTBa U, B YAaCTHOCTU, ee CNOCOBHOCTb AOCTUraTh Lienm
CUCTEMbI Ka4yecTBa;

6) NONUTUKY yNpaBneHns 4OKYMeHTaUue;

B) AOKYMEHTbI O pesysibTaTaxX BbIMOJIHEHHbLIX Mpoueayp no dpapmMakoHaa3opy, NoATBepXKaatolime BbiNofHeHne
NPeayCMOTPEHHbIX 3TANOB U OEVCTBUN;

r) OOKYMEHTbl M OT4eTbl O cpeAcTBax M 0OOpyaoBaHUKM, BKMYas NPoBepKY (YHKUMOHANbHbLIX CBOWCTB,
peaTenbHOCTb MO KBanudmkaumm w1 Banugaumm, KOTOopble NOATBEpXAaltoT BbINOMHEHWE BCEX CcTagunm,
NpPeAyCMOTPEHHbIX COOTBETCTBYHOLMMU TpeboBaHMAMM, NPOTOKONAMM 1 Npoueaypamu;

[) OOKYMEHTbI, NoATBePKaaloLLMe KOHTPOb HeJOCTATKOB M OTKIOHEHWI OT YCTaHOBIIEHHOW CUCTEMbI Ka4ecTBa,
NPUHSATUE NPeaynpeanTenbHbBIX Y KOPPEKTUPYIOLLMX MEPONPUSTUIA, OLLEHKY 3DMEKTUBHOCTY MPUHSITLIX MEP.

10. JononHuTenbHasn AOKYMeHTauuAa o CuctemMme KadectBa gepxartens
perncTtpaumMoHHOro ygnocroeepeHuns

31. B ponomnHeHne Kk Tpebyemow [OKyMEHTauuMm O cCuUCTEME KadvecTBa [AepXaTenb pPerncTpauuoHHOro
YOOCTOBEPEHWS A0IMKEH JOKYMEHTMPOBaTh:

a) ynpaBneHue 4YenoBeyYecKnMn pecypcamu;
©) 065a3aHHOCTM 1 DYHKLMM NepcoHana cuctembl bapMakoHaa3opa;

B) OpraHW3auUWOHHYI CTPYKTYpY, OMNpEfEnsioyl0 UMEepapxXMyYeckyld B3aWMOCBA3b  YMNpaBRSIOWENO U
KOHTPONMPYIOLLEro NepcoHarna, a Takke CUCTeMY YNpaBrieHUsi pecypcamu;

I') IHCTPYKLUM NO BbINOMHEHUIO KPUTUYECKUX MPOLIECCOB;

[l) CUCTEMY YNpaBreHnsl 4OKYMEHTaLUWe.

11. JononHuTenbHas AOKYMEHTaLMs O CUCTEME KayecTBa
YNONMHOMOYEHHbIX OpraHoB

32. B pononHeHue Kk TpebyemMoi [OOKYMEHTauuMu O CUCTEMEe KayecTBa YMOSIHOMOYEHHbIN opraH [OOmKeH
OOKYMEHTUPOBAaTb OpraHM3aLUMOHHYI0 CTPYKTYpPY, pacrnpeneneHune 3agay u oTBETCTBEHHOCTM MeXay BCEM NepcoHarioM
cucTeMbl (bapmakoHag3opa, a Takke onpedenvTb KOHTAKTHbIX WL Ans oGecrievyeHuns B3auMoOeWCTBUS Mexay
YNOINTHOMOYEHHBIMU OpraHamu, AepXaTensaMmu perncTpaumoHHbIX YAOCTOBEPEeHW U nuuamu, npeacTaBnsoLMMM
MHOPMaLMI0O O pUCKax NEeKapCTBEHHbLIX MPenapaToB MPUMEHUTENbHO K WX BRAMSIHWIO HA 3[0POBbE MNaLUEHTOB M
06LLeCTBEHHOE 30POBbLE (340POBLE HACENEHWS).

12. Kputnueckue npoueccol B papmMakoHagsope

33. Kputunuyeckme npouecchl B hapMakoHaa3ope BKNo4yatoT B cebs:

a) HenpepbIBHbIN MOHUTOPUHI Npocmnsa 6e30MacHOCTU U COOTHOLLEHMS "Nonb3a - pUCK" 3apermcTpUpoBaHHbIX
NeKapCTBEHHbIX NpenapaTos;

6) BHeapeHve, peanu3auntio U OUEHKY CUCTEMbl YNpaBreHust puckamu (B TOM 4Yucre oueHKy 3dpEKTUBHOCTU
Mep MUHMMU3aLUK pUcka);

B) paboTy C UHOMBUAYalNbHLIMU COOGLLEHUAMN O HEXeNaTernbHbIX peakuusx (c6op, o6paboTky, ynpaeneHue,
KOHTPOMb KayecTBa, MOMy4YeHWe HeOoCTalWMX [aHHbIX, MPUCBOEHUME HOMepa, Kraccudukauuio, BbiSIBNEHUE
MOBTOPHBIX COOBLLEHNI, OLEHKY 1 CBOEBPEMEHHOE NMPEACTaBIEHUE);



F) ynpasrieHne curHanamu;

A) pa3paboTKy, MoAroToBKy (BKMHOYAs OLIEHKY [aHHbIX W KOHTPOMb KauyecTBa), MpPeAcTaBfieHWE W OLEHKY
NepuoanYecknx O6HOBMNSIEMbIX OTYETOB Mo 6e30nacHOCTH;

e) BbINOMHEHWE 0053aTENLCTB U npeacraeneHne OTBETOB Ha 3anpocChbl YNOJTHOMOYEHHbIX OpraHoB, cogepaLlinx
OOCTOBEPHYIO M NOMHYK0 MHAOPMALnIO;

X) obecneyeHne B3aMMOAENCTBUS Mexay dapMakoHag30pOM Y CUCTEMOM KOHTPOSIA KayecTBa NeKapCTBEHHbIX
npenapaTos;

3) nHdopMMpoBaHME YMOMHOMOYEHHbBIX OPraHoB O BCex npobnemax, CBA3aHHbIX ¢ 6e30nacHOCTbIO (BKMYasd
N3MEHEHNs B OLLEHKE COOTHOLLEHMS "MoMb3a - pUCK" 3aperMcTpMpoBaHHbIX NEeKapCTBEHHbIX NpenapaToBs);

1) MHPOPMUPOBAHNE MEOUUMHCKMX U (PapMaLeBTUYECKUX paGOTHUKOB, MAUMEHTOB 06 M3MEHEHUAX B OLIEHKE
COOTHOLUEHUSA "Monb3a - puck" B Lensx obecneyeHns 6e3onacHoro v 3peKTUBHOIO MPUMEHEHMWS! NeKapCTBEHHbIX
npenapaTos;

K) obecneyeHne COOTBETCTBUS MHPOPMALMN O NEKApCTBEHHOM npenapaTe (Bkntoyas oLy XapakTepucTmky
nekapcTBEHHOro npenapara Anst MeauLMHCKOro NpUMEHEHNs) COBPEMEHHOMY YPOBHIO Hay4HbIX MEONLIMHCKMX 3HaHWM,
B TOM YMChe 3akoyeHnsiMm o6 oLeHKe U pekoMeHaaumnsiM YNorHOMOYEHHbIX OPraHoB;

J'I) peanunsauunto N3MEHEHNN pernctpaumMoHHOro paocbe nmno npuninHam, cCBA3aHHbIM C ©e3onacHoCTbo, B
COOTBETCTBMN CO CPOKaMK BbINOJTHEHUA HeobxoanMMbIX AEACTBUN.

34. TnaH obecneyeHns HeNpPepbIBHOCTU MNPOLECCOB [OIMKeH paspabaTtbiBaTbCAd Ha OCHOBE  PUCK-
OPWEHTUPOBAHHOIO NOAX0Aa M AOMKEH BKIoYaTh B cebs:

a) onpepeneHne cobbITUI, KOTOPbIE MOTYT CYLLECTBEHHO MOBMNUATb HA NepPcoHan opraHusaumu B Lenom nnéo Ha
CTPYKTYpbI 1 NpoLecchl hapMakoHaasopa B YaCTHOCTH;

0) pesepBHble CUCTEMBI Ha CryYan HeobXoANMOCTH SKCTPEHHOro oOMeHa nHdopmaumen BHYTPU opraHmsaumm, ¢
OPYrUMW  OpraHmM3auusiMi, BbIMOMHAKWMMK  (PyHKUMM Mo chapmakoHaa3opy, C  Apyrumu  paspaboTymkamu,
aepxxaTensiMv peruMcTpaumoHHbIX yAOCTOBEPEHUIA N YNONTHOMOYEHHBLIMW OpraHamMu.

13. KoHTponb dyHKkUnoHupoBaHua u 3chheKTMBHOCTN CUCTEMDI
cdapmakoHaa3opa u ee cuCTeMbl KayecTBa

35. MeToab! KOHTPONs AeATENbHOCTU U 3¢pEKTUBHOCTU CUCTEMBI hapMaKkoHaA30pa AOIMKHbI BKTOYaTb B ceb4:
a) 0630p M aHanNu3 CMCTEMbI ML AMK, OTBETCTBEHHbIMM 3a yNpaBreHne CUCTEMOW;

0) ayautsl;

B) KOHTPOSb COOTBETCTBMS TpeOOBaHUAM;

r) MHCneKuuu;

A) OUEHKY 3h(PeKTUBHOCTM MPUHATBIX MEP MUHUMMU3aLMKN pucka n obecnedeHmnio 6esonacHoro 1 aeKTMBHOIO
NPUMEHEHWS NIeKapCTBEHHbIX NpenapaTos.

36. B uensix BbIMNOMHEHUS MOHUTOPMHIA B OpraHu3auuyM AOMKHbl ObiTb 3apaHee onpefeneHbl UHAUKATOPbI, MO
KOTOPbLIM BbINOSHAETCA HenpepbiBHas oleHka 3pdEeKTUBHOCT (DYHKLMOHMPOBaHMS CUCTEMbI (hapMakoHad3opa C
TOYKU 3peHus TpeboBaHui kayecTsa.

37. 3P PeKTNBHOCTb DYHKLMOHMPOBAHUSA CUCTEMbI KayeCcTBa AOIMKHA PEerynsipHO OLEHMBATLCH PYKOBOAMTENEM,
BbIMOMHAWMM 0630p [JOKYMEeHTauuM CUCTEeMbl KavyecTBa, YactoTa W CTeneHb WHTEHCUMBHOCTU KOTOPOro
OonpeaensiTca NpeaBapuUTenbHbIM MaHnpoBaHMeM, 060CHOBAHHBIM PUCKOM, U paspabaTbiBaembiMy nporpaMmmMmamm
o63opa cuctembl. O6G30p cuCTEMbl kavyecTBa [AOMKEH BKMOYaTb B cebs OLEHKYy CTaHOapTHbIX OMnepauuoHHbIX
npouenyp ¥ paboynmx WHCTPYKUWUWA, OTKIOHEHUN (YHKUMOHMPOBAHWS CUCTEMbI OT YCTaHOBMEHHbIX MNOKa3aTenen,
OT4YeTbl N0 ayaAnUTY U UHCMEKTUPOBAHUIO, @ TakKe NHAUKATOPLI 3PHEKTUBHOCTN NPOLECCOB.



38. AyauT cucTeMbl KadecTBa, OCHOBAHHbIA Ha OLEHKe pUCKa, [AOIMKEH BbIMOMHATLCA PerynsipHo 4Yepes
onpedernieHHble WMHTepBanbl BPEMEHU C Lenblo MOATBEePXOEHUS COOTBETCTBUSA YCTaHOBMEHHbIM TpebGoBaHUsaM K
KayecTBy M onpedeneHuns adpdeKTUBHOCTU. AyaWUT CUCTEMbl KayecTBa AOMKeH BKMo4yaTb B ceGsA ayauT cucTeMmbl
dhapmakoHaa3opa, B KOTOPYIO MHTErpMpoBaHa cucTeMa kavectsa. MeToapbl M NPoLIECCHl ayauTa U3noxeHbl B pasaene
V Hactosiwmx Mpasun. Mo pesynbTatam Kaxnoro ayauTa CUCTEMbl KadecTBa M nocredylollero ayauTa OOKeH
COCTaBMSATbCA OTYeT, MoASieXallMil OueHke nuuamu, OTBETCTBEHHbIMKM 3a OpraHM3auuio COOTBETCTBYHOLLMX
ayavpyembix npoueccoB. OTYeT AOMMKEH BKMoYaTb B cebs pesynbTaTbl ayauTa opraHusauuii Unv N, KOTOpbIM
AepxaTenemM permcTpaunoHHOro yaoCTOBEPEHUS ObInn AenernpoBaHbl PYHKLMK MO dhapMakoHag3opy, NOCKObKY OHM
ABMSAOTCA YacTblo cMCTeMbl hapMakoHaa3opa AepkaTensi perMcTpaLuoHHOrO YA0CTOBEPEHUSI.

39. MNo pesynbTaTamM BbINOMHEHUST MOHUTOPUHIa CUCTEMbI (papMakoHag3opa M CUCTEMbl KayecTBa CUCTEMbI
dapmakoHaa3opa, BkMYasa pesynbTaThl ayauToB, B Cnydae HeobxoammocTu criegyeT paspabartbiBaTe U BHEAPATb
KOppekTupytoLimne n npegynpeauTenbHbie Mepbl.

40. YNonHoMoYeHHble opraHbl 4OJKHbI 06ecneyYnTe MOHUTOPVHE BbINOSTHEHWS AepXKaTensMy permcTpauuoHHbIX
YOOCTOBEPEHMWA  YCTAHOBMEHHbIX 3aKOHOAATeNbCTBOM  FOCYAapCTB-Y4fieHOB  (OYHKUMA U obsisaHHOCTEN Mo
hapmakoHaasopy. B uucno mep no oGecrneyeHuio MOHUTOPUHra BXOAWUT WHCMEKTUpOBaHWE Aepxartenen
PErncTpaLMoHHbIX YA0CTOBEPEHUIN CO CTOPOHbI YNONMHOMOYEHHbIX OPraHoB.

14. O653aHHOCTYN AepKaTernen permcTpaumMoHHbIX YOCTOBEepeHUmn
no chapmakoHaasopy

41. [Oepxatenn pernctpauMoHHbIX YAOCTOBEPEHUIA SIBNSIOTCS OTBETCTBEHHLIMU 3a BbLINONHEHWE 3adad WU
o06s13aHHOCTEN MO (hapMakoHaA3opy onpefensiembiX HacToawumn MpaBunaMmum M 3aKOHOA4ATENbCTBOM FOCYAApPCTB-
YNIEHOB, C LiEMNbto rapaHTMPOBAHHOIO BbINOSIHEHUS 06A3aTENBLCTB U NPUHATUS NPU HEOBX0ANUMOCTU TpebyeMbix Mep no
hapmakoHaa30py B OTHOLUEHWM 3apErmcTpUpOBaHHbLIX JleKapCTBEHHbIX cpedctB. C aToM Uenbiko  Aepxartenu
PETUCTPALIMOHHbIX YOOCTOBEPEHUIM [OSMKHbI 0becneuntb YHKUMOHMPOBAHME CUCTEMbI (hapmakoHagsopa Ha
TEPPUTOPUAX FrOCYQApPCTB-UNEHOB, BKItOYas BHeAPeHWe Haanexallen n adpdekTMBHOW CUCTEMbI KavyecTBa CUCTEMbI
dapmakoHaasopa.

42. TMpu onpegeneHHbIX O6GCTOATENbCTBAX AepXaTensamy PerucTpauvoHHbIX YAOCTOBEPEHUI [donycKaeTcs
opraHusoBaTtb 6oriee ofHol cucTeMbl hapmakoHaasopa, Hanpumep, B criyyae POPMUPOBaHNSA OTAENbHOW CUCTEMbI
thapmakoHaa3opa Ans onpeaerieHHbIX rpynn fekapcTBeHHbIX NpenapaTtoB (B 4aCcTHOCTU ANs BakUMH, Ge3peLenTypHbIX
neKkapcTBEHHbIX NpenapaTos).

43. OnucaHne cuctembl hapmakoHag3opa PoOpMUPYETCS AepXKaTernem pPerncTpauuoHHOro yooCTOBEPEHMS B
cdopmaTe mactep-anna cuctemMbl papmMakoHaasopa U NoaaepXMBaeTCa Ha MPOTSXKEHUU BCEro nepuoga OencTsnd
perncTpaumoHHbIX YAOCTOBEPEHNA B OTHOLLIEHMM BCEX 3aperncTpupoBaHHbIX NeKapCTBEHHbIX npenapartos. [lepxaTens
PErncTpaumoHHOrO YAOCTOBEPEHUS TaKKe HeceT OTBETCTBEHHOCTb 3a pa3paboTky, BbIMNOMHEHVME W MOoAAepXaHue
CuUcTem ynpaslieHUa puckamu, aganTupoBaHHbIX ONA KaXXO0ro U3 3apermcTpupoBaHHbIX NEKapCTBEHHbIX NpenapaTos.

44. TpeboBaHusi K CTpyKTypam W MpoLeccam cucTembl hapmakoHadsopa [fepXaTens perucTpaunmoHHOro
YOOCTOBEPEHMs ONpeaensoTCs B COOTBETCTBYOLMUX pasaenax HacToswmx Mpasun.

15. YnonHomMmoueHHoe nuuo no dapmakoHaasopy

45. [lepxatenb perncTpaLmoHHOro yaoCTOBEPEHUSA OOMKEH Ha3HauYUTb U UMETb B NMOCTOSSHHOM pacropsKeHun
YMOSIHOMOYEHHOEe NnUo No ¢hapMakoHaa3opy B rocydapcTBax-yneHax, obnagatowee Ttpebyemon kBanudukaumen.
HepxaTenb perucTpauMoHHOro  YOOCTOBepeHust cooblaeT damMunuio KM KOHTaKTHYK  uHdopmaumio 06
YNONTHOMOYEHHOM NuLEe No hapmMakoHaa30py B YNOJIHOMOYEHHbIE OpraHbl rocyaapcTB-4neHoB. [py M3MeHeHUn 3ToN
NHOpMaLMK aepXKaTerb perMcTpaumMoHHOIo YOOCTOBEPEHMS OOJKEH HE3aMeaAnuTenbHo, B TedeHne 30 kaneHgapHbIX
OHeln, nHPopMMpoBaTb 06 3TOM YNONHOMOYEHHbIE OpraHbl rOCYAapCTB-4YJIEHOB.

46. O653aHHOCTM YMNOMHOMOYEHHOrO nuua no ¢apmMakoHaa3opy [AOIPKHbI OnpefensaTbCd  AOIPKHOCTHOM
WHCTPYyKUMen. PacnonoxeHue ynonHOMOYEHHOro nuua no dapmakoHags3opy W ero B3auMOAEWCTBME C ApYyrumu
nvuamMun JOIMKHO onpenenaTbCs B OpraHM3aumoHHON CTPYKTYpe Ha YPOBHE YrpaBlieHYecKoro nepcoHana gepxarens
perncTpaumMoHHOro yaoCTOBEPEHNS.

47. NHndopmaumsa 06 ynonHOMOYEHHOM Nuue no dapmakoHaa3opy OOJPKHA ObiTb BKIOYEHa B macTep-dann



cucTeMbl hapmMakoHaa3opa Aepxartens permcTpaumoHHOro yAOCTOBEPEHUA.

48. B «kaxpgom cucteme apmakoHag3opa OOMNYycKaeTcs TOMbKO OOHO  YMOSIHOMOYEHHOE NnUo Mo
dhapmakoHaasopy. Ycnyramy ynosiHOMOYEHHOro nvua no dhapmakoHag3opy BrnpaBe nofb3oBaTbcs 6onee ogHoOro
aepxaTensi permcTpauMoHHOro y4OCTOBEPEHMS B OOLWIMX UNvM OTAEenbHbIX cucTtemax chapmakoHagsopa, Mnm Takoe
nVUO BrpaBe BbINOMHATE (PYHKUUM YNONTHOMOYEHHOMO nvua no dapmakoHagsopy Gonee 4Yem Ansi OQHOW CUCTEMBI
dhapmakoHag3opa OAHOro AepXkaTens perucTpaumoHHOro yAOCTOBEPEHUSA MPU YCIIOBUK, YTO YNOSIHOMOYEHHOE MU0
no dapmakoHag3opy B COCTOSHMM BBIMOMHSATL BCe CBou 0653aHHOCTM. B gononmHeHne K HasHavyeHuto
YNOJTHOMOYEeHHOro nmua no cbaplvlaKOHa,qsopy ynonHOMO4YeHHble OpraHbl BripaBse Tpe6OBaTb Ha3Ha4YeHUA KOHTaKTHOIro
nuua no cpapmakoHag3opy, NOAOTYETHOIO YNOMHOMOYEHHOMY NULy no dapmakoHaasopy. [NogoT4eTHOCTL B JaHHOM
cry4yae OTHOCUTCS K 3adadaM u 06a3aHHOCTAM No hapmMakoHaa3opy M Heoba3aTenbHO O3HavYaeT HernocpeacTBEeHHoe
nogynHeHume. KoHTakTHOoEe Nnuo BnNpaBe BbIMOJTHATb d)yHKLl,I/IVI YyNOJIHOMOYEHHOIo nuua no cbapmaKOHap,sopy.
OpraHusaums cuctembl apmMakoHaas3opa AepxaTens perucTpauMoHHOro yAOCTOBEPEHMS Ha  TeppuTtopum
rocygapctBa-uneHa JofmkHa obecneudnmBaTb BbiNonHeHne TpeboBaHun akToB opraHoB Colo3a M 3akoHo4aTenbCcTBa
rocygapctB-uneHoB B cdepe apmakoHagsopa 3deKkTMBHOE B3aMMOLENCTBME C YMNOMHOMOYEHHbIM OpraHoM W
OTCYTCTBME MNPEnATCTBUA B cOope W NpeacTaBreHun CBeOEHWA O BbISIBIIEHHbIX HEXenaTernbHbIX peakuusix Ha
TEPpPUTOPUM rocygapcTBa-yreHa.

49. [epxaTenb perucTpaumMoOHHOrO YAOCTOBEPEHWS MpefocTaBnseT  YMONIHOMOYEHHOMY  fvuy Mo
dapmMakoHaa30py [OCTATOYHblE MOIHOMOYMS MO YNPaBNEHUIO OEATENbHOCTbIO MO (bapMakoHaa3opy U CUCTEMOW
KavyecTBa. ,D,epx(aTenb perncTtpaunMoHHOro yaocToBepeHua npenocrtaendeT YNOJTHOMOYE€HHOMY nmuy no
dhapmakoHaa3opy AoCTyn K mactep-danny cuctembl papmakoHagsopa, a Takke COOTBETCTBYHOLLUME MOSTHOMOYMSA U
obecneumBaeT nomnyvyeHuwe wuHdopmMauMn O NObIX WM3MEHeHWUsIX B MacTep-aine cucTeMbl dapmakoHazsopa.
MonHomouusi, Kacawwmecss cucTeMbl apmakoHagsopa M macTep-danna cucTeMbl (hapmakoHaa3opa, OOMMKHbI
NO3BOMATb YMOMIHOMOYEHHOMY NWLY MO (hapMakoHaA30py BHOCUTb W3MEHEHUSI B CUCTEMY, MnaHbl ynpaBneHus
pucKkamu, a TaKkke B NOArOTOBKY PErYNUPYHOLLNX AENCTBUN B OTBET HA BblIsIBIIEHWE SKCTPEHHOW Npobrembl, CBA3aHHOM
¢ 6e3onacHocTbH0.

50. [epxaTtenb perMcTpauuoHHOrO YAOOCTOBEpPEHUsi obecrneynBaeT HanuyiMe BCEeX CUCTEM U MPOLIECCOB,
MO3BOMSOLLMX YNONHOMOYEHHOMY NULLY Mo hapMakoHaA30pY BbIMOSHSATL BO3NOXKEHHbIE Ha Hero 06s3aHHoCTU. C 3Toi
Lenblo gepxaTenb pPEerucTpauMoHHOTO YAOCTOBEpeHuUsi paspabaTbiBaeT MexaHW3mbl, Npu  MOMOLLU  KOTOPbIX
YNONMHOMOYEHHOE N0 No dapMakoHaZ30py MMeeT OOCTYN KO BCEM [aHHbIM, KOTopble eMy MoryT notpeboBaTtbes, U
nony4yaet BCO HeoBXxoaMMY MHOPMaLWIo, Hanpumep:

a) uHdopmaumo 06 SKCTPeHHbIX npobnemax no 6e30MacHOCTU, CBSA3AHHBLIX C W3MEHEeHMAMMU npoduns
GesonacHoCcTM M Apyron MHGAOPMALMM B OTHOLUEHWM OLIEHKM COOTHOLUEHWS "nonb3a - PUCK" NEeKapCTBEHHbIX
npenapaToB, Ha KOTOPble pacnpoCcTpaHseTCca cucTtema hapMakoHaasopa;

6) |/|chopmau,|/|+o O NpoaoJPKakLWnXCcAa N 3aBepLUEHHbIX KITMHNYECKUX UccnenoBaHnAax U npoyYnx nccrnegoBaHusx,
O KOTOpPbIX 3HaeT AepxaTteslb perncTpauMoOHHOro ygoCctoBepeHmnda n KoTtopble MOryT MMeTb OTHOLLUEHNE K ©esonacHocTu
NeKapCTBEHHbIX NMpenapaToB;

B) MH(OpMauuio, MOMYYEHHYD W3 WHbIX WCTOYHMKOB, KPOME WCTOYHUKOB [OepXaTens perMcTpauuoHHOro
YOOCTOBEPEHUS (Hampumep, M3 WCTOYHMKOB, C KOTOPbIMU AepXaTerfb PerucTpauuoHHOro YAOCTOBEPEHUSI UMEET
KOHTpaKTHblE JOFOBOPEHHOCTM);

r) wHcopmMaumio 0 npoueaypax, UMeLWUX 3HadeHWe [Ana dapmakoHaasopa, KoTopble paspabaTtbiBaeTt
[AepxaTtenb pPerucTpaluMoHHOrO YAOCTOBEPEHUS Ha KaXAOM YPOBHE C Lenbilo oBGecrneyeHns cornacoBaHHOCTU U
cobntogeHns TpeboBaHui B Nnpedenax opraHn3aumu.

51. YnonHoMo4yeHHOEe NULUO MO dpapmakoHags3opy nonyyaeT MHGOpMauuio OT PYKOBOASALLEro nepcoHana o
pe3ynbTatax MocTOsHHbIX 0630POB CUCTEMbl KayecTBa U MPUHATBLIX Mepax, AaHHble O COOTBETCTBUM TpebOoBaHMAM,
nnaHMpyemblx ayauTax cucteMbl hapmakoHagsopa. YNonHoMo4YeHHoe NnLo No dpapmakoHaa3opy UMeeT MofIHOMOoYMS!
WMHULMUPOBATL ayauT B Criydae HeobXoauUMOCTU.

52. PykoBoadawmin nepcoHan npenocrtaBnsdeT YnosIHOMOYEHHOMY fuuy no hapmakoHag3opy KOMui nraHa
KOPPEKTMPYIOLWMX U NpeaynpeauTensHbIX MEPONPUATUIA NOCHE KaXKAoro ayamta, MMeLWero 3HayeHne ans cuctemsl
dapmakoHaasopa, 4TOObl  YMOMTHOMOYEHHOEe nMUO Mo  dapmakoHag3opy Morfno  ybeautecss B MPUHATUM
COOTBETCTBYIOLLNX KOPPEKTUPYIOLLMX Mep.



53. [epxaTenb perncTpaumMoHHOro yaocToBepeHust obecneynBaeT BO3MOXHOCTL MOMYyYEHMST YNOMTHOMOYEHHBLIM
niuoM no chapmakoHagsopy uHdopmaumm r3 6asbl JaHHbIX HeXenaTemnbHbIX peakuui, WMelLlencss B ero
pacrnopsikeHun, B nioboe Bpemsi B criydae HeoOXOAMMOCTM He3aMefMTEeNbHOrO OTBEeTa Ha SKCTPEHHbLIA 3anpoc
YNONHOMOYEHHOIO  OpraHa. [epxaTteneM perncTpauMoHHOro  yAOCTOBEPEHMSI  OOMMKHbI  ObiTb  MpoBeAeHbl
COOTBETCTBYHLUNE OpPraHn3aunoHHbIE MEPONPUATUS, MO3BOMSAOLLME YNONHOMOYEHHOMY nuLy No dapmakoHaasopy
MUMeTb JOCTYN K 6a3e AaHHbIX HexenaTenbHbIX PeakLmii, B TOM Yucne B Hepaboyee Bpemsi.

54. [lepxaTtenb perncTpaumoHHOro yaocrosepeHus obecneynBaet UHGOPMUPOBAHME YNOMHOMOYEHHOro nuua
no dapMakoHag3opy OTHOCUTENbHO HaMepeHWd MO BKIYEHUIO B UMEKLIUACS MNepeveHb OOMNOMHUTENbHbIX
NeKapCTBEHHbIX NpenapaToB NyTemM npuobpeTeHus OpYro KoMNaHun nuMbo OTAENbHbLIX NeKapCTBEHHbIX NpenapaToB
ApYroro aepxaTtensi perucTpaunoHHOro yooCTOBEPEHUs. YMNONMHOMOYEHHOE NULO No dhapmakoHaA30py BbIMOMHSET
OLEHKY BO3MOXHOMO BIUSIHUSI BKITHOYEHUS] HOBbIX JIEKAPCTBEHHbLIX MpenapaTtoB Ha LENCTBYIOLY CUCTEMY
dapmakoHaasopa, obecneunmBaeT HeobxoAumyld ajanTauuilo cuctembl apmakoHaas3opa, a Takke onpegensier
OaHHble 0 bapmakoHaa3ope, KOTopble AOMKHbl OblTb NMPEAOCTaBMEHbl NPEXHUM AepXaTenem PerucTpaumoHHOro
YOOCTOBEPEHUs, U CPOKM MpefocTaBneHus. [epxatenb pPerncTpauMoHHOro yaocToBepeHus obecnevnBaeT
NHOPMUPOBAHME YNONTHOMOYEHHOTO NnLa Mo papMakoHaA30pYy OTHOCUTENBHO KOHTPaKTHbIX 06513aTeNnbCTB CTOPOH B
yacTu gesiTenbHocTU no chapmakoHaas3opy M obMmeHy OaHHbIMM O ©e3onmacHOCTU, a Takke HaJensieT ero npaBoMm
BHECEHNSI U3MEHEHUSI B OAHHOM YacTW KOHTPaKTHbIX 00A3aTenbCTB. YMNOMHOMOYEHHOE NUUO No chapmakoHaasopy
MHOPMUPYET  [epXaTens  perucTpauMoHHOro  YOOCTOBEPEHMS B crnydae HeobxoguMMocTu  peanuv3auuu
OOMOSTHUTENBHBLIX YCMOBUI C Lenblo obecnedeHnsa Hagnexallero BbiMoSIHEHMS 00s13aTenbCTB No papMakoHaa3opy B
OTHOLUEHMM [aHHbIX JIEeKapCTBEHHbLIX MpenapaToB, BO3MOXHOCTb BbIMNOMHEHWUSI AaHHbIX 00s3aTenscTB Mo
hapmakoHaa30opy AOMKHA MPUHUMATLCA BO BHUMaHWME MNpU MPUHSTUN PELUEHUST U OMNpPefeneHnn KOHTPaKTHbIX
06583aTenbCTB CTOPOH.

55. [epxaTtenb perMcTpaumoHHOro yaocToBepeHust obecneynBaetT MHAPOPMUPOBAHME YMONTHOMOYEHHOMO nmua
no bapmakoHaa30py OTHOCUTENbHO MMEIOLLErOCS HAMEPEHUS YCTAHOBIIEHNSI COTPYAHUYECTBA C APYrUM AepaTenemM
pPerucTpaumMoHHOro YyOOCTOBEPEHMS, OpraHusauuert nmbo uanyeckum nuuoM, KOTOpOe CMOCOOHO MpsAMO WU
KOCBEHHO OKa3aTb BIMsIHME Ha cucTeMy bapmakoHaa3opa, A0 3aKMYeHUs1 KOHTPAKTHbIX JOFOBOPEHHOCTEWN B CPOK,
p,OCTaTOLIHbIVI ana BbliNONHEHNA YNOJTHOMOYEHHbIM NMMLIOM Mo (bapMaKOHaD,30py OL/€HKN BO3MOXHOIo BINnMAHMUA AaHHOro
coTpyaHnyectBa Ha cuctemy apmMakoHaasopa. [epxatenb perncTtpauumoHHOro YAOCTOBEPEHUA Hagensaet
YNOJSIHOMOYEeHHOe Inuo no (*)apMGKOHa,CBOpy NOoNTHOMOYNAMMN Ha BHeCeHue npe,qnox(eHMﬁ N N3MEHEHUI B YacTu
KOHTPaKTHbIX 0083aTENbCTB, MMEKLUX OTHOLLEHUE K cucTemMe dhapmakoHaz3sopa.

16. KBanudpukauma ynonHoMouyeHHOro nuua no coapmakoHansopy

56. YNonHoMo4YeHHOEe N1Lo Nno hapMakoHaA30py AOSMKHO UMETb TEOPETUYECKME 3HAHUS U NPaKTUYECKUIA ONbIT B
o6nactTu OCYLLECTBIEHNS [OeATeNnbHOCTM MO hapMakoHaZ30py, YPOBEHb MOAFOTOBKM KOTOPbIX onpeaensieTcs
aepxaTteneMm pernctpaumMoHHOro YAOCTOBEPEHWUSI B [JOMKHOCTHOW MHCTPYKUMM  YNOSIHOMOYEHHOro fuvua Mo
hapmakoHaa3opy. YMNONHOMOYEHHOE NMUO NO hapMakoHaa3opy AOMKHO MMETb HaBblkM YMpaBIieHUs cUcTeMamu
hapmakoHag3opa, a Takke NPOBEAEHNS SKCNEPTMU3bl MU UMETb AOCTYN K NPOBEAEHUIO 3KCNEPTU3bI B TakUX obnacTsix
Kak, MeauumHa, dapmaLleBTUYECKME HayKK, a Takke anuaemMuonorms n buoctaTucrumka.

57. ,El,epx(aTenb perncTpaumMoHHOro yaoctoBepeHuna npoBoauT 06yquV|e YNOJIHOMOYEHHOro Jnunuda no
cbapmaKOHa,qsopy B obnactu cBoell CUCTEMbI d)apmaKOHamopa nepen Tem, KakKk YynosiIHOMOYeHHOe nuuo Mo
cbapmaKOHa,qsopy 3aMMeT OOJMPKHOCTb YNOJIHOMOYEHHOro nuua. O6yqu|/|e M ero pesynbtaTtbl OJKHbI HaAneXxawnm
06pa30M LOOKYMEHTUPOBAaTbCA.

17. PYHKLMU YNOSTHOMOYEHHOIro Nno ¢papmakoHaasopy nuua

58. YnonHomoueHHble nuuo rno dhapmakoHaasopy asnsetcs uan4eckum nuLom.

59. YnonHoMo4eHHoe N1Lo no hapMakoHaasopy AOMKHO UMeTb KBanuduKaLuuio B COOTBETCTBUM C NyHKTamu 56
1 57 HacTosAwwmx MpaBun 1 GbiTb B MOCTOSHHOM PacropsKeHUM aepxKaTens perMcTpaumMoHHbIX yaocToBepeHuid. fuuo,
YNONMHOMOYEHHOE Ha BbINOSIHEHME (DYHKLMIA YNOMHOMOYEHHOTO nvua Mo dapMakoHad3opy Ha TeppuTopuax
rocyqapcTe-unieHoB, [OJKHO MpoxuBaTb M paboTtaTb B OOHOM W3  rocydapcTB-uneHoB. [epxarternem
PerncTpaumoHHOro y0CTOBEPEHUs! J0IKHO ObiTb 06ecrneyeHo HannumMe pe3epBHbIX NpoLeayp Ha criyyYai BpeMeHHOro
OTCYTCTBUA YMOSIHOMOYEHHOro nvua no dapMakoHad3opy C onpederieHMeM nuua, BbINOMHAKLWEro 06583aHHOCTY
YNOSIHOMOYEHHOIO nnua Mo hapMakoHaa3opy B ero oTcyTcTeBue. [lepxaTenem perucTpauroHHOro YAOoCTOBEpeHUs
JomkHa OblTb oBecriedeHa BO3MOXHOCTb BbIMOMHEHWA MULIOM, 3aMeLLalolMM  YNOMHOMOYEHHbIE NULO MO



dapmakoHaasopy, obsi3aHHOCTeN No papmakoHaasopy. B aTtom cnyyae 3amellaroliee nuuo SOMKHO OblTb AOCTYMNHO
NPV UCMNOSb30BaHNM KOHTAKTHbIX AaHHbIX YMTOTHOMOYEHHOrO nuua no dhapmakoHaasopy.

60. YnonHomoueHHoe nmuo no chapmakoHag3opy HeCeT OTBETCTBEHHOCTb 3a Co3faHue U PYHKLMOHMPOBaHUE
cucTembl hbapmakoHad3opa AepXaTens perMcTpaunoHHOro YAOCTOBEPEHUsSI M, CriedoBaTerlbHO, UMEeeT AO0CTaTovyHO
MOMTHOMOYMI AN OKa3aHWsi BMMSIHWS Ha OCYLLECTBIEHWE AeATENbHOCTM Mo hapmMakoHag3opy M CUCTEMY KavecTBa
cucTembl (bapmakoHaa3opa, COOEWCTBUSA, COOMIOAEHUS M MOBLIWEHUS YPOBHS cobnofeHunsi TpeboBaHWi akToB
opraHoB Coto3a M 3akoHoAaTeNnbCTBa roCyAapCTB-YNEeHOB. YMOMHOMOYEHHOE NULO MO dpapMakoHag30py LOJPKHO
obnagate MOMHOMOYMSIMM M OTBETCTBEHHOCTbIO B OTHOLLIEHMM MacTep-ganna cuctembl hapmakoHagsopa, C Tem
yTob6bI 0BecneyvmnBaTh M NOBbIWATL YPOBEHb cobnioaeHus TpebosaHun akToB opraHoB Colo3a M 3akoHOAaTenbCcTBa
rocyoapcTB-4YreHOB.

61. B OTHOLWIEHWM NEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble pacnpocTpaHsieTcs cucTemMa chapMakoHad3opa
AepxaTensi perMcTpaunoHHbIX YAOCTOBEPEHUI, YNOTHOMOYEHHOE NULIO No dhapMakoHaa3opy 06s3aHo:

a) nveTb 0630p npochmnert 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB U BbisBSiEMbIX Npobrem, CBsA3aHHbIX C
6e30nacHoOCTbIO;

6) BnageTb B NofHOM o6beme MHGopMauuein o6 ycrnoBUsSiX M 00SI3aHHOCTAX, YCTAHOBIEHHbIX MPU Bblaaye
PErncTpauMoHHbIX YOOCTOBEPEHWUN, W OpYrMx obs3aTenbCcTBax, MMEOWMUX OTHOWEHWe K 6es3onacHocTn unu
Ge3onacHoMy NPUMEHEHWI0 NeKapCTBEHHbIX NpPenaparos;

B) BNageTb B MONTHOM o6beme nHopmaLumen o Mepax MUHUMU3aLUN PUCKOB;

r) NpuUHMUMaTb y4yacTMe B OLEHKE W YTBEPXOEHUMM MPOTOKONOB MOCTPErUCTPALMOHHBIX MCCrneaoBaHuUi
©e3onacHocTY;

A) BnageTb NONHOW MHopmaumen o NOCTPEerncTpaLmoHHbIX UccrnegoBaHusax no 6esonacHocTW, nposedeHune
KOTOPbIX HA3HA4Y€HO YMOMTHOMOYEHHbIM OPraHoM, BKNoYas pesynbTaTbl TakMX MCCNeaoBaHun;

e) BnageTb MchopmaumeVl O coaepXaHun niaHoB ynpaBlieHUA puckamn n MMeTb OO0CTaTO4YHbl€e MOJIHOMOYUA
ONs BHECEHUSI NBMEHEHWUI B NNiaHbl ynpaslieHna pUuckamu;

%) obecneumBaTb BbINOMHEHVE (DYHKUMIA MO dapMakoHaf3opy v NpeacTaBrieHne BCeX OOKYMEHTOB, MMELLMX
OTHOLUeHVe Kk thapMakoHaA30py, CornacHo TpeGoBaHUsIM akToB opraHoB Colo3a U 3akoHoAaTenbCTBa rOCydapCTB-
UNeHoB;

3) obecneunBatb HeEOOXOAMMOE Ka4yecTBO (BKJ'I}O‘-IaFI TOYHOCTb U” I'IOJ'IHOTy) AaHHbIX O cbapmaKOHap,sope,
npeancrasidemMblX B YNOJIHOMOYEHHbIE OpraHbl;

n) obecneunBaTb NpeacTaBneHe B NOSIHOM 00bEME M CBOEBPEMEHHO OTBETOB Ha 3amnpochl YNOIHOMOYEHHbIX
OpraHoB O npeAcTaBfeHnun [AONONHUTENbHOM WHAOPMaUMKM, HeoOXOAMMONM Afisi OUEHKM Monb3bl U pucka
neKapCTBEHHbIX NpenapaTos;

K) npeacTtaBnaTe NoOy0 MHOpPMaLMO, UMEIOLLYIO OTHOLLUEHWE K OLEHKe COOTHOLWeEHMs "monb3a - puck', B
YNOJTHOMOYEHHbIE OpraHbl;

n) okasbiBaTb MOMOLUb B TMOAFOTOBKE PErynATOPHbIX Mep Tpu BbiIBIIEHUM MNPOGNeM, CBSA3aHHbLIX C
6e30nacHOCTbIO (HanpuMep, N3MEHeHNs B peKoMeHAaumsax no MeauUUHCKOMY NPUMEHEHWUI0, CPOYHbIE OrpaHUYeHnst n
fAoBefeHve nHopmauuy 4o NauneHToB U MeaLMHCKMX paboTHUKOB);

M) pyHKUMOHMPOBaTL B KayeCcTBe €OMHOIO0 KOHTAKTHOro nuvua no apMakoHaasopy Ans YNONHOMOYEHHbIX
OpraHoB rocyaapCTB-YNIEHOB, @ TaKkKe B Ka4eCTBe KOHTAKTHOro nvua Ans MHcnekumn B obractu papmakoHagsopa c
obecneyeHneM KpyrinocyTo4HOro (24-4acoBoro) Aoctyna YMnONTHOMOYEHHOro opraHa K YMNOSIHOMOYEHHOMY Nuuy Mo
tbapmakoHag3opy. YNorHOMOYEHHOE N0 Mo dhapMakoHaA30py OCYLLECTBSAET KOHTPOMNb PYHKUMOHUPOBAHUS BCEX
acrnekToB CUCTEMbl (bapMakoHaz3opa, BKIKO4Yasi ee CUCTEMY KayecTBa (Hanpumep, CTaHAapTHble OnepauyOHHble
npouenypbl, KOHTPAKTHbIE JOFOBOPEHHOCTU, onepaunn ¢ 6a3om AaHHbIX, BbiNONIHEHUE TpeboBaHMA CUCTEMbI Ka4ecTBa,
cobntogeHre TpeboBaHUIM K PENOPTUPOBAHUIO B YaCTW NOMHOTHI U CBOEBPEMEHHOCTU, NPEACTABMEHNIO NEPUOONYECKNX
0BHOBMSIEMbIX OTYETOB MO 6e30MacHOCTU, OTYETOB 00 ayauTax u obyy4eHum nepcoHana B obnactu dpapmakoHaasopa).
YNONHOMOYEHHOE NMLUOo MO hapMakoHaz30py OOSMKHO pacnonaraTe MHopmauuen o BanMgaunoHHom ctatyce 6asbl



AaHHbIX HexenaTesnbHbIX peakuuil Ha NnekapcTBeHHble npenapartbl (BKMioYasi BCE BbISIBNEHHblE B Xo4e Banvaauumu
Hego4eTbl M NPEANPUHSITEIE KOPPEKTUPYIOLLME OENCTBUSA), a Takke MHopMaLmen O BCeX CYLLECTBEHHbIX U3MEHEHUSIX,
BHECEHHbLIX B 683y AaHHbIX (Hanpmmep, N3MEHEHNA, KOTOpble MOryT OKa3aTb BIMAHME Ha OeATeNlbHOCTb No
hapmakoHaasopy).

62. YnonHomo4YeHHoe nNuuo no papMakoHaa30py BnpaBe AenerMpoBaTh BbIMOMHEHME Cneuudmryeckmx 3agaHum
nog CBOMM HabniogeHVeM nuuam C COOTBETCTBYHOLLEN KBanudukaunen n obyvyeHnem (Hanpumep, OCyLLECTBIEHME
OEeATENbHOCTN B Ka4YeCcTBEe IKCMEepPTOB MO 0e30MacHOCTU OnpederieHHbIX NeKapCTBEHHbIX NpenapaTtoB) Npu yCrnoBuw,
YTO YNOMHOMOYEHHOE Lo No hapmakoHaa3opy 6yaeT ocyLecTBNATb KOHTPOMb (PYHKLUMOHMPOBAHUSA BCEN CUCTEMBI
n npodunen Ge3onacHOCTU BCEX NEeKApCTBEHHbIX NpenapaToB. Takoe AenernpoBaHUE BbINOMHAEMbIX (YHKLUWUIA
OO0IMKHO BbITh Hagnexawmm o6pazom JOKYMEHTUPOBAHO.

18. Cneundpmyeckne npoueccbl CUCTEMbI KauecTBa y Aepxarenen
perncTpauMoHHbIX YAOCTOBEepPEHUIA

63. ,D,ep>|<aTenb pernctpaunoHHOro yaoctosepeHunA pa3pa6aTb|BaeT aononHuTernbHble cneynarnbHble NpouecChbl
CUCTEMDbI Ka4yeCTBa B Lienax:

a) NpeacTaBneHust OaHHbIX O HeXenaTterbHbIX peakumsix B 0asbl AaHHbIX FOCY0apCTB-UNEHOB U €OUHYH0
WHpopMaunoHHyo 06a3y AaHHbIX MO BbISBMEHHLIM HEXenaTernbHbIM peakuusam (OeWCTBMAM) Ha feKapCTBEHHbIe
CPeACTBa, BKIOYAOLL Y0 COOBLLEHNST O HEA(EKTUBHOCTU NIEKAPCTBEHHbLIX CPEACTB B CPOKM, YCTAHOBMEHHbIE akTaMu
opraHoB Coto3a 1 3akoHO4aTENBCTBOM rOCY4apCTB-UIIEHOB;

6) MOHUTOPWUHIa VICI'IOJ'Ib3yeMOI7I TEPMUHOJIOTNN, BbINMOJTHAEMOrIo Ha cuctemaTndeckon nmubo perynﬂpHon OCHOBE;

B) COXpaHeHUs JOKYMEHTOB Mactep-channa cuctembl papmakoHag3opa 4O Tex Mop, Noka AenCcTByeT cuctema,
onucaHHasa B macTtep-thanne cuctembl papmakoHag3opa, U B TeveHne He MeHee 5 neT nocrne npekpawieHus ee
nencTeus;

r) coxpaHeHus AaHHbIX O bapmakoHaa3ope U OOKYMEHTOB, MMEKLUX OTHOLUEHWE K 3apermcTpupoBaHHbIM
nekapcTBeHHbIM MpenapaTtam, B TeyeHne He MmeHee 10 neT nocrne npekpaweHus AOenNCTBUS YOOCTOBEPEHUN O
rocyfapcTBeHHOW permcrpaumu,

4) oOHOBNEHNs MHopMaLMK O NeKkapCTBEHHbIX NpenapaTax CorfacHo NOCNeAHUM Hay4HbIM 3HaHUSAM (BKIoYas
OLEHKY npoduns 6e3onacHOCTM U COOTHOLLEHME "Monb3a - puck”), a Takke pPeKoMeHOauusM, pasMeLleHHbIM Ha
canTax YMNOSTHOMOYEHHbLIX OpraHoB B WMHOPMaLUOHHO-TENEKOMMYHUKaLMOHHON ceTn "WIHTepHeT" (nanee - ceTb
UHTepHeT). C 9aTOM Uenbl Jdepxatenb PerncTpaumoHHbIX YOOCTOBEPEHUM MOCTOSIHHO MpOBepseT CauThbl
YMNOJNTHOMOYEHHbLIX OpPraHOB rOCYAapCTB-YIEHOB Ha HanuuMe COOTBETCTBYHOLUMX WM3MEHEHWA B OLEeHKe npoduns
6e3onacHOCTM M COOTHOLWEHMSA "nonb3a - pPUCK", BKMOYasi WM3MEHEHUS B peKkoMeHAauuax Mno MeOULMHCKOMY
NMPUMEHEHMIO U NHbIE MEpPbI PEryNATOPHOrO Xapakrepa.

64. B TeuyeHne cpoka XpaHeHuUs1 JOKYMEHTaLUMW AepXaTenu perMcTpalnoHHbIX yAOCTOBEpeHUA obecnevmBaioT
BOCCTaHaBMUBAEMOCTb JOKYMEHTOB.

65. [JoKyMEHTbI MOXXHO XPaHUTb B 3N1EKTPOHHOM dhopmate Mpy yCrioBMKU Haarexallei BanMaaumm aneKTpoHHOI
CUCTEMbI U CYLLIECTBOBaHMS [JOrOBOPEHHOCTEN Mo 3alluUTe CUCTEMbI, AOCTYNY U pe3epBHOMY KOMMPOBAHUIO AaHHbIX. B
criyyae nepesoga AOKYMEHTOB M3 GyMakHOro cpopmarta B 3SIeKTPOHHbIV MPOLecC NepeBofa OOMMKEH rapaHTMpoBaTh
coxpaHeHue Bcell MHhopMauun B OpUrMHansHOM doopmate U obecrnedeHne CoXpaHeHUsl YNTAEMOCTU Ha MPOTSXKEHUN
BCEro BpeMeHU XpaHeHUsl cpeacTBaMu, UCMoNb3yeMbiMU ANst XpaHEHMS.

66. B cny4dae nornoweHnsa ,El,pyFOIZ OpFaHI/I3aLI,Mel7I 6GusHeca aepxartend pernctpaymMoHHOro ygoctoBepeHus sce
OOKYMEHTbI JOJIKHbI ObITb nepegaHbl U COXpaHeHbl B NOJTHOM obbeme.

19. Tpe6GoBaHusA K cUCTEME KavyecTBa Npu AenermpoBaHnm
Aepxatenem perMcTpaumMoHHOro yaoCcToBepeHUs BbINONMHAEMbIX 3aaa4
no chapmakoHapsopy

67. [epxaTenb perMcTpauMoHHOrO YAOCTOBEPEHWUS BrpaBe [ernerMpoBatb BCE WM 4acTb CBOMX 3ajay Mo
thapmakoHaa3opy (BkroYast YHKUMKU YNOMHOMOYEHHOTO nuua no hapmakoHaa3opy) ApYron opraHvM3auny uim nuuy
(ecnu k Takomy NMLy MOTyT BbITb NPMMEHEHBI Takue e TpeboBaHuWs, kak k opraHusaumn). MNpy 3TOM OTBETCTBEHHOCTb



3a BbINOMHeHMEe 3afady K obsizaHHOCTeW No dapmakoHag3opy, obecrneyeHne kKayecTBa U LIENOCTHOCTb CUCTEMBbI
hapmakoHaa3opa HeceT AepxaTernb PErMCTPaLNOHHOMO YAOCTOBEPEHUS.

68. B cnyyae genervpoBaHus onpedeneHHblX 3agay no dgapMakoHaA3opy APYrol opraHusauuy gepkarteslb
PErncTpauroHHOro yAOCTOBEPEHNUST HEeCeT OTBETCTBEHHOCTb 3a MNPUMEHEHWe 3MEKTUBHON CUCTEMbl KadecTBa
UCNONHEHNA OaHHbIX 3adady. TpeboBaHus K cucTemMe hapmakoHafsopa, onpedesfisieMble Haanexallel npakTuKon
(hapmakoHaa30pa, TakkKe NPUMEHSIIOTCS K 3TON opraHn3aumu.

69. [lpw penermpoBaHuMu 3agad [Opyron opraHuMsauuum aepxaTtenb pPerncTpaumoHHOro  yaoCTOBEpPEHUs
obecneunBaetr nogpobHoe, YeTKoe M MOCTOSHHO OGHOBMsieMoe [OKYMeHTanbHoe OGOpPMMNEHNE KOHTPAKTHbIX
JOrOBOPEHHOCTEN MEXAY HUM U APYron opraHvsaLmen ¢ onucaHnem JOroBOPEHHOCTEN O AenernpoBaHHbIX 3agadvax u
OTBETCTBEHHOCTW KaXgow u3 CTOpoH. OnucaHve generMpoBaHHbIX 3agay OOMKHO ObiTb BKIOYEHO B Mactep-gann
cucTembl hapmakoHag3opa (C yKasaHWEM KOHTPAKTHbIX OpraHm3auuin B NPUNOXeHun K MacTtep-dawnny). Opyras
opraHm3aums nogBepraeTcs UHCMEKTMPOBAHUIO Ha COOTBETCTBME BbINOMHAEMOWN AESATENbHOCTU MO dapMakoHaa3opy
cornacHo TpeboBaHnaM HacToswWwmMX [NpaBun No YCMOTPEHMIO YNOSTHOMOYEHHOTO OpraHa.

70. KoHTpakTHble [OroBOPEHHOCTW O JdenerMpoBaHuM 3agjad B obnactm apmakoHaasopa [OOSKHbI
obecneunBaTb BbINOMHEHME CTOPOHaMK TpeboBaHui akToB opraHoB Colo3a 1 3aKkoHoAaTenbCTBa rocygapcTB-YeHoB
B cthepe dpapmakoHagsopa. Co CTOpPOHbI AepxaTens permcTpaulMoHHOro yaocToBepeHust OOMKHO BbiTb obecneyeHo
BKITOYEHME B JOroBOP NogpobHOro onucaHusa genermpyembix 3agad, cnocoba B3aumopencTeus n obMeHa gaHHbIMK,
BPEMEHHbIX 0053aTeNbCTB, UCMOMb3yeMOW TEPMUHOSMOMMMK, NoaaepXaHua 6a3 AaHHbIX, MOHUTOPUHIa BbINOMHAEMOMN
OEeATENBbHOCTU U MHBIX acrnekToB, HeobXoAMMbIX ONA Hagnexalwlero BbINOMHEHWUs Aenermpyembix 3agad. B uensx
KOHTPOMNS BbINMOMHEHUS KOHTPAKTHbIX [OrOBOPEHHOCTEN AepXXaTerem perncrpauuoHHOro yAOCTOBEPEHUSA cnenyet
BbINOSMHATb PerynsipHble ayauTbl OpraHn3auuin, KOTopbiM Obinv generMpoBaHbl 3agayqmn no papMakoHaz3opy.

20. O6wme ob6s3aHHOCTU NO (hapMaKOHAA30PY B pamMKax aKToOB
opraHoB Coto3a

71. YNONHOMOYEHHblE OpraHbl HECyT OTBETCTBEHHOCTb 3a BbINOMHEHME 3adady no  dapmakoHaa3opy,
BO3MaraemMblX Ha HUX aktamy opraHoB Coto3a M 3akoHOOATENbCTBOM rocydapctBa-dneHa. C 3ToW uenbio Kaxablv
YNONHOMOYEHHbIN OpraH obecneynBaeT YHKLMOHWPOBaHUE CUCTEMbl (hapmakoHag3opa, COo3gaeT WM MNpUMeHseT
Hagnexaluyto 3pEKTUBHYIO CUCTEMY Ka4yeCcTBa OCYLLLECTBINSAEMON AeATENbHOCTU No dhapMakoHaa30py.

72. F'ocypapcTBa-yneHbl COTPYAHUYAIOT B LIENSAX MOCTOSIHHOIO COBEPLLEHCTBOBAHUSI cMcTeM hapMakoHaasopa 1
OOCTWXKEHWNS BbICOKMX CTaHAapTOB 3aluTbl OOLIECTBEHHOrO 340pOBbsS  (340POBbS  HaceneHusl), BKIoYas
ncrnonb3oBaHne 06 beaNHEHHbIX PECYPCOB ANs ONTUMMU3aLMKN UCNONb30BaHNS MMEIOLLMXCS pecypcoB B paMkax Cotosa.

73. TocynapcTBa-uneHbl OMPeaensaloT KOHTaKTHble TOYKM C  Lenbl  YNpoLlleHusi B3auMoaencTBus
YMOMHOMOYEHHbIX OPraHoB, AepXKaTenei perucTpaunoHHbIX YAOCTOBEPEHUI 1 UL, NPeACTaBNAWMNX MHOPMaLMIO O
dhapmakoHagsope.

21. ®YHKLUMN YNONTHOMOYEHHbIX OPraHoB

74. Kaxxgoe rocyaapCTBO-4reH AOMKHO HasHaunTb YNONTHOMOYEHHbIN OpraH, OTBETCTBEHHbIN 3a OCYLLeCTBNeHne
thapmakoHagsopa.

75. Kaxabll ynonHOMOYEHHbIA OpraH [OIbkeH BHegputTb U obecneunTb 3hdekTuBHOE (PYHKLUMOHMPOBaHWNE
cucTeMbl (bapmakoHaa3opa npuv BbIMOSIHEHWMU CBOMX 3aJad U y4acTumn B OeATENbHOCTU No dhapMakoHaa30py B pamKax
Coto3a. B gaHHOM KOHTEKCTE YMONMHOMOYEHHbIN OpraH HeceT OTBETCTBEHHOCTb 3@ KOHTPOSb 6€30MacHOCTU KaXaoro
3aperMcTpUpoOBaHHONO NEKAPCTBEHHOMO Npenaparta BHE 3aBUMCUMMOCTWU OT MpoLenypbl perncrpauumn nekapcTBeHHOro
npenaparTa.

76. 3agaum n 0693aHHOCTM YNONTHOMOYEHHBIX OPraHoB Mo hapMakoHaA30pY BKITHOYAT B cebs COTPYAHNYECTBO
npu obHapy>XeHNN CUrHamnoB 1 NPUMEHEHNe Mep MUHMMMU3aLUUM pUcKka Npv NPUHATAM COOTBETCTBYIOLUMX pelleHuin. B
cry4yae HeobXOoOUMOCTU MPUHSTUSA CPOYHBIX Mep Ansi obecneyeHus 3awwuTbl OOLLECTBEHHOTO 340POBbsS (340POBbLSA
HaceneHusl) B OTHOLLEHWM IEKapCTBEHHOro MpenapaTta, 3aperMcTpMpoBaHHOrO B COOTBETCTBUM C MpoLenypow
B3aUMHOro MpPU3HaHWS, YNOMHOMOYEHHBIN OpraH rocygapcTsa Mpu3HaHusa NpUHMMaeT HeobXxooMMble Mepbl, BKMoYas
OT3bIB C pblHKA UM OCTAHOBKY NPMMEHEHMWS Ha TEPPMTOPMM CBOEIO rocyaapcTBa.

77. YNOAHOMOYEHHbIE opraHbl HeCyT OTBEeTCTBEHHOCTb 3a KOHTPOJib BbINOJIHEHUNA  OepXaTtenaMmu



PErncTpauUMoHHbIX YOOCTOBEPEHUIN 06A3aTENLCTB NO hapMakoHaA30py B OTHOLLEHUM NIEeKaPCTBEHHbIX NpernapaToB Ha
TEPPUTOPMM CBOEr0 rocydapcTBa, BKMOYas BbINOMHEHME MWHCMEKUMn cuctem dapMakoHaasopa aepxartenen
PErncTpaumoHHbIX YOOCTOBEPEHUI, BHE 3aBUCMMOCTM OT MpoLeAypbl PerucTpauuM NekapcTBEHHbIX MpenapaToB Ha
TEPPUTOPUAX  FOCYAAPCTB-YIIEHOB.  YMOMHOMOYEHHBLIN  OpraH OAHOro  rocygapcTBa-yneHa  obecnieynBaeT
npeacTaBreHne AaHHbIX O hapmMakoHaA30pe B YNONHOMOYEHHbIE OpraHbl ApYrnx rocyaapCTB-4YIEHOB B COOTBETCTBUM
¢ akTamu opraHoB Coto3a 1 3aKoHoAaTeNbCTBOM FOCY4apCTB-4IIEHOB.

22. NMnaHupoBaHMe rOTOBHOCTU K papmMaKkoHaa3opy
np1 BO3HUKHOBEHUU 3KCTPEHHbIX CUTyauui B cdepe
o6 ecTBEHHOro 34paBoOOXpPaHeHusA

78. CucTembl (papmakoHagsopa Aep)xaTenei permcTpaunoHHbIX YOO0CTOBEPEHWU U YNONMHOMOYEHHbIX OpraHoB
JOMMKHbI GbiTb adanTUpPoBaHbl K 3KCTPEHHbIM CUTyauusaM B cdpepe OBGLIECTBEHHOrO 30paBOOXPAHEHUs, BKIoYas
pa3paboTKy nnaHa roTOBHOCTU K 9KCTPEHHBIM CUTYaLIUSIM.

79. OkcTpeHHas cuTyauuss B cdepe OOLLECTBEHHOrO 30paBOOXpaHEHUs npeacTaBnseT coboit yrposy
06LecTBEHHOMY 3[0POBbIO (340POBLI0 HacerneHust), NpU3HaHHylo BceMypHol opraHu3aumein 3apaBooxpaHeHus Nnbo
YNOMHOMOYEHHbLIMW OpraHamu.

80. TpeboBaHusa k cucteme apmakoHagsopa B Clyvyae BO3HUMKHOBEHMSI 3KCTPEHHbIX CuTyauuni B cdepe
06OLLEeCTBEHHOMO 30PaBOOXPAHEHNST B K&XXAOM M3 CriydaeB OnpeaensioTcs YNorHOMOYEHHbIMM OpraHaMmn u AoBOASTCA
00 CBefeHus aepxaTtenen perucTpauyoHHbIX YOAOCTOBEPEHMA W OOLLECTBEHHOCTU. YMOMHOMOYEHHbIE OpraHbl
nyonukyoT yBe4OMMeHUs1 06 SKCTPEHHBIX CUTYauusax Ha CBOMX oduumnanbHbix caiTax B ceTu VIHTepHerT.

lll. MacTep-cpan cuctembl hapmMmakoHaasopa
1. CTpykTypa mactep-danna cuctembl papmakoHaasopa

81. Mactep-hann cuctembl hapmakoHag3opa npegHasHadeH AN onucaHust cucTembl hapmakoHagsopa U
AOKYMEHTarnbHOro MOATBEPXAEHUs ee CcooTBeTCTBMA TpeboBaHwsM akTtoB opraHoB Cot3a M 3akoHogaTenbCTBa
rocygapcTte-uneHoB. Mactep-gann cuctembl papmakoHaasopa MNO3BOMSET Hagnexawmum obpasom ocyLecTBUTb
nnaHupoBaHve 1 NnposBedeHVe ayanToB CUCTEMbI (hapMakoHaa3opa AepxaTenemM perncTpaumMoHHOro yaoCToBepeHus,
a TakKe MHCNEeKTUPOBaHWA YMONMHOMOYEHHbIMW opraHamun. MacTep-cann cuctembl apmakoHazsopa BKIOYaeT B
cebsa 0630p cuctembl hapmakoHaasopa gepxaTens perucTpaumMoHHOro YAOCTOBEPEHMWS, YTO MO3BOMSET caenatb ee
06LLY0 OLEHKY YMONTHOMOYEHHBIMU OpraHaMy Ha PeErMcTpaumMoHHOM Y MOCTPErMcTpaunoHHOM 3Tanax.

82. CocraBneHve macTep-anna cuctembl bapmakoHaasopa v akTyanusaumsa nHpopmauum, cogepxallencs B
HeM, NO3BOAIT AepXaTento perncTpaLmMoHHOro yAoCTOBEPEHMS U YNIONTHOMOYEHHOMY Ny No papmakoHan3opy:

a) y6e,D,I/ITbCFI B TOM, YTO cnctema cbapmaKOHamopa BHeApeHa cornacHo Tpe6OBaHMﬂM aKTOB OpraHoB Cotoza n
3akoHodaTesIbCTBa rocyaapcCTB-4J1€HOB;

0) noaTBEPAUTE COOTBETCTBUE CUCTEMbI ENCTBYIOLNM TpeboBaHNSM;
B) NONy4nTb MHOOPMAaLIMIO O HeAOCTaTKax CUCTEMbI UMK BbIABUTbL HecobnogeHne TpebosaHui;

r) Nony4uTb WHOpMAaLMIO O pUCKax WU HedmAEEKTUBHOCTM BbINOSHEHUS OMpedeneHHbIX HanpasBreHuit
[AesATENbHOCTU Mo (hapMaKkoHaa3opy.

83. Wcnonb3oBaHue wmacTtep-haina cucteMbl apMakoHag3opa CrnocobcTByeT onTuMu3auum npolecca
Hagnexallero ynpasfieHUs CUCTEMOW, a TakKe COBEpLUEHCTBOBaHWUIO CUCTEMbl dhapMakoHagsopa. TpeboBaHus K
NpeacTaBreHNo KpPaTKoro OMUCaHWst cucTembl bapmakoHaa3opa AepaTensi permcTpauMoHHOro yOOCTOBEPEHMUS,
npeacTaBrneHnio macTep-canna cuctemsl bapmakoHag3opa, a Takke XpPOoHOmNorust (nocnegoBaTernibHOCTb) BHECEHUS
n3MeHeHn obneryawT nnaHupoBaHue U 3dEKTUBHOE NPOBEAEHME YMONTHOMOYEHHLIMU OpraHamMu rocyaapcTB-
YJIEHOB MHCMEKLMIA HAa OCHOBaHUN MEeTo4a OLIEHKM PUCKOB.

2. PerncTtpauus v nogaepkaHve B aKTyarlbHOM COCTOSIHUMU
macTep-danna cucteMbl cpapmMakoHagsopa

KpaTkas xapakTepucTuka cucTembl papMakoHaa3opa aepxarens



pPerucTpaumoHHOro yaoCTOBepeHus

84. B cooTtBeTCcTBMM C TpeboBaHusamMu [MpaBun peructpaumm 1 aKCcnepTnsbl KpaTkasg XapakTepucTMka CUCTEMBbI
dapmakoHaa3opa [gepxaTens perucTpauuoHHOro YAOCTOBepeHws npeacrasnsetca B pasgene 1.10 mogyna 1
perncTpaumMoHHOro [O0Cbe feKapCTBEHHOro nMpenapata B Cryyae, ecnv  npu  npewecTBylollen nogadve
perucTpauMoHHOro OOCbe AepXaTerniem perncTpaumoHHOrO yaoCcToBepeHus Obin nMpeacTaBneH B YNOMHOMOYEHHbIN
opraH MmacTtep-ann cuctembl papmakoHag3opa OepXkaTens perucTpaumMoHHOro yaoctoBepeHusi.  KpaTkast
XapaKTepucTrka cucteMbl hapMakoHag3opa AOSPKHA BKYaTh B ce0s cneaytoLlme arieMeHThbI:

a) nucbMeHHoe MoATBEpXAeHVEe [epxaTenieM PerncTpauvoHHOro  yAOCTOBEpeHUs akTa Hanuyus
YNOSIHOMOYEHHOIO Nuua no hapmakoHa3opy;

6) HanMeHoBaHWe rocyaapcTBa, B KOTOPOM MPOXMUBAET U BbIMOSHAET CBOU (PYHKLMM YNONHOMOYEHHOE N0 MO
hapmakoHaa3opy;

B) KOHTaKTHbIE AaHHble YNONTHOMOYEHHOTO NMLA U KOHTAKTHOIO Nnuua no dapmakoHaasopy (Npyu Hanuumm);

F) 3adaBlieHne (p,eknapau,vm), noanncaHHoe aepxartenem pernctpaunoHHOro ygoctoBepeHusa, o TOM, 4TO OH
O6Fl3yeTC$| BbINOSTHATb 3a4a4n 1 00s1I3aHHOCTH, onpepgendaemMble HacToAWNMN I'IpanmaMVl;

) MecToHaxoxaeHve (agpec xpaHeHus1) mactep-gainna cucteMbl hapmakoHaasopa.

Tpe6GoBaHus K MECTOHaXOXAEHUIO MacTep-cainna
cucteMbl hapMakoHagsopa

85. MacTtep-cann cuctembl bapmakoHaa3opa AOMMKEH XPaHUTBCA Ha TEPPUTOPUN rocygapcTBa-yneHa nmbo no
MeCTy (PaKTU4ECKOro BbIMOMHEHUS AepXaTeneM PperMcTpauMoHHOro yAOCTOBEPEHUSI OCHOBHOW OEATENbHOCTU MO
dhapmakoHag3opy, Mo No agpecy OCHOBHOIO MecTa OCYLLIECTBIIEHMS CBOEN OEATENbHOCTU YNONMHOMOYEHHBIM NNLIOM
no dapmMakoHag3opy, HesaBucumo OT dopmarta faHHOro Mactep-cdanna (B OGyMaXHOM WM SMEKTPOHHOM BUAE).
YNONHOMOYEHHBI OpraH rocygapcrBa-yneHa AofmkeH ObiTb NPouHGOPMUPOBAH O MeCcTe XpaHeHuss mactep-channa
cucTemMbl papMakoHaz3opa, a Takke [OIbkeH ObiTb He3ameanutenbHo, He no3gHee 30 KaneHOapHbIX OHEN,
NMHPOPMUPOBAH O MOBLIX M3MEHEHUSIX MecTa ero xpaHeHus. Tpebyemas mHdopmaums O pacrnonoXeHunm macTtep-
davina BkrntovaeT B cebs MecTo HaxoxaeHus (agpec) gepxaTens perycTpauvoHHOro yOoCTOBEPEHMS UMW TPETbeN
CTOPOHbI COrNacHoO cornalleHno. To MeCTO HaxoXaeHns (agpec) MOXET OTNMYaTbCs OT MecTa HaxoxaeHus (agpeca)
3asdBuTENs UNWM gepxartens perncTpaunoHHOro yOOCTOBEPEHMUS, HanpuMep, B Crlyvyae yka3aHus MecTa HaxoXOeHus
(appeca) gpyroro odmuca agepxatens pPermcTpauMoHHOro yAOCTOBEPEHWS WM B Cry4vae BbINOSTHEHUS OCHOBHOM
AeAaTenbHOCTN TpeTbel CTOPOHOW COornacHo cornaweHunio. lNpu onpegeneHnn OCHOBHOMO MecTa OCYLLECTBIEHUSs
JeaTenbHocTM no  dapMakoHag3opy JAepxaTefb PerncTpauMoHHOrO  yAOCTOBEPEHWUs [OOJDKEH onpenenutb
MEeCTOHaxoXaeHne Ans cuctemMbl dhapmakoHagsopa B LenoM, 4Tobbl obecneunTb (OYHKLUMOHWPOBAHUE CUCTEMbI
dapmakoHag3opa. [epxatenb perncTpauuoHHbIX YOOCTOBEPEHWI AOIMKEH UMETb COOTBETCTBYOLEee oOOCHOBaHWe
ONsl MPUHATUS  peELleHusl O pacnosiokeHum MacTtep-cpanna. B cuTyaumm, korga oOCHOBHas [eATENbHOCTb
OCYLLECTBMNAETCA B TPeTbUX CTpaHax WM HEBO3MOXHO OMNpPeferiTb OCHOBHOE MECTOHaxOXAeHWe, Mo YMOMYaHuo
MECTOM XpaHeHust macTep-daina SBMseTCss MECTO OCYLIECTBIEHUS OEATENbHOCTU YMONTHOMOYEHHOrO nuua no
thapmakoHagsopy.

Mepepaya o6s13aHHOCTEN NO BeAeHUI0 Mmactep-danna
cuctembl hapmakoHapsopa

86. MNMepenavy ob6a3aHHOCTEN MO BEAEHUIO MacTep-darina cucteMbl hapMakoHaz3opa Heobxoaumo ohopmnaTb
OOKYMEHTanbHO W KOHTPONMPOBaTb C LENb0 MOATBEPXKOAEHWUS BbINOMIHEHUS AepXaTenem peructpaunoHHOro
YOOCTOBEPEHUS  CBOMX  00S3aHHOCTEW.  YMOMHOMOYEHHOE NMUO MO  hapMakoHag3opy  AOJMKHO  ObiTb
NPOUHMOPMUPOBAHO 00 W3MEHEHMAX, BHOCUMBIX B MacTep-ann cucteMbl apMakoHags3opa, B TOM u4ucne
HesamennUTerNbHO O CreayLWUX U3MEHEHNSAX:

a) U3MeHeHusi, BHOCUMble B MacTep-dain cuctemMbl hapMakoHags3opa, Uinv U3MeHeHWe ero MeCTOHaxXoXaeHus,
CBeEeHMs 0 KOTOPbIX AOMMKHbI COOOLATLCS B YNONHOMOYEHHbIE OpraHbl roCyAapCcTB-4Y1EHOB;

6) noGaeneHve MHOPMaLUM O KOPPEKTUPYIOLWNX U (MNn) NpeaynpeanTernbHbIX MEPONpPUATUAX B MacTep-daiin
cucTeMbl hapMakoHasopa (Hanpumep, No pesynbTataMm NpoBeAeHNUs ayauToB U MHCMEKUUIA). YNONMHOMOYeHHoe Lo



no chapmakoHaa3opy OO/MKHO MMETb AOCTYN K MHOpMaLuM 06 OTKIOHEHUAX OT MPOLIECCOB, BbISIBMIEHHLIX B CUCTEME
yrnpaBfeHns Ka4ecTBOM CUCTEMbI hapMakoHaa3opa;

B) M3MEHEHWs, BHOCUMbIE B COAepXallylocs B MacTep-ganne MHdopmMauuio, KOTopble YAOBNETBOPSOT
KPpUTEPUAM  Haanexallero KOHTponsi cucteMbl dapMakoHagsopa (B pamMkax BO3MOXHOCTENW  CUCTEMBbI,
O YHKUMOHNPOBaHUA 1 cobniogeHus TpedoBaHnin);

) U3MEHEHNs1 YCTaHOBMNEHHOW JOrOBOPEHHOCTU O NpeAcTaBrneHum macTtep-garna cuctembl hapmakoHagsopa B
YMOMHOMOYEHHbIE OpraHbl;

A) nepefava BbIMOJIHEHUSI 3HAYMMOW (PYHKLMM MO (papMaKkoHaa3opy TpeTbel CTOpoHe (Hampumep, paspaboTKy
[OKYMEHTOB 0 chapmMakoHazsope);

€) BKMIOYEeHMEe JIeKapCTBEeHHbIX MNpenapaToB B cucTeMy apmakoHadsopa, 3a KOTOpyl oTBedyaeT
YNOMHOMOYEHHOE NULIO Mo dhapMakoHaa3opy;

) M3MEHEHMWs1 B OTHOLLEHMW BKITIOYEHHbIX B CUCTEMY (DapMaKoHaA30pa NeKapCTBEHHbIX MpenapaToB, KoTopble
MoryT noTpeboBaTb YBenMYeHWUsi BbIMOSHSeMoro obbema paGoT no chapMakoHaas3opy (Hanpumep, pacluMpeHuve
nokasaHWi, BbINOJTHEHNE UCCeoBaHWI, BKIIOYEHE AONONHUTENbHBIX CTPaH).

87. YnonHoMmoyeHHoe nuuo no dapmakoHaa3opy AOMKHO MOATBEPAUTb B NUCbMEHHOW dopme nonydyeHue
0bs3aHHOCTEN NO BeAeHWIO MacTep-danna cuctembl hapMmakoHaasopa.

3. OnucaHue cuctembl chapmakoHagsopa

88. B macTtep-thanine cuctembl papmakoHagsopa OofbkHa ObiTb onmMcaHa cuctemMa gpapmakoHagsopa O[HOro
unn Gornee nekapCTBEHHbIX MNpenapaToB AepXaTens perncTpaumoHHbIX yaocToBepeHun. K pasHbiM kaTteropusiM
neKapCTBEHHbIX MpenapaTtoB AepXaTefb PerucTpauuoHHOro YOOCTOBEPEHMS BMPaBE MPUMEHSITb pasHble CUCTEMBI
dapmakoHaasopa. Kaxpgaa Ttakas cucrema [ormmkHa OblTb onvMcaHa B OTAEeNbHOM MacTtep-chanine cuctembl
dapmakoHaasopa. OTm  macTep-hannel cuctembl bapMakoHag3opa COBMECTHO [OSKHbl OXBaTbiBaTb BCE
NeKkapcTBEHHbIE npenapartbl gepXaTensa perncTpaumoHHOro yaoCTOBEPEHMS, HA KOTOPbIe BblAaHO yOOCTOBEPEHME O
rocyfapcTBEeHHOW permctpaumu.

89. B cnyyae ecnu y gepxatens peructpaumoHHOro yaocToBepeHusa dyHKUMOHWpyeT Gonee yem 1 cuctema
dapmakoHaasopa, Hanpumep, cneunduyeckme cucteMmbl  apmakoHaasopa  Ana  OnpefeneHHbiX  BUAOB
nekapcTBeHHbIX MpenapaTos (BakUWHbI, CaHUTapHO-TMrMeHnYeckas NPoAyKUUS 1 T.4.) UnNn cuctema apmakoHaasopa
oxBaTblBaeT JflekapCTBeHHble npenapatbl Gonee 1 AepxaTens permcTpauvMoHHOrO YAOCTOBEPEHMWs, COCTaBrisieTcs
OTAEenNbHbIA MacTep-dann cuctembl hapmakoHaa3opa, ONUCLIBAKOLWNIN KaXayto CUCTEMY.

90. [epxaTtenem peructpauLuMoHHOrO YAOCTOBEPEHUS [OOMMKHO OblTb Ha3HAYEHO YMNOSTHOMOYEHHOe fULO Mo
¢hapmakoHaa3opy, OTBETCTBEHHOE 3a CO3[aHne U BegeHue cucTeMbl hapmakoHaasopa, onncaHHol B MacTep-gaiine
cucTeMbl hapmakoHagsopa.

91. Ecnu opgHa cuctema dapmakoHag3opa MWCNonb3yeTcs HECKONbKUMU AepXKaTensmMu perucTpaumoHHbIX
YOOCTOBEPEHUN, KaXAbl U3 HUX HeceT OTBETCTBEHHOCTb 3a Hanuume mactep-canna cuctemsl papmakoHazsopa, B
KOTOPOM oOnucaHa cuctema dapMakoHagsopa BbiMyckaeMon wum npoaykumu. [epxatenb perncrpauuoHHOro
YAOCTOBEPEHNs1 BpaBe AenermposaTb NOCPEACTBOM 3aKroYeHMs AOroBopa (Hanpumep, napTHepy No NMUEH3Mn nnu
cybnogpsaymnky) YacTte 3agad unum Bce 3agayn no papmMakoHaasopy, 3a Hagnexallee BbIMOSIHEHME KOTOpPbIX HeceT
OTBETCTBEHHOCTb JAepXaTenb pPerncTpaumoHHOro ygocToBepeHus. B atom cnydae mactep-dann cuctemsl
dapmMakoHa3opa gepxaTens perucTpauMoHHOro yAOCTOBEPEHUST MOXET UMETb NEePeKPecTHY CCbINKY Ha Mactep-
davin unn Ha 4acTb MacTep-dainna cucTeMbl hapMakoHaz3opa, ynpaBlsiEMOro CUCTEMOWN CTOPOHbI, KOTOPOW Obinu
JenernpoBaHbl 3ajadM Ha OCHOBaHWM [OroBopa O AOCTyne K [aHHOW MHdopMauunm CO CTOPOHbI AepxaTens
perncTpaumoHHOro YAOCTOBEPEHNS U YNONHOMOYEHHbIX OpraHoOB rocy4apcTB-yneHoB. [lepxaTens pernctpaLMoHHOro
YAOCTOBEPEHUST A0MKeH 06ecneynTb COOTBETCTBUE COAEPXKAHUS CCbINIOYHbLIX (PanfoB B cuctemMe apmakoHaasopa,
NPMMEHNMOW K NIeKapCTBEHHOMY npenapary.

92. B COOTBETCTBYHOLLNX Clnyq4adaX B TMNPUIIOXEHUN YKa3blBaeTCA nNepedYeHb MaCTep-(baVIﬂOB CUCTEMBI
d)apmaKOHap,aopa, noggepxumBaemMmblX OOHUM [epxaTenem perncTtpaumoHHOro ynoctoBepeHus. B npunaraemyto
|/|H¢>opmau,mo BKIMHOYAKTCA AaHHble O MEeCTOHaxoXaeHnUu MaCTep-(baVIﬂOB, I/IH(*)OpMaLI,I/IFl 006 YNOJTHOMOYE€HHOM Jnuue
no cbapmaKOHap,sopy M COOTBETCTBYHLUX NEeKapCTBEHHbIX Npenapartax.



93. B «kpaTtkon wHcopmauuu, npeactaBnsgemMon B YNOMHOMOYEHHbIe OpraHbl rOCyAapCTB-UYNEHOB, He
JonycKaeTcs ykaszaHue HeCKOMNbKO MECT XpaHeHUs 0gHOro Mmactep-ganna cucteMbl papmMmakoHaasopa.

94. [aHHble 06 YNoOSIHOMOYEHHOM JMuUe Mo hapMakoHaA30py MOryT ObiTb AaHHbIMM NULA, YNONHOMOYEHHOTO
AepxaTteneM perncTpauMoHHOro  yAOCTOBEPEHWS Ha  BbINOMHEHWE YHKUMA MO yNpaBfeHWo  CUCTEMON
(hapmaKkoHag30pa Ha KOHTPAKTHOW OCHOBE M He SIBMSOWErocsi HernocpeacTBEHHbIM pPabOTHUKOM depkaTens
PerncTpauroHHOro Y4OCTOBEPEHMS.

95. Mpwu genervpoBaHuM 3agad No hapmakoHaA3opy, AepxaTenb PerncTpaLuoHHOro YOOCTOBEPEHMS HeceT
OTBETCTBEHHOCTb 3a cCUCTEMY (hapmakoHagsopa, npeacTaBrneHne MHGOpPMaLMM O pacrofioKeHUM macTep-darina
cucteMbl  papMakoHaglopa, BegeHuMe MacTtep-danna  cuctembl hapmakoHag3opa M ero npeacTtaBneHue B
YMNONTHOMOYEHHbIE OpraHbl FOCYAapCTB-YNIEHOB MO 3anpocy. B Hanuuum OomkHbl ObiTb OOroBOpblI C ONUCAHUEM
dYyHKUMI 1 obsisaHHOCTEN MO BeAeHUo mactep-chaina cuctembl hapMakoHags3opa, ero npeacTaBneHuto, a Takke
ocyllecTBrneHno hapmakoHag3opa B COOTBETCTBMU C TpeBoBaHUSMM 3aKOHO4ATENbCTBA rocyaapcTBa-yneHa.

96. [llpu wucnonb3oBaHUM cuUCTEMbl (bapMakoHaa3opa HECKOMbKUMU AepXaTensaMu  permcTpalmMoHHbIX
YAOCTOBEPEHU pekoMeHayeTcs, YTobbl NnapTHepbl corfiacoBany COBMECTHOE BeAEHUEe COOTBETCTBYIOLLMX pa3genos B
pamkax cBoux MacTep-pavnoB B cucteme. O [OCTYNHOCTM MacTep-channa cuctembl apmakoHagsopa Aans
aepxaTenen permcTpauMoHHbIX YyOAOCTOBEPEHUN W ero npeacTaBfeHMn B YNOMHOMOYEHHble OpraHbl rocyaapcTB-
YNeHOB JOSMKHO BbiTb yka3aHo B goroBopax. BaxHo, 4Tobbl gepxaTenb perncTpauMoHHOro yaoctoBepenns ybeanncs
B TOM, 4TO cucTema papmakoHaA3opa, pacnpocTpaHsemMasi Ha ero MnpOoAYKUUK, COOTBETCTBYET HeobxoanmbiM
TpeboBaHusM.

4. O6a3aTtenbHas nHopmauusa B mactep-caine
cucrtembl hapmakoHagsopa

97. Mactep-cann cuctembl bapMakoHaa3opa OOSMPKEH BKMYaTh B cebs JOKYMEHTbl C OMMCaHWEM CUCTEMbI
dapmakoHaasopa. CopepxaHve wmacTtep-harina cucTeMbl apmakoHag3opa [AOMKHO OTpaxaTb [[OCTYMHOCTb
nHpopmaumm 0 6e30nacHOCTM NeKapCTBEHHbIX NPenapaToB, 3aperMcTpUpPoBaHHbIX B rocygapcreax-yneHax. Macrep-
dann JomkeH UmMeTb OrnaBneHne ¢ Lenblo obecnevyeHns BO3MOXHOCTM OPUEHTUPOBATLCA B JOKyMeHTe. OCHOBHbIM
npyHUMNoM OpPMMPOBaAHNS CTPYKTYPbl COAEpXaHus MacTep-danna SBMsSeTCs BKMNIOYEHME B OCHOBHblE pasgensbl
MHGOPMaLMK, KOTOpasi UMEeT OCHOBOMONaratoLLlee 3Ha4YeHe AN ONUCcCaHNst cMcTeMbl hapMakoHag3opa Aepxartens
perMcTpaumMoHHOro yaoctoBepeHus. [JonyckaeTcsa BkOYeHWe nogpobHorn MHopmauum, Heobxoaumon Ans nosiHoro
onuncaHusa CUCTEMBI, B MPUINOXEHUS K MacTep-dainy cucteMbl hapmakoHag3opa, NOCKOSIbKY OHa NoABEPXKEHA YacTbIM
N3MEHEHWUSIM.

Paszgen macTtep-canna o6 ynoriHoMo4yeHHOM nuue no hapmakoHaasopy

98. MIHcbopmaums 06 ynonmHOMOYEHHOM fvLe No hapmMakoHaA30py B MacTep-dainne cucteMbl hapmakoHaasopa
AOJNKHa BKMO4YaThb B cebs:

a) onucaHne 0065s3aHHOCTEN, rapaHTMpyowmx Hanum4dme y YnOoJIHOMOYEeHHOro nuua no cbapmaKOHa,qaopy
COOTBETCTBYHOLLUMNX NOSTHOMOYNIA, KacaroLMXcsl CUCTEMbI cbapmaKOHa,u,aopa C uenbko obecneyeHnsi, COOeNCTBUS U
NnoBbIlWEHNA YPOBHA COOTBETCTBUA Tpe6OBaHMF|M;

©0) KpaTkoe pe3tome C OCHOBHOWN MHOpMAaLMEN O PONN YNOMTHOMOYEHHOro nuua no papmakoHag3opy, onucaHue
ero keanudgukaumm n onbita, UMEIOLLMX OTHOLLIEHNE K AeATENbHOCTM Mo dhapMakoHaa3opy;

B) KOHTaKTHY0 MHpopmaumo 06 ynonHOMOYeHHOM nuue No dpapMakoHaasopy (pamunuio, MMs, oTYecTBO (Npur
Hanmuun), Homepa TenedoHOB, dakca, agpec ANEKTPOHHOW NOYThl U MECTO HaxoXaeHus (agpec) mecta paboTwl C
yKa3aHMeM MOYTOBOro UHAEKCA);

r) uvHGOpMaUMIO O MPUMEHEHWU COrnalleHnii B criydyae OTCYTCTBMS  YMOSIHOMOYEHHOro nuua  no
¢hapmakoHaasopy. B cnyyae genervpoBaHusi onpefenieHHbIX 3aday YNofIHOMOYEHHOro nuua no ghapmakoHaa3opy
VHOMY NULY NepeyeHb AenerMpoBaHHbIX 3aay AOMKeH BbiTb BKIOYEH B NPUNOXEHUS (C yKa3aHWeM onucaHus 3agaqd
Y NAL, KOTOPbIM OHW AENerpoBaHbl);

A1) onucaHne oBnacTi OTBETCTBEHHOCTW KOHTAKTHOrO nvua no dpapMakoHaasopy (npv Hanmumm).

Paspgen macTtep-canna cucremsbl



c¢phapmakoHap3opa 06 opraHu3aLMOHHOM CTPYKType Aepxartens
perMcTpauMoHHOro yaocToBepeHus

99. Heobxogumo npeacTaBuUTb OMUCaHWE OpPraHW3auMOHHOW CTPYKTYpPbl COOTBETCTBYIOLLENW CUCTEMbI
(hapmakoHaz30pa aepxaTens perncTpaumMoHHOro yaoctosepeHus. OnucaHve OOMKHO AaBaTb YeTKOe NpeacTaBrieHme
0 3a4eWCTBOBAHHBIX OpraHn3aumMsiX, OCHOBHbIX CTPYKTYPHbIX NOApa3deneHusix, 3aHnMarLmxcs hapMakoHaa30poMm, U
B3aMMOOTHOLLUEHUSX MeXZdy OpraHu3auusMM W CTPYKTYPHbIMKU MOAPa3AeneHnsMn, UMeKLWrMN OTHOLLEHUE K
BbINOMHEHNIO AesTenbHOCTU Mo dapmakoHaasopy. B mactep-chaine cuctembl chapmakoHagsopa [AoSmkHa OblTb
npeAcTaBneHa cneayowas nHopmaums:

a) opraHuMsauuMoOHHas CTPYKTypa JepxXaTens perMcTpauuoHHOIro YAOCTOBEPEHUsl, BKMoYasi [OJMKHOCTb
YNONTHOMOYEHHOIo Nnua No dapMakoHaa3opy B opraHM3auuu;

6) MecTo HaxoXaeHus (aapec) OCyLLeCTBMNeHNs AesATeNnbHOCTU No dpapMakoHaa3opy, BKMoYas cbop U oLeHKy
nHOMBMAOYanbHbIX COOGLUEHUA O HeXenaTernbHbIX peakuusix, BBoA CooblleHUd B 6asy AdaHHbIX O 6Ge3onacHoCTH,
NoaroToBKY MepuoanM4eckoro obHOBMAEMOro otyeTa no 6e3onacHOCTU, BbISIBIIEHUME W aHamnu3 CUrHanos, BefeHue
NNaHoOB yNpaBfeHus puckamu, YyrnpasBneHue npoBedeHeM NpeaperucTpaLmoHHbIX W MOCTPErncTpaLUmoHHbIX
nccneaoBaHWn U ynpaBreHne W3MEHEHUSIMU, BHOCUMbIMKM B MHGOpMauuio o 6e3onacHOCTM NeKkapCTBEHHOro
npenapara.

Paspen macTtep-cpaitna cuctembl papmakoHap3opa o aenermpyemMon
AeATenbHOCTU No chapMakoHaa3opy

100. Mactep-hann cuctembl hapmakoHag3opa AOSDKEH coAepXaTb onucaHue genernpyemMbix gepxarenem
pervcTpaumMoHHOro yaocToBepeHMs 3aadq no bapmakoHaasopy.

101. WHdopmaums B pasgene [ormkHa ONUCbIBaTb B3aMMOCBA3U C APYrMMW OpraHu3auusamun (Hanpumep,
cornalwleHve o COBMECTHOM MapKeTUHre fiekapCTBEHHOro npenapara, cornawleHne O BbINOMHEHNN AeATernbHOCTM No
dapmMakoHaa3opy nogpsavMkamu, a Takke UHble cornaweHus). Heobxoanmo ykasate MECTOHAXOXOEeHWe u onucaTb
CUCTEMY WMEILWNXCA COrMnaweHni o gernervpyemMbix 3agadax no dapmakoHagsopy. OnucaHue cornawieHui
AonyckaeTCsl COCTaBNATb B BUAe nepevHs unm tabnuubl. MNpu onvcaHun cornawexHmn B Buae Tabnuubl npnBogsaTcs
cBedeHMss 006 y4acTBYKLLMX CTOpPOHax, MPUHATBIX 00A3aTenbCcTBax, fEKAPCTBEHHbIX Mpenapatax, Mo KOTOpbIM
ocywiectBnseTca  apmakoHaasop, W TEPPUTOPUSX  FOCYAapCTB-UNEHOB, Ha  KOTOPbIX  OCYLLECTBISETCS
cdhapmakoHagsop. NMpu onucaHum cornalleHuin B BUAe NepeyvHs ero CTPYKTYpUpYHT NO BvAaM UCMOMb3yeMblX YCIyr
(Hanpumep, npeacTaBneHVe MeauLMHCKOW MHAOPMaLMK, ayguTopckue ycnyru, obecnevyeHne nporpaMM noanepiku
naumeHToB, obpaboTka [daHHbiXx 00 wccrnegoBaHUAX), BuAAM KOMMEPYECKMX COrfalleHun (cornalleHne o
ONCTPUOBIOLMN NEKApPCTBEHHBLIX NMPenapaToB, COrnalleHNe O COBMECTHOM MapKeTWHre, CorfalleHne O COBMECTHbIX
npaBax Ha perucTpauMoHHOe yAOCTOBEpPEeHWe W T.4.) M Buaam TexHuyeckoro obecnedyeHus [esTenbHOCTU Mo
apmakoHaasopy (pasmelleHne KOMMbITEPU3MPOBaHHbIX CMCTEM Ha cepBepax npoBangepa, apXuBMpOBaHWE U
XpaHeHue AaHHbIX cucTeMbl bapmakoHaasopa u T.4.). Konuu oTaenbHbIX cornawleHnin npeacTaBnsioTcs no 3anpocy
YNOSTHOMOYEHHbIX OPraHOB UMW B XOA4e NPOBEeAEHMS UHCMEKUUM U ayauTa, UX NepeyeHb NpUBOANTCS B NMPUMOXKEHNSX K
mactep-canny.

Pasgen macTep-caina 06 CTOYHUKAX NOJNTyYEeHUA AaHHbIX
o 6e3onacHocTHU

102. OnncaHWe OCHOBHLIX OTJENOB CUCTEMbl (hapMakoHa30pa, 3aHUMaLMXCs CO60pOM MHAMBUAYaNbHbLIX
COOGLLEHNA O HexenaTenbHbIX peakuusix, OOIMKHO BKMYaTb B cebs MHpopmaumio o060 BCex CTOpoHaXx,
OTBETCTBEHHbIX 3a COOpP COOOLLEHWUI, MOnyvYaeMbiX MO 3anpocy, M CMNOHTaHHbIX COODLUEHWA O HexenaTerbHbIX
peakuusix Ha NekapCTBeHHble npenapaTbl, 3aperMcTpupoBaHHble Ha TEPPUTOPUSIX FOCyAapCTB-yrieHoB. B onucaHwue
JOJDKHbI ObITh BKITIOYEHbI MECTa HaxoXAeHWsl Takke 0TAeNOB MeaULMHCKON MHopMaumu, a Takke SoYepHUX 0rUCOB
opraHusaummn. [lonyckaeTcs COCTaBnsATb 3Ty UHdopMaumio B dOpMe Crucka C yka3aHMEM rocydapcTBa, xapakrepa
OesTENbHOCTU U JIEKAapCTBEHHbIX MpenapaTtoB (ecnv AaHHas AesiTenbHOCTb 3aBWCUT OT BMAA NEKapCTBEHHOTO
npenapata). WHdopmaums o TpeTbUx CTOpoHax (mapTHepax MO NWUEH3WW, napTHepax Mo  MECTHbIM
AMCTPUOBLIOTOPCKUM MMM MapPKETUHIOBLIM COrMalleHUsiM) Takke BKMHOYaeTCs B pasfen, B KOTOPOM OMMCaHsbl
cornaweHus. [ns npeacTtaBneHUs OCHOBHbIX 3TanoB cbopa M nepefayy AaHHbIX O HeXenaTenbHblX peakuusx,
BPEMEHHBIX paMKax W y4acCTBYIOLLMX CTOPOHAX MOryT UCMOMb30BaTbCA cxeMbl. OnucaHue npolecca, Kacawlerocs
MHOMBUAYanbHbIX COOBLLEHUIA O HeXenaTenbHbIX peakuusix, oT cbopa A0 NpeacTaBneHUs B YNOMHOMOYEHHbIN opraH
[OJMKHO BKINtoYaTh B cebsl cBeeHUst 06 yqacTBYOLLMX B NpoLeaype noapasaeneHnsx u (Mnu) TpeTbnx CTOpoHax.



103. WcTouyHukn wuHpopmaumm o 6e30MacHOCTM Takke [OMKHbl BKMOYaTb B cebA  CAMCOK  TEKyLLMX
nccneaoBaHUN, perucTpos, NPorpaMm NOAAEPXKKM UNU HabnaeHW, CNOHCUPYEMbIX AepXKaTenem pernctTpauuoHHOro
yOOCTOBEPEHUS, B X04€e KOTOPbIX MOryT NPeACTaBASATLCA MHAMBUAYANbHbIE COOBLLEHNS O HeXenaTenbHbIX peakLmsX.
[epxatenn perncTpaumoHHbIX YAOCTOBEPEHUN OOMKHbI MMETb BO3MOXHOCTb NPEeaoCTaBNATb AaHHble CMUCKW MO
3anpocy npu NpoBeOeHUM WHCMEKTUPOBaHUS CcUCTeMbl apmakoHaasopa, ayauta 5mbo  BbINONHAEMON
YMOTHOMOYEHHBIM NULOM Mo ¢hapMakoHaa30py OLEHKM cucTembl. B cnncke gormkeH ObiTb OnMcaH CTaTyCc KaXaoro
NccrnegoBaHus unu nporpammbl (C y4eTOM €ro npoBedeHWst BO BCEM MUPE), COOTBETCTBYHOLLEE TFOCYAapCTBO,
NeKapCTBEHHble npenapaTbl U OCHOBHble LEenn. VIHTEPBEHLNOHHbIE N HEMHTEPBEHLMOHHbIE MCCNeaoBaHUsT OOIDKHbI
ObITb yKa3aHbl MO OTAENbHOCTU COrNacHO AENCTBYOLLEMY BELLECTBY JleKapCTBEHHbIX npenapaTtoB. CnMCOK OOMKeH
cogepxaTb BCe uccnegoBaHus (nMporpamMmbl), TeKyllMe WCCredoBaHusa (nporpammbl), a Takke WccrnegoBaHus
(Nnporpammbl), 3aBepLUEHHbIE B TEYEHNE MOCNeaHuX 2 fneT, U MOXeT ObITb BKIOYEH B NPUIIoXKeHUE K MacTep-canny
cuctembl hapmakoHaasopa nmbo npeacTaBnATLCA Mo 3anpocy.

Heobxogumo  y4uTbiBaTb, YTO HEWHTEPBEHLMOHHbIE WCCMEeAOBaHWA  ONpedensioTcs  MpUMeHseMbiM
MEeTOOOMOMMYeCkUM NOAXOAOM, @ He HayyHbIMU LensMu. HenHTepBeHUMOHHbIe MCCnefoBaHus BKMoYvaloT B cebs
nccnegoBaHna 6asbl AaHHbIX UM NEPecMOTP MEeAMLMHCKMX KapT, B KOTOPbIX yXe OnucaHbl BCce paccMmaTpuBaemble
ABneHus (B YaCTHOCTW, UCCMeAoBaHMs "criydal - KOHTPOMb", MepekpecTHble U KOropTHble MCCrenoBaHus), a Takke
nccnegoBaHws, nogpasymeBatowine cOop MepBUYHBIX AaHHbIX (B YACTHOCTM, MPOCMEKTUBHbIE HEWHTEPBEHLMOHHbIE
nccnegoBaHns, WCCNEedOBaHWA Ha OCHOBE PeecTpoB, B KOTOPbIX (PUKCMPYIOTCA MOMyYeHHble AaHHble PYTUHHOMO
ne4yeBGHOro npouecca), NPy BbIMNOMIHEHUM YKa3aHHbIX YCroBWWA. B pamkax HEWHTepBEHLMOHHbIX WCCefoBaHWM
NPOBOAATCH MHTEPBbLIO, ONPOCHI N OTBUpatTCA NPobbl KPOBU B paMKax 0BbIMHOW KITMHUYECKON MPaKTUKK.

Pazgen mactep-daitna o KoMNbLITepPU3NPOBaHHbLIX CUCTEMAX
n 6a3ax gaHHbIX

104. B mactep-carine cuctembl hapmakoHaasopa OOIMKHO BbiTb OnMcaHO pacnonoXeHue, YHKUMOHambHbIe
BO3MOXHOCTM U OTBETCTBEHHOCTb 3a 3KCMyaTauuio KOMMNbOTEPU3UPOBAHHBLIX CUCTEM U 633 OaHHbIX, UCMOMb3yeMbIX
ONs nonyyeHus, Bepudukauun, npeactaBneHns uHdgopmaumm o ©0e30MacHOCTM M OLEHKM WX COOTBETCTBUSA
NnocTaBneHHbIM 3aa4am.

105. B cny4ae ucnonb30BaHUSA HECKOSTbKMX KOMMbIOTEPM3UPOBAHHbLIX CUCTEM MMM ©a3 JaHHbIX AOSMKHA ObITb
onncaHa ux MPUMEHUMOCTb K AeATernbHOCTM no apmMakoHaa3opy Takum obpasom, 4Tobbl Obin MOHATEH 0ObeM
KOMMblOTEepM3aumm (CTeNneHn BHEAPEHUSI WH(OPMALMOHHBLIX TEXHOMOrMI) B paMKax CUCTEMbl (hapMakoHaasopa.
Kpome TOro, JOmkHbl ObITb OMMCaHbl CTaTyC Banugauun OCHOBHbLIX acneKkTOB (PYHKLMOHAmNbHbBIX BO3MOXHOCTEN
KOMMNbIOTEPU3NPOBAHHON CUCTEMbI, @ TaKkKe KOHTPONb U3MEHEHWUI, CTPYKTYpa UCMNbITAHWUIA, pe3epBHbIE NPOLEedypbl 1
apxMBbl 3MEKTPOHHbLIX AaHHbIX, HeobxoguMMble Onsi cobntogeHuss TpeboBaHWA hapmMakoHagsopa, M MMetowasics
OOKyMeHTauums. B oTHoweHnn cuctem Ha BymaHbIX HOCUTENAX (KOrga 3MeKTPOHHAs CUCTEMa MCMoNb3yeTCcs TOMbKO
ONsl CPOYHOro MpeacTaBneHUs UHAMBUAYANbHbIX COOOLLEHUA O HeXemnaTernbHbIX peakuusx) Heobxogumo onucatb
ynpaBsreHne AaHHbIMWU, MEXaHU3MbI, UCNONb3yeMble Anst obecneyeHmss LenocTHOCTU, AOCTYNa K AaHHBbIM U BKIOYEHUS
NMHGOPMaLIMKM O HexenaTernbHbIX peakuusax B NpoLeaypy BbiABNEHUS curHana.

Pasgen macTtep-canna o npoueccax

106. BaxHbIM KOMMOHEHTOM CcuUCTeMbl (papmakoHag3opa SBNSETCA HanuuMe B MeCTe OCYLUEeCTBIEeHUs
AedATenbHOCTU No papmMakoHaA30py NUCbMEHHbLIX CTaHA4apTHbLIX npouenyp. B pasgene Il HacToswmx MNpasun onucaH
MUHUMarbHbIA Habop TakuMx Npoueayp dpapmakoHagsopa.

107. B mactep-thanine cuctembl papmMakoHaa3opa [OoSbkHa ObiTb OnMMcaHa MMeLWascs AOKYMEHTauusi no
MUCbMEHHbIM CTaHAAPTHbIM npoueaypaM (CCbIIKM Ha KOHKPETHblE CTaHOApTHble OMEepaLvoHHbIE MNPOLEeaypb,
PYKOBOACTBA U T.4.), TUNbl AaHHBLIX (HAanNpumep, TUMN AaHHbIX 00 MHAMBUAYANbHBLIX CyYasxX HeXenaTenbHbIX peakLuii)
1 cnocob BeadeHus 3anvcen (Hanpumep, 6asa gaHHbIX 0 6€30MacHOCTU, AOKYMEHTbl Ha DyMaXkHbIX HOCUTENSX).

108. B Mactep-chanin cuctembl papmakoHagsopa AOMKHO ObiTb BKMOYEHO OnmMcaHue MpoLLEecCoB, npouenyp
06paboTKM 1 perncTpauum AaHHbIX NPU BbIMONTHEHWUM OEATENBHOCTU N0 dhapMakoHaA30pY, KOTopble AOIMKHBI BKIHOYaTh
B cebs criegytoLLme acnekTbl:

a) NOCTOSIHHBLIN MOHUTOPUHI COOTHOLLEHUS "Monb3a - PUCK" NEeKapCTBEHHOrO npenapaTa, pe3ynbTaT OUEeHKN U
npouecc MNPUHATUA peLleHUss O COOTBETCTBYIOLLMX Mepax, MpoLecC BbISABMEHMS, Banuiauunm U OLEHKU CUrHanos,
nonyyYeHve BbIXOAHbIX AaHHbIX O 6e30nacHOCTM, obMEeH AaHHbIMW C OTAeramu, y4acTBYOLMMU B MEOULMHCKOW U



Haquoﬁ OLEeHKe AaHHbIX 0 6e30nacHOCTM U T.4.;

6) onmncaHmne cucTtem ynpaslieHna puckaMmm M MOHUTOPUHI pe3ynbTaToB BHEOPEHNA MEPp MUHMU3aUnn PUCKOB.
B ciniy4ae ecnnm B 3TOM npouecce 3a4eNCTBOBAHO HECKOJSIbKO no,qpa3p,eneH|/|17|, nopAaAgoK ux B3anMOAENCTBUSA
onpepgenaeTca NMCbMEHHbIMU OOKYMEHTUPOBAHHbBIMU NMpoueaypamMmn nnm cornalleHnamMmu;

B) cbop, Bepudumkauma u nonydeHne nocneayollen nHgpopmaLmm, oLueHka 1 npeacrasneHne uHgpopmaumm ob
MHOUBMAYaAnNbHbIX Cry4yasX HexenaTemnbHbIX peakuwmin. B onucaHuu npouenyp no AaHHOMY pasgeny AOMKHO 6biTb
YeTKOoe pasrpaHMyeHne NoKanbHbIX 1 MeXOYHapOaHbIX BUOOB AeATENbHOCTY;

I') nnaHnpoBaHue, coCTtaBJieHne 1 npeacraBiieHne nepnoamn4eckmnx 0OHOBNSIEMbIX OTYETOB MO 6€30MaCHOCTY;

JJ,) npeacraBsneHne I'IOTpeﬁl/ITeJ'IHM, cneynanmctam CUCTeMbl 3apaBOOXpaHEeHNA U B YNOJIHOMOYEHHbIEe OpraHbl
nHpopmaumm o npobrnemax, CBsA3aHHbIX C 6€30MacCHOCTbIO;

e) BHECEHME U3MEHEeHN, KacarLlmxcs 6esonacHocTu, B 06U.I,YIO XapaKTePUCTUKY JieKapCTBEHHOIo npenaparta un
MHCTPYKUMIO MO MEANLMHCKOMY NMPUMEHEHUIO. Onucanune npouenyp AOJMKHO BKIMKOYaTh B cebs BHyTpeHHVIVI N BHELUHWN
0OMeH AaHHbIMUW CUCTEMbI ¢>apmaKOHap,30pa.

109. Mo kaxxgoMy HanpaBneHU OeATeNbHOCTU AepXxaTenb PerncTpauuoHHOro YAOCTOBEPEHUS AOMKEH ObiTb
cnocobeH npeAcTaBuTb nogTeepxaeHne MYHKUMOHUPOBAHMWS Y HEro CUCTEMbI CBOEBPEMEHHOIO NPUHATUS PELUEHUIA U
OCYLLLECTBMNEHNSA OENCTBUN.

110. OomkHbl ObITb NpeAcTaBneHbl OaHHble O APYrUX HanpaBneHusx OeATenbHOCTW, noaTBepXaatoLime
Hanuune Hagnexailien cuctemol obecneveHns kadectsa B cucteme apMakoHaasopa. K Takvum gaHHbIM B 4aCTHOCTH,
OTHOCATCA AaHHble O (PYHKUMAX U 00S3aHHOCTAX YMOMHOMOYEHHOro nuua no dgapmakoHaa3opy, pearmpoBaHuM Ha
3anpockl YNOMHOMOYEHHbLIX OPraHoB O NpeAcTaBneHn nHdopmaumm, aHanmaa nyénmkaumMn B Hay4HOW MeAMLUHCKON
nuTepaTtype, KOHTpone wuameHeHun B 6asax JaHHbIX O 6esonacHocTw, cornaweHusax o6 obmeHe AaHHbIMM O
6e3onacHOCTW, apxXMBMPOBaHMU AaHHbIX MO 6e3onacHoCcTH, ayaute hapMakoHaasopa, KOHTPOne CUCTeMbl KavyecTea U
0byyeHuun. [lepeyeHb npouenyp, KOTOPbLIN AOMYCKAeTCs BKMOYATb B MPUIIOXKEHMS K MacTep-canny cuctembl
hapmakoHaasopa, OOSMKEH cogepXaTb HOMep, Ha3BaHue, daTy BCTYNNeHus B Cuiy M TUn OOKYMeHTa (4ns Bcex
CTaHAapTHbIX pabounx npoueayp, paboumx WHCTPYKUMIA, pykoBoACTB W T.4.). lNpouenypbl, BbINOfIHEHWE KOTOPbIX
AernervpoBaHo TpeTbUM Nuuam, AOMMKHbl MMETb COOTBETCTBYIOLLYIO uaeHTudmkaumio. [okymeHTbl, oTHOcAWMeECs K
cneumndmryeckMm nokasnbHbIM npoLleaypaM, MOryT He BKMovaTbCA B OOLMI nepeyveHb JOKYMEHTOB O nmpoueaypax, HO
AOIDKHbI MPeAoCTaBnATLCA MO 3anpocy YNofHOMOYEHHOro opraHa (C ykasaHueMm rocy4apcTtB, Ha TePPUTOPUSIX KOTOPbIX
AaHHble npoueaypbl NCNOMb3yTCS).

Pazpen mactep-danna o hyHKLMOHUPOBaAHUMU
cuctembl papmakoHaa3opa

111. Mactep-ann cuctembl hapmakoHaasopa [OSKeH BKMwyatb B cebs noaTBepXaeHue HenpepbiBHOro
NPOBEAEHUS MOHUTOPUHIa (PYHKUMOHMPOBAHMSA CUCTEMbl d)apMakoHag30pa, BKMAYAs KOHTPOSlb  OCHOBHbIX
pe3ynbTaToB, a Takke onMcaHne MeTog0B MOHUTOPUHIa U Kak MMHUMYM coaepXaTb:

onnucaHune npouenypbl OUEeHKN NpaBuUiitbHOCTU NpeacTtaBiieHnAa nHanBuayarnbHbIX CcooOLLEHUIN O HexenaTenbHbIX
peakuuax, B TOM 4YUCIIE PUCYHKU (Fpa(bMKl/l), noareepXxpawuwme CBoOeBpEMEHHOCTb npeacTtaBlieHndA MHCbOpMaLI,VII/I B
COOTBETCTBUN C Tpe6OBaHI/IF|MVI 3aKoHoaaTesNnlbCTBa rocyaapcTB-4J1€HOB;

onncaHme KOHTPOJIbHbIX nokasaTtenen, MCMNoNb3yeMbIX O1A KOHTPOIA Ka4eCTBa I'Ipeﬂ,CTaBﬂeHHOVI I/IH(*)OpMaLIMI/I n
neAaATernnlbHoOCTn no (bapmaKOHap,3opy. K Takum nokasaTensim OoTHOCATCSA nony4eHHaa OT YNOJIHOMOYEHHbIX OpraHoB
I/IH(bOpMaU,VIFI O KayecTBe npeacrtaBlieHnsa CoOOLLEHUIN O HexXenaTernbHbIX peakuunax, nepmnogn4eckoro o6GHoBNsSIEMOro
oT4yeTa no 6esonacHoOCTU K apyrnx npeacrtaBndaeMbiX OaHHbIX]

aHanM3 CBOEBPEMEHHOCTU MpeACcTaBMeHus nepuoamndeckoro OBGHOBMSiEMOro oTyeTa no GesonacHocTM B
YNMOMHOMOYEHHbIE OpraHbl TOCYAAPCTB-YSIEHOB (B MPUSIOKEHUM K MacTep-caiiny AoSkHbl BbiTb OTpaXeHbl nocrneaHne
JaHHble, WCMonb3yeMble AepXKaTeneM PerucTpalMoHHOrO YAOCTOBEpPEeHUs ANl OLEHKM cobriofeHusi TpeGoBaHui
3aKoHOZaTenbLCTBa rocyAapCTB-YIEHOB);

aHanmM3 MeTodoB, WCNosNb3yeMbliX O5A OuUueHKM CBOEeBPEMEHHOCTU BHeCeHUs N3MEHEHN, KacaloLnxcs
GesonacHocTn, c y4€TOM YyCTaHaBJIMBae€MbIX YMNOJIHOMOYEHHbIMW OpraHamMmm CpPOKOB, BKIKOYadA MeEeTOL KOHTPOnA



BHECEHMSI HEeOoOXOOUMbIX M3MEHEHUN, KOTOpble Oblnn  BLISIBNEHbI, HO MHd)OpMaLlMﬂ O KOTOpbIX elle He Obina
npencraBrieHa B yI'IOJ'IHOMO‘-IeHHbIﬁ opraH;

B COOTBETCTBYIOLLMX CIy4Yasix - aHanm3 BbIMOSIHEHUS] 00513aTENbCTB COMMacHo MNiaHy ynpaeneHuss puckamm nnéo
Apyrnx obsisaTenbCcTB WM TpeGOoBaHW, YCTAHOBMIEHHbIX TMPU  PEerucTpauMm W  MMELWMUX OTHOLWIEHWE K
hapmakoHaa3opy.

Heobxoaumo onucatb M NOACHUTL Lienn 3pekTUBHOrO (PyHKLMOHUMPOBaAHUSA cucTembl dapmakoHaasopa. B
COOTBETCTBYIOLLMX Crydasix HeobxoouMmo npunoxute K MacTep-cdamny cuctembl ¢apmMakoHagsopa Chnucok
nokasatenen adhPEeKTUBHOCTUN AeATENbHOCTN N0 hapMakoHaa3opy.

Paspgen macTtep-canna o cucteme KkayectBa

112. B pasgene npencrasnsieTcsi onncaHne CUCTeMb! YrpaBrieHNsl Ka4eCTBOM B paMKax CTPYKTYpbl OpraHv3aLum
N NMPUMEHEHNS CUCTEMbI Ka4yecTBa B (hapMakoHaa3ope.

KoHTponb aokymeHTaumm 1 3anucemn

113. B 4acTu KOHTpPOMNS AOKYMEHTauuMm W 3anucen AOMKHbl ObiTb MpeAcTaBrneHbl OnvcaHue MexaHW3MOB
apXMBMPOBaHUS 3NEKTPOHHBIX 1 (MnK) ByMaxHbIX BEpCUA MacTep-darina cuctembl bapmakoHaasopa, a Takke ob63op
npouenyp, NPUMEHsIEMbIX K APYrMM 3anncsam 1 OKYMEeHTaM CUCTEMbI KadecTBa U CUCTEMbI (hapmakoHaasopa.

[JokymeHTbI 0 npoueaypax
114. OnncaHne AOKYMeHTaLMM O npoleaypax A0MKHO BKNoYaTb B cebsi:

a) obuwee onucaHve TUNOB OOKYMEHTOB, MUCMOMb3yeMbIX B cuctemMe dapmakoHagsopa (ctaHgapTel, pabouune
npoueaypbl, pabouve WHCTPyKUMM U T.A4.), yKasaHue MPUMEHMMOCTU pPasfNYHbIX [OKYMEHTOB Ha rrnobanbHom,
permoHanbHOM UMW NOKanbHOM YpoBHE (DYHKUMOHMPOBAHMS CUCTEMbl hapMakoHags3opa B OpraHusauuu, a Takke
ArNeMeHTbl KOHTPONA OOKYMEeHTauun, KOTopble NPUMEHAKTCA B OTHOWEHUN O0CTyna K AOKyMeHTauun o npouenypax,
BHeApEeHUs 1 nogaepxaHus,

6) VIH(*)OpMaLI,VIIO O cucteme OOKYMEHTUPOBAHUA, ﬂpMMeHﬂeMOVI K npouegypHbiM  OOKyMeHTaM, KOTOpble
KOHTPOJTNPYKOTCA TPETbMMUN CTOPOHAMMN.

OGyueHue nepcoHana

115. HeoGxoamMmo npeacTaBuTb ONMCaHWE YNpaBneHusi pecypcamy B XOA4E OCYLLUECTBIEHUS OesTeNbHOCTU Mo
hapmakoHaa3opy, BkIoYatoLLee B cebs:

OpPraHM3aunMoHHYKO CTPYKTYpy C YKa3aHMeM Konun4yecTtBa nogen, ydqacTByrwownx B OeATesIbHOCTU no
cbapmaKOHa,qsopy (B WTAaTHbIX e,D,I/IHVILI,aX), KOTOPYKO OonyckaeTcda npeacrtaeiidTb B OTAENIbHOM  pasjene,
onucbiBarwLWeM opraHnM3alnoOHHYK CTPYKTYPY;

WHOPMAUMIO O MECTOHaxOXAEeHWW nepcoHana, OCYLEeCTBSALWEro OpraHM3aumio U BblNOMIHEHUE
onpeaerneHHbIX BUAoB AeATenbHOCTM No papmakoHaasopy (NpMBoanTCca B macTep-darine cucteMsl hapmakoHagsopa
N B MNPUNOXEHNAX K HEMY), MECTOHaxXOXOEHUW KOHTAKTHbIX Nnul, NPeACTaBnsAlWMX AaHHble O 6e3onacHocTy.
WHdopmaumss o MecToHaxoXaeHun nepcoHana [OSfbkHa BKMYAaTb yKkasaHue obnactm  gesiTenbHOCTU Mo
hapmMakoHaA30py U MeCT OCYyLLECTBINEHNS AeATENbHOCTU C LieNiblo 000CHOBaHUS CUCTEMbI OpraHu3aunm obyyeHus;

KpaTKkoe onncaHmne KOHTEeKCTa 06yquV|9|, BKIMHOYadA CCbIJTIKY Ha MeCTO XpaHeHUA OOKYMEHTOB 06 06yquvw|.

I'IepCOHan [omkeH  ObITb COOTBETCTBYHOLLNM 06pa30M o6yqu OoCyLlleCTB/ieHN0 OedATeNlbHOCTU No
d)apmaKOHap,aopy. OTO KacaeTcsa He TONbKO nepcoHana B nogpasaeneHnax cbapmaKOHamopa, HO W nuy, KOTOpble
MOryT nosny4aTb coobLLeHns o 6e3onacHoCTH.

Ayant

116. Nudopmaumna ob aygute cuctembl obecneveHuss kadyectBa B cucteme papmakoHagsopa OosmpkHa ObiTb
BKITOYEHa B MacTep-dann cuctembl hapmakoHagl3opa. B npunoxeHne HeobXxoaumo BKOYMTL ONMCaHWe MeTopa



nnaHMpoBaHusl ayanToB cucTembl dhapMakoHaa3opa, MeXaHU3MOB OTYETHOCTHM, a Takke NepeyeHb 3annaHMpPOoBaHHbIX
N 3aBEpLUEHHbIX ayauTOB CUCTEMbl (papMakoHagsopa. [aHHblA nepeyeHb OOMKeH codepxaTb AaTbl MpPOBeAeHUs
ayaouToB W MPEACTaBreHns OTYETOB MO pesyrbTaTtaMm ayauToB, 06nacTb OLEHKM M COCTOSIHWE BbIMONHEHUS] ayauTOB
npoBaiaepoB ycrnyr, OTAEerNbHbIX BUOOB OEATENbHOCTU Mo dapMakoHaa30py WNM MecTa BbINOSHEHMS (YHKUUA Mo
(hapmakoHag3opy, a Takke obnacTu B3aMMoAeNCTBUS 3TUX NoApasfeneHuin Unu CTPyKTyp, MMeloLLne OTHOLLEHME K
BbINOSIHEHNIO 06si3aTenbcTB. [epeyeHb OOMKeH BKMoYaTb B cebs AaHHble 3a 5 neT. B cnyvasix, korga cuctema
(hapmakoHag3opa AepXaTensi perucTpaumoHHOrO YAOCTOBEPEHMS CYLEeCTBYeT MeHee 5 neTt, B nepeyHe MoryT
yKasblBaTbCs JaHHble 38 COOTBETCTBYHOLLMIA NEPUOA.

117. MacTtep-dann cuctembl chapmakoHaz30pa AOMKEH CoaepXaTb Takke KOMMeHTapum o6 ayautax, B xofe
KOTOPbIX BbINM NONYyYeHbl 3Ha4YMMble pedynbTaTbl. TO 03HAYaAET, YTO B NEpeyHe NPoBeaeHHbIX ayauToB JOIMKHbI ObITb
yKasdaHbl pes3ynbTaTbl, KOTOpble ObifiM OUEHEHbl KakK CYLUEeCTBEHHble WU KPUTUYECKUE HECOOTBETCTBUSA, a Takke
KpaTKoe onucaHune nraHa KOPPEeKTUPYILNX UNn npegynpeavTenbHbiX Mep B OTHOLUEHUN OaHHbIX HECOOTBETCTBUN C
yKa3aHMeM CpOKOB WCMOSNHeHus. [ormkHa ObiTb yka3aHa CccCbiflka Ha MONHbIA OTYET O NPOBEAEHHOM ayauTe,
NPUNOXeHbl AOKYMEHTbl C MfaHOM KOPPEKTUPYILWMX W npedynpeavTenbHblx Mep. B cnyyae ecnm nnad
KOPPEKTUPYILNX U NpeaynpeanTenbHbiX Mep B OTHOLIEHWW OnpederieHHOro ayavta WM HecooTBETCTBUS MO
COCTOSIHVIO Ha AaTy NMOArOoTOBKM NepeyHs He Obin cornacoBaH, A4OSMKeH ObiTb yka3aH COOTBETCTBYOLMUA KOMMEHTapui
("nnaH (nNnaHbl) KOPPEKTUPYIOLLMX U NpeaynpeanTenbHbIX Mep AOoMmKeH ObiTb cornacosaHn"). B npunoxeHun B crnmcke
NpoBeAeHHbIX ayAMTOB AOSKHbI ObITb YKa3aHbl ayauTbl C He3aBepLueHHOW paboTon no cornacosBaHmnio. KommeHTapum
N CBHA3aHHAsA C HUMM MHAOPMAaUMA O KOPPEKTUPYIOLWNX U npegynpeanTenbHbiX Mepax OOSKHbl ObiTb BKMIOYEHbI B
macTep-pann cuctembl papmakoHag3opa Ao Tex nop, noka He OyoyT B MOMHOW Mepe OCyLEeCTBMEHbI
KOppekTupyowue n (unu) npegynpegurensHble 4eNCTBUSA, TO €CTb KOMMEHTapuM yoansloTca TOMbKO NOCne TOoro, Kak
OyayT NpPOAEMOHCTPMPOBaHbI pe3ynbTaTbl OCYLLECTBMEHUS KOPPEKTUPYIOLWUX AeWCTBUA u (Mnn) npencrabBreHo
noaTBepxaeHne (B TOM YMCREe HE3aBWCKMMOMW CTOPOHbI) 3HAYUTENbHOro yrnydweHus cuctembl. [lobGaBneHue,
N3MEHEeHVe Unu yganeHme KOMMeHTap1eB AO0MKHO BbiTb 3ahmMKCMpoBaHO B COOTBETCTBYIOLLEM XKYypHane perncrpauumn.

118. B «kauvecTBe cpeactea ynpaeBneHuss cucteMon ¢apmakoHag3opa M obecrneyeHuss OCHOBaHMS Ans
NpoBeAEHUs ayauTa Uinn MHCNEKLMN macTep-chann cuctemsl hapMakoHaz3opa AOMMKEH codepXxaTb Takke onMcaHue
npoLeccoB perucrpaumm, oopaboTknm 1 ycTpaHeHUs BbISIBNEHHbIX B CUCTEME YMpPaBneHNsl KA4eCTBOM OTKIOHEHun. B
MacTep-hanin  Takke BKMKYATCA [aHHble O BbISIBMIEHHbIX OTKMOHEHMAX BbINOMHSAEMbIX npoueayp no
dapmakoHaa3opy, pesynbTartax OLEHKN BNUSHUS OTKIOHEHUA U YNPaBNeHNs OTKIOHEHUAMMN A0 NOJIHOrO YCTPaHeHUs.
WHdopmaLmio o paboTe ¢ OTKNOHEHUAMM JOoMNycKaeTcsa BKNOYaTbh B hOpMe nepeyHst ¢ ykazaHMeM HOMEPOB OTYETOB,
OTKIMOHEHWIA, AaT U ONUCAHUSA COOTBETCTBYHOLLUX BbINOSTHEHHbIX NpOLeayp.

MpunoxeHue Kk mactep-canny cuctembl papmMakoHaasopa

119. MpunoxeHne k MacTep-danny cucteMbl papmakoHaasopa AOMKHO codepXaTb creayroLmne JOKYMEHTbI:

a) nepeyveHb IEKapCTBEHHBLIX MpenapaToB, KOTOPbIE 3aperucTpvpoBaHbl [epXaTeneMm pPerncTpaunoHHOro
yOOCTOBEPEHMs B rocyJapcTBax-yrieHax U B TPETbUX CTPaHax, Ha KOTOpble PacnpocTpaHseTcs MacTep-gann cucTeMsl
(hapmakoHag3opa, BKMOYasi  TOProBble  HAMMEHOBAHUSl  JIEKAPCTBEHHbLIX  MPenapaToB,  MeXAyHaponHble
HenaTeHTOBaHHbIE HauUMeHOBaHUsI OEWCTBYIOLLMX BELECTB M HaMMEHOBaHWe rocydapcTBa, B KOTOPOM [AeUCTBYeT
PEermcTpaLnoHHOe YO0CTOBEPEHME.

MepeyeHb paspelleHHbIX B FOCyAapCTBax-4YfieHax fekapCTBEHHbIX NpernapaToB A0SKeH BKIoYaTb B cebs Homep
PErMcTpaLVoHHOTO YAOCTOBEPEHMS, @ TakkKe MO KaKAOMY YAOCTOBEPEHUIO CreayHoLLy0 MHOPMaLMIO:

TN npouenypbl pernctpaumn (Hanpmmep, pernctpauna npenapatoB B COOTBETCTBUM C 3aKOHOOATESIbCTBOM
rocygapcrtBa-yiieHa nytem npouenypbl B3aMMHOIo npu3HaHnAa nnm D,eLI,eHTpaJ'IM3OBaHHOI7I rlpou,ep,ypbl);

pedepeHTHOE rocyAapCTBO-UIIEH;
Hann4yne Ha pblHKaX rocygapcrB-4ieHOB;

TpeTbW rocydapcTBa, Ha TEPPUTOPUAX KOTOPbIX NEKaPCTBEHHBIM NpenapaTt 3aperncTpyMpoBaH MW Ha pbiHKaX
KOTOpbIX obpaLlaeTcs.

MepeyeHb AomKeH BbITb CTPYKTYPUPOBAH MO AECTBYIOWUM BELLECTBaM U B COOTBETCTBYIOLLMX Crydasix JOJTKEH
cofdepxaTb yKasaHuWe Ha CyLleCTBOBaHMEe creuuduyeckmx TpeGoBaHWUi K KOHTPoso 6e30MacHOCTM fieKapCTBEHHOIO
npenapata (Hanpumep, BBeAEHWE Mep MWHUMM3ALUM PUCKOB, OMWUCAHHbLIX B MraHe YNpPaBreHUs puUcKamy WUim



YCTaHOBJIEHHbIX B Ka4yecTBe YCNoBUA perncTtpaunm rnnekapCTtBeHHOro npenaparta, WU3MeHeHune nepunoamnmvyHoCTu
npencraBneHna nepmnogny4eckoro obHoBngemoro oTtdyeta no 6Ge30nacHOCTW, BKOYEHME B CMUCOK npenapartos,
nognexawmx AonosfIHUTENIbHOMY MOHI/ITOpVIHFy).

B oTHOLWEHUN perncTpaumoHHbIX YOOCTOBEPEHMWI, KOTOPbIE BKMOYEHbI B APYryld cUCTeMy hapmakoHagsopa B
cryyae Hanuuusi y aepXxatens permcrpauuoHHOro yaqoctoBepeHus bonee 4yem ogHOM CUCTEMbI (hapMakoHaasopa unm
HanMuMsi cornaweHnsl C TPeTberW CTOPOHOM O [JenerMpoBaHuMu 3agady Mo apmakoHaa3opy And OaHHOro
perncTpaumMoHHOro yooCTOBEpeHUsl, B MacTep-dann cuctemMbl papmMakoHaasopa AOMKHA BKIHOYATbCS CChIKa Ha
OONOMNHUTENbHBIV MacTep-ann cucTembl hapMmakoHag3opa B BUAe OTAEMNbHOMO NepeyHst B NPUMOXKEHUAX C Lenbio
npeacTaBneHns NonHon nHdopMaLlmm o Mactep-arinax B OTHOLWEHMM BCEX NEKAPCTBEHHbIX NMpenapaToB AepXxartensi
perncTpaLmoHHOro Ya0CTOBEPEHNS.

B cnyyae ucnonb3oBaHUs COBMECTHbIX CUCTEM (hapMaKkoHaA30pa BCe fleKapCTBEHHble npenaparthbl, Ha KoTopble
pacnpocTpaHsieTcs cucteMa chapMakoHaasopa, onvcaHHasi B MacTep-daine cucteMbl papmakoHagsopa, AOSTKHbI
OblTb BKMHOYEHbI B MNepeYeHb JieKapCTBeHHbIX npenapatoB. [Ona npeacTaBneHust AaHHOW WMHopMaumMm MOXHO
MCNOMb30BaTb OAMH TMNepeyYeHb C yKasaHMEM HaUMeHOBaHWs [JepxaTtens (gepkaTtenen) perMcTpauvoHHOro
YOOCTOBEPEHMsl ANs KaKAOoro fekapcTBEHHOro npenapaTta UM B KayecTBe anbTepHaTMBbl OTAeNbHble MepeyHu c
onMcaHueM NiekapCTBEHHbIX NMPenapaToB KaXaoro U3 AepxxaTenei perncTpauuoHHbIX YA0CTOBEPEHUI;

6) NepeyeHb CTaHOAPTOB M NPOLIEAYP CUCTEMbI Ka4yecTBa CUCTEMbI (papMakoHaa3opa;

B) NepeyeHb AOrOBOPEHHOCTEN, Kacalomxcs AeNerpoBaHns OesTeNlbHOCTM Mo dhapMaKoHaa3opy, BKIoyast
COOTBETCTBYIOLLME JIeKapCTBEHHbIE NpenapaThl U TEPPUTOPUM;

r) nepeyeHb 3a4ad, AenermpoBaHHbIX YNOTHOMOYEHHbIM MMLOM No ddapMaKkoHaa3opy;

[) NepeyeHb 3aBepLUEHHbIX 3a 5 NeT nepuon ayauToB M 3anfiaHMpOoBaHHbIX ayauToB. B crniyyasix, koraa cuctema
(hapmakoHaa3opa [AepxaTens perucTpaurMoHHOro YOOCTOBEPEHUs! CyLlecTBYeT MeHee 5 neT, B rnepeyHe MoryT
yKasblBaTbCs AaHHbIe 33 COOTBETCTBYIOLLIMIA Nepuos;

€) nepeyeHb NnokasaTenei oLeHKN AesTeNbHOCTY No hapMakoHaa30py (ecnn NPMMEHUMO);

X) nepeyveHb HaxoOdALWMXCS B BEOEHUM AepXaTens perMcTpaunoHHbIX YAOCTOBEPEHUA ApYrMX Mactep-gainos
cuctembl hapmakoHaasopa (ecrnv NpUMeHUMO).

MepedeHb gormkeH Bkn4YaTe B cebst HOMep macTep-tharna cuctembl papmakoHaasopa v nHdopmaumio ob
YMOMHOMOYEHHOM fuLe, OTBETCTBEHHOM 3a [aHHYH cucTemy chapmakoHagsopa. B cnyyae ecnu gaHHasa cuctema
hapmakoHazsopa ynpaBnsieTcsa [OpYyron CTOPOHOW, KOTopasd He sBNseTcs AepxarteneMm pernctpauuoHHOro
YAOCTOBEPEHUS, YKasblBaeTcsa MHopMaL s 0 4aHHOM MocTaBLUMKe YCryr no dhapmMakoHaasopy;

3) XKypHam perucrpauum BCEX W3MEHEHWW, BHeCeHHbIX B MacTep-thann cuctembl hapmakoHagsopa 3a
nocnegHue 5 net, 3a UCKMYEHNEM MHOpMaLUUK, ykasaHHOM B ab3auax TpeTbeM - LecToM MNyHkTa 99 HacToALmX
MpaBun, 1 nHdopmMaLmmn, BKIOYaEMON B NPUMNOXEHUS K MacTep-danny cuctemol bapmakoHagsopa. MHdopmaums o6
N3MEHEeHW JOIMKHa BKNtoYaTb B cebs gaTy UsMeHeHwus, CBeAeHUs O nuue, OTBETCTBEHHOM 3a U3MEHEHME, U OonucaHne
BHECEHHOro U3MeHeHNs.

5. KoHTponb nsmeHeHuin, Bepcum n apxmuBupoBaHue

120. Oepxatenu perncTpaumoHHbIX YAOCTOBEPEHWUI AOMKHbI 06ecneynTb NPpUMEHEHNEe CUCTEMbI yrnpaBreHns
N3MeHeHNsAMN B macTep-cdanne cuctembl papmakoHag3opa M UCMOoNb3oBaTb HaAeXHble MPOLEeCcChl CBOEBPEMEHHOMO
nonyvyeHnss UHGOpPMauUMM  OTHOCUTENbHO  COOTBETCTBYHOLIMX W3MEHEHUW C nocredywolen Haanexalen
aKTyanusauuen mactep-canna. YNonHoOMoYeHHbIe opraHbl MOTyT 3anpocuTb MHAOPMALMIO O BaXXHbIX U3MEHEHUSIX B
cucteme hbapmakoHaasopa, KOTopble MOryT BKMOYaTh B cebs B TOM Yucne cneaylolme n3meHeHus:

n3mMeHeHns B 6ase (6asax) AaHHbIX 0 ©6e30MacHOCTM CUCTEMbI ¢>apM3KOHa,u,3opa, KOTOpble MOryT BKI4YaTb B
cebsi n3ameHeHUss camon 6asbl AaHHbLIX UMM B3aMMOCBSA3aHHbIX 6a3 AaHHbIX, M3MEHEeHUs CtatyCa Banungauuu 0asbl
OaHHbIX, a Takke NSMeHEeHNA MH(bOpMaLI,I/lI/I O nepepaBaeMbIX U NepeHoCMMbIX AaHHbIX;

M3MEHEHNsT B OKasaHWM 3HAYMMbIX YCrnyr no apmMakoHaasopy, OCODEHHO ecnn pedvb uaeT O BaXHbIX
KOHTPAaKTHbIX JOFOBOPEHHOCTSX MO NpeacTaBNeHUo AaHHbIX 0 6e30NacHOCTY;



Takue OpraHusauMoOHHble U3MEHEHUS, KaK MOrmnoLieHne OAHOW KOMMaHuKM OPYron, CNuaHue, u3MeHeHue mecta
OCYLLLECTBMNEHUS AeATenbHOCTU No dhapMakoHaA30py Unu genervposaHve (nepefava) yrnpasneHuss macrtep-gannom
cuctemMbl dapmakoHagsopa.

MoMMMO [OOKYMEHTUPOBAHUS UW3MEHeHui B MacTep-chaiine (B KypHane peructpauuu), Aepxatenem
PerncTpauroHHOro YAOCTOBEPEHUs [AOJKHO ObliTb obecrneyeHo WMHMOPMUPOBAHME YMONHOMOYEHHOrO Nnua Mo
¢hapmakoHaa30py O AaHHbIX UBMEHEHUSIX.

121. UsmeHeHua B macTep-hbarine cucteMbl bapMakoHaa3opa OOMMKHbI AOKYMEHTMPOBATLCS C OTpPaXKEeHUeM
NUCTOPUN U3MEHEHU (C yKasaHWEM JaTbl U ONMCaAHWEM U3MEHEHWS) B XypHane peructpauum nameHeHun. B xypHan
perncTpaumm U3MeHeHun BKMo4yaeTcs MHopmaums 060 BCEX UBMEHEHMSAX, BHECEHHbIX B MacTtep-damn cucTembl
chapmakoHag3opa, 3a MCKIYEeHNeM UHGOPMaLMK, yka3aHHOW B ab3auax TpeTbeM - LeCcTOM MyHKTa 99 HacTosAwmx
MpaBnn, n MHOpMaLKUK, BKNOYaAEMOK B NPUOXKEHUA MacTep-dainna cucteMbl bapmakoHagsopa.

122. Wctopuio UM3MEHEeHUN uHdOopMaLuK, COAepXallencss B MPUMOXEHMAX K MacTep-anny CucTeMbl
hapmakoHaasopa, AoMnycKaeTcs NpefocTaBnATb Mo 3anpocy, U B 9TOM Criydae B XXypHan perucrpauum U3mMeHeHun
BKIOYAeTCHa Agata U3MeHeHus n (Mnv) obHOBNEHUS NPUMNOXEHUS C akTyanu3auuen UcCTopmm N3MeHeHUn coaepKaHums
npunoxexnun. [onyckaetca 4ToObl MHOPMaUMS B NPUMOXKEHWUsX, KOTopas perynspHo obHoBnseTcs (Takas kak
nepeyvyHn nekapCcTBEHHbIX NpenapaToB, CTaHAapTHbIX pabo4ynx npouenyp UM nokasaTenen COOTBETCTBUS), BKIOYana
B cebs pe3ynbTathbl, NOMyYEHHbIE OT KOHTPOMNMPYEMbIX CUCTEM (HanpuMep, CUCTEM 3NEKTPOHHOIo AOKyMeHToobopoTa
nnm 6a3 gaHHbIX YNOMHOMOYEHHbIX opraHoB). [peLwecTByOLWmMe BEPCUN NPUMOXKEHUA MOTYT YNPaBnsaTbCA BHE CamMOro
macTep-danna npu ycnoBuu, YTO UCTOPUS M3MEHEHMWI COXPaHSIeTCs M AOCTYMHAa ANs YNOSHOMOYEHHbIX OPraHoB Mo
3anpocy. Ecnu mactep-cann He Gbin 3anpoLleH YyNofTHOMOYEHHbIM OPraHOM UMW B HEro He BHOCWUIWCL M3MEHEHUS B
TeueHne onpefeneHHOro nepuoga BpemMeHW (Hanpumep, ecrnv U3MEHEHWs NPUOXKEHUA YNpaBnsoTCs OTAENbHO OT
mactep-danna), cnegyet nepuognmyecky npoBoauTb 0630p COOTBETCTBMSA aKTyarlbHOCTM WMHdOpMauuMu B MacTep-
davine. [epxatensam perucTpaumoHHbIX YAOCTOBEpeHu Heobxoammo obecneuntb BbINOMHEHWE 006A3aTensCcTB
OTHOCWUTENbHO  CBOEBPEMEHHOrO  npedocTaBneHus  macTtep-danna cuctembl  dapmakoHagsopa.  Takke
YNONIHOMOYEHHOE nMUO No dapMakoHag30opy AOMMKHO WUMeTb AOCTYN K akTyanusMpoBaHHOW W OOCTOBEPHON
nHdopmaumm o cucteme papmakoHagsopa, No3ITOMY AepxaTenem perncTpaumMoHHOro yaoCToBepeHus AomkeH bbiTb
obecneyeH MOCTOSAHHBLIA JOCTYNn K MacTep-hanny cuctembl papmakoHagsopa, BKMOYas UWHdopmaumio,
coAepXallycs B NpUoxeHuax (nmbo ¢ noMoLbo caMoro Mactep-anna cucteMbl papmakoHaasopa, nmbo yepes
AOCTYN K cUcTemam, UCMomnb3yemMbiM A9 CO34aHUS NMPUINOXEHUI).

123. JdepxaTenv perncTpauuoHHbIX yOOCTOBEPEHUN AOMKHbI 0BOCHOBaTb BbiOpaHHbLI MeTod M paspaboTtatb
npouenypbl KOHTPONSA AOKYMEHTaLMU C LUenblo Hagnexallero ynpasneHuss npoueccoMm nogaepxaHusa macrep-canna
cuctembl bapmakoHagsopa. OCHOBHOW MPUHUMN 3akrniovaeTcd B TOM, YTO, npeacrtaBnss cobov ocHoBaHue ANng
ayaMToB M MHCNEeKUuin, mactep-ann cuctemsl papmakoHagsopa COAepXUT onucaHne cuctemMbl hapmakoHazsopa B
TEKyLWMN MOMEHT BpPEeMEHW, HO Afs MPaBMIIbHOMO MOHUMAaHWS B OTAErbHbIX Criydasx TpebyeTca AononHuTenbHas
OLeHKa PyHKLUMOHMPOBAHNS U HanpaBfeHHOCTU CUCTEeMbl (hapMakoHaA30pa Ha NpeLecTByLWmMX aTanax.

124. lNMpun BHECEHUN N3MEHEHWI B MacTep-dann cuctembl hapMakoHag3opa Takke HeobXoaumo yduTbiBaTb
COBMECTHblE cMCTEMbI (hapMakoHag3opa U AenerMpoBaHHble 3agayn no dapmMakoHags3opy. Hagnexawmii KOHTporb
M3MEHEHWA npedycMaTpuMBaeT perncrpauuio gatbl M KOHTEKCTa yBeAOMIIEHWA 006 W3MEHEHUsIX BHOCUMBIX
YMOMHOMOYEHHbBIMW OpraHamu, YnorTHOMOYEHHbIMY NLamMun No oapMakoHaa3opy U TPETbUMU CTOPOHAMM.

125. MacTep-gpavin cuctembl hapMakoHag3opa crnefyeT XpaHuTb Takmm obpasom, 4Tobbl obecneunTb ero
yAao0b04nTaeMoCTb U JOCTYMNHOCTb.

6. MpeacraBneHne mactep-cdanna cuctembl hapmMakoHaasopa

126. YnonHomo4eHHoe nuLO No apmMakoHaa3opy [AOMKHO UMETb MOCTOSHHBIA OO0CTYNn K MacTtep-ganny
cucTembl hapMakoHag3opa. YNonHOMOYEHHbIM OpraHam AomkeH 6biTb obecneyeH AOCTyn K MacTep-canny cuctemsl
dapmakoHaa3opa no 3anpocy. MWHdopmaums B Mactep-gamne cuctembl dapMakoHaasopa [AofbkHa ObiTb
ncyepnsiBaoLwen, NpaBuUIibHOW N OTpaxaTb OEeNCTBYIOLLYIO CUCTEMY dhapMakoHaas3opa B TEKYLLMIA MOMEHT BPEMEHHU,
YTO O3HayaeT obsa3atenbHoe OOHOBNEeHWe uvHgopMauun macTep-danna M npu HeobXoOUMOCTU BbINOMHEHME
nepecMoTpa ero cogep>XMMoro ¢ y4eToM MOfy4EHHOrO OMbITa, TEXHUYECKOro U Hay4yHOro Mporpecca, U3MeHeHUNn HOpM
perynupoBaHus. [epxatenem perncrpauuoHHbIX yA0CTOBEPEHUA JOIKEH BbiTb obecnedyeH AOCTyN YyNOMHOMOYEHHbIX
OpraHoB Kk MmacTtep-channy cuctembl apMakoHag3opa B TeveHue 7 pabounx [HeMm nocrne nonyyYeHus
COOTBETCTBYHOLLErO 3anpoca. [epxXaTensamu perncrpauuoHHbIX YOOCTOBEPEHUA [OMMKEeH ObiTb obecneveH



HenocpeacTBEHHbIA AOCTYN YMNONHOMOYEHHbIX OpraHoB K MacTep-hainy cucTeMbl papmakoHagsopa B yKa3aHHOM
MeCTOHaxoX4eHnn macTep-gpaina cuctembl apMakoHadsopa WM MO MECTY OCYLIECTBMEHUS [OesATeNlbHOCTM
YNOMHOMOYEHHOr0 NLa No dhapMakoHaa3opy.

7. ®opmat macTtep-canna cucteMbl papmakoHaasopa

127. Jonyckaetcsa 4Tobbl MacTep-ann cucTembl papmakoHaz3opa MMeEN 3NEKTPOHHYK hOpMy Mpu YCroBUU
COXpaHeHUs BO3MOXHOCTY MpPeAcTaBeHNs YeTKO CTPYKTYPUPOBAHHOW NeYaTHOW KONMUW MO 3anpocy YNOSTHOMOYEHHbIX
opraHoB. B nwbom dopmarte macTep-cdann cucteMbl hapmakoHags3opa [O/KEH MMETb YATaAemylo, MOMHYK U
OOCTYyrMHyo dhopMy, o6ecneunBaroLLyto BO3MOXHOCTb OLIEHKM BCEX OOKYMEHTOB M MPOCMEXMBAEMOCTb N3MEHEHWI. B
HEKOTOpbIX Cryyasix MoOXeT noTpeboBaTbCA OrpaHUYeHWe JocTyna K MacTep-ganny cucTembl hapmakoHagsopa ¢
Lenblo OCYLLECTBIEHUS Haanexallero KOHTPOns ero cogepxaHus u pacnpegeneHvs obs3aHHOCTEN NO ynpaBreHnto
UM (B KOHTEKCTE KOHTPOMs M3MEHEHUM K apxmBupoBaHus). CnegyeT UCNONb30BaTb 3MEKTPOHHYHD MapKUPOBKY
OOKYMEHTa WM TEKCT C BO3MOXHOCTbIO MOMCKA. TakMe [OKYMEHTbl, Kak KONMWW MOAMUCAHHbIX 3asiBNEHWA unm
cornalleHnin, JOIMKHbI ObITh BKNIOYEHbI B NPUNOXEHNSA 1 ONMCaHbl B yKasaTerne 3feKTPOHHOro A0KyMeHTa. [JoKyMeHThbI
W OaHHble mMacTep-harina AoMmkHbl ObITb NpeAcTaBneHbl B Criefylowmx pybpukax M, B Cryyae €Cnu OHW MMELoT
neyaTHbl opMaT, OOMKHbI BbITb NPeAcTaBeHbl B yka3aHHOM Nopsike:

Ha TUTYNBHOW CTpaHWUe OOIMKHbI ObITb yka3aHbl HOMep MacTep-ainna cuctembl dapMakoHag3opa (npu
HanMuuM), HavMMEHOBaHWE [AepXaTens  perncTpauuoHHOrO  yAOCTOBEPEHMWsl,  YMNOMMHOMOYEHHOE fMUO MO
(hapmakoHaZ30py, OTBETCTBEHHOE 3a OMWCaHHY cUCTeMy (hapmakoHaj3opa, HavMeHOBaHue ApYyrux aepxatenen
perncTpaumMoHHbIX YOOCTOBEPEHUIN (MPUMEHSAILWMX AaHHYI0 cuctemy dapmakoHaasopa), nepevyeHb macTtep-dannos
ANna AepxaTteneni perncTpaumoHHbIX YAOCTOBEPEHWUNA (ANs NeKapCTBEHHbIX MNpenapaToB, BKIMOYEHHbIX B OPYryto
cuctemy  dhapmakoHazsopa), gata  nogroToBkM  MNM nocnegHero  OOHOBMeHWA  macTep-chavna  cucTembl
dapmakoHaasopa.

3aronoBku, ucrnonb3yemble B nogpasgene 4 pasgena lll HacTtoawmx [lMpaswun, cnegyeT ucnonb3oBaTb AN
0603Ha4YeHNs1 OCHOBHbIX pa3gernos coaepXaHnsa mactep-dana. MuHuManeHoe Tpebyemoe coaepkaHve NpUoXeHni
K MacTep-canny mnanoxeHo B nyHkte 120 HacToawwmx Mpasun, gononHuTensHas uHopMauns MOXeT BbiTb BKNIOYEHA
B NPUMOXEHUs K Mactep-channy npv ycrnoBuu BbINONHEHMS TpeboBaHW K COAepXaHWo OCHOBHbIX pasgenos. B
NPUNOXEHWS BKNOYaeTCs cneayowas nHpopmaums:

cBefeHusi 06 yNonHOMOYEHHOM nuLe no dhapmakoHaasopy (MpunoxeHve A):

nepeyeHb 3adad, OeNerMpoBaHHbIX YMONHOMOYEHHbIM NMUOM MO (dapMakoOHaZ30py, UMM COOTBETCTBYHOLLMIA
npoLeaypHbIA JOKYMEHT;

AaHHble 6uorpadun  yNorHOMOYEHHOTO nuua Mo dapmakoHags3opy W noaTBepxkdawowme 3T OaHHble
[OKYMEHTbI;

AONOMNHUTENbHbIE KOHTaKTHbIE AaHHbIE (eCnu HeO0BX0aAMMO);

opraHv3auMoHHas CTPYKTypa AepaTens perMcTpaumMoHHOro yaoctoBepeHus (npunoxexue b):
nepeyHn JOroBOPOB W COrnaLleHni;

WCTOYHMKMN OaHHbIX 6e3onacHocTu (npunoxeHue B):

nepeyHu ¢ onnmcaHnemMm NCToOYHMKOB AaHHbIX ©es3onacHocTK (Hanpwmep, d)I/IJ'IVIaﬂbI aepxarena permctpaunoHHOro
yOOCTOBEPEHUA U KOHTAKTHbIE JaHHblIe TPETbUX CTOpOH);

KOMMbIOTEPU3NPOBAHHBIE CUCTEMBI M Ba3bl AaHHbIX (NpunoxeHue IN);
NCbMEHHbIE MpoLEeCChl U Npoueaypbl (NpunoxeHue O):

nepeYyeHb NpouenypHbIX JOKYMEHTOB;

a(ppeKkTUBHOCTL cUCTEMbI hapMakoHaz3opa (npunoxeHue E):

nepeyYHn NHANKaTopoB aPPEKTUBHOCTH;



TeKyLume pe3ynbTaTtbl OLeHKN 3PEeKTUBHOCTU MO NCMONb3yeMbIM MHOUKATOPAM;

cuctema KadectBa (npunoxenune X):

nnaH ayauTos;

nepeyeHb NPOBEAEHHbIX U 3aBEPLLEHHbIX ayAUTOB;

nekapcTBeHHble npenapaTsbl (npunoxexHune 3):

nepeyeHb NekapCcTBEHHbIX NpenapaToB, KOTOPble BKIOYEHbI B AaHHY0 cucTeMy chapmMakoHaasopa;
KOMMEHTapu1 B OTHOLLEHWM epXXaTenen permcTpaumMoHHbIX YO4OCTOBEPEHWI NTEKapCTBEHHbBIX NPENapaTos;
KOHTPOMb 3anucen n gokymeHTauuu (npunoxeHune W):

XXypHan permctpaumm n3mMmeHeHun;

JAOKYMEHTaLusi Mo WUCTOPUM U3MEHEHUIA coAepXaHusl MPUIIOKEHWUIA, coaepkallasi 3NeKTPOHHble MHAEeKCbl (B
COOTBETCTBUM C MpuUnoxeHusiMn A - M 1 Ux cogepkaHnem), ecrnv Takasi JOKYMEHTauus Mo UCTOPUM U3MEHEHUIA He
npeaycMoTpeHa B CAaMOM COOTBETCTBYIOLLEM MPUMOXKEHUN.

K OokymeHTy B crny4yae HeoGXOAMMOCTU MpunaraeTcsl OOKYMeHTauus ANs NoATBEepXKAEHUS YBEeOOMIIEHUA U
noanucen, KacawLmMxcs MacTep-aina cuctembl dpapmakoHagsopa. B cnyyae oTcyTCTBUSI Kakmx-NMGO U3 yKkasaHHbIX
NPUNOXKEHWUN HET HEOOXOAMMOCTY NPEAOCTaBMATb CTPAHULbI C MYCTbIM COAEPXXMMbIM, OAHAKO MPUNOXKEHUS!, KOTOpble
NpPeaoCTaBnsAoTCs, AOIHKHbI ObiTb Ha3BaHbl B COOTBETCTBUM C yKa3aHHbIM chopmaToM. Hanpumep, npunoxexuve [ He
criegyeT nepeMMeHoBbIBaTb B NpunoxeHne I B Tex cnydyasix, Korga He MCronb3yeTcsi MPUIIoXKeHWe, Kacarolleecst
KOMMbIOTEPU3NPOBAHHbIX cUcTeM U 6a3 AaHHbIX, - NpunoxeHue I cnegyeT Ha3BaThb "HEUCNONb3yeMbIM" B coAepKaHnum
Anst 0603HaYEeHUs1 OTCYTCTBUS coepKaHusl.

8. O6s13aHHOCTM Y4aCTHUKOB cUCTeMbl hapMaKkoHaa3opa
OepxaTenu perncTpauMoHHbIX YAOCTOBEPEHUM

128. [epxatenu perucTpauMoHHbIX YOOCTOBEPEHUMIM [OIKHbI paspaboTtaTtb W BHeApPUTb  CUCTEMY
chapmakoHag30pa C Lenbio MOHUTOPWHIA U KOHTPOSS 3a OgHUM unv 6onee nekapcTBeHHbIM npenapatoM. OHY Takke
OTBEYAKT 3a COo3[aHuWe W NoAadepXxaHue mMacTtep-ganna cucteMbl bapmakoHaa3opa, B KOTOPOM OnucaHa cuctema
chapmakoHag30pa B OTHOLLEHWUM 3apPErMCTPUPOBAHHbBIX NIEKApCTBEHHbIX NpenapaTtoB. [epxaTtento pernctpaumoHHOro
YyAOCTOBEPEHUs] HEOOXOAUMO HasHa4MTb YMONTHOMOYEHHOE NULOo No dapMakoHag3opy, OTBevalLllee 3a co3gaHme U
bYHKUMOHMPOBaHWE cUcTeMbl (hapMakoHaa3opa, onMcaHHoON B MacTep-arine cuctemsl papmakoHagsopa.

129. Mpu nogadve 3asBreHWs Ha PErMCTpaLmio NEKAPCTBEHHOrO Npenaparta 3asiBUTENb OOMKEH UMETb B CBOEM
pacnopsikeHnn onnucaHue cucTeMbl chapmakoHaasopa, kKotopas 6yaeT pyHKUMOHMPOoBaTb Ha TeppuTopumn Coto3a unu
Ha TeppuTOpUsIX OTAENbHbLIX rOCy4apcTB-yYNeHoB. B xode oueHKM 3asBREHUst Ha permcTpauuio oT 3asBUTENst MOXET
notpe6oBaTbcsa NPeACTaBMNeHMe C LeNblo 03HAKOMIIEHMS KONUK MacTep-gaina cuctembl hapmakoHazsopa.

130. [OepxaTenb perncTtpauuoHHOro YOOCTOBEPEHUs OTBeYaeT 3a co3gaHue MmacTep-tharina cucTtemsbl
dapmakoHags3opa, KoTopas  pacrnpoCTpaHseTcs Ha  TeppuTopuMM  FOCYdapCTB-YNIEHOB, W perucrpauumio
MEeCTOHaxOXAeHUss MacTep-davina cuctemMsl hapmakoHag3opa B yNOMHOMOYEHHbIX OpraHax rocyaapcTB-4YieHOB Mpu
nogaye 3adBfeHWS Ha perucTpauuio fekapcTBeHHoro npenapata. B mactep-hanne cuctembl hapmakoHagsopa
HeobXx0AMMO onucaTb OEWCTBYIOLWLYI0 B TEKyWMA MOMEHT BpeMeHu cuctemy dapmakoHagsopa. B Hero MoxHO
BKITIOYMTb MHGOPMALIMIO O KOMMOHEHTaX CUCTEMbI, KOTopble OyayT BHeApATbCA B ByAylieM n KoTopble OOIMKHbI ObiThb
yKa3saHbl Kak 3annaHMpoBaHHble, a He BHEOPEHHbIE UK AeNCTBYOLME.

131. Pabota no cosgaHuio, noggepXXaHuo M NpeacTaBreHuo MacTep-danna cuctembl papmakoHagsopa B
YMOTHOMOYEHHbIE  OpraHbl  MOXeT ObITb MnopyyeHa TpeTben CTOPOHE, HO JdepXaTefb PerucTpalyoHHOro
yOOCTOBEPEHUST HECET OTBETCTBEHHOCTb 3a cobniogeHne TpeboBaHMM akToB opraHoB Coto3a M 3akoHOAaTEeNbCTBA
rocygapcte-dneHoB. [llogaepxaHue MacTtep-anna cuctembl dapmMakoHagsopa B OeWCTBYyOWeEM U JOCTYNHOM
COCTOAHUN (I'IOCTOFIHHbII7I [ocTtyn ona ayguta u I/IHCI'IGKLLVIVI) MOXHO fAenernpoBatb, HO AepXaTtellb permctpaunoHHOro
YOOCTOBEPEHUS HA MOCTOAHHOM OCHOBE HECEeT OTBETCTBEHHOCTb 3a obecneveHne BbIMONMHEHUS OAHHOW (PYHKUMK Ha



ypoBHE, COOTBETCTBYIOLLEM TpeboBaHusiM akToB opraHoB Coto3a 1 3akoHoAaTeNnbLCTBa rocynapcrB-4J1€HOB.

132. B cnyyae CMeHbl YyNosIHOMOYEHHOro nvua nNo dpapmMakoHaa3opy MM KOHTAKTHOW MHopMaunn O HeEM, a
TakKe W3MEHEHWsi MECTOHaxXOXAeHWst macTep-danna cuctembl hapmakoHag3opa gepxaTefb PerMcTpaunoHHOro
YAOCTOBEPEHUs] MpeAcTaBnsieT B  YMOJIHOMOYEHHble OpraHbl OCY4apCTB-YfIEHOB 3asiBIEHMEe O BHECEeHWU
COOTBETCTBYWOLUNX WU3MEHeHWW. [lepxaTtenn perncTpaumoHHbIX YOOCTOBEPEHWA HEeCyT OTBETCTBEHHOCTb 3a
obHoBEeHNe MHopmaunym 06 yNnoHOMOYEHHOM fmue Mo hapmakoHaA30py U aapece HaxOoXAaeHust macTtep-danna
cucTembl hapMakoHaasopa.

YNONMHOMO4Y€eHHble opraHbl rocygapcTtB-4JieHOB

133. YnonHOMO4YeHHble oOpraHbl OTBEYalT 3a KOHTPONb CUCTEM (papMakoHad3opa AepxaTenen
perncTpaumoHHbIX yaocToBepeHuii. B pamkax gaHHoro obsisatenbCTBa yNnonHOMOYEHHbIE OpraHbl BbIMOMHAKT OLEHKY
KpaTkon nHdopmauum o cucteme dpapMakoHaa3opa, BKIHOYEHHOW B permcTpaunoHHoe gocke Npu nogade 3asiBrieHust
Ha MoryYyeHne pPerncTpauuoHHOro yaocToBepeHus. MonHbli MacTtep-gann cuctemMbl hbapMakoHag3opa MOXET ObiTb
3anpolueH B noboe Bpems (Hanpumep, NpyM BO3SHUKHOBEHMM BOMPOCOB MO CUCTEME hapmakoHaa3opa Uiy npodunio
Ge3onacHOCTV NekapCTBEHHOro npenaparta nMbo npwu NoAroToBke K mHcnekumm). MHgopmauunio 06 M3MeHeHusx B
KpaTkon nHdopmaumm no cucteme dpapmakoHagsopa unv B cogep)XaHnm mactep-caiina cuctemol doapMakoHagsopa
TaKke UCMONb3YT B XOAE NIaHMPOBaHMSA U NPOBEAEHNST UHCNEKLMN.

134. YnonHomo4eHHble opraHbl obMeHmBalTCA MHopMaunen o cuctemax apmakoHag3opa, B TOM yucrne B
Luensix nepegayn AaHHbIX B MPOrpaMmbl MHCNEKUMI roCyAapCcTB-4YeHOB, pa3paboTaHHble Ha OCHOBE aHanm3a pPUCKOB.
MHcnekTopbl  YyNMOMHOMOYEHHbIX OpraHoB coobwalT o HecobnogeHun obsasaTenbHbix TpeboBaHwui, BknoYas
TpeboBaHusa No macTep-danny cuctembl papmakoHagsopa n cucteme dapMakoHaasopa.

9. focTynHOCTL MacTep-canna cuctembl chapmakoHagsopa

135. Mactep-gann cuctembl ¢apmMakoHag3opa AOSPKEH MNOoAOEPXKMBATLCSA B OEUCTBYOLWEM W AOCTYMHOM
COCTOSIHUM AMsi YNOMHOMOYEHHOro nuua no dapmakoHagsopy. OH Takke OO0MKeH ObiTb MOCTOSHHO OOCTYNeH Ansi
WHCNEKLMM HE3ABMCUMO OT TOro, ObINO N CAenaHo 3apaHee COOTBETCTBYIOLLEE YBEAOMIIEHNE UMN HET.

136. [epxaTenb perucTpauMoOHHbIX YOOCTOBEpPEHWn MNogaepkuBaeT W NpedcTaBnseT Mo 3anpocy
YNONMHOMOYEHHOIO oOpraHa rocyAapcTBa-ufieHa Konui macTep-daiina cucTembl dpapMakoHansopa. [epxaTtenb
PerncTpaunMoHHOro YOOCTOBEPEHUs] MpeAcTaBnseT Konuilo MacTep-daiina B TeyeHve 7 paboumx AHel nocne
noslydeHnst cooTBeTCTBYlLWero 3anpoca. MacTtep-gpain cuctembl papMakoHaasopa MNpeacTaBnseTcsa B YMTAeMOM
BMAE B 3NIEKTPOHHOM chopmaTe UK Ha GyMakHOM HocUTene.

137. Ecnn oguH mn TOT xe MacTep-hann cuctembl papmMakoHagsopa wucnonb3dyetcss bonee 4eMm OQHUM
aepxxaTeneMm permctpaurMoHHOro yaocTtoBepeHns (B cryyae Mcnonb3oBaHus obuien cuctemsl hapmakoHagsopa), OH
OOMKeH ObITb AOCTYNEH AN KaXOoro M3 HUMX Takmm obpasom, YTOObl KaxAbl U3 gepxaTtenew perncTpaumoHHbIX
YAOCTOBEPEHUA UMEN BO3MOXHOCTb MPEeACTaBuUTb MacTep-dhann B YMNOMHOMOYEHHbLIN opraH rocyfapcrsa-yneHa B
TeueHue 7 paboymx gHen nocne nofyyYyeHns COOTBETCTBYHOLLErO 3anpoca.

138. Mactep-cann cucrtembl ¢apmakoHaasopa, ecnm He OOOCHOBAHO MHOE, He 3anpalmBaeTcs B Xone
NPOBEAEHUS OLIEHKM HOBbIX 3asiBMEHUA Ha MonydeHuMe perucTpauuyM nekapcTBEHHOro npenapaTta (To ecTb Ao
perMctpaumMm nekapCcTBEHHOrO npenaparta), HO MOXeT ObiTb 3anpoleH B 0cobbixX criydasix, B YacTHOCTM B criyyae
BHEOPEHMS1 HOBOW CUCTEMbl (QapMakoHagsopa WnvM Mpu BbisSIBNeHUM npobrnem 6Ge3onacHOCTU fekapCTBEHHOMO
npenapaTa nnbo BONPOCOB MO COOTBETCTBUIO TpeboBaHMsAM akToB opraHoB Coto3a U 3akoHOAATeNbCTBa rocyaapcTea-
uneHa B cdpepe hapmakoHaasopa.

IV. UHcnekTMpoBaHue cuctemsbl chapmMakoHaasopa
1. O6wme nonoxeHus

139. B uensax noarBepXaeHUs BbINMOMHEHNS AepXaTensiMu permcTpauoHHbIX YAOCTOBEPEHMI 0643aTensCTB Nno
(hapmMakoHaa30py YMOMHOMOYEHHbIE OpraHbl 06si3aHbl MPOBOAMTL WMHCMEKUMM MO dhapMakoHag3opy Aepxatenen
PErncTpaumoHHbIX YOOCTOBEPEHUA WNU  UHBLIX OpraHuM3auun, nNPUBMNEYEHHbIX AepXaTensaMyu perncTpaumoHHbIX
YAOCTOBEPEHU AN BbINONHEHUS 06s3atenbCcTB no dapmakoHagsopy. MHcnekunyn no dapmMakoHaasopy OOMKHbI
NpoBOAMTLCA WHCMEKTOpaMM, Ha3Ha4YaeMbiMW OpraHamMu rocygapCTB-4IieHOB, YNONHOMOYEHHbLIMU NPOBOANTL OCMOTP



NMoMeLleHM, 3HaKOMUTBCA C MarTepuanamy, [OKyMeHTamu U MacTep-haninom cuctembl hapmakoHaasopa,
Haxo4sAWmMMCS Y AepXaTensa perucTpaLMOHHOro YOOCTOBEPEHNS NN UHBIX OpraHM3auui, NpUMBeYEeHHbIX AepXaTtenem
perncTpaumMoHHOro  yAOCTOBEpPEeHWs AN BbINOMHeHMs obsA3atenbCcTB  nNo  dapmakoHaasopy. [epxatenb
perncTpaumMoHHOro yOoCToBepeHnst 00s3aH no  TpeboBaHWMIO  YNOMHOMOYEHHOrO OpraHa rocydapcTBa-yneHa
npeacTaBnsaATb  Mactep-pann cucteMbl  apmakoHaasopa, KOTopbii  ByaoeT  MCnonb3oBaTbCA  Kak  MCTOYHUK
MHopMaLmm Npu NpoBeAeHNN UHCTNEKLMIA.

140. Uenamum nHcnekumi no chapmakoHaasopy sSBNsTCS:

a) noaTBEPXAEHME Hanuuusa y aepxaTend perncrpaumoHHOro yAOCTOBEPEHUSs nepcoHana, CUCTeM, a Takke
nomeLleHus, cpeacTs u obopynoBaHnd, HEOBXOANMbIX A1 BbINONHEHUSA 0653aTeNnbCTB No hapMakoHaa30py;

6) BbisIBNIEHMWEe, OLEHKa W perncTpauus HeCOoOTBETCTBMIA, KOTOpble MOryT MpeAcTaBfsaTb OMACHOCTb Ans
3[0pOBbS HaceneHusl, 1 UHPOPMUPOBaHNE 06 STOM UHCTIEKTUPYEMOI CTOPOHDI;

B) MCMonb3oBaHWe pe3ynbTaToB WHCMNEKUMA B KayecTBe OCHOBblI Ana obdAsaTenbHbiXx Ana  gepxatens
perncTpaumoHHOro yaoCTOBEePEHNs] AEUCTBUIN (MPU HEOHBXOAMMOCTN).

141. YNOMHOMOYEHHbIV OpraH rocygapcrea-uneHa Brnpase MpPOBOAWTbL MHCMEKUMM No hapmakoHaasopy nepea
perncTpaumen nekapcTBEHHbIX NpenapaToB Ans NPOBEpKM COOTBETCTBMSA OEWCTBYHLEN cMcTeMbl dhapmakoHagsopa
aepxaTensi perMcTpaumoHHOro yaocToBepeHnss TpeboBaHMaM 3akoHodaTeNnbCTBa rocyaapcTBa-yfieHa U HaCTOSALLMX
MpaBun. YNOMHOMOYEHHbIE OpraHbl OCYLLECTBIAT B3aMMoaencTeme no obmeHy nHdopmaumen B 4acTu MHCNEKLNIA,
KOTOpble MMaHUPYTCH, W pe3ynbTaTOB WHCMNEKUMN, KOTopble YxXe MnpoBedeHbl. B oTHoweHun pepxatenen
pPerncTpaumMoHHbIX YOOCTOBEPEHWUMA NEeKapCTBEHHbIX MNpenapaTtoB, 3aperMcTpupoBaHHbIX B COOTBETCTBUM B
AeLeHTpan1M3oBaHHOW Npoueaypon perncrpaumn unv npoueaypon B3avMHOIO MPU3HaHUS, YNOMHOMOYEHHbIN opraH
pedepeHTHOro rocyaapcTBa SBMSETCA OTBETCTBEHHbIM 33 OLEHKY COOTBETCTBUS CucTeMbl dapMakoHaasopa
aepxartens perucTpauMoHHOro yaocTtoBepeHus TpeboBaHusM HacToAwmx [lpaBun Ha 3Tane perucrpaumm
fiekapCTBEHHOro npenapata, B TOM 4ucne nNyTeM nNpoBedeHUs [A0PerucTpaumoHHON WHCNEKUUW CUCTEMb
dapmakoHag3opa gepxartens perucTpauuoHHOro  yOOCTOBEPEHUS COrNacHo  Kputepuam  uernecoobpasHocTu
npoBeAeHUst 4OPErncTpaLuMoHHOM MHCMEKLMN B COOTBETCTBUM C nyHkTamun 157 - 159 HacToawmx Mpasun.

142. lNMporpaMmbl MHCNEKUUA NO hapMakoHaA30py BKMYaT B cebsd nnaHoBble MHCMNEKUMM B COOTBETCTBUM C
OCHOBaHHbIM Ha puckax noaxode, a Takke BHeNnaHoBble WHCMEKLMKW, OCYLLECTBISieMble C LeNbilo OLEHKM
npeanonaraeMblX HECOOTBETCTBMI UMW MOTEHLMarbHbLIX PUCKOB, KOTOpPblEe MOryT OKasaTb BrVUSHWE Ha BbIMOSTHEHWE
byHKLUI Mo papMaKkoHaA30py B OTHOLLEHUW ONpPeaerieHHOro NekapcTBeHHOro npenapara.

143. YNOMHOMOYEHHbIE OpraHbl OpraHuM3yloT paboTy MO MHCMEKTUPOBAHWUIO AepXaTenen perncTpalyoHHbIX
yOOCTOBEpPEHMI ¢ obecneyeHMeM B3aUMOAEWCTBUSI Ha 3Tane NNaHWpOBaHWUS WM MPOBEAEHWUS WMHCMEKUUA C Lenbko
MUHUMM3ALMM JYONMPOBaHKS BbINOMHAEMbIX paboT 1 ONTUMU3aLMM UCMIONBb30BaHWS UMEIOLLNXCS PECYPCOB.

144. Pe3ynbTaTbl MHCMEKUMM OOIMKHbI ObITb NPEACTaBMEHbI MHCNEKTUPYEMOMY CYOBLEKTY, KOTOPbIA nony4vaet
BO3MOXHOCTb [aTb CBOW KOMMEHTapuu B CIlydae BbISIBNIEHUS HECOOTBETCTBUS TpebOoBaHMSAM 3akoHOAaTenbCTBa
rocygapctBa-uneHa u Hactosdwmx Npasun. OepxaTtenb perMcTpaunoHHOrO yAOCTOBEPEHUs 00s3aH CBOEBPEMEHHO
YCTPaHUTb BbISIBIEHHOE HECOOTBETCTBUE, pa3paboTaB M BHEAPMB NilaH KOPPEKTMPYHOLLUMX W MpesynpeauTenibHbIX
MEpPOMNpPUATUIA.

145. B cnyyae BbISIBNEHWsS B pe3ynbTaTe WHCMNEKUMM HecobmnioaeHus gepxatenem perncrpaumoHHOro
yOoOCTOBEpeHusi 00si3aTenbCTB  NO  (hapmMakoHag30py  YNOSIHOMOYEHHbIM  opraH  0b6s3aH  MHAOPMUPOBATL
YNOJSTHOMOYEHHbIE OpraHbl Apyrnx rocyaapcrtB-4J1eHOB O BblABJIEHHOM HapyLlleHUwn. B cny4yae HeOGXO,lJ.I/IMOCTI/I
YMNONHOMOYEHHbIV OpraH rocygapcTBa-yfieHa [JofkeH obecneuntb, MpUMEHeHue K aepxartento 3ddeKTUBHBIX,
copasMepHbIX U cOepXUBarLLMX Mep Bo3aencTeus. MHdopmauusa o npoBeeHnn U pesynbTatax MHCAEKUUIN B paMKax
dapmakoHaa3opa, a Takke O nocrneayloleM KOHTpPOne W OueHKe MocneacTBuiA pasMellaeTcsl rocydapcTBamMu-
yYrieHamun Ha opmumManbHbIX canTax COOTBETCTBYIOLLMX YNONHOMOYEHHbIX OpraHoB B ceTn NHTepHeT.

2. Tunbl MHCNEKUunn

MHcnekuumn cucremsol (bapmakouansopa B LeJyioM U no otAaesibHbIM
JNIeKapCTBeHHbIM npenapartam

146. WHcnekuun B pamkax cuctembl papmakoHag3opa HanpasfeHbl Ha OLEHKY W aHanu3 MMerLLmxcs



npouenyp, CUCTEM, MepcoHana, noMelleHun u obopynoBaHMsl, a Takke Ha OnNpedeneHne KX COOTBETCTBUS
obsizaTenscTBam No apMakoHag30py, YCTAHOBIEHHLIM 3aKOHOOATENbLCTBOM FOCYAAPCTB-YMEHOB M HACTOSALLMMM
MpaBunamu. B xoae AaHHOrO aHanMsa MOryT MCMONb30BaTbCsl KOHKPETHbIE MPUMEpPbI NIEKAPCTBEHHLIX MpenapaToB
ONst AEMOHCTpaLMmM U NPoBepPKK paboTbl cucTembl hapmakoHaasopa.

147. WNHcnekumn, HanpaBfeHHble Ha OUEHKY BbIMNOMHEHNA (YHKUMN No hapmakoHag3opy B OTHOLLEHWUN
ONpedeneHHoro NeKkapCcTBEHHOro mnpenaparta, BKO4YalT B cebd TOM 4ucre OUEHKY M aHanvM3 MepOonpusaTUA U
OOKYMEHTaLuuMKM, CBSI3aHHOW C yKa3aHHbIM JleKapCTBEHHbIM npenapatoM. OnpefgeneHHble pasgenbl oblen cuctemsl
dapmakoHaa3opa, MCNofb3yeMble NPU BbINONHEHUN (YHKUMA B OTHOLUEHUM WHCMNEKTUPYEMOro IeKapCTBEHHOMO
npenapaTa, Takke MOryT NognexaTb OLeHKe B paMKax AaHHOM UHCNeKUMn no chapmakoHaa3opy.

MnaHoBbIe U BHeNsaHOBbIe UHCNEKLUN CUCTEMbI d)apmaKOHa.qsopa

148. lnaHoBble MHCMEKUUN CUCTEMbI (hapMakoHag3opa MPOBOAATCA B COOTBETCTBUM C NpeaBapuUTenbHO
COCTaBMEHHbIM MNJI@HOM WHCMeKuMn. B uensx ontuMmsauum NNaHUPOBAHWMS  MEPOMNPUSTUA MO KOHTPOIO
(PYHKUMOHNPOBaAHMSA cucTembl hapmMakoHag3opa NPUMEHSETCS MOAXOA, OCHOBAHHBbIA Ha OLEHKe MOoTeHUManbHbIX
PUCKOB HEBBINOMHEHUS COOTBETCTBYIOLLMX 00583aTenscTB. naHoBble MHCMEKUMM NPeAcTaBnAlT cOOON CUCTEMHbIE
WHCMEKUMMW, MpU 3TOM AONycKaeTcsi BO3MOXHOCTb BblIOOpa OAHOMO UIN HECKOSbKUX OMNpeAerneHHbIX NeKapCTBEHHbIX
npenapaToB B KayecTBe NPUMEPOB Afsi NPOBEPKU (PYHKLUMOHMPOBAHMA CUCTEMbI hapMakoHaz3opa M MNosfy4vyeHus
NpaKkTUYeCcKoro JokasatenbcTBa ee a(pdeKTUBHOIO (PYHKLMOHNPOBAHNSA U COOTBETCTBUS TpebOBaHNAM aKkTOB OpraHoB
Coto3a K 3akoHoAaTenbCTBa rocyaapcrBa-yneHa. B nporpammy cTaHOapTHOW WMHCMEKUMM MOXHO, Hanpumep,
BKITIOYUTb OLEHKY COCTOSIHUA CUCTEMbI MO KOHKPETHBbIM Npobnemam, BbisiIBNIEHHbIM 3KCnepTamu.

149. BHennaHoBble MHCNEKUMU CMCTEMbl (hapMaKoHaA30pa NPOBOAATCS B Cnyvae BbISABNEHUS UHULMMPYIOLLEro
daktopa (cuctemHon npobnembl), MpU 3TOM MHCMEKUMSA paccmaTpuBaeTcs Kak Hambornee onTumarbHbIN CMocob
M3y4eHUss N OLEHKN BbiSBfIEHHOW npobrnemMbl. BHennaHoBble MHCMEKUMM HamnpaBfeHbl Ha OLEHKY KOHKPETHbIX
npoueccoB hapmakoHag3opa unu BkoYalT B cebsi nsydeHne BbIBEHHOW NpobnemMbl (BOMPOCOB) U ee BIUSHUS Ha
onpeeneHHbI MeKapCTBEHHbIM npenapat. B onpegeneHHbix cryyasx B 3aBUCMMOCTM  OT  BbISIBMEHHOW
nHULMUpyowen npobrnembl MOryT BbINOMHATLCSH WHCMEKUMM C MOMHOW OLEHKOW CcucTeMbl (hapMakoHaasopa.
BHennaHoBble MHCNEKL MK BbINOMHAIOTCH B Clyvae BbiIBNEHUS OAHOIMO UMM HECKONbKUX U3 MHULMMPYIOLWKX hakTopos,
yKkasaHHbIX B nyHkTax 150 - 155 HacTosawmx Mpasun.

150. Cnegylowune pakTopbl B 4acTM COOTHOLLUEHUS "nomfb3a - pUCK" NekapcTBEHHOro npenapaTta ABnstoTCS
OCHOBaHWEM A1 BbINOIHEHWS BHEMMAHOBOW MHCMEKLUMN:

N3MEHeHNe COOTHOLLEHNS "Monb3a - puck”, ecnun NpeacTaBnsieTcsi HeoOXOAMMbIM fanbHeKLasa OLeHKa CUCTEMBI
nyTeMm NpoBedeHUs UHCMEKLMWM;

3afepXka B BbIMONHEHUW, MO0 HeHaanexallee BbIMOSNIHEHWE Mpouedypbl BbISIBIIEHUS pucka WUnu
MHbopMMpoBaHUsl 06 U3MEHEHUN COOTHOLLIEHUS "NoMb3a - pUcK", MMB0 HEeBLINONTHEHWE AaHHOW NpoLleaypbl;

npeactaeneHne uHgopmMauun no npobnemam apmakoHagsopa B CpeAcTBa MaccoBow MHdopmauun 6es
npegBapuUTenibHOro UM ogHoOBpeMeHHOro ysegomMmrneHmna ynosiHOoMOYeHHbIX OpraHoB;

HecobntoaeHne Tpe6OBaHMVI aKTOB OpraHoB Coto3a 1 3akoHodaTenbLCTBa rocygapcrBa-yiieHa nnm obsi3aTeENbLCTB
no obecneyeHnto 6eszonacHocTn JIEKapCTBEHHOro npenaparta, BblidBJIEHHOE B XO4€e MOHUTOPUHra AeATesIbHOCTU Nno
d)apmaKOHap,aopy YNOJTIHOMOYEHHbIMU OpraHamMu;

MpUoOCTaHOBMEHWe OBpallleHNs UNN U3bATUE C PbiHKa NEeKapcTBEHHOro npenapata 6e3 npeasapuTenbHOro
yBEeOMIEHMUs YNONHOMOYEHHbIX OPraHoB rocyaapCTB-UNeHOB.

151. Cnegywowme aktopbl B 4YacTu 00s3aTenbCTB MO NpeacTaBreHntlo  MHAOpMauun  (CPOYHBLIX 1
Nnepuoanyeckmx) ABMAOTCS OCHOBAHWEM NS BbINOIHEHUS BHEMTAHOBOW MHCMEKLUN:

3agepxkka nMBo HeBbINOSHEHWE 06SA3aTenbCTE B OTHOLIEHUM NpeAcTaBneHus uHdgopmauum o npobrnemax
6e3onacHOCTH B COOTBETCTBUN C TpeGOBaHUSIMU akTOB opraHoB Coto3a 1 3akoHOAAaTeNbCTBa rocyaapcTBa-yurneHa;

HW3KOe KayeCTBO (B TOM YMCIie HETOYHOCTb, HEMPOCMNEXNBAEMOCTb, OTCYTCTBUE LIENMTOCTHOCTK) MO0 HENOMHoTa
npegcraBnsgemon nHgopmauuu;



HEeCOOTBETCTBMNE MeXay I'Ipe,CI,CTaBJ'lﬂeMOIZ I/IH(*)OpMaLI,I/IeIZ n opyrumm nCToYHMKamMmm I/IH(bOpMaLI,MI/I.

152. CJ'Ie,ClyIOLl.J,VIe CbaKTopr B 4acCTu 3anpocoB YMNOJIHOMOYEHHbIX OpraHoB ABMAKOTCA OCHOBaHMEM OnA
BbIMOSIHEHNSA BHEMMAHOBOW UHCMEKLMW:

OTKa3 OT npeactaBlieHnsa 3anpaumaae|v|0|7| I/IHd.)OpMaLI,I/II/I B CPOKW, YKa3aHHble YNOJIHOMOYEeHHbIMU OpraHamu;

HeHaanexaulee Ka4eCTtBO npeacrtaBndeMbliX OaHHbIX UMK UX HeHaaneXxauwlee npencrasrieHne no 3anpocam ot
YNOJIHOMOYEHHbIX OpraHoB O npeacTaB/ieHNUU VIH(bOpMaLI,VIVI.

153. Cnegytowme akTopbl B 4acTW BbINONIHEHNS YCTAHOBIIEHHbIX 00A3aTENLCTB ABMSKOTCA OCHOBaHMEM Ais
BbIMOSTHEHUS BHEMNAHOBOW MHCMEKLUMN:

06€eCrnoKoeHHOCTb (0OOCHOBaHHOE MHEHME OTHOCWUTENbHO OTCYTCTBMSI B PacrnopshkeHun aepxatens
PErncTpauroHHOro YAOCTOBEPEHUS OpraHU3auMOHHON CTPYKTYPbl, PecypcHoi Gasbl UM cucteMbl obecrneveHust
KayecTBa CUCTEMbl (bapMakoHad3opa) Mo MOBOAY COCTOSIHMS WU BbINONHEHUs1 06si3aTeNlbCTB B paMKkax nnaHa
yNpaBieHUsi pUcCKamu;

3aepXKka WM  HEBBINOMHEHME KOHKPETHbIX 00s3aTenbCcTB, Kacalwmxcs MOHUTOpuHra 6GesonacHocTu
NPOAYKUUW, BbISIBNIEHHbIE BO BPEMS NpoLeaypbl 3KCNepTU3bl PErncTpaLMoHHOro 4oCke NeKapCTBEHHOrO NpenapaTa;

HU3KOE Ka4eCTBO OTHETOB, NpeacTaBfieHHbIX B OTBET Ha 3anpocC O BbINMOJIHEHNN YCTAHOBJ1EHHbIX 0bsi3aTENbLCTB.

154. Cnepylowue paktopbl, CBA3aHHble C MPeALEeCTBYIOLWUMM UHCNEKUMAMU SBNAOTCA OCHOBaHWEM Ans
BbINOSIHEHWSI BHEMMAHOBOW UHCNEKLNW:

3aepXKa BO BHEApPEHUN Unn HeHaanexatllee BbINMoJIHEHNE KOPPEKTUPYLWKMX U npeaynpegnTeribHbIX OEencTBum;

nony4yeHve npu npoeeaeHun apyrnx I/IHCI'IeKLI,I/IVI Ha cooTBeTCTBUE TpGﬁOBaHVIFlM Haanexawimnx
dapmMaLeBTUYECKUX NPakTUK nHdopmMaLmm o HecobnogeHun TpeboBaHuin akToB opraHoB Coto3a 1 3akoHOA4aTenbLCTBa
rocyaapcrtBa-dnieHa C y4eToMm 06ﬂ3aTeJ'IbCTB, YCTaHOBJIE€HHbIX YNOJIHOMOYE€HHbIM OpraHoM rocygapcrtBa-4yiieHa B
chepe obpalleHns nekapCTBEHHbIX CPEACTB;

npoBepkKa VIH(bOpMaLI,MVI, I'IOJ'Iy‘-IeHHOIZ OT ApYyrmnx ynoJsIHOMOY€EHHbIX OpraHoB rocygapcrtB-4J1€HOB, KOTOPbIE MOIMNn
BblABUTb HECOOTBETCTBUA CUCTEMDI cbapmaKOHa,qsopa.

155. MNomumo cakTopos, ykasaHHbIX B nyHkTax 150 - 154 HacTtosawwmx [Npasun, Takke crnegyowme akTopbl
SABNAIOTCA OCHOBaHWEM NSl BbIMOMHEHUS BHENITAHOBOW MHCMEKLNN:

npo6remMbl, BbisiBIEHHbIE NPU paccMOTPeHUn MacTep-daiina cucTeMbl hapMakoHaa3opa;

MHas uHdopmauMsa unyM nocTynakwowme xanobbl (NpeTeH3un), ykasblBalolMe Ha OTCYTCTBUE Yy AepxaTens
PErncTpaLmMoHHOro Y40CTOBEPEHMUS CUCTEMBI (hapMakoHaa30pa Unm cMcTeMbl 06ecrnedeHns ee kKadecTaa.

ﬂoperMCTpaLIMOHHbIe UHCNeKuunun

156. [operncrpauuoHHble MWHCNEKUUW cucTeMbl hapMakoHazs3opa BbINOMHAITCA A0 BblAa4n 3asBUTENIO
perncTpaumMoHHOro yaocToBepeHus. Llenblo Takux WHCMNEKUMn SBNAETCA U3yveHue YHKUMOHUPYIOLWEH Unu
nnaHupyemon cuctembl hapMakoHazs3opa B COOTBETCTBUM C MNPEACTaBMEHHbIM 3asBUTENEM OMNUCaHUEM CUCTEMBI.
JopernctpaumoHHble WMHCNEKUMM CUCTEMbl (hapMakoHag3opa He SABNSATCs obs3aTenbHbIMU, HO WX NpPOBeAeHMWe
MoxeT OblTb HeobXoaMMbIM MpW  onpedeneHHbix obcToaTenbcTBax. [lpuHUMNBI 3anpoca O MpoBeAeHuU
AOPErncTpaumMoHHON MHCNEKUMN AOIMKHbI ObiTb 060CHOBaHbI YNONIHOMOYEHHBIM OpraHoM (3KCMepTHOW opraHv3aumnen)
C Y4ETOM KpUTEpMEB Ha3HaAYeHNA JOPErNCTPaLMOHHBIX MHCNEKUWUN, yKasaHHbIX B NyHKTe 157 HacToswwmx [Npasun, n He
OOMKHbl  SBAATBCA  MPUYMHOW  HEOBOCHOBAHHbLIX WMHCMEKTUPOBaHWWA, KOTOpble MOryT 3agepxaTb Bblgady
perncTpaumoHHbIX YAOCTOBEPEHUN.

157. MNpwn paccMoOTpeHUn LienecoobpasHoCTM U 060CHOBAHHOCTU BbINONHEHUS AOPErUcTPaLMOHHbIX UHCMEKLMIA
crieflyeT yuynTbiBaTb CriedytoLmne KpUTepum:

3agBUTENb paHee He paboTan ¢ umelLLencs cMcTeMon hapMmakoHaa3opa Ha TeEPPUTOPUSX FOCyAapCTB-YNeHOB
UM HaxoguTCcAa Ha CTagum co3faHus HOBOM cUcTeMbl hapmakoHaasopa;



nonyyeHa uHgopmaums (Hanpumep, UCTOPUA NPeaLeCcTBYIOLLMX UHCNEKUNA Nubo yBeaomneHne (MHdopmaLms)
OpYrux ynoriHOMOYEHHbIX OPraHOB roCcyaapCTB-YIeHOB O HECOOTBETCTBUM) O TOM, YTO AepXaTernb perncTpaumoHHOro
yOOCTOBEPEHUS UMEET HapekaHus no BbINONMHEHUIO TpeboBaHuM K cucteme capmakoHaasopa. Ecnn y pgepxatens
pPeErncTpaumoHHOro YAOCTOBEPEHUS UMEETCH UCTOPUS Cepbe3HbIX U (UNK) NOCTOAHHbLIX HECOOTBETCTBUMM CUCTEMbI
dapmakoHaa3opa AencTsyolMm TpeboBaHMAM, TO [OPErnCTpauMOHHAs MHCMEKUMs cucTeMbl bapMakoHaasopa
MOXeT ObITb OAHMM W3 MEXaHU3MOB MOATBEPXKAEHUA TOro, 4YTO cuctema Oblia COOTBETCTBYHOLIMM 0Opasom
ncrnpaeneHa unm yCcoBepLLIEHCTBOBaHa;

Hanuuve npobGneM, kacawwmxcsa 6e3onacHOCTU onpedeneHHbIX NeKapCTBEHHbIX MpenapaToB, MPU KOTOPbIX
MOXET BbITb NPU3HAHO HEOBXOAUMBIM OLIEHUTH BO3MOXHOCTU AiepXaTens percTpaumoHHbIX YaA0CTOBEPeHNi B YacTu:

peann3aunmn meponpunAaTnda no MMHMMMU3auunn pucKoB, CBA3aHHbIX C KOHKPETHbLIM J1IEKapCTBEHHbLIM MNMpenapaToMm;

Hagnexallero BbINONHEeHUs 0cobbix TpeboBaHun No obecneveHno 6€30NacHOCTM NPUMEHEHMUS NEKaPCTBEHHbIX
npenapaToB, KOTOpble MOryT OblTb YCTAHOBMEHDI;

Hagnexallero BbINMOMIHEHMS NPoLeayp B pamkax PYTUHHbIX MepornpusTUid No dhapMakoHaa30py B OTHOLLEHUSIX
nekapcTBEHHOro npenapaTta, Npodub 6e30NacHOCTN KOTOPOro Bbi3bIBAET OMaceHus.

MpuHATHE peleHns NO MPOBEAEHUID OOPErncTpauMoHHON MHCMEeKuun BkrovaeT B cebs OueHKy pUCKOB C
KOMMIIEKCHOWN OLLEHKOMW BOMPOCOB, KacatoLMNXCA onpeaeneHHbIX NekapCTBEHHbIX NpenapaToB 1 CUCTEMBI.

158. B cnyyae ecnu B pesynbTaTe OOPErncTpaLWOHHOW WMHCMEKUMM CUCTEMbl bapMakoHaasopa BO3HMKaeT
06€eCcrnoKoeHHOCTb Mo NoBoAY CNOCOBHOCTU AepXKaTens perMcTpaunMoHHOro YAOCTOBEPEHUS! BbINONHATL TpeGoBaHus K
cucteme (papmakoHaa3opa, YCTaHOBMIEHHble 3aKoHOAATeNbCTBOM rocydapCTBa-yrieHa M HacToswumu [Mpaeunamu,
YNOMHOMOYEHHbIV OpraH rocyapcTBa-yfieHa MOXeT NPUHATb Crieayolimne Mepbil:

a) OTKa3 B permcrpaumu, NoaTBEPXKAEHNN permcTpaummn (nepepermctpaumnmn) v UHbIX npowenypax, CBA3aHHbIX C
perncrpaumen;

6) BbIMOJIHEHUE I'IOBTOpHOVI MHCMEeKUuMn 0o Bblga4vn pernctpaumnoHHOro yaoctoBepeHua C uerbio noaTrBepXaeHuns
YCTPaHEHNA KPUTUHECKUX HECOOTBETCTBUI N BbIMOSIHEHNS peKomer,au,MVl;

B) Bblgaya pPerucTpaLMoHHOTO YAOCTOBEPEHMsI C peKkoMeHdauuein npoBedeHUss WHCMEKUMN CUCTEMbI
hapmakoHaa3opa Ha paHHeM NOCTPerncTpaLuoHHom atane. OrpaHuyeHne nepuoaa BpemMeHu NpoBeaeHnst NOBTOPHOM
MHCMEKUUM MpY BKMIOYEHUM ee B MfaH MPOBeAeHUst MNaHOBbIX MHCMEKUMI onpeaensetcs Ha OCHOBaHWUM OLIEHKU
HECOOTBETCTBUI U UX BMUAHMS Ha BbINOMHEHWE AepKaTenem PerncTpaumoHHOro YAoCTOBepeHUss 0BA3aTensLCcTB Mo
dhapmakoHaazopy;

r) onpegeneHne ycrnoBum no obecrnedyeHno 6e30NacHOCTU NEKAapCTBEHHOrO npenapata npu  Bblgade
pPerncTpaumMoHHOro yaoCTOBEPEHMS.

HOCTperMCTpaLI,VIOHHbIe UHCNeKuunun

159. MNocTperncTpaumoHHble NHCNEKLMM CUCTEMBI (hapMakoHaa30pa NPoOBOAATCA NOCE Bblgaun YOOCTOBEPEHUS
O rocyaapCTBEHHON perncrpaumm u npegHasHayeHbl ANA OLEHKU BbINOMHEHUS AepXaTeneM perncrpalyMoHHOro
yAOCTOBEPEHUs1 cBOMX 00sa3aTensCcTB No dapmMakoHagsopy. MocTperncrpaumoHHble MHCNEKUUM MOryT ObiTb noboro
TMNa B COOTBETCTBUM C NyHKTaMu 146 - 149 HacToawmx MNpasun.

OOb0bABNEeHHbIe U BHe3anHble UHCNEeKuuu

160. BOMbWWHCTBO WMHCMEKUMIA cuUCTeMbl hapMakoHag3opa SBMASKTCA OOBSABNEHHbIMKW, YTO npeanonaraeT
yBeOOMIIEHME WHCMEKTMPYEMOW CTOPOHbl O HeobxogumocTn obecneyeHus MpUCYTCTBUMS B MeCTe npoBedeHus
MHCMEKUMM COOTBETCTBYIOLMX MWL, BO Bpems NpoBeAeHUs nHcnekumun. B psge cnyvaeB uenecoobpasHbiM ABMsSeTCs
npoBeAeHne BHE3aMNHbIX MHCMEKUMI b0 yBeAOMIMEHNE NHCMEKTMPYEMOW CTOPOHbI HakaHyHe NpoBeAEeHWsS HCIEKLUA
(Hanpumep, ecnu npegsapuTenbHOEe 06bSABNEHVE MOXET NOCTaBUTL MOA Yrpo3y Lienn UHCIEKLUM UM €CININ MHCMEKUMS
npoBoauTcsa 6e3oTnaraTtensHO B CxXaTble CPOKM MO MPUYMHAM, CBA3aHHbIM C yrpo3ow 6esonacHocTw).

NMoBTOpPHbIE UHCNEKLUN



161. TlloBTOpHbIE MHCMEKUUM NPOBOOATCA Ha perynsapHoOM OCHOBE B paMKax MraHa WHCNEKUUA CUcTem
dapmakoHagsopa. Heobxogammo oueHuTb akTopbl puUcka C LEnblo onpeneneHna npuopuTeToB MNOBTOPHBLIX
WHcnekumin. NoBTOpHaA MHCNEKLMA Ha paHHEeM 3Tane MOXeT NPOBOAUTLCSA B Criyyae, eCrin BbiIBIEHO 3HAUYUTENbHOE
YMCNO HEeCOOTBETCTBMMA UK TpebyeTcs noaTBepXAEHVWEe Haanexallero BbINONHEHWS AEWCTBUA W MEepPonpuUsTUn,
HanpaBfieHHbIX Ha YCTpaHeHWe 3aMeyaHun, U OLeHKa MOCTOSHHOrO BbINOMHEHUs 00s3aTenbCTB M cobnoaeHus
TpeboBaHuii K cucteMe papmakoHag3opa, B TOM YMCIe OLEeHKa N3MEHeEHUI B cucTeMe papmakoHagsopa. [loBTopHas
WHCMNEKLUMS Ha paHHEM 3Tane Takke Lenecoobpas3Ha BCKOpe Mnocrne npoBedeHUst NpeablayLlien NHCNeKUuun B crny4vae
HanUuMs MHQOPMaUUM O HEBLIMNOSIHEHWM  MHCMEKTUPYEMOM CTOPOHOM  HaanexawimMx KOPPEKTUPYILWNX U
npeaynpeanTenbHbIX MEPONPUSTUIA NO NPeAnMcaHnio bonee paHHeEN MHCNEKLUN.

OncTaHUMOHHBbIe MHCNEeKLUN

162. [OuCTaHUMOHHBIE WHCNEKUMM CUCTEMbI apmMakoHaasopa MnpoBOAATCA WHcnekTopamu 6e3 Bble3ga K
JepXxaTtento perMcTpaLmMoHHOro yaocToBepeHnst Mnbo opraHu3auum, KOTOPON AenerMpoBaHoO BbINOMHEHME DYHKLNA NO
dapmakoHaa3opy. YkasaHHble UHCNEKUUM NMPOBOAATCHA C UCMONb30BaHNEM TakUX CPEACTB CBA3M, Kak ceTb NHTepHeT
unu TenedoHHas cBaA3b. [MOAOOHBLIA TWMN MHCNEKUUA MOXET Takke WCMNOoNb30BaTbCA B Criydyae BO3HWKHOBEHMS
NOrNCTUYECKUX TPYAHOCTEW (HanpuMmep, B cCryyae naHAeMUM WU TPAHCMOPTHbIX OrpaHWYEHWUn) Npu NpoBeaeHUn
WHCMEKUMMN Ha MEeCTe B WCKITHYUTENbHBIX 0OCTOATENBbCTBAX U MPU HANU4MM BO3MOXHOCTU OpPraHn3oBaTb WHTEPBbLHO
COOTBETCTBYHLLErO MEpCcoHana W OLEHKYy AOKyMeHTauuu, Bkmovas 6asbl AaHHbIX No 6e3onacHocTv, NepBUYHON
OOKYMeHTaumMm u mactep-canna cuctembl papmakoHag3opa NOCPEeACTBOM AMCTAHUMOHHOIO Agoctyna. PeweHune o
NPOBEAEHUN OUCTAHLMOHHOM MHCNEKLMN MO YCMOTPEHMIO MHCNEKTOPOB NOAJSIEXNUT COrMacoBaHWI0 C YNONHOMOYEHHbBIM
OpraHoM rocygapcTBa-yfieHa, BblJAlOWUM MOPYYEHUE Ha NpPOBeAEeHME WHCMeKumun. Jlormctnyeckne acnekThbl
ONCTaHLMOHHOM MHCMEeKUUn criegyeT CornacoBbiBaTh C AepXXaTenem perncrpaumoHHOro yaocroeepenusi. B cnyvae
ecnn B Xode npoBedeHMs OAUCTAHUMOHHOM WHCMNEKLMU BbISABMASKOTCS BOMNPOCHI, Tpebyloline BbIMOMHEHUS OLEHKM
cuctembl (pbapmakoHag3opa HEMOCPEACTBEHHO Ha MeCTe, MPUMHMMAETCsl peLlleHMe O MPOBELEHUN MHCMEeKunn C
Bbl€3J0M Ha MECTO MHCMNEKTUPOBAHMUS.

3. MnaHupoBaHMe UHCNeKuumn

163. lNnaHnpoBaHne MHCNEKUUN cuctem dhapMakoHaa3opa AOSMKHO OCHOBbIBATbCS Ha CMCTEMHOM Moaxoae,
OPUEHTUPOBAHHOM Ha OLEHKY PUCKOB, C LieSibi0 ONTUMAaIibHOrO UCMONb30BaHUS PECYPCOB B pamMKax OCYLLECTBNSIEMOW
OEeATENbHOCTM MO KOHTPOM U OOecnevyeHuto BbICOKOTO YPOBHSI 3allMTbl 300poBbs  Hacenenus. [logxon K
NNaHUPOBaHNIO MHCMEKUMIA, OCHOBAaHHbIA Ha puUcKax, MO3BONSET ONpedenuTb 4acToTy, HanpaBfiEHHOCTb U 0ObeM
WNHCNEKTMPOBaHMS.

164. MNnaHbl MHCNEKuUn cuctem hpapmakoHag3opa COCTaBMAOTCH YNONTHOMOYEHHbIMU OpraHamMu rocygapcTB-
YeHoB C y4eToM cneayrowmnx akTopos:

a) (pakTophbl, CBA3aHHbLIE C MHCNEKUNEN:

UCTOPUS BbISIBNIEHUS HECOOTBETCTBUIA NO pe3ynbTaTtam npeabliaylwimx MHCMEKUMn dapmakoHaasopa unu
MHCNEKUMIA Opyroro Tuna (B COOTBETCTBMM C HAANexXalmmmu dbapMaleBTUYECKUMI NPaKTUKamu);

JaTa MOBTOPHOW MWHCNEKUMM, NPEeAnoXeHHasi MHCMEeKTopaMu WM 3KcnepTaMu B pesyrnbTate npenblayLlen
NHCMEeKUUK;

0) cbakTopbl, CBA3aHHbIE C NIEKAPCTBEHHBIMU NpenapaTamu:
Hanuyve [eNCTBYIOLWErO PErucTpaLMoHHOIO YOOCTOBEPEHUS Ha IeKapCTBEHHbIN npenapaT, ANs KOTOpOoro
Ha3Ha4yeHbl [OMOMHUTENbHLIE MeponpusTus no  apmMakoHag3opy WM [OMONHUTENbHLIE  MEepOonpusTus,

Hanpasli€HHble Ha MUHUMKN3aL N0 PUCKOB;

perucTpaunsi nekapcTBEHHOrO npenaparta, ANsi KOTOPOro Has3HayeHo MpoBeAeHWe MOCTPEerMcTpaumMoHHbIX
nccrnegoBaHuin no 6e3onacHOCTU NN Ha3HayYeH AOMNONHUTENbHbIA MOHUTOPUHT;

pernctpaumna n noctaBka NekapcTtBeHHOro npenaparta Cc 6onblWMM 06beEMOM npogax, To eCTb C NOTEHUMAJIbHO
3Ha4YMMbIM BO3OENCTBMEM Ha 6OJ'IbLIJyPO nonynaunio NauneHToB;

pervcTpaumsi nekapcTBEHHOIO NpenapaTa, He UMEOLLEero anbTepHaTMBbl HA PbIHKE FOCyAapCTBa-4IeHa;



B) CbaKTopr, CBA3aHHbIE C AepXaTteneM permctpaunoHHOro ygoctoBepeHus:

Jepxatefle  PerucTpauuoHHOrO  YAOCTOBEPEHWMsl  HuKorda He  Mnogsepranics  MHCMEKUMM  CUCTEMbl
hapmakoHaa3opa;

aepxaTernb PerncTpaumoHHOrO YOOCTOBEPEHUS MMeeT B oOOpalleHMn 3HaYUTENbHOE YUCIO JeKapCTBEHHbIX
npenapaToB Ha PblHKAaX rocy4apCTB-YNEHOB;

Aepxatefl  PErucTpauMoHHOTO YOOCTOBEPEHUSI paHee He WMen YOOCTOBEPEHUA O TOCyAapCTBEHHOM
perucTpaummn Ha TeppUTOPUAX FOCYAapPCTB-YNEHOB;

Hanuyne HeraTMBHOW WMHGOPMAaUMM O BLIMNONHEHUM 0BA3aTenbHbIX TpebosBaHWi M (MNKN) O BO3HUKHOBEHMU
npobnem 6e30NacHOCTM NEKapCTBEHHbIX MpenapaToB, MOMYYEHHON CO CTOPOHbl YMNOMHOMOYEHHbIX OpraHoB
rocyapCTB-YNEHOB U MHbIX rOCYAapCTB, OCYLECTBASIOWMX hapMakoHaa3op, a Takke YNorHOMOYEHHbIX OpraHoB B
ApyrMx obnacTtax perynupoBaHus obpalleHus neKapcTBEHHbIX npenapaTtoB (TO €CTb B COOTBETCTBYHOLUMX
Hagnexawmx dhapmaueBTUYECKNX NpaKTUKax);

BO3HUKHOBEHME TaKMX W3MEHEeHMW B OpFaHI/I3aLI,VIOHHOIZ CTPYKTYypEe pAepxXatenda pernctpaunoHHOro
YOOCTOBEPEHUA, KaK CIUAHNA U NOTTIOWEHNUA;

r) akTopsbl, CBA3aHHbIE C cMCTEMON hapMakoHaa3opa:

npuBrieYeHWEM  [epxaTefleM  PerucTpauMoHHOrO  YAOCTOBEepeHusi  cybnoapsigHoOM — opraHusauumM Mo
OCYLLECTBNEHWI0 [eATeNbHOCTU Mo  dpapmakoHaz3opy (B  4acT  (PYHKUMIA  YNONHOMOYEHHOro fuua Mo
thapmakoHaa3opy, NpeacTaBneHus OaHHbiX no 6e3onacHoCTM WM T.4.) UM (UNM) HECKOSIbKUX opraHusauunii ans
OCYLLECTBNEHMsI AeATeNbHOCTY No hapMakoHaa3opy;

3aMeHa ynoJIHOMO4YeHHOro nmua no doaplvlaKOHa,qsopy C MOMEHTa nocrnegHen MHCNeKUnu;

n3mMeHeHus1 B base (6838X) OaHHbIX No 6e3onacHoCTU JIEKapCTBEHHbLIX NMpenapaTtoB, KOTOpble MOTyT BKITHO4YaTb B
cebsi nsmeHeHne camon 6asbl AaHHbLIX UM B3aMMOCBSI3aHHbIX 6a3 OaHHbIX, cTtatyca Banupauumm 0asbl gaHHbIX, a
TaKkxke I/IHd.)OpMaLI,VII/I 0 nepedaHHbIX Unn nepeHeceHHbIX OaHHbIX;]

N3MEHEHWNs1 JOTOBOPHBIX OTHOLLUEHWM C MOCTaBLiMKaMu ycryr no dapMakoHag30py WM MEeCT BbINOSHEHUS
YHKLMIA NO chapmakoHaa3opy;

AenernposaHne Unu nepedada ynpasneHuss mactep-dannoM cuctemsl doapmakoHaasopa.

165.  YNOMHOMOYEHHbIMW  OpraHamMu  rocygapcTB-4neHoB — obecnedmBaeTcs  pasMelleHue  nnaHa
WHCNEKTMPOBAHMA AepXaTenen permcTpaunoHHbIX yaoOCTOBEPEHMI Ha odhuLmanbHbIX BeG-nopTanax ynoTHOMOYEHHbIX
OpraHoB rocygapcTB-YNEHOB Ha MpeacTosWUA KaneHOgapHbIM rog He nosgHee 4Yem 3a 45 kaneHgapHbIX OHEW OO
HacTynneHusi NnepMoaa BbINOMHEHNS NilaHa UHCMEKTUPOBaHUS.

166. YnonHoMo4eHHble oOpraHbl rocygapcTB-YfEHOB BrpaBe 3anpawusBaTb Heobxogumyi WMHOpMauuMio Y
aepxaTtenen permcTpauMoHHbIX YOOCTOBEPEHUN B LENAX nnaHMpoBaHWs WMHCMEKUMM Ha OCHOBaHuW noaxoda no
OL|EHKe PUCKOB, B CIlydae eCcriv Ha MOMEHT MIaHNPOBaHMA OHa He ABMASeTCH AOCTYNHOW.

4. NHCcneKTupyeMble 06 beKTbl

167. Jllobasa cTOpoHa, MONHOCTBIO WMMAM YaCTUYHO OCYLLECTBNSOLWAA Meponpuatus no dapmakoHaasopy OT
VUMEHN aepxaTens perucTpauuoHHOro yaocToBepeHus nMMbo COBMECTHO C HUM, MOXeT NOoABepraTtbCst MHCNEKUMM ans
NoATBEPXKAEHMS CMOCOOHOCTM Haanexallero BbIMOMHEeHWs AepxaTeneM perMcTpauuoHHOro  yAoCTOBEepeHUs
ob6sa3aTenbcTB U cobniogeHns obasatenbHbix TpeboBaHWin No dapmakoHans3opy. O6BbEKTbl MHCMEKTUPOBAHUA MOTYT
ObITb PacnonoXeHbl Ha TEPPUTOPUSAX rOCYAapCTB-UNeHOB MO0 Ha TeppuTopusix TPeTbUx CTpaH. MHcnekTupoBaHue
OOBEKTOB Ha TEPPUTOPUAX TPETbMX CTPaH MOXET MPOBOAUTBLCA B Cryyae, €Cnu rMaBHbIA LieHTp hapmakoHagsopa,
rMaBHbIN LEeHTP (bopMUpoBaHMs 6asbl AaHHbIX U (MNW) AeATenbHOCTb NO hapMakoHaa30py HaXoAAaTCs (BbIMOMHAETCS)
Ha TeppuUTOPUSIX TPETbUX CTPaH. TUM 1 KONMYECTBO MHCNEKTUPYEMbIX OOBEKTOB AOIMKHbBI BbIOMpaThCa Takum 06pasom,
YTOObI rapaHTMPOBaTb AOCTUXEHME KITHOYEBbIX LIeNen NHCNEKUNN.

5. O6BeM nHcnekuun



168. O6beM MHCMEKUMM 3aBUCUT OT ee Lienien, oxeaTta npeablayLmMMy UHCMEKLMAMK YNOMHOMOYEHHbIX OpraHoB
rocyapcTB-4feHoB, a TaKke OT Tuna nHcnekumu. Mpu nnadnposaHnm ob6bema MHCNeKUMn HeobXoANMO y4UTbIBaTb:

a) uHcpopMaumio, NpeacTaBneHHYO B MacTep-aiire cucteMbl hapmMakoHaa3opa;

©) uwHdopmaumio 0 YHKLMOHMPOBAHUU CUCTEMbI (papmakoHaasopa (Hanpumep, AaHHble O COOTBETCTBUM
cucTeMbl hapMakoHaasopa, MMeKoLMecs Y YNorHOMOYEHHOro opraHa rocyaapcTea-yneHa);

B) KOHKPETHble (PaKkTOpbl MHULUUUPOBAHWS MHCMEKUMW B COOTBETCTBUM C nyHkTamy 150 - 155 HacToswmx
MpaBun.

O6beM MHcneKuMn Npu NNaHoBbIX MHCNeKUuMax papmMmakoHagsopa

169. B npouecce npoBeneHWsi NNaHOBbLIX MHCNEKUUN cuUcTeMbl dhapMakoHagsopa npoBepsieTcsi cobntogeHne
TpeboBaHuii akTtoB opraHoB Colo3a M 3akoHOoAaTenbCTBa rocyaapcrBa-yrneHa B cdepe papmakoHansopa. B
3aBMCMMOCTU OT TUNa UHCNEKUUN WHCNEeKTUpoBaHME [OOJIDKHO BKIHO4YaTb B cebs OUEHKY crnegywouwmnx anemMeHToB
CUCTEMBbI:

a) npoueaypbl paboTbl ¢ UHAVBUAYANbHLIMU COOGLLUEHMSIMU O HeXenaTernbHbIX peakumsix Ha reKapCTBEHHbIN
npenapar:

cbop COOOLLEHNIA, MOMYYEHHbIX M3 BCEX WUCTOYHUKOB, B TOM YMCIle OT OGBLEKTOB WM OpraHusauuid, B pamkax
CUCTEMbl (papMakoHag3opa, a Takke OT TeX OpraHuM3auuii, KOTOpble Ha KOHTPaKTHOW OCHOBE BbIMOMHAKOT
obssaTenbcTBa Mo apmMakoHag3opy AN AepkaTens PerucTpauMoHHOrO YAOCTOBEpPEeHUs, a Takke OT MHbIX
noapasfeneHnin opraHmaaunm, He OTHOCSILLIMXCS K cucTeme papMakoHaasopa, U 06MeH TakuMU COOBLLIEHMSIMMU;

oueHka coobLleHn, B TOM u4uCre MexXaHW3Mbl MOfy4YeHWs U1 npouegypa peructpaumm OUEHKU nuu,
npencraBmBLUNX C006LIJ,eHI/IF|, ncnonb3dyemMmaa TepMUHOIOInA, oueHka Cepbe3HOCTU, npeaBUAeHHOCTU U NPUYNHHO-
CneacTBEHHOW CBA3Y;

perncTtpauna pe3ynbtaTtoB nocregyroulero 060pa AaHHbIX N CXOO0B (Harlpl/lmep, ncxon B cnydyaax BO34EeNCTBUSA
NeKapCTBEHHOro npenapata Ha niog B nepuon 6epeMeHHOCTI/| n MeamunHcKoe noarBepXxXaeHune coobLeHun,
NOJTy4eHHbIX CO CTOPOHbI I'IaLJ,VIeHTOB);

BbINofiHeHWe TpeboBaHMI akToB opraHoB Colo3a U 3akoHogaTenbCTBa rocyAapCTB-YNeHOB, N0 NPeACTaBNeHUIo
pPasnuyHbIX TUMOB WHOVBMAYamNbHbLIX COOOLLUEHUA O HexXenaTerbHbIX peakuusix Ha JeKkapcTBEHHbI npenapaT B
COOTBETCTBYHOLLMNE YNONTHOMOYEHHbIE OpraHbl FOCy4apCTB-4YEHOB;

BeeHNe OOKYMEeHTauuMn W apxXMBUpOBaHWE WHAMBUAOYalbHbIX COOOLLEHUA O HexXenaTesnbHbIX peakuusix Ha
neKkapcTBeHHbIN Npenapar;

0) nepuoanyeckme obHoBNSEMble OT4EThI N0 6€30MacHOCTM (eCny NPUMEHUMO):

NOJIHOTa N AOCTOBEPHOCTb BKITHOYEHHbIX AaHHbIX, 000CHOBaHHOCTb peLueHvu7|, OTHOCALLUMNXCA K AaHHbIM, KOTOPbIE
He BKITHOYEHbI;

MPaBUMbHOCTb NPEACTaBNEHUsI U OLEHKM MHGopMaLmmn no 6e3onacHOCTH, onpeaerieHnst U3MeHeHUn Npogunst
GesonacHoCcTU, NpefcTaBneHne pe3ynbTaToB COOTBETCTBYIOLLMX aHaNM30B U Mep;

0(b0pMﬂeHI/Ie N npeacrtaBlieHne I/IH(*)OpMaLI,I/WI B nepunoanyeckom obHoBNsieMOM oT4yeTe No Oe3onacHocTU B
COOTBETCTBUU C YCTAHOBJIEHHbIMU Tpe6OBaHMﬂMM;

CBOEBPEMEHHOCTb NPeACTaBNeHUsl OTYETOB;
B) HenpepbIiBHasA oLieHka Npoduna 6e3onacHoOCTy:
1Cnonb3oBaHWe BCEX UCTOYHUKOB MHAopMaL M Ans obHapyeHna curHana;

npasuiibHoe nNpnmMmeHeHne MeToaosriormmn aHarnmsa VIH(bOpMaLI,I/IM;



COOTBETCTBME MpoLieayp paccrefoBaHus WM Nnocrneyolwnmx AeincTBUid (Hanpumep, BHeAPEHUE pekoMeHaauun
nocrne aHanusa gaHHbIX);

peann3auua nnaHa ynpasjieHna pUuckamm Uinn apyrux 00s3aTenbCTB;

CBOEBpeMeHHOe BbidBneHne wun npeactaBfieHne nMNOoJIHbIX M TOYHbIX AaHHbIX YNONTHOMOYEHHbIM OpraHam
rocyaapcTB-4ieHoB, B HaCTHOCTU B OTBET Ha KOHKPETHbI€ 3anpoChl AaHHbIX;

BKIIOYEHUE YTBEPXKAEHHbIX W3MEHEHWUA B MCMONb3yemble MHMOPMaLUOHHbIE COOGLLEHUS, KacatoLmecs
GesonacHocTU, M B MHOpPMAaLMI0O O NeKapCTBEHHOM npenapaTe, B TOM 4WUCre BHYTPeHHee WHGOPMMPOBaHME W
obpalleHus K cneumanicTaM CUCTEMbI 30pPaBOOXPAHEHUS U NaLUEHTaM;

) MIHTEPBEHLMOHHbIE (NPY HEOBXOAUMOCTM) N HEMHTEPBEHLMOHHbIE KITMHUYECKME UCCef0BaHUS:

npeacTaBneHne CcoobLLIEHNA O MNOA03PEBAEMbIX CEPbE3HbIX HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusix B
COOTBETCTBMM C TpeboBaHuaAMM Hactoawmx Mpasun, lNMpaBun Hagnexailen KIMMHUYECKOW npakTuku EBpasuinckoro
3KOHOMMYECKOrO COto3a, YTBepXAeHHbIXx PeweHnem CoBeTa EBpasniickoi 3KOHOMWYECKOM KOMMUCCUM OT 3 HOsOps
2016 r. N 79 n 3akoHogaTenbCTBa rocy4apCTB-41EHOB;

nony4yeHue, permctpaumna n oueHka criydaeB HeXxenaTtesbHbIX peaKLlMVI, BbIABIE€HHbIX B XO04€e MHTePBEHUNOHHbIX
N HENHTEPBEHLUMNOHHbIX KIMHNYECKNX nccrnegoBaHum;

npencrtaBneHne pe3ynbrtatoB UCCNeaoBaHUA U COOTBeTCTBleLLI,eﬂ VIH(*)OpMaLI,VII/I no ©GesonacHoCTU
NeKapCTBEHHbIX npenapaTtoB B cbopme OT4YETOB COrf1acHo Tpe6OBaHVI$|M HacToALlnx I'Ipanu'l, I'IpaBMn Hagnexawien
KNUHUYECKON NPaKTUKn EBpa3VIIZCKOFO 9KOHOMMYECKOro Coro3a 1 3aKkoHoOaTeNbCTBa rocyaapcTB-4J1€HOB;

COOTBETCTBYIOLLMIA BbIGOp CNpaBoYHOM WHGOpMaumMm no Ge3onacHOCTU, NOALEPKAHUE aKTyarlbHOro YPOBHS
nHcpopmaumm B GpoLuopax nccrnegosatens nnm nigopmarmm no 6e3onacHOCTV Ang nNauneHTa;

BKIMOYEHWE AaHHbIX UCCNeAoBaHUs B TEKYLLYIO OLIeHKY Npodunsi 6e3onacHOCTV nekapcTBEHHOrO Npenapara;
A) npouenypbl cMcTeMbl hapmakoHaa3opa:

ponu 1 06S3aHHOCTM YMOSIHOMOYEHHOro fuua no dpapmakoHag3opy, Hanpumep, AOCTYN K CUCTeEMe KadecTBa
dhapmakoHaasopa, MacTep-paitnly cucTeMbl (bapmakoHag3opa, nokasaTensM 3PMEKTMBHOCTU M MHAMKATOpam
cuctembl (papMakoHad3opa, oOT4eTam Mo  ayautaMm W WMHCMEKUMSM, WMEIOLMM OTHOLUeHME K cucTeme
hapmakoHad3opa, a TakKe WX CMNOCOOHOCTb MPWHMMATb Mepbl MO YMy4YlleHW0 COOTBETCTBUS CUCTEMbI
hapmakoHaasopa TpeboBaHuAM akToB opraHoB Coto3a 1 3akoHo4aTeNbCTBa rocy4apCTB-4YeHos;

ponn n 006s13aHHOCTH nepxartensa permctpauyMoHHOro ygoctoBepeHmna B OTHOLEHUN CUCTEMDbI cbapmaKOHamopa;

TOYHOCTb, TMOMHOTA W MOAAEpPXXaHUe aKkTyanbHOro YPOBHS MWHGOpMauuM B MacTep-caiine cucTembl
dhapmakoHaa3sopa;

Ka4yeCTBO U COOTBETCTBUE YPOBHA NOATOTOBKMN, KBaJ'II/IGpI/IKaLWIVI M onbiTa nepcoHana,

OXBaT U COOTBETCTBMNE CUCTEMbI Ka4eCTBa B OTHOLUEHNN CUCTEMbI cbapmaKOHamopa, B TOM 4ucCne BblNMOJIHEHNE
npoLeccoB KOHTPOJ1A Ka4ecTBa U obecneveHnst Ka4yecTBa;

NPUrogHOCTb NCNOJIb3yeMbIX KOMMbIOTEPU3NPOBAHHbLIX CUCTEM ANA BbINOJTHEHUA KOHKPETHbIX beHKLI.I/IVI;

cornaweHuna co sceMn yy4yacTteyroMMNU CTOPOHaMUN, COOTBETCTBYHOLLNM o6pasoM OoTpaxawLuine 06s13aHHOCTU U
MeponpuAaTnA No BbIMOJTHEHUIO cbapmaKOHa,u,sopa, a TaKkke Hapghexaljee X BbIMoJIHEHUNE;

€) BbIMOMIHEHME YCMOBWUWA perncTpauum un COOTBETCTBME OCYLLECTBMASEMbIX MEpP MWHUMU3auMM PUCKOB
yCTaHOBMEeHHbIM TpeboBaHuAM (Npu HeobxogumocTw).

O6beM nHcnekuumn npu BHeMIaHOBbLIX UHCNEeKUUAX q)apmal(ouap,sopa

170. O6bemM BHENNAHOBOW MHCNEKUUN 3aBUCUT OT npu4nH ee Ha3Ha4deHu4. B uncno oueHnBaembiX acrnekToB
CnCcTemMbl MOryT BOWTWN acnekKThl, YKa3aHHbl€ B NMYHKTE 169 HacToALwmX npaBI/IJ'I, a Takxe crnefyrLimne acneKkrbl:



a) BOoBIie4yeHne n MH(bOpMMpOBaHHOCTb YNOJTHOMOYEHHOro nmua no dJapmaKOHa/:l,3opy Nno BOMnpocam, CBA3aHHbIM
C KOHKPETHbIM J1eKapCTBEHHbLIM MpenapaToMm;

6) yrnybrneHHoe W3yyeHMe NPOLIeCCOB, MPOUEedyp NPUHSATUS PeLUEHWid, BbINONHEHUS WH(OPMUPOBAHUS U
peanusauMm Mep, CBSI3aHHbIX C KOHKPETHbIM (DaKTOPOM WHULMMPOBAHUS MHCMNEKUUM W (Mnun) NeKkapCTBEHHbIM
npenapaTtom.

O61beM nHcnekuMn Nnpu NOBTOPHbIX MHCNEKUMAX chapmakoHagsopa

171. Onpepgenasa obbembl paboT MO NpPoBEAEHMIO MOBTOPHOW WMHCMEKLMMU, HYXXHO Y4YuTbiBaTb crnegyroliune
acnekTbl:

a) aHanuW3 COCTOSIHUSI CUCTEMbl M (UNM) NMaHa KOpPeKTUPYLWMX W NpeaynpeauTenbHbIX MepOonpUsiTUNA,
pa3paboTaHHOro Mo pesynbTataM NpeablayLiei MHCNeKUMn dhapmMakoHaasopa;

©) aHanM3 3HauMTEnNbHbIX U3MEHEHUIN, KOTOPbIE BHECEHbI B CUCTEMY hapMaKkoHaZ30pa Co BpeMEHMW nocnegHen
WHCcNekumMn cbapmMmakoHaasopa (Hanpumep, usameHeHne 6asbl AaHHbIX hapMakoHag3opa, CAMsiHUE UMK MOrnoLleHne
KOMMNaHuK1, 3HaunTernbHble U3MEHEHWsI B OOTOBOPHbIX BUAAX AEATENbHOCTU, 3aMeHa YMOMHOMOYEHHOro nuua no
dapmakoHaasopy);

B) aHanuma npoueccos n (I/IJ'II/I) BOMpPOCOB B OTHOLLUEHNUN KOHKPETHOIO J1IeKapCTBEHHOIO npenaparTta, BbIABJIEHHbIX B
pe3ynbtate OUEHKHN I/IH(*)OpMaLI,VIVI, HpeﬂCTaBﬂeHHOVI aepxartenem perncTtpaumoHHOro yanoctoBepeHuda, unm He
BKITHOMEHHbIX B 0ObeEM MHCNEeKTUpoBaHUA ﬂpeﬂblﬂ,yl_l.l,elz MHCNEKLMEN.

O6beM MOBTOPHOW MHCNEKUUWM onpedensieTcs pesyrnbTatamu NpeawecTBYIOWNX WHCIEKUMn 1 MoxeT ObiTb

pacliMpeH C y4yeToMm psiga hakTopoB (Hanpumep, Mpollefllero BpeMeHU C AaTbl NpoBedeHVs MpeLecTBYloLLein
MHCNEeKUuUn, oGbema npeaLlecTByoLLen MHCNEKLUN).

6. Mpouecc nHcnekuun

172. ViHcnekuun dapmakoHazsopa HeobxoaMMO MnnaHvMpoBaTb, KOOPAWHWPOBATbL, NPOBOAWTL, NPEACTaBnsATh
OTYeTbl O HUX, KOHTPONMPOBATbL BLIMOSIHEHME 3aMeYaHWii U OOKYMEHTMPOBATb B COOTBETCTBMM C Mpoledypamu
WHCMEKLUA, OCYLLECTBMSAEMbIX Ha TeppuTOpUsiX rocyAapcTB-yneHoB. COBEPLUEHCTBOBAHWIO M rapMoOHU3auLmMu
npoBeAeHUst MHCNekumin ByoyT cnocobCTBOBATL COrfiacoBaHHbIE MPOLECCHl UM NpoLeaypbl, COBMECTHbIE MPOBEPKY,
06MEH OMbITOM M 06Yy4eHMe UHCNEKTOPATOB YNONTHOMOUYEHHbIX OPraHOB rOCyAapCTB-4NEeHOB.

173. Mpoueaypbl cucteM hapmakoHagsopa AOMKHbI BKMoYaTb B cebs criedylolime OCHOBHbIE npolecchl (Mpu
Heo6Xxo4MMOCTN BO3MOXHa pa3paboTka HOBbIX Npoueayp):

a) obmeH nHpopmaumen;

©) nnaHnpoBaHMe UHCMEKLNIA;

B) OPErncTpaunoHHbIe MHCNEKLNY;

r) KOOpAMHALMA UHCMEKUMIA cMcTeM hapMakoHag3opa B rocyaapcTBax-yeHax;

[) KoopauHaums WHCMEeKUWA, NpoBOAUMBLIX B rocygapcTBax, He saBnstowmxca vneHammu Coto3a (B TOM yucne
WHCNEKLMI NoapsaaqmKoB);

€) NOAroTOBKa MHCNEKLUMA cucTemM papmMakoHaa3opa;

X) NpOBEeAEHNE MHCNEKLMI cUCTEM (hapMakoHaa30pa;

3) OTYETHOCTb MO UHCMNEKLMAM CUCTEM (hapMakoHaa3opa 1 NOCNeayrLnn KOHTPOIb;

1) MHCpOPMUPOBAHME U MPUOPUTETHOCTb MHCNEKLMI (hapMakoHaA30pa 1 NoSy4YeHHbIX Pe3ynbTaToB;

K) BedeHMe yyeTa W apxvMBUPOBaHWUS [OKYMEHTOB, MOMYyYEHHbIX B pe3ynbTate WHCMNEKUMA CUCTEM
thapmakoHagsopa;



J'I) BHe3arHble NHCNEKLU UK,

M) CaHKUMW W PErynsTopHble WM NMPUHYAUTESIbHbIE Mepbl B Crlyyae cepbesHoro HecobniogeHus TpebGoBaHuii
3aKoHoZaTenbCTBa rocyAapCTB-YNEHOB U HacToswmx Mpaewus;

H) yKasaHusa no noAroToBKE WMHCMEKTOPOB, BbIMOMHSOLWUX MHCMEKUMn cuctem dapmakoHaasopa, u obmeHy
OonbITOM paboThbl.

7. KOHTpOﬂb BbINOJIHEHMA 3aMeYaHUN NHCNEeKLUmn

174. B cny4yae BbISIBNEHWs B X04€e MHCMEKUUN HecobnoaeHns obasatencTB no apmakoHaasopy Tpebyertca
nocnenylwmn KOHTPOSb A0 MOJSIHOTO BLIMONTHEHUSA MNNaHa KOPPEKTUPYILMX U NpeaynpeaunTenbHbIX AeACTBUN.
Cnepnyet yuuTbiBaTb cregyowime MeToabl KOHTPOns:

a) aHanu3 nnaHa KOPpPeKTUMPYIOLLMX WU NPpeaynpeanTenbHbIX Mep AepXKaTens PErMCcTPaLMOHHbLIX YOOCTOBEPEHWIA;

6) aHanu3 nepuoguyeckMx OTYETOB O XOAE BbIMOSHEHUS PaGoT MO peanusauMu niaHa KOPPEKTUPYIOLMX W
npeaynpeauTenbHbiX Mep (B criydae HeoGXoaAMMOCTH);

B) MOBTOpHasi MHCMEKUMs [Onsi  OUEHKW Hagnexawlero BbIMOMHEHMS MNIiaHa  KOPPEKTUPYHOLUUX U
npeaynpeanTenbHbIX 4ENCTBUN;

F) 3anpoc O npeacrtaBrieHn paHee He npencrtaBfiEHHbIX OaHHbIX, N3MEHEHNI (Hanpwmep, B VIHd)OpMaLI,VHO o
NeKapCTBEHHOM rlperlapaTe), aHanm3a BINAHUA (Hanpmmep, pe3ynbTat aHaln3a paHee He BKIMHOYEeHHbIX B aHalnni
AaHHbIX NpU BbINONMHEHNN Npouenypbl BbIABIIEHUA CVII'HaJ'Ia);

4) 3anpoc O Hagnexawem UHPOPMMPOBAHWM, BKMOYAA BHECEHME W3MEHEHMA B  MHopMaumio,
npeacTaBnsemMylo B paMmkax MapkeTUHIOBOW AeATENbHOCTU, M (M) peknaMHyo MHopMaunio;

e) 3arnpoc O BCTpe4e C aepxartenem pernctpaunoHHOro ygoctoBepeHund C uenbto OGCy)KD,eHMFI BbIABJ1IEHHbLIX
HeOoCTaTKoB (HeCOOTBeTCTBVIVI) N NX BITIMAHNA Ha NJ1aH KOPPEKTUPYLWKNX 1 npeaynpeanTeribHbIX Mep;

X) nepegaya pe3ynbTaToB UHCNEKUMUM OPYIMM YNONMHOMOYEHHBIM OpraHam rocyaapCcTB-UreHoB;

3) Opyrue OENCcTBUSl, CBA3aHHbIE C JIEKapCTBEHHbIM MpenapatoMm, B 3aBUCUMOCTM OT BIWUSHUS HEOOCTATKOB
(HecooTBeTCTBUIN) U pe3ynbTaToB NOCNEAYIOLWNX OENCTBUIA (Cloga MOryT BXOAMTb OT3bIBbl UMM AEUCTBUS, CBA3AHHbIE C
BblJayen permcTpaumoHHbIX YO4OCTOBEPEHUI UMW pa3peLLEHWIn Ha NPOBEAEHNE KITMHUYECKUX UCTIBITAHUN).

8. lencTBUS N CaHKLMUN YNOJTHOMOYEHHbIX
OpraHoB rocyfapcTB-4JIeHOB

175. YnonHomo4eHHble opraHbl obecnevvBaloT KOHTPOSb BbIMNOMHEHWUS JdepXxaTensMu permcTpalyoHHbIX
yOOCTOBEpPEHUN 00si3aHHOCTEN No dhapMakOHaA30py B COOTBETCTBMM C 3aKOHOAATENbCTBOM rOCYyAapCTB-UNEHOB U
HacToswmmm MNpasunamn. B cnydae obHapyxeHusa HecobnoaeHns TpeboBaHW UM HEBLIMONHEHUSA 06A3aTenbLCTB No
dapmakoHaa3opy AevCTBUS, KOTOPblE HY)XHO MpeanpuHATb, AOMMKHbI ONPEeAenATbCA B KaXKOOM KOHKPETHOM cryyae
oTgenbHo. Bbibop HeobxoauMMbiX AEWCTBUA 3aBUCWUT OT MOTEHLMANbHOrO HEeratMBHOIMO BIWSHUS HECOOTBETCTBUM
(HecobntogeHna) Ha oOLwecTBEHHOE 340pOBbe (340POBbE HAcerneHus), HO mMboM cryyYal HecOOTBETCTBUS
(HecobniogeHnsa) MOXeT  yuuTbiBaTbCA NpU  NPUMEHEeHWUM NpuUHyauTenbHblX Mep. [lpu  HeobxoammocTu
YNOSITHOMOYEHHbIN OpraH [orkeH obecneunTb npuMeHeHne 3EKTUBHBIX, COPasMEPHbIX U COEPXUBAKOLINX Mep
BO34ENCTBUS K AepXKaTernto perucTpaulnoHHOro yaoCTOBEPEHUS.

176. B cootBeTcTBMM C HacToswumu [lpaBunamu M npaBuniamu, YCTAHOBSIEHHbIMW 3aKOHOAATENbCTBOM
rocyapcTB-4neHoB (Mpy HeoOXO0AMMOCTH), B cnydae HecobniogeHnsa gepxatenem permcTpauuoHHOro yaocToBepeHus
00s13aTENBbCTB NO (hapMakoHaA30py BO3MOXKHO NMPOBEAEHUE CIIEAYIOLLMX MEPONPUATUAN:

a) obyyeHne 1 coOencTeme: YNONMHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB OCYLLECTBIAT B3auMoaencTene ¢
npeacTaBATENAMU AepXKaTenein perncTpauMoHHbIX YOOCTOBEpeHWid (Hanmpumep, Ha cobpaHum), 4ToGbl 0606LIUTL
BbISIBNIEHHbIE HECOOTBETCTBUSI, PasbACHUTb YCTAHOBMEHHble TPeBOoBaHWA W OXWAAHUS YMONHOMOYEHHOrO opraHa
rocyqapcrea-uneHa, a Takke PacCMOTPETb KOPPEKTMPYIOLLME W npeaynpeauTenbHble OeWCTBUA, npeanaraemble
Aepxatenem perucTpaLnoHHbIX yaA0CTOBEPEeHWN;



©) npeacrtaBneHve UWHGoOpMaLUM  OPYrUM  YNOMHOMOYEHHbIM OpraHaM roCyfapCTB-YNEeHOB B pamkax
[OroBOPEHHOCTEN Mo obecneyeHnto KOHPNAEHLNANbLHOCTY;

B) MHCMEKTMPOBaHWe AepXXaTenen perncTpaumMoHHbIX YOOCTOBEPEHUI, KOTopble He cobnogatoT ob6s3aTenscTea
UNN He BbINOMHAT TpeboBaHWs, MOXEeT MNPOBOAUTLCA C LEenblo  onpederieHust cTerneHu HecobnogeHus
(HeBbINomnHeHns1) aktoB opraHoB Coto3a U 3akoHodAaTeNnbCTBa [OCY4apCTB-YNIEHOB, B MNOCNEOYWLEM C LEnbH
noaTBePXXAeHMs nx cobnoaeHnst (BbINONHEHNS);

r) HanpaBneHue nucbma-npeaynpexaeHns, 3asiBrneHus o HecobnioaeHun (HEBbINOMHEHMM) 0BA3aTENLCTB MO
dapmMakoHaa3opy WM yBeoOMIMEeHMs O HapyweHunm o00a3aTensCtB  nNo  dapmMakoHaasopy, BblAaBaeMblX
YMNOMHOMOYEHHbIM OpraHoM C YyKa3aHMeM HOPMAaTMBHOIO MPaBOBOrO akTa, KOTOpbiA Oblfl HapyLleH, C Uenbko
HanoOMWHaHUSA OepXxaTensMm permcTpauMoHHbIX YAOCTOBepeHun ob mx obsizatenbcTBax Mo dpapmakoHaa3opy Mm
Mepax, KOTOpble€ OHW OOIDKHbI MPUHATb, @ TakKe O CPOKax, YCTAHOBMEHHbIX AN YCTPaAHEHUs HECOOTBETCTBUMI WU
HapyLleHunn;

) paccMOTpeHMe YMNOSIHOMOYEHHBIMU OpraHamyM roCyAapCTB-YNeHOB Bonpoca 06 onybnukoBaHuM cnucka
aepxxaTenen perncTpaunoHHbIX YOOCTOBEPEHMIA, KOTOPblE CEPbE3HO UMM MOCTOSIHHO HapylwalT TpeboBaHMs akToB
opraHoB Coto3a 1 3akoHoAaTeNbCTBa roCyAapCTB-4/IEHOB;

e) OEeNcTBMsi B OTHOLUEHUU perncTtpaunoHHOro yaoctoBepeHuna wunn 3adBlieHnA Ha perncrpauuto
JNIeKapCTBEHHOrIO npenapara, Hanpumep:

9KCTPEHHOE BBEeAEHWE OrpaHUYeHuid, CBA3aHHbIX ¢ Npodunem 6e3onacHOCTY NekapcTBEHHOro npenapara;
BHECEHME N3MEHEHWI B JOKYMEHTbI PerMcTpaumoHHOro A4oCke fekapcTBEHHOMO Npenapara;
NPUOCTaHOBKa MM aHHYNMPOBaHWE PErMCTPALIMOHHOIO YOOCTOBEPEHUSA NIEeKapCTBEHHOro npenapara;

NPUOCTaHOBKA PacCMOTPEHUS HOBbIX 3asiBNEHU Ha MOJflyYeHWe YOOCTOBEPEHWA O rocyaapCTBEHHOM
perucTpaumun 4o peanusaummn KoppekTUpPYLWNX 1 NpeaynpeanTenbHbIX A4eiCTBUA;

Ha3Ha4YeHne AOPEerncTPaLMOHHbIX MHCMEKLMIA cUCTEMbI (hapMakoHaa30pa;

)K) OT3bIB JIEKAPCTBEHHOIO npenapara C pbiHKa (Hanpwmep, B Clly4ae ecliin B VIH(bOpMaLI,VI}O O NnekapcTtBeHHOM
npenapare He BKIMK4YeHbl BaXHble npeaynpexaeHuna no 6e3OI'IaCHOCTVI);

3) AENCTBUS, CBA3aHHbIE C MapKETUHIOBOW UMW PEKNaMHON MHdopMaLumen;

1) BHECEHWe MOoMpaBOK B MPOTOKOMbI UMM MPUOCTAHOBKA KMUHUYECKUX WUCCREAoBaHUi B cryvae BbiSBNEHUs
N3MeHeHU Npoduns 6e30nacHOCTM KOHKPETHOIO NeKapcTBEHHOrO npenapara;

K) adMUHUCTpaTMBHbIE LWITPadbl B COOTBETCTBUN C 3aKOHOA4ATENBCTBOM rOCY4apCTB-4YJIEHOB.
9. KBanudmkaumsa n obyvyeHne MHCNEKTOPOB

177. VIHCneKTopbl, KOTOPblE Y4acTBYHOT B MPOBEAEHUN MHCMEKUNA cucTem hapMakoHaa3opa, AOMKHbI ABMASATHCA
creymanmctaMmy YynosriTHOMOYEHHbIX OpPraHoB rocyfapcTB-YreHOB UMW NvuaMu, Ha3Ha4yeHHbIMU B COOTBETCTBUWU C
TpeboBaHVAMK 3akoHOAaTeNbCTBA rOCYAapCTBa-YneHa, a Takke AOMKHbI cobniogaTe NMOMOXEHUs PYKOBOACTBa MO
KavyecTBy MWHCMeKTopaTa YMNONMHOMOYEHHOro opraHa rocyaapctea-yneHa. CnegyeT HasHavaTb WHCNEKTOPOB Ha
OCHOBaHUM KX onbiTa U TpeboBaHWi, onpedeneHHbIX YNONTHOMOYEHHbIM OpraHoMm. WHcnekTopbl AOMKHbI MPOWTU
oby4yeHve B o6beme, HeobxoanMoMm A obecneveHns Nx KOMMNEeTEHTHOCTK B obnacTsix, TpebyemMblx Ans NOArOTOBKY U
NPOBEAEHUS MHCMNEKUUA, a Tarke MOAroTOBKM OTYeTa O MNPOBEAEHHbIX MHCNekuusx. OHM JOSMKHbI Takke MponTU
obyyeHvne npoueccam u TpeboBaHuAM dapmakoHag3opa Takum obpasom, 4ToObl ObiTb CMOCOOGHBIMU OLEHWUTb
pasnun4yHble acnekTbl CUCTEMbI papMakoHaa3opa B cryvae oTCyTCTBMSA COOTBETCTBYIOLLErO OnbiTa.

10. YnpaBneHune Kka4ecTBOM npouecca
MHCMNEeKTUpPoBaHMA papMmakoHaa3opa

178. KayecTBO npouecca MHCMEKTUPOBaHUSA CUCTeMbl (papmakoHagsopa perynupyetcs ynonHOMOYEHHbIMU
opraHamu, BXOAUT B YMUCNO BOMPOCOB, HA KOTOPbIE pacnpoCcTpaHaeTcs cuctema kadectsa cucteMsl papmakoHagsopa



YNONTHOMOYEHHOIO OpraHa rocygapcrBa-yrfieHa, u noanexut ayauTy. YNONHOMOYEHHbIE OpraHbl rocyAapCcTB-YrieHoB
HOPMUPYIOT rapMOHN3MPOBaHHbIE MpoLeaypbl MHCMEKTUPOBAHUS C Lienbtlo obecnedyeHns kavyecTsa, CornacoBaHHOCTU
W B3aUMHOrO MpU3HaHUA pes3ynbTaToB MHCMEKTUPOBAHUA cuctemM dhapmakoHazsopa aepaTenen pernctpaumOHHbIX
YAOCTOBEPEHN.

11. CotpyaHuyecTBO B pamkax Coro3a. KonnektusHoe
ucnonb3oBaHue uHdopmauumn

179. YnonHoMo4eHHble oOpraHbl 00§3aHbl COTpyAHW4YaTb, 4YTOObI oOOneruntb obmeH wHdopmaumen o6
MHCMEKUMAX CMCTeMbl (hapMakoHaz30pa, B YAaCTHOCTU:

a) uHdpopmaumern 06 MHCNEKUUSAX, KOTOpble 3anfaHMpOBaHbl W MPOBEAEHbI, C LEeNblo YCTPaHEHUSA HEHYXHbIX
noBTOpPOB 1 AybnuposaHusa pabot B Cotose, a Takke Ana oNTMMMU3aL MM UCNOMb30BaHUSA MHCMEKLMOHHbBIX peCypCoB;

6) nHdopMaumeit 06 o6 bemMe MHCMEKUUN C LieNbio NNaHMPOBaHUS CrieayoLnX UHCNEeKUMWN;

B) MHdoOpMaumen o pesynbTaTtax WMHCMEKUMM, B 4acTHOCTM B TOM Cny4vae, korga pesynbTaTtoM siBhAseTcd
BbISIBIIEHVE (PakTa HEBLIMONHEHWS AepXxaTeneM perncTpaumoHHbIX yaAoCTOBepeHun TpeboBaHMn 3akoHodaTenbCTBa
rocygapcTB-4neHoB 1 HacTosawwmx lNpasun.

180. YnNonHOMO4YeHHble OpraHbl FOCy4apCTB-4NeHOB OOMeHMBaTCA WHMOpPMaUMEA O KPUTUYECKUX MU
CYLLECTBEHHbIX BbISIBIIEHHbIX HEAOCTATKax, a TakkKe KPaTKUM U3MOXEHWEM KOPPEKTUPYIOLUX U NpeaynpeanTenbHbiX
OENCTBUIA U NX OanbHENLLMM KOHTPONEM.

12. Ponb ynonHOMOY€eHHbIX OpPraHoB rocyAapcTB-4ieHOB

181. YnonHoMmouyeHHble oOpraHbl obecneyvmMBalT co3daHMe HPUAMYECKON W OpraHuM3aunoHHon 6asbl Ans
BbIMOMHEHNS  (OYHKUUA MO  WHCMEKTUPOBaHUIO cucteM  apMakoHaasopa AepxaTtenen  perucTpaumOHHbIX
YOOCTOBEPEHWI, BKMOYas onpedeneHne npaB WMHCNEKTOPOB B OTHOLIEHUW WHCMEKTUPOBAHUS MECT OCYLLEeCTBIEHMWS
AeATenbHOCTM No hapmMakoHaA30py M OLEHKe AaHHbIX NO hapMakoHaA3opy.

182. TlocypapcTBamu-ynieHamMyn OOSKHbl  OblTb  BblgeNeHbl  AO0CTaTOYHbIE pecypcbl W OnpeAereHbl
KBannuUUpOBaHHbIE WHCMNEKTOPbl C Uenbio obecnedyeHnss 3PEPEKTUBHOrO BbIMOMHEHMSA MNpPOLeaypbl OLEHKU
BbINOMHEHNs AepXxaTensiMy permcTpaumoHHbIX yAOoCTOBEPEHU 0693aTensCTB N0 hapMakoHaa30py B COOTBETCTBUM C
TpeboBaHMAMMN rocyaapcTB-y4neHoB u HacTtosawmx [Npasun. Mpyu HEOBXOAMMOCTU K NPOBEOEHWIO MHCMEKUUA MOryT
npuBnekaTbCcs aKcnepTol B Gonee yskux obnacrsax gesaTenbHOCTUM No hapmakoHagsopy. YNOMHOMOYEHHbIE opraHbl
MOryT npuv HeobXxOAMMOCTM HampaensATb 3anpoc O COAENCTBUM B MNPOBEAEHWU WHCMEKTUPOBaHWA B ApPYron
YNOSIHOMOYEHHbIN OpraH ¢ obecnevyeHMem COOTBETCTBYIOLLEro [AOCTyna K MeCTy NpOBEAeHWS WHCMeKUMn |
OLUEeHMBaEMbIM AaHHbIM cucTemMbl dhapmakoHagsopa.

183. YNONHOMOYEHHbIMM OpraHamu rocyaapCTB-YNEHOB [AOMKHO ObITb obecnevyeHo nnaHuMpoBaHuE U
nposefeHne MHCMNeKuun cnuctem papMakoHaasopa Aepxarernen perucTpaumMoHHbIX yAOCTOBEPEHUI B COOTBETCTBUN C
nogpasgenom 2 pasgena IV HacToawwmx MNpasun.

184. [llpu paspaboTke nnaHa WHCNEKUMI YMNOMHOMOYEHHbIM OpraH rocygapcTBa-yfieHa 3anpawmBaeT
YMNONTHOMOYEHHbIE OpraHbl MHbIX FOCYA4ApCTB-YNEHOB OTHOCUTENIbHO WHCMEKUUMOHHOIO cTatyca W MfaHoB Mo
WHCMEKTMPOBaHUIO JepxaTeneni perncrpauuoHHbIX YOOCTOBEPEHMWI, KOTOpble MnpegnonaralnTcs AN BKIOYEHUS B
nnaH WHCMNEKTUpOBaHMS, W obecneymMBaeT nNaHMPOBaHWE C YYETOM TMJIAHOB MO MHCNEKTUPOBAHMIO  MHbIX
YMOMTHOMOYEHHBIX OpraHoB rocyfapcTBa-yufieHa C  Uenbld  MUHMMMU3auMM HeobOCHOBAHHOIrO OybonupoBaHus
BbINOSTHAEMbIX paboT 1 ONTUMU3ALUN UCNIONBb30BAHNS UMEIOLLMXCSA PECYPCOB.

185. B Ccny4yae ecnn ynonHOMOYeHHbIM OpraHoOM rocygapcTtBa-4YneHa nnaHupyeTcda npoBeneHne MHcnekumn
nepxartena pernctpaumoHHOro yanocTtoBepeHud, KOTOprIZ npoxogunsnt  UHCNeKTunpoBaHMe CO CTOPOHblI AOpyroro
YNOJNTHOMOYEHHOro opraHa rocygapcrBa-yrieHa, OOJDKEeH ObITb 0becneyeH obMeH I/IH(*)OpMaLI,VIeIZ B yacTu obbema u
pe3ynbTaTtoB BbIMOSIHEHHON WHCNEKUUN C Lenbio ydyeTa MMEeLWUNXCA OdaHHbIX Mpu nnaHUpoBaHuKW, onpeneneHunmn
obbema u BpeMeHU nposeaeHna nHenekynn.

186. Cnegyet dopmMumpoBaTb €AnHbIA MHOPMALMOHHbBIA PECYPC, COAepXaLllui pe3yrbTaTbl MHCNEKTUPOBaHKWSA
cuctem hbapmakoHaglopa gepXkatenen perMcTpauMoHHbIX yOOCTOBEPEHMI, C obecneyeHMem [JocTyna K Hemy
YMONMHOMOYEHHbIX OpraHoB rocyAapcTB-4reHOB.



13. Ponb pgepxaTtenen permcTpaumoHHbIX yA0CTOBEPEHUN

187. [epxatenn peructpauuoHHbIX YAOCTOBEPEHUN, MWMeEIoLMe 3aperucTpMpoBaHHbIE Ha TeppUTOPUAX
rocy4apcCTB-4NeHOB feKapCTBEHHbIE MpenapaThl, NoAnexar WMHCNEeKUMsM cucTembl dapmakoHagsopa. Oepxartenu
permcTpaumMoHHbIX YO4OCTOBEPEHUI 006A3aHbI:

a) Bceraa ObiTb roTOBbIMY K MHCAEKUUN, MOCKOJIbKY MHCNEKUUN MOryT ObITb BHE3AMHbBIMU;

©) BecTu M npeacTtaBnATb N0 TpebOBaHUIO MHCMEKTOPOB He no3gHee 7 pabounx OHeW nocrie nonyyvyeHus
COOTBETCTBYIOLLErO 3anpoca macTtep-cann cuctemsl apMmakoHaasopa;

B) rapaHTMpoBaThb MONy4YeHWe cormnacus OO0 Hayana WHCMeKUMUM Ha npoBedeHUe WMHCNEKLUM OT OObEeKToB,
BblOpaHHbLIX AN MHCMEKUMW, K KOTOPbIM MOFYT OTHOCUTbLCS OpraHvM3auuu, BbINOMHSAKOLWIME QYHKUUM MO
hapmakoHaa30py No CornalleHnto ¢ AepXxaTtenem perMcTpaLUmoHHbIX YAOCTOBEPEHWUN;

r) NMpeactaBUTb MHCMEKTopam nobyilo MHdopMaumio 1M (UnM) AOKYMEHTauuio, koTopasi HeoGxoauma ans
NOArOTOBKM K MHCMEKLMW, B YCTaHOBNEHHbIE CPOKU N BO BPEMS NPOBEAEHNS MHCNEKLNN;

[) rapaHTMpoBaTh, YTO COOTBETCTBYIOLLMI NEPCOHAarn, y4acTBYOLUA B AeATENBHOCTUN NO hapMakoHag3opy unm
B3aMMOCBSA3aHHOW AesTenbHOCTN, OyaeT npuUCYTCTBOBaTb BO BPEMS MHCMEKUMW WM [aBaTb pas3bsCHEHUS MO
BO3HMKAOLLMM BONPOCaM;

e) rapaHTMpoBaTb HaAnexallee W CBOEBPEMEHHOE  BbIMOMIHEHME MNMIaHOB  KOPPEKTUPYOLMX U
npegynpeauTenbHblX  MEponpuATUA  ANs  YCTPaHEHUs]  BbISIBMIEHHbIX BO  BPeMs  WMHCMEKUWMWM  He[oCTaTKoB
(HecooTBETCTBMI) C  YCTaHOBMEHWEM MPUOPUTETOB MNO  KPUTUYECKMM U CYLLECTBEHHbIM  HeJocTaTkam
(HecooTBETCTBUAM).

14. NHCneKUMOoHHbIe coopbl
188. CHopbl 3a NpoBeAeHNe MHCMEKLUA B3MMAOTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM rOCYyAapCTB-4YEHOB.
V. Ayaut cuctemsbl chapmakoHagsopa
1. AyauTt cuctembl chapmakoHansopa u ero uenu

189. Llel'lbIO nposegeHuna ayguta CUCTeMbl cbapmaKOHa,u,aopa ABNAETCA noarBepXaeHune COOTBETCTBUA U
Sd)(*)eKTI/IBHOCTVI BHeEOpeHnAa «" d)yHKLJ,I/IOHVIpOBaHVIFI CUCTEMBI cbapmaKOHa,u,sopa nytem aHanmsa wu OUEeHKU
00BEKTUBHbIX d)aKTOB, BKIKO4Yad CUCTeMY Ka4eCTBa CUCTEMbI cbapmaKOHa/:wopa.

190. AyauT npeactaBnseT cobBOM cucTeMaTUHECKUMI, YNOPSAOYEHHbIN, HE3aBUCUMbBIA U AOKYMEHTUPOBaHHbIN
npouecc Nony4yeHns N 06 bEKTUBHOWN OLIEHKM (DaKTOB, XapakTepuaytoLwmx paboTy cuctemsl hbapmakoHaasopa, C Lenbo
onpegeneHnss CTeneHn BbINOMHEHUS KpUTEpueB ayauTa, CMOCOGCTBYIOLMX YIYYLLIEHWIO NPOLLECCOB YnpaBrieHus
puCKaMu, KOHTPONSA W ynpaBneHus npoueccamu. AyauTopckue akTbl COCTOSAT M3 3anuncen, OOKYMeHTanbHbIX
NOATBEPXKAEHVUA NN MHOW MHAOPMaLMK, KOTOpas MMeeT OTHOLUEeHWe K KpUTepusiM ayauta v nogaaeTcs npoBepke.
KpuTepun ayauTa oTpaxkatoT CTaHAapTbl AeATENbHOCTM M €€ KOHTPOMS, MO OTHOLIEHMWIO K KOTOPbIM BbIMOMHAETCS
oLeHKa NpoBepsieMO CTOPOHbI U ee AesaATenbHOCTU. [TpUMeHUTENbHO K cucTeMe hapmakoHagsopa Kputepuv ayavTa
OOIDKHbI OTpaxaTb TpeboBaHWsA, NpeabsBrsiemMble K cucteMe dapMakoHaasopa, B TOM YuChe K cucTeme KadecTsa
BbIMOMHAEMbIX Mpouedyp Mo dapMakoHag3opy, KOTopble onpegensawTcs TpeboBaHuAMWM 3akoHOAaTenbCTBa
rocygapcTB-4neHoB 1 HacTosawwmx lNMpasun.

2. OcHOBaHHbLIN Ha pUCKe noaxon K ayauTy
cuctemMbl hapmMakoHagsopa

191. OcHoBaHHbIM Ha pucKke noaxoaom ABnAeTCA noaxon, npu KOToOpoM UCNONb3yKTCA MeTOoAdbl onpeneneHnd
obnactu pucka. Mog PUCKOM NOHMMaeTCA BEpPOATHOCTb HaCTynleHus cobbITus, KOTOpO€E OKaXeT BIinAHME Ha
OOCTUXXEHNEe NOCTaBMEHHbIX Lenen, ¢ y4€TOM CEepbe3HOCTU ero nocneacTeuin n (I/IJ'II/I) BEPOATHOCTHU HeO6Hapy)KeHl/I$'-|
opyrumMmmn metogamun. OcHoBaHHbIN Ha pucke noaxoa K ayauty OpueHTnpoBaH Ha obnacT camoro BbICOKOro pucka and
CUCTEMDI cbapmaKOHamopa opraHunsauunmn, B TOM 4ucne And CUCTeMbl Ka4deCTBa CUCTEMbI (bapmaKOHa,u,sopa.



I'IepBOCTeneHHoe 3Ha4YeHne nmeet pUckK nNnpn4nHeHna Bpeana 3Ao0poBbo HAacerneHu4. Puck oueHnBaeTtcs Ha cneayrowmnx
aTanax:

nnaHMpoBaHWe ayauWTa Ha CTpaTermyeckoM YpOBHE, pes3ynbTaToM KOTOPOro sBfsieTCs cTpaTtervs ayauTa
(monrocpouyHblii NoaxoAd), kKoTopasi A0JKHA YTBEPXKAATbCS BbICLUUM PYKOBOACTBOM;

nnaHunposaHne ayguta Ha TakTU4eCKOM YpPOBHE, pe3ynbTaTOM KOTOpPOro 4ABnAeTcA nporpaMmma  ayauta,
yCTaHOBMEHMWe Lenen ayaura, a Takke obnactn pacnpocTpaHeHusa ayauTa;

nnaHnpoBaHne ayauta Ha onepatuBHOM YpPOBHE, pe3ynbTaTOM KOTOpPOro 4ABNA€TCA nNNnaH ayaunta AOnd
OoTAEeNbHbIX ayAOUTOPCKUX 3apjady, onpegerneHne npuoputeToB 3agady ayamta Ha OCHOBaHMM OLUEHKUM PUCKOB,
ncnonb3oBaHne mMeTonoB Bbl60p0‘-IHOI'O nccnenoBaHna M TectnpoBaHnA, OCHOBaHHbIX Ha pUCKEe, OTYETHOCTb Mo
pe3ynbTatamMm ayguta B COOTBETCTBUMN C OTHOCUTEJIbHBIM YPOBHEM PUCKA, a TakKkKe yKa3aHUAaMU rno ayaunTy.

OueHka pucka [oSmKHa LOKYMEHTanNbHO NOATBEPXKAATLCS AMNS CTpaTermyeckoro, TakTUHeCcKoro 1 onepaTUBHOMO
NnaHMpoBaHNsA ayauUTOPCKOW AeATENbHOCTM cUcTeMbl dapMakoHaa3opa B opraHusaumu.

I'InaHMpOBane ayaAunTa Ha cTpaTern4eCKom ypoBHe

192. CTpaTterua ayauTa npefctaBnseT coboli onpeaerieHe Ha BbICLLEM YPOBHE MlaHUPOBAHUS ayaUTOPCKMX
MepONpUSATUIA, NPOBEAEHME KOTOPbLIX 3anfaHNpoBaHO Ha cpok Gonee 1 roga (Kak npaBuIiio Ha Cpok 2 - 5 feT, ecnu
AepxxaTtenemM permcTpaumoHHOro YAOCTOBEpPeHUs He obBocHoBaHO WHoe). CTpaTteruss ayauta BkhiodaeT B cebs
nepeyvyeHb ayaWTOPCKMX MPOBEPOK, BbLIMOMIHEHME KOTOPbIX MOXET OblTb JdocTaTouHbiM. CTpaTtervst ayguTa
ncnonb3yeTcsa AN onpeAeneHns obnacti, HamedeHHON ANS NPOBEAeHUs ayauTa, TeMbl ayauTa, a Takke MeTOA0B U
JonyLeHWIn (BKNoYas, Hanpumep, OLeHKY puUcka), Ha KOTOpbIX OCHOBaHa nporpamMmma ayaura.

193. CTtpaTeruss ayguta OorbkHa OXBaTblBaTb OpraHU3auuio yrnpaBreHus NpoLeccoM, YNpaBrieHue puckamu u
cpeacTBa BHYTPEHHErO KOHTPOMS BCEX COCTaBISAOLWMX CUCTEMbI hapMakoHaa3opa, BKoYas crneayloLume:

a) BCe MpoLecchl 1 3afadm cuctTeMbl hapmMakoHaa30pa;
6) cMctema KadecTBa AeATenbHOCTU B cMcTeMe dhapmMakoHaa3opa;
B) B3aUMOEWCTBUNE 1 CBA3YIOLLUME 3BEHbS C APYrMMU nogpasgeneHmsamm (npyu HeobxoammocTn);

r) meponpusitTusi no chapMakoHaa30py, NPOBOAUMbIE MOAYMHEHHLIMU OpPraHWU3aLUAMKU UMK OenerupoBaHHbIe
ApYroin opraHusaumm (HanpumMep, pervoHasnbHbIM LeHTpaM, NpeacTaBnsaiowmuM nHcopmaumio, ounvanam gepxatens
PErncTpaumMoHHOro yAOCTOBEPEHUS, TakMM TPETbUM NMUaM, Kak NoApsiAHble opraHu3auunm u Apyrue gepxaTenu
PErncTpaumoHHbIX YAOCTOBEPEHUIA).

194. dakTopbl pUcka, KOTOpble CriedyeT Y4UTbiBaTb MPU BbINMOMHEHUU MpoLeaypbl OLEHKU pUcKa, BKMYalT B
cebs B TOM yncre crnegyolime ghakTopsbl:

a) M3MeHeHus no BompocaM (hapMakoHag3opa B 3aKOHOAATENbCTBE FOCYAapCTB-YNEHOB UMW B HACTOALLMX
MpaBunax;

©0) KpynHasa peopraHmsauusa unu gpyrue npeodpasoBaHusa cuctemMbl hapmakoHag3opa, CrMsiHUA, NpuobpeTeHns;
B) U3MEHEHWE KIIOYEBLIX YNPaBNEeHYeCKNX OYHKLMNIA;

r) pWUCK HexBaTKM Haanexawum o6pasom MOoAroTOBMEHHbIX M OMbITHBIX COTPYAHWUKOB hapmakoHagsopa
(Hanpumep, BBUAY 3HAUYMTENBHON TEKYYEeCT NepcoHana, HeJoCcTaTKoB B Npoleccax obyveHus:, yBenmyeHns o6bemos
paboThl);

D,) cyueCTB€HHble U3MEeHEeHUA B CUcteme (bapmaKOHap,sopa C MOMeHTa npeabigyuiero ayguta (Hanpvlmep,
BBEAEHMe HOBOM ©0asbl [aHHbIX MO AOedATeflbHOCTM Mo (bapmaKOHa,qsopy NN 3Ha4uTenbHoe OOHOBNEHne
CyLLI,eCTByIOLLJ,eﬁ 0a3sbl AaHHbIX, U3MEHeHUs npoueccos 1M BUOOB AEATENIbHOCTU C YY4EeTOM HOBbIX TpeGOBaHMIZ
3aKkoHoaaTeNnbCTBa rocyp,apCTB-qneHOB);

€) NekapCTBEHHBIN NpenapaT ABNSETCS NepBbIM HA PbIHKE A5 AepXaTenei perMcTpaLnoHHbIX YO0CTOBEPEHU;



X) B OTHOLLUEHMU NEKapCTBEHHOro npenaparta Ha pblHKE C BBeAEHbl OOMNOMHUTENbHbIE MEepbl MUHUMMU3ALIUK
pUCKOB uNU Apyrue ycroBus obpalleHusi, CBA3aHHble C npodmnem 6e30nacHOCTM NeKapCTBEHHbIX MpenapaTtoB
(Hanpumep, Ha3Ha4YeH JOMNONHUTENbHBIN MOHUTOPWHT);

3) CcTeneHb KPpUTNYHOCTU npouecca, B HaCTHOCTU:

AN YNONIHOMOYEHHbIX OpraHoB rOCYOdapCTB-UfIeHOB - HACKOMbKO KpuWTUyHa o6nacTe WM npouecc no
OTHOLLUEHWIO K Haanexailemy (yHKUMOHUPOBaHUIO cuUcTeMbl hapMakoHadsopa rocyaapcTB-yneHoB M oblien uenu
CUCTEMbI 30paBOOXpaHEHUS;

ANs JepxaTeniell perMcTpauroHHbIX YOOCTOBEPEHWA - HACKOMbKO KPUTMYHA o6nacTb WM npouecc Mo
OTHOLWUEHWIO K Hagnexawemy (YHKUMOHMPOBaHUIO CcUCTEMbl (bapMakoHagsopa. [py MpUHSATUKM  peLueHus o
NMpoBeAEHUN ayauTa Kakoro-nmbo dwunvana wnu TpeTbero nuua AepxaTtefl PerMcTpauvoHHOro YAOCTOBEpPeHMs:
[OJDKEH YUMTbIBaTh XapaKTep M KPUTUYHOCTb MEepOonpUuaTMii Mo chapMakoHag3opy, KOTopble NPOBOASATCS B HACTosILLEe
BpeMsi (ounmarnomM unu TpeTbel CTOPOHONM OT MMEeHW AepkaTensi PerMcTpaLnoHHOro yaOCTOBEPEHUs, MOMUMO y4yeTa
APYrnX ykaszaHHbIX (hakTopoB;

1) pesynbTaTbl Npeablgylnx ayautoB (MPOBOAWNMCH NM Koraa-nubo ayauTbl 3ToM obnacTtv unu npouecca,
pe3ynbTaTtbl Npeadblaylero ayauTa). B cnyyae Hanvuusi pesynbTaToB NpealecTBYOWMX ayaAMTOB OHU NPYHUMAalOTCS
BO BHUMaHWe Npu onpeaeneHun BpeMeHn u o6nactv nocneayowmnx ayauTos;

K) BbISIBMEHHble npoueaypHble HedocTaTkM (HECOOTBETCTBUS), KacallMecs KOHKpeTHbIX obnactew
[EeATENbHOCTM UMW NPOLIECCOB;

J'I) nHadA I/IH(*)OpMaLI,VIFI B OTHOLUEHMM BbINONIHEHUA 00s13aTENbLCTB B COOTBETCTBUM C Tpe6OBaHVI$|MVI
3aKkoHoaaTesnbCTBa no cbapmaKOHamopy:

Ona  ynorfIHOMOYEeHHbIX OpraHoB rocyaapcCTB-4yieHOB - VIHq.)OpMaLI,I/Iﬂ Nno COOTBETCTBUIO Tpe6OBaHI/IF|M
3aKkoHoaaTenbCcTBa Nno doapmaKOHa,qaopy cornacHo oueHke nnm ayguty, BblNONTIHEHHOMY BHELLHNMUK OpraHmn3aunamMmu;

ansa /J,ep>KaTenel7| pernctpaunoHHbIX y,D,OCTOBepeHMﬁ - VIH(bOpMaU,VIFI Nno COOTBETCTBUIO Tpe6OBaHMﬂM cornacHo
MHCNEeKUMOHHbIM OT4YeTaMm, OueHke win ayauty, BbINOJIHEHHOMY BHEWHMMKU oOpraHn3aundamu, Xanobam wunm
HapeKaHnAM B 4acTu 0bsi3aTENbLCTB MO cbapmaKOHap,sopy;

M) Opyrue opraHvM3aunoHHbIE U3BMEHEHUS, KOTOPbIE MOTYT HEraTMBHO OTPA3UTLCA Ha 0b6nacTy AeATeNbHOCTU Unn
npouecce (Hanpumep, €Cnv MPOUCXOAUT WU3MEHEHWE TakoW BCMOMOraTenbHOM (PyHKUMM, KaK MHAOPMaLMOHHO-
TexHomnormyeckasi nogaepxka).

I'InaHMpOBane ayaunTa Ha TaKTU4EeCKOM ypOBHe

195. MnaH ayauToB NpeAcTaBnsieT cobol nepeyeHb ayauToB, COCTOSILLMIA U3 OQHOTO UM HECKOMNbKUX ayauToB,
3anaHnpoBaHHbIX Ha KOHKPETHbIV CPoK (Hanpumep, Ha 1 roa). MoaroToBka NnaHa ayaMToB AOJHKHA OCYLLECTBNSATHCS
B COOTBETCTBUM C OONTOCPOYHOI cTpaTervei ayauTa. MnaH ayaMToB formkeH GbiTb 0406peH BbICLLMM PYKOBOACTBOM C
06LLel OTBETCTBEHHOCTBIO 3a OMEePaTUBHYIO U YNPaBNEeHYECKYo CTPYKTYpPY.

196. MnaH ayonToB OCHOBbIBAETCA Ha Hagnexawien oweHke PUCKOB N OO0JKEH ObITb OpueHTnpoBaH Ha OUEHKY
cnenyrwmnx aCnekTos:

a) cucTema kavecTsa cucTembl hapmakoHaa3opa;
0) KpuTMYeckme npouecchl B cucteme hapmakoHaa3opa;

B) KrtoYeBble Cnocobbl KOHTPONs 3a (PyHKLUMOHMPOBaHMEM CUCTEMbI (hbapMakoHazdsopa, OonupaloliMecs Ha
MeponpuaTUa dhapmakoHaasopa;

r) obnacTu BbICOKOrO pucka nocrne BHeApPeHUst Npoueayp KOHTPONS U MPUHATUS MEP MUHUMM3ALMUM pUCKa.

197. OcHOBaHHbIN Ha pucke nnaH ayauTtoB OOJDKEeH TaKkke y4duTbiBaTb pedynbTatbl npeabiaywmnx ayaoumtoB B
YacTu HeJOCTaTOYHOro oxBaTa obnacren AesTeNnbHOCTH, Hal'lpaBﬂeHI/II7I BbICOKOIo pucKa, a Takkke HenocpegcrtBeHHOro
YKa3aHua pykoBoacTBa U (MJ'IVI) JNL, KOTOpPbl€ HECYT OTBETCTBEHHOCTb 3a CUCTEMY (bapmaKOHap,sopa.



198. [lokymeHTaLMa No NNaHUPOBaHUIO ayAMTOB OOIKHA BKMNoYaTb B cebA KpaTkoe onvcaHue nraHa Kaxaoro
ayauta, KoTopbli ByaeT npoBefeH, B TOM uyucne obbem ayauta v uenu. OBOCHOBaHME CPOKOB, NMEPUOAUYHOCTU U
obbema oTAenbHbIX ayauMTOB, KOTOPbIE ABMSKTCA YaCTbIo NaHa ayanuToB, AOMKHbI OCHOBBLIBATLCS HA JOKYMEHTarNbHO
odopmneHHon oueHke puckoB. OCHOBaHHble Ha OLEHKE PUCKOB ayauTbl CUCTEMbl hapMakoHaasopa OOITKHbI
BbINONHATLCA PErynsipHO B COOTBETCTBUM C TpeboBaHMsiMU akToB opraHoB Coro3a 1 3akoHoaaTenbCTBa rocyaapCrB-
yneHoB. BHeceHve O0OOCHOBaHHbIX W3MEHEHWA B NfaH ayauta JOoikHO OblTb  Hagnexawym obpasom
OOKYMEHTUPOBAHO.

MnaHMpoBaHMe N OTY4ETHOCTL NO ayAUTY Ha onepaTUBHOM YPOBHe

199. OpraHusauus OomkHa BHeOpWTb Mpoueaypbl MO MNaHMPOBAHUIO WM MPOBEAEHWUIO OTAENbHbIX ayauTOB,
NPUHATbIE B BUAE OOKYMEHTOB B NMMCbMeHHON dhopme. Cpoku peanusaumm Bcex Mep, HeoGXoauMbIX AN BbINONTHEHNS
OTOENbHOrO ayauTa, OOMMKHbI ObiTb YCTAaHOBMEHbI B COOTBETCTBYIOLMX MpoLeaypax, CBsI3aHHbIX C NPOBeAEeHMEM
ayguta. OpraHmsaums gormkHa obecneuutb nNpoBedeHUe ayaMTOB B COOTBETCTBUM C 3TWMMK npoueaypamMu COrnacHo
HacTosiLLeMy pasgeny.

200. OTaenbHble ayauTbl cMcTeMbl hbapmMakoHaa3opa OOJPKHbI NMPOBOAUTLCA B COOTBETCTBMU C YTBEPXKOEHHON
nporpaMmMon ayamta, OCHOBaHHOM Ha pucKkax B COOTBETCTBMM C NyHKTamu 196 u 197 Hactoawwmx [Npasun. Mpu
NNaHMpoBaHUM OTAENbHbIX ayAUTOB ayaAWTOp ONpPeAenseT U OLEeHUBAET PUCKW, COMPSPKEHHble C paccMaTpyvBaemMon
obracTtblo, MpUMEHsIA camble MoAxoAsine MeTodbl BbIOOPOYHBIX WCCMEefoBaHUM M TecTupoBaHuda. MeTtog
BbINOMHEHWST ayanTa Hagnexawm obpasomMm AOKYMEHTMPYETCH B NlaHe NpoBeaeHnsa ayauTta.

201. BblBOObl ayaMTOPOB [OKYMEHTArlbHO OTPaXalTcsl B ayAMTOPCKOM 3aKMOYEHWUM U CBOEBPEMEHHO
JoKnagblBaloTcs pykoBoacTBy. [lpouecc ayauTa [OSKeH BKMoyaTb B cebs MexaHusMbl nepegayn BblBOAOB
ayavpyemMoi CTOpoHe, MoSlydeHust obpaTHOM CBA3M M MNpeAcTaBleHUs ayauTOPCKOM OTYETHOCTU PYKOBOACTBY U
3aMHTEepPecoBaHHbIM CTOPOHAM, B TOM YMCIE NuLam, OTBETCTBEHHBLIM 3a cUCTEMY hapMakoHaA3opa, B COOTBETCTBUM C
TpeboBaHNAMM akToB opraHoB Coto3a, 3akoHOOAaTeNbCTBa rOCYAApPCTB-YNIEHOB U yKa3aHUSIMU MO ayauTy CUCTEMb
thapmakoHaasopa. PesynbTaTthl ayauta AOSHKHbI NPeACcTaBnsTbCs B COOTBETCTBMU C OTHOCUTESbHBIM YPOBHEM pUCKa
N KnaccuuumMpoBaTbCA C LEMblo YKasdaHWUs UX KPUTUYHOCTM MO OTHOLUEHWIO K PUCKaM, BIMSIIOLWMM Ha CUCTEMY
hapmakoHaa3opa, NPOLEeCChl 1 KOMMOHEHTb! MPOLIECCOB.

202. Cuctema KJ'IaCCM(bVIKaLI,VIVI [ommkHa bbITb onpegeneHa B onncaHnMn cUCTeMbl Ka4ecTBa cbapmaKOHap,sopa n
O0O0JDKHa y4nTbiBaTh Criegyruwine noporoBblie 3Ha4YeHnd, KoTopble cneayeTt ncnosb3oBatb B JanbHenwen oTYETHOCTHU:

KPUTUYECKMM ABNAETCA I'IpVIHLLVII'II/IaJ'IbeII7I HeaoCTaToK (HeCOOTBeTCTBVIe) OAHOro nnn HeckKonbKMX npoueccoB
UNU BbINOSMHAEMbIX Npouedyp CcucTeMbl dapmakoHaasopa, KOTOpbIM HeratMBHO BIWSAET Ha BCHO CUCTEMY
dapmakoHagsopa u (unn) npasa, Ges3onacHoCcTb M ©Gnarononyyne naumeHToB U (MnM) npegcTaenseT cobon
noTeHUManbHyo yrpo3y 340pOBbI0 HacerneHns u (Mnu) cepbesHoe HapyleHne TpebosaHui aktoB opraHoB Cotosa u
3aKoHo4aTenbCTBa rocy4apCTB-4eHoB;

CYLLLECTBEHHBIM SIBNSAETCA 3HAYUTENbHBLIA HEOOCTaTOK (HECOOTBETCTBME) OOHOMO WM HECKONbKUX MPOLLECCOB
unu npouenyp CUCTEMbl hapMakoHadasopa WM MNPUHUUNMAanNbHBLIA HEOOCTATOK KakoW-nMbo 4YacTu OOHOro uMmu
HEeCKONbKUX NPOLLECCOB MK npoueayp dapmakoHaasopa, YTo oTpuuaTenbHO CKasbiBAaeTCsa Ha BCEM NpoLecce u (Mnu)
NnoTEHUManbHO MOXET CKa3aTbCA Ha npaBax, 6e3onacHoCTM u ©Onarononyyun nauueHToB, U (MNKM) MOXET
NpeAcTaBnsaATb NOTEHUMArNbHYKD OMACHOCTb AN 300pPOBbS HaceneHus u (Mnv) npenctaBnsieT cobon HapylleHue
TpeboBaHui akToB opraHoB Coto3a 1 3akOHOA4aTeNbCTBa roCyAapCTB-4YNEeHOB, KOTOPOe, HEe CHUTAETCS CePbe3HbIM;

HeCylWeCTBEHHbIM ABJIAETCA HeOOoCTaTOoK (HeCOOTBeTCTBVIe) KaKoro-nmbo KOMMOHEeHTa OAHOro WM HECKOMNbKMX
npoueccos unn npouenyp CUctemMbl cbapmaKOHa,u,sopa, KOTOpbIE, KaK OXnaaeTcd, He MOryT oTpuuaTtesribHO CKa3aTbCsA
Ha BCen cucreme (bapM;aKOHap,sopa nnun npouecce n (I/IJ'IM) npasax, GesonacHocT n 6narononyqv|v| nauneHTOoB.

Mo Bonpocam, KoTOpble HeoGXOAMMO pellaTb B CPOYHOM Mopsiake, HeoBGXoauMo He3ameasMTesNbHO
MHOPMUPOBATL PYKOBOACTBO OObekTa ayauTa W Bbicllee PYKOBOACTBO AepXKaTens perucrpauuoHHOro
yOOCTOBEpPEHUS.

3. encTBUSA, OCHOBaHHbIE Ha pe3ynbTaTax ayauTa v nocreayroLwero
KOHTpOIA ayauTa

203. HesameanutenbHble AEWACTBUSA, OnepaTuBHbIE AEUCTBUS, AENCTBUS B Pa3yMHble CPOKU, a Takke BONpPOChI,



MO KOTOPbIM HEOBXOAMMO CPOYHOE MPUHATUE pelleHns NMbo cpoyHOoe MHOPMUPOBaHME, YKa3aHHbIE B HacCTOSLLEM
pasgene, npegHasHadeHbl [AMs BbIMNOMHEHUS B CPOKW, KOTOpble SBNATCA Haanexalimu, YMeCTHbIMU U
COOTBETCTBYIOLLMMWN OTHOCUTENBHOMY PUCKY ANS cMCTEMbl papmMakoHaasopa. HeobxoamMmo ycTaHOBUTL NPUOPUTETHI
KOPPEKTUPYOLWNX 1 npeaynpeauTenbHblX AeNCTBUN ANA YCTPAHEHUS! BbISBMEHHbIX KPUTUYECKUX U CYLLEeCTBEHHbIX
HeJoCTaTKOB (HECOOTBETCTBMM). TOYHbIE CPOKM OENCTBUNA, CBA3AHHBLIX C BbISIBIIEHHBIM KPUTUYECKUM HEeLoCTaTKOM
(HecooTBeTCTBMEM), MOTYT BapbMpOBaTbCs B 3aBUCMMOCTM OT XapakTepa BbIBOAOB M 3anfaHNpOBaHHOIO AENCTBUS.

204. PykoBOACTBO oOpraHusauum, KOTopas noaBepraetca ayauty, obecneuvBaeT Hanvuue B oOpraHusauum
MexaHu3ma, No3BOMsAILLEro Hagnexaw M obpa3om peluaTb BONPOCHI, CBA3aHHbIE C pe3ynbTataMmmn ayauta CUCTeMbl
dapmakoHaasopa. Komnnekc Meponpuatuin JomkeH BkMYaTb B ceba aHann3 usHayanbHOW MPUYMHBI BbiIBNIEHHOrO
HeJocTaTKka, BMWSHUSA BbISIBMIEHHbIX pe3ynbTaToB ayauTa, a Takke MNOAroTOBKY MfaHa KOppPeKTUPYLWNX U
npeaynpeanTensHbIX MEPONPUATUINA.

205. Bebicluee pyKOBOACTBO OpraHuM3auMn M nuua, HagefneHHble PYKOBOAALMMM MOSIHOMOYUSIMU, OOSDKHbI
obecneuntb NPUHATUE BCEeX HeobxoAauMMbIX 3PPEKTUBHBIX Mep MO YCTPaHEHUI0 HEeAOCTAaTKOB, BbISIBIEHHbIX B
npouecce ayauTa. BbinomHeHMe cOrnNacoBaHHbIX AEWCTBMI  AOMMKHO  CUCTeMaTMYeCKM KOHTPONMPOBAaTbLCH.
WHopmauus o xode peanvsaumn KOPPEKTUPOBOYHLIX W NPeaynpeanTerbHbIX MEPONPUATUIA AOSHKHA NepuoaNYecKm
A0BOAMTBLCA OO CBedeHMs  BbICLIEro pPyKOBOACTBA COOGpasHO  3annaHupoBaHHbIM - genctBuaAM.  PakTbl,
NOATBEPXKAAKOWME 3aBepLUeHMe KOMMIEKCa KOPPEKTUPOBOYHbIX W MpeaynpeauTenbHbIX MepOonpuUAaTUA, [OSDKHbI
Hagnexawym o6pa3oM [okymeHTuMpoBaTbecs. [lporpamma ayouTa [OrpkHa npedycMaTpuBaTh MNOTEHUMANbHYHO
BO3MOXHOCTb NPOBEAEHUSI KOHTPOSIbHbIX ayAMTOB, KOTOpblE OCYLLECTBASIOTCA MO Mepe HeobXOAMMOCTU C LEenblo
NOATBEPKAESHUS 3aBEPLLUEHNS BbINONIHEHUS COrNacoBaHHbIX AENCTBUN.

4. Cnctema KayecTBa U JOKYMEHTMPOBaHUA

YnpaBneHue Ka4eCTBOM ayAUTOPCKOM aeATenbHOCTU. HesaBucumocTtb
M 06 BEKTUBHOCTb ayaUTa U paboTbl ayaAMTOpPOB

206. B opraHusauum, KoTopas MPOBOAWT ayauT, AOMKHO OblTb MPeayCMOTPEHO BbINOMHEHNE KOHKPETHbIX
00s3aHHOCTEN B YacTU OeATenbHOCTM Mo ayauTy B obnactu dapmakoHagsopa. [esaTenbHOCTb MO BbIMNOMHEHUIO
ayauToB cucTembl dpapMakoHag3opa fomkHa 6biTb HesaBucumoW. PykoBoacTBO opraHusaumm, KOTopasi MpoBOAWT
ayauT, AOMKHO obecneunTb U JOKYMEHTMPOBAaTb HE3aBUCUMOCTb U OO BLEKTUBHOCTL ayAMTOPOB.

207. AyauTopbl JOMKHbI BbITb CBOGOAHLI OT BMelLATeNbCTBa ayaupyeMoin CTOPOHbI B onpefeneHne obbema
ayauTa, npoBefeHve ayauTa cucTeMbl hapMakoHaa3opa M MHMOPMUPOBaHWe O pesynbTaTtax ayauta. OcHoBHas
OTYETHOCTb [OJIKHA HamnpaBnsiTbC BbICLIEMY PYKOBOACTBY ayAupyeMON OpraHv3auuu, KOTOpOEe HeceT MOIHYH
OTBETCTBEHHOCTb 32 WCMOSHUTENbLCKYIO U YNPaBNEHYECKY0 CTPYKTYPY, YTO MO3BOMSIET ayAuTOpY BbIMOMHATL CBOM
00513aHHOCTM M NpeACTaBnsiTb HE3aBUCUMOE U OOBLEKTMBHOE ayauToOpCKoe 3akfouveHue. Ayautopbl  MOryT
KOHCYNbTUPOBATLCS C KCNepTamu, NepcoHanoMm, y4acTByLWMUM B npoLeccax no hapmMakoHaasopy, a Takke C NALOoM,
YNOMHOMOYEHHBbIM M0 hapMaKoHaz30py, NPU COXPaHEHWUM HENpPenB3siTOr0 OTHOLUEHWSI U OTCYTCTBUM BIIASIHUSI Ha
0OBEKTMBHOCTL M KAYeCcTBO BbINOMHsiEMbIX paboT. B uenax obGecrneyvyeHuss o6bEKTUBHOCTM ayauTop MpU OLEHKe
ayauTopcKMX (hakToB He AOMKEH NPUHUMATbL TOUKY 3pEHUs MPUBMEKaeMbIX 3KCNEPTOB B Ka4eCTBE NPUOPUTETHOI.

KBanudmkauus, npocgeccuoHanumsm, onbIT U HenpepbIBHOE NOBLILEHUE
KBanudmkaumm ayauTopos

208. AyanTopbl fomkHbI 06nagate Tpebyemon kBanudmkaumen n nogaepXmnsatb ee B 4acTu 3HaHUI, HABLIKOB U
cnocobHocTen, HeobxoanmbIx Anst 3GEKTUBHOrO NPOBEAEHMS ayAUTOPCKUX MEPOMPUATUA B OTHOLUEHUU CUCTEMBI
dapmakoHaasopa. Ayautopbl OIMKHbI 06r1agaTe HaBblikaMu, YMEHUSIMU Y 3HAHUSIMU B YaCTU:

a) NpUHLMNOB, Npoueayp U METOAOB ayauTa;

6) CcyLeCTBYOLNX HOPMATMBHbIX NPaBOBbLIX aKTOB, PYKOBOACTB M APYrux TpeboBaHMWii, OTHOCALLMXCS K cucTeMe
dhapmakoHaasopa;

B) MEpONpUATMIA, NPOLLECCOB U NpoLeayp dhapmakoHan3opa;
r) CUCTEM ynpaBrieHus;

4) OpraHn3auUmMoOHHbIX CUCTEM.



OueHKa KayecTBa ayAUTOPCKON AeATEeNbLHOCTHU

209. OueHka kayecTBa ayaMTOPCKON AEATENbHOCTM MOXET OCYLWECTBNSATLCH MNOCPeaCTBOM TEKylen WU
Nepuoanyeckon OLIEeHKUM BCEW ayauTOpPCKOW OeATeNbHOCTW, OT3bIBOB ayauMpyeMOW CTOPOHbl UM CaMOOLIEHKU
ayaMTOPCKON OeATeNnbHOCTU (HanpuMmep, KOHTPOSlb KayecTBa ayAWTOPCKOM [OeATenbHOCTM, cobrofgeHue Koaekca
noBefeHusl, MporpaMm ayauta n ayautopckux npoueayp).

5. AyauTbl, npoBeAeHHble BHELWHUMU NOCTaBLYMKaMM
ayAUTOPCKUX yCnyr

210. OcHoBHasi OTBETCTBEHHOCTb 3a PYHKLUNOHUPOBaHUE U 3PPEKTUBHOCTb CUCTEMBbI (hapMakoHaa3opa NexuT
Ha gepartene perucTpaumoHHOro yaoctoBepeHus. B crnyyae ecnv opraHusaums NpuHUMaeT pelleHue npuberHyTb K
BHELLHeMY MOCTaBLUMKY ayOUTOPCKUX YCIyr AN BbINONHEHUS TpeboBaHuin No ayauty cuctemMbl hapmakoHagsopa Ha
OCHOBE COOTBETCTBYHOLUMNX TpeboBaHun HacToAwwmx lNMpasun, cnegyeT cobniocTn cnegyowme TpeboBaHns:

a) Tpe6OBaHVI$| K npoBegeHuntio ayauta U noarotoBka OUEHKM ayauTOpCKOro pwucka, ctparternn aygurta,
nporpamMmmbl ayanta U OoTAelibHbIX ayANTOPCKMX 3afaHUN OO0SMKHbI ObiTb OOBEAEHDI aepxarenem perncrtpaumoHHoro
yaooCToBepeHNA OO0 cBeEeHNA BHELWWHUX NOCTaBLMKOB ayANTOPCKUX yCIyr B NUCbMEHHON cpopme;

0) o6bem paboTbl, 3agayn u npouenypHole TpeboBaHUA K MPOBEOEHUID ayauTa AOMMKHbI ObiTb JOBeAEHbI
aepxxaTeneMm peructpaumMoHHOro YAOCTOBEPEHWUsI OO0 CBEAEHWUs BHELUHWX MOCTaBLLMKOB ayAMTOPCKUX YCNyr B
NMCbMeHHOW bopme;

B) OpraHusaumsi OOfKHa MOMny4nuTb [AOKYMEHTanbHOEe MNOATBEPXOEHNE HE3aBUCUMOCTU U OOBLEKTUBHOCTU
BHELUHMX NOCTAaBLUMKOB ayAUTOPCKMX YCMyT;

F) BHELLUHUA MNOCTaBLUUK ayaunTOPCKMX YCnyr OOJDKEeH TaKxXe cobntogatb cooTBETCTBYOLWLME Tpe6OBaHVIﬂ,
npenycMoTpeHHble HaCcTOoALLNMUN I'Ipanu'laMM.

6. XpaHeHue oTyeToB 06 ayauTax

211. OT4yeTbl 00 aygutax u cBefeHusl, NOATBEPXAAKLNE 3aBeplleHMe AeWCTBUMA MO pesynbTataMm ayauTa,
OOIMKHbI XPaHUTBLCA B COOTBETCTBMM C TpeboBaHMAMM, yka3aHHbIMK B pa3aene |l HacTtosawmx MNpasun.

7. TpeboBaHUsA K NpoBeAeHUIO ayauTa
HepxaTtenu perucTpaunoHHbIX yA0CTOBEepPeHNUN

212. [Jepxatenu perncrpauuoHHbIX yAOCTOBEpPeHUn 06s3aHbl perynsapHO NpoBOAUTb OCHOBaHHbIE Ha pUCKe
ayouTopcKkMe MpoBEepkM CBOeW cucTeMbl apmakoHagsopa, BKM4Yas ayauT CUCTeMbl KavecTBa CUCTEMbI
dapmakoHag3opa, C UuUenblo obecneyeHUss COOTBETCTBUS [AEWNCTBYIOLLEA CUCTEMbl KayecTBa MpeabsaBnsemMbiM
TpeboBaHuAM. [aTbl NpoBedeHVs ayauMTOB W pe3ynbTaTbl NPOBEAEHHbIX ayauTOB, @ TakkKe KOHTPOSbHbIX ayAuTOB
AOIDKHbI Hagnexalumm obpa3omM AOKYMEHTMPOBATLCS.

JNnuyo, ynonHoMo4eHHoe no (*)apmaKOHa,qsopy B rocygapcrtBax-4drieHax

213. O6sA3aHHOCTM YMOMHOMOYEHHOro nuua no apmakoHad3opy B rocydapcrBax-yrieHax B OTHOLUEHMU
JedaTenbHOCTM Mo ayauTy onpegeneHsl B pasgene |l Hactoawwmx [lpasun. JlMuo, yNonHOMOYEHHOe Mo
drapmakoHa[s3opy B rocygapcrBax-uyrieHax, [OOSDKHO ronyyatb OT4yeTbl O pesynbTatax aygurta CucTembl
drapmakoHagsopa, a TaKKe NpeacTaBnATb MHAPOPMAaLMIO ayauMTopaMm, MMEOLLY0 OTHOLUEHME K OLEHKe PUCKOB,
BKNIOYaA CBEAEHUS O COCTOSIHUM BBINOMHEHUST KOPPEKTUPYIOLWUX W NpeaynpeauTenbHbiX MeponpuaTui. Jluuo,
YNonHOMOYEeHHOEe Mo dhapMakoHag30py B rocygapcrBax-yreHax, AOMMKHO nonyyatb MHdopMauuio o pesynbtaTax
noboro ayauta, MMEIOLLYI0 OTHOLLEHWE K cucTeMe dhapMakoHaa3opa B rocygapcTBax-yneHax, BHe 3aBUCUMOCTU OT
MecTa ero nNpoBeAeHus.

YNonHoMo4YeHHbIe opraHbl rocyaapctB-4yieHOB

214. YNonMHOMOYEHHbIA OpraH rocygapcTBa-dfieHa [LOfKeH perynspHoO npoBOAMTb He3aBUCUMbIE MPOBEPKU



3agad cucTembl papMakoHa[3opa rocydapcTBa-uyrieHa, perynsipHbii ayauT CBOeN cucTeMbl dapmakoHagsopa U
OCHOBaHHblE Ha pUCKax ayauTbl CUCTEMbl KayecTBa C Lenbl obecrneyeHuss COOTBETCTBMA CUCTEMbl KavecTsa
npegbaBndemMbiM Tpe6OBaHl/IF|M. D,aTbI npoeeaeHna N pesynbTtatbl NpoBeAeHHbIX ayaUTOB, a TakKXe KOHTPOJIbHbIX
ayaouToB OOJDKHbI HagneXxawmm 06pa30M OOKYMEeHTUpPOBaTbCA.

8. NpuHaTaa meTtogonorusa

215. B uensax obecneyeHnss cornacoBaHHOMo n rapMOHN3NPOBAHHOIO MJ1iaHMpoBaHMA U peanundaunm ayamtoB U
noarotoBkM MX OTYETHOCTWM ayduTbl, NpoBOoAMMble B YMNOJIHOMOYEHHbLIX OpraHax rocygapcCrB-4JieHOB, OOJXHbI
OCHOBbIBATbCA Ha I'lpVIHFITOl7I HactTodwnmmn npaBMJ’IaMVI TepMUHOIIOTMN N MEeTOO0JI0TUNn.

9. Tpe6oBaHUs K ayAUTOPCKOM OTYETHOCTHU
OT4YeTHOCTb AepKaTensa perMcTPaunoHHOro yaoCToBepeHus

216. [OepxaTenb perucTpaLMoHHOrO yOOCTOBEPEHUS [OMKEH BKMNIOYUTb MOSCHUTENbHYIO 3anucb No
KPUTMYECKMM W CYLLECTBEHHbIM pe3ynbTaTaMm ayauta cuctembl hpapmakoHag3opa B Mactep-hann cucTembl
dapmakoHag3opa. OcHOBbIBasiCb Ha pesynbTaTax ayawuTta, Aep)XaTellb PerucTpauMoHHOro Y4OCTOBEPEHUS LOJDKEH
obecneuntb MOArOTOBKY W peanusauuio COOTBETCTBYHOLLEro MfaHa, B KOTOPOM MOAPOOHO  yKasbiBatOTCHA
KOppekTupylowme 1 npegynpeguTencHole  MeponpuAtvs.  locrne  BbINMOMHEHUSI  KOPPEKTUMPYIOLWMX U
npegynpeanTenbHbIX MEPONPUATMIA B MONTHOM obbeMe 3anvcb B MacTep-garne moxeT ObiTb yaaneHa. [Ana yganeHus
Kaknx-nmbo cBefeHui, kacaloLwmxcs ayanTta, u3 mactep-canna cuctemsl papMakoHagaopa TpebyroTcs 06 beKTUBHbIE
noaTBepXKaatoLmne gaHHbIe.

217. [epxaTtenb perncTpauMoHHOro YOOCTOBEpPEeHMsl [OOMmKeH obecneunTb BKIOYEHWE Cnucka BCex
3anaHNpoBaHHbIX U NPOBEeAeHHbIX ayauTOB B MPUMOXKeHVe K MacTep-caiiny cucteMbl hbapMakoHadsopa, a Takke
BbINOMHEHNE BCEX 3arnsiaHMpOBaHHbIX ayauToB C cobnodeHneM 06s3aTeflbCTB MO OTYETHOCTU, MPEeAYyCMOTPEHHbIX
3aKOHOAATeNbCTBOM rOCYAAPCTB-YSIEHOB, HacTosAWwMMK [paBunamn v BHYTPEHHUMU MpaBUnamu, NPUMEHSIEMbIMU K
oT4yeTHOCTM. [aTbl U pe3ynbTaThl NPOBEOEHHbIX ayAMTOB, a TAKKe KOHTPONbHbLIX ayaMTOB [AOMKHbI Hadsexallum
06pa3om LOKYMEHTUPOBATLCS.

OTYeTHOCTb YNONMHOMO4Y€eHHbIX OpraHoB rocygapcTB-4JieHOB

218. YNOnMHOMOYEHHble OpraHbl rOCy4apCTB-YNEHOB [OMXKHbl rapaHTMpoBaTb, 4YTO OHM oObecneuynBaloT
cobniogeHve obs3aTtenbCTB MO MNPEeACTaBMEHUI0 OTYETHOCTM MO  BbINOMHEHHbIM aygutam B COOTBETCTBUMM C
HacToswmmu MNpasunamu, aktamm opraHoB Coto3a 1 3akOHOAATENbCTBOM rOCYAapCTB-YNEHOB, a TakKe BHYTPEHHUMMU
npasunaMmu, NpUMeHseMbIM1 K OTYETHOCTMW.

10. KoHcpnpeHumManbLHOCTb

219. C pokymeHTamu M wuHGOpMauuen, cobOpaHHOW BHYTPEHHUM ayauTOpOM, crnegyeT obpalwlatbcsa C
cobntogeHveM TpeboBaHUIM 3akoHoOATeNbCTBa rocygapcTBa-yneHa, B TOM 4vcne B cdepe 3alimTbl NepCcoHasnbHbIX
JaHHbIX U KOHUAeHUManbLHON MHopMaLmn.

VI. Cuctema ynpaBrneHusi puckammu
1. O6LWMme nonoxeHus

220. I'Ipou,ecc ynpasneHna puckamum COCTouUT U3 cnenyrlnx B3aMMOCBA3aHHbIX U MOBTOPAKOLNXCA cTagun:

a) COCTaBfieHMe XapaKTepucTuku npoduns 6e3onacHOCTU NeKapCTBEHHOrO MNpenapata C onpeaeneHnem
BaXXHbIX I/Ip,eHTVICbI/ILWIpOBaHHbIX, BaXHbIX NMOTeHUMarnbHbIX PUCKOB U OTCyTCTByPOLIJ.eVI I/IHCbOpMaLLVII/I, a TakKXe acnektoB
npoduns Ges3onacHOCTW, TPeOyLWUX akTUBHbIX MEpONpUATUA MO YNPaBMEHU WM JanbHEnWemy WU3y4yeHuto
(cneuncpmkaumnsa no 6esonacHoOCTN);

©) NnaHupoBaHWe OeATeNbHOCTM NO hapMakoHaA30py MO XapaKTEPUCTUKE PUCKOB U BbISIBIIEHWIO HOBbIX PUCKOB,
a TakkKe MOBbIWEHNE OOLLEro ypoBHS 3HaHUM O npodmne 6e30MacHOCTU NeKapCcTBEHHOro npenaparta (nnaH no
dapmakoHaasopy);



B) NnaHWpOBaHWE WM OCYyLIeCTBNEHWEe AEeATENbHOCTU N0 MUHUMM3AUUKW NOCNEACTBUN PUCKOB, a TakkKe OLeHKa
3a(ppeKTUBHOCTM 3TOM AEATENBHOCTU (NNaH N0 MepaM MUHUMU3ALUN PUCKOB).

221. HOCKOJ'Ibe Ha nNpoTAaAXeHUn nocTperncTtpaumMoHHOro 3aT1ana npoucxoguTt HakonjieHne AOaHHbIX no
6e3onacHoCcTu ¢ yBenn4yeHmem 3HaHWU no I'IpOCbI/IJ'IIO ©esonacHocTu JIeKapCTBEHHOIO npenaparta, B MnjiaH ynpaBlieHUdA
prcCKkamMm BHOCATCA COOTBETCTBYHOLLIME NSMEHEHUA.

222. Ha artane peructpaumm nekapcTBEHHOrO npenapaTta, a TaKkke WHbIX 3Tanax >XW3HEHHOro LuKna
nekapcTBEHHOro npenapaTta MoryT 6biTb onpefeneHsbl HeoOXoanMble LONONHUTENbBHbIE MEPONPUATUS MO U3YYEHUIO
acnektoB 6e3onacHocTn unu adhdPeKTUBHOCTU NNOO LOMNOMHUTENbHBIE MEPLI MUHUMM3AUMN pUCKka ans obecneveHns
NPUMEHEHNSI NNEKAPCTBEHHOrO CpeacTBa MpPW NMPEBbLILLEHUN NONb3bl HA4 PUCKOM, KOTOPble OOMKHbI ObiTb BKMOYEHbLI B
nnaH ynpaefeHns puckamm 1 BbINOSIHEHbI AepXKaTenemM perncTpaunoHHOro yaoCTOBEPEHUS.

223. TpeboaHusa k popmaTy NpeacTaBrneHnsi aHHbIX B NfaHe yrnpaBneHns puckamu onpeaensitotcsa ¢ y4eTom
obecneyeHns Mx eanHoo6pa3nsa n CoOoTBETCTBUS NpeacTaBnsemMon nHpopmaunm TpebosaHmnsm HacToaLwmx MNpasun.

2. MprHUMNbI ynpaBsieHUA puckamu

224. OCHOBHOW Lernbio npoLuecca ynpasneHus puckaMmu sBnseTcs obecnevyeHne npuMeHeHns nekapCTBEeHHOro
npenapaTa npu MakCcMMaribHO BO3MOXHOM MNPEBbLIWEHMM MOMb3bl MPUMEHEHWS FfeKkapCTBEHHOro npenapata Hag
puUcKaMn AnA KaXgoro nauveHTa M Ana uenesBblX nonynduun B LenoMm. Hagnexaiiee nnaHMpoBaHWe CUCTEMb
ynpaBfieHnss puckamu [LOSKHO ObiTb obecneyeHoO Ha MPOTSXKEHUW BCEro KM3HEHHOrO LMKMNa JiekapCTBEHHOro
npenapata. Cuctema ynpaBneHuMs puckamyv [AOfmkHa OblTb  nponopuuoHanbHa  WMAEHTUAUUMPOBAHHBIM 1
NOTeHUMarnbHbIM pUCKaM NPUMEHEHWs feKapCTBEHHOro npenapaTa, a Takke HeobXOoAMMOCTU MOSyYeHWUs AaHHbIX O
6e30nacHOCTM Ha NOCTPErncTpaLoHHOM aTane.

225. MNnaH ynpaBneHns puckamy ommkeH ObiTb cOCpeaoTOdYeH Ha TeX puUcKax, KOTOpble MMEKT OTHOLUEHUE K
MEpPONPUATUSM MO YNpPaBEHUI0O pUCKaMK, CBSA3AHHbIX C MPUMEHEHUEM 3aperMcTPUpOBAHHOIO NEeKapCTBEHHOMO
npenapara.

K ngeHtndmunpoBaHHoMy puUCKy OTHOCHT:

HeXenaTtelbHble peakuun, OOCTOBEPHO MNpPOAEMOHCTPUPOBaHHble B OOKIMUHUYECKMX UCCNedoBaHUAxX U
noareepXaeHHble AaHHbIMU  KITMHUYECKUX nccnenoBaHun, HexenaTerbHble peakuynn, BbiABIIEHHbIE B XOPOLUO
CrnimiaHNpOBaAHHbIX KITMHUYECKUX Wi anngemMmnoniorm4ecknx uccnegoBaHmndax, B KOTOPbIX CTEeNneHb OoTnn4duna no
oueHmBaemMoMy napamMeTpy Mexay rpynnamMmu npegnonaraet  Hanndune I'IpVI‘-IVIHHO-CﬂG,EI,CTBGHHOVI CBA3N,
HeXxenaTtelnbHble peaKkuun, npeanonaraemMmbleé Ha OCHOBaHUM [OaHHbIX HECKOJIbKMX CMNOHTaHHbIX coobuieHnn ¢
Hagnexawnm ypoBHEM OOKYMEHTUPOBAHUA, B KOTOPbIX MPUYNHHO-CIieACTBEHHAA CBA3b JOCTOBEPHO NoATBepXOaeTcA
BpeMeHHOVI B3aMMOCBSI3b0 1 BMOMOrMYecknm unm d)apMaKOJ'IOI'VI‘-IeCKVIM MeXaHU3MOM Pa3BUTUA;

HexenaTenbHble peakLmu, BKMOYEHHbIe B pasgen 4.8 obLien xapakTepucTukn nekapcTBEHHOro npenapara, 3a
UCKITIOYEHMEM Cny4yaeB, Korga OHU SaBNSATCA addektamu, CBOMCTBEHHbIMU ANA (dapMakonormyeckoro kracca u
yKasaHbl B OOLLEN XapaKTepUCTMKE NEKapCTBEHHOro npenapata, HO He ONMCaHbl HEMOCPEeACTBEHHO ANs OAaHHOro
nekapcTBeHHOro npenapara (B AaHHOM Crny4ae Takon pucK SBNSeTCcs NoTeHuuanbHbIM PUCKOM).

N3 unoeHTUdOUUMPOBAHHBLIX PUCKOB, CBSA3AHHBLIX C MPUMEHEHMEeM feKapCTBEeHHOro mnpenaparta, B nNnaHe
yNpaBneHns puckamy [OOMKHbl PaccMaTpuBaTbCA PUCKM, KOTOPbIE CBA3aHbl C HeXenaTenbHbIMU KNUHUYECKUMU
ncxooamm M ANA KOTOPbIX MMEETCs OOCTAaTOMHOE KOMMYECTBO HayyHbIX [0KasaTenbCTB HanuyuMa B3anUMOCBA3W C
npUMeHeHneM nekapcTBeHHoro npenapata. CoobLeHuss O HexenaTenbHbIX peakumsix MOryT 6biTb MnomnydyeHsl 13
MHOFOYMCIIEHHBIX UCTOYHUKOB, TaKMUX KaK AaHHble OOKMUHUYECKUX (HEKMUHUYECKUX) MCCeqoBaHniA, NoATBEPKOEHHbIE
KMMHUYECKUMWN [aHHbIMUW, OaHHbIE KITMHUYECKUX M 3NUOEMUOSIOTMYECKUX WUCCMEAOBaHUM M UCTOYHUKU CMOHTaHHbIX
COOGLLUEHWIA, BKMoYas OaHHble, OMyGNMKOBaHHbIE B HayyHOW MeAWUMHCKON nuTepaTtype. VMaeHTudUUMpoBaHHbIE
PVCKM MOTYT GbiTb CBAI3aHbl B TOM YMCIe C TakMMMU CUTyaLMsIMU, Kak NMpPUMEHeHWe NeKkapcTBEeHHOro npenapaTa He B
COOTBETCTBUM C OOLUEN XapaKTepWCTUKOW NEeKapCTBEHHOro npenapata WnvM ero UHCTPYKUMEN Mo MeAMLMHCKOMY
NPUMEHEHWI0, a Takke oOlWMBKaMM MNPUMEHEHUA NEKapCTBEHHOro npenapata WNM  NekapCTBEHHbIMU
B3aMMOAENCTBMAMIU [OaHHOrO feKkapcTBeHHoro npenapata. He Bce coobliaemble HexenaTenbHble peakuuu
065A3aTenbHO OLIEHUBAIOTCA KaK PUCK, CBA3aHHLIA C NMPUMMEHeHWeM NeKapCTBEeHHOro npenaparta, B onpeaeneHHOM
KIMHUYECKOM KOHTEKCTE.

M3 noTeHumanbHbIX PUCKOB, CBA3aHHbLIX C NpMMEHeHUeM JeKapCTBEeHHOro npenaparta, B nraHe ynpaBlieHusd



purckamMmun OOJKHblI pacCcMaTpmuBaTbCA TOJIbKO PUCKKU, KOTOPbIE CBA3aHbl C HEXeNnaTenbHbIMU KIMMHUYECKMMN UCXodaMun 1
B OTHOLWUEHUN KOTOPbIX MMEKTCA Hay4dHble OdaHHble, No3Bondwme nogo3pesartb BOSMOXHOCTb Hann4na npuUHnNHHO-
CneacTBEHHOW CBA3M MOTEHLUMNANbHOIo pUCKa Cc npuMmeHeHnem nekapcTtBeHHOro npenapara, HoO B OTHOLWWEHUN KOTOPbIX
B HactTosdllee BpeMda MMeeTCcAa HeOJOoCTaTO4YHO AO0Ka3aTeslibCTB AJ1A 3aKnio4YeHnda O noAaTBepXAeHUn Hannyma AaHHON
I'IpVIHVIHHO-CJ'IGﬂCTBGHHOVI CBA3N.

226. B nnaHe ynpaBneHWs puCKaMu OCHOBHOE BHUMaHWE [JOJPKHO ObiTb HanpaBneHO Ha BaXHble
naeHTUMLMPOBaHHbIE PUCKW, KOTOPblE MOTMYT OKa3aTb BIIMAHME HA COOTHOLWIEeHMe "Momnb3a - puck" NekapcTBEHHOro
npenapata. B oTHOWeEHWM BaXHOro MAEHTUMULMPOBAHHOIO PUCKA, KOTOPbIM [OMKeH ObiTb BKMAKOYEH B nNnaH
yrpaBneHnsa puckamu, kak npasuno, Heo6xoaumo:

a) BbIMOJIHEHWE AarbHelillei OLEHKM pucka B pamkax nnaHa no dapmakoHagsopy (Hanpumep, Ons usyyeHust
YacTOTbl, CTEMEHUN THKECTU, CEPLE3HOCTU M NCXOAOB AAHHOIO pycKa NMpy NPYMEHEeHUWN NEKapCTBEHHOIO npenapara B
YCMOBUAX PYTUHHOM NPaKTUKK, a Takke Oss Nonynsuui, Hanboree NoaBepKeHHbIX PUCKY);

0) peanusauusi AeATENbHOCTM MO MWHUMM3AUMK pUCKA: BKMOYEHME B MHMOPMaULUIO O JIEKapCTBEHHOM
npenapate pekoMeHZauuih OTHOCUTENbHO OnpeferieHHbIX KIUMHUYECKMX MepOonpuaTUiA, KOoTOopble HeobXxoaumo
NpeanpuHATb Ans MUHUMU3aLUWUW pUCKa, UMW BbINOMHEHWE AOMNONMHUTENBbHBIX MEP MUHMMU3aLUN pUCKa.

227. BaxHbiMW NOTEHUMAmNbHbIMU PUCKaMU, KOTOpble AOSMKHbI ObiTb BKMOYEHbI B NNaH yrnpaBneHus puUckamu,
ABMSAOTCA PUCKW, KOTOPble MpWU Mocreaylolen XxapakTepucTuke M NoATBEPXAEHUW AaHHbIX PUCKOB MOryT OKasaTb
BMMSHWE HA COOTHOLLEHMe "Momnb3a - pPUCK" niekapCTBEHHOro npenapara. B Tex cnyyasx, korga CcylecTByeT Hay4yHoe
060CHOBaHME TOro, YTO HexXenaTenbHbl KIMHWYECKUA pesynbTaT MOXeT ObiTb CBA3aH C NPUMEHEHWEM He B
COOTBETCTBMU C OOLWEN XapakTepuCTUKOW FeKapCTBEHHOrO npenapata WM WHCTPYKUMEN MO  MeAULMHCKOMY
NPUMEHEHMWIO, NPUMEHEHNEM B MONYNAUMUSX, HE M3YYEHHbIX B XOAE KIMHUYECKUX UCCReQoBaHun, unn B pesynbTate
ONUTENbHOMO NPUMEHEHUS JeKapCTBEHHOro npenapara, HexenaTerbHYl peakuuilo crnegyeT paccmaTtpuBaTth Kak
noTeHUMarnbHbI PUCK, W, €CNN OH OLEHMBAETCA KaK BaXKHbIA, €ro crnegyeT BKMOYUTb B NepeyeHb npobriem no
6e30nacHOCTV KaK BaXKHbI MOTEHUManbHbI puUCK. BaxHbIi NOTeHuuanbHbIA PUCK, KOTOPLIW BKMOYaeTcs B MnaH
ynpaBrieHnsi puckamu, Kak npasuno, TpebyeT nocneaytoLlel OLeHKM B paMkax nnaHa no dapmakoHagsopy.

Mpumepbl NOTEHUManbHbIX PUCKOB BKMNIOYaOT B cebs:

PUCKK, YCTaHOBIEHHble MO pe3ynbTataM AOKIMHUYECKUX TOKCUKONMOTrn4yecknx nccnegoBaHui, KOTOpble He
HabnoganmMcb N GbiNM OTKMOHEHBI MO pes3ynbTatamM KIMHNYEeCKNX nccnegoBaHui;

HeXenaTesnbHble SABMEHUsA, Habnogaemble B KIMHUYECKUX WKW 3NMOEMMUOSOTMYECKMX MWCCedoBaHMsAX, B
KOTOPbLIX CTENEHb OTNMYNA MO napameTpy, XapakTepusyoLleMy pUck, Mo CPaBHEHUIO C rPYNNon cpaBHeHMs (rpynnon
nnauebo unu OENCTBYKOLLEro BeLeCTBa, UMM Pynnoin, He MNOABEPrHYTOM BO3AEWCTBMIO) MpeanonaraeT Hanudme
NPUYNHHO-CNEOCTBEHHOW CBA3U, HO HeJOCTaTOMHa AN1s NOATBEPXAEHUSA NPUYNHHO-CeACTBEHHOW CBA3MY;

CcurHan, FIOJ'Iy‘-IeHHbIl7I OT CUCTEMBbI c6opa CMOHTaHHbIX COOBLLIEHMI O HeXenaTenbHbIX peakunax;

pUCK, B OTHOLLUEHUM KOTOPOro M3BECTHA CBS3b C APYrMMU AeCTBYOLLMMK BellecTBaMu B npefenax OfHoro
Knacca unu passutie KoTOporo npearnosaraeTcs Ha OCHOBAHWUM CBOWCTB NleKapCTBEHHOro npenapara.

OTcyTcTBYIOLWAs MHOPMALMS, UMeloLLasi OTHOLLIEHME K MNaHWPOBaHWIO YNpaBneHusl puckamu, onpeaensieTcs
ncxogst M3 obrnactu OTCYTCTBYHOLUMX 3HaHUA O BGe3onacHOCTM NeKapCTBEHHOro npenapaTta Ans OnpeaeneHHoro
npeanonaraeMoro MNpUMeEHeHWUs1 (Hanpumep, ANUTENbHOE MPUMEHEHWE) UNU AN NPUMEHEHUS] Y KOHKPETHbIX
nonynsiuniA NauMeHToB, AN KOTOPbIX HEAOCTAaTOYMHO 3HaHWW Ans ofnpefeneHus Toro, OTNMYaeTcss nu npodunb
6e30nNacHOCTM OT OXapaKTepuM3OBaHHOrO Ha [aHHbLIN MOMEHT npocuns 6e3onacHoCTU NekapcTBEHHOro npenapara.
OTcyTCTBME CaMWX [aHHbIX (HanpuMep, WCKIYEHWE MONynsLMU U3 KIMHUYECKMX WCCNeLoBaHWUiA) He O3Havaet
obsa3atenbHoe OTHeceHuMe Kk npobneme no ©6e3onacHocTu. [lnaHMpoBaHWe ynpaBAeHUs pUCKaMuM B 4acTu
OTCYTCTBYIOLLEN MHGOPMALMKN OOMKHO OblTb COCPEeNOTOYEHO Ha acneKkTax NPMMEHEHMS NTeKapCTBEHHOMo npenapaTa, B
OTHOLLIEHMN KOTOPbIX NpeanonaraeTcs BO3MOXHOE OTNIMYME OT M3BECTHOrO Npodhuns 6e30nacHOCTM NEKapCTBEHHOIO
npenapata. HeobxoouMo HayyHoe OOOCHOBaHWE [AnS BKTHOYEHUS OnpeAeneHHor MonynauMu Wnu  acnekra
NpYMEHeHUs feKapCTBEHHOro npenapaTta B nraH ynpasrneHus puckamm B Ka4ecTBe OTCYTCTBYIOLLEN MHdOpMaLn.

228. lnaH ynpasneHna puckamm 4sndaeTtcda AUHAMUYHO WU3MEHALWKMMCA LOOKYMEHTOM, KOTOprIZ AOJ1KeH
0OHOBNATLCSA Ha NPOTAXEHNUN BCEro XnM3HeHHOro LUukria fiekapCTBeHHOro npenaparta. O6HoBneHNe nNnaHa ynpasneHuna
puckammn npenycmatpmBaeT BKIKO4YeHMe B CUCTeMY YynpaBlieHUA pPUCKaMU HOBbIX BbIABII€HHbLIX npo6neM no



BGesonacHocTn, a Takke (N0 Mepe wu3ydeHuss npoduns 6Ge3onacHOCTN) UCKNOYEHNe nmMbo UM3MeHeHue
KnaccndukaLMoHHOro OTHeCEHMs Npobnem no 6e3onacHoOCTy.

229. I'Ip|/| onpegeneHun K.I'IaCCVICpVIKaLI,VIOHHOI'O OTHEeCeHnA pUCKoB crieayet ucnosib3oBaTtb crieaywune
YKa3aHua, HanpasJieHHble Ha NOCTOSIHHbIN nepecMoTp W COKpalleHne nepedHsa npo6neM no 6esonacHocTM Ha
NPOTAXEHUN XXNSHEHHOTIO UKKIa JNIEKapCTBEHHOIO npenapara:

a) BaXHble NOTeHUManbHble PUCKU MOryT ObiTb MCKMKYEHbI K3 crneundurkauum no GesonacHOCTM nnaHa
yripaBneHna puckamu (Hanpumep, B Cry4vasiX, Korga HakoMfeHHble HayyHble W KIUHWYECKMEe [aHHble He
nogaepXnBatoT nepBoHavanbHoOe NPeanonoXeHne OTHOCUTENbHO BNUSAHUSA Ha 4YenoBeKa M NOTeHUManbHbI PUCK He
MOXET OL€HUBATbLCS Kak BaXHbIN;

0) B cnyyasix, korga HeT OCHOBaHMI nonaraTb, YTo Nnobas AesTenbHOCTb Mo hapMakoHaa3opy MOXeT ganee
OOMONHATL UMELMECs OaHHble MO XapakTepUCTUKE pucka) uUnu MoxeT OblTb M3MEHeHa WX Knaccudukaums c
OTHeceHnemM K BaXHbIM VILI,eHTI/I(bI/ILl,I/IDOBaHHbIM puckam (Hanpwvlep, €CINMn  Hay4Hble W KIMMHUWYeCKue [OaHHble
ycunmearoT gOKa3aTesibHYto 6a3y no noaTreepXaeHn B3auMOCBA3N MeXay PUCKOM U NMpUuMeHeHnemM nekapCTtBeHHOoro
npenapara);

B) BaXXHbl€ MﬂeHTVICpI/ILWIpOBaHHbIe PUCKN MOTyT ObITb UCKIMIOYEHbI U3 CI'IeLI,VI(bMKaLI,VIVI no 6esonacHoOCTN nnaHa
ynpasJieHNUA puckamum npu onpeneneHHbIX obcToATENLCTBAX, KOrAa MOXET ObITb noareepXxneHo, YTo PUCK NMoJIHOCTbIO
OXapakrtepun3oBaH W Haanexawnmm o6pa30M ynpaBlideTCcAd (Hanpmmep, ana  NeKkapCTBeHHbIX npenapatos,
ncnonb3yemblX B Te4eHne OrnTesibHOro BpemMeHn, B OTHOWEHUN KOTOPbLIX Ha TeKyleM 3Tane He NPpUMeHATCA Kakme -
nnbo gOnoNHUTENbHLIE MeponpuaTna no cbapmaKOHa/:l,3opy n (VIJ'IVI) npegnaraemMmblie MeponpunaTuda no MMHUMMMU3aunn
pucka ctanm NoONMHOCTbO MHTErpupoBaHHbIMN B CTAaHOAPTHYH KIMMHUYECKYH NPakKTUKy, Hanpumep, ObINn BKMOYEHLI B
NPOTOKOIbI NNeYeHUa Unn KnnHn4eckme peKOMeH,D,aLI,I/IVI);

r) y4nTbiBash KOHEYHYK OOLLYO Lierb - NofyunTb 6onblie MHpopMaumm OTHOCUTENBHO COOTHOLLEHMS "nonb3a -
puck" Ons onpefeneHHbIX NONynAuun, He BKMIOYEHHbIX B MporpaMMy U3y4yeHUs rekapCTBEHHOro npenaparta Ha
OOpPEerncTpauuoHHoM 3Tarne, - COOTBETCTBYHLUME acrnekTbl OTCYTCTBYHWOLLEN WHopmauum B nepedHe npobrem no
Ge3onacHOCTM MOryT UCKNoYaTbCa M3 pasgena crneuunduvkaumm no 6e30nacHOCTM Mo Mepe MOoMyYeHWUst OaHHbIX Mo
6e3onacHOCT Ha MOCTPErMCTpPauUMOHHOM 3Tane nNnbo B crny4asix, Korga HeT OCHOBaHWIA nonaraTtb, YTO AOCTYMNHas B
HacTodwee Bpems unu B ByayuieM OeATenbHOCTb N0 hapMakoHaAL30py MOXET OOMOSMHUTE MMEKLWMECS AaHHbIE MO
XapakTepUCTUKE p1UCKa B OTHOLLEHMM oBnacTen HegocTaroLwen nHpopmaumm.

230. JononHutenbHble MeponpuAaTnua no cbapmaKOHamopy 00nycKaeTCcda WUCKNW4YaTb U3 nriaHa ynpaBlieHUdA
puckamMmum no Mmepe nx BbiNOJIHEHUA, 3a NCKITIOYEHNEM HEKOTOPLIX PErmMcTpoB nauyneHTOB.

231. HeobxoanmocCTb B MPOAOIIKEHNUM OCYLLECTBNEHUS AONONMHUTENBHbLIX MEPOMPUATUI MO MUHMMMU3aL MU pucka
NOANEXUT MOCTOAHHOW OueHKe C onpefeneHnem TpebyeMbix uameHeHun. B cnyvae ecnu JononHUTENbHbIE Mepbl
MUHMMU3AUUN pUCKA CTAHOBATCA YacTbl0 PYTUHHOM MpPaKkTUKM (Hampumep, MpU BKIKOYEHUM peKkoMeHjauun B
OTHOLLEHMN KOHKPETHBIX KIMHUYECKUX Mep MUHUMU3auUn UM npegoTBpalleHnio pucka B CTaHOapTHbIE MPOTOKOIbI
neyeHust), OONOMHUTENbHbIE MEpPbl MWHUMU3AUMM pucka MoryT ObiTb MepeBefeHbl B CTaTyC PYTMHHBIX Mpu
noaTBepxaeHUN nx adhdekTnBHoCcTU. B cnydae BoisBNeHUs He3(MEKTUBHOCTN MEP MUHMMU3ALNN pUcka MOXeT BbiTb
MPUHATO pelleHne OTHOCMTENbHO HeobxoamMmocTn BBedeHuss 6Gonee 3PEKTUBHLIX OOMOMHUTENbHBLIX Mep
MUHUMU3aUMM  pucka. OcyLllecTBNEHNe HEeKOTOPbIX BWOOB MEPONPUATUA MO  MUHUMM3AUUUM  puUCKa MOXeT
noTpeboBaTbCs Ha NPOTAXEHUN BCEro CPOKa >KM3HEHHOrO LiMKNa nekapCcTBEHHOro npenapata (HanpvMep, nporpamMmbl
npegoTepaLlleHns 6bepeMeHHOCTH).

3. OTBeTCTBEHHOCTb 3a ynpaBsneHune puckamm
B paMKax opraHusauuvmu

232. OCHOBHbIMW y4acCTHMKaMKn MpoLiecca, HEMOCPeACTBEHHO BOBIEYEHHLIMM B MflaHMPOBAHWE YMpaBIieHUs
puckamu, CBSI3aHHbBIMW C MPUMEHEHMEM IEKAPCTBEHHbIX MpenapartoB, SABMSKTCA AepXaTenu perncTpauuoHHbIX
YOOCTOBEPEHUN M YMNOSIHOMOYEHHbIE OpraHbl rOCYAapCTB-YNIEHOB, OTBETCTBEHHbLIE 3a perynvpoBaHuWe npoLecca
obpalLeHnst ekapCTBEHHbIX NpenapaToB.

Hdepxatenu permcTpaumMoHHbIX YAOCTOBEPEHUN

233. B oTHOWeEHUN npouecca ynpaslieHnA puCckammn pepxartesilb perncTtpaumnoHHOro yaoctoBepeHuda HeceT



OTBETCTBEHHOCTb 3a:

a) obecneyeHne OYHKLMOHMPOBAHUS HaAMeXalleh CMCTEMbI YNPaBeHUss pUckaMn Ha TEPPUTOPUM TOCYAapCTB-
YreHOB B COOTBETCTBUM C TpeBOBAHMSIMU 3aKOHOAATENbLCTBA rOCYAapCTB-YIEHOB;

©) obecneyeHne BbINOMHEHUSI HEMPEPBLIBHOW KPUTUYECKOW OLIEHKM BCEX AaHHbIX MO npoduno 6esonacHocTy,
nony4yaembix Npy NpMMEHEHMM NEKapCTBEHHOro npenapara. [lepxartenb perncTpaunuoHHOro yaoCTOBEPEHUS OOMKEH
obecneuntb HeNpepbIBHbIA MOHUTOPUHT AaHHbIX MO dapMakoHaA30py C Lerbio BbiIBNEHWSI HOBbIX PUCKOB, UBMEHEHUS
MMetoLencs MHpopMaunmm o0 puckax U U3MEHEHUS COOTHOLLUEHMA "nonb3a - PUCK" NEKapCTBEHHLIX MpenapaTtoB C
COOTBETCTBYIOLLUMM OOHOBMEHMEM CUCTEMbl YMNPaBfEHUA pUCKaMU UK NnaHa ynpaBneHus puckamm CcornacHo
TpeboBaHnsm Hactosiwero pasgena [lpasun. Kputunyeckass oueHka npodumna 6e30nacHOCTU NeKapCTBEHHOro
npenapaTta [OJDKHA BbIMOJHATLCA HEMNPEPBLIBHO WM OTpaXaTbCA B [OaHHbIX, NPeACTaBNsSeMbiX B MNEPUOANYECKOM
obHoBnsieMoM oT4yeTe No 6e30nacHOCTM BHE 3aBMCMMOCTU OT 00si3aTenbCcTBa NO NpeacTaBeHNto NiiaHa ynpaBnieHus
puckamu. NMOMMMO YyKa3aHHbLIX YCMOBUIW cregyeT [OOMONHUTENbHO BbLIMOMHUTL ABa 3Tana nepecMoTpa nraHa
yrpaBneHns puckamm B OTHOLUEHMM JIEKAPCTBEHHLIX MpenapaTtoB, 0000peHHbIX B COOTBETCTBUWN C 3asiBIEHMEM Ha
nony4yeHne perncTpaumMoHHOrO yAOCTOBEPEHMSI MO MNEPBUYHOMY NPEeacTaBIIEHUI0 MOJTHOMO AOCbe, C OTPaXEHUEM
HeobXoOMMOCTM BHECEHUS U3MEHEHMM B cneundmkaumio no 6e3onacHOCTW, 3anfaHMpoBaHHbIE U TeKylime
MeponpusiTusa nNo oapMakoHaa3opy 1 Mepbl MMHUMMN3aLMA PUCKOB:

npu NoATBEPXKAEHNM perucTpaumn (nepepervcTpaummn) yepes 5 neT nocrne pernctpauuu;

B nepuond NpeacTaBneHusi MNepBOro nepuoauyeckoro OGHOBRsSieMOro oTyeTa Mo 6GesonacHocTV nocre
NpoXoXaeHWs1 NpoLieaypbl NepeperncTpaumi.

MpeanonaraeTtcs, YTO NpeacTaBMNeHUe ykasaHHOro nepuoamnyeckoro oGHOBMSEMOro oTyeTa no 6e3onacHocTu
BbINOMHAETCS Nocre NPoXoXAeHNUs NpoLeaypbl NoOATBEPXKOEHUS NepeperncTpaunm B COOTBETCTBMU C YCTaHOBIEHHbIM
rpadovkoM nogayn (OPMEHTMPOBOYHO Yepes 8 - 9 neT nocre NonyyYeHust PerncTpaLMoHHOro YAOCTOBEPEHUS), B TOT
nepuod, Korga MOXeT HauMHaTbCA PacCMOTPeHWe 3asiBNIeHWA Ha perncTpaumio BOCTPOM3BEAEHHbIX NpenapaToB
COOTBETCTBYIOLLEr0 aKTMBHOIO BellecTBa. Takum o6pasom, K YyKazaHHOMY MOMEHTY npodunb Ge3onacHoCTu
nekapcTBeHHOro npenapata OyaeT B GONbLUMHCTBE CllydaeB [AOCTAaTOMHO XOPOLWIO OXapakTepu3oBaH, YTOGbl
06ecneYnTb KpUTUYECKYHO OLEHKY U OGHOBIEHUE NepeYHsi Npobrem no 6e3onacHoCTu.

YNOMHOMO4Y€EHHbIe opraHbl rocygapctB-4neHoOB

234. OBA3aHHOCTAMM YMONTHOMOYEHHbLIX OPraHOB rOCy4apCTB-YMIEHOB B OTHOLLUEHWM Mpouecca YynpasreHus
pyckamm ABMSIOTCS:

a) MOCTOSIHHbIA MOHWUTOPWHI MOMb3bl U PUCKOB MPUMEHEHWS feKapCTBEHHbIX NpenapaTtoB, BKMOYas OLEHKY
COOOLLEHUA O BbISABMAEHHbIX HeXenaTtefbHbIX peakuusix, npedcTaBfeHHbIX AepXaTensaMy perncTpaumoHHbIX
YOOCTOBEPEHWIN, MEAVMUMHCKUMU W dapmaueBTUYeCKUMU paboTHMKaMu, naumeHTamy W MOMyYeHHbIX W3 ApYrux
NCTOYHMKOB MHpopmaLun (Npm HEOBXOAMMOCTHN);

6) NpUHATME COOTBETCTBYWLUNX PEerynAaATopHblX Mep MUHUMU3aUUnN pPUCKOB, CBA3aHHbLIX C NpUMEeHeHneM
NeKapCTBEHHbIX npenapaTtoB, WU obecneyeHne nony4yeHuna MakcmmalsibHO BO3MOXHOW MNOMb3bl OT npuMeHeHunq
NeKapCTBEHHbIX NMpenapaToB;

B) oGecneyeHne NnpoBegeHUS MEPONPUATUIA MO MUHUMKU3ALIMN PUCKOB;

r) 9ddeKTnBHbIN OOMEH [AaHHBbIMW C 3aMHTEPECOBAHHLIMW CTOPOHAMW MNPW HanMU4MU HOBOW [AOCTYMHOW
nHdpopmaumm. Takon obmeH Bkr4vaeT B cebsA npeacrtaeneHve uHdopmauuM B COOTBETCTBYOLWEM ¢opmaTte
naumeHTam, MeguUUMHCKUM 1 hapMaueBTUYECKMM paboTHMKaM, rpynnamM nauneHToB, Hay4yHbIM coobLlecTBam U T.4.;

A) obecnedyeHne MPUHATMS COOTBETCTBYIOLUMX Mep MUHUMW3auUM pUCKOB (MPU WX BBEOEHWMM) BCEMMU
aepxaTensiMM perucTpaumoHHbIX yYOOCTOBEPEHUA B OTHOLUEHWW Kak OPWUIMHambHbIX, TaKk M BOCMNPOW3BEAEHHbIX, a
Takke 6GMoaHanornyHbiX eKapCTBEHHbIX NpenapaTos;

e) npencraBneHne MH(bOpMaLI,MI/I OpyrmuMm  ynosiHOMOY€HHbIM oOpraHamMm rocygapcCTte-4J1eHOB, B TOM 4uUchne
yBegomrieHme o nobon aeaTenbHOCTU Mo obecrneyeHnto 6e30nacHOCTU B OTHOLUEHUM JIeKapCTBEHHOIro npenaparta,
BKNn4Yaa ysegoMrieHmne 006 M3MeHeHusIX B I/IH(*)OpMaLI,MM ob opurmMHanbHOM JieKapCTBEHHOM MpenaparTe.



4. 3agauu nnaHa ynpaBrieHUss puckamu

235. lNnaH ynpaBneHusa puckamu COAEPXKUT MHAOPMAaUUIO, KOTOpas AOSPKHA COOTBETCTBOBATb CreAyoLMM
TpeboBaHusM:

a) onpenensTb U XxapakTepu3oBaTb Npocdurb 6€30MacHOCTV NIEKaPCTBEHHOMO Npenapara;

0) ykasblBaTb, KakuM 0OOpas3oM MOXHO [OMOMHATb AanbHEMLIY XapaKTepucTuky npodung 6e3onacHoCTu
nekapCcTBEHHOro npenapara;

B) AOKYMEHTasbHO NOATBEPXAaThb NPUHATME Mep MO NPedoTBpaLLEHUI0 UM MUHUMKU3ALIMM PUCKOB, CBSI3aHHbIX C
NpYMeHeHVEeM fekapCTBEHHOTO Npenapara, BKoYas oLeHKY 3¢pdeKTUBHOCTM AaHHbIX MePONpPUSTUIA;

r) AOKYMEHTanbHO noATBepXAaTb BhINOSHEHWE MOCTPErMCTPALMOHHBIX 00a3aTenbCTB Mo obecneveHuto
6e30nacHOCTV NPUMEHEHWS], YCTAHOBIEHHbIX NPU PErncTpauun nekapCTBEHHOTO Npenapara.

236. B nnaH ynpasJieHNA puckamn OOJKHbI ObITb BKITHOYEHDI YKa3aHuA, KakoBa CTerneHb yBepeHHOCTUN B TOM, 4YTO
Sq)(*)eKTI/IBHOCTb JNIeKapCTBEHHOrO npenaparta 6y,c|,eT TaKoW Xe, KaK B KITMHUYECKMX UCCNefOoBaHMUsAX.

5. O630p chopmaTa 1 cogepkaHMA NnaHa ynpassieHUs puckamm

237. MNnaH ynpaBneHus puckamy coctouT n3 7 vacten. [peacraBnsemMbln NnaH ynpasrieHns prckammn OOrmKeH
UMeTb eaMHOoobpasHbIi WaboH, NO3BONSALWUA BbIMONHUTL OLEHKY MiaHa ynpaBneHus puckamu.

Yactb |l nnaHa ynpaBneHus puckamu "Cneumdukaumss no ©6eszonacHocTn" noapasgensieTcsl Ha HeCKOSbKO
MOAYIeNn, YTO NO3BOMSIET aganTUpoBaTh CoaepXaHue pasgena K cneumduke nekapcrBeHHoro npenapara. MogynosHas
CTPYKTYpa npeaHasHadeHa anst obneryeHmss OOHOBINEHUS NiiaHa ynpaBfeHusi puckaMmm, obecneveHmst BO3MOXHOCTU
NPUMEHEHUST  YMPOLLUEHHbLIX TpeboBaHWA K COAEpXKaHUK OnpedeneHHbiX Moaynen, OAHaKo nnaH  OOJMKeH
NpeAcTaBnsaATbLCA B BMAE €OMHOrO AOKYMEHTa, BKMAYasd BCE MOLYNU M MPUIOXKEHUS COMMacHO COOTBETCTBYHOLLUM
TpeboBaHMaM HacTosLero pasgena Npaswn.

MnaH ynpaBneHns puckaMmu BKNOYaeT B cebs criegyolime 4actm n Mogynu:

yacTb | "O630pHasa nHdopmMaLmsa No nekapCTBEHHOMY npenaparty”;

yacTb |l "Cneundukaumnsa no 6esonacHocTn";

Moayne Cl "3nuaemmnonorus nokasaHuin no uenesbiM Nonynaynam”;

mogynb Cll "OoknnHuyeckasa yacTb";

moaynb Clll "Bo3gencteue nekapCTBEHHOro npenapara B KIMHUYECKUX uccnegoBaHmsx";

mogynb CIV "MMonynaumm, He n3yyYeHHble B X04e KNMHUYECKUX nccnegoBaHmin';

moaynb CV "TocTpernctpaumoHHbIi OnbIT NPUMEHEHNA";

mogynb CVI "dononHuTtenbHble TpeboBaHus K cneuundurkaumm no 6esonacHocTun”;

mogynb CVII "oeHTndnumMpoBaHHbie 1 NOTEHUManbHbIE PUCKA";

mogynb CVIII "O606LwweHHasa nHpopmauus no npobnemam 6esonacHocTun™;

yacTb Il "MnaH no dpapmakoHaasopy";

yacTb IV "InaH nocTperncTpaumoHHbIX nccrneaoBaHnin 3EeKTUBHOCTM NTEKapCTBEHHOro npenapara”;

yactb V "Mepbl MUHMMM3aLUN PUCKOB (BKIMOYas OLEHKY 3dEKTUBHOCTU MEP MUHUMN3ALUN PUCKOB)";

yacTb VI "PestoMe nnaHa ynpasneHus puckammn®;



yacTb VIl "MpunoxeHns".

238. O6bem MHpopmauun, ocobeHHo B YacTu Il nnaHa ynpaBneHus puckamm, OOIMKEH ObITb NPOMOpLMOHareH
NMOEHTUMLMPOBAHHBLIM 1 MOTEHUManbHbIM pyUCKam, a Takke 3aBUCUT OT TuMa NIeKapCTBEHHOro npenapara, PUCKOB,
CBSA3a@HHbIX C €r0 NPUMEHEHUEM, M 3Tana XMU3HEHHOTO LiMKNa fiekapCTBEHHOro npenapara.

239. MNnaH ynpaBneHnst puckamu Ans BbICOKOTEXHONMOMMYECKUX NEeKapCTBEHHbIX NPenapaToB OOIMKEH YYMTbIBATb
ocobble TpeboBaHus, npeaobsaABnsieMble K [aHHOW rpynne npenapaTtoB B OTHOLWEHMM COMPOBOXAEHUA Ha
NOCTPErncTpaLumMoHHOM aTane ¢ y4eToM nx ocobeHHocTen. KoHkpeTHble TpeboBaHMs K nnaHy ynpaBneHus puckamu B
OTHOLLIEHMM BbICOKOTEXHOMOIMYECKNX NEKApPCTBEHHbIX NpenapaTtoB crneayeT COrnacoBbiBaTb C  YMNOMHOMOYEHHbIM
OpraHom rocygapcTBa-dUneHa [0 noJayu 3asBNeHWss Ha perucTtpauuio B pamMkax npouefypbl  HayyHoOro
KOHCynbTUpoBaHudA. [lpu paspaboTke nnaHa ynpaBneHUs pPUCKaMW BbICOKOTEXHOMOMMYECKMX J1eKapCTBEHHbIX
npenapaToB CcrnegyeT  ydyuTbiBaTb  AOMNOMHUTENbHble TpeboBaHMA K  CUCTEME  YNpaBfeHWst  puckamu,
NOCTPErncTpaLNoOHHOMY MOHUTOPUHTY 3EKTUBHOCTM 1 Ge30NacHOCTM AaHHOW rpynnbl NpenapaTtos, onpegendemMble
aktamu opraHoB Coto3a.

240. B cnyyae Hanunuusa y gepxaTtensd perncrpaumoHHOro yaoctoBepeHust 6ornee oOHOro nekapCTBEHHOMO
npenapaTa, cogepXalero aHanorMyHoe [AeucTBylollee BeLwecTBO (BewecTBa), cregyeT BKAYaTb B MNnaH
yrpaBneHns puckamum BCE COOTBETCTBYIOLUME IEeKapCTBEHHble npenapaTbl (Takum obpas3om, nnaH ynpaeneHus
puckamu paspabaTtbiBaeTcsi B OTHOLLEHUN OENCTBYIOLLIErO BELLECTBA).

241. WHcopMaums B nnaHe ynpaeMeHUs puckaMu [OSHKHA MPeAcTaBnATbCS AO0CTaTOMHO MoApobHO, HO He
[l0MYyCKaeTCs BKIHOYEHNE TEKCTa, He UMEIOLLLEro NPSIMOro OTHOLLIEHMS! K MHbopMaLun B JOKYMEHTE U OTBIEKaloLLero ot
KMIOYEBbLIX acMeKTOB MPeaCTaBMsieMon MHGMOPMaUmmM, KoTopble HEOBX0AUMO yuuTbIBaTL ANsi (DOPMUPOBAHUSA NiaHa
yNpaBreHusi puckamu, CBsI3aHHbIMK C MpUMEHeHMeM npenapaTa. [lnaH ynpaBneHus puckaMu OOMKEH cofepXkaTb
KOMMIEKCHbI 0630p, OLEeHKY M 0OCyXAeHUE PUCKOB, CBSI3AHHLIX C MPUMEHEeHVWEM rfpenapaTta, C akUeHTOM Ha
Hanbonee BaXHble PUCKWU, KOTOpPble ObINM BbISBMEHbI UMW OXMAOAKTCS MO pe3ynbTaTaM OLEHKU OOKMUHUYECKUX,
KMUHUYECKUX U MOCTPErNCTPALMOHHBIX [OaHHbIX, MPEACTABMEHHbIX B APYrUX MOAYMSX PErMcTpauvoHHOrO [40Chbe
nekapcTBeHHoro npenapara. Jllobble AaHHble, BKIOYEeHHbIEe B NiaH YNpaBreHusi puckamu, JOIMKHbI COOTBETCTBOBATh
MHcbopMaumK, NpPeacTaBeHHON B APYrux pasfernax perncTpauMoHHOro [ocbe nekapcTBeHHoro npenaparta. B nnaH
yNpaBneHns puckaMm AOIKHbI GbiTb BKIOYEHbI OTCHINKM MUIN CChINIKM Ha COOTBETCTBYIOLLME pasaenbl OOKIIMHUYECKMX
W KINMHWUYECKX 0630pOB U pestome, NpeacTaBleHHble B PErMCTPaLMOHHOM J0Che.

242. C uenbto obecneyeHus CornacoBaHHOCTU Mexay nHdopmaumen, NnpeacTaBneHHON B pPermcTpauuoHHOM
JOCbe M NnaHe ynpaBfeHus puckamu B criydae npencTaBfieHUs 3TOro nraHa B COCTaBe PEerncTpaumoHHOro 0oche
NEeKapCTBEHHOro npenapaTa, Heo6X0ANMO YYMTbIBaTb B3aMMOCBA3b MeXay UHopmaumen, npuBegeHHoON B pasgenax
nnaHa ynpasneHusi puckamm U B MOAYNAX PErncTpaumoHHOro A0Che NEKapCTBEHHOro npenaparta B COOTBETCTBUM C
Tabnuuen 1.

Tabnuua 1

CooTBeTCTBUE pasaenos ninaHa ynpaBrieHnsa puckamm m Mop,yneﬁ
perncTpaumMoHHOro gocbe NekapCTBEHHOIoO npenaparta

Paszgen nnaHa ynpaerneHus prckamm Mogynb perMcTpaunoHHOro ocbe
yacTb | "O630pHas nHdpopmaums no moaynbs 2.3
neKkapcTBEHHOMY npenaparty” "O6Lee pestome Mo KavyecTBy";

mMoaynb 3
"KauecTtBo"
yacTb Il, mogynb Cl "Onugemuonorus mMoaynb 2.5
nokasaHuin No LenesbiM nonynaumnsam” "O630p KNMHUYECKUX OaHHbIX"
yacTb I, mogynb Cll "OoknuHnyeckas Moaynb 2.4
yacTb" "O0630p OOKIIMHNYECKUX AaHHbIX";

mMoaynb 2.6



yacTb I, mogynb Clll "Okcnosuuus
NeKkapCTBEHHOro npenapaTa B
KIMHUYECKUX uccnegoBaHusax"

yactb I, mogynb CIV "Tlonynsauum, He
N3y4eHHble B X04€ KIMMHUYECKNX
ncecnegosaHun”

yacTb Il, mogynb CV
"MocTperncTpaLmoHHbINA OMnbIT
npumeHeHns"

yacTsb I, mogynb CVII
"iaeHTMduumpoBaHHbIe 1
noTeHuuarnbHble pucku”

yacTb I, mogynb CVIII "O606weHHas
nHdopmauumsa no npobrnemam no
©e3onacHocTn"

yacTb Il "TnaH no dbapmakoHaasopy”

yacTtb |V "lnaH nocTperncTpaumoHHbIX
nccnegoBaHuin addexkTMBHoCcTN"

yacTtb V "Mepbl MUHUMM3ALNN PUCKOB
NPUMEHEHMWS NIEKAPCTBEHHOIO
npenapaTta (BKMHo4Yas OLLEHKY
3hPEKTUBHOCTN MEP MUHMMU3ALNN
puckoB)"

"Pestome hapMakonorm4ecknx gaHHbIX B TEKCTOBOM
dopmaTe u B Buge Tabnuy”;

Moaynb 4
"OT4YeThbl O OKNMNHNYECKUX (HEKITMHUYECKNX)
ncenegoBaHuax”

mMoaynb 2.7
"Pe3toMe KNMMHNYECKMX AaHHbIX;

Moaynb 5
"OTYeTbl O KNMHNYECKUX uccrnegoBaHmax"

mMoaynb 2.5
"O630p KNMHUYECKUX OAHHBIX"

moaynb 2.5
"OB630p KNMHUYECKNX OAHHBIX"

mMoaynb 2.5

"O630p KNMHMYECKNX OaHHbIX (BKMoYas 3akntodeHne ob

OLleHKe COOTHOLIEeHUs "nonb3a - puck")";

mMoaynb 2.7

"PestomMe KIMHWUYECKMX AaHHbIX (06Las XxapakTepucTuka

nekapcTBeHHOro npenaparta)”

mMoaynb 2.5
"O630p KIMMHUYECKNX OAHHbIX";

moaynb 2.7
"Pestome KNMMHUYECKNX OaHHbIX"

mMoaynb 2.5
"OB30p KNNHUYECKNX OAHHBbIX";

mMoaynb 2.7
"Pestome KITMHUYECKNX JaHHbIX"

mMoaynb 2.5
"OB630p KNNHUYECKNX OAHHbIX";

moaynb 2.7
"Pestome KNMMHUYECKNX OaHHbIX"

mMoaynb 2.5

"O630p KNMHUYECKNX OAHHbIX";
mMoaynb 2.7

"Pestome KIMMHUYECKUX JaHHbIX"

243. Vcnonb3oBaHve cBeAEeHWU MOAYNeW permcTpaLuMoHHOro AOCbe OTHOCHTCS K CriydasiM NpecTaBreHns Ha
perncTpaumio perucTpaLMoHHOro AOCbe NEKApCTBEHHOrO Mnpenapata C BKMHYEHHbIM B YUCMO JOKYMEHTOB MraHoM
yNpaBreHnsl puckamy (Hanpumep, nogada 3asiBNIiEHUst HA PErMCTpaLuio UM BHECEHUE CYLLECTBEHHbIX U3MEHEHMWA)
nMB0o OTHOCATCSH K paHee NpeacTaBleHHbIM B OChE AaHHbIM.

244. OnucaHue cogepXaHus pasfernoB U MoAyren nraHa yrnpasneHus puckamm COrnacHo nyHkTam 246 - 347



HacTosilwmx MpaBun gaeT pekoMeHaauum No OCHOBHbLIM AaHHbLIM, KOTOPbIE AOMKHbI ObiTb NpeacTaBneHbl B AOKYMEHTE.
CnepyeT NpvHUMaTb BO BHUMaHWE, YTO HEKOTOPbIE acnekThbl NpeAcTaBnsieMblX 4aHHbIX, B Crlydae ecrniv OHWU He UMEeT
OTHOLLIEHMS! K OnpeAeneHHOMY NekapCTBEHHOMY NpenapaTy, MOryT COKpallaTbCs, U, HAaNPOTUB, MOXET NoTpeboBaTbCs
OCBelLleHNe OOMNOMNHUTENbHbLIX acrnekToB, KOTopble He YNOMsIHYTbl B HacTosiwmx [Mpaeunax. Bca npepctaeBneHHas B
nnaHe ynpaBneHUs puUckamn WHgopmauus [OomkHa ObiTb HayyHO oOOOCHOBaHa, He [JornyckaeTcs BKYeHue
3M1EMEHTOB MH(OPMaLIMK PeKIIaMHOIo XapakTepa.

245. Pasgen nnaHa ynpaBneHUa puckamu, nNpeaBapsitonii OCHOBHOW OOKYMEHT, [OOIMKEH BKI4YaTb
CcneayroLLyo agMUHUCTPaTUBHYIO MHGOPMaLMIO:

a) AaTa okoHYaHuMsl cGopa AaHHbIX TEKYLLEro niaHa ynpaBrneHusl puckamu;
6) nata noanvMcaHust U HoOMep Bepcum NiaHa yrnpaBneHns puckamu;

B) nepeyveHb 4Yacten n mogynen. [ins oOHOBNEHU nnaHa ynpaesrneHus puckaMmn B ykazaHHOM pasgene nnaHa
yrpaBneHnsa puckamu OOIKHbl BbiTb NpuBeAeHbl B TabnuyHoW dhopme HOMep Bepcum moayrnen u gata ogobpeHus
Jepxartenem permctpaumoHHOro yaoctosepeHus. B cnyvyae npencrasneHns obHOBMEHHON BepCcUM NnaHa ynpaBneHus
pyYCKaMK BKMOYAETCS KOMMEHTapUIM C KpaTKMM onvcaHnem ob6oCHOBaHMS OBHOBNEHMS NiiaHa yrnpaBiieHUst puckamu u
pes3toMe BHOCUMBbIX CYLLLECTBEHHbIX M3MEHEHWIA B pa3genbl niaHa ynpaBrieHnst puckamu;

r) NOATBEPXOEHNE PacCMOTPEHUS U COrnacoBaHMs nnaHa ynpasneHns pUckaMmm co CTOPOHbI YNONTHOMOYEHHOro
nvua no dapmakoHag3opy B hopme dakTM4eckorW MOAMMCM ITOr0 Nuua MM MHOrO AokasaTenbcTBa ofobpeHus
npeacTaBnsemMon Bepcun nrnaHa ynpaBneHUs puckamm CO CTOPOHbI YNOMHOMOYEHHOro nuua no gapmakoHagsopy. B
cryyae nodayn nraHa ynpaBfeHUst puckamMu B COCTaBE PerMcTpauMoOHHOro AOoCbe NeKapCTBEHHOro npenapata B
KayecTBe NOOTBEPXKOEHUS KOHTPOMNS CO CTOPOHbl YMOMHOMOYEHHOro nuua no apmMakoHaasopy MOXeT ObiTb
npeacTaBreHo 3asBfeHne O TOM, YTO MfaH ynpaBneHus puckamm Gbin paccMOTpeH M ogobpeH YNONHOMOYEHHbIM
nvuom no cpapmakoHaasopy AepxaTens perncTpauuoHHOrO YAOCTOBEPEHMS U OOKYMEHT 3aBepeH SfeKTPOHHOMW
noanuchbHo.

6. Moapo6Hoe onncaHue Kaxxaowm 4YacTy niaHa ynpaBfieHUsi puckamm
Yactb | "O630pHas nHcgopmaums no nekapcrBeHHoOMy npenaparty”

246. [laHHaa 4YacTb AOIPKHA coaepaTb aAMWHUCTPATMBHYO MHOpMauuilo O nfaHe ynpaBrneHus puckamu, a
Takke OO30pHYyH WHGOPMaUMO MO fekapCTBEHHOMY npenapaTy (fekapcTBEHHbIM npenapaTaM), B OTHOLUEHUM
KOTOpPOro COCTaBnseTcsa MnaH ynpasneHus puckamu. lNpegcTtaBnsemas MHdopMauus AormkHa ObiTb akTyanbHOW U
TOYHOW B OTHOLLUEHUW TEeKyLLero 3asBreHWs Ha perncrpauuio nekapCTBEHHOro npenapaTa, NOCKOMbKy OoHa byaet
oTpakeHa B permcTpaumMoHHOM yAOCTOBEPEHNN.

YkasaHHasi YacTb JOMKHA codepxaTh crefyoLyo MHopMaumio:
nHopmMauusi 06 aKTUBHOM BELLECTBE:

aKTMBHble (papmMaueBTUYeCkMe CcybCTaHUMM  (OeWCTBYylOLME BeLlecTBa) JIeKapCTBEHHOro npenapaTa
(nekapcTBeHHbIX NpenapaToB);

apmakoTepanesTuyeckaa rpynna (kog ATX (ATC));
HaVMeHOBaHWe NITAaHNPYEMOrO AepXaTens perncTpauMoHHOro yaoCTOBEPEHUS;

Ha/MeHOBaHWe M dopMma BbiMycka JleKapCTBEHHOro npenaparta, Ans KOToporo paspaboTaH AaHHbIA nnaH
ynpaeneHust puckamu;

I/IH(*)OpMaLI,I/Iﬂ O npouenype peruncrtpaunm (B3aI/IMHOFO Npu3HaHuA, AeueHTpann3oBaHHad, B COOTBETCTBUU C
3aKkoHoOaTesNibCTBOM rocyp,apCTBa-qneHa);

TOoproeoe HanMeHoBaHue B rocyaapcTBax-yrieHax;

KpaTkoe onucaHme JeKapCTBEHHOro npenaparta (BKJ'IIOLIaPOUJ,ee B cebs Knacc XMMWYECKUX COEeAMHEHWUN, K
KOTOPOMY OH OTHOCUTCA, KpaTKoe onncaHmne mexaHmsma OEencTBus, BaXHYHO Mchopmau,mo O ero cocrase (Hanpwmep,



NPOUCXOXOEHNE aKTUBHOrO BellecTBa BMONOrMyecknx nekapcTBEHHbIX MpenapaTos, COOTBETCTBYIOLWMNX agbloBAHTOB
ONsi BakUWH));

CChIflka Ha pasgen perMcTpauvoHHOro AoCbe, Coaepallinin MHpopmaLuio 0 NekapCTBEHHOM npenapate (ecnu
NPUMEHNMO);

nokasaHus (ogobpeHHble 1 npeanaraemsie) (€cnv NPUMEHUMO);

pexunM A03MpoBaHus (kpaTkasi MHopMaLKMsl MO OCHOBHOW LieneBoi nonynaumum 6es ayénuposaHust pasgena 4.2
obLLelt XxapakTepuCTUKK NeKapCTBEHHOMO Npenapara);

WHpopMaLmMs O NnekapcTBEHHbIX POPMax U AO3UPOBKE;

yKasaHue O HanuvyMu y JiekapCTBEHHOro mpenaparta craTyca Mnoasfiexallero AOMnoSIHUTENbHOMY MOHUTOPUHIY
(NpV NPVHSTAM peLLeHNs O perncTpaumm NMbo Ha aTanax obGHOBMIEHWS NilaHa yNpaBnieHust puckamm).

Yactb Il "Cneundmkaumsa no 6esonacHoctn”

247. B paHHOM 4acTu OormkeH ObiTb NpeAcTaBneH KpaTkuii 063op npodunsa 6e3onacHOCTU NeKapCTBEHHOMO
npenapaTa C BblAEMNEHNEM Tex acnekToB 6e30MacHOCTU, KOTopble TPebyloT AanbHENWNX 4ENCTBMIA NO YNpaBieHMWo
puckamun. Cneumdunkauns no 6e3onacHOCTU JOIMKHA NPeAcTaBnATb COBOM pestoMe BadKHbIX MOEHTUPULMPOBaHHBLIX
PVUCKOB FEKApCTBEHHOIO Mpenaparta, BaXHbIX MOTEHUManbHbIX PUCKOB W OTCYTCTByKOWeEW uHdopmauun. B
cneundukaumn no GesonacHOCTW Takke AOMKHO ObiTb AaHO OnucaHue MONyMAUMOHHBIX FPynn, MOTeHUManbHO
npeacTaBnsioLWLmMx cobom rpynnsl pycka (Npy NpUMEHeHUN NekapcTBEHHOro npenapaTa Kak B COOTBETCTBUM, TaK U HE B
COOTBETCTBMU C OOLlen XapakTepMCTUKON NeKkapCTBEHHOro npenaparta), a Takke YyKasaHbl BCe HedoCTaTo4vHO
N3y4YeHHble acnekTbl Npoduns 6e3onacHocTH, Tpebyolne AanbHENLLEro N3y4eHnst Ha NOCTPErMCTPaLMOHHOM 3Tane ¢
Lenblo YyTOYHEHNST 1 hOpMUMPOBaHMSA NPaBUITbHOW OLEHKU COOTHOLUEHMS "Monb3a - pUCK” NeKkapCTBEHHOMO Npenapara.
Cneuudmkauma no 6e3onacHOCTU B MriaHe ynpaBfieHus puckamu hopMuMpyeT OCHOBY NiaHa no dapmakoHaasopy U
nnaHa no MMHUMMN3aLUN PUCKOB.

Cneundpmkaumsa no 6e3onacHoCTv B nNfnaHe yrnpasneHus puckamu BkrovaeT B cebsa 8 moaynen B COOTBETCTBUM C
nyHKTOM 237 HacToswmx NMpasun.

248. [epxatenam perucTpaumoHHbIX YOOCTOBEPEHUA peKkoMeHOyeTCs crnefoBaTb YKkasaHHOW CTPYKType
cneumndmkauum no 6esonacHocT. Cneumdimkauma no 6e3onacHOCTM MOXET BKNoyaTb B cebs OOMoNHUTENbHbIe
3MeMeHTbI B 3aBUCMMOCTM OT CBOWCTB flekapCTBEHHOrO npenapara, nporpamMmmbl ero paspaboTku 1 U3yveHus, Bkovas
acnekTbl kKayecTBa M UX BNUsHWE Ha npodunb 6e3onacHocTM N 3dheKTUBHOCTM NIekapCTBEHHOro npenapara, pucka,
CBSA3aHHOro ¢ popMoN BbIMYyCKa, 1 MHble acnekTbl, MoanduUmMpyoLwmne npoduns 6e3onacHoCTy.

O6wue YKa3aHusa B OTHOWEHUN Bocnpon3BeaeHHbIX
U BbICOKOTEXHOJIOrM4eCKUX NeKapCTBeHHbIX npenapaTtoB

BOCnpOVI3Be.C|9HHbIe NeKapCcTBeHHble npenapaTbl

249. B oTHoLIEHUN BOCNPOU3BEOEHHbIX NIeKapCTBEHHbIX MpenapaToB npeAronaraeTcs, YTo crneumdukaums no
GesonacHocTu GydeT cCOOTBETCTBOBaTb crielndmvkauum no 6e3onacHocT ped)epeHTHOro fekapcTBEHHOrO Npenapara
UMM OpYrMx BOCMNPOU3BEeAEHHbIX NEeKapCTBEHHbIX MpenapaTtoB, AN KOTOPbIX MMeeTcs ogoGpeHHas OencTByloLlas
cneundukauma no 6esonacHocTu. B criyyae HanMuus HECOOTBETCTBUIA MexXdy O4oBpeHHbIMU NnaHaMu yrnpasreHust
pvcKamy Anis aHamnorMyHbIX JIeKapCTBEHHbIX MpenapaTtoB AepaTenem pervcTpauyMoHHOro YAOCTOBEpPEeHWs OOMKHa
OblTb npepnoxeHa u obOOCHoBaHa creundukauns Mo 6e3omnacHOCT, KOTopasl COOTBETCTBYET [JAaHHOMY
BOCMPOW3BEAEHHOMY IeKapCTBEHHOMY npenapaTy. B UCKMoUUTENbHBIX Crydasx NpU HanmuyMu COOTBETCTBYHOLLMX
OCHOBaHWN B OTHOLUEHMU HOBOTO BOCMPOM3BEAEHHOr0 FEeKapCTBEHHOTO npenapaTa MoXeT ObiTb npeacTaBreHa
cneundrKkaumns no 6e3onacHoCTU C OTNNYMSMM B YacTu npobrem no 6e30macHOCTV MO CpaBHEHWIO C npodunem
Ges3onacHoCTU ped)epeHTHOro JIeKapCTBEHHOrO NpenapaTa (Hampumep, B criyyae, KOrga 3a OTYETHbIM nepuod Ha
OCHOBaHWWU MONYyYEHHbIX [aHHbIX MPOU3OLWMM M3MEHeHWs B oleHke npoduna 6e3onacHOCTW NEeKapCTBEHHOrO
npenapara, B Cllydae Hanuuus OTNMYMiA B XapakTepUCTMKaxX BOCMPOWU3BEOEHHOro NeKapCTBEHHOro npenaparta no
CPaBHEHUID C pedepeHTHbIM feKapCTBEHHLIM TMpenapaTtoMm, Hanpumep, MpU HanMyMuM puUcka, CBSI3AHHOTO C
NPUCYTCTBYIOLLMM TONbKO B HEKOTOPbIX NpenapaTax BCrioMoraTesibHbIM BELLECTBOM).



BbICOKOTEXHONOrMYeCK1e rieKapcTBeHHbIe Npenaparhbl

250. BbicokoTeXHOMorM4eckme nekapcTBEeHHbIe npenaparkl, CornacHo aktam opraHoB Coto3a, BKIHOYaloT B cebs
reHoTepaneBTn4yeckme nekapCTtBeHHble rnpenapartbl, NeKapCTBeHHble npenapatbl HAa OCHOBE COMAaTU4YEeCKUX KIETOK WU
npenapaTtbl TKAHEBOW MHXEHEPUN.

251. [Ina BbICOKOTEXHOMOMMYECKNX JIEKapCTBEHHbBIX MpenapaToB BBMAY cneumdunyecKkon Npupoabl XapakTepHbl
ocobble pUCKW, Kak NpaBuio, He NpUCyLLMe OPYrUM NeKkapcTBEHHbIM npenapataM. [aHHble 0cobble pUCKU BKIOYaoT
pUCKM ONS XMBbIX [OOHOPOB, PUCKM TpaHcdhopmauun KNeToYHOM MWHMM W MNEepeHOC BEKTOPOB. YKasaHHble
cneumdpuyeckme  puckn  Heobxoammo  yunTbiBaTb  Npu  paspabotke  cneuudwmkaumm no  6e3onacHoOCTU
BbICOKOTEXHONOMYECKMX NEeKapCTBEHHbIX NpenapaTos.

Mogynb Cl "3nugemuonorusi nokazaH1Mu no ueneBbIM nonynayuam”

252. ﬂpe,qmeTOM onncaHnAa M OUEeHKM B AaHHOM MoAyle ABIAeTCA annaemMmnororund nokasanun. OnucaHune
OOJDKHO BKItoYaTb B cebsi OLEeHKY ypOBHA 3aboneBaemocTy, pacnpocTpaHeHHOCTU, CMepTHOCTHU, AaHHble N0 ncxogam
npn OTCYTCTBUN JeYeHusa ueneson nonynauun, Mchopmau,mo O pacnpocTpaHeHHbIX B Luenesomn nonynauunmn
COonyTCTBYHOLWUNX 3aboneBaHunsax. OnucaHne OOMKHO ObITb npencraBneHo co CTpaTI/I(*)I/IKaLWIeﬂ no BO3pacTty, nony un
pacoBomy w” (VIJ'IM) 9THMNYECKOMY MNPOUCXOXOEHUI0 B Crlydae, eCqin  yKa3aHHble nonynAunoHHble acCheKTbl
XapaKTePUCTUKN ABNAKTCA 3HAYNMbIMU 014 OLLEHKN BGesonacHocTu n ynpasieHuna puckamu.

253. Pasnuuusa B 3NMAEMMUONOrMM MOKa3aHUM B pa3HbiX pernoHax Takke AOMXKHbl NOABEpratbCH OUEeHKe WU
onucaHuio (B criydae, ecnv Ans 3nMAeMMONIOrMN XapakTepHbl perMoHasnbHble pasnuuus). [pyv Hammuumn oTnmMymn
XapakTepucTMKA 3MUOeMMoNnorunm MnokasaHu B rocygapcTBax-ufieHax OnucaHve AaHHbIX OTNNYMA MoXeT ObiTb
npeacTaBreHo B YacTu NpunoxeHus 9 nnaHa ynpasneHus puckamu, ykasaHHow B nyHkTe 344 Hactoswmx [Mpasun, B
COOTBETCTBUMN (HOPMATOM U CTPYKTYPOW TaKUX AaHHbIX.

254. Cnepyet Takke npencrtaButb MHopMaumio o baktopax pucka 3aboneBaHns 1 OCHOBHbIX CYLLECTBYHOLLMX
noaxogax K rnedexuto. B mogynb BknoyaeTca nHdopMaums 0 3Ha4YMMbIX (PENeBaHTHbIX) HeXenaTenbHbIX ABMEeHUsX,
KOTOpble OXugarTcs (Mpy OTCYTCTBUM NEYEHWs!) Yy LEeNneBOW MONynsiuMu, BKIHOYAs 4YacTOTy U XapaKTepUCTUKY
HexenaTtenbHbIX sBreHun. [aHHble, nNpeacTaBneHHble B MOAyrne, AOSMKHbl CMocOOCTBOBATb MPOrHO3MPOBAHMIO U
WMHTEepnpeTaumMM MNOTEHUMAmnbHbIX CUrHaNoB, a TaKkKe OMNpedeneHntlo HanpaBfeHWn MUHUMW3aLUU  PUCKOB.
MHdopMauusa gomkHa 6biTb KpaTKoW, JOCTOBEPHOM U He AOIMKHA coAepKaTb 9MIEMEHTbI PEKITAMHOMO Xapakrepa.

Mopayns Cll "[oknMHu4yeckasa yactb"

255. [aHHbIA MOayNb OOMKEH COAepXaTb Pe3toMe BaXHbIX [AaHHbIX, MOMyYeHHbIX B pe3ynbTaTe NpoBedeHus
OOKINVHUYECKNX nccnefoBaHuii 6e3onacHoOCTU, Hanpumep:

a) pe3ynbTaTtbl WUCCnenoBaHMA TOKCUYHOCTU (KJ'HO‘-IeBbIe OaHHbleé O TOKCUYHOCTWU, TMOJ1y4eHHble B Xoae
nccnegoBaHum, HanpumMmep, TOKCUMYHOCTM nNpn OAHOKpaTtHOM W nNpu MOBTOPHOM (MHOFOKpaTHOM) npumMeHeHunn,
peﬂpop,yKTVlBHOIZ TOKCUYHOCTMN, 3M6pI/IOTOKCI/I‘-IHOCTI/|, TepaToreHHOoCT!, He(*)DOTOKCVI‘-IHOCTM, renaTtoToKCU4HOCTH,
FT€HOTOKCUYHOCTH, KaHLl,epOI'eHHOCTI/I);

©) paHHble 06 uccnegoBaHuAX dapMakonormyeckon 6GesonacHoCTW (Hanpumep, BWSHUE Ha CepAaeYHO-
COCYOMCTYH0 CUCTEMY, BKINtoYas yanuHeHve QT-MHTepBana, HEPBHYHO CUCTEMY U T.4.);

B) AaHHble O peaKunax B3anMOAENCTBUS JNIEKapCTBEHHOIO Nnpenapara,
F) MHble JaHHble O TOKCU4YHOCTMW.

256. B mopyne [omkHa cofepXaTbCs MHGOPMAaLMs O 3HaYMMbIX TOKCUYECKMX CBOWCTBAX W aKTyanbHOCTU
BbIBOAOB MpU WCMOMb30OBaHWM Ha noAsx. 3Ha4YMMOCTb OaHHbIX OyaeT 3aBUCETb OT CBOWCTB feKapCTBEHHOrO
npenaparta, OCOGEHHOCTEN LEeneBOW MOMynsiLMM W OnbiTa MPUMEHeHUsI NOAOOHbLIX COeAMHEHWUA UMM NOAXOAOB K
Tepanuu npy NpUMEHEHWU NEeKapCTBEHHbLIX MpernapaToB ToW e rpynnbl. HeobxoaumMo oTpasuTb YCTaHOBMEHHbIE
3Ha4YMMble HanpaBreHWsl TOKCMYECKOro BO3AeNCTBUA (MO LeneBbiM CUCTEMAM U OpraHam) U 0GOCHOBaHHYHO OLIEHKY
MOMNYYEHHbIX AaHHbIX MO TOKCUYHOCTM Ans YenoBeka. MNMoMuMMO 3Toro AOMmkHbI 06CYXAaTbCsl acnekTbl KayecTBa, B
criyyae ecnim OHM MOTYT 3HA4YUTENbHO OTPasuTbCs Ha npodune 6e30MacHOCTM JieKapCTBEHHOro npenapaTta (B
YaCTHOCTM, BaxHas WHdopMauus 00 aKTMBHOM BeLeCTBE WM €ro MPUMECsX, Hamnpumep, FeHOTOKCUYECKUX
npumMecsix). Ecnv nekapcTBeHHbIN NpenapaTt npefHasHadyeH Ans NpYMEHEeHUs XeHWHaMy 0eTOPOAHOro Bo3pacTa, B



OOKYMeHTEe OOJIKHbI ObITb npuBegeHbl AaHHble O peI'IpOJJ,yKTMBHOVI TOKCUYHOCTU U BINUAHUMN Ha pa3BuTue nnoga, a
TakKXke 0 nocnencTeuAax NCnonb3oBaHUA NEKapCTBEHHOrO npenapara y AaHHON rpynnbl naumnMeHTOB.

257. B cnyyae ecnv JOKMMHUYeckue (HeKnMHUYeckne) gaHHble no 6e30MacHOCTM CBUAETENbCTBYIOT O HanmMumMm
Ba)KHOrO MOTEHUManbHOTO pucka ONsi LeneBoi MonynsumMu, COOTBETCTBYIOLMIA PUCK AOSHKEH OblTb BKIOYEH Kak
npoGnema no 6esonacHocTy B Moaynb CVIII cneundmkaumm no 6€30nacHOCTM NiiaHa no yrpaBfeHno PUCKOM.

258. B OTHOWEHMN BbLIABMEHHLIX B XOA4€ AOKMMHUYECKUX (HEKINMHUYECKUX) WCCNeaoBaHMN acnekToB
TOKCUYECKOro BO3AENCTBUS, KOTOPbIE OLIEHEHbI Kak HEe MMEIoLLME 3HAYNMMOCTU NPY NPYMEHEHNN Y YeroBeka, AOIMKHO
ObITb NPMBEAEHO COOTBETCTBYIOLEE 0DOCHOBaHNE Pe3ynbTaToB BbIMONTHEHHOW OLEHKN N He TpebyeTcsa BKNIOYEHNE 1X
B kayecTBe npobnem no 6esonacHoctn B moaynu CVII n CVIII.

259. B cnyvae ecnu no pesynbtatam AOKIMHUYECKMX (HEKIIMHUYECKMX) WU KIMHUYECKUX WCCreaoBaHUi
onpenensetTca HeobXOAMMOCTb BbINOMHEHUS AOMOMHUTENBHBLIX AOKIMHUYECKUX (HEKNUMHUYECKMX) MCChnenoBaHui ¢
BKITIOYEHNEM [aHHbIX UCCrefoBaHUM B MraH no dapmakoHan3opy, B MOAYMb BKIHOYAETCs KpaTtkas MHopmaums c
0b60CHOBaHMEM TakoM HEOHBXOAMMOCTU N yKadaHUeM 3annaHnpOBaHHbIX MEPOMNPUATUNA.

260. 3akntounTtenbHble BbIBOAbI MO AaHHOMY pasfeny AOSKHbl OblTb COrnacoBaHbl C CoAep)XaHWEM MOAYIS
CVII, n Bce ycTaHOBIEHHble NpobieMbl 6e30nacHOCTU A0SKHbI ObITb OTpaxkeHbl B Mogyne CVIII.

261. CogepxaHme HacTodAWero Moayns OOMKHO OLEHMBATLCA C TOYKM 3PEHMSI COOTBETCTBUSA OOHOBNSieMOMY
YPOBHIO 3HaHWA B OTHOLIEHUWM FeKapCTBEHHOro npenapara Ha MnpOTSXKEeHMU ero XKu3HeHHoro uwmkna. Ha
NOCTPErncTpaunMoHHOM 3Tane AaHHbIN pasaen NOANEXUT OBHOBMEHWIO B cCriydae, korga Ha OCHOBAHMM NOMYYEHHbIX
HOBbIX [OaHHbIX AOKNMHUYECKUX (HEKNMUHWYECKMX) uccrnegoBaHMn TpebyeTcss BHECEHME W3MEHEHUN B nepeyveHb
npobnem ©6e3onacHoctu. [lpobnembl no 6e30MacHOCTU, BbISBMEHHbIE Ha OCHOBE [AaHHbIX OOKIMMHUYECKUX
(HeKNMHMYECKNX) NccregoBaHUN, KOTOpbIe MO MPOLLIECTBUM BPEMEHW HE OLIEHMBAIOTCS KaK akTyarnbHble Nnbo He Obinm
NOATBEPXKAEHbI MO pe3ynbTaTaMm MOfyYeHWst [AOCTAaTOMHOrO M COOTBETCTBYIOLLErO OMbiTa MPUMEHEHUS Ha
NOCTPErncTpauuoHHOM 3Tane Unm Ha OCHOBaHUM cHOPMUPOBAHHOW JoKa3aTernbHOM 6a3bl, MOryT ObITb UCKIOYEHbI 13
nepeyHs npobnem no 6e3onacHoOCTy.

Mogyns Clll "Bo3agenicTBue nekapcTBEHHOro npenapara B xoge
KINMUHUYECKUX uccnegosaHumn”

262. B mogyne c uenbio BbINOMHEHUS OLEHKN OrpaHUYeHUn AaHHbIX no 6e30nacHOCTU, MOMyYeHHbIX Mpu
NpoBeAEeHUN UCCreoBaHUM C y4acTUeM YenoBeka, AOMKHbl ObiTb NpeAcTaBreHbl AaHHble O NauMeHTax, KoTopble
ObINY BKMKOYEHbI B KMMHUYECKNE UCCNEefoBaHUA (Ha Kakux rpynnax nauMeHTOB M3ydarcs nekapCTBEeHHbIW npenapar).
[daHHble JomkHbl ObITb NpeacTaBneHbl B dopmarte, yoobHOM Ans aHanusa (Hanpumep, B dopme Tabnuuy wunm
rpacpmkoB). [aHHble MO KAWMHWYECKMM MCCregoBaHMAM MPeACcTaBnsloTCA A0 MOMEHTa MEepBUYHON Mogayn nraHa
ynpaBfieHnsi puckamm wunu nNpu CyLEeCTBEHHbIX M3MEHEHWSAX MOAyrns B CBA3W C OOHOBNEHMEM [AaHHbIX MO OLEeHKe
BO34ENCTBUS B XO4e KIUHWUYECKUX MCCrnegoBaHui (Hampumep, No HOBbIM Mnoka3aHusaMm). CogepxaHue HacTosLero
MOAYnNs OOMMKHO OLEHMBATBCS C TOYKM 3PEHUst COOTBETCTBMSA aKTyanbHbIM JAHHBIM Ha NPOTSKEHUMN XKU3HEHHOrO LMKNa
fiekapCTBEHHOro npenaparta, B Crnyvae OTCYTCTBMSA HOBbIX 3HAYUMbIX AaHHbIX MO BO3AEWCTBUIO FEKapCTBEHHOro
npenapaTa B xoAe KIMHUYECKNX UccrnenoBaHnin 0GHOBNEHNe AaHHOrO Moayns He TpebyeTcs.

263. Obbem nccnegyemon nonynsauMm OOmkKeH ObiTb MOAPOBHO OMMCaH C yKasaHWeM AaHHbIX O KonuyecTse
naumeHToB 1 nepuoga (B Buae "naumeHTo-net", "nayneHTo-mecsueB"), B Te4eHME KOTOPOro nauMeHTbl nogsepranmch
BO3JENCTBUIO NekapCTBEHHOro npenapara (ecnu npumMeHumMo). [laHHble No NonynsAunsaM, BKIIOYEHHBIM B KNUHUYECKMe

nccrneaoBaHusl, Takke AOMKHblI ObITb npeacrtaelfieHbl C y4eTOM CTpaTI/I(bI/lKaLI,VIVI. CTpaTM(bMKaLI,MFI nonynaunOHHbIX
noarpynn B TakMX Cryvasx, Kak npasuio, BKIKO4YaeT B cebs:

a) Bo3pacT U1 nor;
©0) nokasaHus;
B) OO3UPOBKY;

F) CTpaTVI(*)MKaLIMﬂ NO MHbIM KpUTEPUAM MOXET ObITb npmeegeHa B Cliydae 3Ha4uMMOCTU Ond niaHUpOoBaHUA
CUCTeMbl ynpaBJieHUA pUCKkamu (Hanpwmep, pacoBoe npomcxo>|<,u,eH|/|e).

264. lNpwn npegcTaBneHnn AaHHbIX O BO3pacTe AOIMKHbI ObiTb BbIGpaHbl KaTeropum, KOTOpble MMEIOT OTHOLLEHNE



K uenesown nonynaunn. [laHHble No NneguaTpuyeckum naumMeHTam 1 NoXunbiM nalmeHTam AomkHbl 6bITb pasgeneHsl B
COOTBETCTBMM C NPUHSATLIMU BO3PaCTHbIMU KaTteropuamu (Hanpumep, no kateropusim 65 - 74 roga, 75 - 84 ropga un
cTaplle 85 neT Ans NoOXumblX NAUUEHTOB).

265. 3a UCKIoYEeHMEM CIy4YaeB, Koraa 3To SBNseTcs HeobxoanMbIM, AaHHbIE MO KIMHUYECKUM UCCrieqoBaHnaM
JOJDKHbI  MpeacTaBnsATbC B 06OOLIEHHOW (opMe, He MO OTAENbHbIM  KIMHUYECKAM UCCINEeAoBaHusIM, C
CYMMMpOBaHuNeM rnokasaTeneii no rpacdam 1 pasgenam (ecnu 3to o6ocHoBaHo). B cnyyae ecnu ogHa v Ta e rpynna
nauveHToB Gbina BKIoYeHa B Gonee 4Yem OAHO MCCrefoBaHWe (Hamnpumep, NpPOAOSKEeHME OTKPbLITOro HabnogeHus
Mocrie OKOHYaHWUs KNMHUYECKOro MCCreaoBaHust), oHa BKItoYaeTcs B Tabnvuy no rpynne Bo3pacTa, nona v pacbl oguH
pa3. B cnyyae ecnv mexay Tabnvmuamu BO3HMKAET HECOOTBETCTBME MO YMCIY MauWeHTOB, AOSMKHbI ObiTb AaHbl
COOTBETCTBYHOLLME Pa3bACHEHUS.

266. Ecnu nnaH ynpasleHua puckamm npencraBndaeTcqa BMecTe C 3adBlieHneM Ha BHECEHME HOBOIO NMokKasaHuA
K NTPUMEHEHUI0 JTEKapCTBEHHOIO MNnpenaparta, HOBOW Ct)apMaLleBTMHeCKOVI CbOprI unu cnocoba BBeAEHNS, OTOENbHO B
Ha4vane gaHHOro moaynsa n B CBOAHbIX Tabnuuax gomKHbI ObITb npencrtasneHbl JaHHblIe BHOCUMMOIoO USMEeHEHUA.

Moaynsb CIV "lMonynsauun, He n3y4veHHbIe B Xoae
KNUHUYEeCKNX uccrnegoBaHun”

267. OaHHbln mMopynb creuvdpukaumm no 6e30macHOCTM nriaHa yrnpaBfeHUs puUcKaMy npefHasHadveH ans
onucaHusa NOoNynsuuin, KOTOpble paccMaTpuBalOTCA B KOHTEKCTE OTCYTCTBYWLEN uHdopmaumn. B gaHHom mopyne
AorkHa ObITb nNpeacTtaBneHa MHgopMauus O TOM, Kakve ocobble nogrpynnbl NauueHTOB LeneBbiX MNONynsuui He
Obinn M3yYeHbl UK ObiNM U3yYeHbl NUWb B OrpaHUYeHHOW CTeneHn B npegenax rpynn nauveHTOB, BKIIOYEHHbIX B
KMMHWYeCKne umccrnenoBaHns (Hanpumep, 6epemMeHHble XXEHLLUMHDBI, XEeHLUMHbI, KOpMSALWWe rpyablo, neguatpuyeckas
Nonynauns, NOXurble MauueHTbl, NauneHTbl C NMOYEYHOW HEeOOCTaTOYHOCTLIO, HapyLeHUAMU PYHKUMU nevyeHn unu
HapyleHnaMN  cepaeyvHO-CoCyaNCTON  AEATENbHOCTWU,  MONyNnsAuMM C  COOTBETCTBYIOLUMMW  FEHEeTUYEeCKUMU
nonuMmopguamamu, naumeHTsl C MMMYHOCYNpeccMen W Mnonynsauum pasfudyHON OTHUYECKOW MPUHAANEXHOCTH,
naumneHTbl, CTEMNEeHb TAXXeCTN 3aboneBaHns KOTOPbIX OTNINYAeTCa OT U3YYEHHON B XOAE KIMHUYECKMX UCCIefoBaHun).
B cnyuasx, korga 310 MpMMEHWMO, crnefyeT ykasaTb CTeneHb TSXKECTW HapyleHus OYHKLUKU NOoYeK, MeYEeHU umu
CepaeYHo-CoCyancTon OEeaTeNnbHOCTU MOMNyNAUMOHHOM MOArpynnbl, a Takke TWUM FeHeTU4YecKoro nonumopduama,
cocTaBnsawolWme 06nacTb OrpaHUYeHns U3ydeHus B XOAEe KIMHMYECKMX uccregoBaHui. OrpaHnyYeHnst KIMHUYECKMX
nccrnegoBaHU Takke [OSPKHbl ObiTb NpeacTaBreHbl C TOYKM 3PEHMS PerieBaHTHOCTM KPUTEPUEB BKITHOYEHUS U
HEeBKIMIOYEHMS B OTHOLLEHUN LieneBbIX NOonynauun, a Takke pasnuynin, KoTopble MOryT BO3HWKHYTb B 3aBMCMMOCTU OT
napameTpoB uccnegosaHwui (Hanpumep, B CTauMOHApHOW MM amOynaTopHOM MnpakTuke). BoiBogbl 0 BO3MOXHOCTU
NMporHo3mpoBaHus 6e3onacHoCTV AN LeneBblX Nonynsauui AOMKHbI OCHOBbLIBATbCA HA TOYHOW M NOAPOOHOW OueHKe
OrpaHNYeHn MMEIOLLMXCS OaHHbIX KIMHUYECKUX NCCnefoBaHnin Nnbo nx OTCYTCTBUM ONS Kaknx-nvbo nogrpynn.

268. B cnyyae ecnu npegnonaraeTcd MNOCTPErMcTpaunoHHOE MNPUMEHEHWe feKkapCTBEHHOro mnpenapaTa y
nonynsaunin, KOTopble He ObiNM M3y4YeHbl B XO4E KIMHUYECKUX UCCNEeOOoBaHWMM, U MCXoOs U3 Hay4yHO-0BOCHOBAHHbIX
OaHHbIX NOA03peBaeTCs OTnMYne npoduns 6e30NacHOCTU Y AaHHbIX NONYMSALWOHHBIX FPYNM OT LeneBon nonynauumm, a
AOCTYMHOW MHpopMaumMn HedoCTaTouHO Afs onpefeneHus Toro, MOXeT v nogobHoe npuMeHeHue npenapaTa
cocTaBnAaTb npobnemy no 6e3omacHOCTW, MNPUMEHEHWE fEeKapCTBEHHOro npenapata y AaHHbIX HeW3yYeHHbIX
nonynauni OOMKHO ObITb BKMOYEHO B MnaH yMpaBfieHUs pUCKaMu Kak OTCYTCTBywLWasa mHdopmauumsa. YkasaHue
NONynsAUnUA, MWCKIMIOYEHHBIX M3 MNpPOrpaMmbl KIMHUYECKON pa3paboTku, MOANEXUT BKIIOYEHUIO B OTCYTCTBYHOLLYIO
WHpOpMaLMIO ecriv nekapcTBeHHbI MpenapaTt HasHayaeTcs nauueHTam [aHHbIX [pynn B COOTBETCTBUM C
YTBEPXKAEHHBIMU U NpeJriaraemMbiMU NOKa3aHUAMM K NPUMEHEHWNIO U NPUMEHEHNe NekapCTBEHHOro npenapaTa B Takux
nonynaumsix MoXeT ObiTb CBSI3aHO C KIIMHWYECKM 3HAYMMbIMKW puckamu. [pu onpegeneHun pasnuyuun Mexay
ueneBbIMM MONYNAUMAMU U MNONYMAUUSIMU, KOTOpble ObINM BKIHOYEHbI B KIMHMYECKOE WCCriegoBaHuWe, crnegyet
OTMETUTb, YTO oOnpefeneHHble pPasnuunsg MOryT BO3HWKHYTb B CBSA3WM C pasnuunaMum B MecTe npoBeneHus
uccregoBaHuss (Hanpumep, CTauuoHapHass unu ambynaTtopHas npakTuka), a He B CBA3W C onpedeneHHbIMU
KPUTEPUAMU BKINIOYMEHUS WNW HEBKMYeHusa. B criyyae ecnu npepnaraeTcs OTHECTUM [aHHble O Nonynsuun K
OTCyTCTBYtOLLEN UHopMaumn, B mogynb CIV nnaHa ynpaBneHus pyckaMmm SOMKHO ObiTb BKITKOYEHO OBOCHOBaHME MO
COOTBETCTBYHOLLEN cybnonynaumm.

269. B Chny4dae Hann4ua gaHHbIX, noaTBepXaarwmnx Hanndme prucka HexxenatesbHbIX KNMMHUYECKMX NCX040B MNMpu
NnpMeHeHNN NeKapCTBeHHOro npenaparta B nonynaunax, KoTopble He ObINM BKITHOYEHBI B KITMHUYECKME UCCIeqoBaHNs,
OaHHbIN PUCK OOJKEeH ObITb BKINOYEH B YMCIIO BaXKHbIX (ﬂOTeHLJ,MaJ'IbeIX) PUCKOB.

Mopaynb CV "lMocTperncTpaunoHHbIN OnbIT NpUMMeHeHnsa"



270. B paHHOM Moayne npeacTaBnsloTCcs [[OCTYMHble [aHHble MO pesynbTatam MNoCTPerucTpaumoHHOro
NPUMEHEHNA Ha TEPPUTOPUSIX CTpaH, rae 3aperncTpupoBaH AaHHbIM NekapCTBEHHbIN npenapaT. VHdopmauns B
Moayne omkHa 6bITe npeactasneHa B gopme ob63opa onbiTa NPYMEHEHMS HA NMOCTPErnCTPaLMOHHOM 3Tane, KOTOpbIN
MOXeT ObITb MOne3eH AN Lenen nnaHMpoBaHWs ynpaeBneHust puckamu. [aHHble, NpeacTaBnsieMble B pasfgene, He
OOIMKHbI B NOofHOM obbeMe aybnvpoBaTh MHpopMaLMo M3 Nepuoanyeckoro 0bHOBNSIEMOro oT4eTa No 6e30nacHoOCTy.

271. B moaynb gomkHa ObiTb BKMAOYEHa MHOpMauus, oTpaxalllasi OUEeHKY NPUMEHEHUs NeKapCTBEHHOro
npenapaTa Ha NpakTUke U acnekTbl NPUMEHEHNS B COOTBETCTBMU U HE B COOTBETCTBUM C OBLLEN XapaKTepucTukon
nekapCcTBEHHOro npenapara, B TOM Y/Cne B Criyyae, korga 3To ABhnsieTcd HeobxoaMMbIM Ans MAEHTUMUKaLMM pUCcKoB
B moayne CVII, a Takke oueHKy npuMeHeHns B 0cobbix nonynsaumsx, ykasaHHbix B mogyne ClV.

272. B wmopyne [JOMKHbl OblTb MNpeAcTaBneHbl KyMYMNSTUBHbIE [daHHble O MNPUMEHEHUM J1IeKapCTBEHHOIO
npenapata Ha TeppuTOpUSIX TPETbUX CTpaH MO ToKa3aHWAM K MPUMEHEHWI0 JIeKapCTBEHHOro npenapaTa, He
0006peHHbIM B rocydapcTBax-yrieHax (ecnv NpuUMeHMMO M akTyamnbHO B KOHTekcTe moayns CVII, a Takke cnegyet
OLIEHWUTb BMSIHWE [OaHHbIX acrneKkTOB Ha MPUMEHEHWe JIeKapCTBEHHOrO Mpenapata Ha TeppuUTOpusiX FocydapCTB-
YneHoB.

Mogynb CVI "OononHutenbHble Tpe60BaHUA K cneuuncpmkaumm
no 6e3onacHocTn”

273. B mogyne pomkHa ObiTb npeacTtaBneHa oOueHka MOTeHuMana pucka HenpaBWibHOrO MPUMEHEHUS
fiekapCTBEHHOro npenapata B HE3aKOHHbIX UensaxX W NpeanoXeHbl Mepbl MWHUMM3aUMM pUCKa, Hanpumep,
YMeHblLeHVe pa3mepa ynakoBKW, BBEAEHWe Nporpammbl KOHTPONMPYEMOro 4ocTyna, ocobble TpebGoBaHMs K BbINUCKe
riekapCTBEHHOro cpeAcTea (ecnm NPUMEHUMO).

Mopaynb CVIlI "MaeHTucdmumnpoBaHHbie U NoTeHUMarnbHbIe pUckn™

274. OaHHbIi MOAYNb NNaHa ynpaBneHUs puckamm cogepXuT MHopMaumio 0 BaXKHbIX MAEHTUDULMPOBAHHbLIX U
noTeHUMarnbHbIX PUCKax N OTCYTCTBYIOLLYIO MHdopMaumio (MHpopmaumio o npobnemax no 6e3onacHoCcTy).

275. B OTHOLWEHMM cnegyloLwmx acnektoB npoduns 6e3onacHocTn TpebyeTcs BbIMOMHEHME OCODOW OLEHKU
NPUMEHUTENBHO K ONpPeaeNneHno PUCKOB NIEKapCTBEHHOTO NMpenapara, ¢ NpeacTaBneHneM OaHHOWM OLEHKU B MOAyre B
crnyyae, ecnv Takue acnekTbl MPMBOAAT K pUckam Npu NpMMeHeHMN NIEKAapCTBEHHOIO nNpenapaTa:

a) NoTeHuManbHbIN PUCK NEPefo3NPOBKM, Kak NpeaHaMepeHHON, Tak U Cly4yanHON, Hanpumep, B Tex cry4asx,
Koraa nekapCTBEHHbI npenapaT XapakTepusyeTcsl y3KMM TepaneBTUYECKUM WHTEpPBanioM WM MOXET BbI3BaTb
Bblpa)XEHHbIE [0303aBUCUMbIE TOKCMYECKME peakuun N (Unu) xapakTepusyeTcsl BbICOKUM PUCKOM MpeaHamepeHHOMN
nepegosvpoBKM Yy LUeneBoW nonynauun (Hanpumep, npw genpeccun). Ecnm  cnyyanm nepegosvpoBkuM  C
HebnaronpuaTHBIMW ANA nauMeHTa nocneacTBUsiMU Obinn BbISIBNEHbI B XO4€ KIMMHUYECKUX UCCNEeAOBaHUN, OOMKHO
ObITb COeNnaHo COOTBETCTBYHOLLEE YKa3aHWe B ONUCAHUM pUCKa, U BaXKHble PUCKN BCIEACTBUE NEepeao3VpPOBKY AOMMKHbI
OblTb BKMNIOYEHbl B KadecTBe npobrnem no ©GesonacHoctu B Moaynb CVIII cneundmkaumm no 6esonacHoctu c
npeanoXeHnem COOTBETCTBYIOLLMX Mep MUHMMU3auun pucka B 4actu V nnaHa ynpaBneHws puckamu (ecnuv
HeobxoaMmo);

6) noTeHuManbHble PUCKW, BO3HMKAOWME B pesynbTate OWMGOK MPUMEHEHWs NekapCTBEHHOro npenaparta,
onpeaensoTcs Kak HenpegHamepeHHas olwnbKa B NpoLecce NekapCTBEHHOM Tepanuu, KoTopasi HaHOCUT UIM MOXEeT
HaHecTU Bpeq NauueHTy. B crniyyae ecnu B xoZe KIIMHUYECKMX UCCNedoBaHUi Ha aTane pa3paboTKi NekapCTBEHHOTO
npenapara Gbiny BbISIBMEHb! OLUIMGKU NPUMEHEHNUS, KOTOPLIE MPUBENM K BaXKHLIM pyUcKkaM, B MoZyrne npeacTaBnseTcs
MHOpPMaUMs MO AaHHbIM OLWMOKaM MPUMEHEHUS!, BKIMOYas MOTEHLMAMNbHYIO UX MPUYMHY M BO3MOXHbIE CMOCOGLI
ycTpaHeHusi. Ecnu npumeHuMo, crniefyeT ykasaTb, Kak 3TV JaHHble ObiMu yYTeHbl NPU OKOHYaTeEnNbHOW paspaboTke
rotoBoro npenapata. OueHka, NpeacTaBrieHVe U nocnegyowas opraHusaums paboTtbl ¢ owMBKkaMy NpUMEHEHUS! B
nrnaHe ynpaBMeHUs puUcCKkaMu [OJDKHbl OCHOBLIBATbCA Haanexalwux nogxogax K MUHMMM3aUMKM pucka U
npenoTBpalleHnio OWMGOK MPUMEHEHWUSI NekapcTBEHHOro npenaparta. Mpu BbISBMEHUM HA MOCTPEMUCTPALLMOHHOM
aTane BaXHbIX PUCKOB, CBSA3AHHbLIX C OLWWGKaMW NMPUMEHEHWUS NeKapCTBEHHOro npenapata, B OGHOBMEHUM NnaHa
ynpaeneHust puckamu AOMKHa NPeacTaBNATbLCA OLEHKa pucka W npegnarateCs Mepbl MUHUMM3ALMM pUcka OLMGOK
NPUMEHeHS;

B) noTeHUManbHbIN PUCK nepegayun VIHd’)eKLI,VIOHHbIX areHToB, CBSI3aHHbIN C XapaKktepomMm npoun3BoaCTBEHHOIo



npouecca unuM ucnonb3yemMbiMM MaTtepuanamui. B OTHOLWEHWM XMBbIX aTTEHYMPOBAaHHbLIX BaKUMH HeobxoauMmo
paccMmoTpeTb NboN MNoTeHUManbHbIA PUCK Nepefady XMBOrO MYTMPOBABLUErOo BaKUWHHOIO BUpyca, a Takke
NoTEeHLUManbHbIA PUCK MHAPULMPOBAHUSA NALMEHTOB C OCNabneHHbIM UMMYHUTETOM NPU KOHTaKTe C BaKLMHON, KOTOPbLIN
MOXET OLeHMBATbCS KaK BaXkHbI MOTEHUMANBbHBIA PUCK;

r) noTeHumanbHbIA PUCK MPUMEHEHUSI HE B COOTBETCTBUM C 0OLLEeN XapakKTepUCTMKOW NeKapCTBEHHOro
npenapaTa B crnyyasx, Korga npegronaraetcs pasnuuve npobnem 6e3onacHOCTM Mexay LieneBor nonynsiuven u
nonynsiuMen, KOTOPOW reKapCTBEHHbIN npenapaT HasHa4yaeTcss He B COOTBETCTBUM C OOLLUEN XapaKTepUCTUKON
NeKapCTBEHHOro npenaparta. |_|OTeHL|,I/IaJ'IbeIe PUCKK, BO3HUKaKOLWMEe Npu NpUMeHEeHNN NnekapCTBeHHOro npenapara He
B COOTBETCTBUM C 0OLLIEN XapaKTepUCTMKOWN NeKapCTBEHHOrO npenapaTa AOMKHblI paccMaTpmuBaTbCS AN BKIOYEHUS B
cneundukaunio no 6esonacHoCcTy;

D,) B OTHOLWEeHnn Ba>XHbIX VID,eHTVICpVILI,VIpOBaHHbIX mnnn noTeHunanbHbIX PUCKOB, ABINAOLWNXCA
CpapMaKOJ'IOFVIHeCKVIMVI KrnaccoBbiMUA SCpCpeKTaMVI, B Cny4yae, eClim AJaHHble PUCKMU HEe OLUEHMBAKOTCA KaK BaXXHble ONA
COOTBETCTBYHOLLEro JekapCTtBeHHOro npenaparta, cneagyet npegocrtaButb AOOKa3aTesibCTBa 00OCHOBaHHOCTH
BbIMOSIHEHHOWN OLEHKN U 3aKITHOYEH S,

€) BaXHble PUCKM, CBHA3aHHbIE C WAEHTUMUUUPOBAHHLIMA W MNOTEHUManbHbIMU (HapMaKOKMHETUHECKUMU U
hapmakognMHaAMUYECKUMI B3aMOLENCTBUSIMIN NEKAPCTBEHHOIO MpenapaTa, AOMKHbl paccMaTpyMBaThCs C Y4EeTOM
CchOpPMUPOBAHHBIX MOAXOAOB K NEYEHUO MO OA0OPEHHBIM MOKa3aHWsM, a Takke C YY4eTOM 4acTo MUCMOoNb3yembiX
neKkapcTBEHHbIX MpenapaToB B UeneBow nonynsumn. Heobxogumo npeacTaBuUTb  KYMYNATUMBHbIE  [aHHbIE,
NoATBepXAaloLUMe NeKapCTBEHHOEe B3aMMOJENCTBME M BO3MOXHbLIA MEXaHW3M eKapCTBEHHOro B3auMOOEeNCTBUS,
BO3MOXHbI€ PUCKM AN 340POBbS NaUMEHTOB NPU NPUMEHEHUN NO Pa3NMYHbLIM NOKa3aHUAM U Y pasHbIX NONynsuui, a
Takke NnaHel MO AarnbHeWllen XxapakTepucTuke U MUHUMKU3ALMM OMUCAHHBIX PUCKOB. BaxHble pucku, siBRsoLimMecs
pe3ynbLTaToM fieKapCTBEHHOro B3auMoaeNCTBUSA, AOMKHbI ObITb BKIOYEHbI B NpobnemMbl no 6e3onacHocTy;

X) pUCKU AN BepeMeHHbIX U KOPMSLUMX XEHLUMH (Hanpumep, TepaToreHHbIn PUCK - NPSMON UM NOCPEACTBOM
BO30EWNCTBUSA CMEePMbl): pekoMeHAaLnmn No KOHTpauenumm MoryT paccmMaTpmBaTbCs Kak Mepbl MMHUMU3aLNM pUCKa;

3) pUCK BNUSIHUS Ha (PEPTUIIBHOCTb - CriedyeT Y4YUTbiBaTb COOTBETCTBYKOLUME MEpPbl MUHUMMU3ALUM PUCKa,
Hanpumep, pPyTUHHOE WMHMOPMUPOBAHUE O pPUCKE U (UNK) OOMNOSHUTENbHbLIE Mepbl, HanpaBrfieHHble Ha COXpaHeHue
hepTUIIBHOCTM: KPMOKOHCEPBAaLWS CMEPMbI Y MYXXYUH U KPUOKOHCEPBaL st SMOPUOHOB 1 OOLIUTOB Y JKEHLLMH;

VI) PUCKWN, CBA3AHHbIE C ymnmsau,meﬁ MCnoJib30BaHHOIo npenaparta (Hanpwmep, TpaHcaepmMarlibHble nnacTbipn C
OCTaTO4YHbIM akKTUBHbIM BELLECTBOM UJTN OCTATOYHbIE KOJNTM4YeCcTBa pagnoaKTUBHbIX CpPencTB D,I/IaFHOCTI/IKVI);

K) pUCKM, CBA3aHHblE C NpoLeaypoll BBEAEHUS NeKapCTBEHHOro npenapaTta (Hanpumep, pUCKW, CBsiI3aHHbIE C
MCMONb30BaHMEM M3AENUSA MEOULMHCKOrO Ha3HaYeHUs], Takue Kak HeMCNpaBHOCTU, BNNAIOLLNE HA BBEOEHHYIO 03Y);

J'I) negnaTpuyeckme acnekTbl Ge3onacHocTy, KOTOpble pacCMaTpmBaloTCA Kak npo6nema no 6e3onacHoctn Ans
I'Ie,D,I/IanVI‘-IeCKOl7I nonynauun.

276. B cnyyae ecnu [JdepxaTteneM perucTpaLMoOHHOrO YOOCTOBEPEHUSI He MpefcTaBreHa OLeHkKa
BblLLEeYyKa3aHHbIX PUCKOB U He [aHbl KOMMEHTapUKM OTHOCUTENbHO OBGOCHOBAHHOCTU WUCKITOYEHMWS] OaHHbIX PUCKOB M3
yucna BaXHbIX WMOEHTUMULMPOBAHHBLIX WM BaXKHbIX MOTEHUMAmNbHbIX PUCKOB, YMNOTHOMOYEHHBI OpraH Brpase
coenaTtb 3anpoc O AOMONHEHUM MOZYIS OLLEHKOW OaHHbIX PUCKOB.

277. B nnaHe ynpaBfieHWs PUCKaMW B OTHOLUEHWW JEKapCTBEHHbIX CPEACTB COBPEMEHHOW Tepanuu npu
pa3paboTke cneuudmkaumMii no 6e30nacHOCTU OOMKHbI YYUTBLIBATbCSA CrneuuduYeckue PUCKW, XapakTepHble Ans
[aHHOW rpynnbl JIEKapCTBEHHbIX NpenapaTos.

Moaynb CVIl "MaeHTucduumpoBaHHbIe U NOoTeHUUarnbHble PUCKA".
Pazpen "Mpob6nembl no 6e30nacHOCTU, KOTOpPbIe GbINIM YCTaHOBIEHbI
Ons NeKkapcTBEHHOro npenapara, Npy1 NepBUM4YHON Nodaye nnaHa
ynpaBneHust puckamm"

278. Hactoawmn moaynb OOIMKEH coaepXaTtb nepeyeHb npobnem 6e3onacHOCTH, KOTopble Obin YyCTaHOBMEHDI
ONA  neKkapCTBEHHOro cpeAcTBa Ha 3Tane MnepBUMYHOW MOA4ayn nfnaHa YhnpaBfeHUs puckamMyu Ha noryyeHue
permcTpaumMoHHOro Y4OCTOBEPEHMS NTMOO Ha NOCTPErMCTPaLMOHHOM 3Tane (415 3aperMcTpUpOBaHHbIX NEKAapCTBEHHbIX
npenapaToB, KOTOpble paHee He WMEenuM COrnacoBaHHOro MnaHa YynpaeneHus puckamu). [daHHbIn  MoAynb



d)OpMI/IpyeTCﬂ cornacHo Oﬂ,06peHHOIZ nepBOHaqaanoﬂ BepCun nnaHa ynpaelieHnAa pUCKaMU U He NoANeXut
nocnegywowmmMm NSMeHEeHUAM.

Mopynb CVIlI "MaeHTUhMUMpPOBaHHbIE U NOTEeHUUalrbHble PUCKK™.
Paspenbl "Puckun, oueHMBaeMble KaK BaXHble AN BKITHOYeHUs
B nepeyeHb npobnem no 6eszonacHocTn" n "PuUckn, He olueHnBaemble
KaK BaXXHble AN BKIFOYEHUs B NepevyeHb npobnem no 6esonacHocTu”

279. B paHHoM Mopyne pOomkHa OblTb MpeAcTaBfieHa MHGOPMauwWsl, XapakTepusylolwasi pUckM B 4acTu
CEepbe3HOCTU, YacTOThbl U BIMSIHWS HA COOTHOLLEHME "Mosb3a - pUCK” NiekapCTBEHHOro NpenapaTa.

280. B yacTu p1CKOB, HE OTHOCUMbIX K Mpobrnemam no 6e3onacHoCTH, MHpopmaums moxeT OblTb 06beanHeHa B
COOTBETCTBMM C OCHOBaHUSAMM, COrNACHO KOTOPbIM AaHHbIE PUCKM HE OTHECEHBI K Yncny npobnem no 6esonacHoCTu.

Mogynb CVIlI "MgeHTuuumpoBaHHbIe U NOTEeHUUarbHbIe PUCKK™.
Pasgen "HoBble npo6nemMbl No 6€30NacHOCTU U U3MEHeHue
KnaccugmnkaumoHHOro oTHeceHusi npobnem no 6es3onacHoCcTU
B OOHOBIIEHHON BepCcUM NiiaHa ynpaBrneHusa puckamu”

281. CornacHo nony4yeHHbIM Ha MOCTPErncTpauuoHHOM 3Tane AaHHbiM no 6e3onacHocTM MHopmauusa no
HOBbIM WAEHTUMULUPOBAHHBIM U MOTEHUMANbHLIM pPUCKaM BKIIOYAETCs B AOKYMEHTbl M pas3gensl Oocbe Mo
6e3onacHoOCTU (HanpuMMep, OLEHKa CUrHanoB, Nepmoanyeckas oLeHka COOTHOLIEHMS "nonb3a - pUcK" NekapCTBEHHOro
npenapata wnu npouenypbl BHECEHUS W3MEHEHWA B 4acTu cBedeHuMrn no 6e30nacHOCTM) C OOHOBPEMEHHbBIM
BbINOSIHEHNEM OLEHKM OCHOBAHWUIM ONsi OTHECEHUS OAHHbIX PUCKOB K YMCIY BaXHbIX U BKITOYEHUS B cneumdukaumio no
0©e3onacHOCTU nnaHa ynpasrneHus puckamu. B gaHHOM criydyae B nnaHe ynpasreHust puckamum He Tpebyetcs
aybnupoBaHve npeacTaBneHHbIX AaHHbIX. [TogpobHasi MHpopMauust Mo BCEM HOBbIM BaXKHbIM MOEHTUULMPOBAHHBLIM
UNM noTeHuManbHbIM puUckaM [JoikHa OblTb oTpaxeHa B pasgene "logpobHas wuHoOpMauMss O BaXHbIX
NOEHTUOMUNPOBAHHBIX, BaXHbIX MOTEHUMarnbHbIX PUCKax M BaXXHOW OTCyTcTBylowen uHdpopmaumn” mogyna CVII
cneundukaLmm no 6e3onacHOCTK NnaHa ynpaBneHUsi puckamMmu, ykazaHHoro B nyHktax 283 - 285 HacTosawwmx Mpaswmn.

282. B cnyyae wn3MeHeHus KnacCuUKaLMOHHOIMO OTHECEHMSI WKW MWCKMIOYEHWS u3 nepeyHs npobnem no
6e30nacHOCTW BaXKHbIX MOEHTUMULMPOBAHHBLIX UNN BaXKHbIX NOTEHUMArnbHbIX PUCKOB B AaHHOM Moayne Heobxogumo
npegoctaBuTe 0OOCHOBaHWE [OaHHOTO MW3MEHEHUs C COOTBETCTBYIOLEN CCbIKOW Ha [AaHHble ©e30macHOCTW.
Uudopmauuna B gaHHOM pasgene moxeT ObiTb npeacTtaBneHa B BuAe ONMCaHUSA MpeflecTBylowero 3anpoca
YNOSTHOMOYEHHbIX OPraHoB, CO CCbINIKOW Ha NpoLeaypy, B Xo4e KOTOPOW Takon 3anpoc Obin COCTaBIeH.

Moaynb CVII "MpeHTUdMUMpoBaHHbIe N NOTEHLMaNbHbIE PUCKKU".
Pasgen "MoapobHas nHcgopmaumsa o BakHbIX UAEHTUPULNPOBAHHbIX,
BaXXHbIX NOTEHUMaNbHbIX PUCKAaX U OTCYTCTBYIOLWEN nHdopmaumn™

283. B nnaHe ynpaBneHus puckamu, paspaboTaHHOM B OTHOLLEHUU KOMOMHALMM NeKapCTBEHHbIX NpenapaTos, B
cryyae MX CyLeCTBEHHbIX pasnuuui (Hanpumep, pasnuyunin B OUKCMPOBAaHHbIX 403ax) HEOOXOOUMO YeTKO ykasaTb,
kakne npobnembl 6€30NacHOCTM OTHOCATCH K KaXXKAOMY npenapaTty kombuHauuu.

284. [laHHbIN pasgen nnaHa ynpaeleHua pUCKaMn MNpUMeHAEeTCA KO BCeM JTanamM XM3HEeHHOro LuuKna
JNIeKapCTBEHHOIoO npenaparta. I'Ipep,CTaBneHme OaHHbIX O BaXHbIX M,El,eHTVIq)VILI,VIpOBaHHbIX N BaXHbIX NOoTeHUMalnbHbIX
pucKkax OOJDKHO BKIKOYaThb B cebs cnenyouwyro I/IH(bOpMaLI,VIIOZ

a) HaMMeHoBaHWe pucka (C UCMOMb30BaHWEM TEPMUHOMOIMU MEXOYHAPOAHOrO CrioBaps HexemnaTenbHbIX
peakuui, BO3HUKaIOLLMX NPY MPUMEHEHUN NekapCcTBeHHbIX npenapatoB (MedDRA) (ecnu npumeHnmo));

©0) noTeHLManbHbI MEXAHU3M;

B) MCTOYHMK [OoKasaTenbHOMW 6a3bl U CTENeHb [A0Ka3aTeNbHOCTM (Hay4yHas OCHOBa AN NpennosioXeHus
B3aMMOCBS3N);

F) XapaKTepucTtuka pucka (HaCTOTa, abConoTHbLIN PWUCK, OTHOCUTESbHBbIN PUCK, Cepbe3HOCTb, CTEMNEHb TAXECTH,
O6paTMMOCTb, oTAarieHHble ncxoabl, BliAHNE Ha Ka4eCTBO )KI/I3HM);

A) hakTopbl pucka U rpynnbl pucka (B TOM 4Yucrie hakTopbl, Kacallmecs nauueHTa, [03bl, Nepuos pucka,



aganTuUBHbIE UMM CUHEPTU3MUNYECKNE d)aKTOpbl);

€) NpefoTBpPaTUMOCTL (MPeackasyeMoCTb puUcka, Hanmuume YCTaHOBMEHHbLIX (DAaKTOPOB pucka, KOTOpble MOryT
OblTb  MUHMMU3MPOBAHbLI MOCPEACTBOM PYTUHHBLIX WNW  OOMOMHUTENbHBIX Mep MWHMMM3auuMu pucka, MOMUMO
(hOPMUPOBaAHNS B LIENTOM OCBEAOMSIEHHOCTU OTHOCUTENBHO pUCKa NYTEM BKIOYMEHUS MHoOpMauMn B 06LLYyHO
XapaKTepPUCTMKY FleKapCTBEHHOTO Npenapara UinmM UHCTPYKLMIO N0 MEAMUMHCKOMY MPUMEHEHUIO, @ Takke BO3MOXHOCTb
BbISIBNIEHNA PUCKa Ha HayanbHOM 3Tane peanusauuu, YTO MOXET MO3BOSIUTb CHU3UTb CEPbE3HOCTb HexenaTernbHOM
peakumm);

X) BNUSAHME Ha COOTHOLLEHME "NoMb3a - pUCK" NekapCTBEHHOro npenapara;

3) BO3OeNCcTBME Ha OOLLEeCTBEHHOE 3[0pOBbe (340POBbE Hacenenus) (Hanpumep, abCOMIOTHBLIA PUCK
MPUMEHUTENBHO K pasmepy LENeBoN MonynsuMnm W, COOTBETCTBEHHO, paKTUYeCcKoe YMCHO MOABEPKEHHbIX
HebnaronpuMaTHOMY BO3AeNCTBUIO NnL, B0 obLwuii pesynbTaT BO3AENCTBUSI HA YPOBHE 0bLuel nonynsaumu).

285. UHdopmaLma o6 oTcyTCTBYOLLEN MH(pOpMaLMK BKNOYAET B cebs cneayolme AaHHble:

a) HaMMeHOBaHMe OTCYTCTBYWOLWEN wHPopMaumMm (C ucnonb3oBaHnem TepmuHonorun MedDRA (ecnu
NPUMEHNMO));

6) obocHoBaHMe npepnonoxexHus o6 otnvymnm npoduna 6e30nacHOCTM B 4acTu OTCYTCTBYIOLWEN MHGOpMaLmm
OT npochmnst 6e30nNacHOCTU, XapaKTepHOro A obLiern Leneson nonynauum;

B) onucaHue nonynauun, ons KOTOpOVI Tpe6yeT09| nonyyvyeHne AOOonOJIHUTENbHbIX OaHHbIX MO XapaKTepUCTuke
l'lpO(*)I/IJ'IFI 6esonacHocTn, NMnMbo onucaHue oXmaaemoro pucka B Hew3yquH017| YyacTtn nonynauunn, B 3aBUCUMOCTU OT
cutyauun.

Moaynb CVIII "O606wWweHHas nHdopmauus
0 npob6nemax 6e3onacHocTn”

286. B mogyne CVIII nnaHa ynpasneHuns puckamun ykasbiBaetcst obobeHHas nHdopmMauus ob onpegensemMbix
npobnemax no 6e3onacHOCTH, KOTOpble KNaccUULUMPYOTCH NO CReayloLWwnMm KaTeropusM:

a) BaXHbI NAEHTUOULNPOBAHHbBIN PUCK;
©) BaXkHbIN NOTEHLMANbHbIA PUCK;
B) OTCYTCTBYIOLLAA MHpopMaLms.
YacTs lll "MnaH no dhapmakoHansopy™

287. Llenbto nnaHa no cphapmakoHan3opy ABMAsieTcst npeacTtasneHne ob63opa n 060CHOBaHME 3anfiaHNPOBAHHbIX
Jepxatenem perucTpauuoHHOro YOOCTOBEPEHWss OEeNCTBUA NO  AdaflbHEeNWen XxapakTepuctuke npobrnem no
6e3onacHOCTW, BKIHOYEHHbIX B cneundukaumio no 6esonacHoctu. MNnaH no chapmakoHaasopy npeactaBnseT cobon
CTPYKTYPMPOBAaHHbIN MfaH, pa3paboTaHHbIN B Lensx:

a) N3y4eHna noTeHumarnibHoro pucka anda noarBepXAaeHuda pucka B KadecTeBe Vlﬂ,eHTVI(bVILI,I/IpOBaHHOFO nnn
NCKITIYEeHNA N3 nepeyHa npo6neM no 6e3onacHocCTH;

0) panbHewvwen xapakTepucTuku npobnem no 6e3onacHOCTM (BKNOYasd CTEneHb THAXKECTU, 4acToTy U akTopsl
pucka);

B) onpeeneHns MeTooB NonyyYyeHnss OTCYTCTBYIOLLEN MHDopMaLnu;
r) oLeHKn adhPEKTUBHOCTU MEP MUHUMU3ALIUN PUCKA.

288. MnaH no dapmakoHaa3opy He [OOIKEeH BKIOYaTb MepornpusaTUs, HanpaBfieHHble Ha  CHIKeHWe,
npegoTBpalleHne Unu ynpaeneHvwe puckamu. [JaHHble MeponpusATUs OOMKHbI GbiTb NpeacTaBneHbl B YacTu V nnaHa
yNpaBleHns: pUckamu.

289. MNnaH no dapmakoHaA30py AOMKEH ObITb OPUEHTMPOBAH Ha NpobnemMbl Mo 6e3onacHOCTU, 0000LEHHbIE B



moayne CVIII cneundukaumm no 6e3onacHOCTM NnaHa ynpasreHus pyuckamm, 1 AormkeH OblTb copasMmepeH nonb3e u
puckam nekapcTBeHHoro npenapata. [lpyM HanuuMmM COMHEHUN aepXaTensM perucTpauuoHHbIX YAOCTOBEPEHUN
cnegyeT MpOBECTU NpeaBapuTEnbHble KOHCYNbTaLMWM C YNOMHOMOYEHHbIM OpraHoOM rocyaapCTBa-yfneHa B pamkax
npoueaypbl HAy4YHOro KOHCYNbTUPOBAHNSE OTHOCUTENbHO HEOOXOAUMOCTM AOMOMHUTENBHBIX Mep No hapMakoHaa3opy,
NX OCHOBHbIX 3TarnoB 1 CPOKOB BbINOJTHEHUS.

290. JesTenbHOCTb MO papmMakoHaA3opy NoAapasnensieTcs Ha PYTVHHbIE MEPONPUSATUS MO (hapMakoHaa3opy U
[AOMOJSIHUTENbHbIE MEPONPUSATUS O dapMakoHaa3opy.

PyTuHHbIe MeponpuaTus no apMakoHaa3opy

291. PyTnHHble MeponpuaTusa no capmakoHaasopy npeacTtaBnsaoT cobon KOMMMIEKC OCHOBHbLIX MepPONpUATUN,
KOTOpble [OMXHbl PErynspHO BbINOMHATLCA AepXaTeneM PerncrpaumMoHHOro yooCTOBEPEHUSI B OTHOLUEHUM BCEX
NneKapCcTBEHHbIX CPEeACTB B uLenax obecnevyeHus BbINONHEHUS TpeboBaHMI 3akoHOOATENbCTBA roCydapCTB-UNEHOB B
cepe dapmakoHaasopa. BbisBneHne curHanoB Kak 4acTu PYTMHHBIX MEPONPUSATUA MO dpapMakoHaa3opy sBnsieTcs
BaXXHbIM 3M1eMeHTOM paboTbl MO YCTAHOBMEHUIO HOBLIX PUCKOB BCEX JEeKapCTBEHHbIX npenapaTtoB. MacTtep-chann
cucTembl hapmakoHaasopa COAEpPXUT NOAPOOHYI0 MHAOPMALMIO O PYTMHHBIX MeponpuaTUaX No dapmakoHaasopy
aepxxaTenen perncTpaumoHHbIX yAOCTOBEPEHUIA, NOSTOMY AyONMpoBaTh AAHHYI0 MHOPMaLMIo B NnaHe ynpaBrneHus
puckamu He TpebyeTcs.

292. YNONMHOMOYEHHbIN OpraH rocygapcTBa-yneHa BrpaBe NpPeasioKMTb AepXaTento perncTpaumoHHOro
YAOCTOBEpPEHNs AONONHUTL AeNCTBYOLWMe npouedypbl cbopa, Bepudukaunm, OLEeHKN 1 npeactaBneHns nHdopmaumm
0 HexernaTenbHbIX peakuusx, OCyLleCTBfseMble B pamKax CMOHTaHHOro penopTupoBaHus. B cnyyae ecnu Gyget
PEKOMEHAOBAHO  OrpaHM4MTbCA COOPOM  CTPYKTYPMPOBAHHBIX  AOMOMHUTENbHBbIX  AaHHbIX MO pesynbTatam
BbIMOSIHAEMON B paMKax PYTUHHOW KIMHWYECKOW MPaKTUKM OLEeHKU COCTOSHUS MaumeHTa, Yy KOTOpOoro pasBunach
HexxenaTenbHas peakuus, JaHHas AedATenbHOCTb bydeT paccMaTpmBaTtbCs Kak pyTMHHasA. B atom criydae B AaHHOM
pasgene nnaHa ynpaBneHWs puckamu gepxartefl perncTpauMoHHOro YOOCTOBEPEHUs MPUBOOWUT MNOSICHEHWe Mo
M3MEHEHNAM B PYTUHHbIX MEPOMpUATUAX MO (hapMaKoOHag30py, BHECEHHbIM COrfacHo MpeanoXeHUsM
YNONTHOMOYEHHOIO OpraHa rocygapcraa-yneHa.

293. B cnyyae ecnv ynosIHOMOYEHHbIN OpraH pekoMeHOyeT BKIOYWTb NpefcTaBreHne obpasuoB TKaHen unu
KPOBM B OMNpPedeneHHylo KIMHMYecKylo nabopaTopuio Ons OLEHKUM [OMNOSHMTENbHbIX NapamMeTpoB (Hanpumep,
onpeaernieHe aHTUTen), He BbINOMHAEMON B pamMKax PYTUHHOW KIIMHUYECKOWM NpaKTUKW, AaHHas AesATeNbHOCTb OOMMKHA
paccmaTpuBaTbCsl Kak AOMNOMHUTENbHOE MEPONpUSATUE Mo ddapMakoHaa3opy.

294. [aHHbI pasgen nnaHa ynpasfeHWs pUckamu OOIDKEH BKMYaTb B cebsd onvcaHue TOMbKO TOW 4actu
PYTVHHOW [eATenbHOCTU Mo hapMakoHaA3opy, KOoTopas BbIXOAMT 3a npefenbl BbIMONHAEMbIX MEpPOnpUAaTUA Mo
paboTe ¢ coobLleHnaMM O HexenaTenbHbIX Peakuusax n 0BHapyXeHuio curHana.

CneumnanbHble OMPOCHUKU NO nocrnegyrwowemy c60py VIHCbOpMaLIMVI
O HeXenaTeJibHbIX peakuunsax

295. Ecnu onsi BbINONMHEHWS PYTUHHBIX MeponpusTUA No hapmMakoHaa3opy OT AepXaTens perncTpaumoHHOro
yooctoBepeHus Tpebyetcs (MMM cam OH MNMaHWMpyeT) COCTaBWUTb CheuMarnbHble OMNPOCHUKU AN MNONyyYeHus
CTPYKTYPVUPOBaHHOW MHMOPMAaLUM O BbISIBMEHHbIX MOO03PEBAEMbIX HEXeNnaTemnbHbIX peakuusix, NpeacTaBnsoLLmMX
0cobblli UHTEpec, HeoBX0aUMO onucaTb UCMOMb30BaHUE YKa3aHHbIX MaTepuarioB B pamkax PYTUHHBLIX MepOnpuUsTUi
no chapMakoHaA30py M NPeacTaBUTb NPOEKTbI AaHHbIX ONMPOCHUKOB B MpunoxeHun N 4 K niaHy ynpaereHus puckamu.
Wcnonb3oBaHre crieumanbHbIX OMPOCHWKOB MO Mocreayollemy c6opy MHopMauumM O HexenaTernbHbIX peakumsix
OTHOCUTCS K PYTUHHBIM MEPONPUSTUSIM Mo hapMakoHaa3opy.

296. be3 yuwepba p[na opurMHanbHOCTM dopMaTta OMPOCHUK, MCNOMb3yeMbI pPas3HbIMK - AepXaTensamu
pervcTpaumMoHHOro YAOCTOBEPEHUS ANS OOHOMO M TOTO e HeXenaTenbHOro SBNeHusi, AOMKeH ObITb Kak MOXHO 6ornee
COMnocTaBUMbIM, 4YTOObI 0becneunTb POPMMPOBAHNE COMMAacOBaHHbIX AAHHbIX AN BbIMNOMIHEHMS OLEHKU U MPUHATUS
PErynsiTopHbIX PeLleHnin NpY OAHOBPEMEHHOM CHWXKEHUW Harpy3kM Ha CNeumanvcToB CUCTEMbI 3[0paBOOXPAHEHWSI.
Mcxoas m3 aTtoro, gepxaTtensiMm permcrpaumoHHOro yooCTOBEpeHUs crnedyeT NpefocTaBnATb OS1 O3HAKOMIEHUS U
NCMNONb30BaHNA, MMEKLMECS creunanbHble OMPOCHWKM MO  3anpocy ApYyruM OepXaTensm perncTpauuoHHOro
YAOCTOBEPEHUS.

Opyrve Buabl pyTUHHOWN AeATeNbLHOCTU No hapMakoHaa3opy



297. NaHHbI pasgen nnaHa ynpasrneHus pMckamMu OOMKeH BKMYaTh B cebsi onvcaHme apyrnx BUOOB PyTUHHOM
JedarenbHocTM no dapmakoHaasopy (Hanpumep, nporpamMy YCUNEHHOro NaCCUBHOMO MOHWUTOPUHra, aHanus
HabnogaemMbIX OaHHbIX MO CPaBHEHUIO C OXMUAAEMbIMU, KYMYMNATUBHbIE 0030pbl HEXenaTenbHbIX SBNeHun ocoboro
nHTEepeca).

[JononHuTtenbHble MmeponpusaTus no hbapmakoHaasopy

298. B paHHOM pasgene nnaHa ynpaBfieHUMs puUckamu gepxaTenb PerncTpauuoHHOro YAOCTOBEpPEeHUs
ONUCLIBAET 3anfiaHMpOBaHHbIE OOMNONHUTENbHbIE MEPONPUATMSA No hapMakoHaa30py € NOAPOOHBIM yka3aHWEM, Kakas
nMHopMmaums gormkHa 6biTb cobpaHa, B Liensx nocrieayoulern 6onee TOYHOM OLIEHKM COOTHOLLEHMS "Nofb3a - puck”.
[epxatenb perucTpaumMoHHOro YOOCTOBEPEHUS [OOIMKEH OUEHUTb CuTyauuun, B KOTOpbIX TpebyeTca npuHATHE
OONOMHUTENbHBIX Mep No bapMakoHaa30py MO NPUYMHE HEBO3MOXHOCTU AOCTUXKEHUA Lleny No Hagnexallen oueHke
N N3Y4EHUIO pUCKa Npy NOMOLLM PYTUHHBIX METOAOB hapMakoHaa3opa.

299. K gononHuUTenbHbIM MeponpusiTuam no dpapMakoHafA30py OTHOCUTCS AeATENbHOCTb No dhapmakoHaasopy,
KoTopasi He sBnAeTcA PYTUHHOW. [aHHas [esTenbHOCTb BKMoYaeT B cebsi OOKNMHMYECKMe UccrenoBaHus,
KMUHWYECKNE UWCCneaoBaHus M HEUHTEPBEHUMOHHbIE WCCIEAOBaHWS, B TOM 4MCRe ANUTENbHOE nocneayollee
HabntoaeHve 3a nauneHTamu, NPUHUMAaBLUMMK Y4acTue B KIMMHUYECKOM MCCReaoBaHMK, UM KOTOPTHOE UCCrefoBaHme
no oueHke 6e30MacHOCTU riekapCTBEHHOrO npenaparta npu AfUTENbHOM NPUMEHeHuW. B crnyyae BO3HWKHOBEHUS
COMHEHUA OTHOCUTENBHO HEeOBXOOMMOCTM BbIMOSMHEHUS] AOMOSNHUTENbHBIX MEPONPUATUA Mo  dhapMakoHaa3opy
AepxaTtesib perncTpauMoHHOro YAOCTOBEPEHNST MOXET 0O6PATUTLCS C 3aNPOCOM O KOHCYNbTauum no 4aHHOMY BOMPOCY
B YMOSIHOMOYEHHbIN OpraH rocyaapcTBa-yneHa B pamkax npoLeaypbl Hay4HOro KOHCYNbTUPOBAHWSI.

300. WccnepoBaHmss B nnaHe no cpapmakoHag3opy [OOMKHbI ObiTb HanpaBneHbl Ha uaeHTUdMKaUuK W
XapaKTepUCTUKy pPUCKOB, COOp OOMONMHUTENbHBIX AAHHbIX MO acneKkTam OTCYTCTBYHOLLEN MH(OPMaUUM UNN OLEHKY
3P PEKTUBHOCTU AONONMHUTENBHBIX MEP MUHMMMU3ALIMM pUCKa.

301. lNpoTokonbl UCCregoBaHU MOTYT BKMNOYaTbCA B OOHOBMEHME MfaHa YnpasrieHWs puckamu TOMbKO B
cny4vasix, eCnu JaHHble nccrnegoBaHns Gbinm BKITKOYEHBI B NiiaH No hapmakoHaasopy U 3anpoLleHbl YNONHOMOYEHHbBIM
opraHom. O630p u 0gobpeHHbIe NPOTOKOMbI MCCNEAO0BaHWIN, BKIOYEHHbIX B MiaH no dapmakoHagsopy, AOMKHbI ObITb
npeactaBneHbl B 4actn b npunoxeHna N 3 Kk nnaHy ynpasneHus puckamu, ykazaHHOMY B nyHkTax 334 n 335
HacTosAwmx MNpaBun (nocpeacTBOM 3MEKTPOHHBIX OTCHINTOK MIM CChINTOK HA MPOTOKOS, BKIKYEHHbIA B APYron pasgen
3ANEKTPOHHOro perncTpaumoHHoro aocke). [dpyrne npoTokonbl uccnegoBaHun kateropun 3, ykasaHHow B nyHkTe 304
HacTtosawmx [lpaBun, npeacTaBneHHble TONMbKO ANA MHopMauun, Takke MOryT OblTb BKMOYEHbl B 4YacTb B
npunoxernns N 3 K nnaHy ynpaBneHWs puckamu, ykasaHHoro B nyHktax 336 wm 337 Hactoswwmx [Npasun. MNocne
NpeacTaBrneHns 3akmnioYMTENbHOIO OTYeTa AN OUEHKUM B YMNOSIHOMOYEHHbIA OpraH MNpPOTOKOSbl 3aBEPLUEHHbIX
NCCNneaoBaHUN noanexaTr MWCKMYEeHUo u3 npunoxeHuss N 3 K nraHy ynpaBfeHUs puckamu M UCCreLoBaHuUs
MCKMIOYaloTCa U3 nnaHa no hapmakoHaa3opy.

302. ,D,epx(aTenM perncTtpaunoHHbIX yﬂOCTOBepeHMVI MOryT npencrasiidTb B YNOJIHOMOYEHHble OpraHbl
rocyaapcTB-4yieHOB MPOTOKOJIbl MOCTPErncTpaunoHHbIX nuccnegoBaHuMn no GesonacHoCcTU Ans nony4yeHus Haquon
KOHCYyIbTauunu.

CBopgHas Tabnuua no 4onoNHUTENbHLIM MEPONPUATUSM
no hapmakoHaasopy

303. B gaHHOM pasgene nnaHa ynpasreHus pUCKaMn OMNUCLIBAETCs OeATenbHOCTb No hapMakoHaasopy,
HanpaslieHHaA Ha BbldBJIEHNE U XapaKTepPUCTUKY PUCKOB, CBA3AHHbIX C NpUMeEHEeHUEM JieKapCTBEHHOro npenaparta.
HeKOTopre BUAbl ,anH0|7| 0eAaTenbHOCTN MOryTt ObITb 065a3aTENbHBIM ycrnoBuem permctpaunm, NoCKOJIbKy ABNAKOTCA
nnbo KYeBbIMK Afst COOTHOLLEHMS "NoMb3a - PUCK" NeKapCcTBEHHOro npenaparta (obo3Havyaemble Kak nccrnegoBaHust
kaTeropuu 1 B nnaHe no apmakoHaa3opy), MMbo ocobbiMM 06s3aTeNbCTBAMK B KOHTEKCTE YCNOBHOM perncrpaumm Ha
NCKIIOUUTENbHBIX YCroBusax (obo3HavaeMble Kak mccriedoBaHus KaTeropum 2 B nnaHe no cpapmakoHaasopy). Ecnm
YCTaHOBIMEHHblE YCMoOBME MWNU 004A3aTenbCTBO NpeacTaBnsaiT cobol HeUMHTEPBEHLMOHHOE WccnedoBaHWe Mo
6e30nacHOCTM, BbIMONIHEHNE AAHHOIO UCCNeAOBaHWS NOANEXWUT KOHTPOSO CO CTOPOHbl YNOSIHOMOYEHHOro opraHa 1
npu NAaHMPOBaHWM W MPOBEAEHWM MCCredoBaHWs OepXaTeriemM perMcTpaumoHHOro yOOCTOBEPEHUS OOMKHO ObiTb
obecneyeHo BbINonHeHne TpeboBaHUI, ykazaHHbIX B pa3gene X HacTosawmx MNpasun.

304. B nnaHe ynpaBneHus puckamm moryT noTpeboBaTbCsA gpyrve uccnegoBaHvust AN U3yvyeHust npobnembl



©e30nacHOCTM UNU Ans oueHkn 3PPEKTUBHOCTM MEPONPUATUIN MO MUHMMU3ALMM PUCKOB. Takne uccrnemoBaHus,
BKMIOYEHHbIE B nnaH Mo apMakoHag3opy, Takke WMelT puandeckme ocHoBaHus (obo3Hayaemble Kak
nccnepoBaHusa kateropum 3 B nnaHe no apmakoHagsopy). CeogHasa Tabnuua no AONOAHUTENbHBIM MEPONPUATUAM
no dapmakoHaa3opy ormkHa obecnevmBaTb NOHATHOCTb A5 BCEX 3aUHTEPECOBAHHbLIX CTOPOH B OTHOLLUEHUWU TOro, K
Kakon kaTteropuu B cootBeTcTBUM ¢ nyHkToM 303 HacToswux MNpaBmn n HaCTOALWMM NMYHKTOM OTHOCUTCS MEpOonpusaTme
B NfnaHe no dapmakoHaasopy (ycrnoBue peructpauuu, onpegeneHHoe ob6s3aTenbCctBO nNmMbo  mccrnegoBaHue
HeobxoouMOo ANsi AanbHENLWero nayvyeHms npodnembl 6€30nacHOCTM UK ANst OUEHKN 3¢pEeKTUBHOCTM MEPONPUATUIA
no MWHMMM3AUMM PUCKOB, cTaTyca (obsi3aTenbHoe InubO lopuanveckn oOBOCHOBAHHOE), TWUM UCCeaoBaHUs
(MHTEPBEHUMOHHOE WU  HEMHTEpPBEHLMOHHOE)). [lpn nNpoBefeHUN WHTEPBEHLMOHHBIX WCCNeaoBaHWi cnegyet
pyKoBOACTBOBaTLCst TpeboBaHMaMM [paBmn Hagnexatuemn KIMHUYECKON NPaKTUKN.

305. lnaH ynpaBneHWs puckamu BOCMPOU3BEOEHHbLIX FEeKapCTBEHHbIX MpenapatoB AOMKeH oTpaxarb
HeobXxoOMMOCTb BbINOMHEHUSA UccneaoBaHUn No hapmMakoHaA30py B cnyyae, ecrnv Takagd Heob6xoauMOoCTb MMeeTCs No
COCTOSIHUIO Ha MOMEHT peructpaumn. B onpegeneHHbix cnyvyasx BbIMNOMHSAEMble WUAW  NNaHUpyeMble
NMOCTpPEerncTpauuoHHble uccregoBaHuss 6esonacHocTM AN pedepeHTHOro fekapCTBEHHOro npenapata  MoryT
notpeboBaTbCa M AN BOCNPOM3BEAEHHOrO NEKAPCTBEHHOMO MpenapaTta (Hanpumep, korga HeobXxo4MMO BKITHOUUTE B
OaHHOe uccriefoBaHue Gornbluee KONMMYEeCTBO MalMEeHTOB NMOO BCeX MauWEHTOB, KOTOPbIM Ha3Ha4yaeTcsi NeyeHve
pedepeHTHBIM MM BOCMPOM3BEAEHHBIM JleKapCTBEHHbIM MpenapaTom). B cnyyasax, korga 37O MPUMEHMMO,
NPMBETCTBYETCS MPOBEAEHNE COBMECTHbIX MOCTPErMCTPauUMOHHBIX MCCnefoBaHUM Ge3onacHocTu (Hanpumep, npwu
BHEOPeHUN peructpa nubo npu onpegeneHun TpeboBaHWS NO MNPOBEAEHUIO OaHHOIO WUCCRefoBaHus AMs BCEX
3aperncTpupoBaHHbIX NEKapCTBEHHbIX MpenapaTtoB C onpeaeneHHbIM AeUCTBYOLWMM BELWECTBOM U NPUMEHSAEMbIX MO
onpeaeneHHOMy MoKasaHuio).

YacTtb IV nnaHa ynpaBneHus puckamm "lMnaH nocTperncTpaumoHHbIX
nccnegoBaHun 3c¢pchpekTMBHOCTU"

306. JaHHblii pa3gen nnaHa ynpaerieHust puckaMu AOSHKeH BKMoYaTb B cebsl nepeveHb NoCTperncTpaumoHHbIX
nccnenoBaHuin 3 PEKTUBHOCTH, KOTOpbIE SBNSIOTCA 0COGbLIMU 06si3aTeNbCTBaMM UIU YCIIOBUEM MpW perucTpauuun. B
criyyae OTCYTCTBMSl Y AepXKaTens perucTpalMoHHOro yAOCTOBEPEHNS 0CODbIX 0053aTeNbCTB NPU perucTpauum Yactb
IV nnaHa ynpaBneHusi pyckamm MOXEeT He 3arnofHATLCS.

YacTtb V "Mepbl MUHMMU3aLMU PUCKOB (BKIHOYas OLLEHKY
ad¢pchbeKTUBHOCTU MEpP MUHMMMU3aLUN pUCKoB)"

307. B cooTBeTcTBUM CO cneumdukauuen no GesonacHOCTM gepxaTenb PerucTpaumoHHOro y4OCTOBEpPEHMS
OOMKEH OLEHUTb, Kakme MepornpuaTvs N0 MUHUMMU3aLMU PUCKOB HEOBXOAMMbl B OTHOLLEHWUW Kaxkaow npobnembl no
6esonacHocTy. [naH N0 MUHUMMU3ALMKN PUCKOB AOMMKEH BKNoYaTb B cebs nogpobHyo nHopmaumio 0 MeponpusaTUSX
N0 MUHMMMW3ALMKN PUCKOB, KOTOPbIE AOMKHbI ObITb MPOBEAEHbI B LIeNAX YMEHbLUEHUSA PUCKOB, CBA3AHHbIX C KaXOon 13
yCTaHOBMEHHbIX Npobnem no 6esonacHoOCTU.

308. [ns aHanorMyHbIX AEWCTBYIOLMX BELLECTB, COAEpXallMXCsi B PasfMyHbIX fiekapCTBEHHbIX npenapaTtax c
CYLLECTBEHHO OTMMYaWMMNCS MNOKa3aHUSIMU K MPUMEHEHMIO WNW LeneBbiMU MONynsauMsMu, npeacTaensieTcs
LenecoobpasHol paspaboTka MHAMBUAYASbHbLIX MiaHOB MO MUHMMMU3ALWUM PUCKOB OS1S KaXZoro M3 npenapatoB. To
€CTb ANs NeKapCTBEHHbIX NpenapaToB, NOKa3aHMs K MPUMEHEHUIO KOTOPbIX OTHOCSTCS K pa3HbiM 06nacTsiM MeauLmHbI
N CBsi3aHbl C pasnu4YHbIMK npobrnemamm Ge3onacHOCTWM, MMM ANs NeKapCTBEHHbIX MNpenapaToB, B pesynbTate
NMPUMEHEHMST KOTOPbLIX PWUCKU pasnuyalTcs B 3aBMCMMOCTM OT LENEeBOW MONYNsSUMW, WU AOns NekapCTBEHHbIX
npenapaToB C pasfiMyHbIM NPaBOBbLIM CTaTyCOM ANs OTrycka 060CHOBaHHLIM ABNSETCA paspaboTka UHAMBMAYANbHbLIX
nnaHoB MUHUMU3ALIUM PUCKA.

309. Mepbl MUHUMM3ALMN PUCKOB MOTYT COCTOSITb U3 PYTUHHBIX MEP MUHUMMW3ALMN PUCKOB W OOMOSNHUTENbHbLIX
Mep MUHMMU3aLUKM pUckoB. Bce Mepbl MUHUMU3aLMK PUCKOB OOMKHBI UMETb YETKO 0O603HaUYEHHYH Lernb.

310. [epxaTtensiMM perucTpaumoOHHbIX YAOCTOBEPEHUN [OMKHA BbIMOMHATLCS Nepuoguyveckasl OueHKa
Heo6X04MMOCTUN NMPOAOIPKEHUS BbINOMHEHNS] YCTAHOBMEHHBIX MEP MUHUMMU3ALMN PUCKA, A TaKKe BbIMOMHATLCS OLeHKa
nx acpdekTMBHOCTU. [ONOMNHMUTENBHBIE MEpPbl MUHUMMU3ALUWM pUCKa U oueHka 3(pEKTUBHOCTU Mep MUHMMU3ALUU
pucka noapo6Ho onucaHbl B pasgene Xl HacTosAwmx Mpasun.

PyTVIHHbIe Mepbl MUHUMU3aLUUnN PpUCKoB



311. PyTUHHbIE Mepbl MUHUMMU3ALUN PUCKOB BKIIOYAOT B cebs MeponpuaTusa (4encTBus), KOTopble NPOBOAATCS
B OTHOLLIEHMM KaXO0ro nekapCcTBeHHOro npenapara. [lpumeHeHne pyTUHHbIX Mep pacnpocTpaHaeTcd Ha:

06LLYy0 XapaKTepuCTUKY FIeKapCTBEHHOro npenapaTa U MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHMUIO;
MapKMPOBKY NeKapCTBEHHOro npenapara;

pa3Mephbl YNakoBKM;

KaTeroputo oTrycka JiIekapCTBEHHOro Npenapara.

Heobxoanmo yumTbiBaTh, YTO (bopMa BbiMyCcKa NeKapCTBEHHOMO Npenapara Takke MOXET UrpaTb BaXKHY porib B
MUHMMM3ALUN PUCKOB NIEKAPCTBEHHOIO NpenapaTa.

OGuwasn xapaKkTepucTUKa fieKapCTBEHHOro npenapara U MHCTPYKUUSA
no MegUUMHCKOMY NPUMEHEHMUIO

312. Obwaa xapaKTepucTuka IeKapCTBEHHOro Mpenapata U MHCTPYKUMS MO MeAMUMHCKOMY TMPUMEHEHWIO
ABMNAOTCA BaXXHbIMU MHCTPYMEHTaMU MWHUMM3aLMWM PUCKOB, MOCKOMbKY MPeAcTaBnsloT coboi KOHTPONMMPYEMbIA W
CTaHOapTM3MPOBaHHbIN (POpPMaT MHAMOPMUPOBAHUA MEOMLMHCKUX W (hapMaleBTUYECKUX paboTHMKOB, a Takke
nauMeHTOB O NleKapCTBeHHOM npenapare.

313. Obwasa xapakTepucTuka JekapCTBEHHOro npenapata U WMHCTPYKUMST MO MeOWUMHCKOMY MPUMEHEHUIO
obecneunBaloT MHPOPMMPOBAHNE OTHOCUTESNIBHO PEKOMEHAAUMI MO PYTUHHBIM MepaM MUHUMU3aL MM PUCKOB, AaHHas
MHOpMaUNa BKIOYaET 2 TUna pekoMeHgaumi:

PYTUHHOE WMHOPMMPOBaHUE O PUCKE OCHOBAHO Ha WHopMauun, BKMYeHHOW B noapasgen 4.8 pasgena 4
obLLeln xapakTepuCTUK1 NeKapCTBEHHOMO npenaparta U UHCTPYKLUUM N0 MEAULMHCKOMY MPUMEHEHMIO, HanpaBreHo Ha
NHOPMUPOBAHME CMEeuManucToB CUCTEMbl 34PaBOOXPAHEHUS W NauMeHTOB OTHOCUTENbHO HeXenaTenbHbIX
3(bHEKTOB NEKapCTBEHHOro npenapara B Uensx obecnevyeHnss BO3MOXHOCTU MPUHATUS PELUEHUS OTHOCUMTENbHO
neYyeHus C y4eToM AaHHbIX no npodunio 6esonacHocTy;

PYTUHHbIE MeEpbl MWHMUMW3AUMM pUCKa BKMNIOYalOT B cebs onpedeneHHble KIUMHWYECKMe MeponpusTus,
HanpasrieHHble Ha NpefoTBPaLLEHNE UNN CHUXKEHME pUCKa, N OTpaXKeHbl NPeUMYLLECTBEHHO B noapasaenax 4.2 n 4.4
pasgena 4 obwen xapakTepucTuku nekapcTBEHHOro npenapaTa, HO MOryT Takke 3aTparmBaTtb nogpasgensi 4.1, 4.3,
4.5 - 4.7 n 4.9 pasgena 4 obLien xapakTepMCcTUKM NeKapCTBEHHOTO nNpenapara, a Takke pasgensl 2 u 3 MHCTPYKLUM no
MeauumHckomy npumeHeHuto. Ocobble yKkasaHus W Mepbl NPedoCTOPOXHOCTM B OOLen XapakTepucTuke
nekapCTBEHHOro npenapara, HafnpaBfeHHble Ha MUHMMK3aUMI0 puUCKa, BKMoYalT B cebs B TOM yucne cnegyoLyo
NMHpopmMaumio:

BbINOMHEHWNE onpeAeneHHbIX UCCNeAoBaHWI Nepes Havyanom neyeHus;
MOHMWTOPUHTI NabopaTopHbIX NapamMeTPOB BO BPEMS NIEYEHNS;
MOHWUTOPUHI onpeferneHHbIX CUMNTOMOB U NapaMeTpoB, XapaKTEPHLIX ANs NPOSIBIIEHUS PUCKa;

KOPPEKTUPOBKA [03bl WNN MNPeKpalleHNe FevYeHUss npu BO3HUKHOBEHUW HeXenaTenbHbIX SIBMEeHWA wunu
N3MeHeHnn nabopaTopHLIX NapaMeTpos;

BbINOMHEHWNE NpoLeaypbl YCKOPEHHOW 3NMMUHALMK NIeKapCTBEHHOro NpenapaTta nocre npepbiBaHns NnevyeHus;
pekoMeHAaLmnn No KoHTpaLuenuuu;
3anpeT 0O4HOBPEMEHHOIO NPUMEHEHUSI OPYIMX NEKAPCTBEHHbIX NPenapaTos;

BO30ENCTBME Ha d)aKTOpr PUCKa, KOTOpPble MOryT npmBectn K HexenaTenbHON peakunn npm npuMmeHeHumn
NeKapCTBEHHOrIO npenapara,

pekomMmeHgaunm o AnnternibHoOM nocnegywwem KnmHn4eckom H36]'IPO,EI.6HI/II/I OnAa BblABNEHUA Ha paHHUX CTagunax
OTCPOYEHHbIX HeXXenaTellbHbIX peaKLI,I/IIZ.



Pa3mep ynakoBKu

314. MNnaHupoBaHMe pa3Mepa ynakoBKW, MO3BOMSIOLLEr0 OrpaHMyYnTb OOCTYMHOE KONMYECTBO [03UPOBAHHbIX
e[VH1L, NeKkapCTBEHHOro npenapata B OOHOW YNakoBKe, ABMSETCA OAHOW M3 PYTUHHBIX MEP MUHUMMU3ALUN PUCKOB.
Mpwn orpaHnyeHUn konmMyecTsa eavHuUL, BbIMMCAHHOMO NEKapCTBEHHOro npenapara naumeHT BbiHyXAeH obpallaTbea K
nevawiemy Bpady 4vepe3 MeHbLUMe MPOMEXYTKM BPEMEHU, YTO MOBLILIAET BEPOSITHOCTb BLINOSIHEHWUSI KOHTPOMST €ero
COCTOSIHMSI U COKpallaeT BpeMsi ero HaxoxaeHuss 6e3 cooTBeTCTBYHOLIEro HabnogeHusa. Bbinyck ynakoBkM Ha
HebonbLUOe KONMMYEeCTBO AO3MPOBAHHbIX €AMHUL, (B OCOOLIX Cnydasix - Ha O4HY A03VPOBaHHYI0 €4MHULY) TaKkkKe MOXET
ObITb NONE3HbIM B Crydae, eCnv OAHUM N3 OCHOBHbIX PUCKOB CYMTaETCH Nepeno3npoBKa.

KaTeropus oTnycka nekapcTBeHHOro npenapara

315. Kateropusa oTnycka nekapcTBeHHOro npenapaTta, Nnpu KOTOpOW BBOAMTCS KOHTPONb YCNOBUWA €ro oTnycka
HaceneHuo, MOXeT NMOMOYb CHU3UTb PUCKU, CBA3aHHbIE C UCMONb30BaHMEM TaKOro NekapCTBEHHOro npenapara unu
€ero HenpasuIibHbIM MPUMEHEHMEM. IJTO LOCTUraeTcsl perynmpoBaHUEM YCMOBUNW, MPU KOTOPbIX JeKapCTBEHHbLIN
npenapaT MOXeT 6bITb Ha3Ha4YeH, NN YCAOBUN, NPU KOTOPbIX NaLMEHT MOXET NONy4YnTb NEeKapCTBEHHbIN Npenapar.

316. B peructpauvoHHoe yOOCTOBEpeHMe HeobXoAMMO BKIYMTb MNOAPOOHYI uHGOopMaumio O mobbix
YCMOBUSAX, OrpaHNYeHUsIX AUCTPMObIOLMM MM MCMOMNb30BaHUN NEeKapCTBEHHOro nMpenapaTa, BKMYas ycnosus, npu
KOTOpPbIX NleKapCTBEHHbIA NpenapaT MOXeT cTaTb AOCTYMHbIM AN NauneHTOB (KaTeropuio OTrnycka neKapCTBEHHOro
npenapaTta). [JaHHbin cTaTyc BknoYaeT B cebsa nHdopmaumio o ToMm, NOANEXUT fiekapCTBEHHbIW npenapaT OTnycKy no
peuenty unu oTnycky 6e3 peuenta. OH Takke MOXET OrpaHMyYMBaTb MeCTa pPacnpoOCTPaHEHUs NeKapCTBEHHOro
npenapaTa (Hanpumep, OrpaHUYeHHbIN NOPSAOK OTnycka). B OTHOWeEHWM nekapcTBEHHbIX npenapaTtos, nNpuobpecty
KOTOpble MOXHO TONbKO MO peuenTy, HEOBXOAMMO BBECTW AOMOMHUTENbHbIE YCIMOBUS, @ MMEHHO onpeaenvTb
nekapcTBeHHble npenapaTbl, KOTOPble MOXHO NPMOBPECTN TONBKO MO CneumanbHOMY peuenTy.

ﬂOnOJ’IHMTeﬂbeIe Mepbl MUHUMU3aLUUN PUCKOB

317. JononHuTenbHble MEPbl MUHUMKU3aLMN PUCKOB AOMKHbI GbiTb MPEAroXeHbl, Koraa BBEOEHVNE TakUX Mep
ABnseTcs Heobxoaumo ansi obecneyeHuss 6e3onacHoro U 3MEPEKTUBHOIO WCMONb30BAHNUS  JIEKAPCTBEHHOIO
npenapata. HeoB6XoAUMOCTb NPOJOIMKEHWUST  BLIMOIHEHWUSI  OOMOMHWUTENbHLIX MEP [OOMKHA  NEPUOANYECKM
nepecMaTpuBaThCs.

318. [dononHutenbHble Mepbl MUHUMKU3AUUN PUCKOB MOCIe UX cornacoBaHnA C YnoJIHOMOYE€HHbIM OpraHomM
rocyaapcCTtB-4yieHOB CTaHOBATCA YyCroBMeM ONd nojiydeHuAa pernctpaumoHHOro yaoCTtoBepeHUd nnbo CoXpaHeHunA
perncTtpaunoHHOro crartyca. B COOTBETCTBYWLWMNX ClnyqadaXx MnoJiHaa I/IH(*)OpMaLI,I/IFI O [OOMOJIHUTEJIbHbIX Mepax
MWUHUMU3aLU N PUCKOB OOJKHA ObITb npeagcrtaBneHa B NpuioXxXeHnn N 6 K nrnaHy ynpasJiieHUA pUCKamMu.

OueHka 3chcheKTMBHOCTN Mep MMHUMU3aLUM PUCKOB

319. Ha atanax obHOBNeHWs nnaHa ynpaBneHus puckamu nnaH no MMHMMM3auuM pUCKOB AOSMKEH BKIIOYaTb B
cebs nHopmaumio o6 oueHke BO3AENCTBUS peann3yemMbiX 4ONOMHUTENbHbIX MeP MUHUMM3aLUM PUCKOB HAa OCHOBHbIE
napameTpbl, onpegensawowme 3PEKTUBHOCTb AaHHbLIX MeponpudaTuin. B crnyvasx, korga 9To NpUMEHWMO, AaHHasi
nHdopmMaLmsa JomkHa ObITb MpeacTaBneHa no KaXXaoMy rocyaapcTBy-UneHy.

320. Ecnv npyumeHMMO, B AaHHbIA pasfen cnegyeT BKIoYaTb 006CyXaeHUe pe3ynbTaToB NHoO0W BbIMOSIHEHHOW
cneumanbHOM OLEHKM Mep MUHUMM3aLMU pUCKoB. B cnyyae BbisBNeHUS HE3I((EKTUBHOCTM KOHKPETHOW CTpaTeruun
MUHMMU3AUUN PUCKOB NMOO ONpefeneHvsi, YTo peanu3auus UCMoNb3yeMOW CTpaTErMn COMpshKeHa C 4Ype3MepHON
Harpyskomn Anis NauMeHTOB UMM CUCTEMbI 34PaBOOXPAHEHUS, OepXKaTeNio PerMcTpaLMoOHHOrO YAOCTOBEPEHUS cneayeT
paccMOTpPEeTb anbTepHaATUBHbIE BUAbI MEP MUHUMMU3AUUKM PUCKOB. [lepXaTenb perncTpauuoHHOro yaoCTOBEpPEHUs
OOJDKEH OLIEHUTb U NMPOKOMMEHTMPOBATL B NiaHe ynpaBrieHus pyckamm HeobX0aAMMOCTb BBEAEHUS OOMONMHUTESBbHBIX
WU UHBIX MEP MMHMMM3ALMM PUCKOB MO Kaxkaow npobneme no 6e30nacHOCTM MM UCXOOS U3 BbIMOSTHEHHOW OLIEHKU
Mepbl MO MMHUMM3ALMM PUCKOB (OOMONHUTENBHbIE) MOTYT ObITb UCKITHOYEHbI U3 MnaHa (Hanpumep, korga Mepbl Mo
MWHUMM3AUUN pUCKa CTanm 4acTblo CTaHAAPTHOWM KITMHUYECKOM MpakTukK). B onpegeneHHbix cnyvasix B pesynbrarte
OLEHKN CTpaTermm MoXeT ObITb caenaH BbiBOA, YTO Mepbl MUHUMMU3ALUN PUCKOB HE MOTYT KOHTPONUPOBATbL PUCKM B
Tpebyemom obveme Onsa obecnevyeHWss NPUMEHEHUs] NEKAPCTBEHHOrO npenapata Npu MpeBbILEeHNM NOoNb3bl Hag
PUCKOM, 4YTO O3Ha4aeT HeoOXOAMMOCTb OT3blBa JIEKApPCTBEHHOro npenapata C pPblHKA WX OrpaHUYeHUst ero
NPUMEHEHMWS TONMbKO TOW NOArpynmnow NauneHToB, B OTHOLLEHMM KOTOPOW Nofb3a NepeBeLlMBaeT pUCKU.



321. B cnyyae ecnu BbINOMHEHME OLUEHKU 3(PHEKTUBHOCTU MEP MUHUMMU3ALUN PUCKOB ABNAETCA TpeboBaHnem
WK YCNoBMEM CO CTOPOHbI YNIONTHOMOYEHHOrO OpraHa, AaHHble Mepbl BKNOYAKOTCA B NfaH no cdhapmakoHaasopy.

322. MOHUTOPWHT 3 EKTUBHOCTM MEP MUHMMU3ALMK PUCKOB onucaH B YacTtu Xl HacToawwmx MNMpasun.
MnaH no MMHMMU3aLMKN PUCKOB

323. B paHHOM pasgene B OTHOLIEHMM Kaxaow npobrnembl 6e30MacHOCTW, BKIIKOYEHHON B crieumdukalmio no
Be3onacHocTu, gomkHa ObITb NpeacTaBneHa cnegyowas nHpopmMaums no mepam MMHUMU3aL MU PUCKOB:

a) pyTUHHble Mepbl MUHUMMK3ALUWM PUCKOB, BKMoYas nogpobHyH MHGopMauuio o TOM, npegnoniaraeTcs nu
TONMbKO BKJIlOYEHME B OOLUYIO XapaKTEePUCTUKY JIeKapCTBEHHOro npenapaTa W WMHCTPYKUMIO MO MeAWMUMHCKOMY
NMPYMEHEHMI0 COOTBETCTBYIOLLMX peKoMeHAauunii 1 MHGopMaumm, NGO NMaHUPYHTCA MHble PYTUHHbIE MEPONPUATUS
Mo MUHMMM3ALIMN PUCKOB;

©) [ononHuTEenbHbIE Mepbl MUHUMM3AUMM PUCKOB (NP HEOBXOAMMOCTW), BKMOYasd 3adadm Mno Kaxaomy
OONOMHUTENBbHOMY MeponpuaTuo, 060CHOBaHME He0H6X0AMMOCTU N cnocob oueHK ahPEKTUBHOCTU AOMOMHUTENbHbIX
Mep MMHUMM3ALUN PUCKOB.

Peslome nnaHa MMHUMMU3aUUm puUcKkosB

324. B paHHOM pasgene [JofkHa OblTb npedcTaBrfieHa Tabnuua C  NepevyucrieHeM  PYTUHHBIX U
[OMOJSTHUTENbHBIX Mep MUHUMW3ALMN PUCKOB B COOTBETCTBUM C onpeaensieMbiMu cneuudmkaumein no 6e3onacHoOCTy
npo6nemamy GesonacHoCcTU (HanpuMep, HoMep pasdena oblier XapakTepuCTUKU NeKkapCTBEHHOro npenaparta, B
KOTOPOM MPeAYyCMOTPEHbI PYTUHHbIE MEPbI MUHMMU3aLUMK pucka, NMMbo nepeyeHb obpasoBaTenbHbIX MaTepUanos).

YacTtb VI "Pe3tome nnaHa ynpaBneHusa puckammn”

325. Pesiome nnaHa ynpasneHus puckamu Ans KaKgoro NekapcTBEHHOro npenapata SOSMKHO OblTb AOCTYMHO
obuectBeHHOCTUN. Pestome AOMKHO BKMoYaTh B cebs KnOYEBbIE ANEMEHThI MfaHa ynpasreHusl puckamu ¢ 0cobbiM
BblA€NEHMEM MEep MWHMMWU3aLUMM PUCKOB. YMONHOMOYEHHbIMM OpraHamum JofbkHa OblTb obecneveHa nybnukaums
pestoMe 0400pEHHbIX NaHOB YNPaBeHUs PUCKaMUN Ha carTe YNOSTHOMOYEHHOrO opraHa B ceTu MIHTepHeT.

326. Pestome nnaHa ynpasneHus pvckamu OOIDKHO CBOEBPEMEHHO OBHOBMATLCA MO Mepe BHEeCEHWs B 3TOT
nMnaH BaXkHbIX U3MEHEHUN. 3MeHeHns, BHOCUMbIE B NNaH ynpaBneHUs puckamm, OLLEHUBAKOTCH Kak BaXKHbIE B Criyyae,
€CNn1 OHW 3aTparnBatoT:

a) HOBbl€ BaXXHble VID,eHTM(bVILI,VIpOBaHHbIe nnn noteHuwuarnbHble PUCKU nnbo BaXkHble M3MEHEeHUs B nepe4yHe
r|po6r|eM no 6e30nacHOCTM UIN UCKITIOYEHNS] CBEAEHUI U3 HETO;

0) BKIOYEHME WM  UCKIOYEHUE [AOMNOSHUTENbHBIX MEP MWHUMWU3ALMM PUCKOB NMOO PYTUHHBIX Mep
MWUHUMW3ALMM PUCKOB, MpeAnonaratoLmx BbiNOMHEHNE 0CODbIX KNMMHUYECKUX MEPOMPUATUIA AN YNPaBNeHNst pUuckamu;

B) CylleCTBE€HHble W3MEHEeHUA nnaHa no q)apmaKOHa,qsopy (Hanpmmep, AonosyiHeHne niaHa HOBbIMU
nccneaoBaHAMU UM 3aBepLUEeHNE BbINOJTHAEMbIX MCCﬂeD,OBaHMVI).

327. NockonbKy pestome nnaHa ynpasneHus pyckammn npefHasHavyeHo Ans W1MpoKon ayamtopum, nHpopmMmaums B
AaHHOM pasgerne JoImkHa ObiTb M3MOXeHa AOCTYMHbIM sA3blkoM. OgHAKo 3TO He Oo3HavaeT, 4To criegyeT usberatb
cneumnanm3npoBaHHbIX TEPMUHOB. [JOKyMEHT JOIMKEH YETKO PasbsCHUTb €ro uenb M TO, KaK OH COOTHOCUTCH C ApYrom
WHopmaumen, B YaCcTHOCTU C MHOpMaLMEn O INekapCTBEHHOM npenapaTe (To eCcTb C ObLWen XapaKTepuCTUMKOWN
nekapCTBEHHOro npenaparta, MHCTPYKLMEeN N0 MeOULNHCKOMY NPUMEHEHWIO U MapKUPOBKOM).

328. Pesome nnaHa ynpaBneHuWss puckamu [OSMDKHO COOTBETCTBOBATb WHpopmauun, npeacraBneHHoW B
mogynax CVII, CVIII yactu Il n yvactax lll - V nnaHa ynpasneHus puckamu, U OOIDKHO COAepXaTb CrnefyloLlyto
NMHpopmMaumio:

a) HanMmeHOoBaHWMeE NekKapCTBEHHOIO npenaparta u uenun, ona KoTtopbix op,o6peHo €ro rNnpuMeHeHune;

6) KpaTKasl xapaKkTepucTuka npobnem 6e3onacHOCT U OTCYTCTBYHOLEN MHbopMaLIMU;



B) PYTUHHbIE U OONOJTHUTE IbHbIE MEePbl MUHUMU3AU NN PUCKOB;

r) [ONoMNHMTENbHbIE MEPOMNPUSATUS NO dapmakoHag3opy.
YacTtb VIl "MpunoxeHuns Kk nnaHy ynpasneHus puckamm”

329. Ecnu nnaH ynpaBneHUs puckamu MPUMMEHSETCS MO OTHOLWIEHUI0 K ABYM W 6Gonee nekapCTBEHHbIM
npenapaTam, npegnonaraeTcd, YTO MPUIIOXeHUs OydyT MMeTb OTHOLLUEHWE KO BCEM JleKapCTBEHHbIM MpenapaTam.
CnepnyeT 0cob60 NOAYEpPKHYTb KOHKPETHbIE acneKkTbl, HEMPMMEHMMbIE KO BCEM feKapCTBEHHbIM npenapartam B nnaHe
yrnpaBneHusa puckamu (Hanpumep, ¢opma nocneaywouwero cbopa uHgoOpMauum O HexenaTtenbHOW peakuum B
npunoxernun N 4 K nnaHy ynpaBneHUsi puUckamu MOXET ObiTb NPUMEHMMAa TOMbKO K NEeKapCTBEHHbIM MnpenapaTam,
coAepxallMM akTUBHOE BELLECTBO, KOTOPOE MMeET NPUYUHHO-CNEACTBEHHYIO CBA3b C peakuuwen). [NnaH ynpaeneHus
pycKamMun JOIDKEH COAEPXaTb MPUMOXEHUS, MpUBEAEHHbIE HKE (€CNM NPUMEHUMO).

MpunoxeHue N 1 "InekTpPOHHbLIN BUA NfaHa ynpaBneHusa puckammu”

330. MpunoxeHne N 1 k nnaHy ynpaBneHUs puckamu npeactaBnsieT cobon CTPYKTYPUPOBAHHbLIA 3NEKTPOHHbIN
darin nnaHa ynpaeneHusl puckamu, KOTOpbIM He TpebyeTca nogaBaTb B COCTABE PErMCTPALMOHHOIO A0Chbe
nekapcTBeHHoro npenapaTta. lNpunoxeHne N 1 B Buae 3NEKTPOHHOrO doawna [JOoMKHO ObiTb NpeacTaBrieHo, B
cdopmaTe, cooTBETCTBYIOLLMM TpeboBaHMAM K 3MNEKTPOHHOMY BWAY 3asBMEHUA W OOKYMEHTOB PErmcTpauyoHHOro
Aocbe, MNpeAcTaBnseMblX NpU OCYLLECTBNEHMU perucTpauum u 9KCNepTu3bl FEeKapCTBEHHbIX MpenapaToB Ans
MEeOMLMHCKOrO MpuMeHeHus, yTBepxkaeHHbiM PeweHvem Konnerun EBpasuiickon akoHomwuyeckom komuccuun ot 30
noHst 2017 r. N 79. [JaHHOE NpunoXeHue MOXET ObiTb HE3aMNOMNHEHHbIM.

MpunoxeHue N 2 "O606LWeHHbIe AaHHbIe
no NfaHupyeMbIM, BbINOMHAEMbIM U 3aBepLUeHHbIM UCCieA0BaHUAM
nnada no ¢papmakoHansopy B TabnuyHon dopme”

331. [daHHOe npwunoXeHne [OOIMKHO codepXaTb B TabnuuHom dopme cnegylwyl WHdopMmaumio no
nccrnegoBaHUsIM, BKIOYEHHBIM B NilaH Mo d)apMakoHag3opy (COrnacHo TeKyllenh Mnu npegbigylwien Bepcuu nnaHa
ynpaBreHust puckamu, nccnegoBaHuam kateropui 1, 2 n 3):

a) nnaHupyemble W BbIMOMHSAEMbIE WUCCNEAOBaHUs, BKMoYas uUenu, npobnembl GesonacHOCTU, a Takke
3annaHMpoBaHHbIe CPOKM NpeacTaBnNeHUst MPOMEXYTOUHbIX U KOHEYHbIX Pe3yrnbTaToB;

6) 3aBeplUeHHble uccregoBaHWs, B TOM 4ucne uenu, npobnembl GesonacHocTu, W gaTta npeacTaBlieHus
pe3ynbTaToB B YNONMHOMOYEHHbIE OpraHbl (BbIMONIHEHHOE, 3anfaHMPOBaHHOE NPEACTaBMNEHNE UMK YKa3aHne NpUYnHbI
He nNpeacTaBrneHns pe3ynbTaToB).

MpunoxeHune N 3 "lMpoTokonbl npeanaraeMbiX, BbIMOSIHAEMbIX
M 3aBepLUeHHbIX UCccriefoBaHMA NnaHa no cpapmakoHaasopy™

332. B npunoxeHve N 3 K nnaHy ynpasneHuss puckamm He TpebyeTcs BknoYaTb MPOTOKOMbI MCCEeAoBaHWN,
KOTOpble He OblMM Has3HayeHbl YNOMHOMOYEHHbIM OPraHOM roCydapcTBa-yfieHa U He Oblnu BKMOYEHbl B MAaH Mo
dapmakoHagsopy. [JaHHOe MpunoxeHne MOXeT BKoYaTb B cebs 3NEKTPOHHYHK CCbINKY Ha Apyrve MOAynu Aocbe
3MEeKTPOHHOrO PEerncTpauMoHHOro [ocbe, B Crlyyae npeacTaBfeHus OaHHbiX MPOTOKOMOB M MfaHa ynpasBneHus
puUCKaMW OOHOBPEMEHHO C 3MEKTPOHHbIM OOLMM TEeXHUYeCKMM OOKyMeHTOM. B cnyyae npegctaBneHus nnaHa
ynpaBfieHNsi puckaMn He B COCTaBe ANEKTPOHHOrO PerncTpauMoHHOro A0Cbe B AaHHOe MPUMoXKeHWe OOMKHblI OblTh
BKJTKOYEHbI NMPOTOKOMbI NCCIe40BaHN, BKITHOYEHHbIX B NiaH No dhapMakoHaasopy.

Yactb A npunoxeHus N 3 "3anpawmBaembie NPOTOKONbI
nccnegoBaHUM nnaHa no chbapMakoHap3opy, npeacTaBnsiemMble
ANns oueHKU YNOJTHOMOYEHHOro opraHa npu o6HOBNEeHun
Bepcuu nnaHa ynpasneHusi puckamm™

333. B cny4yae ecnu 3anpawmBaemMble MNPOTOKOSIbl  OOJTKHbI ObITb npencrtaBneHbl And pacCMOTpeHuA
YNOJTHOMOYE€HHbIM OpraHoM u [epxaTtesib pPeruncTtpauMoHHOro yaoCTtOoBepeHua nnaHupyeTt npencrtaBuUTb MNPOTOKOI
nccnenoBaHna And OUEeHKU B yI'IOJ'IHOMO‘-IEHHbIVI OpraH B paMKax npouenypbl npencrtaBlieHUd niaHa ynpaslieHUudA
puckamMu, 4acTtb A NPUNoXeHnA N 3 pomkHa BkMo4aTb B cebs Takown NMPOTOKOJ1. B kavecTtBe anbTepHaTUBHOIO



BapunaHTa nNpOTOKONT uccneaoBaHUA MOXEeT ObITb paccMoTpeH B paMKax oTAenbHON npouenypbl 1 nocne ero
cornacoBaHus OomkeH ObiTb BKMAOYMEH B 4YacTb B agaHHOro NPUNOXeHnA. nOpHﬂ,OK npeacrtaBiieHna npoToKona
nccnegoBaHust AOMKEH ObiTb COrnacoBaH ¢ YNOJTHOMOY€HHbIM OpraHoOM.

YacTtb B npunoxennsa N 3 "3anpawmBaemMbie U3MEeHEHUs1 paHee
00006peHHbLIX NPOTOKONIOB UCCeaAoBaHUM NnaHa no cpapmakoHansopy,
npeacraBnsieMble Ofisi OLEHKN B YNOJTHOMOY€EHHbIN opraH
npu oGHOBMEHMU BEPCUU NJ1aHa ynpaBneHusi puckamm"

334. B cny4ae ecnu ynosIHOMOYEHHbIM OpraHoM ObINn 3anpoLUeHbl AN PaCCMOTPEHNUS UCMPaBIEHUs NpoToKona
NccneaoBaHUs U gepxaTenb PerncTpaumMoHHOro YAOCTOBEPEHUS MNNaHupyeT MNPeacTaBUTb W3MEHEHUsI NPOTOKona
nccnepoBaHus B pamkax npouenypbl npeacTaBneHuns nnada ynpaeneHus puckamu, Yyactb b npunoxernns N 3 gomkHa
BKMtoyaTh B ceba OGHOBNEHHbIM NpoTOoKon. B kayecTBe anbTepHATMBHOrO BapwaHTa nomnpaBka K MPOTOKONMY MOXET
ObITb NpeAcTaBneHa B paMkax OTAerNbHOW npoueaypbl U Nocre ee cornacoBaHms AofmkHa ObiTb BKMtoYeHa B YacTb B
JaHHOro npunoxeHuda. [lopsigok npeacTaBneHMst MPOTOKONa UCCreaoBaHus [OfkKeH ObiTb cornmacoBaH C
YMOMHOMOYEHHbBIM OPraHoM.

335. lNocne cornacoBaHUs yNnosIHOMOYEHHbIM OpraHoOM MPOTOKOMbI UccnefoBaHmi M3 yacten A unm b cnegyet
nepeHectM B 4acTb B gaHHOro npunoxeHums ¢ nocriegyoowmm obsisaTenbHbiM OOHOBIMEHMEM NNaHa ynpaBrieHus
puckamu.

YacTtb B npunoxennsa N 3 "Opo6peHHble NPOTOKONbI
BbINOJIHAEMbIX Uccre4oBaHUM nraHa no papmakoHaasopy
M OKOH4aTesnbHble NPOTOKONbI UCCIlefOoBaHNN, He NpeAcTaBlsieMble
ANA OUEeHKN YyNoJIHOMOYeHHOro opraHa”

336. B yactb B npunoxernnss N 3 k nnaHy ynpaBneHUsi puckaMu OOSMKHbl ObiTb BKMIOYEHbI crnegylolime
NPOTOKONbI:

a) NorHble NPOTOKONbI, KOTOpble paHee BblNn OueHeHbI YNONMHOMOYEHHBIM OPraHOM M CornacoBaHbl (TO eCTb He
ObINO 3anpolweHo MNOBTOPHOE npeacTaBneHve npotokona). K npoTokony Heobxoommo MpuroXutb AOKYMEHT C
yKa3aHMeM HanmeHOBaHMS nNpouenypbl, B paMkax KOTOPOW NPOTOKON Obin YTBEPXKAEH, U AaTbl 3aKnyeHns. YkasaHue
HaMMeHOBaHWs Mnpoueaypbl MOXET BKMA4YaTb B Cebsi 3NEKTPOHHYI OTCbINKY WM CCbIKY Ha Apyrve Moaynu
perncTpaumMoHHOro JoCbe NEKapCTBEHHOro npenaparta B cny4vae, ecrnv paHee NpoTOKONbl ObinNy NpeacTaBneHbl B ero
cocTaBe;

6) okoHYaTenbHble NPOTOKOSbI APYrMX UCCNefoBaHWUN KaTeropum 3: NPOTOKOSbI, KOTOPbIE He Oblnu 3anpoLleHb!
ANs PacCMOTPEHUSI YNONIHOMOYEHHBIM OPraHoOM W MpPeACTaBreHbl AepXaTenemM PerncTpaunoHHOro yAOCTOBEPEHUS
TONbKO AN MHPOPMUPOBAHUS.

337. HPOTOKOJ'IbI 3aBepLUEeHHbIX nccnegoBaHum cnefnyet UCKNKYUTbE U3 OAHHOINO NpuoXeHud nocrie Toro, Kak
OKOH4aTellbHble OTHETbI NO peldyrnbTaTaM UccrnegoBaHuA 6yﬂ,yT npencrtaBneHbl B yI'IOJ'IHOMO‘-IeHHbIﬁ opraH Aand oueHKW.

MpunoxeHue N 4 "CneunanbHblie ¢hopMbl Nocnegyowero coopa
MHcpopMaLun o HexxenaTenbHbIX peakuyuax”

338. [daHHOe npunoxeHWe AOMKHO BKM4YaTb B cebs Bce dopmbl nocregytowero cbopa uHdopmaumm o
HexernaTenbHbIX  peakuusx, Uucnofb3yemble [AepxaTenem perncTpauuoHHOro  yoocToBepeHus ans  cbopa
OOMNONHUTENbHBIX OAHHBIX MO onpeaeneHHbIM npobnemam no 6esonacHocTu. Vicnone3oBaHne opM nocnenyroLwero
cbopa wHopMauMK, BKITHYEHHLIX B [aHHOE MNPUITOXEHWe, AOMMKHO ObiTb NogpobHO onMcaHo B MfaHe Mo
thapmMakoHaa3opy B NriaHe ynpasreHus puckamm Kak KOMNOHEHT PYTUHHBLIX MEPONPUSATMIA NO hapMakoHan3opy.

339. dopmbl nocneaytolero céopa MHGOPMaLMK, KOTOpblE AOSKHbI GbiTh BKIOYEHbI B AAaHHOE MpUNoXeHue,
MOTYT Takke HasblBaTbCs ONPOCHMKaMW NO AOMONHUTENbHLIM AAHHBIM O HeXenaTesNlbHbIX peakuusix, hopMoii cbopa
[aHHbIX O HeXenaTenbHbIX peakumsx unv opmMoit nocneayoLero céopa AaHHbIX 0 HeXenaTenbHbIX peakUusiX.

MpunoxeHune N 5 "lMpoTokonbl npegnaraeMbix
1 BbINOJNHAEMbIX UCCrnefoBaHMN, BKNIOYEHHbIX B YacTb IV nnaHa
ynpaBneHust puckamm"



340. [JaHHoe npunoxeHwe [OOMKHO BKMYaTb B CeBGA OTCHIMKM UMW CCbINIKM Ha ApyrMe 4actm [ocbe
3NEKTPOHHOIO PEerucTpauuoHHOro [OCbe B Cryvyae BKIKYEHWs MNpOTOKona wccrneaoBaHusa 3(pdeKTMBHOCTM B
ANEKTPOHHbIA OOLUNIN TEXHUYECKUA OOKYMEHT nuMbO MPOTOKON HasHaYeHHOro uccrenoBaHusa 3¢deKTUBHOCTH,
BKITIOYEHHOro B 4acTb |V nnaHa ynpaeneHus puckamu.

MpunoxeHue N 6 "MogpobHasa nHdopmauma o npeanaraemMbix
OOMNOJIHUTENbHbIX Mepax MUHUMU3aLUUU PUCKOB"

341. Ecnu npvMeHMMO, B JaHHOE MPUIIOXKEHWe OOKHbI ObiTb BKMHOYEHbI NpeanaraeMble U COrflacoBaHHbIe
(ecnv NPVMMEHUMO) MPOEKTbI C OCHOBHOW MHGOPMauuei, COCTaBMsoLWed AOMNOSHUTENbHbIE Mepbl MUHUMKU3ALUN
PVICKOB.

MpunoxeHue N 7 "Opyrve BcnomMmorartesibHble AaHHble (BKovas
CCbINOYHbIN MaTepuan)”

342. Ecnn npumeHnmo, BO u3bexaHume AybnupoBaHus maTepuanos, NPeAcTaBleHHbIX B KayecTBe CCbIMoK,
AaHHOe MPUIoXeHne AOIPKHO BKMOYaTb B Ce0s OTChINKM K 3NIEKTPOHHOMY PerncTpaumMoHHOMY AO0Cbe UMW CCbIIKU Ha
Apyrue JOKYMEeHTbI, BKIIOYEHHbIe B ApYrMe MOAYNM perncTpaumoHHOro Aocke.

MpunoxeHue N 8 "O630p n3aMeHeHUN, BHECEHHbIX B NiaH
ynpaBneHusi puckamm"

343. B gaHHOM npunoxeHun ormkeH ObiTb NpeacTaBneH nepeyveHb BCeX CYLEeCTBEHHbIX U3MEHEHWW B nraHe
ynpaBreHnss puckamm B XpoHonormdeckom nopsigke. MHdopmauusa gomkHa Bknoyatb B cebsa kpaTkoe onucaHue
N3MEHEeHW!, aTy 1 HOMep BEPCUW NraHa yrnpasBrneHns puckamm no BCEM CreayoLwmum N3MeHeHNSM:

a) pobaeneHve, yoaneHue unu n3aMeHeHve KnaccugukaumMoHHOro oTHeceHust Npobnem no 6esonacHoCTY;
©) nobasneHve nnn yganexHue ncenegosaHvi U3 nnaHa no papmakoHagsopy;

B) N3MeHeHune MepOFIpI/IFITI/Iﬁ B njilaHe no MWHMMU3aUuMn PUCKOB B YacTu MepOﬂpMﬂTMVI, npegnararowmx
onpeneneHHble KIMMHNYeCkKne Mepbl 454 ynpasiieHUAa puckamMmuy, ninn gonosHUTe bHbIX Mep MUHUMKNU3aUnUnN PUCKOB.

MpunoxeHue N 9 "UHdopmaumsa 06 OTNNUMAX NNAHOB yrpaBneHus
puckamm B rocygapcTBax-4jieHax oT AeUCTBylOLEeNn Bepcum niaHa
ynpasJfieHuAa puckamu™

344. aHHoe NpunoxeHve NpeacTaBnsaeTcs Npu Hanuuum oTAMYMA MHAOPMaLUKn B NiaHe ynpasreHns puckamm
B rocygapcrBax-yrieHax oT MHJopmauuu COOTBETCTBYIOLMX pasfenoB AeWCTBYIOLEN Bepcuu nraHa ynpasreHus
puckamun. OnucaHne ykasaHHbIX OTNNYUIA NPEeACTaBnseTcs B COOTBETCTBMM C TpeboBaHUsMM K hopmaTy U CTPyKType
OaHHbIX.

7. B3aumocBA3b Mexay niiaHoM ynpasfieHUsA puckamu
M NepnoanveckumM o6HOBNAAEMbIM OTYETOM NO 6e30NacHOCTU

345. OCHOBHbIMW MNOCTPErNCTPALMOHHBIMU [AOKYMEHTaMu apMakoHaa3opa SBMAAOTCA MNNaH yrnpaBneHus
puckamu U nepuoamnyeckuini obHoBNsieMbIi oT4eT no 6e3onacHocTy. MaBHONM Lenblo Nepuoanyeckoro 0bHOBNSIEMOro
oTyeTa no 6e3onacHOCTU SBNSIETCS PETPOCMNEKTUBHAS MHTErpMpoBaHHasi MOCTPErMCTPaLMOHHas OLEeHKa pucka u
Monb3bl, B TO BPEMS Kak Liefbto MraHa ynpaBlieHnst puckamu siBMsSIOTCS NPOCMNEKTUBHOE Npe- U NOCTPerncTpaumnoHHoe
ynpaBrnieHne GanaHcoM pucka W Monb3bl M MNNaHupoBaHWe. Takum 06pa3oM [aHHble [OOKYMEHTbl SBSOTCS
B3aVMOLOMOSTHSAOLLUMU.

346. B cnyvae ecnv nepuogunyeckuii oOHOBNSiEMbIA OTYET Mo Ge3onacHOCTM U nnaH ynpaelieHUs puckammu
NPeAcTaBnsalTCs OAHOBPEMEHHO, MNlaH [dOJPKEeH oOTpaxaTb 3akniodeHve no npodwunio  6e3onacHoCcT U
achbekTMBHOCTM, caenaHHoe B nepuoamdeckom obHoBnsieMoM oOT4yeTe no 6GesonacHocTu. Hanpumep, ecnu B
nepuoamnyeckom OOHOBMSIEMOM oOT4YeTe Mo ©e30nacHOCTU caenaH BbiBOA4 O BbISIBNEHWW HOBOIMO CUrHana u ero
OTHECEHUWN K YUCIY BaKHbIX WUOEHTUMULMPOBAHHBLIX UMW BaXKHbIX MOTEHLUMANbHbIX PUCKOB, AaHHbLIA BaXXHbIA PUCK
OOMKeH ObITb BKMOYEH B 4MCro npobriem no 6e3onacHOCTM B OOHOBIEHHYKO BEPCUIO MMaHa ynpaBiieHus pUcKamu,



npeacTaBnsieMyl0 OLHOBPEMEHHO C nepuogudeckum o6HoBNAeMbiM oOT4eToM Mo 6e3onacHocTw. [MnaH no
dapmMakoHaa3opy M nnaH no MWUHMMWU3ALUU PUCKOB OOIMKHbI B 9TOM criydyae OblTb COOTBETCTBYHOLUM 0bBpasom
OOHOBNEHBbI C OTPaXeHMeM NpeanoXeHU aepxaTens perncTpaumnoHHOro yaoCTOBEPEHUS NO AanbHENLWeMy n3y4eHunto
OaHHOoM npobnembl No 6e30nacHOCTM U MepaM MUHUMMU3ALLIUM COMPSP)KEHHOTO PUCKa.

347. hdopmaumsa gomkHa OblTb COracoBaHHON, HO MOXET OTNNYaTbCA Mo oopMaTy B CreayloLlmx pasgenax B
nepuoanyeckoM 0GHOBMSIEMOM OTYeTe No 6e30MacHOCTU U NNnaHe ynpaBreHns puckamm:

a) moaynb Clll "KnuHuyeckoe uccnegosaHme Bo3gencTeuma” yactu |l nnaHa ynpaesneHus puckamu 1 nogpasgen
5.1 "OOwee u4umcno nauueHToB, MNOABEPrLUMXCA BO3OEWCTBUIO JIEKAPCTBEHHOro npenapata B KINUHUYECKUX
nccnegoBaHusx" nepnoguyeckoro oGHOBNsIEMOro ot4yeta no 6e3onacHocTy;

©0) moaynb CV "lMocTpernctpaumoHHbii aTan” vactu |l nnaHa ynpaBneHus puckamu 1 nogpasgen 5.2 "Obuwee
YMCNO NaUMEHTOB, NOABEPILUNXCA BO3OENCTBMIO NEKapCTBEHHOrO NpenapaTta, Mo AaHHbIM €ro NPUMEHEHUS Ha PbIHKE"
nepuoamnyeckoro obHoOBNSEMOro otT4yeTa no 6esonacHoCTy;

B) moaynb CVII "MaeHTudunumnpoBaHHble 1M MOTeHUuanbHble puckM" 4Yactu |l nnaHa ynpaBnenuss puckamu u
nogpasgen 16.1 "Ob6obwatowas uHdopmaums o npobnemax no GesonacHocTU" MepuoaMyeckoro obHOBMSIEMOro
otyeTta no 6GesonacHoctn, moaynb CVIII "Kpatkaa xapaktepuctuka npobnem 6esonacHoctu" dactm |l nnaHa
yrnpaeneHns puckamm u nogpasgena 16.4 "Xapakrepuctuka pUCKoB" nepumogmnyeckoro obHOBNSEMOro otyeTa Mo
6e3onacHocTy;

r) pasgen "OueHka aPdPEKTUBHOCTM MEPOoNpUATAA NO MUHMMM3aUMM puUCKoB" 4YactTu V nnaHa ynpasneHus
puckamun u nogpasgen 16.5 "OdpekTMBHOCTE MEP MUHMMM3ALMM pucka" nepmognveckoro obHOBMAEeMoro oTyeTa no
6esonacHocTy.

8. CucTtembl Ka4yecTBa U ynpaBreHue 3anucsmm

348. HecmoTps Ha TO, YTO B MPOLIECC HAaNUCaHUs MnfaHa ynpaBfeHUss pUckamm MOXeT OblTb BOBfIEYEHO MHOMO
3KCNepToB, BCA OTBETCTBEHHOCTb 3a €ro Ka4yecTBO, TOYHOCTb W HAy4HYIO LIeNIOCTHOCTb BO3naraeTcs Ha aepxaTens
perncTpaumMoHHoro yaoctoBepeHns. OH e HeceT OTBETCTBEHHOCTb 3a OOHOBMEHWe nnaHa yrnpaBneHWs puckamw,
Korga CTaHOBUTCH [OCTYMHOMW HOBas MHQOpMauus, M LOIDKEH MPUMEHSITb NPUHUMABI obecneyeHns KadvecTsa,
nsnoxeHHole B pasgene |l HacToswwmx Mpasun. Jepxatens perncTpaumoHHOro yaocToBepeHns omkeH obecneunTb
KOHTPOIb U JOKYMEHTUPOBaHWe npoueaypsl NnpeacTaBrneHvs nnaHa ynpasneHus puckamum B YNorTHOMOYEHHbIN OpraH ¢
yKkasaHuem Jat npefcTtaBreHus N BCeX 3HaUYUTErNbHbIX U3MEHEHUI, BHECEHHbIX B KaXXAyt0 BEPCUIO MNriaHa ynpasreHus
pyckamu. [laHHble 3anucy, NnaH ynpasnieHnss puckamu u nodble JOKYMEHTbI, UMetoLme OTHOLeHne K MHpopmauun B
pamkax yKkasaHHOro nnaHa, MoryT noABeprHyTbCA ayauTy U MHCNEKTUPOBAHUIO MHCMEKTOpamMu no dpapmakoHaasopy.

9. TpeboBaHMA K NnpeACcTaBNEHUIO NiaHa ynpasneHus puckamm

TpebGoBaHusA kK NpeAcTaBNEHUIO NJiaHa ynpaBneHus puckamu
ANs pepxarenen perucTpaLMoHHOro yaocToBepeHusi Npu nogaye
3asBNIeHUA Ha perncrpauuio nekapcTBEHHOro npenapara
M npuBefeHue B COOTBETCTBME ¢ Tpe6oBaHusimu Cotroza

349. MNpu nogadye 3asBNEHUs HA PErMCTpaumio NekapCcTBEHHOro npenapata v NpuBeAeHUN PerncTpaLMoHHOro
[0Cbe NleKapCTBEHHOro npenapara B COOTBETCTBUE € TpeboBaHuaMM Coto3a nnaH ynpaBneHns puckamu ¢ onvcaHuem
CUCTEMbI YMpaBIEHUS pUCKaMW W Pe3lOME NnaHa npeacTaBnseTcs Ans BCeX JleKapCTBEHHbIX MpenapaTos, 3a
UCKIIOYEHMEM CryYaeB, ykasaHHbIX B NyHkTe 350 HacTosawmx MNpasun.

dopma U A3bIK NpeacTaBfeHUs MfaHa YnpaBfeHUs puUCKamn B COCTaBe PErMcTpauuoHHOrO  [oCbe
NekapCTBEHHOro NpenapaTa OOMKHbI COOTBETCTBOBaTb TpeboBaHuaM [NpaBun perucTpaumm u 3kcnepTusb.

350. I'Ip|/| nogavye 3asdABlieHUA Ha npuBeaeHue perncTtpaunMoHHOro aAocCbe JieKapCTBEHHOro npenaparta B
COOTBETCTBUE C Tpe6OBaHMﬂMM Coto3a He Tpe6yeTc;| npencrasneHne nnaHa ynpasiieHUA pUCKamMu C onncaHmem
CUCTEeMbIl ynpaBJieHNA pUCKkamMn 1 pe3romMe niaHa ana:

a) nekapcTBEHHOro npenapara, AeNCTBYIOLEE BELLECTBO KOTOPOrO XOPOLIO U3YYEeHO B XOA4Ee MEAULIMHCKOro
MPYMEHEHWs], MPU 3TOM NMPU3HaHbI ero 3PMEKTUBHOCTL U NpMeMemas cTeneHb 6e30nacHOCTU 1 NPoLWo He MeHee 10
neT ¢ paTtbl TMEepBOr0 CUCTEMaTUYECKOTO W [OKYMEHTMPOBAHHOIO TMPUMEHEHWST [OEWCTBYIOLLEro BeLllecTBa



(meicTBYHOLWNX BELLECTB) AaHHOIO NeKapCTBEHHOrO Npenaparta B rocyaapcTBe-yrieHe, KOTOPOE OCYLLECTBNAET OLIEHKY
3aABMeHns Ha NpuBedeHWe B COOTBETCTBME C TpeboBaHusMM Colo3a M y KOTOPOro OTCYTCTBYET MNnaH yrnpaeneHus
pvcCKamu Ha MOMEHT NMpPUBEAEHUS PerncTPaLMoHHOro AoCcke B COOTBETCTBME C TpeboBaHusaMu Coto3a;

6) NeKapCTBEHHOrO pacTUTENIbHOTO MpenapaTta, KOTOpbli COOTBETCTBYET KpUTEPUSIM MpeacTaBleHus
YNPOLLEHHOIO AOCHE;

B) rOMeOonaTM4ecKoro feKapCTBEHHOrO npenaparta, KOTOpbIi COOTBETCTBYET KpUTEpUsM NpeacTaBreHus
YMNPOLLEHHOro JOChE.

351. UcknioveHuns, ykasaHHble B NyHKTe 350 HacToswmx MNpaBun, He NPUMEHSIIOTCA U NSaH ynpaBreHnsa puckamm
ONS yKa3aHHbIX rpynn feKkapCTBEHHbIX NpenapaToB JOSPKEH ObiTb MpeACcTaBneH B Creayowmux cryyasix:

a) BHECEHWe HOBOTrO MoKasaHusi K MPUMEHEHW0 B OOLLYI XapakTepUCTUKY JeKapCTBEHHOro npenapaTta u
WHCTPYKLUMIO NO MEANLMHCKOMY NPUMEHEHWIO;

6) BO3HMKHOBEHMWE Npobriembl 6e30MacHOCTH, OKasbiBaloLLEN BAVSIHUE HA COOTHOLLEHWE "NoMb3a - pUcK”;

B) ecnu obecnevyeHne NpMMEHEHNs NekapCTBEHHOIO Npenapara npu NpeBbILEHWN NOMb3bl HA4 PUCKOM TpebyeT
BBEZIEHWS AONOMHUTENbHBIX MEPONPUATUIA Mo ddapMakoHaA30py MU A0MNOMHUTENBHBIX MEP MUHUMMU3ALLIMN PUCKOB.

352. Ha nocTperncTtpauMoHHOM 3aTtane npencraBneHne OOHOBNEHNs NnaHa ynpaBlieHnda puckamum unnn HoBOIro
nnaHa ynpasJ/ieHUA PUCKaMUN MOXET I'IOTpGGOBaTbCﬂ B Nntoboe BpeMA B Te4eHne XXN3HEHHOro UuKria nekapCTtBeHHOro
npenaparta B criegyrLwmnx cnydaax:

a) no 3anpocy YrNorIHOMOYEHHOrO OpraHa Mnpu BO3HWKHOBEHWM MpobGrembl Mo Ge30MacHOCTW, OKasblBatoLewn
BNMUsIHME Ha COOTHOLLEHWe "nonb3a - pucK";

6) Npu BHECEHUN N3MEHEHWW B PEerncTpauMoHHOE A0Cbe, KOTOpble COMPOBOXAAITCA M3MEHEHMEM MNepeyHs
npobnem no 6e3onacHocTu, NGO NOSABMEHWEM HOBbIX AOMOMHUTENbHBLIX MEeponpuaTUA Mo dapmMakoHaasopy, Nnbo
HeobXOAMMOCTbI0O BHECEHWS WU3MEHEHUI B MeponpuSaTUS NO MUHMMM3auuM puckoB. NpeactasneHve OBGHOBMEHMWSA
nnaHa ynpaBrneHUs puckaMum MOXeT noTpeboBaTbCHa B CryYyasix BHECEHUS U3MEHEHWWA B MOKa3aHUs K NPYMEHEHWIO,
BBeJEHMS HOBOW A03MPOBaHHON (hOpPMbI, HOBOro cnocoba BBeAeHWs, BHECEHUSA U3MEHEHUI B NpoLEecc Npou3BoacTBa
BUOTEXHONOMMYECKMX NEKapCTBEHHbIX CPEACTB.

Tpe6oBaHusa B 0COObIX CUTyaumusax

353. MNpu nogaye 3asBreHUs: HAa PperMcTpauuio NiekapcTBEHHOMO NpenapaTta ¢ NosfHbIM coaepXkaHnem moaynei 1
- 5 perncTpauMoHHOro Aocbe HeoGXoAMMO MpeACcTaBMsATb BCe YacTu MnaHa ynpaBreHus puckamu. Bo Bcex MHbIX
cryyasix nodayM 3asiBNEHUst Ha perucTpauumio JNekapcTBEHHOro rnpenapata TpeboBaHUS K COAepXKaHWuio nnaHa
YNpaBfieHnsl puUcKamy OMpeaensloTcs UcXoas W3 MnpuHUMna MNponopuMOHanbHOCTU  MOEHTUMULMPOBAHHOMO U
NoTeHLMaNbLHOro p1ucka riekapCTBeHHOro npenapara, a Takke HeoGX0AMMOCTU NosyYeHust AaHHbIX 0 6e30nacHOCTY Ha
MOCTPErucTpaLMoHHOM 3Tane, B CBSI3W C YeM HEKOTOpble YacTy UM MOAYMNN MOTYT OblTb OMYyLLEHbI MPU YCIOBUM, YTO
YNONHOMOYEHHbIN OpraH rocydapcTBa-urieHa He NpeabsaABnseT UHbIX TpeboBaHWuid. MuHumanbHble TpeboBaHus K
npeacTaBreHnto MHopMaLMmK Mo YacTaM NraHa ynpaBrneHns puckamu npueeaeHsl B Tabnuue 2.

Tabnuua 2
MepeyeHb YacTel nnaHa ynpaeneHus puckamm

npu nogade 3aaBlieHNA Ha perncrTpauunto nekapCTtBeHHOro npenapara
Ana pa3HblX BUAOB J1eKapCTBEHHbLIX nNpenapaTtoB



Bua nekapcTBeHHOro npenapaTa MnaH ynpaBneHust puckamm

YacTtb Yactb Il Yactb | YacTtb |YacTtb | YacTb | YacTb
I [l v \Y% VI Vil
Moagy | M3 | Moay | Moay | Moay | Moagy | Moay | Moayn

neCl | Cl nb ne [mbCV| 1 ne | b CVII
CllI Clv Cvl | cvil

Mopaya nonHoro cogepxaHus + + + + + + + + + + + + + +
moaynen 1 - 5 perncTpaymMoHHOro
aocbe
BocnpousseneHHbIn nekapCTBEHHbIN + T + + * # + +
npenapat
'MBpMAHbIN NekapcTBEHHbIV Npenapar + T + i + + + # + +
JlekapcTBeHHbIN NpenaparT ¢ + § 8§ 8 8§ § § + + + + + + +
durkcupoBaHHON KOMBUHaUMeEN - ¢
HOBbIM JENCTBYIOLLMM BELLECTBOM B
cocTtaBe
JlekapcTBeHHbIN NpenaparT ¢ + + + 1 + + * # + +
durkcupoBaHHON KOMBUHaUMeEN - HOBOe
AeNCTBYylOLLEee BeLEeCTBO B COCTaBe
oTCyTCTBYET
JlekapcTBeHHbIN NpenapaT ¢ XopoLUuo + + + + + + + +
N3y4YeHHbIM MeANLNHCKNM
npUMeHeHneMm
BroaHanornyHbi (6uonoaobHoin) + + + + + + + + + + + + +

neKkapCTBEHHbIN nNpenapat

MpumevaHus.
1. CumBon "+" 03HavaeT, 4YTo nHdopmaLmsa No JaHHOMY pasgeny npeacTaBnseTcs B NoMHOM obbeme TpeboBaHWiA.

2. Cumeon "f" O3HayaeT, 4To MHpopMauus No OAHHOMY pasfeny NPeacTaBnseTcsl B Criyyae, ecnu pedepeHTHbIN NeKapCTBEHHbIM NpenapaT He
nmeeT o40OPEHHOro NnaHa ynpaeneHust puckamMmm u pestoMe NiiaHa ynpaBfeHUsl pUuckaMy He onyobriMKoBaHO Ha CalTe YNONTHOMOYEHHOro OpraHa B
cetn IHTepHeT.

3. CumBon "*" o3HavaeT, 4To MHdOpMauusa No AaHHOMY pasgeny npeacTaBnsieTcs B cryvae, ecnv NoCTPerncTpaLMoHHbIE UCCeAoBaHWS MO OLeHKe
3P PEKTUBHOCTN HA3HaYeHbl pedhepeHTHOMY fleKapCTBEHHOMY Npenapary.

4. CumBon "#" o3HavaeT, YTO B AaHHOM pasfene MOXeT ObiTb NpMBEOEHO ykasaHue O COOTBETCTBUM MHopmauum o Oe3onacHocTu B obLien
XapaKTepucTrke NekapCTBEHHOIo npenapaTa v MHCTPYKLMU N0 MEOULNHCKOMY NPUMEHEHNIO.

nan
5. CumBon T O3Ha4aeT, 4To TpeGOBaHMﬂ K I/IH(bOpMaLI,I/II/I no gaHHOMY pasfeny OCHOBbLbIBAKTCA Ha npuHumMne nponopunoHanbHOCTU CONPAXEeHHbIM




pyckaM C Y4ETOM MONy4YeHHbIX HOBbIX AaHHbIX O 6@30MacHOCTU, a Takke BO3MOXHbIX OTIIMYMIA C peddepeHTHbIM NpenapaTom.
6. CumBon "§" o3Ha4vaeT, YTo MHpopMauus B AaHHOM pasgene OofkHa bbiTb NpeacTaBneHa 6onee NogpobHbLIM ONMUCAHMEM Y OLIEHKOWM B OTHOLLIEHUM
HOBOro JEeNCTBYIOLLEro BellecTBa Ha HOBOE AENCTBYIOLLEE BELLECTBO.



Mopaya 3asiBNeHMs Ha perncTpauuio BOCNpon3BeaeHHOro
nekapcTBeHHOro npenapara

354. MNpun nogaye 3asiBNeHUA Ha perncTpaLmio BOCNpoOn3BeaEeHHOrO NekapCTBEHHOro npenapaTa nHdopmauus B
nnaHe ynpasfeHus pUuckamu JofmkKHa COOTBETCTBOBATL Creayowum TpeboBaHUAM:

a) B vactm | nnaHa ynpaBneHusi puckamu TpeboBaHMA K MHGOpMaUUM COOTBETCTBYIOT TpeboBaHusM,
npeabaBngeMbiM Mpu nogadve 3asiBieHUs Ha PerncrTpaumio NekapcTBEHHOro npenapata C MOMHbIM CoAepXKaHWeM
moaynewn 1 - 5 perncTpaumoHHOro JOChe;

6) B yactu Il nnaHa ynpaBneHus pyMckamy MHopMaumsl OomkHa ObiTb NMPeAcTaBfeHa C y4eToM CreayioLmx
BO3MOXHbIX YCIIOBWIA:

pedepeHTHbIN NekapCTBEHHLIN NpenapaTt MMeeT nnaH ynpaeneHusa puckamu. B atom cnydae mogynm Cl - CVII
nnaHa ynpasneHus puckamu MoryT He npefctasnatbcsa. Mogyne CVII gomxkeH Bkniovatb B ceba ob6o6LLeHHY0
nHcpopmaumo o npobnemax no 6esonacHOCTH, KOTOpas opMUPYETCS B COOTBETCTBUM C 0606LLEHHON MHOopMaLnein
0 npobnemax no 6esonacHoCcTM pecdbepeHTHOro npenapata. B cnyyae ecnn, N0 MHEHUIO Aepxartens
PErncTpaumMoHHOrO YOOCTOBEPEHUS, MMEKTCS LOCTaToYHble [oKasaTenbCTBa N1 WCKIMIOYEHUS U3 NepeyvHs unu
N3MeHeHNs1 nepeyHs npobnem no 6e3onacHOCTW, codepXallemMcs B MraHe YnpaBneHuss puckamum pedyepeHTHOro
npenapaTta, B Moaynb CVII gomkHo 6bITb BKNHOYEHO NOAPOOHOEe 0O60CHOBaHNE MMEKLLNXCA OCHOBaHWIA AN BHECEHUS
NodobHbIX M3MEHEeHMI. AHanormyHbiM 0o6pa3om B criyvyae, ecnv AepXaTellb PerucTpauMoOHHOr0 YyO4OCTOBEPEHMS
onpenenun HoByk Npobremy no 6e30MacHOCTU, OTHOCSILLYIOCS K BOCMPOM3BEAEHHOMY NeKapCTBEHHOMY npenaparty
(HanpumMep, puCKKM, CBA3aHHbIE C HOBbLIM BCMOMOraTeflbHbIM BELLECTBOM, WM HOBYW npobnemy Oe3onacHocTw,
BO3HMKaIOLLYO B CBSA3M C NIOOBIMM NONTYYEHHBIMU KITMHUYECKMMU AaHHbIMK), B Mogyne CVII gomkHbel ObiTe NpuBeaeHsl
getanbHas wHdopMaumMsas u OBOCHOBaHME [AHHOrO OTnMYMs € MOAPOOHbIM  OMMCaHMeM HOBOW Mpobrembl
©e3onacHocTy;

pedepeHTHbIA NEKapCTBEHHbIV MpenapaT He WMeEeT MiaHa YnpaBfieHUsl pUCKaMu, HO aKTyanv3upOBaHHbIN
nepevyeHb npobnem no ©6e3onacHOCTM [ENCTBYIOLEro BellecTBa (OEWCTBYIOLIMX BELLECTB) JeKapCTBEHHOTO
npenapaTa onybnMKoBaH Ha calTe YyNONTHOMOYEHHOro opraHa B cetTu MHTepHeT. B aTom cniydae npy dhopMmMpoBaHnmu
cneundukaumm no ©e3onacHOCTU BbINOMHAKTCA TpeboBaHMSA, aHanorMyHble TpeboBaHUSAM, NPeabSBASEMbIM K
nekapcTBEHHbIM MpenapaTam, MMEKLMM MnaH yrnpaBfieHus pyUcKamu Bbilleykas3aHHOro nyHkta. B cnyyae ecnu Ha
canTe YNONIHOMOYEHHOTO opraHa B ceTu VHTepHeT no [JAaHHOMY [EWCTBYHOLLEMY BeLLECTBY (OEWCTBYHOLLMM
BeLlecTBam) onybnukoBaHo Goree oAHOro nepeyHss npobrnem no 6e3onacHOCTW, gepXaTenb pPerncTpauuoHHOro
yAOCTOBepeHust 4ormkeH obocHoBaTb caenaHHbin Boibop B mogyne CVIII;

pedepeHTHbIA NEeKApCTBEHHLIN MpenapaT He MMeeT MnnaHa ynpaeBreHus puckamu, U nepeyeHb npobnem no
Ge3onacHOCTV OeVCTBYIOLLEro BellecTBa (OENCTBYHOLMX BELLECTB) NEeKapCTBEHHOMO npenapaTta He onybnvMKkoBaH Ha
calnTe YMNOMHOMOYEHHOro opraHa B ceTu WHTepHeT. B 3TtoM cnyvae B cneuudmkaumm no 6esonacHocTu
npeactaBnseTcss nonHas mHdopmaums no moaynsm CVII n CVIIL. B mogyne CVII pomkHa ObiTb npeacTaBneHa
KpuUTMYecKkasi oLeHKka umetolencss nHopmauun 0 puckax, CBA3aHHbIX C MPMMEHEHUEM NeKapCTBEHHOro npenapara
(HanpvmMep, AaHHble AOKIMHUYECKOTO U KIMHUYECKOTO U3YYEHUsl, HAYYHON MEOMWLIMHCKOM nuTepaTtypbl, MHdopmaums
pa3paboTunka pedhepeHTHOro NeKapCTBEHHOro npenapara), U NpeanoXxeH nepedeHb BaXkKHbIX MAEHTUMULNMPOBAHHbBIX
W NOTEHUManbHbIX PUCKOB, a Takke OTCYTCTBYHOLLEN UHpopMaLnK;

B) B yacTu Il nnaHa ynpaBneHus puckamu HopmaLumnst oSkHa BKMoYaTh B cebs onucaHne AeaTenbHOCTU Mo
dpapmaKkoHaa30py B COOTBETCTBUM C TpeBOBaHWUAMM, YCTAHOBINEHHbIMU NyHKTamu 287 - 305 HacTosAwwmx Mpasun.

[lepxartenio perncTpaLuoHHOro Ya0CTOBEPEHMs! BOCNPOU3BEOEHHOrO NeKapCTBEHHOro npenapara HeoB6XxoaMmo
NpUHMUMaTL  yd4acTue B NMaHWpyeMbiX WM BLIMOMHAEMbIX  MCCMEeAoBaHUAX, MNPOBOAMMBIX — AepXaTenem
PErncTpaLMoHHOro yO0CTOBEPeHUs pedepeHTHOro npenapaTa, B Chydasix, Korga npeacTaBnsieTcss  BadkHbIM
obecrneunTb cO0P UMEIOLLMXCA UMK MPOCMEKTMBHO COBUPaeMbIX AaHHbIX B pamMKax OJHOro vuccnegosaHus. Hanpumep,
ANA  rnonyvyeHuss OaHHbIX 06 onpedeneHHblX acrnektax 6es3onacHoOCTM HOBOTO NeKapCTBEHHOro npenapara,
HeobOXoOUMbIX AN AanbHeller XapakTepucTuku npoduns 6e30nacHOCTM [AeiCTBYIOWEro BeLlecTBa, MOXeT
notpe6oBaTbCA BKMOYEHME MNaLUMEHTOB B OTAeNlbHble WCCNEeAoBaHUS C OAMHAKOBbIMM MMM CXOOHBbIMU LIeNsMu
(Hanpumep, peructpbl GepemMeHHbIX, PerncTpbl MNauWeHTOB C  onpedeneHHbiMX  3aboneBaHusIMKU,  Bce
NOCTperucTpaunoHHble uccnegoBaHuss 6e30MacHOCTW, HanpaBfeHHble Ha OLEHKY pesynbTaToB  ANIUTENbHOro
NnpUMeHeHnsl), YTo co3aaeT HeoBOCHOBaHHY Harpysky Ha NauueHToB, Bpayel U uccredoBaTenen U JOSMKHO ObiTb



OoNnTUMNU3NPOBAHO NyTemM npoBeaeHnsAa COBMECTHbIX nccneaoBaHui.

YNONMHOMOYEHHbIN opraH, B CclnyyasaXx, Korga 310 NpuMeHnMo, MOXET TakKXe paCCMOTpeTb BOMNPOC O Ha3Ha4YeHun
nccnegoBaHum, KOTOpPble OO0JKHbI NpOBOANTLCA B OTHOLUEHNN BOCNPON3BEOAEHHOIO JIeKapCTBEHHOIO Mnpenaparta;

r) yactb IV nnaHa ynpaBneHUs puUcCKamy MOXET He 3arorfHATCA B Cnydyae, ecnu AN BOCMPOM3BEeAEHHOro
nekapcTBEHHOrO rnpenapara He HasHavarno nocTperncTpaLmMoHHoe uccneaosaHne adeKTUBHOCTHY;

A) B yactu V nnaHa ynpaBneHusi puckamu, B Cryyae, €cnv B OTHOLUEHWM pedepeHTHOro NeKkapcTBEHHOro
npenaparta He BbIMOMHATCS AOMOMHUTENbHbIE MEPONPUATUS MO MWHMMU3aLMM PUCKOB, AOCTaTOYHbIM SIBMSIETCH
yTBEPXOEHNE O TOM, YTO MHpopMaumss o GesonacHoCcTU B OOLLEN XapakTepuCTUKe NEeKapCTBEHHOro npenapara u
WHCTPYKUMM MO MEAULUMHCKOMY MPYMEHEHWI0 BOCMPOU3BEAEHHOIO I1eKapCTBEHHOrO npenapaTta COOTBETCTBYET
nHcpopmMaummn o 6esonacHoOCTH B 0BLLEN XapakTepuUCTUKe NEeKapCTBEHHOTO npenapara U MHCTPYKLUK N0 MEAULIMHCKOMY
NpYMEHEeHNI0 pedepeHTHOro NekapCcTBEHHOro npenapara. B cnyyae onpegeneHuns HoBbIX (MHBIX) PUCKOB, CBA3AHHbIX
C npMMeHeHnem BOCMNPOU3BEOAEHHOIO J1eKapCTBEHHOro npenaparta, AOOJTKHbl ObITb npeanoxeHbl MeponpuAaATnda no
MWUHMMM3aLNN PUCKOB ANA COOTBETCTBYHOLMNX npo6ne|v| ©6e3onacHOCTN cornacHo TpGGOBaHVIFlM, YCTaHOBNEHHbIM OnA
AaHHoro pasgena (pasgena V) npu nopadve 3asiBNEHUs Ha perncTpaumio fekapCTBEHHOro npenapaTta C MOSHbIM
copepxaHmem mogynen 1 - 5 permctpaumoHHOro gocee.

B cnyyae ecnu no oTHOLIEHUIO K peddepeHTHOMY NEKapCTBEHHOMY NpenapaTty BbIMOSHATCA AOMNOSNHUTESbHbIE
MepOnpusATUA N0  MWHUMK3ALUM PUCKOB, ANl BOCMNPOU3BEOEHHOIO feKapCTBEHHOro npenapaTta TpebyeTcs
npeacTaBrieHVe MOSHOW MHdOopMauuMK No pasfeny corfacHo TpeGoBaHUAM, YCTaHOBIEHHbIM nyHkTamu 307 - 324
HacTosiwwmx Mpaewns;

e) B vyactu VI nnaHa ynpaBneHus puckam unHPOpMaUMa [OOMMKHA COOTBeTCTBOBaTb TpeboBaHusAM,
YCTaHOBMEHHBIM MPWU Mofadve 3asiBNEHUS Ha pPerncTpauuio NekapCcTBEHHOro npenaparta C MofHbIM coAepXXaHuem
moaynen 1 - 5 peructpaunoHHOro Aocbe, N NpeacTaBnATbCs B 0ObeMe AaHHbIX, OonpeaensieMoM BbilleyKka3aHHbIMU
TpeboBaHMAMUN K pasgenaMm nnaHa ynpaBrneHUs puckamy Ans BOCMNPOWM3BEAEHHOrO JEeKapCTBEHHOro npenapara
cornacHo nyHkrtam 325 - 328 lNpasun;

X) B 4actm VIl nnaHa ynpaBneHus puckamuM WH@OpPMauuMsa [OSMKHa COOTBEeTCTBOBaTb TpebosaHuaM,
YCTaAHOBIEHHbIM MNPWU Mnojadve 3asBfeHUs Ha perncTpaumio NekapCTBEHHOro npenapara € MofHbIM coAepXaHnem
mogynen 1 - 5 perncrpauunoHHoro gocee. B yactu npunoxenun N 4 1 5 k nnaHy ynpaerneHus pyckamu gepxarento
perncTpaumMoHHOro yAoOCTOBEPEHUS BOCMPOU3BEAEHHOrO JleKapCTBEHHOro npernapaTta cnegyeTt WCMNonb3oBaTtbh
mMaTepuansl, cogepXaHue KOTOpbIX MPUBEAEHO B COOTBETCTBME C aHanormyHbiMM maTepuanamu pedepeHTHOro
nekapcTBeHHOro rnpenapara.

Mopaya 3asBnNeHUsi Ha perucTpaumio rmnépuaHoro
nekapcTBEHHOro npenapara

355. TpeboBaHua Kk uHdOpMauMM B nnaHe ynpaBneHUs puckamu rmbpuaHOro rekapCTBEHHOro npenapata
COOTBETCTBYIOT TpeboBaHUSAM, YCTAHOBMEHHbLIM ANs BOCMPOWM3BEAEHHOrO NeKapCTBEHHOro npenapata B nyHkTte 354
HacToswwmx NMpasun.

B mogyne C VIl yactu Il nnaHa ynpasneHus puckamu gepxatenem peructpaLmMoHHOro yaoCcToBepeHUs AOMmKHa
ObiTb MpefcTaBrneHa AeTanbHas OUeHKa MMelwuxcs y rmbpuaHoOro rekapcTBEHHOro npenapata OTfvYuin ot
pedepeHTHOro npenapata, (Hanpumep, [OEWCTBYIOLWLEro BeLWeCcTBa, MOKa3aHUM K MNPUMEHEHWNIO, OO3MPOBKY,
hapmaueBTM4eckon opMbl MU NYTU BBeAEHUs1) ¢ 060CHOBaHWEM BO3MOXHOCTU MCMOMb30BaHWS nepeyHs npobnem
no 6e3onacHOCTV pedepeHTHOro NEKAapCTBEHHOIO Npenapara Unm HeobxogMMOCT BHECEHUST UBMEHEHUI (BKIIOYEHWE
OOMONHUTENBHBLIX UMW UCKMYeHne npobnem no 6e3onacHOCTM U3 OEeNCTBYIOLIEro MepeyHs) BCMeACcTBME OaHHbIX
oTnuumn. [aHHble KIMHWYECKUX WccnegoBaHui, SBMASIOWMECS OCHOBaHWEM ModayvM 3asiBMEHUS Ha perncrpaumio,
OOMKHbI 6bITb BKMtodeHbl B Moaynu Cl n ClIl yactn |l nnaHa ynpasneHus puckamu. ViHble yacTu nnaHa ynpaBneHus
pyckamun Takke OOIPKHbI ObiTb NpMBEAEHbl B COOTBETCTBME C AaHHOW uHdopmaumen (Hanpumep, yactm V u VI nnaHa
ynpaBneHust puckamu).

Nopaya 3asaBNeHUs1 Ha perucTpauuio IeKapcTBEHHOro npenapara
¢ ¢huKkcMpoBaHHOW KOMOUHauUuen

356. TpeGoBaHuA K MHOPMaUMX B MaHe ynpaBfieHUs puckamu Mnpu nodade 3asiBfEHUss Ha perucTpauuto



NekapCTBeHHOro npenaparta c CbMKCI/IpOBaHHOVI KomOunHaumnen onpenenarnTcd ncxoad ns3 crnegyroumx yCJ'IOBMI7IZ

ANsi NeKapCTBEHHOro npenapata C (UKCUMPOBaAHHOM KOMOUWHaAUMEN, cofdepxalleld HOBOoe [AenCTByoLLee
BELLECTBO, MHAOpPMaLuMs OOfKHa COOTBETCTBOBaTb TpeboBaHWMAM, YCTAHOBIEHHbIM AN MOoAayvM 3asiBNeHus Ha
perucTpaumio fekapCTBEHHOro npenapata € MOSHbIM codepxaHneM mogynen 1 - 5 pernctpaumoHHOro Aocbe
cornacHo nyHkTy 353 Hactosiwmx lNpasun. MHdopmaumsa B mogynax Cl - CVI vyactu Il nnana ynpaBneHus pmckamm
OOrmKHa ObITb NpeAcTaBieHa C akLeHTOM Ha HOBOE OeNCTBYyloLLEee BELLECTBO;

ONA nekapcTBEeHHOro npenaparta ¢ OUKCUPOBAHHOW KOMOMHaUMeW, He copepXallen HOBOro AEeWCTBYHLLEro
BellecTBa, MWHQoOpMauusa [OMKHa COOTBETCTBOBATb TpebOBaHWSIM, YCTAHOBMEHHbIM Afs BOCMPOM3BEAEHHOro
nekapcTBeHHoro npenaparta. B oTHoweHun TpeboBaHum yactu |l nnaHa ynpaBneHusa puckamu nog pedepeHTHbIM
npenapaTom crnegyeT NoHMMatb NoboW nnu Bce 3aperncTpupoBaHHbIE NEKAPCTBEHHbIE Npenapatbl, cogepXaliue
aHanornyHble 4eNCTBYOLNE BELLECTBA, BKITOYEHHbIE B AaHHYI0 (DMKCUPOBAHHYIO KOMOVHaLWIO.

HoBaga vHdopmauus, nonyyeHHas npyv 3ydyeHnn UKCUpPOBaHHON KOMOMHaLMK, JormkHa BbiTh NpeacTaBneHa B
moaynax Cll n Clll vactu |l nnana ynpaBneHus puckamu.

NMopaya 3asaBNeHns Ha perncTpauuio nekapcTtBeHHOro npenaparta
C Xopowo n3y4eHHbim vegUUUNHCKUM NPpUMEeHeHnem

357. |_|pl/l noaave 3adABlieHNA Ha pernctpauuto nekapCTtBeHHOro npenapara ¢ Xopowo n3y4yeHHbiMm meanumHCKUM
NnpUMMEHEeHNnem VIH(bOpMaLI,VIFI B NMi1aHe ynpaBlieHnA puckamum AojkKHa COOTBETCTBOBAThL ClieyLWnm Tpe6OBaHI/IFIMI

a) B 4actm | nnaHa ynpasneHus puckamu TpeboBaHuMs K WMHOPMauMu COOTBETCTBYIOT TpeboBaHMAM,
npeobsBNAeMblM MpU nogadve 3asiBMEHUS Ha perncTpaumio NekapCTBEHHOro mpenaparta C MOMHbIM cogepXXaHnem
moaynewn 1 - 5 perncTpaumoHHOro JOChe;

©) B 4yactu Il nnaHa ynpaBneHusa puckamu nHgpopmauusa npegcraensetcs B mogynsax CVIlI u CVIII. OepxaTtens
perucTpaumMoHHOro YyOOCTOBEPEHMS [OMKeH npeacTaBuTb 0BOCHOBaHME MpeaniaraeMoro nepeyHs npobnem no
6e3onacHocT nNMBo oOOCHOBaHWE OTCYTCTBUSA Mpobrem no 6e30nacHOCTM WCXOAst M3 MMERLWMXCH  OaHHbIX,
0OnybIIMKOBAaHHbBIX B HAYYHOW MEAWLIMHCKON NuTepaType;

B) B YacTtax Il u IV nnaHa ynpaBneHus puckamy TpeboBaHusa K MHGOpMaUMM COOTBETCTBYIOT TpeboBaHusM,
npegbaABnNAeMbIM Mpu nopadve 3asBNeHUs Ha pernctpaumio NeKkapcTBEHHOro npenaparta C NOMHbIM cofepXaHnem
moaynewn 1 - 5 perncTpaumoHHOro Jochbe.

MNopaua 3asiBNeHus Ha perucTpauunio 6MonornyecKkoro
nekapcTBeHHOro npenapara

358. lNpn nogaye 3asBneHus Ha perncTpaumtio GUonorMyeckoro nNekapcTBEHHOro npenapaTa nnaH ynpasneHus
pyckamun JommkeH BbITb paspaboTaH ¢ y4eTom criegyroLmx TpebosaHmii:

a) OTpaxxeHne OoueHKN CI'IeLI,VI(bVI‘-IeCKOI'O pncka MUMMYHOT€HHOCTU C BO3MOXHbIMU KITMHNYECKMMU NocneacTBnaMm
N pUCKa nepegayun I/IH(beKU,VIOHHbIX areHToB;

6) obecneveHve BbLINOMHEHWUA B MNnaHe No apMakoHaA30py PYTUHHBIX WM OOMOMHUTENbHBLIX MEPOMPUATUN,
HanpaBneHHbIX Ha BO3MOXHOCTb MPOCIIEXMBAEMOCTU HAWMEHOBAHUS U Cepun OBUOMOrMYECKOro nekapcTBEHHOro
npenapaTta npu NPUMMEHEHWW W BbISIBIIEHUU HeXenaTenbHblX peakuui, oueHKy 6a30BON 4acToTbl HexenaTerbHbIX
peakunin ocoboro MHTEpeca M HEenpepbIBHOIO MOHWUTOPUHIa 4acToTbl MOOO3PEBAEMbIX HeEXenaTeNlbHbIX peakuui
ocoboro uHTepeca Ha aTane MoCTPErucTPauMOHHOIO MPUMEHEHUS B LENsX BbISIBNEHUS NPEBLILEHUS OXWOAeMOM
4acToTbl, @ TaKKe MEPONPUATUI MO U3YYEHUIO CMELMEPUYECKUX PUCKOB Ha MOCTPErMcTpaunoHHOM aTane (Hanpumep,
MMMYHOTEHHOCTW);

B) obecneyeHne BKIMOYEHUS B Mepbl MUHUMU3ALMU PUCKOB MEPOMPUSTUIA, HaMpaBfiEHHbIX HA BO3MOXHOCTb
MPOCNEXMBAEMOCTU HAaMMEHOBaHWS U cepuum OUOMOTMYECKOro FEeKapCTBEHHOrO npenaparta npu MNPUMEHEHUU U
BbISIBNIEHNW HEXEeNnaTeNbHbIX peakumii.

NMopava 3asaBneHns Ha perncTpauuio romeonaTtn4eckoro
NNeKapCTBEHHOro npenapara u IeKapcTtBeHHOro pactutenbHOro
npenapara, KOTopblie He COOTBETCTBYHOT KpUTepuam npeancraBneHus



YNPOLEHHOro permcTpaLmMoHHOro AoCche

359. [lpu nopmaye 3aaBNEeHWs Ha perucTpauuio roMeonaTMYecKoro nekapCTBEHHOro npenapata W
NEeKapCTBEHHOro pacTUTENbHOro npenapaTa, KOTopble He COOTBETCTBYHOT KPUTEPUAM MpeAcTaBreHust YNpOLLEHHOMO
perncTpaumoHHOro gocbe, TpeboBaHna K MHopMaLUn ONpeaensitoTCs UCXoAda 13 TMna 3asiBlIEHUs Ha perncTpauuio.

Tpe6GoBaHMA K NnepBOMY NpeAcTaBfieHUIO NilaHa ynpaBneHUsa puckamm
nocrie NPOXoXAeHUsi perucTpauumn fnekapcTBeHHOro npenapara

MpencraBneHne HOBbIX NSIAHOB yNpaBlieHUs1 pUcKamMum
no 3anpocy yNnonHOMO4YeHHOro opraHa rocyfapcTB-4fieHOB
B CBA3M C BbIsIBIIEHHOM Npo6GaieMon no 6e3onacHoOCTn

360. TpeboBaHusa Kk wuHpOpMauUM B NMaHe ynpaBreHus puckamn, NpPeacTaBnseMoM Mo  3anpocy
YMOMHOMOYEHHOr0 opraHa B CBA3U C BbISIBNEHHOW npobnemon no 6e3onacHOCTW, COOTBETCTBYOT TpeboBaHusAM,
YCTaHOBMEHHbIM NS BOCMPOU3BEAEHHbIX NIEKAapPCTBEHHbIX NpenapaToB Npu OTCYTCTBMM MNaHa ynpaBreHus puckamm y
pecepeHTHOro nekapcTBEHHOroO npenapara.

361. YNONMHOMOYEHHBIM OpraHoM rocydapcTBa-yfieHa MoxeT OblTb onpegeneHo TpeboBaHve AN Aepxartens
pervcTpaumMoHHOro yOoCTOBEpPEHMA Mo npeacTtaeneHuto B pasgene CVIl cneundumkaumm no 6e30nacHOCTU OaHHbLIX B
OTHOLLEHMM BbISiBNEHHOW npobnembl no 6e3onacHocTu Nubo nNpeacTaBneHmto NonHon nHgopmMaumm o npobnemax no
0©e30nacHOCTM nekapCTBEHHOro npenapaTta. [aHHoe pelleHMe MpUHUMAETCA  YMOMHOMOYEHHbIM OpraHoMm C
onpegeneHnem Hanbonee onNTMMarnbHOrO BapMaHTa B CNIOXMUBLUMXCS OOCTOATENBCTBAX.

HOo6GpoBonbHOe NnpeacTaBneHne HOBbIX NNAHOB ynpaBreHusa puckamm
nocre NPoXoXaeHns perncTpauumn neKapcTBeHHoro npenapara

362. MNpn fobpoBONbLHOM NPeACcTaBneHn aepXxaTeneM permcTpaurMoHHOro yOOCTOBEPEHUS MNiaHa ynpaBreHns
pvcKaMu Mocrne MPOXOXAEHUS perncTpauuMm nekapcTBeHHOro npenaparta TpeboBaHus K MHOpMauuu B nnaHe
ynpaBreHnss puckamu onpenensloTcs COorfacHo TUMY perucTpauuy fekapCcTBEHHOro npenapara npu nepBUYHON
nogaye 3asBfieHUs Ha perMcTpaumilo fekapCTBEHHOro npenapaTta (Hanpumep, pernctpaumsi fekapCTBEHHOro
npenapata C npeAacTaBneHVeM MOMHOro copepxaHus mogyrnem 1 - 5 peructpaumoHHOro AOCbe, perucrpauums
BOCNPOM3BEAEHHOrO NEKapCTBEHHOro npenapata M T.0.) U B COOTBETCTBMM C TpeboBaHWsMM, yCTaHOBMEHHbIMU
nyHkToM 353 HacToswwmx NMpasun.

I'Ipe.chaBneHMe nrnaHa ynpaBneHusa puckamum B yHOﬂHOMO‘-IeHHbIﬁ
opraH rocygapcTtB-4JieHOB

363. Mpu nogaye 3asiBNEHUS HA PerncTpauumio NnaH ynpasneHns puckaMun JoskeH GbiTb NpeAcTaBreH kak YacTb
perncTpaumoHHOro Aocke NekapcTBeHHOro npenapata. MNpu nNpeacTaBneHWn NnaHa ynpasBneHusl pUuckamn B cocTaBe
3MEeKTPOHHOIO PerncTpaLnoHHOro AoCbe B AOKYMEHT chopMupyeTca B Bude dainos PDF nmbo MHOM 3neKTpoHHOM
dopmate, onpegensieMom TpeGOBaHMSIMM YNOMHOMOYEHHOTO OpraHa K 3MeKTPOHHOMY dhopMaTty [OOKYMEHTOB
PErMcTpaLnoHHOro AOChbe NEKapCTBEHHOro npenaparta B COOTBETCTBUM C BbIMOSHSEMOW NpoLeaypot pernctpauuu.
MnaH ynpaBneHWs puckamu MpeacTaBnseTcs B YNOMHOMOYEHHbIM OpraH rocygapcTea-yfieHa Ha  A3blke,
ycTaHOBMNeHHOM TpeGoBaHusMM MpaBun peructTpaumm u aKcnepTuss.

10. OGHOBNEHMA NnaHa ynpaBreHusi puckamm

364. Ecnu nnaH ynpaeBneHuss puckamu Obin  paHee nNpeAcTaBleH OepxaTtenem pPermcTpaluoHHOro
yOOCTOBEpPEeHMsl Npu MNpoleaype pernctpauuM nekapcTBEHHOro npenapaTta Ans OeUCTBYIOLLero BellecTBa, nobble
nocrneaywolwue npeacTaBneHnss OOMKHbI MNoaaBaTbCA B BuAe OOHOBMEHWA, 3a WCKMOYEHWeM cryyaes, Koraa
orosapvBannicb MHble TpeboBaHus. Kaxgoe npeacTaBneHue NnaHa ynpaBreHWs puckaMmu OOIMKHO MMeTb HoMmep
BEpPCUU 1 BblTb AAaTUPOBAHO. TO OTHOCUTCA K NPeACTaBMEeHNIO NiaHa ynpaBneHns puckamim NoSTHOCTLIO UMW TOMBKO K
€ro 4yacTu Unu Moayro.

365. O6HOBNeHMe nnaHa ynpaBneHus pUCKamMu MPEeACTaBMseTCA MpU BHECEHWUM M3MEHEHUN B NepeyeHb
npobnem no ©e3onacHOCTW, NPV BBEOEHWM HOBbIX WA CYLECTBEHHOM W3MEHEHWU BKIIOYEHHbIX B MNiiaH
AOMNOMHUTENbHBIX  MEeponpuATUA  No  dapmakoHag3opy WAM  OOMNOMHUTENbHbIX  Mep  MUHMMMU3auuMu  pucka.
CylecTBeHHble U3MEHEHUs OJ0OPEHHOro OOMOMHUTENBHONO MEPONPUATUS No  (hapMakoHag3opy MOryT ObiTb



CBSI3aHbl, Hanpumep, C WU3MEHEeHWeM Lener WCCrnedoBaHus, LeneBon MNONynauuu unM CornacoBaHHbIX Aar
npeacTaBneHus pesynbTaToB uccnenosaHus. CyLecTBEHHOE N3MEHeHEe OOMNONHUTENbHBIX Mep MUHUMM3aLMN pUcka
MOXeT ObiTb CBSI3aHO, Hanpumep, C [OnonHeHWem obpasoBaTenbHbIX MaTepuanoB HoBoW npobnemon no
6es3onacHOCTW, 4YTO TaKke OTpaXaeTcsa B [APYrMX COOTBETCTBYHOLUMX pasgenax nnaHa ynpasBrieHus puckamu.
CyulecTBeHHblEe M3MEHEHUSA OOMNOMHUTENbHBLIX MEpPOoNnpUATUA NOo  apMakoHaA30py WM  AOMOMHUTENbHBIX Mep
MUHMMUM3ALUN PUCKOB BKIOYAIKOT B TOM YMCIE UCKIIOYEHME AaHHbIX BUOOB AOMNOMHUTENBHBIX MEPOMPUATMI U3 NNaHa
ynpaBreHnsi puckamu.

366. ObHOBNeHWe nnaHa ynpasneHus puckamm MOXeT notpeboBaTbCA B Cnydasx, Korga no pesynbraram
OLIEHKM NONYyYEeHHbIX JaHHbIX onpeaenseTcd HeobxXoAMMOCTb AOMNOMHEHMS BbINOMHAEMOW PYTUHHOW OeATENbHOCTM MO
dapmMakoHaa30py UHbIMU BUAAMWU PYTUHHBIX MEPOMPUATUA, MOMUMO AEATENbHOCTM B OTHOLLUEHUM HeXenaTerbHbIX
peakuuin 1 ynpaBneHusi CUrHanamu.

B yactu n3meHeHuss pyTMHHOW OEeATenbHOCTM MO MUHMMU3auuW PUCKOB OOHOBIEHME nnaHa ynpasreHus
pvckamm MoXeT notpeboBaTbCA MpPU OOMNOMHEHWM PEeKOMeHAAUWMn onpedeneHHbIMU cneumanbHbIMU KIMMHUYECKUMUA
MEpONPUATUAMUN B LeNsX ynpasBneHus pUCKoM (Hanpumep, oOHOBMEHWE nnaHa ynpaBfeHus pUcKaMnm MOXeT Takke
ObiTb 060CHOBAHHO MPU 3HAYUTENbHBIX U3MEHEHUSAX MMaHa eXerogHoro pacliMpeHHOro MOHUTOpWHra 6e3onacHocTn
(PyTMHHOM [eATenbHOCTM No (hapMakoHaa3opy) NMBO MpW BKIIHOYEHUW AONOMHUTENBHOIO KOMMOHEHTa PYTUHHOMO
MOHUTOPWHra (Hanpumep, PerynspHoOro MOHUTOPUHra (OYHKUMM NOYEK) B KadecTBe pekomeHdauuu B nogpasgen 4.4
pasgena 4 oOwen xapakTepucTUMKM FeKkapCTBEHHOro npenapaTta. HeobxogumocTb OOGHOBMEHUS MMaHa OUEHKU
3(PPHEKTUBHOCTU MEPOMPUATUIA MO MUHUMMU3ALUN PUCKOB TakKe AOMMKHA YYMTbIBATLCHA MPU OBGHOBMEHWSX MfaHa
ynpaBreHnsi puckamu.

367. OGHoBMEeHWe NnaHa yrnpaeBreHust puckaMmm MoXeT noTpeboBaTbCs Nocrne 3aBepLUeHUs OLEHKU SKCTPEHHON
npo6nembl Mo Ge3onacHOCTM W MOATBEPXKAEHUS HOBOW npobneMbl nNo Ge3onacHOCTW Kak  BaXkHOro
I/Ip,GHTI/I(bI/ILI,VIpOBaHHOFO nnm notTeHynanbHOro pI/ICKa C HeO6XOp,I/IMOCTbP0 BHECEHUA VI3MeHeHI/IVI B nepequb npo6ne|v|
no 6e3onacHocTu.

368. Ecnu TpeboBaHWsIMM He onpefeneHo MHoe, LOKYMEHT C oTobpaxeHuem B TabnuyHom Buge ("Obino -
cTano") U3MeHeHWN, BHECEHHbIX B nocregHee obHOBNEHME MNaHa yrnpaBneHuss puckaMmu (ecrnv NpMMeHNMo), a Takke
N3MEHEHWI MO CPaBHEHUIO C TEKyLlen og4oOpeHHON Bepcuen nnaHa yrnpaBrneHus puckamu SOIDKeH ObiTb BKIOYEH B
Kaxxgoe npefcraBnsemoe OOHOBMEHUE NIlaHa yrNpaBneHns puckamu.

369. JlekapcTBeHHbIVM NpenapaT MOXeT MMEeTb TOMbKO OAHY TEKYLLy0 OO0OPEHHYI0 BEPCUIO MfaHa ynpaBrneHus
puckamu. NMpn HanNMuMM OTINYMIN UHOPMAaLMK B NMaHe ynpasneHus puckamu (Hanpymep, B YacTu anNnaeMuoroniu,
aTana peanu3sauuy JOMONTHUTENbHBIX MEP MUHMMU3aLUN PUCKa, OLEHKN 3PHEKTUBHOCTU MEP MUHUMU3ALMN pUCKa) B
rocygapcrBax-yfieHax, OnucaHWe OaHHbIX OTNUYMN MOXeT ObiTb npefAcTasBneHo B npunoxeHnn N 9 k nnaHy
ynpaBfieHnss puckamu B COOTBETCTBUM C TpeboBaHusMM K dopmaTty M CTPYKType npeacTaBnseMbiXx B MnaHe
ynpaBsreHuns puckamm gaHHbiX. Ecnv B xoge npoueaypbl NpeacTaBneHo HeCKoNbKo OOHOBMEHWI nfaHa yrnpaBneHns
pvckamu, nocneaHss npeacTaBfieHHas Bepcust OyaeT paccMaTpyBaTbCs Kak TEKyLUMIn 0400pEeHHbIN NnaH ynpasrneHns
pvckaMu ons nocrneayowmx oOHOBNEHUI U ANS Lenew OTCNeXuBaHnsa U3MeHeHUN.

370. Ecnu obHoBREeHWe NnaHa yrnpaeneHus puckaMu NpeacTaBnsieTcsl B paMKkax BbINOMHEHWs npoueaypbl, nnax
yNpaBrieHnsi pUCKamm CUUTAETCS YTBEPXKAEHHBbIM MO OKOHYaHWM BbIMOJIHEHUS MPOLEAYpbl, €CNU BCE BHECEHHbIE
N3MEHEHNS OLIEHNBAIOTCH Kak MpUeMrnemble.

371. Ha noctpermctpaunoHHOM aTane nopsgok npeacraBneHust HOBOro Mnn obHOBMEHHOrO NfaHa ynpasneHus
pyCKkamMun OCYLLECTBIAETCS B ClyYyasx U B COOTBETCTBUM C MNOPSIAKOM BHECEHUS U3SMEHEHWI B pPErncTpaunmoHHoe JOCbe
neKkapcTBEHHOro npernapaTta, ycTaHOBMeHHbIM npunoxenuamu N 19 n 20 k NMpaBunam perucrTpaumm n 3KkcnepTusbl, 3a
UCKMIOYEHMEM CIydaeB MpeacTaBfieHNss HOBOTO WM OOHOBMEHHOro MnaHa yrpaBfAeHUs puckamyM B pamkax
NCMONMHEHNS UHbIX 0693aTeNbCTB, HANOXEHHbIX YNOMHOMOYEHHbBIM OPraHoM.

11. VnpaBneHMe nraHoOM ynpaBneHusa puckamum npu BbiNONMHEHUU
napannenbHbIX Npoueayp

372. Ecnn B oTHOLWIEHUK JNIEKapCTBEHHOro npenapara OgHOBPEMEHHO BbINMOJTHAKOTCA OBE U bonee npouenypesol,
Tpe6ytou.|,14e npeacrtaeiieHna nnaHa ynpaslieHna puckamu, crnegyet npeancrtaBuTb €aVHbI KOM6I/|HI/IpOBaHHbIIZ nnaH
ynpasneHna puckamm C COOTBETCTBYWOLUMM pasgerieHneM AOaHHbIX B Moayrne Clll vactn I YKa3aHHOro nrnaHa.
OnTmanbHbIn BapunaHT And npeactaBlieHunsa OOHOBIEHUsa nnaHa ynpaerneHna puckamm B Criy4ae BbINMOJIHEHUA



HECKOIbKUX PEerynaTtopHbIX npouenyp, noteHunanbHO BITMAKOLWKMX Ha coAeplXXaHue nrnaHa ynpasneHuA pUuckamu,
OOJKeH OGCy)K,EI,aTbCFI C YNOJ/ITHOMOY€EHHbIM OpraHoOM nepen npeacrasineHnemM AOKYMeEeHTa.

12. OGHOBMEHMe NiiaHa ynpaBfeHUA puckaMmy nNpy NoAroToBke
nepuoaMYeckoro o6HOBMsIEeMOro oT4YeTa no 6e30nacHoCTH

373. B cnyyae ecnv npu NOArOTOBKE Mepuoguyeckoro obHoBnsgemoro otyeta no HGes3onacHoOCTV NOsIBNAETCA
HeobX04MMOCTb BHECEHWUSI N3MEHEHWI B MiaH yrnpaBneHUs puckamu B pe3yrbTaTe BbiIBMEHUS HOBbIX NpobnemM no
6e3onacHocT NGO UHBIX OaHHbIX, NPEACTaBMEHHbIX B MEpMoaMyYeckoM OOHOBMsSieMOM OT4yeTe no ©e3onacHocTw,
HeobX04MMO OOHOBPEMEHHO C MpeacTaBfeHUeM nepuogmveckoro obHoBNSeMoro oTtyeta no 6GesonacHocTh
npeacTaBuUTb B YMNOMHOMOYEHHBIN OpraH rocygapcTBa-ynieHa OOHOBMEHWEe nnaHa ynpaBneHus puckamu. B atom
cny4vae He TpebyeTca npeacTaBrneHve OOHOBNEHUS NNaHa ynpasneHus pMckaMu nNo oTaensHon npouenype. B cnyvae
ecnM BpeMms npeacTaBneHns oboux [OOKYMEHTOB COBNagaeT, HO W3MEHEHUs He CBA3aHbl Apyr C OPYrom,
npeacTaBneHne nnaHa ynpaBneHus puckamu AOSMKHO paccMaTpuBaThCsl Kak HEe 3aBUCUMOE BHECEHWE U3MEHEHUN U
npeacTaBneHne B YNoHOMOYEHHbIN opraH 0GHOBNEHHOW BEPCUUN JOKYMEHTA.

13. OueHka nnaHa ynpaBleHnAa puckamm ynosiHOMO4YeHHbIMUN opraHamMmu

374. B oTHOWeEHUN JNIeKapCTBEHHbIX MpenapaTtoB, 3aperncTtpnpoBaHHbIX B COOTBETCTBMN C 3aKOHOOAATEJIbCTBOM
rocyaapcrtB-4Jy1€HOB, YNOJIHOMO4Y€HHbIEe OpraHbl HECYT OTBETCTBEHHOCTb 3a OLEHKY MJiaHa ynpaBJlieHnA puckamm un
OpPraHn3yrT 3KCNepTHbIe pa60TbI Nno OoueHKe nrnaHa ynpasiieHNA puckaMmum Ha eﬂ,VIHOO6pa3HOIZ OCHOBe.

375. YNONHOMOYEHHbIN OpraH MoxeT obsa3aTb AepXaTens perncTpauuoHHOro yaoCTOBEPEHNss KOHTPONMpoBaTh
CMUCTEeMY YNpaBrieHWs pvcKaMu ONS KaKOOro fekapCTBEHHOro npenapaTa B Crydae Hanuyus onaceHun no nosogy
PVCKOB, BINUSAIOWMX Ha COOTHOWeHWe "nomnb3a - puck', a Takke npeactaBuTb NogpobHoe onucaHwe CUCTEMbI
ynpaBrieHnss puckamu, KOTOPYyK AepxaTenb PermcTpauyMoHHOro yAOCTOBEPEeHUs MiaHupyeT peanu3oBbiBaTb ANiS
COOTBETCTBYHOLLErO fiekapCTBEHHOrO npenaparTa.

376. B OTHOLWEHMN neKapCTBEHHbIX MpenapaToB, 3apermcTpyMpoBaHHbIX MO AeLeHTpanu3oBaHHOW npoueaype
unu npouedype Mpu3HaHusg, B MNNaH MO MWHUMM3ALUU PUCKOB BKIIOYAKOTCH Mepbl MWHMMU3aLUW  PUCKOB,
peKoMeHAOBaHHbIEe YNOMHOMOYEHHbIM OpraHoM pedepeHTHOro rocygapctsa WM BMOCMAEACTBUM COrNacoBaHHbIE
YNONTHOMOYEHHbLIM OpraHoM rocygapcrBa npu3HaHus. JononHutenbHble MeponpusaTMS MO MMHMMU3auMM PUCKOB, a
TakKe VHble YCMOBWUS MMM OrpaHuMyeHunsl, HanpaBfeHHble Ha obecneyeHne NpPUMEHEHWUs NekapCTBEHHOro npenapara
NP1 NPeBbILLEHUN NOSb3bl HAZ PUCKOM, SBASIOTCS YCNOBUAMM MNONTyYEHNS PErMcTpaLmMoHHOro yaoCTOBEPEHUS.

377. B cnydae ecnu npoucxodsT WM3MEHEHWst B OTHOLUEHUW MNflaHa MUHUMKU3AUUW PUCKOB pedepeHTHOro
nekapCcTBEHHOro npenaparta nmbo NpUHMMaeTCs pelleHne O BHECEHUM U3MEHEHUA B MEPbI MUHMMU3aUUWM pucka ans
OAaHHOro AeWCTBYOLLEro BellecTBa (BELLECTB), YMNOMHOMOYEHHbI OpraH rocygapcrea-yneHa AorkeH obecneynTb
CBOEBPEMEHHOE BHECEHWe [fepXaTenem perncrpaumoHHOro YOOCTOBEPEHWS Ha fekapCTBeHHble npenaparbl,
copepXalime aHanornyHoe AencTeyloLlee BewwecTBo (BeLeCcTBa), USMEHEHUI B MePbl MUHUMM3aLMN PUCKOB.

14. Mpo3pa4yHOCTb OLEHKU NIAHOB yNpaBrieHUs1 puckamm

378. YNonHOMO4YeHHble opraHbl obecrneyvBaloT B3aWMHYKO AOCTYMHOCTb OTYETOB O pe3yfbTaTax OLEHKM
npeacTaBnseMblX MAaHOB YNpPaBfieHUs pUCKaMu M pestlomMe MMaHOB YMpaBrfieHns puckammn Yepes MHTEerpupOBaHHYO
MHopMaunoHHyto cuctemy Cotosa.

379. YNONMHOMOYEHHbIN OpraH JofmkeH obecnednTb OBLIEeCTBEHHbIM OOCTyN K pe3tome 0goOpeHHbIX MNnaHoB
ynpaBneHna puckamm Ha CBOeM cauTe B ceTu WHTepHeT. [na 3Tux uenen aepxaTtenb pernctpaumoHHOro
yOOCTOBEpPEHWe NpeacTaBnsaeT B YMNOMHOMOYEHHbIM OpraH pesioMe nnaHa ynpasreHus puckamm OOMNOSMHUTENbHO B
dopme oTAEerbHOro AOKYMEHTa B 3M1EKTPOHHOM BUAE.

VII. OpraHusauus pa6oTbl ¢ uHcpopmaumen
O HexernaTenbHbIX peakuUsax

380. [aHHblii pasgen onpedensieT OCHOBHble MpWHUMNBLI npoueayp cGopa W ynpaBreHust OaHHbIMK U
npeacTaBrneHnst WMHOMBMAYaNbHbIX COOGLLIEHVM O MNOAO3pEBAEMbIX HeXemnaTeNlbHbIX peakuusiX, CBSI3aHHbIX C
NpYMEHeHNEM NeKapCTBEHHBIX MPernapaToB, 3aperncTpUpoBaHHbIX B roCyAapCTBax-yreHax.



381. B paHHoM pasgerne He onpedensitotcs TpeboBaHUA K NPEeACTaBreHWMI0 UHAMBMAYANbHLIX COOBLUEHUA O
ABMEHUSIX WNW  acnekTax MPUMEHEHUs FleKapCTBEHHbIX MpenapaToB, KOTOpble He MPUBOAAT K pPasBUTUMIO
HexenaTernbHbIX peakuuin (Hanpumep, O chny4Yasix Mepeao3vPOBKM, HEMNPaBWUIbHOM MPUMEHEHUUM WU OLUMOKe
NMPUMEHEHMS], HE COMPOBOXAAOLMNXCS pa3BUTMEM HEGNaronpUATHLIX KIMHUYECKUX CUMNTOMOB). [laHHas nHdopmaLuus
OOIMKHa cobupaTbCsl, aHanM3npoBaTbCs M NpeAcTaBnsaTbCA B NepuogmyeckoM o6HOBMNSIEMOM OTYETE MO 6e30MacHOCTU
B LieNnsxX UHTepnpeTaumm NMerLWmnxcs 4aHHbIX 0 6e30MacHOCTM MK OLEHKN COOTHOLLEHMS "nomb3a - puck”.

1. Coop coobueHU 0 HeXxenaTenbHbIX peakuuax

382. YNonHOMOYEHHbIM OpraHam ¥ AepxaTenisiM PermcTpaumnoHHbIX YAOCTOBEPEHWIA criegyeT NpoBoanTb coop U
yrnopsigoveHne coobLIeHNn O MOA03peBaeMblX HeXernaTesSibHbIX peakumusix, NofyYeHHbIX U3 PasfMyYHbIX UCTOYHUKOB
6e3 npeaBapuTenbHOro 3anpoca v NOCTYNUBLUKX MO 3amnpocy.

383. B uensix obecrneyeHnsi BO3MOXHOCTU cbopa [OCTATOYHOIO KONMYECTBa COOGLLEHMIA O HexenaTerbHbIX
peakuusix U UX nocrneayroLen HayyHo 060CHOBaHHONM OLEHKM HeOGX0AMMO pasBMBaTb cMcTeMy hapmMakoHagsopa.

384. Cuctema dapmakoHagsopa JomkHa ObiTb paspaboTtaHa Takum obpasom, 4Tobbl OHa obecneuymBana
Hagnexallylo OUeHKY kavyecTBa COOpaHHbIX COOOLLUEHMI O HeXenaTemnbHbIX peakuusax (B OTHOLIEHWW NOANMHHOCTH,
pa3bopyYMBOCTM, TOYHOCTU, MOCNEAOBATENLHOCTM), MaKCUManbHY0 MOSHOTY AaHHbIX ON1S UX KIMUHUYECKOM OLEHKM M
BO3MOXHOCTb BbINONTHEHWSI TPOBEPKMU.

385. PaboTa ¢ [aHHbIMW, cCOAEpXallMMUCA B COOGLLUEHUAX O HexenaTembHbIX peakuusx, OorkHa ObiTb
opraHu3oBaHa C y4eTOM 3aKoHOAAaTeNbCTBa rocyaapcTBa-yreHa B 06rnacTy 3aluTbl NepCoHanbHbIX AaHHbIX.

386. CnemyeT CTpyKTypuypoBaTb CUCTEMY apmakoHagsopa TakMum obpa3om, 4TOObl OHa no3Bondana
CBOEeBpeMEeHHO BannmanpoBsaTb COO6LIJ,€HI/IF| O Nnoao3peBaeMblX HeXenaTellbHbIX peakuynax u obmeHnBaTbCs UMUK C
YNOJTHOMOYEHHbIMK OpraHamMmn un gepxartendaMmm perncTtpaunoHHbIX yﬂ,OCTOBepeHVIVI B CpOKu, yCTaHaBlnBaemble
3aKoHO4ATENbCTBOM rOCYAapCTB-4S1EHOB.

387. CoobueHns ¢ uHopMauveid o Ge3onacHoCTU FekapCTBEHHOro npenaparta, cobupaemble Ha 3aTane
MOCTPErMCTPALMOHHOTO NMPUMEHEHUSI, MOXHO pa3fenuTb Ha ABa Tuna: coobLUeHusl, NoMyYeHHble He No 3anpocy, U
COO06LLEeHUs!, NoMyYeHHbIe MO 3anpocy.

Coo6LeHns 0 HexenaTenbHbIX peakuusx, NosfyvyeHHble He Mo 3anpocy
CnoHTaHHble coobLeHus

388. CroHTaHHOE CoObLLeHMe CNeLManncT CUCTEMbI 34paBOOXPaHeHs], NauneHT Unn noTpebutens HanpaenaeT
B agpec YNONHOMOYEHHOIO oOpraHa, AepXaTens PerucTpauMoHHOIO YAOCTOBEPEHWUS WM ApYroi opraHvsauum
(Hanpumep, B pervMoHanbHbid LEeHTP No ¢hapMakoHaA30py, TOKCUKOMOrMYeckuii LeHTp) 6e3 npeaBapuTenbHOro
3anpoca. B cnoHTaHHOM COOGLLEHNM ONUCLIBAETCS OAHA MIN HECKOIBKO NOA03peBaeMbIX HeXenaTernbHbIX peakumnin y
nauueHTa, KOTOPOMY Ha3Havarcs fiekapcTBEHHbIN Npenapar.

389. K CrnoHTaHHbIM COOOLLEHUSM HEe OTHOCATCS COOOLLEHMS!, NONydYeHHble B XOAe MCCMefoBaHUM UMK MHbIX
BMOOB OpraHuM3oBaHHOro cbopa [AdaHHbiX. K CMoHTaHHbIM COOOLWEeHMsIM B TOM 4WUCNEe OTHOCHATCS cregylolime
COOD6LLIEHNS O NMOAO3PEBAEMbIX HEXENATENbHbLIX PeaKUUsIX:

a) coobLueHusi, NpeacTaBreHHble B OTBET Ha Mepbl CTUMYNMPOBaHWS B BUAE NPSMOro MHMOPMUPOBAaHUS
cneunanicToB CUCTEMbl  3[paBOOXPaHeHWsi, nybnukauMin B nNpecce, oOfnpoca CNeuUManucToB  CUCTEMbI
30paBoOOXpaHeHUs1  MNpeacTaBUTENsMUM  AepXaTenen  PerucTpauMoHHbIX  YAOCTOBEPEHWUW,  MHOPMMPOBAHMUS
NauneHTCKUMN OpraHM3aumsiMm CBOMX YYACTHMKOB MNU CyaebHbIX WCKOB B OTHOLLEHMW Kracca eKapCTBEHHbIX
CPEAcCTB;

6) coobueHns, HanpaBJieHHble FIOTpe6l/ITeﬂF|MM 6e3 npeaBapuTeribHOro 3anpoca, BHe 3aBUCUMMOCTU OT
nocnegywwiero MeanmumHCKOro noaTteepXXaeHus;

B) COOOLLEHMsl, KOTopble He CBSA3aHbl C NOObLIM M3 MEeTOAOB OpraHWM3oBaHHOrO cGopa AaHHbIX U KOTopble
nonyyeHbl NOCPeACTBOM CUCTEMbl NpPeAcTaBneHus WHOopMauMu O NekapCTBEHHOM npenapaTte, NGO ABNSOTCS
pe3ynbTaToM pPacnpoCTpaHeHNs MHGopMaLuK O NiekapCTBEHHOM npenapate unu oGpasoBaTenbHbIX MaTepuarnos;



r) coobLIeHNs], BbISIBNEHHbIE B CETU MIHTepHET 1nn UMpoBLIX cpeacTBax MHdopmaLuuu;

D,) nHonsunagyanbHble coobLeHus, nojstydeHHble OT HEeCKOJIbKMX penopTteposB, nNpun 3TOM Kak MWUHMMYM OAHO
coobueHne nony4yeHo be3 npenBapuTesibHOro 3anpoca;

€) coobLleHns1, Nony4YeHHble NPy NPOBEOEHUN HEMHTEPBEHLMOHHOIO MOCTPErNCTPaLMOHHOMO UCCIEOOBaAHNS, B
OTHOLLIEHMM KOTOPbIX MPOTOKOSIOM MCcneaoBaHust He Obino onpeaeneHo BbINOMHEHWE cucTemaTnyeckoro cbopa
[JaHHbIX;

)K) coo0LeHus, noJjiydeHHble B pe3ynbTate NpuMeHEHNA He3apermcTpnpoBaHHbIX JIEKAPCTBEHHbIX npenaparTtos,
Ha3Ha4YeHHbIX B CBS3WM C WCKIIOYMTENbHBIMU 0BCTOSATENLCTBAMU U3 coo6pa>KeHvu7| COCTpagaHuda, Ui B paMKax
nepcoHannM3npoBaHHbIX NporpamMm NpMMeHeHnAa He3apermcTpnpoBaHHbIX JNIeKapCTBEHHbIX NpenapaTos, B Cliyd4ae eCln
AdaHHbIMU NporpaMmmMmamMun He onpenenanca CMCTeMaTMSMDOBaHHbIVI cGop AaHHbIX O HEXeNaTeJlbHbIX peakuunax.

390. NepBONCTOYHMKOM MOAO3PEBAEMON HEXEenaTernbHOW peakuuu SBMASETCS NULOo, KOTOpoe npeacTaBuro
WHpopMaLMIo O cnyyae pasBuUTUS HexenaTenbHoW peakumn. B cnyyae ecnv uHgopmaums o6 ogHOM HexenaTtenbHoOwm
peakuMm nocTynaeT OT HECKONbKUX NEPBOUCTOYHMKOB, B TOM 4uCrne OT Chneuuanucrta CUCTeMbl 34paBOOXpPaHeHus,
naumMeHta wnM noTpeduTens, QAaHHble MO BCEM MEPBOMCTOMHUKAM [OMKHbI ObiTb BKMAKYEHbl B  pasgen
"MepBONCTOYHMK" hOPMbI COOOLLEHUS O HEXenaTeNbHOW peakuuin.

391. CoolweHne o HexenaTtenbHOW peakuuwn, npeacTaBreHHoe noTpebutenem, cUYUTaeTCss MMEKLW UM
MeOMLMHCKOe MOATBEPXOEHME B Criydyae MOCreayllwero noaTBEPXKAEHUS pasBUMTUA Yy  NauueHTa [daHHON
HexxenaTtenbHOM peakuum CO CTOPOHbI CrneumanucTa CUCTEMbl 3apaBooXpaHeHusd. MeguuuHckoe noaTBepxaeHue
cooOLEeHNa 0 HexenaTenbHOW peakunn, npeacTaBneHHoro notpeburenem, BknovaeT B ceba Hanvune B coobLleHnn
OaHHbIX M3 MEeOMLMHCKON OOKYMEHTauuW naumeHta (Hanpvmep, AaHHble nabopaTopHbIX WM MHBIX MCCNeaoBaHWM),
KOTOpble MOATBEPXOAIOT pasBUTME Yy MNauUMeHTa HeXenaTenbHOM peakuuu, W Hanuyine UAeHTUPULNPYEMOro
MeaMUMHCKOro pabOoTHMKA, KOTOpbIA Mpegnonaraer Hanuine B3auMMOCBSA3M Mexay nNpUEMOM  MauMeHTOM
NeKkapCTBEHHOro npenapaTta U pasBUTUEM HexernaTenbHoW peakumu. B cnydae ecnu coobuieHne o HexenaTernbHON
peakumn ObINo HanpaBreHo MNOoTpebuTenem, KOTOpbIA SBMASETCA NULUOM C MeauuMHCKuM obpasoBaHueM, AaHHoe
coobLLEHNE TaKKe OLEHMBAETCA Kak MMetoLlee MeaMLMHCKOE NOATBEPKAEHNE.

392. B cnyyae nony4YyeHWss CMNOHTaAHHONO COOOLLEHWS O Pa3BUTMM HeXenaTenbHOro SBfeHus, B KOTOPOM
OTCYTCTBYET yKasaHWe Ha Hanuume npUYUHHO-CNEACTBEHHOW CBA3W, [OaHHOEe HexXenaTenbHoe sABreHue
paccmaTpuMBaeTCs Kak HexenartenbHas peakuus. Takum obpasom, Bce MocTynawlme CroHTaHHble COObLeHus,
npeacTaBnseMble cneunanmcTaMmm CUCTEMbI 34paBOOXPaHEHUst, NaumeHTaMmm unu noTpebutensMmm, paccMaTprBaroTCs
Kak mogospeBaeMble HexenaTerbHble peakuum UCXOAs U3 TOro, YTO WX MpeAcTaBfieHne COAepPXUT npeanorioXeHne
NMepBONCTOMHMKA COOOLIEHNS O HanmuMuuM B3aMMOCBA3M MeXAy HexenartenbHblM SBAEHWEM W MPUEMOM
nogo3peBaeMoro fiekapcTBeHHOro npenapaTta. VcknioyeHne cocTaBnsioT cooOLEeHMs, B KOTOPbIX PenopTepoMm
CAenaHo ykasaHue Ha OTCYTCTBME Takon B3anMOCBA3W.

Coo06LweHus1 0 HeXxenaTenbHbIX peakuusx, OﬂyﬁﬂMKOBaHHble B Hay‘-IHOVI
MeOULUHCKOMN nutepartype

393. HayyHas meguuMHCcKas nutepaTypa SBMSETCS BaXKHbIM WCTOYHWKOM MHAOPMauuu Ans MOHUTOPUWHra
npodmns 6e30nacHOCTM U COOTHOLIEHMS "NoMb3a - PUCK" NeKapCTBEHHbIX NpenapaToB, B OCOBEHHOCTM B OTHOLLEHUN
0BHapyXeHUs HOBbIX CUrHaroB, CBA3aHHbIX C 6e30NacHOCTLIO, NMMBO akTyanbHbIX BONPOCOB MO 6e30nacHOCTY.

394. [epxatensaM perncTpaumoHHbIX YOOCTOBEPEHUIN criefyeT OCYLIeCTBNATb CUCTeMaTUYECKUA, He pexe 1
pasa B Hegern, 0630p Hay4YHON MEOULMHCKOW NMTepaTypbl, B LUMPOKO UCMOMb3yeMblX CNPaBoYHbIX Ba3ax AaHHbIX (B
ToM uucne 6ubnuorpadmyeckon 6Gase cratem no meguumHckum Haykam (Medline) wnnmv 6GromeguuuHCKON 1
dapmakonornyeckon oubnuorpadurdeckon 6ase AaHHbIX OMNyGMMKOBAHHOW NUTEpaTypbl, NpeAHas3Ha4YeHHoOW Ans
noagepXkn MeHemXepoB Mo UHopmaumm n hapmakoHag3opa B COOTBETCTBMM C HOPMATUBHbIMU TPeOOBaAHUAMU K
3aperncTpupoBaHHOMY fekapcTBeHHOMY npenapaTy (Embase)). [depxaTento perncTtpauuoHHOro YAOCTOBEPEHUS
cnenyeT yAOCTOBEPUTBLCH, YTO 0D30p Hay4YHOW MEOMLMHCKOM nuTepaTypbl BKMoYaeT B cebs npocMoTp 6a3 AaHHbIX,
KOTOpble copepXaT MakCMMarbHOEe KOMWYECTBO CCbINTOK Ha CTaTbW, WMEIOLIME OTHOLUEHWE K MOHUTOPMPYEMOMY
nekapcTBeHHOMy npenapaty. [oMMmMo 3Toro, cnegyet nNpeaycMoOTpeTb, YTOObl BCe NpeAcTaBUTENbLCTBA AepxaTens
perucTpaumMoHHOro yoocToBepeHust Obinv ocBefoMIEHbl O MyOnuMkaumsx B MECTHbIX MEOMUMHCKUX W3OaHUsIX W
COOTBETCTBYHOLWMUM 00pasoM uHdOpMMpoBanM O HUX oTaen 6e3onacHoCcTM AepxaTtenss pPerncrpalyMoHHOro
YAOCTOBEPEHUS.



395. [epxaTenam perucTpaLMoHHbIX YAOCTOBEPEHUA cneayeT nNpocMaTpmBaTh COOOLLEHNS O NOAO03peBaeMbIX
HexenaTenbHbIX peakuusax, nybrnuvkyeMblX B Hay4yHOW MeAWMUMHCKOW nutepaType, B TOM 4ucne B MaTepmanax
KOHEepEHLNA NN NpoekTax MoHorpadun, YTobbl BbISBNATL U PErMCTPUPOBATL Takne COOBLLEHUs, Kak CMOHTaHHbIEe
coobLeHnsa nnm coobLeHns, BbiIBNEHHbIE B X04e HEVMHTEPBEHLMOHHbLIX NOCTPErMCTPaLNOHHbLIX UCCIeL0BaHNN.

396. Ecnu B nyonukauuyM ynoMMHAKOTCS HECKOSIbKO J1eKapCTBEHHbIX MpenapatoB, TO COOTBETCTBYHOLLEMY
AepxaTenio perucTpauMoHHOro YAOCTOBEpPEeHMsl credyeT paccMaTpyBaTb JleKapCTBEHHble Mpenapatbl, KoTopble
onpedensioTcs aBTopamMu MNyGnukauuMM Kak MMelolMe No MeHbLUed Mepe BO3MOXHYK MPUYMHHO-CREACTBEHHYIO
B3aMMOCBSA3b C BbIIBNIEHHbIMW NOA03PEBAEMbIMI HEXenaTenbHbIMU peakLUsaMu.

397. CooOleHunsi, OLEeHEeHHble KaK BanuaHble, nogfiexaT MpeacTaBlieHN0 B YNOSTHOMOYEHHbIE OpraHbl
rocyapcTB-4fieHOB corfacHo TpeGoBaHuAM HacTosilwmx MNpaBun. Hayano otcyeTa BpeMeHMW, YCTAHOBIIEHHOTO AJ1S
NpeacTaBrieHnst COOOLLEHUS O HexenaTemnbHOW peakuun, onpedensercs C MOMEHTa, Korga B pacnopshkeHun
AepxaTtensi permcTpauMoHHOrO YAOCTOBEPEHUs okasanacb MHGOpMauus O cryyae HeXernaTeslbHOW peakuumu,
oTBevatouas TpeGoBaHUAM K MUHMMarbHOW Tpebyemol uMHopMauun Ans CPOYHOro penopTupoBaHus. CrenyeT
ochopMISTb OOMH Cryyall HexenaTenbHOW peakuuMu Ans Kakaoro WAEHTUUUMPYEMOrO MauueHTa, O KOTOPOM
coobLaeTcs, U B COOOLEHUM MPEeACTaBNsATb BaXHYH AN OLEHKM MeAMUMHCKYI0 MHdopmauuio. lMepBblii aBTOp
nyGnukaLuumM cYMTaeTca NePBONCTOMHMKOM COOBLLEHNS O HeXenaTenbHON peakumn, aHHbIe OTHOCUTENbHO COaBTOPOB
nyénukauum He TpebyeTca AOKYMEHTUPOBATL B YaCTW NEPBONCTOYHMKOB UHGOPpMALNN.

Coob6LweHuns o HexxenaTenbHbIX peakunax mn3 gpyrux NICToO4YHUKoB

398. Ecnu pgepxaTenio PErMcTpauMoOHHOro YOOCTOBEPEHMS] CTaHOBUTCA W3BECTHO O CooOWEeHun o
Nnoao3peBaeMoii HexxenaTenbHON peakUuun N3 HeMeaULMHCKOrO UCTOYHMKA, HanpuMmep, 13 HenpodurbHbIX NeYaTHbIX
W3gaHun vnu Apyrux cpeacte uMHdopmauuu, emy criegyet obpabaTtbiBaTb 37O COO6LUEHME B COOTBETCTBUM C
noaxodamMu, pPeKOMeHOOBaHHbIMW [Afsl CMNOHTaHHbIX coobuweHuit. CneayeT npopaGoTaTbh AaHHbIM criyyda ans
nony4yeHUst MUHMManbHOM HeoGXoouMMOW MHdopMauun, KoTopasi npeactaBnseT coboit BanuaHoe coobuieHne o
HexxenaTenbHoOW peakuuun. Bpems npeactaBrneHust AaHHOrO TUMNa COOBLLIEHUA Takoe Ke, Kak U ANs BCeX CMOHTaHHbIX
COOOLLEHUIN.

MHdopMauus o nofgospeBaeMbIX HexXernaTesbHbIX peakuusx,
nony4eHHbIX U3 ceTu MHTepHeT 1 LMpPOBLIX cpeacTB MHopmaLmm

399. [epxaTenam perucTpauuoHHbIX YOOCTOBEPEHUA criedyeT perynspHo npocMaTpuBaTtb CeTb MIHTepHeT u
LuMdpoBLIE CcpeacTBa MHgopmauun (Hanpumep, Beb-caiTbl, BeG-cTpaHuubl, 6noru, Buaeobroru, coumansHble ceTw,
WHTEpPHET-OPYMbI, BuAeoYaThbl, nopTasnbl N0 TeMe 34pPaBOOXPaHEHWs), HaxogsmMecs nog WX ynpaBneHUMeM Wnn
OTBETCTBEHHOCTbIO, Ha Hannyne noTeHUManbHbIX COOOLLEHWA O MOAO3PEBaEMblX HexenaTesnbHbIX peakuusix. B
OaHHOM KOHTeKCTe UuudpoBble CpeacTBa MHGOPMaLMM CYMTAOTCH CMOHCUMPYEMBIMU AepXaTeneM permcTpaLnuoHHOro
YOOCTOBEPEHUS!, €CNU AepXKaTefb PerncTpaLMoHHOr0 YOOCTOBEPEHUS BMafeeT, OonnadyvMBaeT UMM KOHTPONMPYET WX
(npn aTom noxepTBOBaHWe ((PUHAHCOBOE UMM WMHOE) B adpec TeNeKOMMYHWKALUMOHHOW OpraHusaumMm unu camnta
Npoun3BOAUTENEM FEKapCTBEHHbLIX MPenapaToB UNN AepXaTenemM PerucTpauMoHHOro yOoOCTOBEPEHUS He SIBMSieTCS
BrMageHWeM Mpu YCNoBUW, YTO NPOM3BOAUTENb NEKAapCTBEHHbIX NpPenapaTtoB WNU AepxaTenb pervcTpalnoHHbIX
YOOCTOBEPEHUIN He KOHTPONMpYeT OKoHYaTerbHoe WHGOPMAaLWMOHHOE HanonHeHve canTta). CneagyeT obecneynTtb
TaKylo NepMoanyHOCTb MPOCMOTPA YKa3aHHbIX UCTOYHUKOB, YTOObLI BbIMOMHANOCH TpeboBaHME B OTHOLLEHUN BPEMEHM
npeacTaBreHnss NnoTeHuManbHbIX BanuOHbIX COOGLIEHUA O HexenaTenbHbIX peakuusx B YNONTHOMOYEHHbIE OpraHbl
rOCy4apCTB-YIIEHOB, HauuMHasi ¢ daTbl, Korga wHdgopmauusi 6bina pasmelleHa. [epxatensMm pernctpalMoHHbIX
YOOCTOBEPEHMIN crnefyeT Ucnonb3oBaTb COBCTBEHHblE calTbl ANs  onTMMM3auumM cbopa UWHGopMauumM o
noao3peBaeMbIX HeXernaTerbHbIX peakuusix.

400. NHdopmaumio 0 cnyyasax nogo3peBaeMblX HexenaTenbHbIX peakuuin, onnucaHHbIX B ceTu NHTepHeT unm
LUMpPOBbLIX cpeacTBax UHopmMaLum, NnonydeHHyo 6e3 3anpoca, cnegyeT obpabaTtbiBaTb Kak CMOHTaHHbIE COOOLLEHNs
C NPYMEHEHNEM K HUM TpeboBaHWIA B OTHOLLEHUM BPEMEHW PEnOpPTUPOBaHUS, Kak Ans BCEX CMOHTaHHbLIX COOBLLEHNIA.

401. B oTHOLLEHNN crydaeB HexenaTenbHbIX peakuyuni, ONUcaHHbIX B ceTU VIHTEepHET nnmn uudgpoBbIX cpeacTaax
nHdpopmMaumm, NOeHTUOULNPYEMOCTb COCTaBUTENS COODLLEHUSA OTHOCUTCS K MPOBEPKE CYLLEeCTBOBAHUSA pPearibHOro
niua, To ecTb BO3MOXHOCTU NMPOBEPUTb MPaBUITbHOCTb KOHTaKTHbIX AaHHbIX COCTaBUTEMNS OT4yeTa (Hanpumep, Obin
npencTaBneH AeNCTBUTENbHbIV aapec 3NeKTPOHHON NoYyThl). KOHTaKTHbIE AaHHbIE criedyeT UCMOofb30BaTh TOMbKO A1S
uenen dapmakoHaasopa. Ecnu otcytcTByeT MHopmaums O cTpaHe NepBOUCTOYHMKA, TO B Ka4eCcTBe TaKOW CTpaHbl
cnegyeT cunTaTtb CTpaHy, rae 6bina nonyvyeHa nHopmMaumst Uy rae BbiMoOSHAETCS MOHUTOPWHT.



402. Ecnu pepxaTenio perncTpaumMoHHOro YOOCTOBEPEHUS CTAHOBUTCA M3BECTHO O coobLllieHMn o
noao3peBaeMon HexenaTtenbHOW peakuuu, OnMCaHHOW B LMEPOBbLIX CpeacTBax MHOpMaL MM, CNOHCOPOM KOTOPbIX
Jepxartenb perncTpauuoHHOro yAOCTOBEPEHUS He sBNSAeTCd, cnefyeT OueHuTb cooblieHue, 4ToObl onpenenvThb,
nognagaet Ny OHo nof TpeboBaHUs O BbINOMHEHUM CPOYHOTO PENOPTUPOBAHUS.

Coo6LeHusi 0 nogo3peBaeMbIX HeXenaTesfibHbIX peakyusax, Nosfly4eHHble
no 3anpocy

403. CoobLeHMs 0 Noao3peBaAEMbIX HEXeNaTemnbHbIX peakUumsix, MONy4YeHHbIE MO 3anpocy NOCTYNakT U3 CUCTEM
OpraHn3oBaHHOro cbopa AaHHbIX, KOTOpble BKMHOYAKT B Ce0s KIMHUYECKUE WUCCredoBaHusl, HEMHTEPBEHLMOHHbIE
NUCCneaoBaHusl,  pPerncTpbl, MNEepCOHaNM3NPOBaHHblE  MPOrpaMMbl  WUCMONb30OBAHWS  HEe3aperMcTpuMpoBaHHbIX
neKapCcTBEHHbIX NpenapaTtoB, Apyrine nporpamMmmbl MPUMEHEHUS HE3aperncTPUPOBaHHbIX NEeKapCTBEHHbIX NpenapaTos,
Ha3HaYeHHbIX B CBA3N C WCKNIOYMTENbHBIMU OOCTOATENbCTBAMU U3 coobpaxeHu cocTpagaHust (MpUMeHeHne
NeKapcTBEHHOro npenapata npu HeusnevymMbixX UM HenoAAalLLMXCH neveHnto 3aboneBaHusax 1 ap.), 1 MOHUTOPUHra
3aboneBaHuii, ONPOCbl MAaUMEHTOB UMM MeOULMHCKUX paboTHMKOB unu cbop AaHHblX 006 3ddeKTMBHOCTH
NeKapcTBEHHOro npenapara UM NpuBepPXEHHOCTM NauNEHTOB.

404. CoobuweHusa o noao3peBaeMbIX HeXenaTesibHbIX peakuuax, nojlydeHHble U3 Kakon-nmbo M3 3TUX CUCTEM
060pa AaHHbIX, HEe cneayeT cH4UTaTb CNOHTAaHHbIMA coobLLEeHNAMM, 3a NCKIMIOYEHNEM cnepywwmx crny4yaes:

a) coobLLeHns 0 NOA03PEBAEMbBIX HEXENATENbHbIX Peakuusix NonyveHbl Npy NPOBEAEHUN HEVHTEPBEHLIMOHHOMO
NOCTPErnCTPaLMOHHOrO UCCrneoBaHusl, ANsi KOTOPbIX MPOTOKONIOM UCCNEeA0oBaHNs He Gbino onpeaeneHo BbiMOSHEeHWE
cuctemaTnyeckoro cbopa AaHHbIX;

6) cooblleHnss O noJO3peBaEMbIX HEeXernaTemnbHbIX peakuusx MofydeHbl B pe3ynbTarte MNpUMEHEHUs
He3aperncTpMpoBaHHbIX NeKapCTBEHHbIX NpenapaToB, HAa3HAYEHHbIX B CBA3W C UCKMOYUTENbHLIMU 06CTOATENBCTBAMM
M3  coobpaxeHwu cocTpajaHusl, WM B  paMkax MepCcoHanvM3vpoBaHHbIX  MporpaMM  UCMOSfb30BaHMWS
He3aperncTpMpoBaHHbIX NEKAPCTBEHHbIX MpenapaToB B Cryvae, €CcnvM AaHHbIMW MporpaMmamMu He onpeaensncs
CMCTEMATU3NPOBAHHbIA COOP AaHHbIX O HEXenaTenbHbIX peakLmsX.

405. B pamkax npoueaypbl PenopTUpPOBaHUS COOOLIEHUS O MNOAO3PEBAEMbIX HeXemnaTeslbHbIX peakuusix,
noslydeHHble Mo 3anpocy, cregyeT KraccuduuMpoBaTb Kak COOGLUEHMs, MONy4YeHHble B Xode WccrnenoBaHuid, U
BbINOMHATEL Banuaaumio U OLEHKY NMPUYNMHHO-CIIeACTBEHHOW CBSI3U B LIENSAX YCTAHOBIEHUS] X COOTBETCTBUS YCIOBUAM
CPOYHOrO PENOPTUPOBAHNS.

406. TpeboBaHuss K opraHusaumm paboTbl C COOOLLEHMSMM O HEXenaTeribHbIX peakumsix, MosfyYeHHbIMU No
3anpocy, yCTaHoBrEeHbl NYHKTOM 466 HacToswmx Mpasun.

2. Banngauus coobweHunmn

407. Cpo4yHOMY PpenopTUPOBaHWIO MOAMEXaT TOMbKO WHAMBUAYANbHbIE COODOLWEHUA O HexenaTenbHbIX
peakuusix, KOTopble UMEIT MONOXUTENbHbIE pe3ynbTaTel Banugaumn. B uensix BbiNOnMHeHus atoro TpeboBaHusa Bce
COODLLEHNST O HeXenaTemnbHbIX peakuusax OO WX NPeAcTaBlieHMsl B YNOMHOMOYEHHbIE OpraHbl FrOCyAapCcTB-YNeHOB
OOMKHbI OblTb NMOABEPrHyThbl Banugauun Ha HanMyune MUHMManbHOW Tpebyemon uHdopmauun. MuHuManbHasa
Tpebyemasi MHgopmMauus BKIOYaeT B cebs:

a) ceegeHus o6 ogHoOM UnM Goree MaeHTUUUMPYeMOoM pernopTepe (MePBOUCTOYHUKE), KOTOPbLIA MOXET ObiTb
NOeHTUUUMPOBAH MO TakMM MapameTpaM, Kak KBanudukauua (Hanpumep, Bpad, NpoBu3op, dapMaueBT, Apyroi
MEOVLMHCKUIA Ccreunanuct, a Takke nauueHT, noTpebuTenb WNM Apyroe nuuo, He UMelollee MEeAULMHCKOro
o6pasoBaHust), UMsI, UHALMAnNbI UMW MECTO HaxXoXaeHus (aapec) (HanpuMmep, HaMMeEHOBaHWe opraHusauuy penoprepa,
ynuubl, ropoaa, obnacTu, NoYToBbIN koA, CTpaHa, 3MeKTpoHHasa no4yta, HoMmep TenedoHa). Mpu paboTe ¢ NUYHBIMU
AaHHbIMW PEernopTepoB [AOSMKHbI BbINOMHATLCA COOTBETCTBYHOLLME HOPMbl 3aKoHOAATenbCTBa rocyqapCTB-UNeHOB B
06MacTy 3aLMTbl NEePCoHanbHbIX AaHHbIX.

PenopTep cynTaeTcd MﬂeHTM(bVILI,VIpyeMbIM, ecnn opraHmsauunda, KoTopada HanpaBuia coobuieHne o
HexenaTenbHomn peakunn, pacnonaraet OOCTOBEPHbIMU OaHHbIMU ONA noATBepXAeHUA CyueCTBOBaHMA OaHHOro
nvuda, penopTtupyrwero o passnutnn HexenaTenbHON peakumn Ha OCHOBaHWUKN ,El,OCTyI'IHOVI I/IHCbOpMaLI,VIVI. Cnep,yeT
obecneuntb I/Iﬂ,eHTI/I(bMKaU,I/I}O BCEX CTOPOH, KOTOpble nNnpeacTtaBnAlOT I/IHCbOpMaLI,I/lIO O cny4yae HexenaTenbHOn
peakuun, B TOM 4ucrne [ONOJIHUTENbHYHO I/IHCbOpMaLI,VIIO no 3anpocy. Heobxogumo ucnonb3oBaTb UMetoLInecs



BO3MOXHOCTM AnNsi MONydeHMs1 KOHTaKTHbIX AaHHbIX pernopTepa B Lensx obecneyeHus BO3MOXHOCTU MOCMeAyLWwero
cbopa nHdopmaumMm o0 HexenaTtenbHon peakuun. Ecnu penoptep He enaeT NpeacTaBnsTb KOHTAKTHblE AaHHbIE,
coobLLeHNe O HexenaTenbHOW peakuunm crnegyet cuutatb BanuZHbIM - MpPU  YCROBWUM, YTO OpraHuMsauus,
NpouHOpPMUPOBaHHas O Crly4ae HexenaTenbHOM peakuun, cnocobHa NoaTBEpPANTL Ero HanPsIMyto C PENOPTEPOM.

MuouBmayanbHoe coobLleHne 0 HexenaTernbHOW peakumm He ByaeTt cuMTaTtbCcsa BanuaHbIM ANs npeacTaBrieHns
B YMOSTHOMOYEHHbIA OpraH, ecnv He COAEPXWUT AaHHbIX AN ugeHTudmkaumm ceefeHuin o keanudumkaumm, ctpaHe
HaxOXOEHUS VMM OPYrux OaHHbIX, KaKk MUHMMYM OHOro penoptepa. [pu OTCYTCTBUM AaHHbIX O KBanvdukauum
penopTtepa coobLieHre N0 YMONYaHUI0 CYNTaeTCs NpeacTaBneHHbIM OT noTpebutend. [Insg nocneayoLlero KOHTpons
aybénvpyloLmMx coobLeHnin B MHAMBUAYanbHOM COOOLLEHUN O HexenaTenbHOW peakuum TpebyeTcs ykasblBaTb BCEX
penopTepoB (He TONbKO NEPBOMCTOYHUK) (ecnn 3TO npuMeHumo). Hdopmaums o HexenaTtenbHOW peakuumu,
nony4yeHHas oT TPETbEWN CTOPOHLI, HE UMEIOLLIEN HEMOCPEACTBEHHOMO KOHTAKTa C NaLMeHTOM, He CYMTAETCs BanuaHbIM
coobLleHneM O HexenaTenbHOW peakuuun, ecnu He ByaeT noaTBepXAeHa HenocpeaCTBEHHO NMauueHTOM, nevalium
BpayoM naumeHTa unm penopTepom, MMeLLIMM HENOCPEACTBEHHbIA KOHTAKT C NaLMeHTOoM;

0) ceegeHns 06 npgeHTMdUUMPpYyEMOM nauMeHTe. Ona unaeHTudurkaumm naumeHTa AOnyckaeTcsl ykasaHue Kak
MUHMMYM OOHOW M3 CrefyloLmnx XapakTepUCTUK: MHMUManbel nauneHTa, HOMep MegUUMHCKON KapTel (ambynaTopHo,
KapTbl CTauuoHapHOro 60nbHOro, KapThbl C pesynbTatamm obcnegoBaHus), Aata poXaeHUs, BO3pacT Unu Bo3pacTHas
rpynna, nepvog rectauuun u non. OgHako naumeHT cymTaeTcs MaeHTUULnpyemMbIM, €CNIN HA2 OCHOBaHMN MMEIOLLIMXCA
OaHHbIX NpeacTaBNsAeTCsl BO3MOXHbIM NOATBEPAMTL CYLLECTBOBaHME AAHHOro naumeHTa. [loatomy mHdopmaumsa ob
noeHTumkauum nauueHtTa JofmkHa ObiTeb Hamboree MOnHOM C Y4YeTOM 3akoHOo4aTenbCTBa rocygapcTBa-dneHa B
obnactm 3awmTbl NepcoHanbHbIX AaHHbIX. CoollieHne MOXeT cuuMTaTbCa BanuMAHbIM - ANS  MOocnenylLero
NpeacTaBneHns B YMOMIHOMOYEHHbIA OpraH MNpyv HanmMyum Kak MWHUMYM OOHOW W3 YKa3aHHbIX XapaKTepUCTUK
naumeHta. CooOlleHne C yKa3aHMEM HECKOSbKUX MaUMEHTOB He CcuYMTaeTcs BanvMAHbIM, €Cnv  OTCYTCTBYET
MHGOPMaLMA KaK MUHMUMYM 00 OOHOWM M3 yKa3aHHbIX UHAMBUAYANbHbIX XapakTepPUCTUK naumneHTa ans dopMMpoBaHus
BanmaHoOro MHAMBUAYanbHOro COOOLLEHMS O HEXeNnaTenbHON peakunu;

B) cBeaeHus o6 ogHoM unu Gonee Nofo3peBaeMOM NEeKapCTBEHHOM MNpenapaTe v OeicTBYIOWEM BELLECTBE.
B3aumopencTByioLLME NekapCcTBEHHbIE NpenapaTthl OTHOCATCS K NoA03pEBaeMbIM JieKapCTBEHHbIM Npenaparam;

r) ceegeHnst o6 ogHom unu Bonee NoAo3peBaEMON HeXenaTenbHoOW peakuni. Ecnn nepBoMcTOYHUKOM caenaHo
yTBEPXAEHMe B npsMon ¢opMe O TOM, YTO MCKMYaeTCs HanuMune npUYMHHO-CIEACTBEHHON CBA3N Mexay
Ha3HayYeHneM NekapCTBEHHOro npenaparta U HexenaTenbHOW peakuunen u nonydaTtens (YNOTHOMOYEHHbIN opraH unu
aepxaTenb PerucTpaunoHHOrO YOOCTOBEPEHMS) COrfaceH C 3TUM, cooOLleHMe onpefenseTcsa Kak HeBanugHoe
WHOUBMAYaNbHOE COOOLLEHNE O HeXenaTtenbHOW peakuuu, MOCKOMbKY 3TO O3HayaeT OTCYTCTBME MNOAO3pPEBAEMOW
HexenatenoHon peakuun. CooblieHne Takke onpeaenseTcs kak HeBanugHoe WHAMBMAyanbHoe coobuieHne o
HeXxenaTtenbHOW peakuuu, ecrnm coobLLaeTcs, YTO NauueHT NepeHec HexenaTenbHyl peakuuio, HO He yKasaH Bug
HexxenaTenbHOW peakuuMuM UnvM He NpeacTaBfieHO onmMcaHue MNepeHeceHHOW HexenaTenbHOW peakuuu. AHanornyHo
WHOUBMAYyaNbHOE COOOLlEHME O HeXenaTtenbHOM peakumMuM OonpefensieTcs Kak HeBanuaHoe, €Cnu COOEpPXUT
nHpopmaumo Toneko o6 ucxoge m nNpu nocneaywoleMm cbope OaHHbIX HE MPEeACTaBnsieTCS BO3MOXHbLIM MOMNYyYnUTb
KnNuHM4Yeckoe 0OOCHOBaHME HeXenaTenbHOM peakuum B KavyeCcTBE MPUYMHBI  pasBUMBLUErocs uMcxoga WU
NepBOUCTOYHMKOM HE YyKasaHO Hannynme Kak MUHUMYM BO3MOXHOW B3auUMOCBSA3W C MPUEMOM feKkapCTBEHHOro
npenapata. Hanpumep, npu nonyyeHun nHgopmMaLmm 0 BHe3anHon cMepTu naumeHTa, Haxodsweroca Ha neyeHnn B
YCINOBUSAX CTauuoHapa, HeobXoAMMO AOMONIHEHME COOBLLEHMS MEOULMHCKON OLEHKON ¢ 0O0CHOBaHUEM ONpeaeneHns
OaHHOTO COCTOSIHWSI KaK Mcxofa HexenaTernbHOW peakumMn nMbo OTHECEHUSI K YUCIY HeXenaTenbHbIX ABneHui. Mpu
OLIeHKe Crny4yaeB BHe3anHon cMepTu nauueHTa, nosiyvaroLllero Tepanuio ¢ HasHadeHneM nekapcTBEHHbIX NpenapaTos,
cnegyeTt UCXOAUTb M3 NPeanonioXeHNa Hannynsg B3auMoCBA3M AaHHOMO ucxoda ¢ nedeHvem. MNpun oTHeECEHUM K Yucny
BanMaHbIX AaHHbIE WHOUBMAYaAIbHbIE COOOLLEHUS O HEeXenaTeribHbIX peakuusx nognexaT HesameaMTenbHOMY
penopTUPOBaHMIO.

408. lpu cbope cooblleHNA O MNOAO3peBaEMbIX HeXenaTeslbHbIX peakuusix 4vepe3 ceTb VHTepHeT unu
uudposble cpefcTBa MHGOPMAaLMKM MOL4 MNOHATUEM "MAaeHTUUUMPYEMbIN" NOHMMAaeTCs BO3MOXHOCTb MPOBEPKU
CyLLecTBOBaHMS penopTtepa (CocTaBuTenNs COOOLLEHUS) U NAUneHTa.

409. OTcytcTBME Kakom-nmbo uHdopmauum ns ykasaHHom B nyHkte 407 Hactoswmx [paBun o3HayaeT, yTo
cry4yan cyuMTaeTCs HEMomMHbIM U He NOANEXWUT npoueaype CPOYHOro NPeAcTaBneHns COOBLUEeHNS O HexenaTenbHOW
peakuunn. YNOMHOMOYEHHbIE OpraHbl M AepXaTenn permcTpauMoHHbIX YAOCTOBEPEHUN AOMMKHbI NMPOSBASATbL OCOOY0
TWaTenbHOCTb B paboTe no cbopy HegocTawowen nHpopmauum B coobLleHnsax, AeRCTBKA Mo nocneayowemy coopy
AaHHbIX B COODLLEHMAX O HexenaTenbHbIX peakuusx noanexar OOKYMEHTUMPOBaHWMK. TemM He meHee coobLieHus o



HeXxXenaTerbHbIX peakuunax, MMHUMarbHada MH(bOpMaLI,I/IFl B KOTOPbIX ABNAETCA HEMnosnHoun, cnenyet permctpupoBaThb B
paMKax CUCTEMbI cbapmaKOHa,qsopa B Lienax X ncnosib3oBaHuA B TeKyLLl,el71 [eaTenbHOCTU Mo oueHKke 6e3onacHOCTH.

Mpy nonyyYyeHUn HeOoOCTalOLWMX B COOOLLEHUSIX O HEXernaTerbHOW peakuuyv MUHUMasbHbIX AaHHbIX (BKIOYas
NepecMoTp B3aMMOCBSA3M HeXenaTenbHOW peakuuy C MpUemMoM JeKapCTBEHHOro npenaparta) WHAMBUAyanbHoe
COOGLLEHME O HEXENATENbHON peakuyy OLeHMBAETCS Kak BanuaHoe U NoasiexunT penopTMpoBaHMio B COOTBETCTBUN C
TpeboBaHuAMM HacToswwmx Mpaewn.

410. Ecnn ogHoWn cTOpOHE (YNOMHOMOYEHHOMY OpraHy Wnv AepXaTento perucTpaumoHHOro yooCTOBEpPEHUS)
CTaHOBUTCHA WM3BECTHO, YTO penopTep MOr coobLmnTb O NO4O3peBaeMoV HexenaTtenbHOW peakumm Takke W Opyromn
3aMHTEPECOBaHHON CTOpPOHE, Takoe coobLlleHne TeM He MeHee crnegyeT cuuMTaTb BanuiHbiM cooblieHvem o
HeXenaTtenbHOM peakuMM W BKAYUTL B MpoUeadypy pPenopTUPOBaHMS  WHAMBMAYANbHbIX COOOLWEHUA O
HexxenaTtenbHbIX peakuusx. MiHaMBuagyanbHoe cooOLeHne O HeXenaTenbHOM peakummn OOJMKHO BKMNoYaTb B cebs BCro
BaXkHY0 nHdopMaL Mo, HeobxoaMMyto Anst ObHapyXeHUs AyGrmMpyoLWwero CoobLLEHNS.

411. Ecnu nmeeTcs pasHornacve mexay mccrnegoBaTtenem M gepxatenem permcTpauuoHHOro yaoCTOBEPEHMS
UNU CNOHCOPOM MCCNeaoBaHWUs B OLEHKE NPUYMHHO-CMNEACTBEHHOW CBA3W MeXOy HasHavyeHMeM nofo3peBaemoro
NEeKapCTBEHHOro npenapata W pasBUTUEM HEXenaTenbHOW peakuun npu NpoBeAEeHUN MOCTPErMCcTpaLmMOHHbIX
HEWHTEPBEHLMOHHBIX MCCNefoBaHWA, He crnedyeT NepeBouTb Clydan HexenaTenbHon peakumm B 6onee HU3Ky no
CTeneHn AOCTOBEPHOCTU B3aUMOCBA3M KaTeropuio. B uvHAMBMAyanbHOM COOOLLEHUM O HeXenaTenbHOW peakumu
cnegyeT NpeacTaBUTb MHEHUSI MUccregoBaTens W aepXaTens perncTpauuoHHOro YOOCTOBEPEHUS UMM CMOHCOpa
nccrneanoBaHus.

412. BanugHoe coobLieHMe O HexenaTernbHOW peakuuun, npeacraBneHHoe noTpebutenem, He cnegyet
nepeBoauTb B KaTEropuid He CBA3AHHOrO C MPUMEMOM FeKapCTBEHHOro npenapaTta HexernaTenbHOro fBfeHust B
cny4vae, ecnv MeguuMHCKUM paboTHUKOM, yKa3aHHbIM NoTpedbuTenem ansd nonyvyeHms nocrnegyowen nHdopmauum, He
NoATBEPXKAAETCA HanuuMe B3aMMOCBA3W. B uvHOMBMOyanbHOM COOOLLEHWM O HexernaTenbHOW peakuun cnegyet
OTpPasuTb MHEHUS NOTPeduTensa n MeanUMHCKOro paboTHMKA B OTHOLLUEHWMM HanuMyusd B3aUMOCBSI3N B 4acTU OLEHKM
B3aUMOCBA3U Pa3fNYHbIMY NEPBONCTOYHMUKAMMN.

413. Ecnn nmeeTcd pasHornacue Mexay pernoprepom 1 AepatenemM perncTpaurMoHHOro YAOCTOBEPEHUS WIn
YNOSTHOMOYEHHbLIM OpPraHOM B OLEHKE OTHECEHUSI HeXenaTerbHOW peakuun K Cepbe3HOMn, He crnegyeT nepeBoavTb
OLEHKY HexenaTtenbHon peakuny B 6onee HU3Kyl0 MO CTENEHN CEPbE3HOCTH.

3. Mocnepyowasn paboTa ¢ cOOGLIEHUAMMN O HeXernaTeNbHbIX peakuusaX

414. Ecnn B nepBoOHayanbHOM COOOLWEHMU WHOPMaLMa O NOA03peBaeMblX HeXenaTeNbHbIX peakunsax
COOEPXKUTCA HEeMonHas, criegyet NpoBOAWTL Mocreyowyo paboTy 4YTobbl NONyYnTb AONONHUTENBHYIO NOAPOGHYH0
nHdopmMaLmio, NOMUMO MUHMMAarnbHON TpebyeMon, SABMSAIOWYIOCA BaXXHOW ANA HAyYyHOW OLEHKM CryvyaeB pasBUTUS
HexxenaTenbHbIX peakuui. BeinonHeHne aaHHOM paboThl SBASETCA BaXXHbIM A1 MOHUTOPUPYEMbIX iBlieHWIn ocoboro
MHTepeca, cnyvyaeB BO3AEWNCTBNSA NeKapCTBEHHOro npenaparta B nepuog 6epemMeHHOCTH, CnyyaeB CMepTy NauneHToB,
crnyyaeB, npeanonaralolmx BbISBMIEHWE HOBOIO PUCKa WM HOBLIX aCMeKTOB XapakTEepUCTUKM M3BECTHOIO pucka.
Oencteus no nocnepywouiemy cbopy AaHHbIX B COOOLLEHUSX O HexenaTenbHbIX peakuusix U MonyvyeHHble AaHHble
noanexat JOKYMEHTUPOBaHMIO.

415. TMpwn oTCyTCTBMM B COOOLLEHMN O HEXenaTenbHOW peakuun nHpopmMauMm 0 Bo3pacTe naumeHTa cnegyet
npeanpuHATL Mepbl MO MOMYYEHMIO 3TOW WMHOPMaUMM UMW OaHHbIX O BO3PacTHOW rpynne B CBSA3M C 0coboMn
Ba)KHOCTbIO 3TOM MHAOPMaLMKN Anst OLeHKM 6e30nacHOCTM B 0COOLIX BO3PaCTHbIX rpynnax, BKoYas neamaTpuyeckmx
N NOXWUMbIX NaLWeHTOoB.

416. MNMpumeHsieMble MeToabl MocneaytoLero cbopa faHHbIX O HEXenaTenbHOW peakunn cnegyeT Hauenutb Ha
onTummuaauuio cbopa HegocTaroLen nigpopmarmm. N1o BO3MOXHOCTU cnegyeT nornyyvyaTb NMMCbMEHHOE NoATBEPXOEHNE
CBEOEHUN, MpefCTaBIEHHbIX B YCTHOM hopme. OTy CTaHOApTHY AesATenbHOCTb Mo dapMakoHaasopy cnegyet
OCYLLECTBMSATb C MPMMEHEHMEM MEP, NMOOLLPSOLLNX NEPBOUCTOYHUK (penopTepa) NpeacTaBnaTe HOBYIO MHAOpMaLUIo,
BaXXHYIO A1 HAY4YHOWM OLEHKN pPenopTupyeMoro Bonpoca 6e3onacHocTu. Vicnonb3oBaHue LeneBbiX ONPOCHUKOB Anst
cbopa [OMNOMHUTENBHOW BaXXHOW MHGOPMaLMKM O HeXernaTerbHOW peakuumy Mo3BOMseT NepBOMCTOYHUKY M3bexaTb
HeobxoguMmocTn OybnupoBaTb paHee MpeacTaBreHHble [AaHHble, obneryaet 3anofiHEHMe U crnocobcTeyeT
ONTMMM3aUUM cobBUpaeMbIX BaXKHbIX ANA OLEHKM OaHHbIX. CriegyeT paspaboTaTh LeneBble OMPOCHWKU B chopme,
cnocobCTBylOLLE MaKkcumarnbHOMY OOMNerdyeHuto 3anosiHeHust (Hanpumep, C MCMONb30BaHWEM MpeasanosiIHEHHbIX



none|7|), a Takxe obecneumBaTtb nepeBoa ONMpPOCHMKOB Ha A3blKM roCy4apCTB-4I1EHOB.

417. Ecnv uHdopmMauusa o npeagnonaraeMon HexenaTenbHOW peakuuun, MoflydYeHHas HemnocpPeACTBEHHO OT
naumMeHtTa wunu notpebutens, SBNAETCA HENOMNHOW, criegyeT NpeanpuHSATb MOMbITKM MOMyYnTb Corfacve  Ha
npeacraBrneHne AONOSMHUTENBHON MHAOPMaLMN Yy MeOUUMHCKOrO paboTHUKA, KOTOPbIM MOXET ObiTb MpeacTaBreHa
JononHuTensHasa MHpopmMauus No HexenaTensHoW peakunn. Ecnu meamumHckmii paboTHUK noaTeepaun (MOMHOCTBIO
WUNWM YaCTUYHO) NPEACTaBIEHHbIV Cydaln HexenaTenbHON peakuun, crnegyeT TOYHO OTPasuTb AaHHY MHAOPMaLMIo B
MHAMBUOYanbHOM coobLeHnn O HexenaTtenbHon peakuumu. B cnyvae nocnegywoulero nonHoro nubo YacTMyHOro
NOATBEPXKAEHMS HexXenaTenbHOW peakuun co CTOPOHbI MEAULMHCKOro paboTHUKaA B MHAMBUAYaANbHOM COOBLLEHUN O
HexxenaTtenbHOW peakumu genaeTcsd OTMeTka 0 MeAMLMHCKOM NOATBEPXAEHUM AAaHHOIO cryyast.

418. B OTHOLLEHMN MOAO3PEBAEMbIX HEXenaTerbHbIX PeaKUmil, CBA3AHHLIX C MPUMEHEHMEM NEeKapCTBEHHOTO
npenapata GMONOTrMYECKOr0 MPOUCXOXKAEHUS!, OCOBYI0 BaXHOCTb MMEET TouHasi uHgopmauus o6 msrotoBuUTene
COOTBETCTBYIOLLErO NEKapCTBEHHOro npenapara. [MoaTomy creyeT npuHMMaTh BCe Haanexalye mMmepbl Ans TOYHOro
yKasaHusi TOproBoro HavMeHOBaH1s 1 HOMepa Cepui NeKapcTBEHHOrO npenapara G1MonorMyeckoro npoucxoxaeHus. B
criyyae HEBO3MOXHOCTM  TOYHOW  MOEHTU(UKALMM Cepum  MOOO3PEeBAEMOro  fieKapCTBEHHOro npenapara
BMONOrMYECKOro MPOUCXOXKAEHUS B OMNUCAHUM Clyyasi HEXenaTeflbHOM peakuuM B MEepBUYHOM WHAUBMOYaNbHOM
coobLeHn criegyeT BKMOYaTb COOTBETCTBYIOLLEE YKasaHWe O HampasrieHHOM 3anpoce. BbinonHeHwue 3anpoca
penoptepa OTHOCUTENIbHO I/I,El,eHTI/I(*)I/IKaLlI/IOHHbIX OaHHbIX O Ccepun noao3peBaemMoro JreKapCTBeHHOro npenaparta
ounonorn4yeckoro NPOUCXOXOEHUA ABNAETCA obs3aTenbHbIM.

419. B onpegeneHHbIx criyyasx, Korga He npeacTaBnsieTcss BO3MOXHbBIM BbINOMHUTL MNOCMeayroLwmn coop
NHdOpMaLMKN O HeXxenaTenbHOW peakummn B CBSAA3N C aHOHUMHOCTbBIO penopTepa B COOTBETCTBMU C 3aKOHOAATENbCTBOM
rocynapcTB-yfieHoB B 06/1acTu 3alMTbl MepCcoHarnbHbIX AaHHbIX (HanpuMep, B cryvyae npeacraBneHns coobLeHns o
MEeAMLMHCKOW OLMBKe C HaHeceHueM yliepba XWU3HW v 340pOBbI0 NaUMeHTa U HeXenaHus pernopTepa packpbiBaTb
NYHblE OaHHble), coobLeHne OOIMKHO pacCcMaTpuBaTbCs Kak BanvaHoe Ans penopTUpOBaHuMSA, ecnv opraHm3aums
penopTepa cnocobHa MOATBEPAUTbL COOBLLEHVWE HanmpsMylo C pernopTepoM W cobniopaloTcs ocTarbHble KpUtepum
BanmaHOCTV COOBLLEHMS O HaNNYMnm MMHUMansLHON nHdopmaumm.

4. YnpaBneHue fgaHHbIMU

420. CnenyeT xpaHUTb COOOLLEHNSA O NOAO3PEBAEMbIX HEXEeNaTenbHbIX peakunsax Ha GYMackHbIX HOCUTENSIX, B
BMAE 9MNEKTPOHHBIX OOKYMEHTOB, M OOpallaTbCsd C HUMW TakuMm xe 00pas3oM, Kak U C ApYrMMuM MeAULMHCKAMU
3anucsaMu  (BKMyasi  BbiNofnHeHne TpeboBaHuMii nNo  obecneyeHuto  KOHpMOEHUMANbHOCTM B OTHOLUEHWUU
naeHTUMLMpYyeMOCT NaLMEHTOB U PENOPTEPOB), B COOTBETCTBMM C TPeOOBaHUAMN 3aKOHOAATENbCTBA rocyaapcTB-
4YneHoB B 00MacTM 3awWuTbl MEepCcoHarnbHbIX AaHHbIX. CregyeT XpaHWTb B TaWHe W 3alULLEHHbIMKM - OT
HeaBTOPU30BaHHOIO A0CTyNa MOEHTUMULMPYEMbIE NEPCOHArNbHbIE CBEAEHMS O COCTABMAOLLMX OTHETHI creunanncTax
cucTeMbl 3apaBooxpaHeHus (penoptepax). O6MeH JaHHBIMU MEXAY AepKaTensamMu perncTpaumoHHbIX yaOCTOBEPEHUI
N YNOSTHOMOYEHHbIMU OpraHaMmn B YacTU NePCOHarbHbIX 4aHHbIX MALMEHTOB 1 PENOPTEPOB AOIMKEH OblTb OpraHM3oBaH
c yyeTom TpeboBaHMIN 3aKOHO4ATENbLCTBA FOCY4APCTB-YNEHOB B 0611acTu 3auThl NEPCOHarnbHbIX AaHHbIX.

421. Ytob6bl obecneunTb COXpPaAHHOCTb M KOHMAEHLMANbHOCTb AaHHbIX MO (hapMakoHaasopy, cregyet
obecneyntb CTPOrMiA KOHTPONb JOCTyna K AOKYMEHTaM M 0as3am [aHHbIX M NpefocTaBuUTb NMpaBo AOCTyna TOSMbKO
YNONTHOMOYEHHOMY MNepcoHany cuctembl hapmakoHaasopa. YkasaHHoe TpeboBaHue k obecnedeHuto 6e3onacHocTu
OaHHbIX PacnpoCcTpaHAETCA Ha BCe aTanbl MPOXoXAeHU 1 obpalleHuss JaHHbIX. B cBS3u ¢ aTum cnegyeT peanusoBaTtb
npoueaypbl obecneyeHnss 6€30NacHOCTM U COXPaHHOCTM JaHHbIX BO BPeEMS nepeaayn OaHHbIX.

422. Ecnvn nepefaya [AdaHHbIX MO hapMakoHag3opy MNPOMCXOAMT B Npedenax opraHusauun unm mexagy
opraHu3aumamu, criegyeT MPUMEHSITb TaKOW MeXaHW3M, MpU KOTOPOM WMEETCA MOATBEPXKAEHWE TOro, YTo BCe
yBeOoMIeHMs nonyyeHbl. B gaHHOM cnyydae cneagyeT obecnevnTb NpoLecc noaTBepXAeHus U (Mnuv) CBepKu
MHopMaunn.

423. YNONHOMOYEHHble nuua no dapMakoHaa3opy QOOIPKHbI UMEeTb AO0CTYN K AaHHbIM, XpaHAaWUMCH B
3MNEKTPOHHOM BUAE, B PEXNME peanbHOro BpeMeHH.

424. Mpoueaypa BBoAa AaHHbLIX C UCMOMb30BaHWMEM CMeLnanbHOM TePMUHOMOMMIU J0SKHA MOHUTOPUPOBATLCA U
OblTb BaANMOMPOBAHHOWN NyTEeM BbINOMHEHMS ayauTa no oGecrneyeHno KayecTBa cucTemMaTU4eckm Nuéo nocpeacTsom
npoBeAeHUsi Nepnoanyeckoit BbIGopoYHol oueHkn. MepcoHan aomkeH ObiTb MPOMHCTPYKTMPOBaH O Npoueaype BBoda
[JaHHbIX C MCMONb30BaHWEM CheunanbHOW TepMUHOMOMMK, KBanudukaums nepcoHana AofHkHa neproanyecku



noareepxaatbcs. CoobLLeHNsa 0 HexenaTenbHbIX peakuusix, NofyYeHHble OT NepBOUCTOMHMKA (penopTepa), crnenyet
obpabaTbiBaTh HenpenB3nTo, 63 nameHeHMss MHopMaunn, BO BpeEMSA BBOAA AaHHbLIX MU nepegayvn 3NeKTPOHHbIX
OaHHbIX cnepyet u3beratb gobasneHus unu yoanedus uHdopmauun. CoobLieHna O0MmkHbl BKoYaTh B cebs
OOCIOBHbINA TEKCT, UCNONb3yeMbIi B NEPBOMCTOMHUKE, UMW €ro TOYHbIA nepeBo. CcXoaHbI TEKCT cneayeTt U3NoXuTb
C MCMonb3oBaHMEM COOTBETCTBYOLLEN TepMmuHonormn. [Ons obecnevyeHus LENOCTHOCTU MHGOPMaLMK  npu
KOAMPOBaHUM TeKCTa COOobLIEHNsT crieqyeT UCMNOoNb3oBaTh TEPMUHOMOIMIO Ha A3blKe rocyaapcTBa-YneHa UM TOYHbIN
nepeBo Ha aHIMNNCKUIA A3bIK.

425. MNpun XxpaHeHUM OaHHbIX B 9NEKTPOHHOM Buae AoMmkHa obecneynBaTbCs NPOCnexXmBaemMocTb ("ayanTopckui
cnen") Bcex BBEAEHHbIX UMM M3MEHEHHbIX OaHHbIX, B TOM 4YuCMe CBeAeHUs O daTaxX WU UCTOYHMKAX MOMy4YeHHbIX
OaHHbIX, @ Takke 0 gatax n MecTax, B KOTOpble 3TN AaHHbIE NepeaaroTCs.

426. MNMpu BBOAE AaHHbLIX U (POPMUPOBAHNM CBOAHBLIX OTYETOB HEOOXOAUMO MPOBOAUTL NMPOBEPKY 6asbl AaHHbIX
anst obHapyxeHnst 1 06paboTkM AyONMPYOLNX COOOLLEHUIA O HEXeNaTeNbHbIX peakLmsX.

5. YnpaBneHue Ka4ecTBOM

427. YNONHOMOYEHHbLIM OpraHam W gepxaTensMm perncTpauMoHHbIX YAOCTOBEpeHun cnegyet paspabortaTb u
BHEOPWUTb CUCTEMY YNpPaBfeHWs KavyecTBOM, 4YTOObl rapaHTMpOBaTb COOTBETCTBUE CUCTEMbl (hapMakoHaasopa
HeobXxoAMMbIM CTaHAapTaMm KavecTBa Ha Kaxaonm ctagum paboTbl C COOBLUEHUAMW O HexenaTerbHbIX peakunsix
(Hanpumep, Ha cTagmax cbopa AaHHbIX, Nepefadn AaHHbIX, YNpaBneHUN OaHHbIMW, KOAMPOBAHUN N apXMBUPOBAHWK
OaHHbIX, Banupauum criyyasl, OUEHKe cnydas, nonyvyeHun nocneayowen uHdopmaumi, npu npeactaBneHun
NHAMBMAYasbHbBIX COOBLLEHNI O HeXenaTernbHbIX PeakUmax 1 apxXmBMpPOBaHWUM Criy4as).

428. MNMpaBunbHOCTb BBEAEHUSA MHADOPMALUK, BKINOYAs COOTBETCTBUE UCMOMNb3YEMOW TEPMUHONOMNN, NOANEXNT
KOHTPOSKO KayeCTBa, BbIMOMHAEMOMY Ha CUCTEMaTMYECKOW OCHOBE MMM C UCMONb3OBaHWEM MNPUHLMMNA PErynsipHon
OLIEHKN NpOn3BONIbHOW BblIOOpKN. COOTBETCTBME COXPAHEHHbIX AaHHbIX MCXOOHbIM COODLEHUAM M COOOLLEHMAM,
copepXawum nHopmaumio 0 NOCMNeayLen OLeHKe, creayeT NPoBepsiTb C NOMOLLBIO NPOLEAYP KOHTPONA KadecTBa,
KOTOpble AenatT BO3MOXHOM Banuiauuid COXPAHEHHbIX AaHHbIX MOCPEACTBOM COMOCTABMEHUS C WCXOLHbIMU
OaHHBIMU UK NX nsobpaxeHnsamn. B cBs3M ¢ 9TUM cnefyeT UMETb MOCTOSIHHBIA AOCTYN K AAaHHBIM MEPBOMCTOYHMKA
(Hanpumep, K NUCbMam, COOBLLEHUAM, NONyYEeHHbIM (NepegaHHbIM) MO ANEKTPOHHOW MoYTe, 3anncaM TernedOHHbIX
pa3roBOpoOB, KOTOpble COoAepXaT NoApOoOHbIE CBEAEHUS O HEeXenaTerbHOW peakumm) Unu M3obpaxeHUsM OaHHbIX
WCTOYHMKa B BuAe rpadmnyeckmnx gamnmnos.

429. NuCbMeHHble CTaHOapTHbIE OMepaLMOHHbIE NpoLeaypbl AOMKHbI rapaHTUPOBaTb YeTKoe pacnpeaeneHve
ponen n o6a3aHHOCTEN, ACHOCTb NOCTaBMNEHHbIX 3a4a4y ANA BCEX CTOPOH, y4acTBywLWmx B paboTte ¢ uHdpopmaumern o
HexenaTtenbHbIX peakumsax. JomkHO 6biTb pa3paboTaHO M BHEAPEHO MOMOXEHNE O HagnexalemM KOHTporne KadecTsa
n npu HeobxoguMmocTn 06 M3MEHEHUM CUCTEMbI KayecTBa cucTeMbl papmakoHaglopa. [aHHoe TpeboBaHue
pacrnpocTpaHAeTCcs Ha AeATeNbHOCTb, OCYLLEeCTBNEHNE KOTOPOW NPOM3BOANTCA MO KOHTPAaKTY C TPETbUMU CTOPOHaMU,
NMMCbMEHHbIE CTaHOAPTHbIE ONepauuoHHbIE Npouenypbl KOTOPbIX crnefyeT npoBepsTb, YTOObl yAOCTOBEPUTBLCS, YTO
Takve npouenypbl ABMASOTCA COOTBETCTBYIOLLMMM U OTBEYAIOT NpMMeHsieMbliM TpeboBaHusam [Mpasun.

430. Heobxooumo nNpoBoAWTbL Haanexallee obydeHue nepcoHana, KOTopbl HEMOCPEACTBEHHO OCYLLeCTBNSeT
OeaTenbHoCcTb Mo hapMakoHag30py, a Tawkke MepcoHana, KoTopbli 3aHMMaeTcs NofydYeHnem unm obpaboTkom
coobLieHun o 6esonacHOCTM (Hanpumep, nepcoHana noapasfereHunin Mo KNMHMYeckon paspaboTke, npogaxam,
MeaUUMHCKON MHpopMauun, topuanyeckor paboTe, KOHTPONKO kavecTea), B Yactu obyveHus npouenypam cbopa u
nepegayn WHdopmMauum O HexenaTenbHbIX peakuusx (SBneHusix) B otaen dapmakoHazsopa B COOTBETCTBMM C
BHYTPEHHEN NONUTUKON AepXKaTensi permcTpaLMoHHOro yAoCTOBEPEHUS U NpouedypaMy CUCTEMbl KayecTBa CUCTEMbI
(bapmakoHagsopa. OOy4yeHMe [OOMKHO MPOBOAUTLCS MO COOTBETCTBYWOLIMM  pasgenam npasa Cotosa,
3aKkoHoAaTenNbCTBa rocyaapcTB-4neHoB B cdhepe hapMakoHaasopa U METOAUYECKMM LOKYMeHTaM B AaHHou cdepe, a
Takke BkNOYaTb B cebsA cneumanbHoe obyyeHne no obpaboTke coobuieHuii o ©Oe3onacHocTw. [lepcoHan, B
00513aHHOCTM KOTOPOro BXOAWUT BBEAEHWE [AaHHbIX, OOMKeH ObiTb OOydYeH COOTBETCTBYHWLLIMM CcTaHaapTam W
TEPMUHOMOMN.

6. OcoGble cutyauum

anMEHeHMe JNIeKapCTBEeHHbIX npenapaTtoB BO BpemMA 6epeme|-||-|ocm
nnun KopmMmneHus rpyabro



BepemMeHHOCTb

431. Cnepyet obecneunTb NocneayoLlee OTCnexvBaHme criyqyaes, Korga aMOproH nnv nnog Mor noasepraTbes
BO3AENCTBUIO NEeKapCTBEHHbIX NpenapaToB (NOCpeacTBOM BO3AEWCTBMSA NEKapCTBEHHOro npenapaTta Ha matb nvbo
nepegayn nekapcTBEHHOro npenapara yepes cnepmy nocrie Bo3gencTanst Ha otua), 4tTobbl cobpaTh nHdopmaumo 0b
nucxoge ©OEpemMeHHOCTM U BO3MOXHOM BIMSIHAM JIEKApCTBEHHOINO npenapata Ha pa3sutue pebeHka. Ecnum
JencTtBytollee BewecTtBo (unu 1 M3 ero MeTabonvMToB) MMEET ONUTENbHBIN NEepUoa NosyBbiBEAEHUS, 3TO cregyeT
NPMHUMAaTb BO BHMMaHMe Npu OLEHKE BO3MOXXHOCTU BO34ENCTBUS NIEKApCTBEHHOIO npenapata Ha SMOpPUOH unn nnog
Yyepes maTtb, UNu OTUa, B CIlydae ecnv NieKapCTBEHHbIN NpenapaT NpMH1UMarncs 4o 3adatus.

432. Cnepyet obecneunTb Hanuuve MakcMMarnbHO MNOAPOOHBIX CBeAeHMW B COOOLLUEHMAX O BO3AEWCTBUM
NeKapcTBEHHbIX NpenapaToB Ha OpraHM3M Martepu v nnoga BO BpemMs 6epeMeHHOCTM B LieNnsax NpoBeAeHUst OLLEHKU
NPUYUHHO-CNEACTBEHHOM CBA3U. [nNs OUEeHKM Takux coobLllieHnii MoryT ObiTb paspaboTaHbl M MCNOMNb30BaHbI
CTaHOapTHbIE ONPOCHUKN.

433. OTtgenbHble cnyy4aum C HexenaTtenbHblM MCXOOOM, CBA3blBAaEMble C BO34ENCTBMEM JIEKAPCTBEHHOIO
npenapata BO BpeMsi GepeMeHHOCTM, KnacCUpUUUPYIOTCS Kak CepbesHble HeXernaTerbHble peakuuu, KoTopble
nogniexxaT CPOYHOMY PEMOPTUPOBaAHUIO B COOTBETCTBUM C TpeboBaHusaMu HacTtoswmx [lpaBun. Takomy
penopTNpOBaHWIO NoanexaT coobLeHuns o:

a) BPOXXAEHHbIX aHOManusix UM oTctaBaHun B pa3BuTuM y nnoga unu pebeHka;
©) cmepTu Nnoga u camonpousBonbHOM abopTe;

B) nogo3peBaeMbiX HeXenaTellbHbIX peakunax Yy HOBOPOXAEHHOro, KoTopblie KJ'IaCCVI(i)I/ILl,leyIOTCFl KakK
cepbe3Hble.

434. He nognexat CPOYHOMY PEMOPTMPOBAHMIO COOOLLEHUA O criyyasdx npepbiBaHust GepemeHHocTn 6e3
yKka3aHusa uHdopmMauum O HanmmyMm unu OTCYTCTBMM BPOXOEHHOTO MOpoKa passBuTus, COOBLEeHVMs O BO3AENCTBMU
NeKapCcTBEHHOro npenapata Ha TeyeHne GepemeHHOCTM 6e3 gaHHbIX 00 mcxoge uMnM CooOLLEeHMs, B KOTOPbIX
COAEPXKUTCH MHAOPMaLMa O HOPMaNbHOM MCXOAE, MOCKOSIbKY B HUX HE COAEPXWUTCS OAHO3HAYHOro ykasaHus Ha
HanuMune nogo3peBaeMon HexenaTenoHown peakum. OgHako AaHHble cooblieHns cnegyet obpabaTtbiBaTh Tak Xe, Kak
n gpyrme coobLueHns 0 HexenaTerbHbIX peakuusxX, C NpeacTaBneHWeM OLEHKM B MepuognyeckoM OBHOBMSEMOM
oT4yeTe No 6e3onacHoOCTy.

435. B onpefgeneHHbIX cryyasix BCe COOOLLEeHWS O BO3AENCTBUM NEKapCTBEHHOro npenapata Ha OpraHusm
maTtepu 1 nnoaa Bo Bpemsa 6epeMeHHOCTM MOTyT NoAnexaTb CPOYHOMY penopTupoBaHuio. [laHHoe TpeboBaHue MoxeT
ObITb YCIOBMEM PErMcTpaLum nekapCTBEHHOro NpenapaTa UM MoXeT ObiTb BKITOYEHO B NNaH yrnpaBneHns puckamu u,
Kak npaBuno, obycrnoBneHo Hanvynem MpoTMBOMOKa3aHWs N0 MPUMMEHEHMWIO NeKapCTBEHHOro npenapara BO BpeMms
GepeMeHHOCT WM  €ero BblPaXEHHOW TepaTOreHHOCTbId U HeobXxoguMOoCTblo 06A3aTenbHOro  TLATeNbHOro
nocrneayowero MoOHUTOpMHra 6e3onacHoCT (Hampumep, B OTHOLUEHWW TanuaoMuaa, M3OTPEeTUHOMHA U NOAOGHbLIX
num).

436. CnepyeT He3zameanuTeNbHO YBEAOMMATb YMNOMHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB O BbISIBNEHUU
CUrHana o BO3MOXHOM TepaToreHHoM 3ddekTe (Hanpumep, curHamna o rpynne CXOAHbIX aHOMarbHbIX WCXOAOB
GepemMeHHOCTH).

KopmneHue rpyabio

437. CnepgyeT coobwaTtb O NMOJO3peBAEMbIX HexenaTenbHbIX peakuusX, KOTOpble BO3HWKAKT Yy MIafdeHLeB
nocrne BO3AENCTBMSA Ha NX OpraHM3M fIeKapCTBEHHOIO nNpenapara ¢ rpyAHbIM MOJIOKOM.

Mcnonb3oBaHue nekapcTBEHHOro Npenapara B neguaTpum
M Yy NOXUNbIX Noaen

438. Cne,u,yeT npeanpuHATb BCE€ BO3MOXHbIE Mepbl ONA YCTaHOBIIEHUA N YKa3aHuA BO3pacTta Unu BO3paCTHOl71
roynnbl  nNaumMeHToB (eCﬂI/I O Cny4dae HexXenartesnbHOro BO3deNCTBMS cooblaeT chneumanucT CUCTeMbI
3A4paBoOOXpaHeHua, NaumeHT nnm I'IOTpe6VITeJ'Ib, He ABNALWNNCS I'IaLLI/IeHTOM), YTOObI UMETb BO3MOXXHOCTb YCTaHOBUTb
noTeHuunanbHble cUrHanbl No 6esonacHocTy, CI'IeLI.I/ICbVI‘-IHbIe anda onpe,qeneHHon B03paCTHOl7I rpynnbl HaceneHu4a.



439. Ecnu npumeHeHne nekapCTBEHHOMo nNpenapaTa pacnpocTpaHeHo cpeau rpynn nauMeHToB, He BKMHOYEHHbIX
B 0O06OpeHHy0 OBLLYI0 XapaKTepuUCTUKY NEeKapCTBEHHOro npenapara, BaXHO, YTOObl YNOMHOMOYEHHblE OpraHbl U
Jepxatenun perncTpaumoHHbIX YAOCTOBEPEHUN OCYLUECTBASNM MOHUTOPUMHI Mobbix nocnegylowmux npobnem o
6e30nacHOCTN M NpUMHMManu COOTBETCTBYHLIME Mepbl No paboTe ¢ curHanamm o6 aTux npobrnemax. depxarensm
PErncTpaumMOHHbIX YOOCTOBEPEHMN U YNOMHOMOYEHHbIM OpraHam crieqyeT noowpaTe CneunanncTtoB CUCTEMBI
3[paBOOXPaHEHNs COCTaBNATb U NPEACTaBNATb COOBOLLEHNSI O BCEX MOA03PEBAEMbIX HEXENaTeNbHbIX peakunsix, Aaxe
€ecnn 3TW peakuum UMEKT MECTO cpeau rpynn HaceneHusl, He BKIMOYEHHbIX B O0400OpeHHy 06nacTb NPUMEHEHUS
nekapCcTBEHHOro npenapaTta CornacHo ero obLen xapakTepucTuke NiekapcTBEHHOro npenaparTa.

Coob6ueHus o nepeno3MpoBKe, 3110ynoTpeo61eHMn U HenpaBUITbHOM
NpPUMeHEeHUU NeKapCTBEHHOrO npenapara, a Takke o6 owmnbkax
NPUMEeHeHUs unu Bo3aencTBUM NieKapCTBEHHOro npenapara,
cBsA3aHHOM ¢ npod)ecCUOoHanbHON AeATeNbHOCTbIO

440. B cnyyae ecnv nepefnosvnpoBka, 3rnoynoTpebneHve, HenpaBubHOE NPYMEHeHWe, MeavumMHCKas oLmbka
UnM BO3AENCTBME NEeKapCTBEHHOro npenapaTa, CBs3aHHble C NPOdeCcCMOHarnbHON OEeATeNnbHOCTbI0, He MpuBenu K
Pa3BUTUIO HEXenaTernbHOW peakuun, CBEOAEHMSI O HWX He noasiexaT CPOYHOMY pernopTUpOBaHMI0. IOTU AaHHble
crneayeT BHOCUTb B COOTBETCTBYIOLLMI NMEpUOAMYECcKUii OOHOBMSEMBIN OTYET No Ge30nacHOCTM M NnaH ynpaBreHus
puckamu (ecnv npumeHumo). Ecnm Takue cooOLlleHnss copepkaT AaHHble o 6esonacHocT, BhMsiOLME Ha
COOTHOLLUEHNE "MoSNb3a - PUCK" NEeKapCTBEHHOroO npenapaTa, O HUX crieayeT yBeOoMIsaTb YNONHOMOYEHHbIE OpraHbl
rOCYAapCTB-4JIEHOB B COOTBETCTBUM C TpeboBaHUsMU HacToswmx Mpasun. Heo6xoanmo BbinonHeHMe o0b6s3aTenbHOro
nocrieaytowero cbopa AONOSMHUTENbHOM MHPOPMaLUK B LENSIX NONYYEHUS NOMHbLIX AAHHbIX B OTHOLIEHUM CUMMTOMOB,
HauMeHOBaHWI NOAO3PEBAEMbIX NEKApPCTBEHHbIX NMpenapaToB, UCXOA4O0B, TWUMNa HECOOTBETCTBMSA (Hanpumep, OLMOKM
MPONMUCbIBaHUS, Ha3Ha4YeHUs1, OTMNycKa, A03UPOBKN, HEOAOOPEHHOrO NOKa3aHWs K MPUMEHEHMIO U UHbIX).

OTcyTcTBUe TepaneBTU4ecKon ahhpeKTMBHOCTH

441. CneayeT peructpupoBaTb coobLieHus 06 OTCYTCTBMM TepaneBTUYECKOW I(PEKTUBHOCTM U BbIMOMHATL
nocnegywowyto paboty no nomnyyYeHuto nornHow uHdopmaumn. [aHHble coobLleHusl, Kak npaBwuio, He nognexart
CPOYHOMY PENOPTUPOBAHMIO W BKIOYAKOTCA B OLEHKY [aHHblX B MNepuoguyeckuin OOHOBNSEMbIN OTYET Mo
6e3onacHocTn. B onpegeneHHbIX crnydasx MoOXeT noTpeboBaTbCcA npeacTaBrieHMe coobueHun ob oTCcyTCcTBUM
TepaneBTuyecko adhdeKkTUBHOCTN B TeyeHwe 15 kaneHaapHbix AHen. K Takmm cnyvasM OTHOCATCS OTCyTCTBUE
TepaneBTMYecKoW 3PEKTUBHOCTU MNpU MPUMEHEHUM MOLAO3PEBAEMOro NekapCTBEHHOro npenapaTta Ans neyeHus
3aboneBaHniA, NPeACTaBMSALWMNX Yrpo3y >XU3HWM (BKIOYas Yrpoxarwlwme XWU3HU WHEKUUOHHbIE 3aborneBaHus,
Bbl3BaHHbIE YYBCTBUTENbHLIMM MUKPOOPraHu3mamum nubo COMpPOBOXAAMLIMECSH MOSIBIIEHMEM HOBOMO YCTOMYMBOrO
WwTaMMa MUKPOOpraHu3Ma, paHee CuYMTaBLUErocd BOCMPUMMYMBBIM), a Takke ecnum nogo3peBaeMbiMU
NeKapCTBEHHbIMY NpenapaTamMmu SABNSAKTCA BaKUWHbI U KOHTpauenTusbl. McknodeHne n3 gaHHoro tpebosaHus OyayT
COCTaBMATb Cry4vyau, KOrga penopTepom cAenaHo OTAENbHOe ykasdaHuwe, YTO UCXOoA Yy naumeHTta 6bin obycnosneH
nporpeccupoBaHvem 3aboneBaHns M He Obin CBA3aH C HEJOCTaTOMHOW TepaneBTU4YecKon 9dPeKTUBHOCTLIO
nekapcTBEeHHOro npenaparta. He nognexat penopTMpOBaHuIO Takke criydan TepaneBTUYecKon HeadHeKTUBHOCTH,
BbISIBNIEHHbIE B pamMKax NpoBeAeHUs HEMHTEPBEHLMOHHOIO MOCTPErncTpaLmMoOHHOro uccnenoBaHmsa 3@ekTMBHOCTU
KaK COCTaBIslOLLNE OCHOBHbIE KOHEYHbIE TOUKWM JAaHHOro B1uaa uccnegoBaHun.

442. Tlpy BbISABNEHUN TepaneBTUYECKOW Hea(HEKTUBHOCTU NeKapCTBEHHbIX MpenapaTtoB Npwv nNpoBedeHuU
aHTUbuoTUkoTEpanun He TpebyeTcs npeacTaBreHne coobleHni O cnydasx, OOYCMOBMEHHbIX MNPUMEHEHMEM
aHTMOnoTMkoB 6e3 ydyeTa cnekTpa [OEWCTBUA U YyBCTBUTENbHOCTM BOo3OyauTensd. HesamegnurenoHomy
penopTMpoBaHMi0 noanexart cryyam TepaneBTUYecKkon HedaddEKTMBHOCTU NpW NPOBeAeHUM aHTMOMOTMKOoTEpanum
XKN3HEYTPOXaKLWMX COCTOSHWA, KOTOpble OOYCNOBMNEHbI MOSBAEHUWEM HOBbIX PE3UCTEHTHbIX LUTAMMOB paHee
CUMTaBLUEroCH YyBCTBUTENbHLIM MUKPOOPraHU3Ma.

443. Cnepyet coobwaTtb O crydyasx OTCyTCTBUS 3(PEKTUBHOCTM BaKUMH, YTODObI BbOENUTL MOTEHUMANbHbIE
CUrHambl O CHWKEHHOW UMMYHOTE€HHOCTW B NoArpynne BakUMHMPOBAHHbLIX, CHWKEHHOM MMMYHUTETE UMW 3aMeLLEeHUn
Wwramma. Takme curHanbl MOryT noTpeboBaTb oOnepaTMBHbIX OEWCTBUA W JanbHEWWero U3yyeHus B
NOCTPErnCcTPaLNOHHbIX NCCeoBaHNaX 6€30MacHOCTH.

7. Cpo4Hoe npeacTaBneHne UHAMBUAYanbHbIX COOGLIEHUIA
0 HeXenaTenbHbIX peakuusax

444, npe,D,CTaBJ'IeHI/HO B YNOJIHOMOYEHHbIE OpraHbl noasiexart TOJ1bKO BanunaHble coobLleHnst 0 HexenaTtenbHbIX



peakumax. OTcyeT BpeMeHu ANns BbINOMHEHMS npoueaypbl CPOYHOIO penopTMpoBaHns COobLLIEHMI HaUMHAEeTCH C TOro
MOMEHTa, Korga MnHuMmansHas Tpebyemas uHdpopmaums ons npeactaBneHns coobLeHnsa B COOTBETCTBUM C NMYHKTOM
407 HacToswux lMpaBun ctana QOCTynHa AepXaTemno perncTpaumoHHOro yaocToBepeHus (BKMoYvask MeaULMUHCKUX
npeacTasvTenen M nogpsgqmMkoB). OTa gaTa cumTaeTcs gator Havana otcdeTta ("OeHb Homb") M NepBbiM AHEM
nony4eHus1 yYrNorHOMOYEHHbIM OpraHoOM WNU JAepXaTtenem perucTpauvoHHOro YAOOCTOBEpPEeHWs WHgopmaumm o
BanMaHOM MHAUBMAYaANbHOM COOBLLIEHMM O HeXenaTenbHOW peakuun, BKITHoYasi BbIXOOHbIE UMW Npa3gHUYHbIE OHWN.

445. Ecnu gepxatenb perncTpaumoHHOro yaoCcToBepeHus otaaeT YacTb AeATENbLHOCTN Mo hapMmakoHaa3opy Ha
ayTCOPCUHI, HEOOX0AMMO 0BecneunTb Hanuume NpPUHSATLIX B (hopMe MMCbMEHHOTO AOKYMEHTa TOYHbIX NPoLeayp unu
noapobHbIX cornalieHun o pasgeneHun obaszaHHocTen B obnactu dapmakoHaasopa Mexay ayTCOPCUHrOBON
opraHusaumen (nNMUOM) KM OepXaTenem perncTpauuoHHOro yaoCTOBEPEHMSI ANl BbINOMHEHUst 00s3aTensCTB Mo
npeacTaBreHnio BanuaHbIX COODLLEHUA O HexenaTernbHbIX peakumsax B Tpebyemble cpoku. [aHHble npouegypbl
OOIKHbI onNpeaensitb, B YaCTHOCTU, npouecchbl obMeHa nHopmaumnen o 6e3onacHOCTM NEKAapCTBEHHOrO Npenapara, B
TOM 4uUCre BPEMEHHble WHTepBanbl NpPeAcTaBneHust MHgopmauum, n 0b6s3aHHOCTL MpeacTaBnAaTb CO0OLeHUs O
HexernaTenbHbIX peakuMsx B YMNONHOMOYEHHblE OpraHbl rocygapcTte-dneHoB. CrepyeT wusberatb AybnupoBaHus
nepegayn coobLeHnii B yNONMHOMOYEHHbIE OpraHbl rocy4apCTB-4/1IEHOB.

446. B oOTHOWEHUN uWHAMBUAOYANbHbLIX COOOLIEHVWN O HeXenaTenbHbIX pPeakuusX, OMMCAHHbIX B Hay4YHON
MeOMLMHCKON nuTepaType, oTcdeT BpemMeHu ("OeHb HOMb") HaumMHaeTcda C AdaTtbl yBegoMieHus O nybnukauumu,
cogepxallen MMHMMarnbHy Tpebyemyro MHopmaumio B COOTBETCTBUM ¢ NyHkTOM 407 Hactoawwmx MNpasun. Ecnm ¢
ayTCOPCUHIOBbIM NULIOM MU OpraHvM3aumen yCTaHOBMEHbl AOrOBOPHblE OTHOLUEHUS Ha BbINOSIHEHME Moucka no
nuTepaTypHbIM MUCTOYHUKaM WU (MM) COCTaBMneHue COOBLLUEHU O HexenaTernbHbIX peakumsx, Heobxoanmo, 4Tobbl
Obinn  ochopmneHbl NMCbMEHHble MNOAPOOHbIE CcornaleHnss o pacnpegeneHun obs3aHHOCTEW, nos3Bonsowue
rapaHTMpoBaTb, YTO AepXaTefb PerncTpauyMoHHOrO YAOCTOBEPEHMS CMOXEeT BbIMOMHWUTE TpeboBaHWA HacTOALMX
MpaBun o penopTypoBaHuK.

447. Ecnv nony4eHa JonNonHUTENbHasa BaXHas UHpOpMaLMst O HexXenaTernbHOW peakumm, OTCHET BPEMEHMU OIS
COCTaBMEHUs NocneayLwero coobLeHNss B OTHOLLIEHUN OAHHOW peakuun HavyMHaeTcs 3aHOBO (TO eCTb CPOK nogayv
nocrneayowero CoobLeHNss OTCYNTLIBAeTCA C AaTbl MOMyYEeHUs OOMOSNHUTENbHON BaXHOM WMHopmauun). BaxkHown
OOMNOMHUTENBbHOW MHA)OpMaUMen cuumTaeTcsa HoBasg MEeAMUMHCKAs WM agMUHUCTpaTMBHasi WHdopmaumss o
noao3peBaeMon HeXenaTenbHOW peakumm, KoTopasi MOXEeT OKasaTb BMMSHWE Ha OLEHKY UMK ynpasleHne crnyvyaem
UNN N3MEHUTL €ro OLIEHKY MO KpUTEPUSAIM CEPLE3HOCTU. HecyllecTBeHHaa JoNOMHUTENbHAst MHopMauus BKIOYaeT B
cebs1 0GHOBMEHHbIE KOMMEHTapPUN OTHOCUTENBHO BbIMOMHEHHOW OLIEHKM CIly4aeB Uiv UCTPaBeHNsS rpaMMaTUYECKNX
OLWMBOK, UM oWNBOK B MYHKTYaLMu B Npeabigyiem coobLieHnn o criyyae.

8. TpeboBaHus, npeabABNAEMbIE K CPOYHOMY NpeAcTaBleHUo
COOOLEHMI O HeXenaTenbHbIX peakumax

448. [epxaTenu pernctpauuoHHbIX YOOCTOBEPEHMI B TeyeHue 15 kaneHOapHbIX OHEeNn C gaTbl NOMy4veHus
Jepxartenem peructpaumoHHOro yOoOCTOBEPEHUS UMW ero  YNOMHOMOYEHHbIM npeacTaBUTeNneM MUHUMAanbHON
Tpebyemon mnHcopMaLmm B COOTBETCTBUM C NMyHkTOM 407 HacToawmx [NpaBun npenctaBnsioT B YNOSHOMOYEHHbIN
opraH rocyfapcTrea-yreHa:

coobueHune o cepbe3H0|7| HexenaTenbHON peakuuu, BbISABIIEHHOW Ha TEeppUTOPUKN rocyagapcCrBa-4vrieHa;

coobLleHne O Cepbe3HOW HenpeaBUMAEHHOW HexXenaTenbHOW peakuuu, BbISBIIEHHOW Ha TeppuUTOpUSX MHbIX
rocynapcrs.

YCTaHOBMNEHHbIN CPOK penopTnpoBaHMA pacnpoCTpaHAeTCA Ha NepBUYHYO U OOMNOJIHUTENIbHYHO VIH(bOpMaLI,MPO o
HexenaTenbHomn peakuunn.

9. AHHyNUMpoBaHue MHAUBUAYANbLHOIrO COoGLEeHUs
0 HeXenaTenbHOW peakuum

449. Tlpouepypa aHHYNMMPOBAHUSA WHOMBUOYANBbHOIO COOOLWEHUA O HexXenaTenbHOM peakuMuM [LOIDKHA
ncnonb3oBaTbCsA AN 0003HAYeHMST HEeOEWCTBUTENbHOCTU paHee NpeAcTaBIEHHOro CooOLWeHns (Hanpumep, npu
NPU3HaHUKN BCEro criydyasi owmnboYvHbIM). [opsagok aHHYNMMPOBaHUS UHOUBMAYaAlbHbBIX COOOLLEHUN O HeXenaTenbHON
peakuum onpefeneH B nyHkTax 535 - 537 HacTodAwmx Npasun.



10. BHeceHue N3MeHeHU B MHAUBUAYaNbHOe coobLeHue
O HeXernaTesibHOW peakuuu

450. B cnyyae HeobxoanmocTu (Hanpumep, nocrne BHYTPEHHEN UMW 3KCNEPTHOW OLIEHKWN) BHECEHUS U3MEHEHUI
B paHee npeacTaBrneHHOe wHAMBMAyanbHOe CcooOLieHne O HexenaTtenbHOM peakuum (Hanpumep, B 4acTu
TEPMUHONOMN, KpUTEPMEB CEPbE3HOCTU, OLEHKN NPUYNHHO-CIIEACTBEHHOW B3aUMOCBSA3N, NMPefoCTaBneHns nepesoga
UNu cTatb M3 Hay4yHOM MEOULWHCKOW nuTepaTtypbl), KOTOpble HEe COOTBETCTBYIOT KPUTEPWUsIM NpeacTaBrneHus
COOOLEHNA O BaXXHOW [OOMOSHUTENbHOM MHAOPMAaLMKN, YKasaHHbIM B NyHKTe 447 Hactosawmx [lpaBun, Takue
n3MeHeHnst MoryT BbiTb BHECEHBI B MOPSAKE, onpeaeneHHbIM B NyHkTax 533 1 534 HacToswwmx MNpaswn.

11. Cnoco6 mn ¢hopmaTt npencraBneHMA coodLeHnn
O HexenaTenbHbIX peakuUax

451. VHgmBuayanbHble COOOLIEHWST O  HexenaTenbHbIX  peakuusix NPeAcTaBnsiTca  AepKaTenam
PerncTpaumMoHHbIX YOOCTOBEPEHUI B YMONHOMOYEHHbIN OpraH rocyjapcriBa-yrneHa B 9MeKTpoHHOM Buge. dopmat
NHAMBUAOYANbHBIX COOBLLUEHUA O HeXenaTernbHbIX peakuMsx OOMKEeH COoOTBeTCTBOBaThb dopmary, onpeaeneHHomy B
pykoBoacTBe MexayHapO4HOW KOHDEpPeHUUM MO rapMOHU3auMuM TexXHUYeckux TpeboBaHWi K nekapCTBEHHbIM
npenapatam ANs MEOMLMHCKOrO NpuMeHeHust "YnpaBneHuwe AaHHbIMW MO KIuHu4deckor 6e3onacHocTu. OnemeHTbl
OaHHbIX Onga nepefayn coobuieHni o6 MHAMBMAYanbHBIX CRyvasx HeXenaTenbHbIX peakuumi" (ganee - copmat
3NEKTPOHHbIX AaHHbIX E2B) (¢ yyeTom nepexona ¢ dopmaTa anekTpoHHbIX AaHHbIXx E2B ¢ Bepcun R2 Ha copmat
3NEKTPOHHbIX AaHHbIX E2B Bepcun R3). B nHavemnayansHoMm coobLieHun ucnonbadyetcs tTepmuHonorna MedDRA, npu
3TOM B COODOLLEHNN [OSMKHBI MCMOMb30BaTbCA TEPMUHbLI HWXHEro ypoBHsi (LLT). Oepxatensamu pernctpauuoHHbIX
YAOCTOBEPEHU JOMKHO ObiTb obecrneyvyeHo BbIMOMHEHWe pekoMeHgauumn nopaepxusarowen MedDRA cepsucHou
opraHm3aumm Ans CBOeBPEMEHHOro nepexoga Ha HoBble Bepcun ucnonbdyemon tepmuHonorun MedDRA.

452. Mopsagok nepefayv UHAMBMAOYANbHBLIX COOGLLEHUA O HexXenaTenbHbIX peakuusiXx B 3MNeKTPOHHOM Buae
onpenenseTcs COOTBETCTBYOLUM PYKOBOACTBOM YNOMHOMOYEHHBLIX OPraHoB rocyaapCTB-YNeHOoB.

12. C60p coobueHnn o HexXenaTesibHbIX peakuuax
0O6513aHHOCTU YNOJSIHOMOUYEHHbIX OPraHOB rocyJapCcTB-4J/IeHOB

453. YNOnMHOMOYEHHbIE OpraHbl KaXdoro rocygapcTBa-yneHa [AOfKHbI pacnonaratb cuctemon cbopa u
yrpaBneHnsa BCeMM COOOLEHMAMM O MNOJO3PEBAEMLIX HeEXenaTernbHbIX peakuusiX, CBSA3aHHbIX C MNPUMEHEHNEM
NEeKapCTBEHHbIX MpenapaToB, HAXOOALWMXCA B 0OpaLLeHUn Ha TEPPUTOPUSIX FOCYAapCTB-USIEHOB.

454, YNONHOMOYEHHblEe OpraHbl KaXgoro rocygapcrtBa-diieHa BhfpaBe noowpAaTb cneunarimctoB CUCTeMbl
34paBoOOXpaHeHna CBOEro rocygapcrtBa-yiieHa K npeanctaBlfieHuto coobuieHnn o noao3peBaeMblX HeXelaTellbHbIX
peakuunax. Kpome TOro, ynosyiHOMOYeHHble OpraHbl rocygapcrtBa-dyieHa BMpaBe HaknagbiBaTb Ha chneunannucrtoB
CUCTEMDbI 34paBOOXpaHEHUA cneunalnbHblie obsizaTenbcTBa Mo npeancraBneHunto coolLeHun o nogo3peBaeMblX
HeXenaTernbHbIX peakunax.

455. B uensx onTMM3auuMu npouedypbl NpeacTaBfeHus MHGOPMauMM O HexenaTemnbHbIX —peakuusix
cTaHoapTHble OpMbl BGMaHKOB C BO3MOXHOCTBIO WX HEMOCPEeACTBEHHOro 3arofHEeHUs [OOMKHbl HaxoauTbCcs B
cBOGOAHOM [OCTYMe Ha caiTax YNofHOMOYEHHbIX OpraHoB (YNOTHOMOYEHHbIX opraHusaumin) B cetu MHTepHeT BMecTe
C MHdopMaLMelt 0 pasnnyHbIX cnocobax npeacTaBneHns MHopMaLum 0 NoAo3peBaeMbIX HexenaTenbHbIX peakUusx.
YNONMHOMOYEHHbIMU OpraHamy rocyaapcTB-4Y/IEHOB [AOJMKHO GbiTb 0GecrneyeHo BKIoYeHWe B edvHyto 6a3y daHHbIX
HexenaTernbHbIX peakuuii rocydapCTB-YfeHOB BCeX COOGLUIEHUA O CepbesHbiX HexenaTenbHbIX —peakuusx,
BbISIBMIEHHBLIX Ha TEPPUTOPUAX rOCYAapPCTB-YNEHOB, NPenCcTaBMneHHbIX B COOTBETCTBYIOLLIMA YNOMHOMOYEHHbIA opraH
rocyaapcrea-yneHa 1 OLEHEHHbIX Kak BanuaHble.

456. YNONHOMOYEHHLIM OpraHam rocyaapcTB-4NieHOB criedyeT obecneyvBaTth "Bblpa)keHue npuaHaTenbHoCTH"
3a paboTy No npeacTaBneHU0 COOOLLEHMIA O HexenaTemnbHbIX peakuusix, BKMYas npeacTaBrneHue penoprepam
nHdOopMaL MM 0 pesyrnbTaTax JaNbHEeNLWEro paccCMOTPEHUS X COOBLLEHMI O HEXeNaTeNbHbIX PeaKLUsIX.

457. Tlpu npencraBneHUM COOGLLIEHU O HexenaTernbHbIX peakuusx AepxaTensMu perncTpauyoHHbIX
YOOCTOBEPEHUN  YNOMHOMOYEHHbIE OpraHbl rOCYAapCTB-YNIEHOB, Ha TeppuTopusiX KOTOpbIX MMena MecTo
nogo3peBaemMas HexernaTernbHas peakuus, BnpasBe MpuBrekatb MauMeHToOB W AepxaTternen perucTpaumoHHbIX
yAOCTOBEpPEHU K nocnegyowen paborte no gaHHbiM coobueHuam. [depxaTenn perncrpauuoHHbIX yOOCTOBEPEHUN



MOryT npuBriekatbCA K I'IOCJ'IGLI,yIOLLI,eﬁ paGOTe no nofy4YyeHHbIM COObLEHNAM O HexenaTenbHbIX peakunax B
cnegyrowmx cnydaax:

a) HeoBX0AMMOCTb MONYyYEeHUs BaXXHOW AOMONHUTENBHON MHOPMaLMK ONS BLINONHEHUA Haanexallen oLeHKn
HeXxenaTenbHON peakLuu;

©) Heo6Xx0AMMOCTb YTOYHEHUSI MPOTUBOPEYUMBBLIX AaHHbIX, NPeaCcTaBneHHbIX B COObOLEHMM O HexenaTenbHom
peakumu;

B) HeobxoauMOoCTb nonyyeHund AOMNOSTHUTENBHOM VIH(bOpMaU,VIVI B paMKaXx BbIMNOJIHEHUA Mnpoueaypbl Banugaunun
curHana, OuUeHKn acCneKkToB I'IpO(*)VIJ'IFI 6e30nacHOCTN, OLEHKM nepmnogn4yeckoro obHoBnsieMoro ortyeta no
6e3onacHoCTN nnm noaoTeBepXngeHund r|p06r|eM o GesonacHoCcTK B nnaHe ynpasiieHna puckamu.

458. Kaxxpoe rocygapCcTBo-UneH AomMKHO obecneyumnTs:

VIH(*)OpMVIpOBaHI/Ie YNOJIHOMOYEHHOIO oOpraHa, OTBETCTBEHHOIo 3a KOHTPOJlb 06paLu,eH|/|s=| JIeKapCTBEHHbIX
npenapartos, O nobon HOﬂOSpeBaeMOVI HexenaTesbHON peaKkuumn, ceeageHna o KOTOpOVI cTann gocCTtynHbl AnA noboro
YNOJIHOMOYEHHOIo opraHa, BegomMmcTBa, opraHn3auun nnn ydpexneHuns, OTBeTCTBEHHbIX 3a ©e30nacHOCTb NaLMEeHTOB;

npeactaeneHne cooblweHnn o nwobon Noao3peBaeMon HexenaTenbHOW peakumn B 6asy AaHHbIX 3TOro
rocygapcrBa-uneHa.

Ecnn coobuweHuss o nogo3peBaemblx HexenaTenbHbIX peakuusix Obinu  HanpaBfeHbl B MHble OpraHbl
rocy4apCTBEHHOro YnpaeleHusl, BEAOMCTBA, OpraHMsauMmM WNu ydpexaeHus B AaHHOM rocydapcTBe-uYreHe,
YMNOSTHOMOYEHHbIA OpraH rocydapcrBa-ysieHa, B cdepy [OesATENbHOCTM KOTOPOro BXOAWUT  OCYLLECTBIIEHUE
dhapmakoHaa3opa, AOIMKEH UMETb C HUMK cornawenns 06 obmeHe gaHHbIMK, YTOObI 3TN COOBLLEHNST HAaNpaBNSANUCh B
OaHHBIN YNOMHOMOYEHHbIM OpraH rocygapcrBa-yneHa. CBefeHus 0 HexenaTenbHbIX peakuusxX B AaHHbIX Cry4dasx
OOJDKHBI NepeaaBaThbCs B YNOMHOMOYEHHbIV OpraH rocyaapcTBa-yneHa B 3N1eKTPOHHOM Buae. Yka3aHHoe TpeboBaHue
pacnpoCcTpaHsieTCa TakKe Ha Ccrnyvyau pasBUTUS HexXenaTeNbHbIX peakuui, KOTopble SBWUMUCL CReacTBUEM
MeONLIMHCKNX OLLINBOK.

459. [laHHble 1 OOKYMEeHTbl No dhapMakoHaa30py B OTHOLUEHUM 3apernCTPUPOBaHHbIX NEKAPCTBEHHbIX CPEACTB
noanexaTt XpaHeHWo B YMNONHOMOYEHHOM opraHe He MeHee 10 feT nocre WCTeYeHWUs cpoka [JencTBust
PerncTpaumMoHHOro yaocToBepeHusi. 3akoHOOaTeNbCTBOM [OCYAapCTB-YNeHOB MOXeT O6biTb onpedeneH 6Gonee
AMUTENbHbIA CPOK XpaHeHus.

460. Focy,qapCTBaMM—qneHaMM HEe YCTaHaBJ/IMBAKTCA [OOMOJIHUTESIbHbIE obsizaTenbcTBa Ans p,epmaTeneVl
perncTpaunoHHbIX yﬂOCTOBepeHMVI no npeacrtaBlieHnto COOOLWEHNN O HexenaTesnbHbIX peakuundax, nomMmmmo
yCTaHaBMBaeMbIX HacCTOAWMMU I'IpanmaMM, €Cnn 9TO0 He WMeeT [JOoCTaTO4YHbIX OCHOBaHWN, NoNy4YeHHbIX Mo
pe3ynbTatamMm geATesibHOCTU Nno d)apmaKOHa,qsopy.

O6s3aHHOCTU AepXaTenen perucTpaunoHHbIX yA0CTOBEPEeHUN

461. Kaxablii gepxaTtenb perncTpaumoHHOro yAOCTOBEPEHUs AOIMKEH YCTAHOBUTb U MOAAEPXKMBATL CUCTEMY
cbopa n perMcTpauum Bcex COOBLLEHMA O NOAO3PEeBaEMbIX HeXenaTenbHblX peakuusix, KOTopble MOCTynaKwT B ero
pacrnopskeHWe Kak B paMKkax CMOHTAHHOTO PeropTUPOBaHUS CcrneuuanicTaMu CUCTeMbl  3[4paBOOXpPaHeHus,
nauvMeHTaMu unu noTpebuTensiMu, Tak U B XoZ4e NpPOBeAeHUsI MOCTPErMCTPALMOHHBIX UCCredoBaHui. [JepxaTtensmu
PErncTpauMoHHbIX YAOCTOBEPEHWIn [OMKHbI ObiTe paspaboTaHbl M BHeApeHbl npouedypbl, obecnevnBaroLime
MoSly4YeHne TOYHbIX M MPOBEpsieMblX AaHHbIX AN Mocreaytollet HayyHOM OLeHKM COOBLLEHWI O HexemnaTerbHbIX
peakuusix. [epxartenb perMcTpauMoHHOrO YAOCTOBEPEHMS HE UMEET NpaBa OTKIOHSTL U HEe BbINOMHATL Tpebyemble
npoueaypbl No paboTe C COOBLIEHUAMU O HEXenaTenbHbIX peakuusix B crydyae NonyyeHusi JaHHOW MHdopmaLmu.
[Jepxatenu perucTpaumoHHbIX YAOCTOBEPEHWI OOMKHbI COo34aTb MexaHu3Mbl, obecneyvBalolime BO3MOXHOCTb
npocnexvBaHus coobLeHnit, nocneaytoLlein paboTbl ¢ COOBLLEHNUAMM O HEXeNaTeNbHbIX peakumsax 1 NpeacTaBneHus
B YMOJIHOMOY€EHHbIN opraH 0BHOBMNEHHbIX AAHHBLIX O HEeXenaTernbHON peakLuu.

462. laHHble 1 OOKYMEHTbI No papMakoHaa30py B OTHOLUEHUM 3apermcTpuUpoBaHHbIX NEKapCTBEHHbIX CPEACTB
noanexaT XpaHeHWIo AepXaTtenem perncTpaunoHHOro ygoctoBepeHuss He meHee 10 reT nocne ucreyeHusi cpoka
AENCTBUSI PErmcTpaumMoHHOro yOoCTOBepeHus. 3akoHOoO4aTenbCTBOM FOCYAapCTB-YNIEHOB MOXET ObiTb onpeaerneH
Gonee ANUTENbHBIA CPOK XpaHEHWS.



463. Ob6sizaHHOCTL no cbopy cCBedeHMW O MNOAO3PEBAEMbIX HeXenaTerbHbIX peakumsx gepxaTensamu
PEerncTpaumMoHHbIX YAOCTOBEPEHUIA PACMNpOCTPaHAETCS B TOM YMCHE Ha COOOLLUEHMS B OTHOLUEHWM JeKapCTBEHHbIX
npenaparoB, NPUHaANEeXHOCTb KOTOPbIX OaHHOMY OepXaTesto pernctpaunoHHOro yaooCTOBEpPEHUA HE MOXKeT ObITb
UCKINIOYEHA Ha OCHOBaHUW OOHOTO0 W3 CreaylLlmnx KputTepues, YKasaHHbIX B COOOLEeHMM O nopo3peBaemon
HeXxenaTenbHon peakunn: ToproBoro HaMmMeHoBaHUA JNeKapCTBEHHOro npenaparta, HanMeHOBaHUA D,GVICTByPOLIJ,GFO
BellecTBa, (opmbl BbiNycka, cepunm wnu crnocoba BBedeHus. VIcknwyeHne NpPUHAANEXHOCTN feKapCTBEHHOMO
npenapaTa AaHHOMY JepXaTenio PermcTpaloHHOro yaoCTOBEPEHUSA, OCHOBAHHOE Ha MHOpMauumn 13 rocygapcrea-
yfieHa, NepPBOMCTOYHUKA, UMM FfocydapcTBa-yneHa, rae nogo3peBaemasi HexernaTenbHas peakunsi umena passuTue,
MOXeT ObITb MPUMEHEHO B Cryyae, €Cnv gepXaTtefb pPerucTpaumoHHOrO YAOCTOBEPEHNUS MOXET NoATBEepAuTb, YTO
NMo4o3peBaeMbll NIEKApPCTBEHHbIN MnpenapaTt HUKOrAa He MOCTaBMSNCS Ha PbIHOK AAHHOMO rocygapcrBa-vneHa u
OaHHbIV NEeKapCTBEHHbIN Npenapar He ABMsSeTCs npenapaToMm, KOTOpbI MOXeT ObiTb NMPMBE3EH HAa TEPPUTOPUIO ITOrO
rocyfapcrBa-yneHa Kak cpeacTBo, Heobxoaumoe B MyTeLecTBUM (HanpuMep, NekapCTBEeHHble npenapatbl Ans
neyeHus mansapun).

464. [epxaTenb pPerucTpauMoOHHOIO YAOCTOBEPEHUS [OOMKEH obecneunts WHPOPMUPOBAHNE BCEX
npYHagnexawmx emy KOMNaHWi OTHOCUTENbHO BCEX MOCTYNaloWMX B €ro agpec coobLleHWid O HexenaTtenbHbIX
peakuusix, CBA3aHHbIX C MPUMEHEHMEM NleKapCTBEHHOro npenapara, gepXaTenem perncTpaunoHHOro yaoCTOBEPEHUS
KOTOPOro OH siBnisieTcs. [aHHoe TpeGoBaHWe Takke OOMMKHO BbIMOSHATLCA B Crydae 3aKmioYeHWst KOMMEPYECKOro
cornawleHnsl Ha OAWH W3 JEeKapCTBEHHbIX MpernapaToB [JepXaTens PerncTpauMoHHOro  YAOCTOBEPEHWS.
NHopmmpoBaHne oGecneunBaeTcs NyTeM BHECEHUsI AepXKaTeneM permcTpauuoHHOro yAoCTOBEPEHNs MHdopmauum
0 NOCTyNatLMX COOBLLUEHUSX HeXenaTenbHbIX peakunsax B 6a3y AaHHbIX U NocneayoLero gyHKLMOHMpoBaHua 6asbl
JaHHbIX Kak eguHas Todka JocTyna K AaHHbIM No 6e30MacHOCTy.

CnoHTaHHbIe coobLeHuns

465. JepxaTtenu pernctpaluoHHbIX YAOCTOBEPeHUI OOMKHbI PerncTpMpoBaTh BCE CMOHTaHHbIe COOGLLEHUSI O
NoAo3peBaeMbIX HeXemnaTellbHbIX PeakuusX, BO3HUKAOWMX Ha TeppuUTOpPUSIX TrOCyOdapCTB-YIEHOB WM 3a UX
npegenamun. TpeGoBaHMe pacnpoCTpaHseTcss Ha COOGLEeHMs O MOAO3PEBAEMbIX HeXenaTesbHbIX peakuusix,
MoSlydEHHble B 3NEKTPOHHOM BMAE WM  KakuMu-nnbo gpyrumu cnocobamu. [epxaTtenu perMcTpaumoHHbIX
YOOCTOBEPEHMWA MOTyT UCMofb3oBaTb CBOWM cailTbl B ceT WHTepHeT Aans copgeiictBus cbopy cBedeHWn o
NnoAo3peBaeMblX HeXemnaTesNlbHbIX peakuusix, pasMecTVB Ha HMX ()OpMbl A 3arofiHeHWs1 COOGLLEHWA o
HexenaTernbHbIX PeakUuax UMM COOTBETCTBYIOLLME KOHTaKTHbIE AaHHbIE ANA HENOCPeOCTBEHHOW CBA3MN.

Coo6LeHus o nopo3peBaeMbIX HeXXenaTesibHbIX peakuunsax, nonyv4eHHble
no 3anpocy

466. [epxaTenu perucTpaumMoHHbIX YOOCTOBEPEHUA [OOIMKHbI PErmcTpupoBaTb BCE COOOLWEHUS O
Moao3peEBAEMbIX HeXenaTemnbHbIX peakuusix, BO3HUKAOLWMX Ha TeppUTOpPUSIX FOCyQapCTB-YSIEHOB WM 3a WX
npesenammn n BbISIBIEHHbIX B XOA4E€ MOCTPErMCTPaUMOHHBIX UCCrenoBaHuin. B AaHHble coobLleHusi, Nony4YeHHbIe No
3anpocy, BXOAAT COOOLIEHUsi, MONlyYeHHble MO pe3ynbTaTaM oOpraHuM3oBaHHOro cbopa [AaHHbIX, KOTOPbI
WUHULMMPYETCS, YynpaBnseTcs Wnu (UHaHCMPYETCs AepXaTensMu pPerncTpaumoHHbIX yOooCToBepeHUn. [laHHble
coobLleHnss Tawke BKMYalT B cebsi cBedeHWsi, MNOCTYNMBLUME B XOAE BbIMNOMHEHUS HEUHTEPBEHUMOHHbIX
MOCTPErncTpauUmMoHHbIX UCCNEA0BaHUIA, NPOrpaMmM NpUMEHEHUS NTeKapCTBEHHOIo npenapara, HasHa4eHHoro B CBSI3U C
UCKIIOUYUTENBHBIMU  OBCTOATENBCTBAMU M3 COODpPaXXeHU COCTpafaHusl, UMM B pamKax MNepcoHanu3vpoBaHHbIX
nporpamMmm MNpUMEHEHNs He3apermcTpupoBaHHOIO JEKapCTBEHHOro MpenapaTa, Apyrux nporpaMm  nogaepXKku
NMauueHToB W MOHMTOpPUHra 3abonesaHui, MporpamMm TMOAAEPXKKM naumeHToB U cbopa uHdbopMauum 06
9(O(PEeKTUBHOCTM WNMU  MPUBEPXKEHHOCTU MNaUMEHTOB Je4YeHulo, a Takke BedeHus peecTpoB. B oTHoweHuu
HEUHTEePBEHUMOHHBIX  MOCTPErncTpauMoHHbIX — UCCNedoBaHuii  gaHHoe TpeGoBaHMe — pacnpocTpaHseTcss  Ha
nccnegoBaHns, OCHOBaHHbIE Ha NEPBUYHOM cOope AaHHbIX, MOPSAOK cOopa AaHHbIX NpuBeAeH B NyHkTax 468 - 473
HacTosiwmx Mpasun.

Coob6uweHus, nonyyeHHbIe B XxoAe NpoBeAeHnsA
HeMHTepPBEeHLMOHHbIX uccriefoBaHUN

467. [epxatenu perncTpaurMoHHbIX YOOCTOBEPEHMIN OOMKHbl BHEAPUTb M MCNOMNb30BaTb MexaHu3Mbl cbopa
MOMHOM W BCECTOPOHHEW MWHdOpMaLun O crydyasx nodo3peBaeMor HexenaTenbHOW peakuuu Mpu nepBUYHOM
cocTaBneHnn cooblleHnss O MoJo3peBaeMON HexenaTenbHOW peakuuu Mo pesynbTaTy NofyYeHus CMOHTaHHbIX
COODBLLEHUI O Taknx peakumsx B Lensx obecrnedeHns BO3MOXHOCTU NPOBeAEHMS Hagnexawen oueHkn coobLweHns n
BbINOMHEHNss TpeboBaHMN MO CPOYHOMY PEMNOPTUPOBAHMIO YMONHOMOYEHHOMY OpraHy rocydapCTB-YNIEHOB (ecru



NPYUMEHMMO) B OTHOLLUEHMM WuccriegyeMoro (MnyM MNocTaBnsAeMoro) nekapcTBeHHOro npenaparta. [epxartenu
PerncTpauUmoHHbIX YOOCTOBEPEHUA OOMKHbI CO3OaTb CMCTeMy, oGecnednBatoLLylo NPOCIEeXBAeMOCTb COOBLLEHWI,
BO3MOXXHOCTb MocneayoLlein paboTbl C COOBLLEHUAMN O HeXenaTenbHbIX PeakUMsX U NoyYeHns pesynbTaToB OLEHKM
NepBOMCTOYHMKA OTHOCUTENBHO B3aUMOCBA3N MeXay UccregyeMbiM (MOCTaBnsieMbiM) NEeKapCTBEHHbIM NpenapaTtom U
HexenaTtenbHbIM siBNeHveM. B crnyyae oTcyTcTBUA MHDOPMALMU OTHOCUTENIBHO MHEHUSI MEPBOMCTOYHMKA O HANUYMm
B3aMMOCBSA3W, AepXaTeneM perucTpauvoHHOro yAOCTOBEPEHUS HA OCHOBAHUMKU UMeEloLLecs UHAopMaLMK OoIMKHA
ObITb BbINONHEHa cobCTBEHHas oLeHKa B3aWMOCBSA3W C onpedeneHneM BanuaHOCTU COOGLUEHUS U COOTBETCTBUS
Kputepuam penoptupoBaHus. [aHHoe TpebGoBaHWe He pacnpocTpaHseTcs Ha WUCCNeaoBaHus, Au3aiH KOTOpbIX
npeanonaraetT BTOPUYHOE MCMOMb30BaHWEe MeOULUMHCKMX [AaHHbIX. HexenaTenbHble peakuun, BbiBMEHHbIE B
nccnegoBaHUM ¢ BTOPUYHBIM UCMONb3OBAHMEM [aHHbLIX, HE noanexart npeacTaBneHuo B YNOMHOMOYEHHbIA opraH.
[daHHble 0 HexenaTenbHbIX peakUuusix, MoNnyyeHHble B peaynbTaTe OpraHu3oBaHHOrO cbopa AaHHbIX, noanexar
OTPaKeHUIo B NepruoanYeckom OGHOBNSEMOM OT4YeTe Mo 6e30nacHOCTH.

468. Ecnu paHHble O MOAO3PEBaeMOW HexenaTerbHOW peakumMm MnosiydeHbl B XO4€  BbIMOSIHEHUS
HEWHTEPBEHLMOHHbLIX WCCrefoBaHWA, crnenyeT pasfenbHO aHanmManpoBaTb [AaHHble UccnegoBaHuMi co cOopom
NepPBUYHbLIX JAHHbIX HaNPsAMYK OT NaLWEHTOB U CMELManMCTOB CUCTEMbI 34PaBOOXPAHEHNS] U AaHHbLIE NCCEeAO0BaHWUN
C Av3anHaMM, KOTOpble OCHOBaHbl Ha BTOPMYHOM MCMNOJSIb30BaHUKN AaHHbIX (HAanpumep, nccnefoBaHnii, OCHOBaHHBIX Ha
nepecmMoTpe MeAULMHCKUX KapT UMW 3MEKTPOHHbLIX 3anncein 34paBOOXpaHEHUsl, CUCTEMATMYECKOM MEepPecMoTpe Unu
MeTaaHanmse).

469. CoobLieHne cocTaBnseTcs, ecnu pernopTepomM WNu AepxaTenem perncTpauMoHHOro YAOCTOBEPEHWS
npegnonaraeTtca Hanm4yme Kak MUHUMYM BO3MOXHOW I'Ipl/l‘-IVIHHO-CJ'Ie,D,CTBeHHOIZ CBA3n C nopospeBaemMbiM
nekapcTBeHHbIM npenapatoM. CoobLLeHNs 0 HexenaTenbHbIX ABMEHUsIX, B KOTOPbIX MPUYMHHO-CNEACTBEHHAsI CBA3b
OLIEHMBAETCS KaKk COMHUTENbHAsA, criefyeT BKNOYaTb B 3aKMHOUUTENBHbLINA OTYET 06 UccnegoBaHUN.

470. B OTHOWEHUN HEUHTEPBEHUUOHHBIX WCCNeaoBaHMM C NepBUMYHbIM COOPOM [OaHHbBIX HaMpsiMyld OT
NnaumMeHToB M CNeumnanmncToB CUCTEMbI 34PaBOOXPAHEHUsT MPEACTABMNEHUIO noanexar coobleHns O HexenaTenbHbIX
peakumsax, B OTHOLUEHMM KOTOPbIX penopTep unu gepxatenb PerucTpauMoHHOro yAOCTOBEPEHUS MOAO3peBaEeT, YTO
UMEeeTCs Kak MUHUMYM BO3MOXHAA NPUYMHHO-CIEACTBEHHOW CBA3b C NOO3PEBAEMbIM NEKAPCTBEHHbLIM MpenapaToMm.
Mpoune cooblieHns 0 HexenaTenbHbIX PeakUnsax, B OTHOLLEHMM KOTOPbIX MMEETCHA MOL4O3PEHUE, YTO OHU CBA3aHbI C
NeKapCTBEHHbIMW NpenapaTamu, KOTOpble HE BXOAAT B YUCIO UCCIeQyeMbIX NIEKapCTBEHHbIX NpenapaToB U B KOTOPbIX
He YCTaHOBMIEHO B3aMMOAEWCTBME C UCCReQyeMbIMU JIEeKapCTBEHHbIMM MpenapaTtamu, uccnegosaTensMm cnegyet
HanpaenATb B YNONTHOMOYEHHbIE OpraHbl rocy4apCTB-4YNEHOB (ECNY 3TO NPYMEHUMO).

471. Tpn NpoBeOEHUN HEUHTEPBEHLMOHHBIX WCCNeOOBaHWMA, OCHOBaHHbIX Ha BTOPUYHOM MCMOMb30BaHMU
OaHHbIX, NpeAcTaBrneHMe CoobLUeHMI O BhISBMSEMbIX HeXenaTenbHblIX peakuusx He Tpebyetcsd. Bce gaHHble O
BbISIBMIEHHbIX HEXENaTerbHbIX peakuusax CyMMUPYIOTCS B 3aKMOUUTENBHOM oTyeTe 06 nccneaoBaHum.

472. [epxaTenb perncTpauMoHHOrO YAOCTOBEPEHUs BrpaBe YTOYHUTbL TpeGoBaHWMsA MO NpeacTaBrieHUIo
UHOMBMAYArbHbLIX COOGLLEHMA O HeXenaTerbHbIX peakuusix B COOTBETCTBYIOLLMX YMONHOMOYEHHbIX opraHax
rocygapcrea-uneHa.

473. [epxaTteno perncTpauMoHHOro yOooCTOBepeHusi crnefyeT cobGniofaTe 3akoHoOaTensCTBO rocyhapcTea-
yneHa, MpUMeHsieMoe K MpeAcTaBneHuio coobLleHnn O cryyasix MoAo3peBaeMblX HeXenaTenbHbIX peakuuin B
HEe3aBUCUMbIE 3TUYECKME KOMUTEThI FOCYAapPCTB-4YNEHOB 1 UccrneaoBaTensm.

Mporpamma npuMeHeHUsi TeKapCTBEHHOro npenapara, Ha3Ha4eHHOro
B CBSI3U C UCKNIOYNTENbHLIMU 06CTOATENLCTBAMM U3 COOBPaXKEHUI
cocTpagaHusi, NnepcoHanv3MpoBaHHasa NporpaMmMa UCnosib30oBaHuUs

He3aperMcTpMpoBaHHOIO NleKapCTBEHHOro npenaparta

474. Ecnu pepxaTenb pPerucTpauuoHHOro yaoCTOBEPEHUS WM cneumanucTt CUCTeMbl 34paBOOXpaHeHus
n3BeleHsl 0 dakTe nofo3peBaeMon HexenaTernbHOW peakuuMu UM BbISBRAIOT MOAO3PEBAEMYIO HeXernaTerlbHYH0
peakuuio B pamMKax MpoBeAeHUsA MnporpamMMbl MPUMEHEHUS NeKapCTBEHHOro npenapaTta, Has3Ha4YeHHoro B CBSA3WU C
UCKIIOYNUTENBHBIMU  ODOCTOATENBCTBAMU U3 COOOPaXXEHUM COCTpadaHusi, WM MNepCcoHanM3MpoOBaHHOW MpOrpamMmbl
NCMNONb30BaHUSA HE3aperncTpupoBaHHOIO JIEKAapCTBEHHOrO npenapaTta, COOOLEeHUs O HexenaTenbHbIX peakuumsax
npeacTaBnsoTCA cnegyowmm obpasom:

a) B Cllydae ecClnn HeXenaTtellbHaAa peakuund Oblna BbisiBlieHa B npouecce opraHnM3oBaHHOIo c6opa AaHHbIX,



crnepyeT NpeacTaBnsATb COOOLEHUS TOMBKO O HEeXenaTenbHbIX peakunsx, Y KOTOPbIX NMPUYNHHO-CReACTBEHHAs CBSA3b C
npMMeHeHWeM MOA403PEBAEMOro NEeKapCTBEHHOro npenapaTa onpegenseTca NepBOMCTOYHUKOM  (pernopTepom)
COOBLLEHNs uUnn gepxaTeneMm perncTpauoHHOro yAOCTOBEPEHUS Kak BO3MOXHas (Kak MUHUMYM). 3Tu coobLieHus
crnepyeT paccmMaTpuBaTh Kak COOBLLEHMS O HexenaTenbHbIX peakumax, NomyYeHHbIX No 3anpocy;

0) B cnyyae ecnu HexernaTenbHas peakuus Obina BbisIBNiEHa He NyTEM OpraHW30BaHHOIO cbopa AaHHbIX, BCe
HexernaTenbHble M HernpegHaMepeHHble peakuun Ha §eKapCTBEHHbIV MpenapaTt crnegyet paccMmatpuBaTtbh  Kak
CcoOobLLUEHNs O NOJO3pPEBaEMbIX HeXenaTeNbHbIX peakuusiX, MOJIYYEHHbIX HE MO 3anpocy, U MNpeacTaBnsTb Kak
COOTBETCTBYIOLLME COOOLLEHNS.

I'Iporpamma nognepxku naumeHToB

475. Mporpamma nNoaaepsku nauueHToB ABMAETCH Pa3HOBUOHOCTHIO CUCTEM OpPraHM3oBaHHOro cbopa AaHHbIX,
npy KOTOPLIX AepXKaTenb PerncTpauLuMoHHOro yAOCTOBEpeHUs cobupaeT OaHHble, OTHOCALLMECA K UCMONb30BaHMIO
nekapcTBEHHOro MpenapaTta rpynnaMu nauueHToB. [prMepaMu MOCTPErncTpaLuMoHHbIX NporpaMM MNoaaepXKKu
NauueHTOB SBNAKTCA NPOrpaMMbl MOHUTOPUHra 3aGoneBaHWuil, MOHUTOPWHra nauueHToB, cbopa MHdopMauun o
NPUBEP)KEHHOCTMU NALMEHTOB JTIEYEHNIO MOHUTOPUHIA B paMKax CUCTEM KOMMeHcaLlumn (BO3MeLLEeHNs).

476. [onyckaeTcs npoBedeHMEe akTMBHOro cbopa WHpopMauum O HexenaTeNnbHbIX peakuusix B Xode
BbIMOMHEHNS PasNnyHbIX BMAOB CUCTEM OPraHM30BaHHOro cbopa AaHHbIX, B 3TOM crniydae coobuieHus o6 3Tmx
HexenaTenbHbIX peakuusax cregyeT yduTbiBaTb Kak MOMydeHHble no 3anpocy. [epxaTenb pernctpaumoHHOro
YAOCTOBEPEHNst 4OMKeH obecneynTb Hanmume MexaHn3ma opraHm3oBaHHOIo M CUCTEMAaTM3NPOBAHHOIO cbopa AaHHbIX
0 6e3onacHOCTM B COOTBETCTBMM C BbINOMHAEMOW NporpaMMon n obecnedeHne npeacTaBneHUs MHAMBUAYaSbHbIX
cooOLLeHU 0 HexenaTenbHbIX peakunsix B YNOMHOMOYEHHbIN opraH cornacHo TpeboBaHnsaM nyHkTa 448 HacToswmx
lMpaBun B criydae onpegerneHns COOTBETCTBMA MHOpMauuM O HexenatenbHOW peakuun KpuTepusm CpOYHOro
penopTupoBaHuS.

477. B cnyyae ecnu B paMKax CUCTeMbl OpraHM30BaHHOrO cbopa AaHHbIX HexenaTternbHas peakuus 6bina
BbIIBMIEHAa He B MpoLecce OpraHnM3oBaHHOMO W CUCTEMaTU3MPOBAHHOro cbopa pAaHHbIX O 6es3onacHoOCTH, BCe
HexenaTenbHble W HenpegHaMepeHHble peakuMuM Ha NeKkapCTBeHHbI npenapaT, KoTopble O6binn  CcOoobLLeHbl
aepxxaTento permcTpaumMoHHOro yaoCToBEepPEeHNss MeAULMHCKMM paboTHNKOM UK naumeHToMm, criegyeT paccMmaTpmsaTth
Kak cooOLlieHNss O MoAo3peBaeMbiX HexenaTefbHblIX peakuusx, MoslydeHHble He Mo 3anpocy W npeacTaBnAaTb
coo0OLLEeHUss COOTBETCTBYHOLLMM 0Opa3om.

Coo0bLeHus, onybnMkoBaHHble B HAYYHOW MeAULIMHCKON nuTepaType

478. [epxaTensm perucTpauMoHHbIX YAOCTOBEPEHWUW crnedyeT OCYLEeCTBASATb MOHUTOPWHI nybonukauunm B
Hay4YHOM MEeOMLMHCKOM NuTepaType BO BCEX roCygapcTBax, B KOTOPbIX pas3peLleHO MPUMEHEHUE COOTBETCTBYHOLLUX
neKkapcTBeHHbIX mnpenapaToB, B COOTBeTCTBUM C nyHkTamum 393 - 397 Hactoawmx [lpaBun u npencrasnatb
obHapyXeHHble COOBLLEHNA O HexenaTenbHbIX peakumax B YNONMHOMOYEHHbIE OpraHbl rocy4apCTB-YNIEHOB COrNacHO
TpeboBaHuaM HacTosawmx Mpasun.

479. CoobLlieHnss 0 HexenaTenbHbIX pPeakuusx BbISBMEHHbIE MNPUM MOHUTOPWUHre nNybnukauum HayyHON
MeOMULMHCKOWN NUTepaTypbl, He NOANeXaT CPOYHOMY PENOPTMPOBAHMIO B CIEAYIOLLMX CIyYasX:

a) ecnv NpUHaANeXHOCTb NEeKapCTBEHHOIO Npenapara AepXaTento PerncTpaunoHHOro yAOCTOBEPEHNS MOXHO
WCKIMIOYUTb HA OCHOBAaHWM YyKa3aHHbIX B COOOLLEHUM TOProBOr0 HAWMEHOBaHWS JlieKapCTBEHHOrO npenapaTa,
HauMeHOBaHWS OENCTBYIOLLErO BeLLEeCTBa, (POpMbI Bbinycka, Cnocobbl BBEAEHNS 1 HOMEPA CEPUU;

6) ecnu NpMHaONEeXHOCTb NEKapCTBEHHOrO MNpenaparta AepXaTemntio PerucTpauroHHOro YAOCTOBEPEHMS MOXKHO
UCKIMIOYMTb HA OCHOBAHUM YKa3aHHbIX B COOGLIEHUW CTpaHbl MEepPBOUCTOYHMKA COOOLUEHWA WMM  CTpaHbl
MPOUCXOXKAEHNA MO4O3PEBaeMON HexenaTellbHOW peakuMu B clflydae, ecnv JekapCTBeHHbI npenapat He
NocTaBnAncs aepxaresiem perncTpaLMoHHOro yaoCTOBEPEHUS Ha AaHHYI0 TeppPUTOPUIO;

B) ecnun Fly6J'IMKaLI,Mﬂ ABNAETCA pe3ynbTaTtoM aHanmsa YMNOoJIHOMOYE€HHbIM OpraHoM 6asbl AaHHbIX O
HeXxXenaTerbHbIX peaKunax; (VICKJ'HO‘-IeHMe He pacrnpoCTpaHAeTCA Ha ny6n14|<au,vw|, C(bOpMIApOBaHHbIe no pesynbratam
aHanusa 6a3 gaHHbIX OPYrnx ynosiHOMOY€HHbIX OpFaHOB);

r) ecnu nybnvkaums CcoaepXuT wHdopMauMio un3 obwenocTynHbix 6a3 [aHHbIX, B KOTOPOW Crydau
npeAcTaBreHbl B BUAe Tabnumy, unmn nocTpoYdHbIX nepeyvmcrneHnii. MicknioyeHne He pacnpocTpaHsaeTcsa Ha nybnukaumm,



KOTOpbl€ NO3BOJIAOT C(bOpMMpOBaTb BanunaHoe nHaneunayaribHoe coobuieHne o HexenaTernbHON peakunu,

A) ecnu B Ny6nvkauum npeacTaBneHbl pesynbTaTbl MOCTPErMCTPaLMOHHbIX NCCNEAOBaHMWA, METaaHanM3oB Unm
Hay4YHbIX 0630pOB;

e) ecnu B nybnukaumMm npegcraBneHa MHAOpPMaLMs Mo HexenaTenbHbIX peakuusix y rpynnbl NauMeHToB BO
B3aUMOCBSA3U C NPUMEHEHMEM ONPEAENEHHOro fIekapCTBEHHOMO Npenaparta U OTCYTCTBYIOT UHAMBUAYaANbHbIE AaHHbIE
no naumeHTam, no3eonsowmne chopMmpoBaTh BanmaHoe MHANBMAYaNbHOE COODLLEHNE O HEXXenaTeNbHOM peakLmu.

480. CeegeHust o 6e3onacHOCTW, NpeacTaBreHHble B TaKMX Hay4HbIX Nybnvkaumsax, cregyeT paccMmaTpuBaTh B
COOTBETCTBYHOLIMX pasgenax nepvoguyveckoro obHoOBNsieMoro otyeta no 6e30nacHOCTM M NpMHUMAaTb BO BHMMaHue
npv aHanuMse BIUSIHUSA 3TUX CBEAEHU Ha COOTHOLLEHNE "Monb3a - pUcK" niekapcTBeHHoro npenapata. O nibon HoBOM
nHdpopmaumm o ©Oe3onacHOCTU, KOTOopas MOXEeT MOBMUSATb Ha COOTHOLWEHWEe "nonb3a - puck" fekapCTBEHHOro
npenapaTa, cnegyet He3ameanuTenbHO YBEAOMNSATb YMOMHOMOYEHHBIN OpraH rocygapcrBa-yneHa, Ha TeppuTopum
KOTOPOro 3aperucTpMpoBaH fekapcTBEHHbIN npenapar.

nOAOSPGBaeMbIe HeXenaTtelibHble peakKuuun, cBA3aHHbIe C Ae(*)eKTOM
KavyecTBa unum (*)aﬂbCVI(*WILlMpOBaHHbIMVI NeKapCcTBeHHbIMM NpenapaTtamMmu

481. Ecnn coobLieHne 0 Nogo3peBaeMol HexenaTenbHOW peakumn CBA3aHO C MPUMEHEHUEM NeKkapCTBEHHOIo
npenapaTa, canbcumrKkaumss KoToporo nofgo3peBaeTcsi MO0 YyCTaHOBMEHa, WM FNEeKapCTBEHHOro npenapara
HeHagnexallero ka4yecTBa, JaHHOEe COOOLLEHNE MOANEXUT PENOPTMPOBaAHMIO (B CRyvyae OTHECEHUSI €ro K BanuaHomy
coobLLEeHUIO).

482. B atux cnyyasix B Lensx oxpaHbl OOLEeCTBEHHOro 340pOBbA MOXET noTpeboBaTbCA npoBedeHWe Takmx
CPOYHbIX Mep, KaK OT3blB C PblHKa OOHOW Ae(EeKTHOM cepumn nekapCTBEHHOro npenaparta wnu bonee. [depxartenam
perncTpaumMoHHblX  YOOCTOBEpeHWn  criegyeT  MCnonb3oBaTb  cucTemy,  obecnedvBaiolyio  MpoBeAeHue
HesameanuTenbHOW OLEHKM 1 paccregoBaHue nosydYeHHOro coobLleHms 0 NOA03pEeBaEMON HexenaTenbHON peakunu,
CBSI3aHHOM C anbcuduUMpoBaHHbIM NEKapCTBEHHbIM MpenapaTtoM unu AedeKkToM KayecTBa fleKapCTBEHHOro
npenapata. B cnyyae noaTBepxaeHVs Hanuuusa Aedekta kavectBa TpebyeTcsa HesamennuTenbHOe yBeAOMIleHue
AepxarteneMm permcTpauuoHHOro yaoCTOBEPEHUss HENOCPeACTBEHHOMO NPOU3BOAUTENS NEKapCTBEHHOro npenapaTa u
YNOSIHOMOYEHHbIX OPraHoOB rocy4apCTB-4NIeHOB.

Mopo3speBaemas nepenavya MHGPEKLUMOHHOroO areHTa
Yyepes NekapcTBeHHbIN Npenapar

483. WVHMEKUMOHHBbIM areHTom cumutaeTca nwbor MMKpoopraHu3Mm, BMPYC UMW UHMEKUMOHHas 4vactuua
(Hanpumep, NPWOH, NPOTEWH, nepefalwne TPaHCMUCCUBHYIO rybyaTylo dHuedanonaTuio), kKak naToreHHble, Tak u
HenaToreHHsble.

484. TopospeBaeMas nepefada WHMEKUMOHHBIX areHToB MNpW MPUMEHEHUMU NeKkapCTBEHHOro npenaparta
paccMaTpuBaEeTCs Kak cepbe3Has HexenarterbHasa peakuus, nognexaias cpoYHOMY penopTMpoBaHuio B TeveHne 15
KaneHOapHbIX AHeR ¢ AaTbl NonyyYeHusa Aepxarternem perncTpaumoHHOro yaoCcTOBEPEHUSA UMW €ro YroTHOMOYEHHbIM
npeacraBuMTenemM MMHUManbHoW Tpebyemon nHdopmaunm o0 HexxenaTenbHOW peakumMn B COOTBETCTBUN C MYHKTOM 407
HacToswwmx MNpasun. JaHHoe TpeboBaHme pacnpoCTpaHSAeTCa Takke Ha BaKUMHBbI.

485. [lepxateny perucTpaumoHHbIX YOOCTOBEPEHUIA NeKapCTBEHHbIX MpenapaTtoB, MNosyYeHHbIX U3 KPOBU UK
nnasMbl YenoBeka, [OIKHbI WMMETb CWUCTEMY, B Crydyae MoJ03peHUss Ha nepedady WHMEKUMOHHOro areHTa
obecrneynBaroLLyo HesamennuTenbHoe yBegoMrieHne Npov3BoAUTENS neKkapcTBEHHOro npenapara,
COOTBETCTBYIOLLUMX YNOSIHOMOYEHHbIX OPraHOB KOHTPOIS 06palleHMsl MpenapaToB KPOBU U YNOMHOMOYEHHbLIX OpraHoB
rocyapcTB-4fieHoB.

486. MNepenava Bo3GYAMTENS MHAEKUMM MOXET NOAO03PEBaTbCsl HA OCHOBAHWUWU KIMHUYECKUX MPU3HAKOB WUIU
CYMMNTOMOB, a Takke NlabopaTopHbIX Pe3ynbTaToB UCCMEeLOBaHUN, YKa3biBAKOWMX HA Hann4mMe nHekunn y naumneHTa,
NnoABepriierocs BO3AENCTBUIO NeKapCcTBEHHOro npenaparta. CrepyeT yaenaTb ocoboe BHMMaHWe OBHapYXeHWUto
NHGEKLMI unn Bo3OyaMTeENen MHMEKUUA, B OTHOLLEHMN KOTOPbLIX MMeeTcs MHopmaums, 0 TOM, YTO OHM CMOCOOHbI
nepegaBaTbCA MPU NMPUMEHEHUWN JEKAPCTBEHHOrO MnpenapaTta, HO NpW 3TOM criefyeT YYuTbiBaTb TakkKe U PUCK
NosIBNEHUSA HEN3BECTHLIX BO30yAMUTENEN.

487. OueHky nogo3peBaemon nepegayn MHPEKLNOHHOTO areHTa npy NPUMEHEHUN NEKAapCTBEHHOIO npenapaTa



crneayeT NpoBoAUTb C 0COBOM OCTOPOXHOCTbIO U obecrnedrBaTb, HACKONbKO 3TO BO3MOXHO, pasrpaHuyeHve nyTu
MH(PUUMPOBaHMA  (HanpuMep, WHbEKUUA WNU  Npuem), WUCTOYHMKA WHEeKUuMM (Hanpumep, KOHTaMMHauus
neKkapcTBEHHOro npenaparta) U KMMHUYECKOro COCTOSIHUS NalMeHTa Ha MOMEHT npeAronaraemMoro MHMUUMPoBaHUS
(MMMyHOOEenpeccBHOE COCTOSIHWUE UMW NpeaLecTByoLLan BakuuHaums).

488. TllogTBepkaeHWe KOHTaMMHaUMM (BKIoYasi HECOOTBETCTBYHOLLYIO WHaKTMBauWlo Wnu  ocnabneHue
BMPYNEHTHOCTM (aTTeHyauuto) Bo3byauTenein MHADEKUMM KakK akTVMBHbIX BELLECTB) NOA03PEBAEMOro feKapCTBEHHOIO
npenapaTta MoBbIWaeT CTerneHb AoKa3aTeSlbHOCTM nepedadn Bo30yauTens WH(EeKUUM M MoA03peHMs Ha Hanmuue
AedbekTa KayecTBa fiekapCTBEHHOTO npenapara.

13. AKCTpeHHble NpobremMbl N0 6e3onacHoOCTU

489. lNpn nNpuMMeHeHMM neKapCTBEHHbIX MNpenapaToB MOryT ObiTb BbISABNEHbl COObLITUSA UNU pesynbTaThl
HabnogeHun, cnoCobHble OKa3biBaTb CYLLECTBEHHOE BIIMSIHWE HA COOTHOLUEHWe "nonb3a - pUCK' NekapCTBEHHOro
npenapaTta, nayneHTa unm obLecTBeHHOe 300p0Bbe (340POBbE HaceneHus), YTo TpebyeT He3aMeanUTENbHON OLIEHKN
CO CTOPOHbI YMOMIHOMOYEHHOrO OpraHa M MOXeT noTpeboBaTb MPUHATUS CPOYHbIX PErynsiTOPHbIX Mep, a Takke
MHOPMMNPOBAHMS CNeunanMcTaMmn CUCTEMbI 30paBOOXPaHEeHWst M nauueHToB. [lpeactaBneHve MHgopMauum o
BbISIBITEHHbIX 3KCTPEHHbIX npobrnemax no 6e30nNacHOCTM BbINOMHAETCA B COOTBETCTBUM C TpeboBaHUSIMU
yCcTaHaBnMBaeMblMn B NyHkTax 756 un 757 Hactoawmx [MpaBun. B cnydyae ecnu OCHOBaHMEM AN BbIABEHUS
9KCTPEHHON MNpobrembl Mo 6e30nacHOCTU ABUMUCH OTAENbHbIE CryYan NoJO3PEBAEMbIX HeXenaTenbHbIX peakuun,
OOIKHbI OblTb BbIMOMHEHbI TpeboBaHWS MO NPeACTaBMEHMIO WHAMBMAYAnbHbIX COOOLLEHUM O HexenaTernbHbIX
peakumsx.

14. NpepcraBneHne coobLeHN O HexenaTenbHbIX
peakuMsax B nepuoa Mexay nogaven 3asBneHUs Ha perucTpauuvio
JNleKapCTBEHHOro npenapara U nosy4eHMeM yaocToBepeHus
O ero perucrpauum

490. B nepuoa mexay nopaven 3asiBfieHWss Ha perucTpauuvio fekapcTBeHHOro npenapara U nosiydyeHvem
YAOCTOBEPEHUS O Hen Yy npejnonaraemMoro Aepxartens pernctpaumoHHOro YAOCTOBEPEHUS MOXET MOSABUTLCA
nHdopmaums (No KayecTBy, KMMHUYECKUM MW AOKMMHUYECKUM AaHHbIM), U3MEHSI0WAas COOTHOLEeHMe "nonb3a - puck”
nekapcTBeHHOro npenapata. B o6a3aHHOCTM gepxaTtens perncrpauuoHHOro yooCTOBEepeHUs BXOAWUT obecneyeHve
He3ameanuTenbHOro nNpeacTasneHns AaHHoOW UHgopmaunn yrnonHOMOYEHHOMY OpraHy rocygapcrBa-yrieHa, KOTopbIn
NMPOBOAUT 3KCMEepPTU3y M perncTpaumio NekapcTBEHHOro npenapara, B COOTBETCTBUMN C TPebOoBaHUSMU MyHKTOB 756 1
757 HacTosawmx MNpasun.

491. B cnydae nonyyeHus pepxaTtenem permcTpauuoHHOro YOOCTOBEPEHWS CBeAeHUMW O HexenaTernbHbIX
peakuusX, BbISIBIIEHHbIX NPW MPUMEHEHUM FNEeKapCTBEHHOro npenapaTta Ha TepputopuyM Opyrux CTpaH, BanugHble
UHOMBUAOYanbHble COODOLLEHUS O HexemnaTemnbHbIX peakuusix, COpMUPOBAHHbIE HA OCHOBaHWM COOOLLEHUI
nony4eHHbIX NO 3anpocy U He Mo 3anpocy, noanexaT NpeacTaBneHuto B YNONTHOMOYEHHbIN OpraH CornacHo nyHkTy 448
HacToswwmx NMpasun.

15. MpeacTaBneHne coobLLeHUIA 0 HeXenaTenbHbIX peakUusax
B nepuog nocrie NpMocTaHOBIEeHUs AeUCTBUA UMK OT3biBa
perncTpauMoHHOro yaoCTOBepeHUs fiekapCcTBEHHOro npenaparTa

492. [epxaTenb perncTpauuoHHOrO yOOCTOBEPEHUS [OMMKEH Npojoskatb cobupaTb CcBegeHust o
NOLO3PEBAEMbIX HEXeNaTeNbHbIX peakuusix, CBA3aHHbIX C paccMaTpMBaEeMbIM fleKapCTBEHHbLIM MpenapaTtoMm, nocrne
NPMOCTaHOBIIEHNS OEWCTBUSA €ro PerMcTpaunoHHOrO YOOCTOBEPEHUS C BbINOSIHEHMEM PEMOPTMPOBAHUSA B Criyyasix,
KOTOpble YOOBMNETBOPSIOT KPUTEPUSIM CPOYHOrO PENOPTUPOBAHMSA B COOTBETCTBUM C NyHkTamun 431 - 448 HacTosAWwmMx
Mpasun.

493. B cny4ae oT3blBa PErMcTpauuoHHOro yaoCTOBEPEHNSA YNONMHOMOYEHHbIE OpraHbl AOMKHbI NPeabABNATb K
aepxaTenio perncTpaunoHHOro yaocToBepeHust TpeboBaHuA O panbHenwem cbope cBedeHVM O Nogo3peBaeMbIX
HeXxenaTenbHbIX peakuusix Ha NekapcTBEHHLIN Npenapar (Hanpumep, A58 obneryeHus BbINONIHEHMS OLEHKU B CriyyYae
pasBUTUS OTCPOYEHHbLIX HeXenaTemnbHbIX peakuni Wnn Ans  MNoNydYeHusl pPEeTpPOCNEKTUMBHBLIX COOOLLEHMA O
HexernaTenbHbIX peakumsx).

16. NMpepcTaBneHne coobLEHMI O HeXXenaTerbHbIX peakumsax



B nNepuoA Ype3Bbl4alHbIX CUTyaLuui B o6nactu o6wecTBEHHOro
3ApaBoOOXpPaHeHUsi, UMeLUX MeXAyHapoaHoe 3HaYeHue

494. B cnyyae BO3HWKHOBEHMSI 4pe3BblYaHOM cuTyauum B obnactu OOLLUECTBEHHOro 34paBOOXpPaHEHMs,
UMEKLWEeNn  MexXAyHapooHOoe  3HavyeHue, YyCTaHOoBreHHon BcemupHoOM  opraHmsauven  34paBoOXpaHeHus,
YNOJSTHOMOYEHHbIE OpraHbl BNpaBe BHOCUTb U3MEHEHNs1 B TpeboBaHMS K perynsapHOCTU npeacTaBneHnst coobLeHnii o
NMogo3peBaeMbIX HexemnaTemnbHbIX peakuusix. TakMe M3MEHeHMs! MPUYHUMAIOTCH OTAENbHO ANS KaXAoro criyyast
Ype3BblYaNHOW CUTyauun, U U3BELLEHMS O HMX pas3MeLLaloTCs Ha oduuManbHbIX carTax YNorHOMOYEHHbIX OpraHoB
rocygapcTB-4sieHoB B ceTu VIHTepHer.

17. NMpepctaBneHne cooodLeHUn, OCHOBAHHbIX
Ha cyAeb6HbIX UCKaxX B OTHOLIEHUN Bpeaa, NPUYNHEHHOro
NpUMeHeHUeM NeKapCTBeHHbIX NpenapaToB

495. C coOoOLEeHNsIMA, OCHOBaHHbIX Ha CyAebHbIX MCKax B OTHOLIEHUMU MNPUMEHEHUS NeEKapCTBEHHbIX
npenapaToB, criegyeT paboTaTb kak ¢ coobLleHMaAMN, NonyyYeHHbIMK 6e3 3anpoca. CrnepyeT NpeacTaBnsaTb BanuaHble
COOOLLEHNST TOMBbKO O HeXemnaTerlbHbIX peakuusix, B KOTOpPbIX PEernopTepoM WNu gepxaTtenem perncTpalyoHHOro
YOOCTOBEPEHUsI  Mpegnonaraetcsd  Hanvime Kak  MUHUMYM — BO3MOXHOW  MPUYMHHO-CIEACTBEHHOW  CBSA3M
HexxernaTenbHOro BO34ENCTBMSA C NOAO3pEBaEMbIM JIEKAPCTBEHHBIM NpenapatoM. B aTux cnyyasax npu onpegeneHunm
COOTBETCTBUS KpUTEPUSIM CPOYHOIO PEMNOPTUPOBAaHMSA BanvAHble WHAOMBWAYalNbHbIE COOOLIEHUSA O HeXenaTenbHbIX
peakuusix NognexaTt NpeAcTaBeHnIo B YNOMTHOMOYEHHbIV OpraH rocygapCTB-4ieHOB B COOTBETCTBUM C MyHKTamu 431
- 448 HacToswmx Mpaswun.

496. lMpu nonyyeHUn OGOMbLIOrO KONMMYECTBA MNOTEHUMANbHbIX COOOLIEHUA O Cepbe3HbIX HeXenaTenbHbIX
peakuuax gepxatenb pPerucTpauuMoHHOrO YAOCTOBEPEHWsI B KA4YeCTBE WUCKMIOYEHUS MOXET cormacoBaTb C
YMNOJTHOMOYEHHbLIM OpPraHoOM MNPOASfieHMEe Cpoka NpPeAcTaBeHUs MHAMBMAOYanbHbIX coobweHun no 30 kaneHOapHbIX
JHen.

18. NMpepcTaBneHne coobLEHM O CryYasaX NPUMEHEHUS
neKapcTBEHHOro npenapara He B COOTBETCTBUM C o6Luen
XapaKTepUCTUKOM NleKapCTBEHHOro npenapara
WU UHCTPYKLUEN NO MeAULMHCKOMY NPUMEHEHUI0

497. lNpryMeHeHre nekapcTBEHHOro npenapata He B COOTBETCTBMU C OOLLEN XapakTepUCTUKON NekapCTBEHHOMO
npenapaTta UM UHCTPYKLMENn No MeOUUMHCKOMY MPUMEHEHUI0 MOXET ObiTb OBYCMOBNEHO PasfUYHbIMKU NpUYNHaAMMU.
Mpumepbl BKMOYaKT CcnydYanm NPUMEHEHWs feKkapCTBEHHOro mnpenapata € npegHaMepeHHbIM HecobniogeHvem
yCcnoBun, onpegenseMblx B OAOOpPeHHON AencTBylOWen uHgopmauum O nekapcTBeHHOM npenaparte (obuien
XapakTepucTrke NnekapcTBEHHOro npenapata unu MHCTPYKLMU Mo MEANLMHCKOMY NPUMEHEHUIO), Takne Kak:

a) npuMeHeHVWe TeKapCTBEHHOro mnpernapata He B COOTBETCTBUM C  YTBEPXKAEHHbIMU MOKasaHUAMU K
NMPUMEHEHMWIO;

6) NnpMMeHeHWe Y rpynnbl NALUEHTOB, KOTOPbIM HE PEKOMEHAOBAHO NPUMEHEHWE NIeKapCTBEHHONO Npenapara;
B) OTNNYME NyTW BBEAEHUS UK criocoba BBeAEHUS;
r) OTNNYNE pexuma 4O3MPOBaHUS.

498. HeobxoguMocTb NpeacTaBreHnsl COOBLLEHNUA O CnydYasx NPUMEHEHUSI NIeKapCTBEHHOro npenapaTta He B
COOTBETCTBUM C 06LUei XapakTepuCTUKOW feKapCTBEHHOro mnpenapara WM MHCTPYKUMEed Mo  MeAMUMHCKOMY
NpYMEeHEeHWI0 onpeaensieTcs UCXoAs M3 Crneaylowmx YCroBUA COrmacHo pesynbTaTy MPUMEHEHUSI OTHOCUTENbHO
NpUYMHEHNA Bpeaa 340P0BbI0 UMW XKMU3HU NauneHTa:

a) npuMeHeHne rnekapCTtBeHHOro npenapara He B COOTBETCTBUM C obuwen XapaKTepVICTI/lKOVI JleKapCTBEHHOIo
npenapara wunun I/IHCTPYKLI,I/IGIZ no mMeauumHCKOMY MNpuMEeHeHUK C npudnHeHnem nauuneHTy Bpeda B pesylbTaTte
pas3BnTuda nop,ospeBaeM0|7| HexenaTenbHON peakuuu,

0) NMpumeHeHue NekapCTBEHHOro npenaparta He B COOTBETCTBUM C OOLLEeN XapaKTepuUCTUKOW NekapCTBEHHOro
npenapaTta UM UHCTPYKUUEN MO MEeANUMHCKOMY NMPUMEHeHuo 6e3 npuuvHeHns Bpeda nauveHTy u nogo3peBaemon
HeXxenatenbHOW peakumu.



499. B cnyyae nony4eHus nHopMaL MM O pa3BUTMM HeXenaTenbHON peakuun aepxarenemMm pernctpaumoHHOro
yOOCTOBEPEHUS NpeanpuMHMMAalOTCs Mepbl MO BbINOMHEHUIO nocneaywoLero cbopa nHgopmauumn o HexenaTensHon
peakuun c uenbio obecnedeHnsa Kak MOXHO Oonee MomHbIX OaHHbIX O KaXaoom u3 coobuieHun. NpencrtaBneHne
BannaHblX MHAMBUAYaMNbHbLIX COOOLUEHWA O HexenaTenbHbIX peakuusix, pasBMBLLUMXCA B pe3ynbTaTe MpUMEHEHUs
NEeKapCTBEHHOro npenapata He B COOTBETCTBMW C OOLLUEN XapakTepUCTUKOW JeKapCTBEHHOro npenapaTta wunu
WHCTPYKUMEN NO MEAUUMHCKOMY NMPUMEHEHWU0, BbIMONHAETCs corfnacHo nyHktam 431 - 448 Hactosiwmx [NpaBun B
cny4vae onpegeneHns COOTBETCTBUSA KPUTEPUSIM CPOYHOIO PENOPTMPOBAHMS.

500. B cnyyasx, korga 310 NPUMEHUMO, OLleHKa COOTHOLUEHMS "nonb3a - puck" nekapcTBEHHOro npenapara B
nepuvoanyeckom o6HOBNsSiEeMOM OT4YeTe no ©0e30nacHOCTM [OIPKHA BKMKYATh  KIMHUYECKU 3HauYMMble  PUCKU
NPUMEHEHNSA IeKapCTBEHHOro Mnpenaparta He B COOTBETCTBUM C OAO0OpeHHOM WHopMaumenhn no MPUMEHEHUIO
nekapcTBEHHOro npenapara.

501. B cootBeTcTBMM ¢ pasgenom VI HacToswmx [NpaBun npy Hanuumm HaydHO OBOCHOBAHHbLIX OCHOBaHWN
NMOATBEPXKAEHUS B3aMMOCBS3M MEXAy pPas3BUTUEM KIMHUYECKUX HEeONaronpusaTHbIX WMCXOOOB W MPUMEHEHWEM
NeKkapCTBEHHOro npenapaTta He B COOTBETCTBMM C OOLEeN XapaKTepUCTUKOW FekapCTBEHHOro npenapata wunm
WHCTPYKUMEN MO MELVLMHCKOMY MPUMEHEHMWIO HeXenaTenbHas peakumsi MOXET OLEHMBATbCA Kak NOTEHUWarbHbIN
puck nmbo, B criydae COOTBETCTBUS KPUTEPUSAM BaxKHOW npobnembl No 6e30nacHOCTM, Kak BaXKHbIA MOTEHUManbHbIN
PYCK C BKMOYEHMEM B cneumdurkaunio no 6e3onacHOCTU nnaHa ynpasneHus puckamu. Takon nogxod 0COOEeHHO BaXeH
B Cny4asix, Korga BbISIBIEHHbIN acnekT npoduns 6e30nacHOCTN XapakTepu3yeTCs CyLLECTBEHHLIMU OTAMYNAMUN MEXAY
OCHOBHOW MonynsauMen n nonynsumen, y KOTOPOW NeKapCTBEHHbIW npenapaTt MCnonb3oBancs He B COOTBETCTBUM C
ogobpeHHon MHdopMauuen No NPUMEHEHNIO NIeKapCTBEHHOrO npenapaTa. BknoyeHre npobnemebl no 6e3onacHocTy B
nepeyvyeHb BaXKHbIX MOTEHUMAanbHbIX PUCKOB MfaHa YnpasrieHuWs puckamu TpebyeT nocnenyrollero BbIMNOMHEHUS
aepxxaTenem perncTpaunoHHOrO YAOCTOBEPEHNS MEPOMNPUSTUIA NO OLEHKE AaHHOIO BaXXHOrO pUCKa, Kak YyacTu nnaHa
no chapmakoHag3opy.

502. [depxatenem permctpaunoHHOro yaqocToBepeHus O0MKHbI ObITe obecneyeHbl cOop 1 oueHka nHgpopmaumnm
O MPUMEHEHUN 5eKapCTBEHHOro mnpenapata He B COOTBETCTBMM C OOLier XapakTepuCTUKON neKapCTBEHHOro
npenapata unyM UHCTPYKUUERN No MeULMHCKOMY NPUMEHEHMIO C LieNbio BbINONMHEHMS 0693aTenbCTB NO HEMPEepPbIBHON
OLlEeHKE U MHPOPMUPOBAHUS YMONTHOMOYEHHOrO OpraHa OTHOCUTESNIbHO BCEX U3MEHEHWUN COOTHOLLEHUS "nonb3a - puck”
neKkapcTBEHHOro npenapara.

503. MMnaH ynpaBneHus puckamu BKIOYAET OLEHKY acnekToB MPUMEHEHUs NeKapCTBEHHOro cpeactsa B
YCNOBUSAX PYTUHHOW KIMUHUYECKOW MPaKTUKM 1 onpefenseT nponopumoHasnbHbIA YCTaHOBMEHHBIM pyckaM noaxon no
AanbHenwemy MOHUTOPUHTY U u3dydeHuto. B cnyvae onpepeneHns npuUMeHeHUs rekapCTBEHHOro npenapara He B
COOTBETCTBMU C OOLIEeN XapakTepuCTUKOW FeKapCTBEHHOro mnpenapata WM WHCTPYKUMER no MeAMUUHCKOMY
NMPUMEHEHNIKD KakK I'Ip06J'IeMbI no 6e3OI'IaCHOCTI/I, TO eCTb B Cllydae YCTaHOBJI€eHUA B3aMMOCBA3N MeXay AOaHHbIM
HecooTBETCTBUEM O,D,06peHHbIM ycnosuAaM npuMeHeHna nekapCTBeHHOro npenapara WU BaXHbIM NoTeHuuarbHbIM
puckom, B nNnaHe ynpaeleHna pUCKaMu npeacrtaBndeTcAa oOueHKa HeO6XO,lJ,I/IMOCTVI BbINONTHEHNA cnegyrLwnx
MeponpusaTUI No hapMakoHansopy:

paspaboTka LeneBbiX OMPOCHWKOB MO Mocreaytollemy cbopy WHGOPMauLMM O HexenaTenbHbIX peakuusix,
pa3BMBaOWNXCS B pe3ynbTaTte MpUMEHEHWsI IeKapCTBEHHOro npenapata He B COOTBETCTBUM C  obLuew
XapaKTepUCTMKON NeKapCTBEHHOro npenapara unm UHCTPYKUUEN N0 MEANLNHCKOMY NPUMEHEHUIO;

ncnonb3oBaHue Apyrmx obssaTenbHbIX OpM PYTUHHBIX MEeponpUATMiA Mo chapMakoHaa3opy B hopMe LieneBoro
cbopa MHAMBUAYanbHbLIX COOOLLEHWA O crnydyasx MPUMEHEHWs NekapcTBEHHOro npenapata He B COOTBETCTBUM C
obLlelt XapakTepucTUKOM neKkapCTBEHHOro npenapaTa WM WMHCTPYKUMEeN MO MeAMUMHCKOMY MPUMEHEHUMIO, He
COMPOBOXAAMLLNXCA PA3BUTUEM HEXeNaTenbHbIX peakuui;

npoBefeHne cneumanbHblX UCCneaoBaHni (TakMx, Kak uccregoBaHue no U3yyYeHuo NMPUMeEHeHus, oueHka 6a3
OaHHbIX).

504. MHAMBMﬂyaﬂbele coobLeHuns o cnyvyadax npuMeHeHuna nekapcTtBeHHOro npenapara He B COOTBETCTBUN C
obuwen Xapal(repMCTMKOVI NeKapCTBEHHOIO Nnpenaparta unn VIHCprKLIMeVI no meaguumHCKOMY NpUuMeHeHuo, KoTopblie He
conpoBoXaarnucb pa3BUTUEM HeXXenaTtellbHbIX peaKu,Mﬁ, HEe noaneXxat npeacrtaBsiieHnio B yﬂOﬂHOMOLIeHHbIﬁ opraH,
MOCKOJIbKY HE COOTBETCTBYHOT MUHUMAIIbHbIM KDUTEPUAM COOTBETCTBUA BallMOHbIM cooOLeHnsaM.

505. JlekapcTBeHHble npenaparbl, KOTOpble He UMEKT pa3paboTaHHOro M YTBEPXKOEHHOrO NnaHa ynpaBneHus
pyckamu, Takke OOIMKHbI OLEHMBATLCH AepXaTenemMm permcTpaumMoHHOro yqocToBEpPEeHMs 1 yNONMHOMOYEHHBIM OPraHoM



B OTHOLUEHWUW Hannuus BO3MOXHOM npobnembl no 6e3onacHocTn, 06yCNoBNEHHOW NPUMEHEHUEM HE B COOTBETCTBUM C
obLlen xapakTepucTUKOW NnekapCTBEHHOro npenapara WM UHCTPYKUUEn No MeauumuHCKoMy npumeHeHuio. B cnydvae
yCTaHOBMEHMS Takon npobnembl Ge3onacHoCTU onpeaenseTcs HeobXoAMMOCTb pa3paboTkM nnaHa ynpaBreHus
puckamun unu NpoBefeHnsa NOCTPErMcTpaLUmMoOHHOro nccneaoBaHns no 6esonacHoCTu.

19. NogroTroBka MHAMBMAYaANbHLIX COOOLEHUN
O HexenaTternbHbIX peakumax

O6uwue NpMHUKUNbLI NOAFOTOBKM MHAMBUAYaNbHbIX COOOLEHUN
O HexenaTternbHbIX peakumax

506. ObmeH Bcex CTOpPOH MWHdOpMauUMen O UHAUBMAYANbHbBIX COOBOLLEHMAX O HexenaTenbHbIX peakumsx
OCYLLECTBMSIETCS B 3NEKTPOHHOM BuAe € ncnonb3oBaHvem tepmuHonorum MedDRA n B cOOTBETCTBUM C MPUMEHUMbIM
¢dopMaTOM 3NEKTPOHHbIX AaHHbIX E2B. B uLensax BbINOMHEHMS OUEHKN HexenaTenbHOW peakuMu uHdopmauus B
npeacTaBnsieMOM WHAUBMAYaANbHOM COOOLIEHUN [OrmKHA OblTb MakcumanbHO norHon. B cnydae ecnu sBnsieTcst
OYEBUAHBLIM, YTO penopTepom He Bbina HanpasneHa nonHasa uMeroLasca nHgopmaumsa 06 nHanBMAyansLHOM crny4ae,
nony4arenb MOXeT 3anpocuTb NOBTOPHOE NpeAcTaBNeHne NHANBUAYANbHOIO COOOLLEHUS O HEXEeNnaTeNbHOW peakuum
C BKJIHOYEHWEM MOMHON MHpOpMaLUnN B COOTBETCTBUU C TPEOOBAHUAMMN K SNEKTPOHHOM Nofadve AaHHbIX B TeveHue 24
4YacoB C Lenblo nocneayLen MeauumMHCKOM OLEHKN U NCMONb30BaHUSA B NpoLeaype BbIsIBNEHWS curHana.

507. B cnyyae ecnu nogospeBaemas HexenartenbHas peakuus, nHdopmauus O KOTOpOW npeacTaBreHa B
dopmMe MHAMBUOYaNbHOrO COOBLLEHMS, MOXET OKasaTb CYLLIECTBEHHOE BMWSIHME Ha COOTHOLIEHMe "nonb3a - puck"
nekapCcTBEHHOro npenaparta, AaHHas WHOpMauMs OLEeHMBAeTCH Kak 3KCTpeHHas npobnema no 6es3onacHoCcTV u
NOANEXUT NPEeACTaBNEHMIO B YNOSTHOMOYEHHbIN OpraH kak MHAMBMAYanbHOE COOBLLEHME 1 KaK SKCTpeHHas npobnema
no 6e3onacHOCTM B COOTBETCTBMM C MNyHKTamwm 756 un 757 HacToswwmx [Npasun. B aTtom crnyyae ocHoBaHwus Ans
OTHeCceHUs MHAOPMaLMN OAHHOIO COOOLLEHMS K 3KCTPEHHOM npobrneme no 6e3onacHOCTU W Mpegnaraemble Mepsbl
BKMtovaoTca B pasgen  "KommeHTapum  oTnpaBuTensa" cornacHo  dopmaTy  9MeKTPOHHbIX  AaHHbix  E2B
WHAMBUAOYANbHOrO COOBLLEHUS O HEXeNnaTenbHON peakunm.

[Mpumepbl 3akcTpeHHoW npobnembl No 6esonacHoCTH BKOYaoT B cebs B TOM Yucne:

cepbe3Hble NpobrnemMbl, CBsA3aHHble C 6e30MacHOCTbIO, BbISIBIIEHHbIE B XO4E€ MNPOAOSIKAOLWMXCS UMK
3aBEPLUEHHBIX UCCNeaoBaHuii (Hanpumep, HenpeaBUAEHHOE MOBbLILLEHVE YPOBHS NETanbHbIX UMM YTPOXaIOLLMX XKN3HU
HexenaTenbHbIX ABNEHUN);

Cepbe3Hble I'IpO6J'IeMI:I, cBsi3aHHble ¢ 6€30NacHOCTLI0, BbISIBIIEHHbIE HA OCHOBAHUW CMOHTaHHbLIX COOBLLUEHUN unm
AaHHbIX, 0I'Iy6]'IVIKOBaHHbIX B Hay‘-IHOI7I MeOMLNHCKOWN nnTepatype, KOTopble MOryT 4ABNATbCA OCHOBaHMeM AOnA
pacwunpeHna I'IpOTI/IBOI'IOKa3aHI/II7I, OrpaHI/NeHVIVI NpUMEeHeHUa IneKapCTBeHHOro npenapara unu HeobXxoaQMMoCTh €ero
OT3blBa C PblHKA;

PerynAaTopHble Mepbl B OTHOLIEHUN Cepbe3HbIX r|po6r|eM, CBsi3aHHble ¢ ©Ge3onacHoCTblo, B TPeTbUX CTpaHax
(Hanpmmep, orpaHun4eHmne ncnosyib3oBaHUA J1eKapCTBEHHOIO npenapara Ui BpemMeHHoe npunoctaHoBJ1EHUE nencTems
perncrpaumMoHHOro yD,OCTOBepeHI/I‘iI).

MHdopmaums o nogospeBaeMbiX, B3aMMOAENCTBYIOLWNX
M CONMyTCTBYIOLMX NleKapCTBEHHbIX Npenaparax

508. B cooOweHnn o HexenaTtenbHOM peakuMuM cnegyeT YykasbiBaTb HavMMEHOBaHWS MOLO3PEBAEMbIX,
B3aUMOZEWCTBYIOLLMX U (M) CONYTCTBYHOLLMX FNIEKAPCTBEHHbIX NPenapaToB, UX PeXNMbl O3UPOBaHUA 1 AaTbl HaYana
N OKoHYaHus Tepanuu. OTHEeCeHWe neKapCTBEHHbIX MpenapaToB K MNOoAO03peBaeMbiM, B3aMMOAEWCTBYIOLLMM WK
CONYTCTBYHLUMM OCHOBbLIBAETCSA Ha OLEHKe MEPBUYHOIO pernopTrepa HexenaTtenbHon peakuuun. B cnyvae Hecornacus
YNONMHOMOYEHHOIO OpraHa WNW AepXaTens perucTpauMoHHOro YAOCTOBEPEHUSI C  XapakKTEPUCTMKOW  pPOIu
NeKapCTBEHHbLIX MNpenapaToB, COENaHHOW MNEPBOMCTOYHMKOM COODLLEHUSI O HexenaTenbHOW peakuuu, LaHHoe
pacxoxaeHue oTpaxaeTcs B pasgene "KommeHTapuu oTnpasBuTens" cornacHo copmaTty 3MeKTPOHHbIX AaHHbIX E2B
WHONBMAYANbHOIO COOOLLEHNSA O HEXEeNaTeNbHOW peakuumn ¢ COXpaHeHMeM NEPBUYHON OLEHKM penopTtepa.

509. [ns koMBUHMPOBAaHHbLIX NEeKapCTBEHHbIX MpenapaToB, KoTopble cogepaTt Goriee oOHOro AeNCTBYHOLLENO
BellecTBa, HeobxoOQMMO OTAENbHO YKasblBaTb Kakdoe [eicTBylollee BelwlecTso. lMpyu Hanuumu uMHdopmaumn o
TOProBOM HauMeHOBaHWX MOA03PEeBaeMOro WM B3aMMOENCTBYIOLLEro JIeKapCTBEHHOrO npenaparta ykasblBaeTcs



TOProBOE HaMMEHOBaHWE W HaVMEHOBaHWe OEeNCTBYIOLLEro BellecTBa (AencTByowux Belects). B cnyyae Hanmuus
COOTBETCTBYIOLEN UHGDOPMaLUM O Nodo3peBaeMoM WM B3aMMOLEWCTBYIOLLEM fEeKapCTBEHHOM MpenapaTe Takke
yKkasblBaeTCs rocyaapcTtBo, B KOTOPOM MauMeHT MOfyy4un [AaHHbld  NEeKapCTBEHHbIM  npenapart, HoMmep
perncTpaumMoHHOro yaoCTOBEPEHUs, roCy4apCTBO, B KOTOPOM feKapCTBEHHbIM npenapaT Obin 3aperncTpypoBaH, U
(vnn) Homep cepun.

Moao3speHne Ha B3aMMOCBA3b C TepaneBTUYeCKUM KNaccom
neKapcTBeHHOro npenapara

510. B cny4ae ecnv y nogo3peBaemMoro fiekapCTBEHHONO Npenaparta He yKka3aHOo TOProBoe Unmn mexayHapoaHoe
HavMeHOBaHWe (HanpuMep, MNEepPBOUCTOMHMKOM COOOLLEHMS O HexenaTenbHOW peakuuMuM yKasaH TorbKo
TepaneBTMYECKUI Kracc) nMbo ecnn HEeBO3MOXHO CTPYKTYpMpOBaTb Ha3Hayaemyl Tepanuio, OTCYTCTBME [aHHbIX
CBeOEeHUN ykasblBaeTCa B pa3fene OnucaHus Criyvyasl U He BKIIYaeTCd B CTPYKTYPUPOBAHHbIE 3MNEMEHTbI AaHHbIX
HaMMEHOBaHUN NeKapCTBEHHbIX MpenapaTtoB WM OEeNCTBYIOLWMX BellecTB. AHANOMMYHbIN NPUHLMN MPUMEHSEeTC B
crny4yae onucaHusi peakunn B3aMMOAEWCTBUS NEeKapCTBEHHbIX NpenapaTtoB C MpoAyKTaMu nuTaHusa (Hanpumep, C
rpenndpyToBbiM COKOM). Ecnn B coOBLLEHUN onucbiBaeMbI Criyvyan HeXxenaTenbHON peakunn ykasaH Kak CBA3aHHbIN
C TepaneBTUYECKUM KNacCOM NEKapCTBEHHbIX NpenapaToB, Takoe CoobLUeHMe CUMTaeTCsa HEMOMHbIM U HEe OTBEeYaeT
KpUTEpUAM He3aMeanMTENbHOro NpeacTaBeHns B YNOMHOMOYEHHbIE OpraHbl. B aTom cnyyae nuuo, OTBETCTBEHHOE
3a npefcTaBreHne coobLieHUs B YNOJSIHOMOYEHHbIE OpraHbl roCy4apCTB-YSIEHOB, OOJPKHO MPUHATH Heobxoaumble
Mepbl No cbopy HegocTalLen MHopMauun o Nogo3peBaeMOM NIEKapCTBEHHOM Mpenapare.

Mopo3peHune Ha peakuuio B3aMmMoaencTBUA

511. lNpu onncaHmn peakunin B3aMMOLEWCTBUSA, KOTOpble MOryT BKMKOYaTb NEKapCTBEHHble B3aMMOAENCTBUSA
nekapCTBEHHbIX MpenapaToB BkMYas buonormyeckne nekapcTBeHHble npenapaTbl), a Takke B3auMoOAEWCTBUE
NekapCTBEHHbIX MpenapartoB C MpoAyKTaMuW NUTaHUSA, W3OEeNUAMW MEeAWUMHCKOrO HasHa4YeHus U arnkororem
KOAMPOBaHWE NoAO3peBaeMoro B3aVMOAENCTBMS W BHECeHWe WHOpMauMM O CBS3aHHOW C  peakuuen
B3aMMOAEWNCTBUS HEeXenaTernbHON peakuuen BbIMOMHAKTCA B COOTBETCTBUM C PEKOMEHOYEMOW TepMUHOMOormen
MedDRA v cnegyowmnmm pasgenamm popmata anekTPOHHbIX AaHHbIX E2B:

a) Ans onuMcaHus B3aMMOAEWNCTBMS NEKapCTBEHHbIX npenapatoB B pasgene "Xapaktepuctuka ponu
nekapcTBEHHOro npenapata" pgnd BCeX B3auUMOAEWCTBYHOLIMX  BelwecTB BblIbMpaeTcs  xapakTtepuctuka
"B3aMMOJENCTBYIOLLMI NTeKapCTBEHHbIN NpenapaT”;

©) Ons onucaHua B3aMMOLEWCTBUSA JEKapCTBEHHOro npenapata C MNpOoAyKTaMW MUTaHWUS WU UHbIMK
HenekapCTBEHHbIMW areHTamum uMHOpMauMs O B3aMMOLENCTBYHOLLEM FEKapCTBEHHOM MpenapaTte BKOYaeTcsl B
pasgen "WHdopmauna o nekapcTBeHHOM npenapate"”, uHdopMaums no B3auMOAEWUCTBYIOLLEMY HenekapCTBEHHOMY
areHTy BKITlOYaeTCs B ONMCcCaHne crny4as.

I'Io,qospel-me Ha B3aMMOCBA3b CO BCnomMmoratesfibHbIM BeLleCTBOM
JNNIeKapCTBeHHOro npenapara

512. B cny4yae ecnn NepBONCTOMHUK COOBLLEHMS O HexenaTenbHOW peakuum nodo3peBaeT BO3MOXHYK pOfb
O[HOrO M3 BCMOMOraTeribHbIX BELLECTB B Pa3BUTMM HEXenaTenbHOW peakuuun (Hanpumep, Kpacutens, KOHCepBaHTa,
ctabunusaTopa, apomaru3satopa u T.4.), MHpopMauns o0 Nogo3peBaeMOM BCNOMOraTenbHOM BelecTBe NpuBoauTCA
oTAenbHO B pa3gene "MHdopmauunsa o nekapcTBEHHOM npenapar”, oTpaxaeTcs B onucaHun cnydas, u (npu Hanuyum)
B pasgene "Pe3ynbtaThl TECTUPOBAHMSA U UCCNEN0BaHUA NaumeHTa" NpMBOAATCSA AaHHble pPe3ynbTaToB MCCeaO0BaHNN
(monoxutenbHble UNW OTpULATENbHbLIE), KOTOPLIE NpeanonaratT HanuuMe B3auMOCBS3N HeXernaTenbHOW peakumm u
O[LHOTO M3 BCMOMOraTesbHbIX BELLECTB JIEKAPCTBEHHOrO Npenapara.

BaxHas gononHutenbHas MHgopmMauma o iekapcTBEHHOM npenapare
513. [dononHuTenbHas WMHGOpMaUUS O feKapCTBEHHOM npernapaTte KoTopad MOXeT SABNATbCA BaXkHOW And
BbIMOSIHEHNST @aHanM3a OaHHbIX U OLLEHKU Cryvasi HexxenaTtenbHOM peakuumn, AofkHa ObiTb BKIHOYEHa B coobLleHne B
pasgen "JononHutensHas MHopMauusa o fIekapcTBEHHOM npenapaTte” ¢ COOTBETCTBYHOLLMM BbIOOPOM noapasgena u
KOOUpOBaHUEM A0MNOSTHUTENBHOM XapakTepPUCTMKM COrfacHO TepMuHonornyeckomy otHeceHmto MedDRA:

danbcnnUnpoOBaHHbIA NIEKAPCTBEHHLIN Npenapar;



nepenosnpoBkKa,
J'IeKapCTBeHHbIVI npenapar npuHnMmarnca oTuomM nauneHTa;
J'IeKapCTBeHHbIVI npenapart npuHnMarnca no NCte4eHMn cpoka XpaHeHUA;

pesynbTatbl TECTUPOBAHWUS CEpUN NeKapCTBEHHOro mnpenapata noATBEpAMnM COOTBETCTBUE TpeboBaHWAM
cneundukauuu;

pe3ynbTaTtbl TECTUPOBAHUSA CEpUU JIEKApCTBEHHOro mnpenapata NpoOEeMOHCTPUMPOBaNM OTKIIOHEHWE OT
TpeboBaHui cneundurkaumnm;

owmnbka MeaguLmMHCKOro NPUMEHEHUA;

HenpaBwuIiibHOE NPUMEHEHUE;

Hann4yne 3aBMCUMOCTH;

BO34ENCTBME B pe3ynbTarte BbIMNONHAEMON ﬂpOCbeCCI/IOHaJ'IbHOVI OEeATEeNIbHOCTU;

npUMeHeHNe He B COOTBETCTBMM C OOLLEN XapaKTepPUCTMKOW NEKapCTBEHHOrO npenapara Unm MHCTPYKUMen no
MeLMLMHCKOMY MPUMEHEHUIO.

Mpumepbl NMPUMEHeHWUST HEe B COOTBETCTBMM C OOLUEN XapakTepuUCTWKOM JeKapCTBEHHOro npenaparta unu
WHCTPYKUMEN NO MEAMLMHCKOMY NMPUMEHEHUIO BKIOYaloT B cebsl HamMepeHHoe NMpUMeHeHue No ApYromy rnokasaHuio K
NpYMEeHEeHWo, APYroi rpynnoi NauneHToB (HanpuMep, ApPYroi Bo3pacTHOM rpynmno), ApYyrMm crnocobom UM MeTonoM
NpYMEeHeHWsl, N1 B ApYrol Oo3upoBKe. NS onpeaenieHnsi COOTBETCTBUS MPUMEHEHUS] NEKapCTBEHHOIO CpeacTBa
KPUTEPUAM NMPUMEHEHUSI "BHE MHCTPYKUMKU" MCMoNb3yeTcst o6Llasi XxapakTepucTiKa fleKapCTBEHHOro npenapara unm
WHCTPYKUUS MO MeAMLMHCKOMY NMpYMeHeHuo, o4oGpeHHasi B CTpaHe, B KOTOPOW MMeeT MecTo AaHHOE MCMoNb3oBaHue
nekapcTBEHHOro npenapara.

514. B pasgen "[OuarHo3 oTnpaBuTens" MOXeT OblTb BKMAOYEHO OMUCaHMEe MpPU3HAKOB W CUMMTOMOB,
noaTBepXaatoLwmnx onpeaeneHHbld AnarHo3, a Takke oxapakTrepnsoBaHa pofb No403peBaeMoro npenapara B pasgene
"KommeHTapum otnpasutens”. B cnyyae ecnv nepBoUCTOMHUKOM COOBLLIEHUS O HEXEeNaTenbHON peakuumn He caenaHbl
ocobble yKa3aHWs OTHOCWUTENbHO [OMOJSIHUTENBHOW XapaKTepUCTUKM JeKapCTBEHHOrO npenaparta, OAHaKo 3To
ABMNSIETCA OYEBUOHBIM U3 KNMHUYECKOTO KOHTEKCTA COOOLLEHNS, OTNPaBUTENb MOXET N0 CBOEMY YCMOTPEHUIO BHECTU
OOMNOMNHUTENbHYIO MHAOPMALMIO O XapaKTepucTUKe NekapCcTBEHHOro npenaparta B ykasaHHbI pa3gen. B atom cnyvae
cnegyeT nMpuHATH Mocrefywwime Mepbl Ans  NOoNydeHust OOMNONMHUTENbHOM WHopmaumm. Yactb pasgena
"OononHutenbHas nHopMaumnsa O NekapcTBEHHOM npenapare”, npegHasHayeHHas ans cBOOOAHOro TekcTa, MOXeT
ObITb NCMOMb30BaHa ANA Yka3aHust Nobon 4ONONHUTENBHOM MHGOPMaL MU B AaHHOM pa3gene (Hanpumep, AaHHbIX 00
NCTEYEHMM CpoKa rOAHOCTU ANS yKa3aHHOW cepun NekapCTBEHHOro npenapara).

I'Io.qospeBae Masa HeXxenartenbHasa peakyusa

515. B coobLeHnM 0 nogo3peBaeMon HexenaternbHOM peakumm JoMmkHa ObiTb ykazaHa BCA MMEKLLAACA O Hew
nHpopmaums. Heobxogumble gaHHbIE BKMOYaloT B cebS:

AaTbl Hayana u OKOHYaHWs HeXXenaTenbHOW peakummn (M NPoAOIKUTENBHOCTL);
Cepbe3HOCTb HEXENaTeNbHOWN peakuuu;
UCXO[ HexenaTernbHOW peakummn Ha aaTty nocrneaHero HabnwoaeHus;

BpPEeMEHHOW MHTepBan Mexay Hadanom nNpuMeHeHus NoAo3peBaeMoro fiekapCTBEHHOro npenapaTta U Hadvanowm
HexenaTenbHOW peakuuu;

onucaHune HexenarternbHOW peakuum NepBOMCTOYHNKOM COOBLLEHNS;
rocyoapcTso, B KOTOPOM HexenaTternbHas peakuus 6bina BbisBneHa.

516. KO,EI,I/IpOBaHl/Ie anarHosa, npeaBapuTtenibHoro gmarHo3a wianm cCcuUMMnToMoB U MPU3HAKOB HexenaTenbHON



peakuMn BbINOMHAETCA C UCMOMb30BaHMEM TEKYyLIEen Bepcunm TepmmHornorndyeckoro krnaccudgpukatopa MedDRA wu
CcornacHO TepMWHaM HWxHero YypoBHa. B cnyvyae ecnu B coobueHun ykasbiBaeTCs AMarHo3 nauueHTa,
XapakTepusyoLnii pasBUTUE HexenaTenbHON peakLumm, U XxapakTepHble CUMMATOMbI NPOSIBIIEHUSA AAHHOMO COCTOSIHUS,
NpeanoyYTUTENbHbIM SABMSETCS KOAMPOBaHWE HEMOCPEACTBEHHOrO AuarHo3a COrnacHO TEePMUHY HWKHEro YpPOBHSA
MedDRA. lNMpn oTcyTCTBUM yKasaHus guarHo3a BCE BKMIOYEHHble B COOOLLEHME CUMMTOMbl U OTKIOHEHUSI OOMXKHbI
ObITb OTpaXkeHbl MyTEM UCMOSb30BaHUA COOTBeTCTBYOWero TepmmHa MedDRA. B cnyyae ecnn gaHHble CUMMNTOMbI
SIBNSAIOTCA TUMNYHBIM KITMHUYECKUM NPOSIBIIEHMEM OMpPEeAENIeHHOro AnarHo3a, OH MOXeT ObiTb JOMNONMHUTENBHO BHECEH
B pasgen o HexenaTenbHOW peakuum B COOTBETCTBMM C  TEpPMUHOMOrMyeckum oTHeceHnem MedDRA
YMOSTHOMOYEHHbIM OpraHoM WM gepXxaTenem perucTpauMoHHOrO YAOCTOBEPEHUSI KaK 4acTb AuarHosa wnm
KOMMeEHTapusi OTNpaBuTens.

517. MNpwn ykazaHUM NEPBOUCTOYHUKOM COOOLLEHUA O HexenaTenbHOM peakuun B OMMCaHWM HeXenaTenbHOW
peakumm ee CUMMNTOMOB, KOTOPbIE HE ABMASIOTCA TUMUYHBIM KITMHUYECKMM NPOSABMEHMEM AMarHo3a NepBOMCTOYHUKE, U
NoAO3PEHMUN, YTO AaHHble CUMMTOMbl SIBASKOTCA HEXenaTernbHbIMU peakunuamu, AaHHble CUMMMTOMbl OOSDKHbI ObiTh
OTPaXeHbl B COOOLLEHNM C OTHECEHUEM MNX K COOTBETCTBYHOLLMM COCTOSAHUSIM cornacHo MedDRA tepmMuHonoruu.

518. B cny4ae Hecornacusi ynoniHOMOYEHHOIO OpraHa Wnu Aepxartens perncTpauvoHHOro yOOCTOBEPEHUs C
AMarHo3oM, coobLaeMbiM NEPBOUCTOYHUKOM COOBLLUEHUSA O HexenaTtenbHOW peakuuu, anbTepHaTUBHbIA AMarHo3
MoXeT OblTb BKMIOYEH B pasgen guarHo3a oTnpaBuTENsd C NPUBEAEHWEM OCHOBAHWMA PacXoXAeHus BO MHEHMS C
nepBMYHbIM PENOPTEPOM B YaCTV KOMMEHTapueB oTnpaBuTens.

519. B cnyyae cmepTu nauueHTa B COOOLUeHWe AOrmkHa ObiTb BKMOYeHa MHopMaums O AaTe U npuyunHe
CMepTK, BKMoYasa (Mpu Hannuum) gaHHble aytoncun. Ecnv us aton nHdopmauun crnegyet, YTO CMepTb MaumneHTa He
CBSi3aHa C HexenaTenbHOW peakumerr u OOyCroBreHa WHbIMM MpuunHamu (Hanpumep, NpPOrpeccupoBaHNeEM
3aboneBaHus, neTanbHbI UCXOA4 HE AOSPKEH UCMONb30BaTbCs B KAYeCTBE KPUTEPWUS CEPbe3HOCTU HexenaTenbHON
peakuum).

OnucaHue HexenaternbHOMN peakuuu un oueHKa
an‘lMHHO-CﬂeACTBeHHOﬁ CcCBA3U

520. Anga kaxporo oTaenbHOro coobLeHnss NpeacTaBnaeTCsl onMcaHne pasBMBLLENCS HeXenaTernbHOW peakumum
B Cfy4yae HanuuMs HeoOXOOUMbIX [aHHbIX B COOOLLUEHUW, MOSTYYEHHOM OT MEPBOUCTOYHMKA COOOLlEeHMs O
HexenatenoHon peakunn. OnucaHne ¢BnsieTcs 00s3aTenbHbIM AN CEepPbe3HbIX HeXenaTenbHbIX  peakuui.
MHdopmMaums O pasBUTUM HexenaTenbHOW peakuun AofhkHa OblTb M3MoXeHa B JOMMYeckom U BpeMeHHOW
nocnenoBaTeslbHOCTU, B COOTBETCTBUM C XPOHOSIOIMEN WU3MEHEHMSI COCTOSIHMSI MauMeHTa, BKYas KIUMHU4Yeckoe
TeyeHune, TepaneBTUYECKNE MEPbI, UCXOA W MOMyYEHHYI0 NOCNeayroLLyo MHopMaLuio.

521. OnncaHue [OMKHO ObITb BCECTOPOHHMM W BbICTYNAaTb KakK CaMOCTOATErNbHbIA MEAMLMHCKANA OTYeT,
coAaepXalMn BCe W3BECTHble BaXHble KMMHWYECKME [OaHHble U CBSi3aHHble C HUMM cBefeHus (nabopaTopHble,
ONarHoCTUYECKNE N NHbIE CBEOEHUS), BKIOYAsa XapaKTepUCTMKY NauueHTa, AeTann3aumio neYeHns, UICTopu1o bonesHu,
KNUHMYECKoe TedeHne NPOSIBIIEHUI, ANarHo3, HexxenaTterbHble peakumm U UX UCXo[d, BaXkHble flabopaTopHble AaHHbIe
n nobyo Opyrylo vHdopMauunilo, KoTopas noATBepXOaeT WM OnpoBepraeT MNoJo3peBaemMble HeXenaTernbHble
peakumn. B cnyyae cmepTy naumeHTa OOIMKHbI OblTb 0606LLEHBI OCHOBHBIE pe3yrbTaTbl BCKPbITUSA UNKU pe3ynbTaThbl
NOCMEepTHOro uccnegoBaHus (ecnv npuMeHMMo). MIHbopmaums no onvcaHuio criyyas BkroyaeTcsa B pasgen "Kpatkoe
onuncaHue cnyyas" popmaTta anekTPOHHbIX AaHHbIX E2B nHaneBuayansHoro coobLleHnst 0 HexenaTenbHON peakunm.

522. KoMMeHTap1m nNepBOMCTOYHMKA COOOLLEHMS O HeXenaTenbHOW peakumm B 4YacTu guarHo3a WM OLLEHKU
NPUYNHHO-CNEACTBEHHOM B3aMMOCBA3N npuBoaaTcsa B pasgerie "KommeHTapum penoptepa" anekTpoHHoro dopmarta
OaHHBbIX.

523. YNornHoMoYeHHble opraHbl U AepXaTenu perucTpaumoHHbIX YOOCTOBEPEHUI BNpase BHECTU KOMMEHTapuu
nnbo NpeanoXuTb anbTePHATUBHLIN BapuaHT B OTHOLUEHUW AMarHo3a WM OLUEHKU NMPUYUHHO-CMEeACTBEHHOW CBA3N
Mexay noao3peBaeMbiM feKapCTBEHHbIM MpernapaToM W HexenaTenbHOW peakuuMen B Cryvyae pacxoXaeHus BO
MHEHMN C MEPBOMCTOYHUKOM coobuleHuns (penoptepom). KoMmeHTapum B 3TOM cryyae NpeAcTaBnsioTcd B pasgerne
"KommeHTapuu otrnpasutens".

524. OueHka cTeneHu OOCTOBEPHOCTU npep,nonaraemoﬁ I'Ipl/l‘-II/IHHO-CJ'Ieﬂ,CTBeHHOVI CBA3N KaXXgoro wus
NeKapCTBEHHbIX MnpenapartoB C Kaxkoom penopTMpyeMOﬁ HexenaTenbHON peaKumePl npeacrtaBndaeTcqa B coobuieHun B
CprKTypI/IpOBaHHOI7I (bopme. CoobLeHne MOXeT BKNOYaTb OUeHKy, caenaHHyr pa3HbiIMU UCTOYHUKaMU (ﬂepBW—IHbIM



penopTepom, Aepxarternem perncTpauuoHHOro YAOCTOBEPEHUS, YMNOMHOMOYEHHbIM OpraHoM) C WUCMOMb30BaHWEM
pasnMyHbIX METOOOB OLIEeHKU MPUYUHHO-CNEACTBEHHOW B3aMMocBaA3WM. B dopmaTe anekTpoHHbIX AaHHbiX E2B(R3)
nHpopmaunss 06 OLeHKe NPUYMHHO-CNEACTBEHHON CBA3W OTpaxaeTca B pasgene "llekapcTBeHHbIM npenapaTt -
HexenaTenbHas peakuuns (asneHve)".

Pe3y11bTaTbl adHaNnU30B U MHCTPYMEHTalNbHbIX nccnegoBaHum

525. B onucaHun HexenatenbHOW peakuuu cregyeT uKcupoBaTb pesynbTaTbl aHanu3oB M npoueayp,
BbIMOMHEHHbIX C LeNblo AUarHOCTUKM U MOATBEPXKAEHNS peakunn (HexenaTenbHOro siBfeHunst) (Bkrovas aHanmasbl,
NMPOBEAEHHbIE AN WUCCNefoBaHWst MPUYMHBI, HE CBS3aHHOW C  JeKapCTBEHHbIM MpenapaTtoM (Hanpumep,
cepornorvyeckme aHanmsbl Ha MHMEKUMOHHbIA renatuT Mpu NOJO3PEHUN Ha renaTwuT, Bbi3BaHHbLIN NEeKapCTBEHHbIM
npenapaTtom)). Cneagyer coobwate O MOMOXUTENbHbIX W OTpUUATenbHbIX pe3ynbTatax aHanu3oB WU
WHCTPYMEHTarnbHbIX UCCIeL0BaHUN.

526. NHdpopmauus o pesynbTaTax aHanM3oB U MHCTPYMEHTanbHbIX UCCrefoBaHMA AOMKHaA ObiTb NpeAcTaBrneHa
B COOOLLEHMN B CTPYKTYPMPOBAHHOM BuOE B COOTBETCTBMM C AeWCTBylOWEen Bepcuen TepmuHonormn MedDRA B
pasgene "PesynbTaTbl TECTOB M npoueayp, MOMYYEHHbIX MPU UCCMefoBaHUM nauveHTa" dopmaTta 3MeKTPOHHbIX
OaHHbiXx E2B wvHOMBMayanbHOro coobLlieHnsi O HexenaTenbHOW peakumym C yKasaHMeM BWOOB WCCNefoBaHWN,
NonyYeHHbIX pe3ynbTaToB, MHTEPBANa HoOpMasibHbIX 3HAa4YEHMIN MO TECTUPYEMbIM NokasaTtensam (ecnv 3To NPUMEHUMO)
N KOMMEHTapusi pernopTtepa OTHOCUTENbHO MOMYyYEHHbIX pe3ynbTaTtoB. B crnyyae HEBO3MOXHOCTW NpeacTaBrieHus
WHopMaunm B CTPYKTYPUPOBAHHOM BUAE AaHHble MOryT ObITb MpeAcTaBneHbl B TEKCTOBOM BMAE B YacTu pasgena
"PesynbTaTthl TECTOB 1 Npouenyp", npeaHasHayeHHoW Ans BHeECEHUSA CBOOOAHOro TekcTa.

dononHutenbHble AOKYMEHTbI N MH(*)OpMaLIVIﬂ

527. KnioyeBas vHgopmMaumsa n3 gONoNHUTENbHBIX JOKYMEHTOB, NpeAcTaBnsieMblX B MOATBEPXKAEHNE OaHHbIX B
COODLLEHUN O HexXenaTernbHON peakuuu, AOMKHa ObiTb BKIOYEHA B COOTBETCTBYHOLUME pasferibl MHANBUMOYAIbHOMO
cooOWeHna o HexenatenbHon peakumn. B pasgene "[ononHuTenbHble AOCTYMHblE OOKYMeEHThI" dopmaTa
9MNEKTPOHHbIX AaHHbix E2B wHAMBMOyanbHOro COOOLUEHUSS O HexernaTenbHOW peakuun [JaeTcs yKasaHue o
NPUMOXEHUM K COODLLEHUIO AOMOMHUTENBbHBLIX AOKYMEHTOB WNWU MHOpMauuM C BKIOYEHWEM HEMNOCPEeACTBEHHO
OOKYMEHTOB B HanpasnsieMoe cooblieHve B nogpasgene "lMNpunaraemble JOKYMEHTHI".

B cniyyae ecnuv oTnpasuTenemM HanpasnslOTCA AONOMHUTENbHbIE OOKYMEHTHI UKW MHAOpMauus, B nogpasgene
"[JoKyMeHTbI, HaxoAslmecs B pacnopskeHuu oTnpasButTens” MNpuMBOOUTCA oOnucaHue BuAa [AaHHbIX [OKYMEHTOB
(Hanpumep, QOaHHbIX MEOWMLUMHCKOW [OOKyMeHTauuu, 3akfyveHve Mo pesynbrtaTam  BekpbiTusl). O6paboTka
npeacTaBneHHbIX JOMONMHUTENbHBLIX JOKYMEHTOB M MHAOPMaLMM JOIMKHA BbIMOMHATLCA C YY4ETOM AENCTBYIOWEro Ha
TeppuUTOpMM rocyaapcTBa-yrieHa 3akoHogaTenbcTea B 061acTu 3almTbl NepcoHanbHbIX aHHbIX.

20. Nocnepytowan nHcdopmaums

528. C yueToM npencraBreHns UHOMBUAYANbHOrO COOBLIEHNS O HeXenaTenbHON peakumm Ha pasHbiX dTanax
pasnuyHbIM MOny4YaTensM CTaTyC Takoro COObLLEHMNS OTHOCUTENbHO NEPBMYHOIO UNKN NOCMNEAYIOLWEro NnpeacTaBrneHus
onpegenseTca Ha ypoBHe nonyyaTtens. C 3TOM Uenblo UCNONb3YITCA AaHHble O AdaTe MnofyyeHust cooblueHus,
YHUKANbHOM UOEHTUMUKALMOHHOM HOMEpe WHOUBMAYAINbHOrO COOOLLEHMS U HOMEpe, NMPUCBOEHHOM MOny4YyaTenem.
Hannume TouHbIX faT nonyyeHms coobleHuns sensetTca obasaTenbHbIM ANA onpeaerneHns ctaTyca coobLueHms.

C uenbto obecneyeHns Hagnexallero KOHTpons obHOBNEHMS MHpopMaLUM U cTaTyca COODLLEHUS YHUKATTbHbIN
NMOEHTUMKALMOHHBIN HOMEP MHAMBUOYANbHOIO COOOLLEHMA O HeXenaTenbHOW peakuun 1 aata nepBoro nosyvyeHus
OAHHOTO COOOLLEHUSA [OIMKHbI COXPAHATBCS HEU3MEHHBbIMW Ha YPOBHE YMOMHOMOYEHHbIX OpPraHoB WM gepXaTenewn
perncTpaumoHHbIX YOOCTOBEPEHUIN C OTpaxkeHuem B pasgenax "MexayHapoaHbIn YHUKanbHbIN NOeHTUMOUKALNOHHBIN
Homep" u "[Oata nepBoOro nonyvyeHns coobuweHns" dopMaTa 9SMNEeKTPOHHbIX QAdaHHbIXx E2B cooTBETCTBEHHO.
VOoeHTUMUKaUMOoHHBLIM -~ HOMEp, NpucBavMBaeMbli  OTNpaBuTenieM, BKOYaeTca B pasgen  "YHuKanbHbIN
NOEHTUMKALNOHHBI HOMEpP OTMNpaBMTENSA COOBLLEHUsT O HexenaTenbHoW peakuuun”. Mpu nonyyeHnn nocnepyroLwen
WHopMaumm Jgepxatenem perncTpaumoHHOrO YLOOCTOBEPEHUS WU YNONMHOMOYEHHBIM OpPraHoM Kaxabld pas
BbINOMHSAETCS OOHOBMEHWE TOYHOM AaTbl MOMyYeHUs MnocnegHer MHopMauMM O COOBLLEHMM O HexenaTerbHON
peakuuMM BHe 3aBUCUMOCTU OT 3HAYMMOCTW [aHHOW WHdopmauun B pasgene "OaTta nonyyvyeHus nocregHen
nHdpopmMaLmMm 0 CoobLLEHNN O HexenaTenbHOW peakuun” dopmMaTa SMekTPOHHbIX AaHHbIX E2B nHamBMAayanbHOro
coobLLeHNss 0 HexenaTenbHoW peakuun. HoBas nocnegywowas MHGOpMaUnUst B YacTU KpaTKOrO OMMCaHUs cry4vas
OOImKHa BKNtoyaTbes B coobueHne B pasgen "KpaTkoe onvcaHue cnydas, KINMHUYECKOe onucaHue, TepaneBTUYeCKMe



Mepbl, UCXO4 W AONOMHUTENbHas MHGOpMauusa o cnydae" cdopmMarta 3NEeKTPOHHbIX AaHHbIX E2B ¢ BO3MOXHOCTbIO
noeHTnmkauum o6HOBNEHHOW YacTu AaHHbIX WU, KOoraa 9TO NpMMeHMMO, BbiTb NpeacTaBneHa B CTPYKTYPUPOBAHHOM

dopme.
BaxHas nocnepyrowan nHdopmauma

529. OtnpaBuTenb coobLLEHNST O HEXenaTeNbHOW peakumm OIPKEH HanpaBuTb NOCeayoLyo MHopMaLmo no
HexernaTenbHOW peakuun He3aMeanuTernbHO, ecny NnofyvyeHa HoBas BaXHas meauumHckast uHdopmaums. MNog Takown
NHGOPMaLMEN MOHNMAKOTCA B TOM YMCIE HOBblE MOAO3PEBAEMbIE HeXenaTernbHble peakunv, N3MEHEHUSI B OLIEHKe
MPUYMHHO-CNEACTBEHHON CBA3W M mnobad HoBas wHoOpMauus (OaHHble) 006 W3MEeHEeHUM MepBOHaYanbHON
(MpepwecTByoWwen) nHdopmaumMm o cnydae, ecnm OHU BIUSAIOT Ha MEOMUMHCKYI WHTEpnpeTauntio HexenaTenbHown
peakumm. OTHECEHUE HOBbIX AaHHbIX O HeXenaTtenbHOW peakLuu K BaXXHOW HOBOW MHGOPMAaLUN OCHOBLIBAETCHA Ha
MEeMLIMHCKON OLEHKEe COOTBETCTBMS BbilLeyKa3aHHbIM KPUTEPUSIM.

530. CnepyeT yuuTbiBaTh Kak 3HauuTeNlbHble M3MEHEHUs MHpOpMaUMKM O HexenaTernbHbIX peakuusx nobble
cUTyaumu, nNpv KOTOPbIX MO OTAENbHLIM CMy4asiM HeXenaTerbHbIX peakuuid NpoMCXOOWUT MOHMXKEHWE KpUTepues
CEepbe3HOCTU COrMacHo ONpeaeneHntio Cepbe3HON HexenaTenbHOoN peakuum 1 (UNu) oLeHKU NPUIMHHO-CIEACTBEHHOM
CBA3M (Hanpumep, nocneayLas nHopmMaums NPUBOAUT K MUBMEHEHMUIO OLEHKN KPUTEPUEB CEPLE3HOCTU C CEPLE3HON
HexenaTenbHOW peakuuM Ha HecepbesHylo HeXenaTerbHyl peakumio WM OLEeHKa MPUYMHHO-CNeACTBEHHOW CBA3M
M3MEHSIETCS C MMEIOLLEN KaKoW-NMBo ypoBEHb BEPOSITHOCTM HANMUUMNA B3aMMOCBSI3N HA COMHUTEINbHYO B3aMOCBS3b),
1 coobLiatb O TakmMx Cryyasix cornacHo TpeboBaHMAM K CPOYHOMY MpeACTaBNEeHNIO MHOPMaLIMU O HexenaTenbHbIX
peakuusix.

531. lpeacTtaBneHve HOBOW BepcUW WHAWBMAYANbHOTO COOOLLUEHMSI O HeXenaTenbHOW peakuun MOXET
notpeboBaTbCs NpY MNOMYy4YEHUN aAMUHUCTPATUBHON MHpOPMaLMK O crydae, KoTopasi MOXET MOBMUATbL Ha Npoueaypy
yrnpaeneHusa cnyyaem. Hanpumep, nonydeHve AaHHbIX O NapaMeTpax MAEHTUMUKALMM COOBLLEHNA MPU BbINONTHEHUN
npoueaypbl KOHTPOMsS AyOnupyroLWmnx coobLLEHWIA NOANEXUT OTpaKeHUo B pasgene "VIHble ngeHTudukaTopbl crny4as
npu npeawecTByOWEN nNepefdade AaHHbIX". B cnyyae ecnv oTnpaBuTENeM MNPeACTaBMSOTCS AOMOSHUTENbHbIE
OOKYMEHTbl AN NoATBEPXKOEHUS W3MEHEHUS paHee BbINOSIHEHHOW MEOULMHCKON OLUEHKW, HOBbIE [OKYMEHThI
BKNIOYaOTCA B pasgen "[ononHuTenbHble AOCTYMHble [OOKYMeHTh" dopmata 3neKkTpPoHHbIX AaHHbix E2B
WMHOUBMAYANbHOIo COOOLLEHNA O HEXenaTenbHOW peakuumn.

Mocnepylowan Hopmauus, He oTBeYaloLas KPUTEPUAM BaKHOM
nocneayowein nHdopmaumm

532. B cnyyae ecnu nocrieayowas nHOopMauma BHOCUT HE3HAUYUTErNbHblE U3MEHEHUS B MepBOHaYaribHble
OaHHbIE N OLEHKY HeXenaTernbHOW peakuuu, OHa He NoANEeXWUT HesameanuTenbHOMY npeacTasneHnio. VismeHeHus
OTAEeNbHbIX XPOHOMOrMYECKMX AaT B NpoLecce ONUCaHUS M OLIEHKN HexenaTernbHoW peakuun 6e3 BNNSHNUA Ha OLEHKY
nmbo nepegadvy cny4vas, UCNpaBieHUst oneyaTok B NpeaplayLlert Bepcuu criydas unv ncnpasneHne tunorpadmyeckmnx
ownbok B NpeAcTaBieHHOM paHee COObLLEeHNN pacCcMaTpmBalOTCA Kak He3HaunTenbHble usMeHeHus. CrniegyeT TeM He
MeHee NonyyYnTb MeAULMHCKOE SKCMEePTHOE MHEHMEe OTHOCUTENbHO 3HAYMMOCTU nocneayoLlen nHpopmaumm, Tak Kak
dopmarnbHas oueHka SIBNAETCA HeaoCTaTO4YHOW (Hanpumep, U3MeHeHue B COOOLLEeHNM O HexemnaTenbHOW peakumun
AaTbl POXAESHWUS NauneHTa npeacraBnseT cobon CyleCcTBEHHOE N3MEHEHVEe UHopMaLnM 0 Bo3pacTe nauneHTa, ecnum
NpUBOAMT K NepeHocy UHgopMaunn o HexenartenbsHOM AeACTBMM NEeKapCTBEHHOro npenapara Ha MHYI0 BO3PacTHYIO
rpynny nauveHtoB). BHeceHne nameHeHun B 4actu ucnonbdyemoro TepmmHa MedDRA B c¢BsA3u c¢ oBGHOBReHvem
BEPCUN TEPMUHONOIMYECKOro KnaccudumkaTtopa Takke MOXEeT OLEHUMBATLCA KaK He OTHOCALLEECA K BaXHbIM
N3MEHEHNAM, eCniu JaHHOE N3MEHEHWE He BNUSET Ha MEAULMHCKYIO OLEHKY Cryyas HexenaTernbHOW peakuuu.

21. MopsAaoK BHECEHUSI U3MEHEeHUN B MHAMBUAYalNbHbIEe COO0OLWeHUns
O HexernaTenbHOW peakuum

533. O6wwun nopsigoK BHECEHUS M3MEHEHUN B MPeACTaBleHHOe B YMOSTHOMOYEHHbIN OpraH MHAMBUOyarnbHOe
coolOLeHne O HexenaTenbHOW peakuumn onpepensietcss nyHktom 450 Hactoswmx [NpaBun. BHeceHne M3MeHeHun
BbIMOMHAETCS B Clydae BHECEHWs KOPPEKTMPOBKM B paHee MpeacTaBneHHoe coobweHre Mo pesynbtaTam
BbINONHEHHOW BHYTPEHHEN WNU SKCMEepPTHOW OLEHKW, KOTopasi He OCHOBaHa Ha NonyyYyeHWn HOBOW MHdopmauuw,
Tpebytowen npegcraBneHUs nocrnenyrolero coobleHns o HexernaTenbHoW peakumun. B cnydyae ecnm BHOCMMOe
M3MEHEHNE BNUSET Ha MEAWLUMHCKYI0 OLEHKY Cryyas, MHOUBMAyarnbHOe COODLUeHMEe O HexenaTerbHOM peakuuu
OOIMKHO ObITb NPeACTaBieHO MOBTOPHO C BKMOYEHMEM MHGOpPMauUM O BHOCMMOM WM3MEHEHWMM B YacTu OMUcCaHus
cnyyas. Hanpumep, nsmeHeHue TepmuHonorudeckoro koga MedDRA B cBs3u ¢ nepecMOTPOM paHee BbINONHEHHOMN



MEOMLMHCKON WHTeprnpeTaumMm crydyas HexenatenbHOW peakuMnm MOXET pacCMaTpuBaTbCs KaK CyLECTBEHHOe
n3MeHeHne u TpebyeT MOBTOPHOrO NpPeAcTaBneHus WHAMBUAYaNbHOrO COOBLLEHUS O HexernaTenbHOW peakuun B
dopmaTe BHECEHUS M3MEHEHUN (MpuMepbl UHOpMauMK, OTBEYalLen M He OTBevalollerd KPUTEPUSIM BadKHON
nNpMBOAATCA B NyHKTax 529 - 532 HacTosawmx MNpasun).

lMpn BHECEHUN W3MEHEHUA B WHAMBMAYyanbHOe COOOLLEHMEe O HexenaTenbHOW peakunm WHpopMaums B
pasgenax "MexayHapoadHbIA YHUKaNbHbIN MOEHTUUKAUMOHHBLIN HoMep", "[laTa nepBOro nonydeHusi CoooLWEeHnss oT
NnepBoUCTOYHMKA", "YHUKaNbHbLIA NOEHTUHOMKALNOHHBLIN HOMEpP OTMPaBUTENS COOOLLEHNS O HEXenaTenbHOM peakummn”,
"NaTta nonyyeHusa nocnegHen nHopmauumn o cooblieHun o HexenaTtenbHon peakuun”, "OpraHnsaums otnpasutens”
coxpaHsieTca 6e3 uameHeHwn, B pasgene "AHHYNMpOBaHWE COOOLLEHUA WNM BHECEHME U3MeHeHURn" BbibupaeTtcs
BapuaHT BHECEHUSA U3MEHEHWI B paHee NpeAcTaBneHHoe MHAMBUAYyanbHOe CO0bLeHNe 0 HexenaTenbHOW peakumm ¢
yKasaHWeM COOTBETCTBYIOLLMX OCHOBaHUN B pa3gene "OCcHoBaHUA AN aHHYNUPOBaHUS NN BHECEHWS U3MEHEHNIA".

534. [JononHuTenbHble OOKYMEHTbl, MpeAcTaBnsieMble MO 3anpocy YMNOMHOMOYEHHOro OpraHa, Takue Kak
nepeBoa MHANBMAYANbHOro COOOLLEHUsI O HexXenaTenbHON peakumn Ha PycCKuUi A3blK, MoATBEPXAaoLwmMe AOKYMEHTbI
no Takomy coobLLeHMI0 unu nybnukaumm, Ha KoTopble AernaeTcs CCbifika B cOOOLeHnn, npeacTaBnsiTcs B hopme
N3MEHEHNS MepBUYHOro COOBLLEHNA C BKIOYEHNEeM AOKYMEHTOB B pasgene "lpunaraemble OOKyMeHTbI" dhopmarta
3MNEKTPOHHbIX AaHHbIX E2B nHansuayansHOro coobLleHns 0 HexenaTenbHON peakunm.

22. Mopsaaok aHHYNMPOBaHUSA MHAUBUAYaNbHOro COO6LEeHUs
O HexXenaTeribHOW peakuum

535. Tlpouenypa aHHYNMPOBaHUSA WHOMBUOYANbHOIO COOOLLEHUA O HexenaTenbHOW peakuuu [OOIHKHa
MCMoNb30BaThCA AN 0603HAYEHUs HeeNCTBUTENBHOCTM paHee NpeacTaBneHHOro coobLLUeHNs, Hanpumep B criyyae
NpU3HaHWA BCEro cry4yast OLLMOOYHbLIM UMW B Criyvae BbIABMEHUs OyOnupyoLwmnx cooBLLEHNIA.

536. AHHyNMpoBaHWe paHee npeacTaBreHHbIX WHAMBMAYarbHbIX COOOLLEHWA O HexXenaTenbHbIX peakuusx
BbINOMHAETCS C COGMogeHNEM CneayoLwmnx NPUHLMMNOB:

a) OCHOBaHMSl ONA aHHYNMPOBAaHWSA OOMKHbI TOYHO M OAHO3HAYHO codepXkaTb MPUUMHY, MO KOTOPOWN paHee
NnpeacTaBrieHHOEe WHAMBUAOYanbHOe COOGLLEHME O HexenaTemnbHOW peakuuM He cuuTaeTcsl AeiCTBUTENbHbIM.
Hanpumep, ocHoBaHUsi ANs aHHYNUPoBaHUsi, cpOpMynUpoBaHHbIe Kak "cooblleHne Gonee He OTBeYaeT KPUTEpPUSIM
penopTupoBaHus" unu "cooblleHne GbiNo NpeacTaBneHo Mo ownbke", He ABNSATCA AOCTaTOYHbIMU 060CHOBaHMSIMM
ANs BbINOSIHEHUS NpoLeAypbl aHHYIMPOBaHUS;

0) nHamBKayanbHOe COOBLLEeHNE O HeXenaTenbHON peakuumn MOXeT ObiTb aHHYNMPOBAHO TOSbKO OpraHun3aumen,
nepBoHa4anbHO NpeAcTaBMBLLEN AaHHOe COOBLLeHNe;

B) B Cllydae aHHynupoBaHuA wuHOMBUAYyallbHOE coobleHne O HexenaTtesnbHON peakunn He noanexuT
nocnegywwiemMmy BOCCTaHOBJIEHNIO KaK DEeNCTBUTENBHOE;

F) oTAenbHble nocneaywouine coobLeHus K nepBoHa4YanbHO npeactaBlieHHOMY MHOMBUAOYaAllbHOMY coobuieHuo
0 HexenaTtenbHOM peakunn He noanexatr aHHYNMPOBaHUIO. Tonbko nonHoe nHamemgyarnbHoe coobueHne o
HexxenaTenbHom peakynn, K KOTopomy Obinn C(bOpMVIpOBaHbI nocneayrwouime coobLEeHns MoXeT ObITb adHHYITNPOBaHO;

[4) aHHynupoBaHHble WHAMBUAOYyaNbHble COOOLWEHNs O HexenaTenbHOW peakuuy B NOCMeaylwem He
BKINMO4YakoTCA B BbIMOJIHAEMYIKO HAYy4YHYIO OUEeHKY [OaHHbIX O 6e3OI'IaCHOCTI/I, MOCKOJIbKY He CcYUTalTCA
aencteutenbHbiMU. OgHaKO Takme COOOLEeHWs Mpu 3TOM CriedyeT CoxpaHuTb B 6asle AaHHbIX hapmakoHagsopa
OTMNpaBuTEeNs 1 Nnony4aTtens ans uenen nocrnegyowero ayguTta.

537. Mpwn BbINONHEHUN NPOLIEAYPbl aHHYNMPOBAHUS UHAMBUAYANBHOIO COOOLLEHMSA O HEXenaTenbHON peakumm
UHpopmaums B pasgenax "MexayHapoaHbIN YHUKanNbHbIA MAEHTUMUKAUNOHHLIN HoMep", "[aTa nepBoro nony4yeHus
cooOLWEeHNa OT nepBOUCTOYHMKA", "YHUKaNbHbIN WMAEHTUMUKALMOHHBLIN HOMep oTnpaBuTenss cooblleHns o
HexenaTenebHoW peakuun", "[aTta nonydeHus nocregHer MHdopmaunm o CooBLLEHMN O HeXenaTenbHOW peakuun”,
"OpraHusauus otnpaBuTensa" coxpaHaeTcs 6e3 nsameHeHwu, B pasgene "AHHyNMpoBaHue COOBLLEHUS UM BHeceHne
n3meHeHn" BbIOMpPaAeTCs BapuaHT aHHYNMPOBaHUS paHee MpPeACTaBMEHHON0 WHAUBMAYaANbHOro CcoobLieHus o
HeXxenaTenbHOW peakuun C ykasaHMeM COOTBETCTBYIOLLMX OCHOBaHWW B pa3gene "OcHoBaHWs AN aHHYNIMPOBaHUSA
NN BHECEHUS M3MeHeHun". B cnyyae HeoOXoOMMOCTM MOCHeaytoLllero npeactaBneHns paHee aHHYNMPOBaHHOMO
WHONBMAYANbHOIO COOOLLEHUS O HEXenaTenbHON peakLmm, COOOLLEHMIO NPUCBaANBAOTCS HOBbIE MAEHTUUKALMOHHbIE
Homepa B pasgenax “"MexayHapoOHbIM  YHUKaNbHbIN - UOEHTUMUKALMOHHLIN  HOMep" U "YHUKanbHbIN



NOeHTUMKALMOHHBLIA HOMEP OTNPaBUTENSA COOBLLIEHNS O HeXenaTenbHOW peakunn”.
23. 3akoHOoAaTeNbCTBO B 06NacTu 3almUThbl NePCOHaNbHbIX JaHHbIX

538. lNpn BbINONHeHWM 0BsiI3aHHOCTEN MO (bapMakoHaa3opy B 4YacTM paboTbl C AaHHbIMM COOOLEeHURn o
HexenaTenbHbIX peakuusx, BKMovawwen obpaboTKky nepcoHanbHbIX AaHHbIX MaUWEHTOB WM NEPBOUCTOYMHUMKOB
COODLLEHUA O HexemnaTenbHbIX peakuusx, OOMMKHO ObiTb obecneyeHO BbINOMHEHWE TpeboBaHWMM 3akoHOAATENbCTBA
rocygapCTB-4YNieHOB B 00MacTh 3aWwmThl NMYHBIX AaHHbIX. B criyyae ecnu 3akoHogaTtenbCTBOM rocydapcTBa-yreHa He
JonyckaeTcsl nepefgada MepcoHanbHbIX AaHHblX B 0ady [aHHbIX O HeXenaTeNbHbIX peakumsax AepaTensmu
pPerucTpauMoHHbIX YOOCTOBEPEHWA WU  YNOfMIHOMOYEHHBIMM  OpraHamu rocydapcTB-4YfieHoB, Mpu obpaboTke
nepcoHanbHbIX AaHHbIX OOMKHO OblTb obecrnevyeHO NpUMEHEHWe KOAMPOBaHUs (06e3nMuMBaHuWsl) C U3MEHEHWEM
NNYHBIX OaHHbBIX HA NCEBAOHMMbI UMW KOA4bl B COOTBETCTBUM C yKasdaHusMM B obractu perynupoBaHus obpalieHus
LUUPOBLIX NEPCOHanNbHbIX AaHHbIX B 34paBOOXpaHeHun. B kauecTBe anbTepHaTUBBI C LeMbH0 3aluThl NEPCOHanbHbIX
OaHHbIX Npy 0bMeHe CoOoBLLEHUAMN O HeXenaTernbHbIX peakunsax B popmaTe 3NEKTPOHHbIX AaHHbIX E2B MoxeT 6biTb
ncnonb3oBaHa cneuuanbHas cuctema MackupoBaHus dadHbix (null Flavours), ¢ nomowblo KOTOpoM B LeEnsx
obecneyeHnss 6e3onacHOCTY NepcoHarnbHble AaHHble CTAHOBATCA HEAOCTYMHbIMU ANS Mony4vaTens, HO npu 3TOM He
PUKCUPYIOTCS Kak OTCYTCTBYIOLLAA UHhOpMaLUS.

539. lMpumeHeHne MeTOAOB 3alUMTbl MEePCOHaNbHbIX AAHHbIX AOMMKHO OblTb OpraHWM3oBaHO AepXaTensamu
PerncTpaumMoHHbIX yAOCTOBEPEHWA WM YNOMHOMOYEHHBIMW OpraHamu Takum obpas3om, 4ToObl He co3gaBanucb
npensaTcTena Ans apMeKTUBHOIO N CBOEBPEMEHHOrO 0BMeHa 1 oueHKM AaHHbIX 0 6e3onacHocTn. C y4eTOM BbICOKOro
YPOBHS 3HAYUMMOCTU TakmMx NepcoHanbHbIX AaHHbIX, Kak BO3pacT unun Bo3pacTHas rpynna nauneHToB v non, Tpebyetcs
COXpaHeHue AaHHOW YacTW MUYHBIX aHHbIX B BUANMOM U He MOANEexalleM peJakTupoBaHuio hopmarTe.

24. Bbi6op A3blka Npy NpeacTaBreHUn UHAMBUAYanNbHbIX COOGLLEHUIA
0 HeXxenaTenbHbIX peakumsx

540. MpeacTtaBneHve MHAMBUAYanNbHBIX COOBLLEHMI O HEXenaTenbHbIX peakuusx B cucteme chapmMakoHaasopa
OCHOBaHO Ha nepefaye UHOPMaLMKN B CTPYKTYPMPOBaHHOM M KOAMPOBaHHOM 3/1eKTPOHHOM dhopMaTe, YTO No3BosisieT
BbINOMHATE 06paboTky, 0006LieHMEe [aHHbIX W BbiSIBNIEHWE CUrHanoB. BbiMoniHeHME HayyHOW OLEeHKM Cryvyaes
HexenaTerbHbIX peakuuii U OLUeHKW curHana TpebyeT HanmMuus B COOOLLEHUSIX KPaTKOro MEAMLIMHCKOro OnuMcaHusi
cryyaes HexenaTenbHbIX peakLmit.

541. B cnyyae npeAcTaBrneHns gepxaTensMu perncTpaunoHHbIX YA0CTOBEPEHUIA MHAMBMOYaNbHbIX COOBLLEHM
0 HexenaTernbHbIX peakuusax nepBoHavanbHoe onucaHue HexenaTenbHOW peakuuy NepBOUCTOMHUMKOM COOBLLEHUs 1
KpaTkoe onucaHue HexenaTenbHOoW peakuum npeacTaBnaoTcs:

a) Ha pycckoMm s3blke (MO0 C BKIIOYEHMEM MepeBofda Ha PYCCKUMA 5A3blK) MPU BbISBNEHUN HexenaTenbHOM
peakuumn Ha TeppUTOpPUN rocyaapcTB-4YeHOB;

6) Ha aHrNIMIACKOM A3blke Nnpwu BbIABITIEHNN HexenaTenbHown peakumn Ha Tepputopun opyrux rocyaapcrts.

542. Mpn dopmMMpoBaHMM MHOMBUAOYANBHOIO COOOLLEHUS O HeXenaTenbHOW peakuun B pasgene "Peakuus
(sBNeHve) B COOTBETCTBUM C ONMCaAHMEM MEPBOUCTOYHMKA COOOLLEHWs Ha rocyaapCTBEHHOM A3blke" COXpaHseTcs
nepeBoHavarnbHbIi TEKCT C OMMCaHMEM MOA03PEBAEMON HexeraTeribHOW peakuun nepBOUCTOYHUKOM, B pasfene
"Peakunsi (sBneHme) B COOTBETCTBMM C OMUCaAHWEM NEPBOMCTOYHMKA COOOLLUEHUSA C nepeBoaoM" MpeacTaBnseTcs
nepeso MepBOHayarbHOro TEeKCTa C OMMCaHWeEM MNoJo3peBaeMOr HeXenaTenbHOW peakuun NepBOUCTOYHUKOM Ha
PYCCKMIA A3bIK B Crny4asx npegycMoTpeHHbIX nyHkToMm 541 Hactoswwux [Mpasun. B vactn pasgena dopmarta
3NEKTPOHHbIX AaHHbIX E2B "KpaTkoe onucaHue, BKoYasi KNMHUYECKOE OnMucaHue criyyasi, TepaneBTUYeckue Mepbl,
ncxog W JononHWUTenbHas WHGopMaums O cnyyae" npeacTtaBnseTcs  KpaTkoe onucaHue nofdo3peBaemon
HexenaTenbHOW peakuny Ha PYCCKOM MIU aHINMMCKOM S3blkaX B COOTBETCTBUM C NyHKkTamm 540 n 541 HacToswmx
Mpasun.

543. Mpu npegocTaBneHnn oTnpaBuTeNemM OQHOBPEMEHHO C MHOMBUAYANbHBIM COOOLLEHNEM O HEXenaTernbHON
peakumn AOMONHUTENbHbBIX JOKYMEHTOB Ha N0OOM rocygapCTBEHHOM SA3bIKE rOCyAapcTBa-ysieHa, NepeBos Ha PyCCKui
A3bIK MpeAcTaBnseTca AepxaTereM perucTpauMoHHOro YAOCTOBEPEeHWss B Ccryyae 3anpoca CO  CTOPOHbI
YrNONMHOMOYEHHOro opraHa rocyfapcTraa-yreHa.

25. Ocobble cutyaumm



MpumeHeHNe NekapCcTBEeHHbIX NpenapaToB B Nnepuoabl 6epeMeHHOCTH
M KOPMINEHUSA rpyAbIo

544. lpn opraHuszaumm paboTbl C COOBLIEHUSMU O MPUMEHEHMM FNEKapCTBEHHbLIX MpenapaTtoB B MNepuoa
GepeMeHHOCTY 1 KOpMIeHUs rpyabto TpebyeTcs cobnogaTe NonoxeHnst NyHKToB 431 - 437 HacToswwmx lNMpaswn.

545. MNpu noaroToBke MHAMBUAYAlBHbLIX COOBLLEHNA O HeXenaTenbHbIX peakuusax, pa3BuUBLLMXCHA B pesyrnbrate
NpUMEHEHNA NeKkapCTBEHHbIX NpenapaTtoB B nepunoabl 6epeMeHHOCTM Unn KOpMMeHUs rpyabto, cnegyeTt obecneyunTs
BbINONIHEHNE MONOXEHUN NYHKTOB 546 - 549 HacToAwmx [Mpaswun.

Pa3sBuTue nofo3peBaeMoil HexxenaTeNibHOW peakuuu y pebeHka
(nnopa), 3a UCKIOYEeHMEM Clly4aeB CaMONpPoOu3BOJIbHOro abopTa
Ha paHHUX cpokax 6epeMeHHOCTU unu rméenu nnoaa

546. B cnyyae pa3sutus y nnoga unu pebeHka, NOOBEPTLUMXCA BO3OEWCTBUIO OAHOIMO UMM HECKOMNBbKMX
neKkapcTBEHHbIX NpenapaToB B pesynbTaTe WX MPUMEHEHUS poaMTEneM, OAHOW WM HECKOMNbKMX MNOA03peBaeMblX
HexenaTernbHbIX Peakuui, 3a UCKIIOYEHNEM Cly4aeB CaMonpou3BorbHOro abopTta Ha paHHUX cpokax 6epeMeHHOCTM
WM BHYTPUYTpOGHOM rnbenu nnopa, B OOHOM WHAMBMAyaArbHOM COOOLEHUM [ormkHa ObiTb npeacTaBneHa
nHcpopMaumst o poguTene u o pebeHke (nnoae). B gaHHom cnydae cooblueHne sBnsieTcs cooblieHMeM o poguTene -
pebeHke (nnoge). B pasgene gaHHbIX O naumeHTe "XapakTepucTvka nauuweHTa" npeactaBnsaeTcs MHdopmaums o
pebeHke (nnoae).

[daHHble 0 maTepu unu oTue, KOTopble SABUNNUCL UCTOYHMKOM BO3OENCTBUSA MOAO3PEBaEMOro rnekapcTBEHHOro
npenapaTa Ha pebeHka (nnopa), 4OMmKHbI OblTb NPeAcTaBneHbl B CTPYKTYpUpoBaHHOM bopme B pasgene "MHdopmaums
0 poguTene Ons crnyyvaeB coobuieHui o poauTtene u pebeHke (nnoge)" dopmaTta SNEeKTPOHHbBIM AaHHbIXx E2B. B
cnyyae ecnu oba poauTens SABWMMCb MCTOYHUKOM BO3OEWCTBUS Ha pebeHka (nnog), B CTPYKTYpPUPOBaHHOM Buae
npencraesnsieTca nHdopmaumsa no matepu; MHpopmaumsi o6 oTue NpeacTaBnsaeTcsa B KPAaTKOM ONMCAaHUN COBMECTHO C
MHON MHdOpMaLmen no KpaTKoOMy MeAMUUHCKOMY OnuMcaHuio cryyaio B pasgene "KpaTkoe onucaHue, Bkoyas
KNMHMYECKOe onucaHue crny4vasi, TepaneBTU4eckMe Mepbl, UICXO4 1 AOMNOMHUTENbHAs MHopmauusa o criyyae” oopmata
3MNEKTPOHHbIN AaHHbIX E2B.

Pa3BuTue nofgo3peBaeMoi HexxenaTenbHOW peakuuu y poauTtens
u pebeHka (nnoaa)

547. NMpwn pa3BuTUK NOAO3PEBAEMbIX HEXeNaTernbHbIX peakuui (3a UCKIIDYEHEM CnyvYaeB caMonpOn3BOIIbHOMO
abopTa Ha paHHWX cpokax GepeMeHHOCTU unu BHYTpUYyTpoOHom rmbenu nnopa) y poautens m pebeHka (mnoga),
noaBepriieMycs BO3AeNCTBUIO OAHOMO UMM HECKOSbKUX NeKapCTBEHHBIX NpenapaToB B pesynbTate UX NpUMeEHEeHUs
poautenem, hopmmpyloTca ABa OTAENbHbLIX COOOLLEHUSI O Pa3BUTUMN HexXenaTenbHOW peakunn y poguTtens n pebeHka
(nnoga). C uenbilo YCTAHOBMEHWS B3aMMOCBSA3M MeXAy COOOLeHWAMU Ans nocrneaylowen COBMECTHOM OLEHKU
UHAMBUAOYaANbHBIM COOBLLIEHNSAM [OSMKHbI ObiTb MPUCBOEHbI B3aUMOCBSI3aHHblE WOEHTUMUKALUOHHBIE HOMepa C
ncrnonb3oBaHMeM pasgena AaHHbiX "VaeHTUdOUKauMoHHbIM HOMepP UHAMBUAYANbHOrO COOBLEeHNs, B3anMOCBA3aHHOIO
C AaHHbIM cooblieHnem" dopmaTta 3NEeKTPOHHbIX AaHHbIX E2B uHAMBMAyanbHOro COOGLEHUA O HexenaTenbHoWw
peakuumm.

OTcyTCcTBME HEeXenaTeslbHOW peakuum y pebeHka (nnoaga)

548. B cny4ae OTCYTCTBUSI HEXemnaTenbHOW peakuun y pebeHka (nnoga), nogsepriierocs BO3g4enNCcTBMO OAHOMO
WUNN HECKONbKUX NEKapCTBEHHbIX NMPenapaToB B pe3ynbTaTe UxX NpUMEHEHWUst pogutenem, cooblieHne o poguTene -
pebeHke (nNnoge) He ABNsieTCA NPUMEHUMbIM. BHe 3aBUCMMOCTM OT pesynbTata npuema OOHOro0 MIM HECKOSbKMX
nekapCTBEHHbIX NpenapaToB poguternem opMupyeTcsa MHANBMOYanbHOEe COObLIEHNE NO POAMTENIO Kak NauUMEHTY, C
OonucaHnemM BHYTPUYTPOOHOro BO3AENCTBMS NEKAPCTBEHHOro npenaparta Ha pebeHka. B paspen "XapaktepucTuka
naumeHTa" BKMOYAKOTCA OaHHblE O MaTepu unu otue pebeHka (nnoga). HamemayanbHoe cooOLEeHne He NoanexuT
NPeACTaBfeHNIO B Cryvae, eCnu y poAauTEns B pe3yrnbTaTte NPUMEHEHUS OOHOr0 MM HECKONbKUX JeKapCTBEHHbIX
npenapaToB He pa3Buiach HexernaTenbHasi peakumsi.

CoobLeHne o caMonpousBosibLHOM abopTe Ha paHHUX CpoKax
6epeMeHHOCTH Unu BbiKMabiLle



549. Tpn nonydeHun coobLleHMs O CcaMonpou3BONbHOM abopTe Ha paHHMX cpokax 6GepemMeHHOCTU unu
Bblkuaplle opMupyeTcs nHanBMayansHoe cooblieHre 0 poauTene, Kak naumMeHTe ¢ BKMoYEeHNEM AaHHbIX O Matepu
B pasgen "Xapaktepuctuka nauueHTa". B cnyyae npuema nogo3peBaemMoro nekapcTBEHHOro npenapata OTLOM
COOTBETCTBYIOLLMIA NEMEHT CTPYKTYPUPOBAHHbIX AaHHbIX BbiOMpaeTcsa Ans BKNOYeHNsa B hopmupyemoe coobLieHue B
pasgene "[JononHutenbHas uHOPMaLMA O NeKapCTBEHHOM npenaparte" ¢opmarta 9neKTPOHHbIX AaHHbIXx E2B
WHAMBUAOYANbHOrO COOBLLEHNS O HEXenaTenbHON peakunm.

Coo6LeHusi 0 HeXXenaTenbHbIX peakuusax, onyonmMKkoBaHHbIe B HAy4YHOM
MeguLMHCKOM nuTepaTtype

550. MNpu GopmupoBaHMM MHAMBUAYANIbHOMO COOOLLEHUS O HexenaTerbHOW peakumu, onybrMKOBaHHOIO B
Hay4YHOM MeANLIMHCKOMW nuTepaTtype, K NpeacTaBneHnio B 3NeKTPOHHOM Buae, criefyeT yunTbiBaTh psa TpeboBaHuii:

a) pasgen popmarta 3NeKTPOHHbIX AaHHbIX E2B "McTouHnk nutepaTypbl” AOMKEH ObITh 3aNOSfIHEH C BKITHOYEHUEM
yKkasaHus uUmMpoBOro (OMCKPETHOro) uaeHtTudmkaTopa obbekta Ana nybnuvkaumm B HaydHOW MeOMUMHCKON
nuTepartype, KoTopas sBMIiacb MCTOYHUKOM MHpOpPMaLUnM O HeXenaTenbHON peakuuu;

0) nogpobHoe onucaHwe cry4Yas HexenaTtenbHOM peakunn AOIMKHO ObiTb BkMYeHO B pasgen "KpaTtkoe
onvcaHve, BKIoYas KIMHUYeCcKoe OnncaHue criyyasl, TepaneBTUYeckne Mepbl, UCX04 U AONONHUTENbHAA NHopMaLms
o cny4vae";

B) MO 3anpocy YMONHOMOYEHHOro opraHa B criydyae HeobxoOAMMOCTWU BbiNOfHeHus ob3opa MHdopMauuu o
Ge3onacHOCTM [JepXaTenem pernmcTpauMoHHOrO  yAOCTOBEPeHus MpeacTaBnseTcs Konusi  COOTBETCTBYOLLEW
nybnukauum (C y4yeTom 3akoHoAaTenbCTBa B 06nacTu oxpaHbl aBTOPCKMX npas). Konusa nybnukaumm v nepesog
nybnukauum, ecnu 370 MPUMEHMMO, BKIIOYAIOTCA B MHAMBMAYyanbHOe COOOLleHue O HexenaTenbHOW peakumn B
pasgene "lpunaraemble gokymeHThl". B cnyvae ecnu konusa nybnukauum npenctaBnseTcd OTAENbHO OT paHee
HanpaBfeHHOro MHAMBUAYaNbHOrO COOOLLEHMs, nepBOHAYanbHO MpeacTaBneHHoe WHAMBMAyanbHoe coobuleHne ¢
BKITFOYEHHbIM JOMOSTHNTENbHBIM JOKYMEHTOM NPEeACTaBnaeTcs NOBTOPHO B pamkax npouenypbl BHECEHUS U3MEHEHUIN
B MHOMBMAYarbHOE COObLLEeHNEe O HexenaTenbHOW peakuuu.

551. B cnyyae ecnu ny6nukaumus B Hay4yHON MeAMLMHCKOW NuTepaType BKIOYaeT onvcaHue pasBuTUsS crlyYaeB
HexenaTernbHbIX PeakUuii y HECKOJNbKUX NMaLUeHToB, (DOpMUPYETCS COOTBETCTBYIOLLEE KOMNMYECTBO UHAUBUAYANbHbIX
COOGLLEHMIA O HEXEeNaTeNbHbIX peakUusiX.

Coob6LweHuns o HexenaTenbHbIX peakuunsx, oﬁycnoaneHHble
nepenoswposkoﬁ, pasBuTnemMm 3aBUCMMOCTU, NPUMEeHEeHnem
He B COOTBETCTBUM C o0OLen XapaKTepMCTMKOIZ JNNeKapCcTBeHHOro
npenaparta, HenpaBuibHbIM NPUMEeHEeHUueMm, owmnobkomn npuMeHeHuA
WUnu Bo3gencTBuem JNleKapCTBeHHOro npenaparta B pe3ynbTtaTe
npoq:eccvaaanoﬁ AeATeNIbHOCTHU

552. MNpwu bopmmnpoBaHmMm coobLLEHNI O Pa3BUTUM HEXeNaTENbHbIX peakuuin, 00yCroBNeHHbIX Nepeao3npoBKON,
pasBUTMEM 3aBUCUMOCTU, MPUMEHEHVNEM HE B COOTBETCTBMU C OOLLEN XapakTEPUCTUKON NEKApPCTBEHHOIO npenapara,
HenpaBUIbHbIM MPUMEHEHNEM, OLUMOKON MNPUMEHEHWS WM BO3AEWCTBMEM B pe3ynbTaTe npodecCUoHarnbHOMN
OeATenbHOCTW, OOMKHbI UCNOMNb30BaTbCsl COOTBETCTBYOLLME TEPMUHBbI Knaccndukatopa MedDRA gns npaeBunbHoro
OTpaXKeHUs XxapakTepa BO3AENCTBUSA NIEKapCTBEHHOrO npenapara.

553. O6GLMe NpUHLUNBI OTPaXKeHUs 0ocobeHHOCTel MpUMEeHeHUs NekapcTBEeHHOro npenapata B dopmare
3MEeKTPOHHbIX AaHHbIX E2B BknovyaloT cnefytoLine ocobeHHOCTU:

a) nHgopmaumsa 0 Nogo3peBaeMOM JIEKAPCTBEHHOM Mpenapate B 4YacTuM TOProBOrO HauMMEHOBaHWUS U (Mnu)
OEeNCTBYIOLLIEro BewecTBa BKIKOYAETCH Ha OCHOBaHWWM MHOpMaum1, NpeacTaBieHHON NePBOMCTOYHUKOM COOBLLEHNS
O HexenaTernbHOW peakuun, C BKINOYeHWeM B pasgensl "ToproBoe HaMMeHOBaHWE NekapCTBEHHOro npenapata” u
"HanmeHoBaHuWe gencTByoLLEero sewecTea”;

0) B pasgene "dononHutenbHas MHopMauus O NiekapCTBEHHOM npenapaTe” BbIOnparTCcs CTPYKTYPUPOBaHHLIE
3MNEMEHTbl [JaHHbIX, XapaKTepuayloLlmMx COOTBETCTBYIOLME MPUYMHBLI BO3LENCTBUS NEKAPCTBEHHOro npenapara
(Hanpumep, nepefo3vpoBKa, OLWMOKa MNPUMEHEHUs, HenpaBWIbHOE MNPUMEHEHWE, pPa3BUTUE  3aBMCMMOCTH,
BO3OEeNCTBME B pe3ynbTaTe NpodecCMoHanbHOW [OesATeNnbHOCTU, NPUMEHEHWE He B COOTBETCTBMM C  0OLlen



XapakTepuCTUKOW NeKapCTBEHHOro npenapara). YkaszaHve OTHOCUTENbHO XapakTepa BO3[4eWCTBUSA NeKapCTBEHHOro
npenapata B AaHHOM pasgene fenaetcd B Cnyyae, eCnu TakoBOe CAenaHO NepBOMCTOMHWKOM coobLlieHus o
HexenaTtenoHon peakumn. B cnyyae ecnu nepBOUCTOYHMKOM He ObINO cAenaHo MpsiIMOro ykasaHus OTHOCUTENbHO
nepeno3vpoBKN, OLIMOKM NPUMEHEHUS!, HEMNPaBWUITbHOIO MPUMEHEHUs, Pa3BUTUS 3aBUCUMOCTW, BO3AENCTBUS B
pesynbTtarte npogeccuoHanbHOW AEeATEeNbHOCTU, MNPUMEHEHUS HEe B COOTBETCTBUM C OOLlEen XapaKTepuCTUKON
NEeKapCTBEHHOro npenapata, KOTOpoe MOXeT ObiTb TpaHCOPMUMPOBAHO B  COOTBETCTBYHOLMIA  TEPMUH
knaccudpmkatopa MedDRA, ogHako 9TO creayeT M3 KOHTEKCTa KIIMHUMYECKOro OMMCAaHUSA HexenaTenbHOW peakuuu,
oTnpaBuTENb MOXET BbliOpaTb Hanboree COOTBETCTBYHOLMIA, MO €r0 MHEHWUIO, CTPYKTYPUPOBAHHbIA 3NTEMEHT OaHHbIX,
XapakTepusyoLni COOTBETCTBYIOLLIEE BO3OENCTBME NEKAPCTBEHHOrO npenaparta ¢ obecrneyeHneM MocrenyroLlero
cbopa MHdopmaLnn 1N yTOYHEHUS OLIEHKU Y NEPBOMCTOYHMUKA HEXENaTeNbHOW peakuuu;

B) B pasgene "HexenatenoHas peakuus (siBfieHue) B cOOTBETCTBUU ¢ TepMuHonornen MedDRA" gomxHbl 6biTb
MCNONb30BaHbl COOTBETCTBYIOLLME TEPMUHbI HMXKHEro YPOBHA [Afs  OTpaXeHMsl XapakTepa BO34EWNCTBUSA
NnekapCTBEHHOro npenapara U HexenaTernbHOW peakunm (COBOKYNMHOCTU HexenaTenbHbIX peakuui), pasBuBLUENCS B
pesynbTaTe [OaHHOro BO3gencTBudA. B cnydae ecnu 3TO MpUMEHMMO, MO pes3ynbTaTaM OLEHKM COObLLeHUs
oTnpaBuTenem  3anonHsetca  pas3gen  "dmarHo3  (cuHAPOM) MO MHEHWIO  OTMpaBuTend, M3MEeHeHue
KnaccnUuKaLMOHHOTO OTHECEeHUs1 peakumm (aBnexHus)" ¢opmbl COOOLLEHMS C BKIIOYEHWEM COOTBETCTBYHOLLMX
obocHoBaHW B pasgene "KommeHTapumn otnpaButens”;

r) ana coobweHna o6 owmnbke NpMMEHeHMs, CBA3AHHOW C OLMBOYHBIM MOMyYEHNEM MALUEHTOM (OTMYCKOM,
NMPUMEHEHWEM) WHOTO, HEeXenu MpONuCaHHbIi  (Ha3HayeHHbIW), fekapCTBEHHOro npenapata B pasgene
"XapakTtepucTtnka ponu nekapcTBeHHOro npenapara” BblibvpaeTcs anemMeHT AaHHbIX "[lekapCTBeHHbIM npenapart He
Ha3Ha4deH", a B pasgene "MHdopmMauusa o nekapCTBEHHbIX npenapartax" npuBogATCSA OaHHble O NPOMMCaHHOM
(Ha3HayeHHOM) NekapCTBEHHOM MpenapaTte C ykasaHueM Toro cpakta, YTo npenapart He Obin nponucaH (HasHayeH), u
OaHHble 06 oWmnBOYHO NPUMEHEHHOM NEKapCTBEHHOM Mpenapare.

Coo6LeHus 0 HeAOCTaTOYHOM TepaneBTUYeCKon 3chpheKTUBHOCTHU
neKapcTBeHHbIX NpenapaToB

554. Tpn dopmnpoBaHun cooBLEeHUn O HeAOCTaTO4MHOM TepaneBTuyeckorn IPPEKTUBHOCTM B pasgene
"HexenatenbHasa peakuusi (sBreHue) B cOOTBETCTBMM ¢ TepmuHonoren MedDRA" cnegyeT ncnonb3oBaTb HUKHWUIA
ypoBeHb TepmnHoB MedDRA, Haubonee TOYHO OTpaXawluii OnuMcaHue noao3peBaeMon HeAOoCTaTOYHOM
TepaneBTMYecKoW 3PEEKTUBHOCTU, NPEnCTaBlIEHHOE MNEPBOMCTOYHUKOM COOOLLEHUA O HEeXenaTenbHOW peakumu.
lMopgo3peBaeMblin NekapCTBEHHbINM Npenapar BKAYaeTcs B pa3gen "HexenatenbHas peakuus (sBneHue)" B cnydae,
€CNM OH HasHauvarncsa Nno MoKasaHWilo, B OTHOLUEHWM KOTOPOro HabnwpaeTcs yxXydWeHUe COCTOSHWS nauueHTa.
TpeboBaHuA K CpOYHOMY pernopTUpoBaHuio (B TeyeHne 15 KanmeHOapHbIX [OHEW) O criydasx OTCYTCTBUSA
TepaneBTM4eckon 3(dEKTUBHOCTN PaCcNpOCTPaHSITCA B TOM 4UCIe Ha crnyyau, B KOTOpbIX He coobuiaeTcd o
noao3peBaeMon HexenaTenbHOW peakuuu (Hanpumep, Ang nekapcTBeHHbIX NpenapaToB, NPMMeHSeMbIX AN nevyeHus
XU3HEYrpoXarLWmnx COCTOSAHUA, BaKLMH, CPeAcTB KOHTpauenuuu) W penopTepoM He YyKasaHO COOTBETCTBUE
pa3BMBLLErocs Y NauueHTa COCTOAHUS KPUTEPUSM Cepbe3HON HexenaTenbHOW peakuuu.

Coo6LeHUs 0 HexenaTenbHbIX peakuusXx,
CBA3aHHbIX C Ae(heKTOM KayecTBa JieKapCTBEHHOro npenapara
Unu npumeHeHneM dranbcUULNPOBaAHHbIX NleKapCTBEHHbIX NpenapaToB

Coo0LueHns 0 HexxenaTenbHbIX peakuMax, CBAA3aHHbIX ¢ AedeKTom
KayecTBa NleKapCTBEHHOro npenapara

555. MNpn cbopmmnpoBaHMM COOBLLIEHUIA O HEXENATENbHbLIX Peakuusix, CBA3aHHbIX C NOAO3PEBAEMbIM AedEKTOM
KadecTBa JlekapCTBEHHOrO npenaparta, B pasgene "HexenatenbHasd peakuus (SBNeHWe) B COOTBETCTBUM C
TepmuHonorneii MedDRA" cnegyet wcnonb3oBaTb HWXKHUMIA  ypoBeHb TepmuHoB MedDRA, Haubonee TO4YHO
OoTpaxalwmi onucaHne pedekra KayecTBa, MpeAcTaBreHHOEe MNEePBOMCTOYHUKOM COOOLLEHUS O HexenaTerbHON
peakumm.

556. OOwMe NpUHUMNBLI OTpaXeHus B dopMaTe 3MeKTPOHHbIX AaHHbIX E2B uHdopmauum o HexenatenbHon
peakuuu BKIYakoT criegytowme ocobeHHOCTH:

a) B AonofiHeHve K obsAsaTenbHOMY ANS 3anonHeHus pasgeny "HavmeHoBaHue nekapCTBEHHOro npenapara
cornacHo mHdopMauMmM NepBOUCTOYMHMKA" 3anonHaetca pasgen "MHdopmauma o nekapcTBeHHbIX npenapaTax” B



COOTBETCTBUM C WHpopMauMei, NpeacTaBneHHON MEepPBOMCTOYHMKOM, WM COFMACHO yKasaHusaM Mo (POPMUPOBAHUIO
[AaHHbIX B OTHOLUEHWM NOOO3PEeBaeMblX, B3aMOAEWCTBYIOLWUMX W OOHOBPEMEHHO HasHauYaeMblX NeKapCTBEHHbIX
npenapaTos;

0) B pasgene "[dononHuTenbHass WHGoOpMauus O feKkapCTBEHHOM npenaparte" BbiOMpaeTca anemMeHT
CTPYKTYPVPOBAHHbIX [aHHbIX B Cfy4yae HanuyMs COOTBETCTBYIOLLEr0 OAHO3HAYHOrO yKas3aHus B COOOLLeHUn
NMepBOMCTOYHMKA: "NEKapCTBEHHBIN NpenapaT Nocne UCTEYEHNs CpoKa rogHOCTU", "KOHTPOSb KayecTBa cepum 1 napTum
nekapCcTBEHHOro npenaparta NnoATBepAns COOTBETCTBME TpeboBaHunsiM cneumndukaummn”, "KOHTPONb KavyecTBa Cepun 1

napTvm NekapCcTBEHHOro npenapaTa NoATBepAMI HECOOTBETCTBME TpeboBaHMaM cneumdpukaumnm”;

B) B pasgene "HexenatenbHas peakuus (siBrieHne) B COOTBETCTBUM C TepMuHonormein MedDRA" gomkHbl 6bITb
MCMOMb30BaHbl COOTBETCTBYIOLUME TEPMWHbI HWKHETO YPOBHSA SIS OTPaKEHUS XapaKTepUCTUKU NeKapCTBEHHOrO
npenapata M HexXenaTenbHOW peakuun (COBOKYMHOCTM HeXernaTemnbHbIX peakuun) B pesynbTaTe NpUMEHEHUs
nekapCcTBEHHOro npenapaTa ¢ nogo3peBaembiM AedeKkToM kavyecTBa. B cnyyae ecnu 3To NpuMeHNMO no pesynbTatam
OLEHKM CoOOLLEeHMa oTnpaBuTeneM, 3anonHsaeTcsa pasgen "OuarHo3 (CMHAPOM) MO MHEHUIO OTMNPaBUTENS, U3MEHEHMNE
KnaccnUKaLMOHHOTO OTHECeHUs peakumm (aBneHus)" ¢opmbl COOOLLEHMS C  BKIOYEHWEM COOTBETCTBYHOLLMX
obocHoBaHw B pasgene "KommeHTapumn otnpaButens”;

r) AONONHUTENbHbIE KOMMEHTapMM B OTHOLLEHWWN NIEKapCTBEHHOMO CPeAcTBa B TEKCTOBOM (DOPME BKIIHOYAIOTCS B
pasgen "dononHutensHas nHopmaLumsa o0 nekapCTBEHHOM npenapaTte”.

CoobuweHna o HexxenaTtenbHbIX peakuusix, CBA3aHHbIX C NPUMEHEeHMeEM
c¢hanbcucuumMpoBaHHOro NekapcTBeHHOro npenapara

557. Tlpun dopmMupoBaHMM COODLLEHUIA O HexenaTenbHbIX peakuusiX, CBSI3aHHbIX C MPUMEHEHUEM
nekapCTBEHHOro npenapara, 48 KOTOporo Nogo3peBaeTcsa Unu nNoaTBepXKaeH akT danscndukaun AencTBYOLWMX,
BCMOMOraTenbHbIX BELECTB WM B LENOM fekapCTBEHHOro npenapaTta, B pasgene "HexenatenbHas peakuus
(sBneHue) B cooTBeTCTBMU C TepmuHonornern MedDRA" cnegyeT ncnonb3oBaTb HMWKHWUNA ypoBeHb TepMuHoB MedDRA,
Hambornee TOYHO OTpaxawLWwmii HdopMaLmio o danbcurupoBaHHOM NekapCTBEHHOM NpenapaTe NpeacTaBneHHYo
NepBOMCTOYHUKOM COOBLLEHMS.

558. OOwMe NpuHUMNBLI OTpaXeHns B dopmMaTe 3NeKTPOHHbLIX AaHHbIX E2B nHdopmaumm o HexenartenbHowm
peakuuu BKIYakoT criegytolme ocobeHHOCTH:

a) B AononHeHue K obazatensHOMy ANS 3anofnHeHus pasgeny "HaummeHoBaHve nekapCTBEHHOro mnpenapara
cornacHo mHdopMauum NepBOUCTOYHUKA" 3anonHsaetca pasgen "MHdopmaumsa o nekapcTBeHHbIX npenapartax” B
COOTBETCTBMU C MHOpMauuen, npeacTaBneHHOW MNEPBOMCTOMHUKOM COOBLIEHMS W COrNacHoO yKas3aHusM Mo
hOpPMUPOBaAHNIO [OaHHbLIX B OTHOLUEHMW MOAO3PEBAEMbIX, B3aUMOEWCTBYIOWMX U OOHOBPEMEHHO HasHa4aeMbIX
nekapcTBeHHbIX NpenapaTos;

©0) B pasgene "[ononHutenbHas uwHdoOpMauus O mekapcTBEHHOM Mpenapate" BblbMpaeTcs anemMeHT
CTPYKTYPMPOBaHHbIX AaHHbIX "®anbcucmkaTt" B criydae MNOAO3PEHMS MMM NoaTBepXKaeHus dakta npuMeHeHus
danbcnduLnMpoBaHHOrO NekapcTBEHHOro npenapara;

B) B pasgene "HexenartenbHas peakuus (ABrneHue) B cooTBeTCcTBUM ¢ TepmuHonorneir MedDRA™ gormkHbl ObiTb
MCNONb30BaHbl COOTBETCTBYIOLLUME TEPMUHBbI HWDKHEro YPOBHS ANA OTPaXeHUs XapakTepUCTUKUM NeKkapCcTBEHHOro
npenapata W HeXenaTenbHOW peakuun (COBOKYNHOCTU HeXenaTenbHbIX peakuun) B pesynbTaTe MNpUMEHEHUs
nekapcTBEHHOro npenapara, 415 KOToporo nogo3peBaeTcsa unu noaTeepxaeH dakTt danbcudukaumm. B cnyyae ecnm
3TO NPUMEHNMO, NO pe3yrbTaTaM OLEHKU COOBLLEeHMs OTnpaBuTENEM 3anofHsieTcs pasgen "[duarHos (cMHgpom) no
MHEHWUIO OTMNPaBMUTENS, M3MEHEHUE KIacCUUKALNOHHOIO OTHECEHUS peakuumn (sBrneHus)" opmbl CcoobLIEeHNst C
BKITIOYEHMEM COOTBETCTBYOLMX 060CHOBaHMI B pasgene "KommeHTapumn otnpasutens”;

r) OONOSNHUTENbHbIE KOMMEHTAPMM B OTHOLLEHMW NTIEKAPCTBEHHOIO CPEACTBA B TEKCTOBOW (hopMe BKMOYAKTCA B
pasgen "[JononHuTtenbHas nHgopmaumsa o nekapcTBEHHOM npenapaTte”.

Coob6uweHus o nogo3peBaeMon nepenaye MHGEKLMOHHOro areHTa
nocpencTBOM NpuMeHeHUs NeKapCTBeHHOro npenaparta

559. Mpwn cbopmMmpoBaHNN COOBLLIEHMIA O HEXENATENbHbBIX peakuusx, CBsA3aHHbIX C NOgO3peBaeMoN nepenaden
WHEKLUNOHHOIO areHTa MnocpeacTBOM MPUMEHEHUS feKapCTBEHHOro npenaparta, B pasgene "HexenatenbHas



peakuus (sBneHne) B cOOTBETCTBMM C TepMmuHonornen MedDRA" crneanyeT MCnonb3oBaTh HWKHUIN YPOBEHb TEPMUHOB
MedDRA, Hanbonee TOYHO OTpakalowmi MHHOPMAaLINIO NEPBONCTOYHNKA COOBLLEHMS OTHOCUTENBHO MHAEKLMOHHOIO
areHTa.

Coo6ueHunsa o nogo3peBaeMbIX HeXenaTenbHbIX peakuusix, nony4yeHHble
no pesynbTatam pa6oTbl CUCTEM OpraHM3oBaHHOro c6opa AaHHbIX

560. O6LLme NONOXEHUs MO YNPaBeHNO AaHHBIMY UHAMBUAYATbHBIX COOOLLEHMI O HEXeNnaTernbHbIX PeakLusXx,
nony4yaemblx B XOAe MNPOBEOEHUS MOCTPErncTpauMoHHbIX WCCNedOBaHUN  (MHTEPBEHLMOHHBIX  KITMHUYECKMX
nccneaoBaHUn M HEMHTEPBEHLMOHHBLIX UCCNeAoBaHUN) onpeaeneHbl B NyHKTax 468 - 473 Hactoswwmx MNpasun. Mpu
HOPMMPOBaHUN UHAMBUAYANBHBIX COOBLLEHN O HexXenaTemnbHbIX peakUMsX, BbISBIEHHbIX NPU NPOBEAEHUN OaHHbIX
nuccnenoBaHun, B dopmaTe AneKTpoHHbIX AaHHbiXx E2B B pasgen "MpeHtTudukaums uccneposaHma" Heobxoaumo
BKIMIOUYUTE MHAOPMALUIO O TUME UCCneaoBaHns, HaMMEeHOBaHUM UCCrefoBaHNsl, HOMepe UccnegoBaHus, NPUCBOEHHOM
CMOHCOPOM, MU PErMCTPaLMOHHOM HOMEpPE UCCIeLOBaHNS.

561. MNMonoxeHns No ynpaBneHWio MHOUBMAYANbHBIMU COOBLLEHUSAMN O HEXenaTerbHbIX peakumax, Noy4YeHHbIX
npv NpoBeAeHNN NPOrpaMm NoaaepKkU NauMeHTOB UM MAPKETUHIOBBLIX MCCefoBaTENbCKUX NPOrpamMMm onpeaeneHsbl
B NyHKTe 475 HacTosawwmx MNMpaswmn.

562. lMpn dopmnpoBaHUM UHAMBUAYANbHbIX COODLUEHUA O HeXenaTenbHbIX peakuusix, MOMyYeHHbIX npwu
BbINOMHEHNM NPOrpamMmm OpraHnM30BaHHOro cbopa AaHHbIX, cneayeT yuuTblBaTb pag pekomeHaaunm:

a) B cnydae (opMmMpOBaHMSA COODLLEHUA O HeXenaTeNbHbIX Peakuusix, B OTHOLUEHWU KOTOPbIX MPOTOKOSIOM
HEVMHTEPBEHLMOHHOIO MOCTPErMCTPALMOHHOIO MCCreAoBaHUs OMNpederieHo BbINOMHEHNE CUCTEMATM3NPOBAHHOMO
cbopa gaHHbIX, MO0 B cnyvae ecnv NporpaMmMon NPUMEHEHUS NIEKAPCTBEHHOTO npenapaTa, Ha3Ha4YeHHOro B CBSA3W C
UCKNIOYNUTENbHBIMU  06CTOATENBCTBAMM M3  COODOpPaXeHMn COCTpajaHus, WM  WMHAMBUAYaNbHOTO MNPUMMEHEHMS
npeoycMoOTpeH akTuMBHbIM COOp AaHHbIX O 6esonacHocTn, nNubo B crnyyae MomnyyYeHust coobLleHu B pesynbTaTte
BbINOSMIHEHNST MPOrpaMM NOAAEPKKN MALMEHTOB UNN MApPKETMHIOBbLIX UCCNEeAOBaHUN, COOOLLEHMS O HexenaTenbHbIX
peakuMax CUMTATCA MNOMydYeHHbIMM MO 3anpocy M B pasgene "Tun coobuieHns" BbIOMpaeTcs aNemMeHT LaHHbIX
"CooOLLeHune, nonyyeHHoe nNpu nNpoBedeHUM uccrnenoBaHusa”, ecnu Nogo3peBaeTCsl HanuuMe B3aMMOCBSA3M MEXAy
nccrnegyembiM NekapcTBEHHbIM NpenapaTtoM 1 HexenaTtensHon peakuven. B pasgene "Tun nccnegosanns, B KOTOPOM
BbISIBIIEHa HeXenaTenbHasa peakuus" BbibMpaeTcs COOTBETCTBYHOLIMIA 3MNEMEHT AaHHbiX "WMHble nccrnepoBaHus” nnm
"iHanBmaoyanbHoe npuvMeHeHve nauueHtoMm". B cnyyae ecnu npegnonaraetcd  HanuMyune  B3auMMOCBA3N
HeXxernaTenbHOW peakuMu C NeKapCTBEHHbIM MpenapaTtoM, KOTOPOe He SIBMSETCS OOBbEKTOM WCCNedoBaHWS U He
npegnonaraeTcs B KA4YecTBE MPUYMHbI HEXenaTeNbHOW peakuuy pofb peakuun B3aMMOLEWCTBUS C M3ydYaeMbiM
neKkapcTBEHHbIM MpenapaTtomMm, B pasgene "Tun coobuweHunsa" BbibnpaeTcst anemeHT AaHHbIX "CrnoHTaHHoe coobLleHne";

6) B crniyyae (POPMUPOBaAHUS COOBLLEHMIN O HeXenaTerbHbIX peakuusiX, B OTHOLUEHWM KOTOPbIX MPOTOKOSIOM
HEUHTEPBEHLMOHHOIO MOCTPErncTpaLUMoHHOrO UCCNEAoBaHUs He OnpederneHo BbIMOfHEeHWe CUCTeMaTU3MPOBaHHOIO
cbopa OaHHbIX, NMMBO B cry4ae Mporpammbl NMPUMEHEHUS NeKapCTBEHHOro fnpenaparta, Ha3HAYeHHOro B CBSI3U C
UCKIMIOYUTENBHBIMU OBCTOSATENLCTBAMU M3 COODPaXKeHMIn CocTpajaHusl, WUiyM nporpamMmmbl NEPCOHaNM3NPOBaAHHOMO
NMPUMEHEHMS, B KOTOPON He MPeayCMOTPEH aKTUBHLIN cOOp AaHHbIX 0 6Ee30MacHOCTM, COOBLLEHNS O HexenaTenbHbIX
peaKUMsX CYMTAIOTCS CMOHTaHHbIMKU cooblieHusiMu M B pasgene "Tun coobuieHus" BbiGUpaeTcs SnemMeHT AaHHbIX
"CrnoHTaHHoe coobLeHme", ecnu Mofo3peBaeTCs Hanuyine B3aWMOCBA3N MeXAy MUCCreayeMbliM rekapCTBEHHbIM
npenapaToM 1 HexxenaTenbHON peakuuen;

B) B cnyvyae (OpPMMPOBAHMS COOOLLEHUA O HeXenaTtenbHOM peakuuu, MONy4YeHHOW npu MpoBeEAEHUU
WHTEPBEHLMOHHOIO KITMHUYECKOTO WUCCNedoBaHus, Afis KOTOPOW npeanonaraetcs Hanvyune B3auMOCBSA3U C MHbIM,
HeXenu uccnegyembld, JekapCTBEHHbIM MNpenapaTtoM, a Takke He npegnonaraetcs B KayecTBe MNPUYUHbI
HexxernaTenbHOW peakuMmu posb peakLumn B3aMMOOENCTBUSA C UCCNeQyEMbIM NIEKapCTBEHHbIM MpenapaToMm, coobLleHne
O HexXenaTenbHOM peakuun cyMTaeTcs CMOHTaHHbIM cooOuweHnem n B pasgene "Tun coobueHns" BbiOMpaeTcs
3neMeHT gaHHbIX "CrnoHTaHHoe coobleHue".

26. Mony4yeHne MUHUMaINbLHOM OTCYTCTBYIOLWEN NHhopmMaLmm
563. llpn nony4eHun MUHUMAaNbLHOW OTCYTCTBYIOLWEA WHPOPMaUMM B OTHOWEHUN paHee HeBanuaHoro

WHOVBUAYANbHOMO COOGLLUEHMSI O HeXemnaTenbHOW peakuum HeoBXoaumo cobniopath pAfd yKasaHWi Mo BHECEHWUIo
OaHHbIX:



a) oata B pasgerne faHHbixX "[aTta nonyvyeHus nepBUYHOro coobLleHnsa OT penoptepa” OOMmKHa oTpaXaTb AaTy
nony4yeHus nepBoHavYanbHOro HeBanNMAHOIo UHANBMAYANbLHOrO COOBLLEHUSA O HEXenaTenbHOW peakumu;

0) nata B pasgene gaHHbix "[lata nonydeHus nocnegHen nHgopmMaumm o coobLleHnn" gormkHa oTpaxaTtb garty
nony4yeHnst HegocTalWen MUHMMAasrbHOM MHopMauun Anst obecrneyeHnsi COOTBETCTBUS KPUTEPUSIM BanuOHOCTU
MHONBMAYANbHbLIX COOOLLEHNI O HeXenaTernbHbIX peakUunsix;

B) B pasgen "KpaTkoe onucaHue, BKIOYasa KNMHMYECKoe OnucaHue cnydasi, TepaneBTU4ecKkMe Mepbl, UCXO4 U
JononHuTenbHasa uHopmauusa O cnyyae" cnefyeT BKMAOYUTb YKa3aHME Ha TO, KakMe U3 4YeTblpex 3MeMeHTOB
MUHUManNbHOW MHOPMAaLIMK O HexenaTenbHOW peakumnn OTCYyTCTBOBANMW B NepBOHavYanbHOM COO0LLeHUN;

r) Ha Kaxayl daTy MonyyYeHus OOMONHWUTENbHOM MHOpMauuM OOMKHA BbINOMHATL OLEHKa COOTBETCTBUS
TpeboBaHusM.

27. KayecTBO AaHHbIX B UHOUBUAYaANIbHOM COOOLLeHnn
O HeXxenaTeflbHOW peaKkuuu, NpeacTaBfisieMOM B 3JIEKTPOHHOM Buae,
M ynpaBreHue Ay6npyrowmMmMmn coobLLeHusMun
O HeXxenaTeNbHbIX peakuuax

564. Basbl gaHHbIX O HexemnaTenbHbIX peakuusix roCy4apCTB-UYIIEHOB [OSDKHbI cCoAepkaTb BCe Clyyau
NoAo3peBaeMbIX HeXemnaTenbHbIX peakuuid, noanexalime peropTMPOBaHWI0O B COOTBETCTBUM C TpeGoBaHWAMU
HacTosiwmx Mpaeun. MNpu NpeacTaBneHnn MHAMBMAOYaNbHBIX COOBLEHUIA O HexXenaTenbHbIX peakuusx B Takue 6asbl
[AaHHbIX TOCYAapCTB-YIEHOB [OMKHO ObiTb 0GecrneyeHo BbIMOSIHEHWE TpeGoBaHui HacToAwmx [lpaBun K
3MEeKTPOHHOMY cbopMaTy [OaHHbIX, CTPYKTYPUPOBaHWUIO W KOAMPOBAHMIO WHGOPMaLMK. YNOHOMOYEHHbIE OpraHbl
rocyapCTB-4NeHOB U AepxaTeny perncTpaunoHHbIX YAOCTOBEPEHNIA HECYT OTBETCTBEHHOCTD:

a) 3a BbIMNOJIHEHWE KOMMJIeKCa npouenyp no obecnevyeHnto BbLICOKOrO YPOBHA KayecTtBa U LEJyIOCTHOCTU
MH(bOpMaLLMVI O HeXenaTtenbHbIX peakuynax, npencraBnaeMbiX B 0a3bl OaHHbIX O HeXenaTenbHbIX peakynax
rocyaapcCTB-4J1€HOB;

0) 3a obecneyeHne Hagnexawero MOHUTOPWHIra COOTBETCTBUS UCMOMb3yeMON TepMUHONorun TpedoBaHmsam K
NPUMEHEHWIO TEPMUHONOMMN MYTEM CUCTEMATUYECKOW OLEHKWM OaHHbIX O HexXenaTtenbHbIX peakuusax B 6ase AaHHbIX
UNW perynspHoOn OLEHKN NPON3BOSIbHOW BbIBOPKMY;

B) 3a cobniogeHune Tpe6OBaHMVl no KayecTtBy, OOCTOBEPHOCTU VIH(*)OpMaLI,VII/I n BpeMEeHu npencraBlieHnA
COOOLEHNI 0 HeXxenaTenbHbIX peakuyndax B ynosiHOMO4YeHHbl€ OpraHbl roCy4apCTB-4J1€HOB;

r) 3a cobniogeHne TpeboBaHUn NO KayecTBy, LENOCTHOCTM, NONTHOTE COOBLLUEHNA O HeXenaTemnbHbIX peakunsix
cornacHo TpeboBaHMAM K UX CTPYKTYpe, hopmaTy U COAEMKAHUID;

D,) 3a BbIlNOJIHEHME Npoueayp no ynpaBiieHUto ,El,y6ﬂVIpy}OLLI,I/IMI/I COOOLLEHMAMM O HeXenaTeNnbHbIX peakumnax.

565. B uensix noaTBepXAeHus COOTBETCTBMS CUCTEMbl KayecTBa CUCTEMbl (bapmakoHadsopa TpeboBaHusM K
opraHusaumm paboTbl ¢ AyonupyrowmMMK COOOLLEHUAMK, BKIOYasl BbisIBIieHWE OyOonupylowmx coobLleHnin u
ynpasneHne umu, BoliNnonHeHne TpeboBaHWn K He3ameanuTenbHOMY PenopTUPOBaHUIO, AepXKaTeny perncTpaumoHHbIX
YAOCTOBEPEHU U YMONTHOMOYEHHbIE OpraHbl rocygapCTB-YNeHOB AOMKHbI 0BecneunTb BbINOMHEHUE PEeryrnsipHbIX U
OCHOBaHHbIX Ha OLIEHKE pucCka ayauMToB CUCTeMbl kadecTBa. [1pu BbISBEHUM HECOOTBETCTBMS CMUCTEMbI KayecTBa
YCTaHOBMEHHbIM TPebOBaHMAM [OMKHbI BbIMONIHATLCA KOPPEKTMPYIOLWME MEepONnpuUAaTUsi, BKIOYasd nposedeHue
nocnegywowux aygutoB. [atbl n pesynbTaTbl BCeX ayguToOB MoAnexaT OOKYMEHTUPOBAHWMIO B COOTBETCTBUMM C
nonoxeHnsimn pasgena V Hactoswwmx MNpasun.

566. B cootBeTCcTBMM C TpebOOBaHUSAMM MO NMOAAEPXKAHMIO U COBEPLLUEHCTBOBAHMIO CUCTEMbI KQ4yecTBa CUCTEMBI
dapmMakoHaa3opa gepXatensiMm perucTpauMoHHbIX YOOCTOBEPEHUA U YNMOSTHOMOYEHHBIMU OpraHamMn LOJDKHO ObiTb
obecneyeHo HanuuMe OOCTaTOYHOro KONM4yecTBa kBannduumMpoBaHHOrO 1 06yd4eHHOro nepcoHana Aans BbIMOJTHEHUS
JearenbHoCTM  no  dapmakoHaasopy. CneuwanucTbl, MpuBNEKaeMble K  BbINOMHEHUKO  AEATENbHOCTU MO
dapmMakoHaa3opy, AOMMKHbI MPOXOAUTb HayanbHOE K nepuogudeckoe nocriegywouiee obydeHne B COOTBETCTBMM C
BbINMONIHAEMBIMU  PYHKUMSIMU N 0Bsi3aHHOCTAMUM. C  Uenblo  OOKYMEHTUPOBAHUA, MOAAEpXaHWUs U PasBUTUSA
KOMNeTeHUUn nepcoHana TpebyeTca opMUpoBaHME MnaHa M OTYETOB MO OOYyYeHWUto, OOCTYMHBLIX OIS OLEHKUA NpuU
NpOBEAEHUN ayAUTOB MUITM UHCMEKLUMIA cucTeMbl hapmakoHaa3opa.



567. YNONHOMOYEHHbIEe OpraHbl rOCyAapCTB-UNEHOB pPEerynsipHoO BbIMOMHAKT OUEHKY KayecTBa W MOMHOTHI
npeAcTaBnseMblX AepXaTensaMu perncTpaumoHHbIX YO0CTOBEPEHU UHONBUAYATbHBIX COOBLLEHU O HexXenaTenbHbIX
peakuusix, a Takke BbINONHEHUs TpeboBaHWMN NO cpokamM NPencTaBNeHUs COOBLEHUI O HEeXeNnaTernbHbIX peakuusx.
Mo pesynbTaTam BbIMOMHEHHOW OLIEHKN AepXaTensM permcTpaLuoHHbIX YOO0CTOBEPEHNUIA MOTYT HanpaBnsaTbCA OTYETHI,
BKIOYatoLLMe, B Cryvae BbIiBNEHNS HECOOTBETCTBUN, PEKOMEHOALMUN MO KOPPEKTUPYIOLLMM MEPONPUATUSIM U CPOKaM
nxX BbINOfHEHMs1. Cnocob BbIMNOMHEHMS KOPPEKTUPYHOLMX MEPONPUATUA U PEKOMEHOYEMbIE CPOKM BbIMOJTHEHWS
3aBUCAT OT BbISIBIEHHONO HECOOTBETCTBMS CUCTEMbl KadecTBa (Hanpumep, KOPPEKTMPOBKA WCMONb3YEMOro B
MHONBMAYaNbHOM cOo0bLWeHnn TepmmHonorveckoro koga MedDRA MoxeT ObiTb BbIMOMHEHA NYTEM NpeAcCTaBNEHUS
N3MEHEHWI B paHee npeacTaBneHHOe coobLeHme).

568. OepxaTenamMmm perucTpaumoHHbIX YAOCTOBEPEHUN U YNONHOMOYEHHLIMW OpraHaMu OOSKHA BbIMNOMHATLCA
COBMeCTHO paboTa no ynpasneHuo AyonupylowmMMn cooblleHusamMn Takum obpasom, 4Tobbl rapaHTUpoBaTb
BbISIBNEHME, OLIEHKY, NOATBepXAeHne n obpaboTKky noTeHumanbHbIX OyOnMpylowmx coobLUeHn O HexenaTenbHbIX
peakuunsx.

28. O6MeH AaHHbLIMU O HeXenaTelbHbIX peakuMAX B 3NIeKTPOHHOM
Buae Mexay HeCKOJIbKMMU OTNpaBUTENAMU U NosyYyaTensimm

569. HeobxoanmocTb 0OMeHa JaHHLIMU O HEXeNnaTerbHbIX PEAKUUSAX B SNIEKTPOHHOM BUAE MEXAY HECKOITbKUMMN
OTNPaBUTENSAMU UMM NonyyYaTensMm MOXeT ObiTb CBfi3aHa C KOHTPaKTHbIMW 00sA3aTenbcTBamMu AepxaTenem
PErncTpaumMOHHbIX YAOCTOBEPEHUA NNOO WMHBIMM OCOBEHHOCTSIMM OpraHusaumm npoueccoB cbopa AdaHHbIX O
HexenaTenbHbIX peakUnsix.

570. I'Ipou,ep,ypbl obMeHa JaHHbIMKU O HexenaTenbHbIX peakunax OOJKHbI ObITb OopraHmn3oBaHbl N BbINOJTHATbLCA
Takmm o6pa30M, 4yTOObI B npouecce obmeHa VIH(*)OpMaLI.I/IFI O HexenaTternbHOoW peakumn He Obina noTtepdaHa wunn
M3MEeHeHa, 3a UCKIKYeHnemM Tex cliydaeB, Korga y‘-IaCTByI'OLLI,eIZ B nepenayvye nHameumayaribHoro coobueHus CTOpOHE
CTaHOBATCA AOCTYNHbl HOBblIE Ja@HHbIE O COOTBeTCTBYI'OLLI,eﬁ HexenaTesnbHON peakuunun.

571. B uenax ynyyweHus kavyecTBa NpeacTaBnseMblX COOOLEHUN O HexenaTenbHbIX peakuusx B cry4vae
BbISIBIIEHNS OTMpaBuTeNnemM OwWnBoK MM HEecoOTBETCTBUA B COODOLLUEHUW OTNpaBUTENIO CrneayeT CBHA3aTbCA C
NepBOMCTOMHUKOM COOOLWeHna ans obecrneyeHus BHECEHWUS COOTBETCTBYIOLUMX KOPPEKTUPOBOK B MEpPBUYHOE
coobuleHune. Mpn HEBO3MOXHOCTW BbINOSIHEHNS KOPPEKTUPOBKM NEPBUYHOIO COOOLLEHUS B CPOK, YCTAHOBMEHHbIN
TpeboBaHVAMN K NpeACTaBneHMI0 COODOLLEHNI O HexXenaTenbHbIX pPeakunsax, OTNpaBUTENb MOXET BHECTU U3MEHEHWUS
CaMOCTOATENbHO B YaCTW NCMPaBIEHUss HEKOPPEKTHOIO CTPYKTYPUPOBAaHMS AaHHbIX.

572. Ha Bcex aTtanax obmeHa [daHHbIMM O HeXenaTenbHbIX peakuusx B 3NEeKTPOHHOM Buae OOSKHbI
BbINOMHATLCA TpeboBaHuA K popmaTy SneKkTpoHHbIX AaHHbIX E2B B 4acTu npeactaBneHus nocrnegyrowlen
NHOPMaLMM O HeXenaTenbHbIX peakuusax. HeBbinonHeHe gaHHbIX TpeboBaHui co3gaeT pUCK HapyLLEHUs CUCTEMBbI
ynpaBreHnst ANEKTPOHHBIMWN AaHHBIMU O HeXenaTenbHbIX peakuusax u cnocobcTeyeT dpopmMmpoBaHnio aybnmpyowmx
coobLieHun B 6ase faHHbIX O HexXenaTenbHbIX peakuusax nonyyarens.

29. CoTpyaHu4yecTBO co BcemupHom opraHnsaumvein 3gpaBooxpaHeHus

573. YNonHOMO4YeHHbIE OpraHbl 0becneyvmBaloT perynsapHoe npeacTaBreHne MHAMBMAYaNbHbIX COOOLLEHMI O
BbISIBMEHHbLIX Ha UX TEPPUTOPUSX U NOOO3PEBAEMbIX HeXenaTenbHbIX peakuusax Ha fnekapcTBeHHble npenapaTtbl B
CoTtpygHuyaowmn ueHTp BcemypHon opranHmsaumm 30paBOOXPaHEHUsT C LIENbl BKIKOYEHMS MHopmauun ob 3Tux
cny4vasx B 6a3y JaHHbIX O HeXenaTenbHbIX peakumsix BceMupHom opraHusauum 3gpaBooXpaHeHus.

VIII. Mepunognyecknn o6HOBRsIEMbIA OTYET NO Ge3onacHoOCTU

574. Tlepuoguyecknii oOHOBNsieMbI OT4eT no 6Ge3onacHOCTM npeacTaBnseT cobor  AOKYMEHT Mo
chapmakoHag30py, KOTOpLIN MO3BOMSET AepXaTemnto PerncTpauuoHHOrO yOOCTOBEPEHUS MPEeACcTaBUTb  OLIEHKY
COOTHOLIEHUSA "Momnb3a - PUCK" NeKkapCTBEHHOro npenapata Ha onpeferieHHbIX 3Tanax MnoCTPerncTpaLMoHHOro
nepuoga.

575. YNONHOMOYEHHbIMM OpraHamu roCcy4apCTB-YNIEHOB [OSMKHA BbIMOMHATECA OUEHKa nepuoamyeckoro
obHoBNsieMoro ot4yeTa nNo 6€30MacHOCTU C YCTAHOBNEHNEM BO3MOXHbBIX HOBbIX BbISIBIIEHHbBIX PUCKOB U UX BIIUSHWUST HA
OLIEHKY COOTHOLUEHMA "nosib3a - pUCK" nekapcTBeHHOro npenapara. 1o pesynbTaTtam OLEHKM Nepuoamyeckoro otdeta
no ©6e30nMacHOCTM YMONMHOMOYEHHBIA OpraH rocygapcTBa-yneHa onpegensieT HeobOXOAMMOCTb  BbIMOJSTHEHUS



AanbHenwmx 1uccrnenoBaHnii 6esonacHocTn Unn adEKTUBHOCTM NeKapCTBEHHOro npenapara, NPUMEHEHNA Tex Unu
WHbIX OEVWCTBUIA B OTHOLLUEHMN PErncTpaLMOHHOro crtaTyca fekapCTBEHHOro npenapara Ui BHECEHWUS U3MEHEHWIA B
ero obLLyl0 XapaKTepUCTMKY NeKapCTBEHHOro npenapara B Lensax obecrnedyeHns ero npuMeHeHus npyu npesbilleHnm
Nosb3bl HAZ, PUCKOM.

1. Lenu nepmnogunyeckoro o6HoBNAAEeMoro ot4yeta no 6e3onacHocTn

576. OcHOBHOW Lienbl0 Nepuognuyeckoro obHoBMAsSieMOro otyeta no HGes3onacHoCTU sBNsSieTCA NpeacTaBreHue
NCYEPNbIBALLEro N KPUTUYECKOrO aHanm3a COOTHOLLIEHUS "nonb3a - pUCK” NeKapCTBEHHOro npenapara ¢ y4eToM BCex
HOBbIX [aHHbIX O 6e30nMacHOCTM M KYMYMSTMBHOIO BIUSHMS 3TUX JaHHbIX Ha npodwnbe 6Ge3onacHOCTU Wu
3(PPEKTUBHOCTN FeKapCcTBEHHOro npenapaTta. lNMepuognyecknii obHoBMAsieMbI OTYET Mo 6Ge3onacHoCcTUM ABnseTcs
WHCTPYMEHTOM MOCTPErMcTPaLMOHHOW OLIEHKM COOTHOLUEHMS "nonb3a - puck" nekapcTBEHHOro npenapata Ha
onpeerneHHbIX 3Tanax ero XU3HeHHOro Uukna.

577. lepnognyecknin OOHOBMSIEMbIA OTYET MO 6Ge30MacHOCTU He NnpegHasHa4vyeH Ans HesamMeaUMTEeNbHOro
NpeAcTaBfieHnst BaXHOW MHdopMaumm o 6e3onacHocTu nnmn apekTUBHOCTH, a Takke He SBMSEeTCS MHCTPYMEHTOM
BbISIBNEHNSI HOBOW MHGopMaLmmn no 6e3onacHOCTU. BbiNonHeHMe KyMynAaTUBHOW OLLEHKM AaHHbIX O 6Ge30MacHOCTU U
3phekTMBHOCTM B MeEpMOANYECKOM OOHOBINISieMOM oT4yeTe no 6e3onacHoOCTM MOXEeT NPUBOAUTb K naeHTudukauum
HOBbIX acnekToB npoduns 6esonacHoOCTU UnNn addEKTUBHOCTN NEKAPCTBEHHOrO Npenapara.

578. [epxaTtenb perncTpaumoHHOro yaoCTOBEPEHUSA AOMMKEH NOCTOSHHO BbINOJHATL OLUEHKY M aHanns3 BAnAHUSA
HOBbIX JaHHbIX HA COOTHOLUEHME "Monb3a - pUCK", NPOBOAUTL NEPEOLIEHKY AAHHOro NnokasaTens, a Takke onpeaenaTb
HeobXxoOMMOCTb OMTMMM3ALMM COOTHOLWIEHUS "Monb3a - puck” nyteM BBeAeHUs1 3pPeKTUBHLIX Mep MO YynpaBfieHUto
puckamMm U UX MMHUMMU3AUUM MPU BbISIBIIEHUN HOBOW MHAopMauum o 6e30nacHOCTU NeKapCTBEHHOro npenaparta B
npoLecce ero NoCTPEerMcTpaLMoOHHOTO MPUMEHEHMUSI.

2. MprHUMNBbI OLLEeHKN COOTHOLLIEHUA "Nnonb3a - puck”
B NepMoan4eckom oOHOBNsSIEeMOM OoT4YeTe No 6e3onacHoCTU

579. OueHka COOTHOLIEHUS "nonb3a - PUCK" AOIMKHA UMETb HEMpepbiBHbIN XapakTep Ha MPOTSHKEHWUM BCEro
XM3HEHHOrO UMKIa fieKapCcTBEHHOro npenapara B uensax obecnevyeHns 3awmTbl 340POBbSA HaceneHns U NOBbILLEHNS
ypoBHs 6€30MacHOCTU NauneHToB NOCPEeACTBOM peanusaunn 3deKTUBHbIX Mep MUHUMKU3aLmMu pucka. MHdopmauuns
0 6esonacHocTM N 3PEKTUBHOCTM FNEKapCTBEHHOro npenapaTa, cobupaemas Ha MPOTSHKEHUN COOTBETCTBYHOLLNX
NMPOMEXYTKOB BpEMEHW, KOTOPbIE COCTaBNAT OTYETHbIE Neproabl, ABASETCA OCHOBOM A118 TaKkoW OLEeHKM 1 aHanusa.

580. OueHka pwucka OCHOBbIBAeTCsl Ha WHdopMaumm 060 Bcex acnekTax MNpPUMEHEHWsI NeKapCTBEHHOrO
npenapara, BKkMo4as ONUTENbLHOE NPUMEHEHWEe NekapCcTBEHHOro npenapata, 0COBeHHOCTU NPUMEHEHUSI B pearibHOW
MeAMLMHCKOW NPaKTUKe, MPUMEHEHNE HE B COOTBETCTBUU C ODLLEN XapakTEPUCTMKON NEKAPCTBEHHOrO NpenapaTa unm
WHCTPYKUMEN MO MEAMUMHCKOMY MPUMEHEHUIO, MPUMEHEHUE Yy OCOObIX noNnynsauui. WMCTOYHUKM UHGOpMaLMK
OTHOCUTENBHO PEe3ynbTaToB NPUMEHEHUSI HE B COOTBETCTBMM C OOLLEN XapaKTEPUCTUKOW NEKapCTBEHHOrO npenapara
UMW WHCTPYKUMEA MO MEOWULMHCKOMY MPUMEHEHMIO BKIOYAKT OaHHble 00 OueHke MPUMEHEHUSI NEKapCTBEHHOrO
npenapaTta B YCINOBUAX pearnbHON MeAWLMHCKOW MPaKTUKWU, AaHHbIE CMOHTAHHOIO PernopTupoBaHusa U nyGnvkauuu B
Hay4YHOW MeauuuHckon nutepatype. OueHKa nonb3bl OCHOBLIBAETCH Ha pe3ynbTatax, MOMy4YeHHbIX B XoAde
KIMUHUYECKUX WCCNEefoBaHUWA, W pesynbTaTax NPUMEHEHUs B peanbHON MeOMLMHCKON MPakTUKe Mo 0f06peHHbIM
nokasaHusiM K MpuMeHeHuto. HTerpupoBaHHasi oLeHKa COOTHOLUEeHWs "Mofb3a - pUCK' [JOIKHAa BbINOMHATHCS MO
KaXKaoMy M3 0f0BpeHHbIX NoKa3aHUi K NPUMEHEHUIO U YUUTbIBATb PUCKU, CBAI3AHHBIE C MPUMEHEHMEM NEKAPCTBEHHOIO
npenapata He B COOTBETCTBUM C OOLLEN XapaKTEpUCTUKOW NEKapCTBEHHOrO npenapaTta WM WHCTPyKUMeWh no
MeAULIMHCKOMY NPUMEHEHUIO.

581. OueHka BkItodaeT B cebs cneayoLlme atanbl;

a) KpUTUYECKMA aHanm3 BCeln WHgopmaumm o 6e30nacHoCTM, MOMYYEHHOW 3a OTYETHbIW nepuop, C
onpefeneHneM BO3MOXHbIX BbISIBMIEHHbIX HOBbIX CWUrHamoB, CBMAETENbCTBYIOLMX O HOBbIX MOTEHLUMANbHbIX WM
NMOEHTUULMPOBAHHBLIX puUckax, MO0 C OOMOSMIHEHMEM YXE MMEKLNXCA 3HaHUA MO paHee WAEHTUULMPOBAHHBLIM
puckawm;

6) kpuTuyeckoe o6OOLIEHME Bcell MofydYeHHOW 3a OTYETHbIA nepuog MHgopMauuum o 6Ge3onacHocTU U
3 HEKTMBHOCTU NeKapCTBEHHOro npenaparta (Kak B pamkax KIMHUYECKUX WCCNEedoBaHWi, Tak U Npu NpUMeHeHNM
neKkapcTBEHHOro npenapaTa B MEAMLMHCKOW MpaKTVMKe) U OLEHKa BNUAHMS 3TOM MHOpMAaUMU Ha COOTHOLLEHUE



"nonb3a - puck" nekapcTBEHHOro npenapara;

B) BbIMOJIHEHNE UHTErparibHoro aHarnim3a COOTHOLUEeHUA "none3a - pVICK" Ha OCHOBaHUMN BCEX KYMYNMATUBHbIX
AaHHbIX C AdaTbl nepBon pernctpaunmn rnekapCTtBeHHOro npenaparta uin gatbl NepBoro pas3peleHna Ha nposeneHune
MHTEPBEHUMOHHOIO KIMHU4YeCKoro wuccriegosaHunAa B KakoM-nnbo 13 rocyaapcTtB. B cny4yae ecnun pgarta nepBoro
paspewieHna Ha npoBeaeHne WHTEPBEHUMOHHOIo KIMMHUYECKOro wuccrnegoBaHnAa HeOoCcTynHa wnn  gepxXxarterb
perncTtpaumMoHHOro yaoctoBepeHnA He uMeeT [OoCTyna K AaHHbIM O KNMHUYecKomn pa3pa60TKe JNIeKapCTBEHHOro
npenapara, Hanbonee paHHI/II7I ,EI,OCTyI'IHbIﬁ nepunon Ha4dana npuMeHeHuA neKapCTBeHHOro npenapara MOXeT ObITb
MCNoNib30BaH B Ka4eCTBe Ha4dYalribHOro 3tana and nocneaywero BKIM4YeHNA U OUEHKU KYMYNATUBHbBIX AaHHbIX;]

I') 06006LeHne VIHCbOpMaLI,VIVI O Mepax MUHUMKM3aUunn pucka, KOTopbl€ MOITN BbINOJIHATBECA UITA BbINOJTHAJIUCL Ha
NpoOTAXEeHNUN OTYETHOIO Nnepunona, 1 3anjiaHnmpoBaHHble Mepbl MMHUMU3aU NN PUCKA;

) onpegerneHue nnaHa OLEHKU CUrHanoB, PUCKOB M (MNK) NpeanoXeHUn no AOMNOMHUTEMbHbIM Mepam Mo
dapmakoHaas3opy.

3. anIHLl,VIH noaAroToBKku nepuoanyveckoro oBGHOBNAEMOro oT4yeTa
no 6e3onacHocTH

582. [epxaTenb perncTpaumMoHHOro yaoCTOBEPEHUS AOMMKEH FOTOBUTb €4MHbIN NEePUOLNYECKNA OOHOBSIEMbIN
oT4yeT no 6e3onacHOCTVM Ansi BCEX MPOM3BOAMMBIX JIEKAPCTBEHHBLIX MpenapaToB, cogepXalux O4HO U TO Xe
OeNCTBYloLLEee BELLECTBO UMMM OOHY U Ty e KOMOMHaUMIO OeACTBYIOLINX BELLECTB, N0 BCEM 040OPEHHBIM MOKa3aHUsM
ONsl OaHHbIX NeKapCTBEHHbIX NpenapaTtoB, crnocobaM Mx BBeAeHWsi, opMamM BbiNycka U pexunmam 0o3npoBaHus. B
YacTHbIX Crny4asx MOXeT noTpeboBaTbCA NpeAcTaBieHVMe AaHHbIX 00 OTAEeNnbHbIX MoKa3aHusax, hopmax BbIMycka,
cnocobax BBEAEHMS NN peXnMax 0O3MPOBaHUS Kak OTAENbHOro pasaena nepnogm4eckoro 0OHOBASIEMOro oT4yeTa no
6e3onacHOCT C COOTBETCTBYIOLLMM OMNWCaAHMEM W aHanuM3oM acrnekToB npodwunsa 6esonacHocTn n 6e3 NoaroToBKM
OTOENbHOrO NEepUOAMYECKOro OBHOBRSIEMOro otyeta no 6esonacHocTwu. [logroToBka OTAENBHOTO NEPUMOANHECKOrO
obHoBnsiemoro otyeta no 6e3onacHOCTM MoOXeT BbiTb 0BOCHOBaHa B WCKNIOYMTESbHbIX Criyvasx (Hanpumep, npu
HanMunum opMbl BbiNycka C MOMHOCTBIO  OTAIMYHBLIMW MOKa3aHUAMW K MEAMLUUHCKOMY MPUMEHEHUIO AaHHOTro
nekapCTBEHHOro npenapata OT APYrMX ero oopM Bbinycka) no COrnacoBaHUio C YyNOMHOMOYEHHbIM OPraHoM.

4. CnpaBo4Has nHcdopmaums

583. B kadectBe cnpaBo4yHOM MH(OpMaLMM O NEKapCTBEHHOM Mpenaparte gepaTefiemM perncTpalmoHHOro
YAOCTOBEPEHUSI MOTYT MCMOMb30BaTbCA CeayLme NCTOUYHMKN pedepeHTHON NHOopMaLmu:

nepeyeHb OCHOBHbIX [aHHbIX O NEeKapCTBEHHOM CpeacTBe [AepxaTtens perncTpaunmoHHOro YAO0CTOBEpeHWus,
KOTOpbIN  BKMOYaeT wWHGopmaumio o 6e30nacHOCTM, MoKasaHUA K MNPUMEHEHWIO, pPexnMm  O03MpPOBaHuS,
tbapmakonormyeckme CBONUCTBaA U OPYrylo MHGOpMaLuio B OTHOLUEHUU NeKapcTBEHHOro npenaparta. MIHdopmaumna o
6e3onacHOCTW, KOTOpas BKMIOYEHA B NepeyeHb OCHOBHLIX AaHHbIX O NEKapCTBEHHOM CpeacTse, onpenensdercs Kak
OCHOBHas wHGopMmauma o 6e30nacHOCTM [epXaTens perucTpauMoHHOro ygoctoBepeHus. [lpu  noarotoBke
nepuogmnyeckoro obHoBnsiemMoro ot4yeTa no 6e3onacHOCTV B kayecTBe CMpPaBOYHOM MHopMauum o Ge3onacHocTu u
OCHOBHbIM O[0OPEHHBLIM MOKAa3aHWAM K MPUMEHEHMIO MPU BbINOSIHEHMN OLEHKM pUCKa M MOMb3bl NIEKAPCTBEHHOIO
npenapaTta MOXEeT MUCMOMb30BaTbCA OENCTBYIOLAA BEPCUS NePeYHsl OCHOBHbIX AaHHbLIX O fleKapCTBEHHOM CpefcTBe,
Hanbonee NpMONMKEHHas K KOHLY OTYETHOro nepuoga AOKymeHTa. B cnyyae ecnv nepeyveHb OCHOBHBLIX OaHHbLIX O
nekapCcTBEHHOM CpeAcTBe He BKroyaeT MHopMauuio 06 0A0BpeHHbIX MoKa3aHuAaX K MPUMEHEHUIo, AepKaTernem
perncTpaumMoHHOro yaoCcToBepeHuss MoxeT ObiTb onpedeneH M ykasaH MHOM OOKYMEHT, KOTOPbI MCNOMb30Barcs no
AaHHOMY pasfeny crpaBoYHON UHOpMaLnK;

B Crny4ae OTCYTCTBUS Yy [JepXaTens perncrpaumoHHOro YAOCTOBEPEHUSA MNepeyHsl OCHOBHbIX [AaHHbIX O
neKkapcTBEHHOM CPeACTBE WM OCHOBHOW MHGpopMauumn o 6e30nacHOCTU Afis NeKapCTBEHHOrO npenapara (Hanpumep,
€CN1 NEeKapCTBEHHLIN NpenapaTt 3aperncTpMpoBaH TONMbKO Ha TEPPUTOPUM OOHOro rocyaapcTsa UMM pernoHa, nmobo
BOCMPOW3BEAEHHbBIA UMM XOPOLLO M3YYEHHbIN NEKapCTBEHHbIA MpenapaTt NPUMEHSETCA Ha MPOTSXXKEHUU OOonbLIoro
KonmnyecTtBa feT), MHON OOKYMEHT, KOTOPbIN MCMONb30Barics B KayecTBe CrpaBovyHOW MHGOpMAaLMM NpU NOArOTOBKe
NnepuoanYeckoro OOHOBNSIEMOro oTyeTa no 6e30nacHOCTU, AepXaTeneM PerMcTpaLMoHHOrO yOOCTOBEPEHUS MOXET
ObITb onpeferneH 1 ykasaH. B gaHHOM criydyae B Ka4yecTBe CnpaBOYHOW MHpOpMaumMm MoOXeT ObiTb MCMonb3oBaHa
obLan xapakTepucTuka nekapCTBEHHOro npenapara, ogobpeHHas ynonHOMOYEHHbIM OpraHoM rocygapcTea-yneHa. B
Tex cny4asix, korga cnpaBoyvHas MHcpopmaumsi B Yactu ogo6peHHbIX NOKa3aHUM K NPUMEHEHMIO NpeacTaBnseT cobon
OTAENbHbIA OT CMPaBOYHOM MHGOPMaUMM O 6e30MacHOCTU AOKYMEHT, OENCTBYHOLLAs BEPCUS OAHHOIO LOKYMEHTa,



Hanbonee I'IpI/I6J'IM)KeHHaF| K KOHUY OTYeTHOro nepuoaa, AOOJIKHa OblTb BKNIOYEHA B I'IepI/IOAW-IeCKI/IVI obHOBNAEMbIN
oT4yeT no 6e30nacHOCTU B Ka4ecTBe NPUINOXEHUA.

584. [epxatenem perucTpauMoHHOrO YyOOCTOBEPEHMS [AOMKHA MOCTOAHHO  BbIMOMHATBCA — OLEHKa
HeobXx04MMOCTU MepecMoTpa CNpaBOYHOW MHQOpMauum O §eKapCcTBEHHOM mnpenapate u (Mny) CnpaBOYHOMN
nHdopmaumm no 6e30MacHOCTN B CBA3M C NOMy4YEHNEM HOBOWM MHpopMaumn no 6e30nacHOCTM ¢ Lenblo obecnevyeHnst
CBOEBPEMEHHOIO BHECEHUS CYLLECTBEHHbIX W3MEHEHWW, MPOM3OLUEALINX 33 OTYETHbIN Mepuog W OMUCaHHBLIX B
pasgene 4 "M3aMeHeHus, BHECEHHbIE B CMPaBOYHY0 MHGOpMauuio 0 6e30nacHOCTU flekapCTBEHHOro npenaparta” u,
ecnn npuMmeHumo, B pasgene 16 "CurHanel M oueHka pucka" nepuoanyeckoro OBHOBMSAEMOro oT4yeTa Mo
6e3onacHocTu. [laHHbIe CyLLIEeCTBEHHbIE UBMEHEHUSA MOTYT BKMOYaTb B cebs crneayiollee:

a) u3MeHeHusi B pasgensl "TlpotmBonokasanus”, "OcoOble ykasaHuMsi M Mepbl NPeAOCTOPOXHOCTM NpwU
npumMmeHeHun";

©) pononHeHua B pasgensl "HexenaTtenoHble peakuun", "B3anmogenctsme ¢ OpyrumMu  niekapCTBEHHbIMU
npenapaTtamu u gpyrve suasl B3anmonencrana”;

B) JOMONTHEHWE BaXXHOW HOBOW MHpopmauuel pasgena "lNMepenosvposka”;

) UCKIIOYEHNe NokasaHu Nbo MHble orpaHuyeHns NPUMEHEHWs NeKapCTBEHHOro npenapara, BBeAEHHbIEe Ha
OCHOBaHWM AaHHbIX 0 ero 6e30nacHOCTU NN He4OCTaTOYHOW TepaneBTu4eckon 3PPEKTUBHOCTN.

585. [epxaTenb PErMcTpauMoHHOrO YAOCTOBEPEeHWs OOMKEH MPeAcTaBUTb KOMUM BCEX BEPCUA CrpaBOYHOM
MHbopMaLmMKN NeKapCcTBEHHOIO Npenaparta, AeNCTBYIOLMX Ha KOHeL, OTYETHOro nepuoaa (Hanpumep, Ans pasinyHbIX
opM BbINycka JeKapCTBEHHOro Mpenaparta, BK/OYEHHbIX B OOWH MNepuoandeckuii OGHOBNAEMbIA OTYeT Mo
GesonacHocTn), B KayecTBe MPWUMOXKEHWA K nepuoanyeckoMy OBGHOBMNsSieMOMY OTYeTy no GesonacHocTu. Bepcuu
CMpaBoOYHOW MHDOpMaLMK NIeKapCTBEHHOro npenapaTa AOSKHbI MMETb AaTy BCTYMNEHUs B OEWCTBUE W NoAnexaTtb
KOHTPOIO CO CTOPOHbI AepXKaTensl permcTpaunoHHOro YAOCTOBEPEHNS.

586. B cnyyae nony4deHus BaxkHou uHdopmaumm O OesonacHocTu, Tpebylowen BHECEHUS U3MEHEHUN B
OENCTBYIOLLYIO CNPaBOYHYH MHpOpMaLMIo NekapCTBEHHOro npenapara, nocne Aatbl OKOHYaHus cbopa AaHHbIX 40
NnpeAcTaBfieHnst NepMoanMYecKoro obHOBMSIEMOro oT4yeTa nNo 6e3o0nacHOCT B YMNOSIHOMOYEHHbI OpraH rocyaapcrea-
yneHa, fgaHHas MHopMauus OofkHa ObiTb BKMNoYeHa B pasgen 14 "BaxHas MHdopmauwusi, nonydyeHHas nocne
3aBepLUeHNs NoaroToBKM Nepuognveckoro obHOBMNsieMoro oTtdyeta no GesonacHocTU", ecrnyM 3TO NpeacTaBnsieTcst
BO3MOXHbIM.

5. CopepxaHue nepmoanyeckoro o6HoBnsieMoro otyerta
no 6e3onacHocTu

587. MNepuoguyecknii O6HOBNSAEMbIN OTYET N0 6€30MaCHOCTU LOMMKEH BKIOYATh KYMYNSATUBHbIE AaHHbIE C AaThbl
nepBoM perucTpauumn nekapcTBEHHOro npenapata M BblAenNsaTb HOBYH MHGOPMAaUMIO, MOSYYEHHYD 38 OTYETHbIN
nepuod. KymynatmBHas uHdoOpmauusa paccmaTtpuMBaeTcs npu  npoBedeHMM obuien oueHkum ©esonacHoCcTu
neKkapcTBEHHOro npenapara u UHTErpMpPoOBaHHOM OLIEHKN ero COOTHOLLIEeHMS "rnonb3a - puck”.

588. Tllockonbky KnuHUYeckass pa3paboTka NekapcTBEHHOro Mpenapara MOXET MpoAomKaTbCa  Ha
MOCTPErucTpaLyoHHOM 3Tane, B Nepuoanyeckuii 06HOBRSIEMbIV OTYET MO 6€30MacHOCTY AOMKHbI BKMIOYATLCA AaHHbIE
MOCTPErMCTPALMOHHBIX UMM KMUHWUYECKUX WCCIEeAOBaHUiA MO HeofobpeHHbIM MokasaHusM Wnu  HeogoBGpeHHbIM
nonynsuusiM. [JaHHble 0 6e30MacHOCTU NEeKapCTBEHHOTO Npenapara, nofly4eHHble Mo pesyribTaTaM NMPUMEHEHUS He B
COOTBETCTBUM C OOLLeN XapakTepuCTUKOW NEeKapCTBEHHOro mnpenapata WM WHCTPYKUMehn Mo MeaVLMHCKOMY
NMPYMEHEHMI0, Takke AOJIKHbI OblTb BKIOYEHbI B OLEHKY COOTBETCTBYIOLUMX PUCKOB B NMEPUOAMYECKOM OOHOBIISIEMOM
oT4yeTe no 6e30MacHOCTH, ECNK 3TO NPUMEHUMO 1 OGOCHOBaHHO.

589. Mepuognyecknii 0OHOBNsiIEMbIV OTYET NO Ge30nacHOCTM OOSMKEH BKIoYaTh 0bo6LatoLyo MHopMaLmio
060 BCEX WCTOYHMKAxX MOMyYeHUst 3Ha4YMMbIX AaHHbIX 06 ©Ge3onacHocTM WM 3dP(EKTUBHOCTM fEeKapCTBEHHOTO
npenapaTta, KoTopble OOSMKHbI YYUTbIBATLCA NPW BLINOMHEHUM OYepefHOW OLEeHKM COOTHOLWIEeHWs "nomnb3a - puck”,
OOCTYMHbBIX AEepXaTerno perMcTpaLMoHHOro yaocToBepeHnsa. VICTOYHUKN gaHHbIX 0 6e3onacHocTu 1 3dEKTUBHOCTH
NEeKapCTBEHHOro npenapara, KoTopble MOryT ObiTb MCMNOMb30BaHbl NPU MOArOTOBKE Nepuoanveckoro obHOBRsieMoro
oTyeTa no 6e3onacHoOCTU, BKITKOYAKT B cebs:

a) JOKNNHUYECKne nccrnefoBaHns (TOKCUKOMNOrMyeckne 1 uccnenoBaHus in vitro);



©) cnoHTaHHOE penopTMpPOBaHKE;

B) aKTMBHblE METOAbl MOHUTOPWUHIa (HanpuMep, aHanm3 BHYTPEHHUX U BHELWHNX 6a3 OaHHbIX);

r) UccriefoBaHvsi Ka4ecTBa NekapCTBEHHOro Npenapara;

[) nccnepoBaHms No OLeHKe UCNONb30BaHUA NeKapCcTBEHHOroO npenapara;

€) KIMHMYECKNE UCCrefoBaHNs, BKINoYas UccrnenoBaHus No Heogo6peHHbIM NOKa3aHUsIM K MPUMEHEHNIO;
X) o6cepBaUMOHHbIE UCCNEOBaAHMS, BKOYAsa PerucTpbl;

3) nporpamMMbl NOAAEPXKKN NALMUEHTOB;

W) AaHHble cucTeMaTmyecknx o63opoB M MeTaaHanu3os.;

K) caiTbl gepxxaTens perMcTpaumMoHHOro yaoCTOBEPEHMS], B CeTU MIHTEpHET;

n) onybnvKoBaHHble AaHHblE HAy4YHON MeAULIMHCKON NuTepaTypbl UK pe3toMe cTaTei, BKIodas nHopMaumio,
NpeacTaBsAeMylo Ha Hay4YHbIX KOH(DEPEHUMAX U BCTpeYax;

M) HeonybnmnkoBaHHbIE PYKONUCH;
H) OaHHble NapTHEPOB MO NULLEH3MPOBAaHWIO, APYIMX CMNOHCOPOB MW Hay4YHO-MUCCNeoBaTeNbCKNX YUPEXOEHUN;
0) AaHHble YNONMHOMOYEHHbIX OpraHoB (BCe rocygapcraa Mupa).

590. MNepeyeHb UCTOYHMKOB MHADOPMALIMK He ABMSIETCS UCYEPNbIBAOLLMM, AOMONTHUTENbHbIE UCTOYHMKM AAHHbIX
MOryT GbITb UCMOSb30BaHbl AepXaTesieM perncTpaLnoHHOro yaA0CTOBEPEHNS C LieNbio NpeacTaBneHust MHgopmMaumm o
Ge3onacHocTU U 3¢pPeKTUBHOCTM B NepuoanveckoMm OGHOBNSEMOM OTYeTe Mo 6e30nacHOCTU, HaAneXalleih OLEHKM
COOTHOLUEHNSA "Morb3a - pUCK” 1 NPaBUBbHOIO OTPAXXEHUS! U3BECTHLIX W BbISIBMIEHHbIX 38 OTYETHLIN Nepuod BaXHbIX
acrnektoB npocuna 6esonacHocT UM 3pPeKTUBHOCTM JleKapCTBEHHOro npenaparta. [lepeyeHb WCTOYHUKOB
MCNOMb30BaHHOM MPU MOAroTOBKE MEepPUMOAMYECKOro OBHOBMSEMOro otyeTa no 6e30MacHOCTU MHOPMAaLIMK AOIHKEH
OblTb NpeacTaBneH AepKaTenem perucTpaLoHHOro YOOCTOBEPEHNS B MPUMOXKEHUMN K JOKYMEHTY.

591. Nepwuogmnyecknin obHOBNAEMBIN OTYET MO 6e30MacHOCTN OOMKEH ObiTb pa3paboTaH B hopme OOKYMEHTa,
COCTOSILLEro M3 pasfenos, onpegensemMbix NyHkToM 590 HacToswwmx lMpasun. TpeboBaHusa kK pasgenam ABNSATCS
obWwyMn Ona Bcex JepxaTenerd peructpauMoHHbIX yaoocToBepeHun. OObem npeacTaBreHns OaHHbIX  MOXET
BapbMpoBaTbCs MO pas3genam B 3aBMCMMOCTU OT pPasfIMYHOrO YpPOBHSA [OCTyna AepxaTenen perncTpaunoHHbIX
YAOCTOBEPEHUI K UCTOYHMKaM MHopmauuy, BKITOYaeMON B NEpUOaNYECKUn OOHOBMSIEMbIN OTYET no 6e3onacHocTu.
Hanpumep, gepxaTtenb perucTpauyMoHHOIO yOOCTOBEPEHUS, ABMSABLUMACS CMOHCOPOM KITMHUYECKOro UccnenoBaHus,
UmMeeT OOCTyn K MOMHOMY OObeMy AdaHHbIX Ha YpOBHE MAUMEHTOB, B TO BpEeMs Kak Ons OpYyrux gepxartenen
PErnCTPaUMOHHbIX YOOCTOBEPEHUN, HE SABMABLUMXCH CMOHCOPaMW AaHHOMO KMAMHMYECKOrO WCCNenoBaHus, OO0CTyn
MOXET ObITb BO3MOXEH TOMBKO K ONYGNMKOBAHHbIM LAHHbIM.

592. CteneHb Aetanu3aumm uHdopmauum, NPeacTaBnseMol B ONpedeneHHbIX pasgenax nepuogmnyeckoro
0obHOoBNsIEMOro oT4yeTa no 6e3onacHOCTU, AOMKHA ONpPeaensTbcs COO0pPa3HO M3BECTHLIM U BbISIBIIEHHBIM 32 OTYETHbIN
nepuoa BaxHbIM acnekTam npodunsa GesonacHocTU N 3MEHEKTUBHOCTU, COCTABMSIOLIMM KITHOYEBbLIE KOMMOHEHTbI
OLIEHKWN COOTHOLLEHUS MOMb3bl U pUCKa NeKapCTBEHHOro Npenapara.

593. MNMepuognyecknin OGHOBSAEMbIN OTYET NO 6€30NacHOCTM LOMMKEH MMETb CIEAYIOLLYI0 CTPYKTYPY:

Yactb |. TI/ITyﬂbeIIZ INCT, BKIKO4Yaa noanncb nuua, OTBETCTBEHHOro 3a noArotoBKy nepunoanyecKkoro
0obHOBNSIEMOro otT4yeTa no 6e3onacHoOCTU

YacThb Il. KpaTkoe nanoxeHue (pestome)
YacTs lll. CopepxxaHne nepuogmnyeckoro obHoBnsieMoro ot4yeTa no 6esonacHocTun

Pasgen 1. BeegeHue



Pasgen 2. PernctpaumoHHbIn cTaTyc nekapcTBEHHOro npenapaTa B Mupe

Pasgen 3. Mepbl, NPUHATBLIE 3a OTYETHbLIN nepunon, B CBA3M C MNoOCTynMBlWMMW OaAHHbIMA O ©e3onacHocTK
JNeKapCTBEHHOrO npenaparta

Pasgen 4. NlameHeHus, BHECEHHbIE B CIPABOYHYO MHGPOpMaLuio 0 6e30MacHOCTY NekapcTBEHHOIO npenaparta

Pazgen 5. OueHka u4ucna nauMeHToB, noaBeprnxca BO34ENCTBUIO JIeKapCTBEHHOIo npenapara, w”
ocobeHHocTeln NPUMEHEHNA B MeANLNHCKOMN NnpakTuke

Mopgpasgen 5.1. OOwee 4Mcno nauMeHTOB, NOABEPrLUMXCS BO3AEWCTBUIO IEKapCTBEHHOro npenapaTta B
KMMHUYECKNX NCCneaoBaHNsIX

Moopasgen 5.2. O6uiee 4MCnoO NaUWEHTOB, MOABEPrLUMXCA BO3OEWCTBUIO JNEKApCTBEHHOro npenapara, no
AaHHbIM ero NPUMeHeHUs Ha pbiHKe

Pasgen 6. O600LeHHbIe TabnnyHble AaHHbIE
Mopgpasaen 6.1. CnpaBoyHast MHopmauns

Moapasnen 6.2. O606LeHHas nHdopMaLMA MO Cepbe3HbIM HexenaTenbHbIM ABNEeHUAM, BbISIBNEHHbIM B Xode
KMMHUYECKNX UccnenoBaHuii

Moppasgen 6.3. O606LeHHasa nHdopmMaLma No AaHHbIM MNOCTPErMCTPALMOHHOIO MPUMEHEHUS NEKapCTBEHHOMO
npenapaTta

Pasgen 7. Pe3stome 3Ha4YMMbIX AaHHbIX, NOSTYYEHHbIX B X04€ KITMHUYECKUX NCCNefoBaHWi 3a OTYETHbIN nepuog,
Moppasgen 7.1. 3aBepLUeHHbIE KNNMHUYECKUE NCCIea0BaHNS

Mogpasgen 7.2. MNpogonxkatoLmnecs KnMHUYeCcKne nccneqoBaHms

Mogpasgen 7.3. OnnTensbHbIA NOCNeayoLWwmMin MOHUTOPUHT COCTOAHNSA NaLneHTOB

Mogpasnen 7.4. VIHoe TepaneBTUYECKOE NPUMEHEHME NIEKAPCTBEHHOrO Npenaparta

Moppasgen 7.5. HoBble gaHHble O 6e30MacHOCTU MpU  UCMONb30BaHWWM FfIEKAPCTBEHHOrO npenapaTta B
UKCUPOBAHHbBIX KOMBUHALMSX 03

Pasgen 8. [lJaHHble HEMHTEPBEHLMOHHLIX NCCneaoBaHNn

Pasgen 9. laHHble Apyrux KNMHUYECKUX UCCneaoBaHU U JaHHbIe, NONYyYeHHble U3 OPYrMX UCTOYHUKOB
Mogpasgen 9.1. aHHble Apyrux KNMHNYECKNX UccreaoBaHni

Moppasgen 9.2. OWKnBKN NpUMMEHEHUS NeKapCTBEHHOro Npenapara

Pasgen 10. JaHHble JOKNUHUYECKMX (HEKMMHUYECKNX) NCCreqoBaHNi

Pasgen 11. aHHble Hay4HOW MeaULMHCKOW NuTepaTypbl

Pasgen 12. [ipyrue neproanyeckne obHOBMsiEMble OTYETHI MO 6e30MacHOCTY;

Pasgen 13. HegoctaTtoyHasa TepanesTudeckaa agpekTUBHOCTb SIeKapCTBEHHOroO npenapara, yCTaHOBMeHHas B
KOHTPONMPYEMbIX KIMHUYECKUX UCCIIEeA0BaHNAX

Pasgen 14. BaxHas VIH(bOpMaLI,MFl, nony4yeHHaa nocne 3aBeplleHnda noarotoBkn nepuogmnmyeckoro
obHoBNSIeMoro ot4yeTa nNo 6e3onacHOCTU

Pasgen 15. O630p curHanoB (HOBbIX, pacCCMaTpUBaeMbIX U 3aKpbITbIX)

Pasgen 16. CurHanbl 1 oLeHKa pucka



Moppasgen 16.1 O6obLatowasa nHdopmalmsa o npobnemax no 6esonacHOCTH

Moppasgen 16.2. OueHka curHanos

Moppasgen 16.3. OueHka pUCKOB 1 HOBOW MHOpMaLK

Moppasgen 16.4. XapakrepucTvka puckos

Moppasgen 16.5. 3 dekTMBHOCTL MEP MUHUMMU3ALUKN pUcka (€CMM OHU NPUMEHSNNCD)

Pasgen 17. OueHka nonb3bl

Moppasgen 17.1. BaxHasa 6a3ncHast nHdopmauus 06 adppekTMBHOCTM NekapCTBEHHOIO nNpenapaTa
Moppasgen 17.2. Hosas BbisiBNeHHast Hchopmauusa 06 adhpekTUBHOCTH

Mogpasgen 17.3. XapakrepucTuka nonb3bl

Pasgen 18. IHTerpnpoBaHHbI aHanM3 COOTHOLLEHUS "Monb3a - pUCK" No 0A00pEeHHbLIM NOKasaHUSAM

Mogpasagen 18.1 MHTerpmpoBaHHbIN aHanm3 B KOHTEKCTE COOTHOLLEHMS "nonb3a - puck” (BKNoYas MeauLMHCKY0
NoTPebHOCTL M BaXHble anbTepHaTMBbI)

Moppasgen 18.2. OueHka npoueaypbl aHanM3a COOTHOLLEHMS "Nonb3a - puck”

Pasgen 19 3aknioyeHve nepuoguyeckoro OBHOBRSiEMOro oT4yeTa Mo 6Ges3onacHOCTM M npegnaraemble
nocnegywouime encTeus

Pasgen 20 MNpunoxeHns kK nepuoan4eckoMy o6HOBASEMOMY OTYeTYy No 6e3onacHoCTw.
Yactb | TuTynbHbIN NuCT

594. Ha TuTynbHOM nucTe JomkHa 6bITb yKasaHa cneayowas nHpopmauus:
HavMeHOBaHWe rneKkapCTBEHHOroO nNpenapara u AeCTBYIOLLEro BellecTBa:
MeXayHapoaHas gaTta perncrpauum nekapcTBeHHOro npenapara;

OTYeTHbIN Nepunos;

fAarta cocTaBIieHNs oT4eTa;

AaHHble aepxaTensa perucTpaumMoHHOro ya0CTOBEPEHNS;

ykasaHue Ha KOHUAeHUManbHOCTb WHGOPMAaLMKU, BKIOYEHHON B MNEepuOANYECKMIt OBHOBMSIEMbIA OTYET MO
©e3onacHocTu.

TUTYNbHBLIA NUCT NepuoanMyeckoro obHOBNSIEMOro oTyeTa No 6e3onacHOCTU OoSKeH ObiTb 3aBepeH NoAnuChio
YMNONHOMOYEHHOIO fMua no  apMakoHags3opy WM nuua, KOTOpoMy AenernpoBaHa dyHKUMS odobpeHus
nepruoanYeckoro 0OHOBIIEMOro oTyeTa no 6e30nacHoOCTy.

Ecnu pepxatenb perMcTpaumMoHHOro yooCTOBEpPEHUss He UMeeT MHdopMauun o hakTUYeCcKon MexxayHapoOHo
AaTe peructpauuu, Heo6xoaumMo o6paTUTLCS K CcKkaMm onyGrMKoBaHHbIX MeXAyHapoaHbIX AaT peructpaumn. Ecnu
NeKapcTBEHHbIN npenapat He BKMYEH B KakoW-NMGO CMMCOK, AdepXaTesliilo perucTpauloHHOro YAOCTOBEpeHUs:
crefyeT cornacoBatb C YNONHOMOYEHHbBIM OpraHOM BO3MOXHOCTb UCMOMb30BaHUS B Ka4ecTBe MexAyHapoaHoW AaThbl
perucTpaLmm nepeoi M3BECTHON AaThl NOMyYeHUs PErMcTPaLMOHHOIO YAOCTOBEPEHUS Ha AENCTBYIOLLEee BELLECTBO.

YacTtsb ll. KpaTtkoe usnoxeHue (pesrome)

595. Llenbio ykaszaHHOro CTPYKTYPHOrO 3rieMeHTa MepuoaMyecKkoro obHOBMsSiEMOro oTtyeta no Ges3onacHocTu
SIBNSAETCA KpaTKkoe npeacTaBrneHve B 0000WeHHOM Buge codepXaHuss M Havbonee BaxHOM MWHdopMauum,



cocTaBnsoLwen yKGSaHHbIVI OT4HeT. KpaTKOG M3noxeHne OOJKHO BKMYaTb Cnenyoulyro Mchopmau,mo:
a) BBeAEHNE, yKa3aHe OT4YEeTHOro nepmoaa,

0) HaumeHOBaHME FeKapCTBEHHOro npenaparta, dapmakoTepaneBTUYECKUA KracC, MexaHu3M [OeCTBUS,
nokasaHus K npumeHeHuo, opma (bopMbl) Bbinycka, JO3UPOBKa (403MPOBKM), cnocob (cnocobbl) BBEAEHUS;

B) OUEeHKa KyMyJIAaTUBHOIo BO34EeNCTBMUS B XO4€ KIMHUYECKUX NCCefoBaHUM;

I') OUEeHKa wuHTepBana nocTperncTtpaunoHHOro npuMeHeHnAa wu KymMynaTuBHOIO BO3OEeNCTBUA 3a 3TOT
ﬂOCTpeFVICTpaLlVIOHHbIVI nepuon;

[) YMCno rocyapcTB, Ha TEPPUTOPUSIX KOTOPLIX pa3peLLeHo NpMMEHEHWE NIEKapCTBEHHOTO Npenapara;
e) 0606LeHHasn nHdopmMaums ob oLeHKe COOTHOLIEHMS "Nonb3a - puck”;

X) NpuUHATbIE W nNpeanaraemble AEWCTBUS, CBA3aHHble C acnektamym npoduns 6GesonacHoCTH, BKYast
CYLLIECTBEHHbIE N3MEHEHMWS, BHECEHHbIEe B OpoLlopy uccnegoBaTtenst Ha 3Tane KIMHUYECKUX UCCnegoBaHui UM B
00LLYy0 XapaKTepUCTUKY NeKapCTBEHHOrO nNpenapara Ha NOCTPErncTpaumoHHOM 3Tane, UNn UHble Mepbl MUHUMU3aLUN
pucka;

3) 3aKroyeHre.

6. Tp96OBaHVIFI K coAepXaHUK KaxXgoro pasagerna nepunognyvyeckoro
obGHoBMsieMoro or4yeta no 6esonacHocTu

YacTb lll. CogepxxaHue nepnoanMveckoro o6HOBNsieMOro otyeTta
no 6e3onacHocTH

596. KpaTtkoe wusnoxeHue (pestome) [OMMKHO COMpoBoXAaTbCs Tabnuuei codepXaHus MepUoanNYecKoro
0oGHOBMSIEMOro oT4yeTa no 6e3onacHoOCTU.

Paspen 1. BBegeHue

597. BBegeHne JOMKHO coaepXaTb cneaytoLlyo MHpopmaumio:
a) MexayHapoaHyto AaTy pernctpaumm 1 oTYETHbBIN Nepuog;

0) HaumeHOBaHME neKaApCTBEHHOrO npenapara, dapmakoTepaneBTUYECKUA Kracc, MexaHu3sM [eNCTBuS,
0f00OpeHHbIE MOKa3aHWs K NpUMeHeHuto, dopma (hopMbl) BbIMycka, OO3VPOBKA (O03MPOBKM), cnocob (cnocobbl)
BBELEHUS;

B) KpaTkoe onucaHune I'IOI'IyJ'IFILI,l/IIZ, KOTOpble nosiy4aroT levyeHne C Ha3dHavYeHneM JNeKapCTBeHHOro npenapara un
ObINN BKIOYEHbI B KNMMHUYECKNE UCCEeA0BaHUS.

Pasnen 2. PernctpaunoHHbIA CTaTyC fieKapCTBEHHOro npenapara
B Mupe

598. B naHHOM pasgene AormkHa ObiTb NpeacTaBrieHa criedytowas kpaTkas 063opHas MHopMaLUms:
a) oaTbl NepBoit perucTpaumn B no6om rocyaapcrse Mupa;

6) 0106peHHbIE NOKa3aHUsA K MPUMEHEHMWIO;

B) 3aperMcTpupoBaHHble hOpMbI BbIMyCKa 1 O3UPOBKY;

r) ykasaHue rocy4apcTs, B KOTOPbIX leKapCTBEHHbIN NpenapaT 3aperMcTpupoBaH.

Pasgen 3. Mepbl, NpUHATbIE 32 OTYETHLIW Nepuoa, B CBA3U
C AaHHbIMK O 6e30MacHOCTM NIeKapCTBEHHOrO Npenapara



599. B paHHOM pasgene npeancrtaBndeTcAaA onucaHune CyuweCTBEeHHbIX Mep, NPUHATbIX YNOJTHOMOYE€HHbIMU
opraHamu, gepxartenem pernctpaumMoHHOro yoqoctoBepeHmsa, CoHCOPOM KIMMHUYECKNX nccnegoBaHu, KOMUTETOM MO
MOHUTOPUHIY N OUEeHKe AaHHbIX, KOMUTETOM MO 3TUKE Ha OCHOBaAHMWN OaAHHbIX O ©e30MacHOCTM 3a OTYETHbIN nepuoa
KaK B OTHOLUEHUN npoaoJIKaKLWNUXCA KIMUMHUYECKUX nccrneaoBaHnin, Tak U NOCTpEerncTpaunoHHOro npMeHeHuns. K
AdaHHbIM MepaM OTHOCAT Mepbl, KOTOpPbIe:

oKasanu CyLleCTBEHHOE BNMsiHME Ha COOTHOLWeEHue "nonb3a - puck" 3aperncTpupoBaHHOrO NekapCTBEHHOro
npenapara;

okasanu BIUsiHWE Ha MpPOBeAEeHUE KOHKPETHOro KIMHWYECKOro WCCIEeAoBaHUs WM B LEMOM Ha Mporpammy
KIMMHUYECKOW pa3paboTky NekapCTBEHHOIO nNpenapara.

B pasgene gomkHbl ObITe yKazaHbl OCHOBaHMS AN MPUHATUS OaHHbIX Mep U AONONHUTEeNnbHas uHdpopmMaums
(Npn Hanuummn). B gaHHOM YacTy NPUBOAMTCH Takke KpaTkas uHgopmaumnsa 06 obHoOBNEHUM cTaTyca paHee MPUHATBIX
mep.

600. CyulecTBEHHble Mepbl, MPUHATbHIE B OTHOLLEHWM WCCReagyemMoro IeKapCcTBEHHOro mnpenapaTta, MoryT
BKNtoYaThb B cebs:

a) OTKa3 B Bbla4e paspelleHna Ha nposeaeHune KInnmHM4eCcKoro nccriegoBaHuna no acnektam ©e3onacHOCTU unun
3TUYECKMM BOMNpocawm;

0) yacTMyHas WM MonHas MNPUOCTAHOBKA KIMHMYECKOrO UccregoBaHus 1mbo MNOMHoe npekpalleHue
KMMHUYECKOrO UCCNEeoBaHUSA paHee NaHMpyeMoro cpoka Mo MpuUYMHE BbISIBNEHHbLIX OaHHbIX O ©e3omacHOCTU vnu
He4oCTaTOYHOM TepaneBTUYECKON 3PPEKTUBHOCTY;

B) OT3bIB UCCIEeAYyeMOro NekapCTBEHHOro npenapaTta unu npenapaTa CpaBHEHUS;

F) OTKa3 B Bbla4dYe pa3pelweHnda Ha MnpuMeHeHue no noka3aHutko, uccrneayemomy B XoAde KITMHUYEeCKOro
ncecnenoBaHud, a Takxe D,06pOBOJ'IbeIl7I OTKa3 OT noaayun 3adBlieHnA Ha perncrtpauuto;

A) Mepbl MUHMMU3ALUN pUCKa, B TOM YuCTE:

M3MEHEHUsl, BHOCMMble B MPOTOKOS WccrenoBaHWs W oOYCroBrieHHble AaHHbIMW O 6e3onacHocTU unu
3 HEKTMBHOCTU NleKapCTBEHHOIO npenapara (Hanpumep, U3MeHeHVe pexrMa O03MPOBaHUsi, USMEHEHUSI KPUTEPUEB
BKIIOYEHUS] UNN HEBKIIOYEHUS B KIMMHUYECKOE WCCreaoBaHusl, BBeAEHUE [OMONHUTENbHbIX Mep MO MOHUTOPUHTY
CYObEKTOB UCCIeoBaHNs, orpaHUYeHne NpoaosKUTENbHOCTU UCCIefoBaHNns);

orpaHmn4eHunsa mccnep,yelvloﬁ nonynaunun nnum nokasaHuim K NPUMEHEHMIO:
N3MEHEHUA I/IH(*)OpMVIpOBaHHOI'O cornacus, ced3aHHble C acnekTtamMmu I'IpOd)VIJ'I‘iI Ge3onacHocTy;
M3MEeHEeHNA CoCTaBa JIeKapCTBEHHOIO npenaparta,

OononHnTeNnbHoe TpeGOBaHMe YNOJTHOMOYEHHbIX OpraHoB rocygapcCTtB-4JieHOB MO OCO6OMy nopAaaky
npencraBneHnA I/IH(*)OpMaLI,VIVI 0 6esonacHocTH JIEKapCTBEHHOIO Nnpenapara,

crneuuanbHoe MHAOPMUPOBaHNE Bpaden-uccrieqosaTeneit UnM MeauLMHCKUX paBoTHUKOB;
nrnaHMpoBaHWe NPOBEAEeHNA HOBbIX UCCMea0BaHMIN MO OLIEeHKe acnekToB npoduna 6e3onacHoOCTy.

601. CywecTBeHHble Mepbl, MPUHATbIE B OTHOLUEHWM 3aperncTpupoBaHHOMO JliekapCTBEHHOro npenapaTa,
BKItoYaloT B cebs:

a) oTka3 B NPOANEHUN AEACTBUS PErMCTPALMOHHOIO YAOCTOBEPEHNS;
6) NPUOCTaHOBKY UMK OT3bIB PEFMCTPALIMOHHOIO YOOCTOBEPEHUS;

B) Mepbl, NPUHATbIE B CBA3N C BbiABIIeHNEM ,qeqaeKTa KayecTBa MO0 MHbIX NPUYNH, CBA3aAHHbLIX C Ka4eCTBOM
nekapcTBEHHOro npenapara;



F) BBeAEeHME nriaHa no MMHMMNU3aUnn puckKa, coagepxallero:
CyuweCTBeHHblE€ OrpaHn4eHnA B pacnpocTpaHeHnn ninn eBegeHmne NHbix Mep MMHUMn3aumnm pucka;

CylwleCTB€HHble WU3MEeHEeHUA obwwen XapaKTeEPUCTUKMN INeKapCTBEHHOro npenaparta, BKM4YadA orpaHn4eHuda
nokasaHui K Ha3Ha4YeHMIO UK rpynn naumeHToB, KOTOPbIM Ha3Ha4YaeTCca HeKapCTBeHHbIVI npenapart,

cneunanbHoe VIH(*)OpMVIpOBaHVIe MeaNLIMHCKUNX paGOTHVIKOB;
Tpe6OBaHI/Ie YNOJIHOMOYEHHbIX OpraHoB Mo npoBegeHnto NoCTperncTpaumoHHOro nceregoBaHnA.

Paspen 4. U3ameHeHUA, BHeCEHHbIe B CNpaBoOYHY UHdOpMaLmio
o 6e3onacHOCTM NeKapcTBEHHOro npenapara

602. B paHHOM pasgene ykasblBalwTCA cBedeHuMs 000 BCEX CYLECTBEHHbIX W3MEHEHWSX, BHECEHHbIX B
CnpaBouYHyl0 UWHGopMaumio o 6e3onacHOCTU FeKapCTBEHHOro rpenapara 3a OTYeTHbI nepuod. [aHHble
CYLLECTBEHHbIE M3MEHEHMS BKITIOYaIOT B cebs:

N3MEHEHUA B pa3genax I'IpOTVIBOI'IOKa3aHV|l7I, npep,OCTepemeHWl, 0COo0bIX yKa3aHI/II7I;

MHOPMaLNS O Cepbe3HbiX HexenaTenbHbIX peakuusix, HeXXenaTenbHbIX peakuusix, NpeacTaBnsowmx ocobbi
WHTEPEC M peaKkLmsiX B3aUMOAENCTBUS;

Ba>KHble JaHHble NPOOOKALLMNXCH N 3aBEPLUEHHbIX KIIMHUYECKUX NCCNedoBaHNI;
BaXXHble AaHHble JOKITMHNYECKNX (HEKITMHUYECKNX) UCCNeAoBaHUi (Hanpumep, U3y4eHue KaHLeporeHHoCTH).

MH(*)OpMaLI,VIﬂ O [JaHHbIX W3MEHEHUsIX AoJfhkHa ObiTb npeacrtaBfieHa B COOTBETCTBYWLWKMX pa3genax
nepunoan4yeckoro obHoBnsiemoro oT4yeTa no 6esonacHocTu. B NPpUIoXeHnn K nepnoanv4eckomy OGHOBJ‘IﬂeMOMy oTyeTy
no 6e3onacHOCTM AOMMKHA coaepxaTtbCAa BepcuAa CI'Ip&BO‘-IHOVI MHd)OpMaLI,I/II/I o0 ©OesonacHocTu NeKapCTBeHHOro
npenapara ¢ CoOoTBeTCTBYHLWNMN NUSMEHEHNAMMWN.

Paspgen 5. OueHKa yMcna naumMeHToB, NoABEpPrMxcs
BO34ENCTBUIO NNeKapCTBEHHOro npenapara, U ocobeHHoCTeN
NnpUMeHeHUs B MeAULIMHCKOWN NpaKTuKe

603. lNepuogmnyeckuin obHoBMNsSEMbIN OTYHET MO 6e30macHOCTU AOMKEeH COoAepXaTb TOYHYK OLEHKY u4ucna
nauneHToB, KOTOpble NOABEPINNCH BO3AENCTBUIO NIEKAapCTBEHHOrO npenapaTa, BKoYas Bce AaHHble 06 obbeme ero
NpoAaX M KOnuuyecTBe HasHavyeHun. [laHHas oueHka OOfKHa COMpPOBOXAATbCA KA4eCTBEHHbIM M KOMMYEeCTBEHHbIM
aHanu3om MpYMeHeHUs NeKkapCcTBEHHOro mpenapaTta B pearnbHOW MEeOMUMHCKOW MpakTWKe C yKa3aHMeM TOro, Kakvum
o6pa3oM 3TO MOXeT OTnuyaTbCad OT OAOOPEHHOro NPMMEHEHWUsi, OCHOBLIBAsCb Ha BCeX [AaHHbIX, AOCTYMHbIX
AepxXaTtenio perncTpauMoHHOro yAOCTOBEpPEeHWs, W pesynbTatax HabnwogaTenbHbIX WCCNEAOBaHWA MO  OLEHKe
MCMoNb30BaHUS fiekapCTBEHHOro npenapara.

604. B paHHOM pasgene pomkHa ObiTb MpeacTaBreHa oOueHKka Ob0bemMa M XapakKTepuCTUKM NOMynsauumn,
noABeprLiencs BO3AENCTBUIO NeKkapCTBEHHOro npenaparta (BKMoyas KpaTkoe onucaHve MCnonb3yemMoro Afis OLEHKU
MeToAa M yKa3aHus orpaHUYeHni i UICNonNb3yemMoro Metoaa).

605. Cornacywouwmecs MeToabl MO OLEHKE BO3AENCTBMSA Ha CyObekTa unuv naumeHTa OOSDKHbI MCMONb30BaTbCA
BO BCEX pasgenax nepnmoanyeckoro o6HoBNsiEMOro otyeTa no 6e3onacHOCTM AN O4HOro NIEKapCTBEHHOIO Npenapara.
Ecnun 3ameHa ncnonb3yemMoro MeTtofa OLEeHKN ABNAeTCS YMECTHOM, TO UCMONb3yeMbl METOA W HOBbIN METOA, a Takke
pacyeTbl NO HUM [OOJDKHbI ObITb npeacrtaeneHbl B nepnoany4eckom oOHOBNdeMOM oOT4yeTe no 0Oe3onacHocTU C
06BACHEHNEM 3aMEHbI.

Moapasnen 5.1. O6wee YACIO NALUNEHTOB,
noaBeprumnxcsa Bo3AeMCTBUIO JIeKapCTBEHHOro npenapara
B KIMTMHU4YEeCKUX nccriegoBaHusAax

606. [aHHbIi noapasgen nepuoauMyeckoro oBHOBMAEMOro otdyeTa Mo 6Ge30nacHOCTM [OIKEH codepxaTb
creayowylo MHGOPMaLWio O MauMeHTax, BKMHYEHHbIX B KMMHWYECKME UCCredoBaHWs NekapcTBEHHOro npenapara,



CMOHCOPOM KOTOpPbIX ABMASNCS AepXaTenb PerncTpauyMoHHOro YOOCTOBEPEHMs (cneayeT MChnonb3oBaTb TabnMyHbLIN
dopmar):

a) KyMyNsiTUBHOE YMCIO CYGBLEKTOB MWCCIeQoBaHUsi, BKIOYEHHbIX B MPOAOSDKAOLIMECS W 3aBepLUeHHble
KMUHUYECKNe UCCredoBaHNs U NMOABEPrLIMXCS BO3AENCTBUIO UCCIedyeMOoro fiekapCcTBeHHOro npenapara, nnaue6o u
(vnn) akTMBHOro npenapaTa CpaBHEHWS C MeXAyHapodHOW AaTtbl 0400peHusi pa3pabaTbiBaemMoro yiekapCTBEHHOo
npenapata. [na nekapcTBEHHbIX MNpenapaTtoB, ANUTENIbHOE BPEMSI HaxodslMxcss B obpalleHuu, ykasaHHasi
AeTanbHasi MHOpMaLUs MOXET OblTb HELOCTYMNHA;

©) Gonee pgetanbHas KymynatMBHaa MHGoOpMaLuMs o cybbekTax uccnefoBaHusl, NOABEPrLLUNXCA BO3AEUCTBUIO
nekapcTBeHHOro npenapata (Npy Hanuuum) (HanpuMmep, KymynsTMBHast MHopMaums, CrpynnMpoBaHHasi Mo BO3pacTy,
nony, pacoBoK NpUHaAIEXHOCTM N0 BCEW NporpaMmMe paspaboTkm);

B) BaXHble pasnuyuus Mexay WCCneaoBaHWsiMM B OTHOLIEHUW Ha3HayaemblX f[03, NyTern BBeOeHus
nekapCTBEHHOro npenaparta, noarpynn nauneHToB.;

I') JaHHble O BO3OEenCTBMUN B cnyyae, eclnm KIMHU4eckne wuccriegosaHmA npoBoAUIIUCb Ha 0CcobbIX rpynnax
nauneHToB (HaI'IpI/IMep, 6epemeHHb|x XeHWwunHax, nauneHtax c HapyweHnAammn d)YHKLI.I/IVI no4yek, nevyeHu, cepaedHo-
COCY,CI,I/ICTOI7I CUCTEMBbI, NauneHTax C KIMMMHN4YeCKn 3Ha4MMbiM reHeTU4EeCKUM ﬂOJ'II/IMOpCbM3MOM);

[) OueHKa BO3OENCTBMS, BblpakeHHas B BuAe nokasartenen cybbekT-Bpems (MaumeHTO-AHW, -MecCsubl unu -
rogbl) (NpY HanmMyMM CYLLECTBEHHbIX Pasnuuuii MO BPEMEHM BO3AEWCTBUSA IEKapCTBEHHOro npenapara Mexay
cybbektamu, paHOOMU3MPOBAHHBIMKM Ha MOSyYeHMe WccregyemMoro nekapCTBEHHOro npenapara unu npenapaTa
CPaBHEHWs, WMAM HanuM4YMM HECOOTBETCTBMW MO NPOAOIKMTENBHOCTU BO3AENCTBUMS  MEXAY  KIMHUYECKUMMU
nccnenoBaHuaAMM);

€) OJaHHble O BO34eNCTBUM uccregyemoro npenaparta Ha 340poBbiIX A0OPOBOMbLEB, KOTOpPble MOMYT MMETb
MEHbLUYI0 3HAa4YMMOCTb ANS OLEeHKN Npodunsa 6e30nacHOCTM NekapCcTBEHHOro npenapara B LefioM B 3aBUCMMOCTM OT
TMNa HabniogaemMblXx HexenaTenbHbIX peakuui, B OCOBEHHOCTU eCcnu nauueHTbl NOoABEPralwTCsH BO3AEWCTBUIO
O[HOKpaTHOM J03bl (AOMMKHbI ObITb NPeACTaBMneHbl OTAENBHO U MPU HEOBXOAUMOCTH, C MOACHEHUAMN);

)K) YKa3aHue rno oueHke BO34eNCTBUS NeKapCTBEHHOIO npenaparta Ha nauuneHTa (B cny4yae, ecnm B 0600 EeHHON
I/IH(bOpMaLJ,VIVI O HeXenaTtellbHbIX peaKkuunax, BbIABMIEHHbIX B Xo4€ KIMTMHUYECKUX nccrnegoBaHum, YKa3aHbl Cepbe3Hble
HeXxXenaTelnbHble peaKLI,VIVI);

3) pgemorpaduyeckas xapakTepucTuka MauueHToB Ans  onpedeneHHblX 0CoB0  BaXHbIX  KITMHUYECKMX
nccnegoBaHun (NpeacTaBnseTcd OTAeNbHO OT MHbopMauuK, ykasaHHOW B nognyHKTax "a" - "x" HacTosLwero nyHkTa).

Moapasgen 5.2. O6wee YACNO NAaLUUEHTOB,
nogBeprmxcsi Bo3gencTBUIO NeKapCcTBEeHHOro npenapara, No AaHHbIM
ero NPMMeHeHNA Ha pblHKe

607. B gaHHOM nogpasgerie no BO3MOXHOCTU OO0JKHa ObITb npeacrtaelieHa oTaeribHad oueHKa KyMyrnaTUBHOIoO
BO30EeNCTBUS (Ha‘-IVIHaFI C Memp,yHapop,Hoﬁ AaTtbl peFMCTpaLI,I/IM) N BO34ENCTBUA JNIEKapCTBEHHOIo npenaparta 3a
onpe,qeneHHbM MHTEpBan (C AaTbl OKOHYaHUA 060pa OaHHbIX O npejuwecTteyouiemMm nepnognv4eckom obHOBNSIEMOM
oT4yeTe no 6e3OI'IaCHOCTl/I). B pasgene OoJIKHO ObITb npmBeaeHbl OoueHKa Konun4dectBa nauuMeHToB, noaBeprlinxcd
BO30EeNCTBUIO NNekapCTBEeHHOro npenaparta, n MeTo, C NOMOLLbIO KOTOPOro BbIMOJTHANIUCE onpeaeneHne n oueHka.

JormxHo ObITb NpeacTtaBneHo 06OCHOBaHWE, €CN  HEeBO3MOXHO MpOBECTM pacyeT uucna nauueHTos,
noaBeprnxcsi Bo3gencTemio. Ecnv HEBO3MOXHO BbINOMHUTL OLIEHKY YMCNa nauneHToB, AOMKHbI OblTe NpeacTaBneHbl
anbTepHaTMBHbIE BapuaHTbl OLEHKN C yKasdaHWeM MeToda UX BbINOMHEHWUs. AnbTepHaTUBHBIMM NokKasaTensiMm OLEHKM
BO3OEWCTBUSA NEKapCTBEHHOro npenaparta SBMAAIOTCA MokasaTenb NauMeHTo-AHEeN W YUCMO  Ha3HayYeHun
(BbINUCbIBaHWI). TONbKO B TeX Cnyyasx, Koraa AaHHble nokasaTenn HeAOCTYMNHbI, MOXET ObITb MCMOMb30BaHa OLeHKa
obbema Npodax, BblpaKeHHasi B BECOBbIX eAnHMLaxX unmn gosax. MoxeT 6bITb NpUMeHeHa KOHLENUNs yCTaHOBMEHHON
cytoyHon go3bl (Defined Daily Dose, DDD) gns nonyyeHvs AaHHbIX O BO34EWCTBUM NeKapCTBEHHOro npenaparta Ha
nauneHToB.

608. [aHHble O BO3genCTBUM NNIEKapCTBEHHOIo npenapata AOOJDKHbI ObITb npmeeneHbl No cnegywwnm
KaTeropmnam ero ncnosib3oBaHuA:



a) NocTperncTpaLmoHHoe npuMeHeHne (3a UCKNIYEHNEM KINMHUYECKUX nccrnenoBaHuii). B aTom criyyae gomnkHa
OblTb nNpuBedeHa obLias oueHKa C AaHHbIMKM NpeacTaBrfeHHbIMU C pa3buBkOM NO Nony, BO3pacTy, NokasaHusM,
003npoBkam, oopMaM BbINyCKa U pernoHam, ecriv 3To NpumMeHuMo. B 3aBMCUMOCTM OT nekapCTBEHHOro npenapaTta
WHble NepemMeHHble MOryT ObiTb NMpMBEAEHbl Kak 3HauyMMble (Hanpumep, YNCRO BbIMNOMHEHHbIX BakUMHAaLMKA, cnocod
BBELEHUSA 1 NPOLOMKUTENBHOCTbL NeveHus). B cnyyae ecnu Gbina BbisiBNeHa cepusi COOOLLEHUN O HexenaTenbHbIX
peakuusx, npegrnonarawwas HanuumMe curHana, [OOIPKHbl ObiTb MO BO3MOXHOCTM MNpPeACTaBfeHbl [OaHHble O
BO3AENCTBMM NIEKAPCTBEHHOMO NpenapaTa Ha COOTBETCTBYHOLLYHO NoArpynny NauneHToB;

©) nocTperucTtpauMoHHOe MpUMEHeHMe Yy O0cCoBbiX MONyNAUMOHHbIX rpynn. B cnydae ecnn  Ha
NOCTPErncTpaunMoHHOM 3Tane neKkapCcTBEHHbIW npenapaT UCMOoMb3yeTcs Y 0COObIX NOMYMNSALMOHHBLIX rpynn, AOrkHa
ObITb NpeAcTaBneHa AOCTYNHas MHAOPMauMs O KYMYNSTMBHOM 4YMCNEe MNauMeHTOB, MOABEPrLIMXCH BO3OENCTBUIO
NnekapCcTBEHHOro npenapaTta, W WCNOMb3yeMbll MeTod pacyeta. WMCTOYHMKM 3TUX AaHHbIX MOTyT BKNOYaTb
HEeMHTepPBEHLUMOHHbIE UCCNefoBaHusA, paspaboTaHHble HEenocpeaCTBEHHO AN NOMNyYeHUs AaHHbIX 06 0cobbIx
NONynAUMOHHBIX NOArpynnax, BKMYas perucTpbl nauneHToB. [pyrve NCTodHMKN MHpopMauumn MoryT BKnoYaTb cbop
AaHHbIX O HexenaTenbHbIX peakuusax 3a pamMKamu KIMHUYECKUX WCCMeAoBaHWM C UCMOMNb30BaHWEM CUCTEMbI
CNOHTAHHOro pPenopTMpoBaHuS (Hampumep, B pasgene MoxeT ObiTb nNpeacTaBneHa uHopMauMs O BO3OEUCTBUN B
nepuon GepemMeHHOCTH, He CONPOBOXAABLUEMCS pa3BUTMEM HexenaTtenbHon peakuuu). Monynsauuu, BKOYaeMble B
OLEHKY Mo AaHHOMY pasgeny, BKIYaloT criegyolne Buabl, HO He OrpaHNYNBaTCA UMU:

negvaTpuyeckas nonynauns;
nonynsauusi NOXunoro Bo3pacTa;

XEHLWMHbI B nepuog 6epeMeHHOCTM U KOPMITEHNS Tpyablo;
nauveHTbl C HapyLweHnAMU OYHKUMUM NeYeHn 1 (UNn) NoYex;
NauMeHTbl C UHOW BaXXKHOW COMYTCTBYIOLLEN naTonorven;

nauyneHTbl, CTeneHb TAXeCTUu 3aboneBaHus KOTOPbIX OTIM4YHaA OT Mccne,qyemoﬁ B XoA4e KIMMHU4YeCcKnx
nccnegoBaHUiA;

Cy6ﬂ0ﬂy1'IFILI,VII/I C HOCUTEJIbCTBOM reHeTUu4eCcKkoro nonmmopcbmma (ﬂOJ'II/IMOp(bVI3MOB);

NauMeHTbl C WHOMW (HEe W3YyYEeHHOW B XO4Ee KIUHWYECKUX WCCMNEedOBaHMN) pPacoBOM WM  3THUYECKOMW
NpUHaANEeXHOCTbIO;

B) ocobeHHoCTH NnpUMEeHeHNA NekapCTBEHHOIro npenapara.

609. B cnyyae ecnu gepxartent perMcTpauMoHHOrO yoOCTOBEPEHUSI CTaHOBUTCHA M3BECTHA MHAopmauus ob
onpenerneHHbIX 0COBEHHOCTAX NPUMEHEHUS NEKAPCTBEHHOTO NpenapaTta, OPKHO ObiTb NPMBEEHO onncaHne AaHHbIX
ocobeHHOCTEN M cAenaHa COOTBETCTBYHOLLAA OLEHKA M UHTeprnpeTauus AaHHbIX O Ge3onacHocTu. K uucny Takumx
0COBEHHOCTEN OTHOCATCS, B YaCTHOCTW, Nepeno3vnpoBKa, pasBUMTME 3aBMCUMOCTM, HENpPaBWUIbHOE MNPUMEHEHUE,
NPMMEHEHVE TeKapCTBEHHOro npenaparta B MEOULMHCKOW NpakTUKe MO MoKa3aHWsIM, He BKIYEHHbIM B YUCIO
0[00peEHHbIX (Hanpumep, NPYMEHEHNE MPOTUBOSMUIENTUYECKOTO NIEKAPCTBEHHOIO CpeAcTBa C LENbi KyNMpoBaHWS
HeriponaTuyeckon 6onu nnn NPoUNaKTUKMA rofioBHOM 601N NPU MUTPEHN).

610. B cnyyae ecnu wuHdopmaumss 06 OCOBGEHHOCTAX MNPUMEHEHMSI JEKAapCTBEHHOro npenapara, He
conpoBoXaaBLUNXCA pa3BUTUEM HeXenaTellbHbIX peaKLI.I/IVI, ABndeTcsa HeOGXO.lJ.I/IMOVI Ana OueHKM COOTHOLUeHUA
"nmonb3a - pucK" NekapCTBEHHOro npenaparta, oHa MOXeT ObiTb NpuBedeHa B AaHHOW 4YacTu pasgena B 0606LeHHOM
Buage. WctouHmkamy paHHOW wuHOpMauuM MOryT SBRATbCA CMOHTaHHbIEe COOOLLEHUs, 3anpocbl O MOMyYeHUn
MEeOMUMHCKUX AaHHbIX, >xanobbl notpebutenen, oueHka UMEPOBLIX CPeACTB MHAOPMaUUM W WHbIE WCTOYHMKW,
OOCTYIMHbIE AepXXaTernto PerMcTpaumMoHHOro yaoCTOBEPEHMS.

611. B gaHHOM pasfene npuMBOAATCA LaHHble, NO3BONSOWMNE caenaTh KONMMYECTBEHHYIO OLIEHKY OCOBEHHOCTEN
NMPMMEHEHVs1 FEeKapCTBEHHOrO npenaparta B MeOWUMHCKOW npaktuke (Mpu wx  Hanuuun). Ecnmn  mmerotca
COOTBETCTBYHOLIME [aHHble, AepXaTefb PerncTpaumoHHOro yaoCTOBEPEHUSS MOXET BHECTU KOMMEHTapun O TOM,
HACKOJMbKO OaHHOe npuMeHeHune nogaepxmBaetca KIMHUYeCKMMKU NpoTOoKoamu, p,OKa3aTeJ'II:HOl7I 6a30i KIMHUYECKUX
nccnenoBaHumn nMbo obycnaBnmMBaeTCcs OTCYTCTBUEM B LIENIOM 3apErMCTPUPOBAHHBIX arnbTepHaTUB.



612. lNpn onpegeneHMM acnekToB MPUMEHEHUSA NeKapCTBEHHOro npenapaTa, KOTopble He COOTBETCTBYIOT
CrpaBoOYHON MHGOPMAaLMKU, AepXaTenem perucTpauMoHHOro YAOCTOBEPEHUSA AOMMKHA MCMNOMb30BaThCs, pedakuus
COOTBETCTBYIOLLEro pasgena cnpaBoyYHOM MHdOpMaLMn AeNCTBYOLWAsa NO COCTOSAHMIO HA KOHEL, OTYETHOro nepuoga
yKa3aHHOro otyeta (Hanpumep, ogobpeHHbIe NoKasaHus, cnocob BBeAeHUs, NPOTUBOMNOKa3aHUs).

Pasgen 6. O600LleHHble Tabnu4HbIe AaHHbIe

613. Llenbto gaHHOro pasgerna siBNSETCA NpeAcTaBlieHne OaHHbIX O CEepbe3HbIX HeXeraTenbHbIX peakumnsix u
ABMNEHUSAX, BbISIBIIEHHbIX B X04€e KMMHUYECKUX UCCMEeAOBaHMN, a Takke Ha aTane NnocTperncTpaumMoHHOro NpUMeEHeHNns,
B dopme 0600LeHHbIX TabnuMyHblX AaHHbIX. [daHHble NOCTPEerncTpauMOHHOIO MNPUMEHEHUS MOTYT BKMOYaTb
CMOHTaHHble COOOLLEHNsT O HexXenaTemnbHbIX peakuusx (BKMw4Yasi cooblleHMs OT  CheuuanmuctoB  CUCTEMBbI
34paBooOXpaHeHusi, noTpebuTenen), nybnvkauum B Hay4yHON MEAWLMHCKOW nuTepaTtype, OaHHble YNONHOMOYEHHbIX
opraHoB no dapmakoHaa3opy rocydapCTB Mupa, a Takke [aHHble, MofnydeHHble npu  NpoBeaeHun
HEWHTEPBEHLUMOHHBLIX UMUCCregoBaHWA UM ApyrMx nNporpamMm  opraHm3oBaHHoro cbopa pAaHHbix. [epxartenb
perncTpaumoHHOro yaoCTOBEPEHMS MOXET NPUBECTU onpeaeneHHble acrnekTbl AaHHbIX B rpadmyeckom Buae C Lenbo
obneryeHnss BOCNPUATUS U MOHUMAHWSI.

614. [aHHble O HexenaTenbHbIX peakuusx npeactaBnalTca B 0000uWeHHon TabnuuHoW dopme ¢
ncnonb3oBaHvem TepmuHonornm MedDRA Ha ypoBHe npeanoyTUTeNbHbIX TEPMUHOB Y CUCTEMHO-OPTraHHbIX KNacCcoB.

615. OTHeceHue HexenaTenbHbIX Peakuui K YUCMy Cepbe3HbiX HexenaTenbHbIX peakuun B 0606LeHHbIX
TabnnyHbIX SaHHBIX AOMMKHO COOTBETCTBOBATL KPUTEPUSM CEPLE3HOCTH, YCTAHOBNEHHBIM TEPMUHOMOMMEN HACTOSALLMNX
MpaBun. B cnyyae ecnu uHAMBMAyanbHOe COOOLLEHME O HexXenaTenbHOW peakuMn BKIHYaeT cepbesHble U
HecepbesHble HexenaTernbHble peakuun, B 0DOOOLUEHHbIX TabnuMyHbIX AaHHbIX YyKas3aHWe Cepbe3HOCTW AenaeTcs
NHAMBMAYanbHO Mo Kaxaon peakumn. OueHKa CepbesHOCTU He OOfKHa M3MEHATbCA NPW MOAroTOBKE AaHHbIX AfS
BKIIOYEHNS B Nepuoan4ecknin obHoBnsAeMbI OTYeT No HesonacHoOCTU.

Moppaspnen 6.1. CnpaBoyHasa uHdopmayms

616. B gaHHOM nogpasgene ykasblBaeTCs BEPCUSA TEPMUHOMOMMYECKOro Knaccmdgukatopa, UCnonb3yemoro ans
NpeAcTaBneHns HexenaTenbHbIX SBNEHUA U peakLnii.

Moapasgen 6.2. 0606wWweHHas MHopmauusa
0 cepbe3HbIX HeXernaTenbHbIX BMIeHUSAX, BbiiBIIEHHbIM B Xof4e
KIUHUYECKNX nccrieaoBaHumn

617. B oaHHoM nogpasaene AomMkHO ObiTb NpuBeaeHo 060CHOBaHWE ANs NpeacTaBseMoro B NepvoaMyeckom
OGHOBNSIEMOM OTYETE MPUIOXEHUs,, KOTOpOoe BKIOYAET KYMYMSATUBHblE 0006LUEHHble TabfMyHble [aHHble O
CepbesHbiX HexXenaTesbHbIX SBMEHUSIX, BbISBIIEHHbBIM B X0A4e KMMHUYECKUX WCCIiedoBaHuii, OpraHWM30BaHHbIX
AepxaTenemM perucTpauuMoHHOro YOOCTOBEpPEHUsl, C MexAyHapodHoW gatbl ogobpeHuss paspabaTbiBaeMoro
riekapCTBEHHOro npenapara Ao AaTbl OKOHYaHWUA c6opa AaHHbIX O TEKYLLEM NepMoandYeckoM oGHOBNSIEMOM OTYeTe Mo
GesonacHocTh. [epxaTenb perncTpaluMoHHOrO YOOCTOBEPEHUS OOIMPKEH OaTb OOBSACHEHUS MO BCEM WCKIHYaeMbIM
AaHHbIM (HanpvMep, AaHHble Pe3ynbTaToB KIMHWYECKOro WUCCreaoBaHuUs MOTyT OblTb HEOOCTYMHbI Ha MPOTSHKEHWUU
Heckonbkux neT). [aHHble B TabnuyHo dopme [OMmKHbl OblTb  CrpynNnMpOBaHbl B  COOTBETCTBUM C
KNacCUMUKALNOHHBIM OTHECEHMEM HeXemnaTemnbHbIX pPeakUuuin COorfacHo TepMMUHONOIMYEcKoMy KraccudukaTopy
MedDRA no cucTeMHO-OpraHHbIM Kriaccam Ans UccreayemMoro fiekapCTBeHHOro npenapara, a Takke Ans npenapaTos
cpaBHeHUs (akTMBHbIX M nnaue6o). Korga aTo UenecooGpasHo, [OdaHHble MOoryT OblTb MpeacTaBneHbl B
rpynnpoBaHHOM BUAE MO KIIMHUYECKUM UCCRedoBaHMsAM, NOKa3aHWsaM, NMyTAM BBEAEHUS Y UHbIM NepeMeHHbIM.

618. MNpu paboTe c oTaoenbHBIMM BUOAAMM OaHHbIX, NPEACTaBMEHHbIX B yKasaHHOM nogpasgene, Heobxoanmo
yunTbiBaTb creqymoLlee:

a) npegcraBneHne uHdoOpMauumM O MNPUYMHHO-CNIEACTBEHHON CBSA3W SIBMSIETCS BaXKHbIM NPU OLEHKE peaKmx
HexxenaTenbHbIX peakunii. [JaHHble 0 MPUYNHHO-CREeACTBEHHOW CBA3U ANs UHAMBUAYANbHbBIX Cly4aeB HexenatenbHblX
peakuuin ABNAITCA MeHee 3HaYuMbIMU MNPU OLEHKE arperMpoBaHHbiX AaHHbIX, KOTOpble MO3BOMSAOT BbINOMHUTL
COMOCTaBMiEHME 4acTOTbl Pas3BUTUA MeXAy rpynnamu cpaBHeHus. Mcxoga ms atoro, B 0600LleHHON MHopMaunm
crnegyeT npeacTaBnsaTb AaHHble 000 BCEX Cepbe3HbIX WM UHbIX HeXenaTemnbHbIX SBMAEHWSAX W peakumax AOnsg
nccregyemMoro nekapcTBEHHOro npenaparta v Ansd npenapaTtoB cpaBHEHUS (aKTUBHbIX U nNnauebo) ¢ Tem, YyTobbl Obina
BO3MOXHOCTb CAeNnaThb rpynnoBoe CpaBHEHWe, B TOM YuCre B OTHOLWEHUW YacToThl. LienecoobpasHo npeacrasneHve



OaHHbIX, OTpa)xaKwLllee B3anMOCBA3b Ha3Ha4YaeMom A03bl N YacTOoTbl HeXenaTenbHbIX peaKu,Mﬁ;

6) B 00006LLEeHHbIE TAabNMYHbIE AAHHBIE O Cepbe3HbIX HEXeNaTellbHbIX ABNEHUNAX, BbIABITIEHHbLIX MPU NpoBeaeHUn
KITMHNYEeCKOro umccriegoBaHuA, BKITHOYAKTCA TEPMUHbI, 014 KOTOPbIX ObIno onpepnerieHo CoOTBETCTBME KpUTepuam
Cepbe3HOro HeXXenatesyibHOro ABJIEHUA. MH(ZbOpMaLI,VIFI O HeXelaTellbHbIX 4ABJ1IeHUAX, HE OoTBe4YalolwnmMm KpUtepuam
Cepbe3HblX, BKIMIOYAETCA B OTHET NO KINHNYECKOMY UCCNeaoBaHUIO;

B) 0006LeHHbIe TabnMYHbIE AaHHbIE AOIMKHbLI BKIOYATL Kak OCMEnseHHble, Tak U pasocnenneHHble daHHble O
Cepbe3HbIX HeXenaTellbHbIX ABNEeHUAX B KIMMHUYECKUX WCcCcregoBaHUAX. PasocnenneHHble OaHHble MoryTt ObITb
npencraesneHbl No pe3ynbTaTtaM 3aBepLUeHHbIX KIUHUYEeCKNUX nccrnegoBaHNMn U OTAENbHbBIM nHanenayanbHbIM
cny4yasam, KOTopble Obinn pa3ocnenneHbl No onpeaeneHHbIM Npu4nHam (Hanpw\nep, no acnekram 6e30MacHOCTM Unu
ana BbINOJTHEHUA TpeGOBaHVIVI He3ameanuTeribHoro peI'IOpTVIpOBaHI/IFI). CI'IOHCOpr KIMNMHNYEeCKOro umccriegoBaHna m
aepxartenn pernctpaunoHHbIX yﬂOCTOBEPEHMVI HE BbINONMHAKT pas3ocnenjieHne HenocpeaCTBeHHO B CBA3N C
noaroToBKOW nepmnogn4yeckoro oBHoBNsieMoro ot4yeTa no 6e3onacHoCTy;

r) onpedeneHHble HexenaTenbHble peakuun MoryT ObITb MCKNOYEHbl 13 obobLiatolienn nHpopmaumm, HO Bce
noaobHble UCKMIYEeHUA OOMMKHbI OBOCHOBLIBAaTLCA B NepuognmyeckoMm oOBHOBRsiemMoM oTyeTe no GesonacHocTwu.
Hanpumep, HexenaTtenbHble peakuunn, KoTopble Obinyn onpegeneHsl B NPOTOKOME Kak UCKMYaeMble U3 npouenypbl
crneumanbHoro cbopa M HesamMeanuTENbHOro PEenopTUPOBAHUSA U TOMBKO BKMOYaemble B 00wyl 6a3y AaHHbIX MO
MpUYMHE TOrO, YTO OHU SIBASIIOTCS MPUCYLLUMU LIeNEeBOW MOMYNsiLUKU UMM COBNaAalT C KOHEYHbIMUM TOYKaMu, MOryT
ObITb MCKIOYEHbI M3 0bobLLatoLLEeEn MHopMaLnn.

Moapaspen 6.3. 0606wWweHHas MHpOpMaLUs NO AaHHbIM
nocTperncTpaulmMoHHOro npuMeHeHuUA NeKapcTBeHHOro npenaparta

619. B paHHOM pasgene npeactaBnsalnTCAa 060CHOBaHWE MO MPUIOXKEHMWIO, BKIOYaLwemy B TabnmyHon dopme
obobLialowme AaHHble O HexenaTerbHbIX peakuusx KyMynsTMBHO 3a BeCb Nepuod WM 3a OT4YeTHbIM nepuofd, ¢
MexXAyHapOAHOW AaTbl perncTpaumm nekapcTBEeHHOro npenaparta A0 AaTbl OKOHYaHus cbopa AaHHbIX, U CBeAEHUS O
HexenaTenbHbIX  peakuusiX, MNOMNYyYEeHHbIX B XOA€ HEeWHTEePBEHLUMOHHbIX WCCRegoBaHWh W CMOHTAHHOTO
penopTMpoBaHns, BKIHOYas AaHHbIe OT MeOUUMHCKMX 1 dhapMaueBTUYecKnx paboTHMKOB, NoTpebuTenen, NnauneHTos,
YNOSTHOMOYEHHbIX OpPraHoOB rOCyAapCTB-YNIEHOB M AaHHble, OnybnvKoBaHHbIE B Hay4yHOW MeOULMHCKOW nutepartype.
CepbesHble N HeCepbe3Hble HeXernaTernbHble peakumm, NoNydYeHHbIE MO pe3ynbTaTtam CMOHTAHHOIO PENOPTUPOBaHUS,
a Takke Cepbe3Hble HexXenaTtenbHble peakuMM Mo [aHHbIM HEeWHTEPBEHUMOHHbIX WCCReaoBaHUA W Opyrux
HEVMHTEPBEHLMOHHbLIX NporpamMmm cbopa gaHHbIX JOJKHBI ObiTb NpeAcTaBneHbl B ogHou Tabnvue. B Tabnuue gaHHble
OOIMKHbI ObITb pacnpedeneHbl corfacHo knaccudukaunum TepMuHonorndeckoro knaccudukatopa MedDRA no
CUCTEMHO-OpraHHbIM Knaccam. o ocobo BaxHbIM acnektam npoduns 6eszonacHocTM MoryT ObiTb NpeacTaBreHbI
oTAenNbHble TAabNUUBI HEXeNnaTernbHbIX peakuuin ¢ rpynnMpoBaHNEM AaHHbIX O NMOKa3aHUsAX, crnocobe BBEAEHNS U VHbIX
napameTpa.

Paspen 7. Pe3loMe 3HaYMMbIX AaHHbIX, NONYy4YeHHbIX B Xo4e
KMUHUYECKUX UccrieAoBaHU 3a OTYETHbLIN nepuoa

620. B paHHOM pa3gene cnegyet npeactaButb OOOGLLUEHHYK OUEHKY KIMHUMYECKM BaXKHbIX AaHHbIX 06
9ahheKkTUBHOCTM M Ge30nacHOCTU fiekapCTBEHHOTO NpenapaTta, BbiSIBMEHHbIX 32 OTYETHbIA Nepuos Npu NpoBeaeHUn
KMUHUYECKUX UCCRedOoBaHUA OepXaTenem perucTpaumoHHOro yaoctoBepeHus. Mo BO3MOXHOCTM AaHHble crnepyeT
pa3buTb Ha KaTeropuMu Mo NosioBOMY W BO3pPacTHOMY Npu3Haky (B OCOGEHHOCTM B3POCNYH M AETCKYH NOMynsiumu),
nokasaHusIM, pexxmumamM JO03VPOBaHWS U PErMoHamMm.

621. CurHanbl, BbISIBIEHHbIE B XOAE KIMMHUYECKNX MCCenoBaHWM, AOMKHbI ObITb NpeacTaBneHbl B TabnmnyHom
¢dopme B pasgene 15 nepuogudeckoro obHoBNsiemoro oTyeta no GesonacHocTn "OBG30p CurHanoB: HOBblE,
paccmaTtpuBaemble Unu 3akpbiThie". OnucaHne npouenypbl U pe3ynbTaToB 3aBEpPLUEHHON B OTYETHOW NEPUOS OLEHKM
CUrHanoB C ODOCHOBaHMEM WX MOCMEAYIOLEro OTHECEHMS K OTKIOHEHHBIM CUrHanam nubo noTeHuManbHbIM UNn
noeHTnMUMpoBaHHbLIM puckaMm BKMoYaeTcs B pasgen 16.2 "OueHka curHanoB" nepuoamnyeckoro oOHOBMSIEMOro
oTyeTa no GesonacHocTn. HoBasi MHopmauus O paHee M3BECTHbIX MOTEHUMAanbHbIX MMM MAEHTUMULMPOBAHHbIX
puUckax, He oueHMBaeMasl Kak HOBbIN BbISIBNEHHbIN cuUrHarn, oTpaxkaeTtca B pasgenax 16.3 "OueHka pucKoB 1M HOBOWM
nHpopmaumn" n 16.4 "XapakTrepucTuka puckoB" nepnognyeckoro obHoBIsiEMOro ot4eTa no 6e3onacHoCTy.

622. [laHHble 0 B6e3onacHOCTU N 3PEKTUBHOCTM, NOMYyYEHHbIE NMPU NPOBEOEHMMN KITMHUYECKMX UCCNeaoBaHum, B
KOTOpLIX AepxaTernb pPerncTpauuoHHOro yOOCTOBEPEHUSI He SABNANCA CMOHCOPOM, MPeACcTaBnslTCcsa B APYrnx



COOTBETCTBYIOLLMX pasfenax nepuogmyeckoro obHoBngemoro otveta no 6GesonacHocTu. B gaHHOM pasgene
npeacTtaBnseTcss 0000LeHHas, MonyyYyeHHas npu NPOBEAEHUMM  KITMHUYECKUMX WCCRedoBaHun uHdopMaums o
HeJoCTaTOYHON TepaneBTMYECKOW 3(PEKTMBHOCTU MNEKapCTBEHHOro npenapaTta npu HasHayeHuM no OJO0BOpeHHbIM
nokasaHmam [Ons neyeHuss 3aboneBaHwWn, He MpPeaCTaBnsloWMX Yrpo3y Ans Xu3HW. [aHHble O HeJoCcTaTOoYHOM
3(pPeKTUBHOCTM NpU NeYeHnN Nnu NPoUnakTUKe Cepbe3HbIX UMK XU3HEYrpoXKarLWmnx 3abonesaHnii, BbIGBMEHHbIE MO
pesynbTataM KIWMHUYECKMX WUCCRedoBaHWW, noanexar npegcrtaBneHuio B pasgene 13 "HepocrtaTtodHas
TepaneBTuyeckas 3pPEeKTUBHOCTb B KOHTPONMPYEMbIX KITMHUYECKMX UCCIEeL0BaHNSX" Nepuogmy4eckoro o6HOBNSAEMOoro
oT4yeTa no 6e3onacHocTu.

623. B npunoxeHuu K gaHHOMY pasgeny gepxaTtenb perucTpaLMoHHOro yAOCTOBEPEHMS OOIDKEH NEPEeYUCnUTb
OpraHn3o0BaHHbIE UM MHTEPBEHLIMOHHbIE KMUHUYECKUE MCCNeaoBaHUs, KOTOpble Obinu 3aBepLueHbl UNn NpoaosmKatoT
BbINONHATLCA B OTYETHbIA Nepuos, C Lenbio BO3MOXHOCTU UAEHTUUKALUN, XapakTEPUCTUKN U KONMYECTBEHHOWN
OLIEHKN YPOBHHA PUCKOB WUNU noaTBepxaeHus npoduns 6e3onacHOCTM MEeKapCTBEHHOro npenapata C ykasaHuem
cneayroLmnX aHHbIX O KaXA0M U3 UCCreO0BaHN:

a) AeHTNUKALNOHHBIN HOMEP KITMHUYECKOro UccrnefoBaHus (Hanpumep, HoMep NPOTOKOMa UCCneaoBaHn Unm
WHOM naeHTudmkartop);

6) HaMMeHoBaHWe UCCneaoBaHUs (COKpaLlleHHoe HauMeHoBaHWe, ecrnv MPUMEHNMO);

B) BWO wuUccregoBaHusa  (Hanpumep, paHAOMW3MPOBAHHOE  KIIMHMYECKOE  UCCNedoBaHue,  KOropTHoe
nccrnefoBaHune, uccnegoBaHme "cny4van - KOHTpPonb");

r) wvccrnegyemas nonynsauusl, BKMYas roCyAapCcTBO WM ApyrMe XapakTepuCTUKU nonynsuun  (Hanpumep,
neguaTtpuyeckas nonynsuus Unu NnaumeHTbl ¢ HapyLeHnem OyHKLMN NoYeK);

,D,) cTaTtyCc wuccnegoBaHuda: BblNOJIHAEMOE (VICCJ'Ie,D,OBaHI/Ie Ha4vyaTto u npop,orm(aeTc;l) mnn 3aBepLieHHoe
(3aBepLU€H OTYHET O KIMMHN4YEeCKOM I/ICCJ'leD,OBaHVIM).

I'Io.qpasp.en 71. 3aBepLIJeHHbIe KNnUHN4eCKue nccrnenoBaHus

624. B paHHOM nogpasgene crnegyeT NpeAacTaBuTb KpaTKyld MHAOPMALMIO O KIMHUYECKN BaXKHbIX AAHHbLIX MO
abdheKkTMBHOCTU M 6E30NacHOCTM, NOMYYEHHbIX B pe3yrnbTaTe 3aBepLUeHHbIX 3a OTYETHbIN Mepuod KIMHUYECKUX
nccnegosaHun. [aHHaa uwHdopmaums gorkHa ObiTb npedcTaBneHa B CxaToM Buae wnu B ¢hopme cuHoncuca.
Moapasgen MoXeT BKNtoYaTb MHAOpMaLUo, KoTopasi MOATBEPXKAAET UMW ONPOBEPraeT paHee NAeHTUMPULMPOBaHHbIE
curHanbl no 6e3onacHOCTK, a Takke cogepaTb AOKa3aTenbCTBa HOBbIX BbISIBIIEHHbLIX CUrHanoB no 6e3onacHoCTw.

Moppaspnen 7.2. Npoaomkarowmecs KIIMHUYECKMe NccrneaoBaHus

625. B cnyyae ecnv [OepxaTenio pPerucTpauvoHHOro YOOCTOBEPEHUS CTaHOBUTCA W3BECTHa Kakas-nvbo
KMUHUYECKN BaxkHas MHAOpMaLUUsa, KoTopas Gbina nonyvyeHa B Xo4e MPOAOIKaOLWMNXCA KNMMHUYECKUX UCCeqoBaHnii
(Hanpumep, BbisiBNeHHass B XO[e MPOMEXYTOYHOro aHanusa 6e30onacHOCTM WM B pesynbTate pasocnenneHust
BbISIBNEHHBIX CEpbe3HbIX HexenaTenbHbIX ABMEHWU), OHa AOMKHa GbiTb KPaTKO M3MOXeHa B AaHHOM pasgene. JToT
noapasfen Takke MOXeT BKMoYaTb MHAOPMaLMIO, KOoTopas NMoaATBEpPXKAaeT UMW OnpoBepraeT paHee BanuaupoBaHHbIe
curHanbl no 6e3onacHOCTU, a Takke coaepXxaTb AoKa3aTeNbCTBa HOBbIX BbIABNEHHbLIX CUrHANOB No 6e30nacHoOCTH.

Moppasnen 7.3. AnNuTenbHbIA NOCNEAYIOWMUIA MOHUTOPUHT
COCTOSIHMSA NAaLMEHTOB

626. Ecnu umeloTca [OdaHHble O ANUTENIbHOM MocreayloweM HabniogeHUn nauMeHToB, BKIOYEHHbIX B
KNMUHUYECKNe WccnedoBaHusl, B rnogpasfene npuUBOAMTCS WMHGOpMauMs O MONyYeHHbIX B pesynbTaTe Takoro
HabnoaeHNs AaHHbIX, 3HAYUMBbIX C TOYKU 3peHunst Npoduns 6e3onacHoCTM.

Moppaspen 7.4. UHoe TepaneBTUYECKOE NPUMEHEHUe
neKkapcTBEHHOro npenapara

627. [aHHbI NoApa3aen AOJMKEH BKOYATh KIMMHUYECKM BaXKHYH MHGOPMaLMIo 0 6€30nacHOCTU, MOMYyYEHHYH B
pesynbTate Opyrux nporpaMmm, NpoBedeHHbIX AepXaTenem pernctpaumoHHOro yOOCTOBEPEHUs, No cheunarbHbIM
npoTokonam, npegycMaTpuBatoLWLMM CUCTEMATM3NPOBaHHbIM COOp AaHHbIX 0 6e3omacHOCTU (Hanpumep, NporpaMmel



pacwumpeHHoro paocrtyna, nporpamMmmbl NMPpUMEHEHUA IneKapCTBeHHOro npenapara, Ha3Ha4eHHOro B CBA3U C
NCKIOYNTENBHLIMUN 06CTOATENBCTBAMM U3 coo6pa>KeHm71 COCTpadaHud, nporpamMmmMma nHansmuayanbHOro Aocrtyna un /J,p.).

Moapasgen 7.5. HoBble AaHHble 0 6€30MacHOCTU NMPU UCNOJNIb30BaHUN
INleKapCTBEHHOro npenapara B PMKCMPOBaHHbIX KOMOMHaUUsAX 403

628. B cny4yae eclim nHoe He onpegeneHo ynoysiHoOMOYeHHbIMU OpraHamu rocyaapcrB-4JieHOB, B OTHOLUEHUU
KOM6VIHVIpOBaHHOI7I Tepannn OOJKHbl ObITb npencrtasieHbl crneaywimne aaHHble:!

a) B Crnyyae ecnu nekapCTBEHHbI npenapat ofobpeH pOns HasHavyeHus B KayecTBe KOMMOHEHTa
HPUKCUPOBAHHON NeKapCTBEHHON Tepanuu UM MHOFOKOMMOHEHTHOrO peXxuMa nekapcTBEHHOW Tepanun, B noapasgene
OO0IKHbI BbITb 0600LLEHbI BaXHble AaHHbIE 0 6€30MacHOCTU NPUMEHEHUS KOMOMHMPOBAHHOW Tepanuu;

6) B cnyyae ecnu NekapCTBEHHbIN npenapaTt fABMNAeTC KOMOMHWPOBAHHBLIM JeKapCTBEHHbLIM MpenapaTomM,
AaHHbIA noapasaen AomkeH 0606LaTh BaXHyl MHGOpMaLUuio 0 6e30nacHOCTM Mo KaxXaoMmy U3 UHOAUBUOYamNbHbIX
KOMMOHEHTOB.

Paspen 8. laHHbIe HEeUMHTepBEeHUMNOHHbIX uccrnegoBaHUmn

629. B gaHHoM pasgene obobuwatotca nHgopmaumsa o0 6e30MacHOCTU MM [aHHble, KOTopble MOMy4eHbl Mo
pe3ynbTataM HEWHTEPBEHLUMOHHbIX KIMHUYECKUX MWCccrefoBaHui (Hanpumep, o6cCepBaLMOHHbIX UCCNeaoBaHuM,
annaeMmnonorn4ecknx I/ICCJ'IeLI,OBaHI/IIZ, permcTpoB nauueHToB, nporpamMmm akTnBHOIoO MOHI/ITOpI/IHFa), OpraHM3oBaHHbIX
aepxaTteneM permcTpaumMoHHOrO YAOCTOBEPEHUS, CTanu AOCTYMHbl B OTYETHBIA NEpUOL U MOTFYT BRUSITL Ha OLEHKY
COOTHOLUEHUST "Monb3a - pUCK" NekapCTBEHHOro npenaparta. Pasgen [ormkeH BKNOYaTb [AaHHble, MMerolwmne
OTHOLLEHME K acnekTam npoduns 6e30MacHOCTU M MONyYeHHble MO pe3ynbTaTaM WUCCNenoBaHUA MO  OLEeHKe
MCMoNb30BaHMUS NeKapCTBEHHOIO NpenapaTa.

630. [depxaTenb perncrpauuoHHOrO yAOCTOBEPEHUS AOMKEH BKMYaTb B MPUIOXKEHME K MepuoguyeckoMy
obHoBnsieMomy OT4eTy Mo 6e30nMacHOCTU nepeyeHb BCEX HEUHTEPBEHUMOHHbIX WCCEedOBaHWMM, OpPraHWM30BaHHbIX
AepxarteneMm perucTpauuoHHOrO yAOCTOBEPEHUS W BbIMOMHEHHbIX C LUENbI0 BbISBMAEHUS, XapakTePUCTUKA U
KONMMYECTBEHHOW OLEHKN BbI3bIBAKOLUMX OMaceHust acnektoB npodwund 6es3onacHOCTW, NOATBEPXAEHUS npoduns
6e30nacHOCTM NeKkapCTBEHHOro npenapara Mnu oueHKn 3MEKTUBHOCTU Mep MUHUMU3AUMU pUCKa, KOTopble Obinu
BbIMOSIHEHbl WMM  BLINOMIHAIOTCA B OTYETHbIW Mepuog  (Hanpumep, MNOCTPEerucTpaumoHHble UCCneaoBaHus
6e3onacHoOCTK), C yKasaHuem MHGOopMaLMN O KaXAOM U3 UCCNEeAOoBaHWA B COOTBETCTBMM C NMYHKTOM 623 HacToAWwmx
Mpasun.

631. WNtoroBble oOTYeTbl, KOTOpble ObiMM MNOArOTOBMEHbI HA MPOTSXKEHUM OTYETHOrO nepuoga, AOSKHbI
BKITOMATLCS B NPUSIOXKEHME K NEpMoanYeckomMy OOHOBNSiEMOMY OTYETY No 6e30MacHOCTMK.

632. B pasgen moxeT ObiTb BkMtodeHa 0606LieHHas MHGopMauusi o6 OueHKe AaHHbIX, NOMyYeHHbIX Mo
pesynbTaTtam BbIMOSIHEHWUA MporpamMm MOAAEPXKKM MaLMEHTOB, B Crlydae eCnv OHa He BKMOYeHa B MHble pasfenbl
nepuoaunyeckoro obHoBNsieMoro otyeta no GesonacHocTn. OnucaHne M OLEHKa CUrHanoB UM PUCKOB, BbISIBNEHHbIX
AepxaTteneM permcTpaumoHHOro YOOCTOBEPEHMUS MPU BbINOSIHEHWMM AaHHbIX NporpaMM, BKItoyaeTcs B pasgen 16
nepuoamnyeckoro 0GHOBSAEMOro oT4yeTa no 6e30MacHOCTK.

Paspgen 9. [laHHble APYruX KNMHMYECKUX UCCrefOBaHUM U faHHble,
nony4eHHble U3 APYrux UCTOYHUKOB

Moppasnen 9.1. laHHbIe APYIrMX KITMHUYECKUX UCCneaoBaHUmn
633. B nopgpasgene pomkHa ObiTb 00606LleHa MHdOpMaLuMs, KOTopasi OTHOCUTCHA K OLlEHKE COOTHOLLEHMS
"nonb3a - puck" nNekapcTBEHHOro npenaparta M norfiydeHa No pesynbTaTaM MHbIX KINUHWYECKUX UCCrefoBaHwuin, K
KOTOpbIM y AepXXaTens perMcTpaunoHHOro yaoCTOBEPEHUst Obin AOCTYN 3a OTYETHLIN Nepuog (Hanpumep, pesynbTaTbl
MeTaaHanM3oB pPaHOOMW3MPOBAHHBLIX KIMMHUYECKUX WUCCReOoBaHWA, AaHHble O 6e3onacHoCTM MnapTHEPOB MO
pa3paboTke nekapCTBEHHOro npenapaTta v ap.).
Moapasgen 9.2. OWMGKM NPpUMeEHeHUA NeKapcTBeHHOro npenapara

634. B nogpasgene gomkHa ObiTb 0000WeHa MHGOPMaLMs, KOTOpas OTPaXXaeT MOSflyYeHHble 32 OTYETHbIN



nepvoa AaHHble O Cnydasix OWMOOK MPUMEHEHUS UMK MOTeHUManbHbIX OWKUBKax MPUMEHEHUs, B TOM 4uUcrie He
COMpPOBOXAABLUUXCS pPa3BUTUEM HexenaTenbHbIX peakunin. Owmnbka npuMeHeHUs MOXET BO3HUKHYTb Ha Nobom aTtane
npouecca NpMMEHEHUs1 NEeKapCTBEHHOro npenapata M MOXeT ObiTb CBsi3aHa C nNauuMeHToM, noTpebutenem wnm
crneumanucToM CUCTeMbl 34paBooxpaHeHus. [MoTeHumanbHas owmbka npuMeHeHus MoxeT ObiTb nNubo He ObiTb
CBsi3aHa C MauMeHTOM W npeAacTaBngeT cobon cnydan, nNpyv KOTOPoOM hopMumpytoTca 0b6CTOATENBCTBA, CNOCOBHbIE
npuBECTM K OWMOKe npuMeHeHns. B pasgene npeacraensieTcss uHdopmaums, KoTopasi, CoracHo OLEeHKe aepXartens
perncTpaumMoHHOro yAOCTOBEPEHUS], MOXET Yy4MTbIBaTbCHA MPU MHTepnpeTaumMn gaHHbIX 0 6e30nacHOCTM UMK OLEeHKe
COOTHOLLEHMS "nonb3a - pUCK" NekapCTBEHHOro npenapara.

Pasgen 10. [laHHbIe AOKNMMHUYECKUX (HEKNMUHMUYECKMX) uccnegoBaHum

635. B paspgene npeacrtaBnseTca obobuwieHHas WHGoOpMaumMsi O 3HAYMMbIX B OTHOLUEHWUW npoduns
6e30nacHOCTW AaHHbIX, NOMyYeHHbIX B pesynbTaTe AOKNMHUYECKMX (HEKNMHMYECKNX) UCCNedoBaHum in vivo 1 in vitro
(Hanpumep, UccnegoBaHUSA  KaHUEPOreHHOCTW,  PenpoayKTMBHOW  TOKCMYHOCTUM MMM MMMYHOTOKCUYHOCTW),
BbINOMHAEMbIX WM 3aBepLUEHHbIX B OTYETHbIN nepuod. PesynbTaTthl MccnegoBaHumn, KoTopble 6binn BbINOMHEHbI C
Lenblo U3yvyeHnss onpegeneHHblx npobnem 6e3onacHOCTU, AOMKHbI BbITb NpeAcTaBneHbl B pasaene BHE 3aBUCUMOCTH
OT NOMyYeHHbIX AaHHblX. OueHKka BRUAHMSA MOMYYEHHbIX OaHHbIX Ha npodwunb Ge3onacHOCTM JdoMmkHa ObITb
npeacTaeneHa B pasaene "CurHanbl 1 oueHka pucka" u pasgene "MIHTerpupoBaHHbIA aHanmM3 COOTHOLWEHNS "Monb3a -
puck" No ogobpeHHbIM NoKa3aHaM" Nepnoanyeckoro 0OHOBNSEMOro oT4yeTa no 6e3onacHoOCTw.

Pasgen 11. [laHHble HAy4YHON MeAULIMHCKOWN nuTepaTyphbl

636. B pasgene npeactasnseTca 0b6obLleHHas MHGOpMaUusa O MOMAYYEHHbIX HOBbIX M 3HAYUMbIX A@HHbLIX MO
6esonacHoCTW, ONybNMKOBaHHbIX B MpOLIEALIEe 3KCMNEepPTHYI OUEeHKY B Hay4YHOW MeguMuMHCKOW nuTtepatype nubo
MONYYEHHbIX M3 HEeOoMybGnMKOBaHHbIX MOHOrpaduii, KOTOpble OTHOCATCH K NeKapCTBEHHOMY npenapaty M cTanu
OOCTYMHbI AepXKaTento PerncTpaunoHHOro yaoCTOBEPEHNS B OTYETHbIN nepumog.

637. Tllonck wHdOpMauMM B Hay4yHOWM MeOULMHCKOW nuTepatype And noaroToBkM Nepuogmyeckoro
obHoBnsieMoro oT4yeTa Mo Ge3onacHOCTM [JOMKeH ObiTb LWKMpe, YeM MOUCK B MEAMUMHCKOW nuTepaType
WMHAMBUAOYaANbHBIX COOBOLLEHMI O HeXenaTeNbHbIX peakuusix, MOCKOMNbKY AOMMKEH BKIIOYaTh TakkKe MCCneaoBaHus, B
XOle KOTOPbIX ObINN OLEHEHbI NCXOAbl HEXenaTenbHbIX peakumin C TOYKM 3peHnst 6esonacHoCTh B rpynnax cyobekToB
nccnenoBaHus.

638. Ocobble acnekTbl Npoduns 6e3onacHOCTU, KOTopble AOMMKHbI MPUHMMAaTbLCA BO BHMMaHWE NpuW Moucke
MHbopMaLMK, HO NPU 3TOM MOTYT BbiTb He BbISIBNIEHbI MPY BbINOMHEHUN NTUTEPaTypPHOro NMoucka C Liesbio NMomnyyeHus
AaHHbIX 06 MHAMBUAYATBHBIX Clydasx HexXenaTenbHbIX peakuuii, BKIoYatoT B cebs:

ucxogbl  OepemeHHOCTM  (BKMYas  npepbiBaHMe 6GepeMeHHOCTM), KOTOpble He  COMpOBOXAANUChb
HexenaTenbHbIMU NOCNeACTBUAMY;

NnpuMeHeHne NeKapcTBeHHOro npenaparta B I'IeD,I/IanVI‘-IeCKOIZ nonynauun;

peanusauua nporpamm NpUMEHEHUs NeKapcTBEHHOro npenaparta, Ha3Ha4YeHHOro B CBSI3W C UCKIYUTENbHBIMM
06CcTOATENBCTBAMU U3 COOBPaXKeHWI COCTpadaHus, U NePCoHanU3npoBaHHbLIM NporpamMmMam HasHaydeHus;

oTCcyTCTBME S(bd)eKTVIBHOCTVI JIEKapCTBEHHOIO Nnpenapara,
acnMnToMaTn4eCKyro nepeno3npoBKy;

HecooTBeTCTBylolEee O6LLe XapaKTepucTMKe IeKapCTBEHHOro npenapata W HenpaBuilbHOe NpUMeHeHue
nekapcTBEeHHOro npenapara;

owmnbkum NPpUMEHEeHUA, He conpoBOXAaBLUNECA Pa3BUTUEM HEXeNaTellbHbIX SABMNEHUN;
BaXHble pe3yrnbTaTbl JOKITUHUYECKUX nccrnegoBaHUin.

B cny4yae ecnu 310 NpUMeHnmMo, B aHHOM pa3fene Takke OOJKHa ObITb npoaHann3npoBaHa MH(bOpMaLI,I/IFl (o}
OPYIrnX akTUBHbIX BellecTBax cbapmaKonoqueCKoﬁ rpynnbl, K KOTOpOIZ OTHOCUTCA J'IeKapCTBeHHbIVI npenapart.

Paszgen 12. ipyrue nepuoan4veckue ooHoBNsieMble OTYeTbI



no 6esonacHocTun

639. [aHHbIn pasgen co3gaeTcsl TOMbKO B TeX Cnydasx, Koraa no [OroBOPEHHOCTU C YNOMHOMOYEHHbIMU
opraHamu fepxaTenem perMcTpauvoHHOro yaoCTOBEpPEHMST noArotaBnvBaeTcda 6Gonee oOHOrO NepUMOAMYECKOro
obHoBnsgemoro otyeta no 6e3onacHOCTM AN NekapcTBEHHOro npenapaTa (B Cnydae nekapCTBEHHOro npenapaTta c
UKCMpPOBaHHOW KOMOVHaUMen 003, NIeKapCTBEHHOrO npenapaTta ¢ MHOXECTBEHHbIMU MOKa3aHWAMU AN NPUMEHEHNs
n (unn) pasnuyHbiMmM opmamu Bbinycka). Kak npaBwuno, gepxartenb perncrpauuoHHOrO YAOCTOBEPEHUsSI OOIMKEH
NMOAroTOBUTbL OAMH NEpPUOANYECKUA OBHOBNSEMbIN OTYET No 6e30nacHOCT Ha OOHOro AENCTBYIOLLEE BELLECTBO (ecnu
NMHOE He onpefensieTcsi YNorHOMOYEHHbIM OpraHoMm). B 4acTHbIX criydasix MO PeELUEHMIO YNONHOMOYEHHbIX OpraHoB
aepxaTeneMm MoOAroTaBfMBaeTCs CepUsd MNepuoguyecknx OOHOBMSiEeMbIX OTYETOB MO OGesonacHocTM ANd OJHOro
nekapcTBeHHOro npenapata. [lpy aToM B AaHHOM pasgene Kaxgoro nocrneayoLwero nepnogmy4eckoro 0GHOBISEMOro
oTyeTa no HGes3onacHOCTU Takow cepun OOSMKHblI BblTb 0BO6LIEHbI 3HAYMMbIE AaHHbIE O ©6e30nacHOCTU U3 OPYrnx
nepuoanyecknx obHoOBNsiEMbIX OTYETOB NO Be30NacHOCTU, eCnun TONbko Takoe 0606LeHne He NpeacTaBneHo B MHbIX
pasgenax gaHHOro otyera.

640. Mpy HanuuuMn OocTyna Apyrux aepxaTeneil perMcTpauMoHHbIX YOOCTOBEPEHUIA, CMIOHCOPOB KIMHUYECKUX
nccnefoBaHWn UMW MHBIX MApPTHEPOB K AaHHbIM MEepPUOAMYECKUX OOHOBMSIEMbIX OTYETOB MO 6e3omnacHOCTU Ha
aHarnornyHble nekapcTBEHHble NpenapaTbl AepXaTefb PerMcTpauMoHHOrO YAOCTOBEPeHUsl OOIMKEH MpeacTaBUTb B
0606LLEHHOM BMOE 3HA4YMMble OaHHble O GEe30MacHOCTM, MoJydYeHHble U3 MPEeACTaBNAeMblX UMK NepuoaUYecKUX
06GHOBNSIEMbIX OTYETOB MO 6€30MacHOCTY 3a OTYETHBIN Nepuoa,.

Paspen 13. HegoctaTto4yHas TepaneBTuYeckas 3chpeKTMBHOCTb
fleKapcTBEHHOro Nnpenapara, yCTaHOBIIeHHasA B KOHTPONMpPYeMbIX
KNMHUYECKUX uccreaoBaHUsX

641. Ecnu npwn BbIMOJIHEHUN KIMMHUYECKNX nccnegosaHui JIEKapCTBEHHbIX NpenapaTtoB, KOTOPble NCNOJIb3YHTCA
ana  nevyeHuma wu I'IpOd)VIJ'IaKTVIKI/I Cepbe3HbIX WU XKU3HEeYyrpoxakwLwmx 3aboneBaHni, nojiydeHbl  AaHHble,
cBuaeTenbCcTByoline 006 MX  HEeAOCTaTO4YHON TepaﬂeBTMHeCKOVI SCb(*)eKTI/IBHOCTVI nnbo HegoCTaTOYHOM
TepaHeBTMHeCKOVI Sd)(beKTVIBHOCTVI B OTHOLWIEHUN NpoBOOAMMOIO JNie4eHud, TO TakKne OaHHble yKa3blBalOT Ha Halun4dune
3Ha4YNTENIbHOIoO puUCKa Aand LeneBon nonynAaunn n OOJKHbI ObITb npoaHann3npoBaHbl U 06006LeHbl B AaHHOM pasgene
nepunoan4yeckoro obHoBNsieMoro ot4yeTa no 6es3onacHoOCTU.

Pasagen 14. BaxHasa nHdopmauus, nonyyeHHasa nocne
3aBepLUeHUsi NOAroTOBKU Nepuoanyeckoro o6HoBNsieMOro oTyeTa
no 6esonacHocTn

642. B gpaHHOM pasgene o6o6LwaloTca NoTeHuManbHO BaXHble AaHHble 0 6e30nmacHOCTU M AhPEKTUBHOCTH
NeKkapCTBEHHOro npenapara, KoTopble ObiMM MOMy4YeHbl MOCre OKOHYaHus cbopa AdaHHbIX, HO [0 NOATOTOBKM
OKOHYaTenbHOW pedakuun nepuoanyeckoro obHoBnsieMoro otdyeta no 6esonacHocTu. K TakMMm AaHHBIM OTHOCATCS
3HAYUMbIE KMNMHUYECKUE [daHHble W3 HOBbIX Mybnvkauui, 3HadYMMble [aHHble, MOMyYeHHble B pe3yrnbraTe
nocrneayoLwero 3a 3aBepLUeHVeM fedeHns HabnmigeHns 3a nauueHTamu, KMMHUYECKU BaXKHble TOKCUMKOMOrnyeckue
JaHHble, a Takke WHdopMauus O [OeNCTBUSX [epXaTend perucTpaumMoHHOro YAOCTOBEPEHUS, He3aBUCUMbIX
KOMUTETOB MO OLEHKE OAHHbIX, YMNOMHOMOYEHHbIX OPraHoB, MPeAnpUHATBIX B OTHOLEHWW npobriemM, CBSA3aHHbIX C
npodunem GesonacHOCTU nekapCTBEHHOro npenaparta. HoBble uHAuBMAyanbHbie COOGLLUEHMS O HexenaTenbHbIX
peakuMax He [OOIDKHblI BKMNIOYATbCA B pas3ger, 3a WUCKKYEHMEM CryvyaeB, Korga OHW MOryT MpeAacTaBnsitoT
NPUHLUMNWANbHO BaXHbIA Criy4al HexenaTenbHOW peakumn (Hanpumep, MepBbli 3aperMcTPUpPOBaHHbIN  Criyvan
pa3BUTUS BAXKHOIO HEXenaTenbHOro ABMeHUs Y YenoBeka), CoaepXaTb BaXKHbIN CUrHas, kacarowmincs 6e3onacHocTun
JNIEKapCTBEHHOro npenapata Wnu AOMOSHUTENbHYI0 MHGOPMAaUMIO ANs OueHku npobnembl no ©6e3onacHocTw,
npeacTaBrneHHOW B MepuoamnyeckoM oOHOBNsieMoM oOT4eTe no Oe3onacHocTM. B pasgen Takke BKIOYaeTCs
BbISIBIIEHHas Ha MNPOTSHKEHWU AaHHOro nepuopa vHgopmauus o 6e3onacHoCTW, KOTopas npegnoriaraeT BHECEHMWe
CYLLECTBEHHbIX W3MEHEHWA B CrNpaBoO4YHYl0 WHGOPMAaLMIO O feKkapCTBEHHOM mpenapaTte (Hanpumep, O HOBOM
HexxenaTenbHOW peakuuu, NpegoCcTEPEXEHNN UMM NPOTUBOMNOKa3aHuK). [laHHble pasgena OOSPKHbI ObITb yYTeHbl Npu
cocTtaBneHmn nogpasgena 16.3 "OueHka pUCKOB M HOBOM WMHopmauumn" pasgena 16 "CurHanbl M oueHka pucka"
nepuogmnyeckoro obHOBNSIEMOro otT4yeTa no 6GesonacHoCTH

Pazpen 15. O630p curHanoB (HOBble, pacCMaTpuBaeMble
M 3aBepLUeHHbIe)

643. Llenbio pgaHHOro pasgena sBnisieTcs npeactaBnieHne o030pa  BbISIBMIEHHbIX CUrHanoB, CUrHaroB,



Nony4YeHHbIX B Nepuog NpoBeAeHUs OLIEHKN HeXenaTenbHbIX peakuui, a Takke CUrHanoB, MOMYyYEeHHbIX 33 OTYETHbIN
nepuoa, oLeHKa KOTOpbIX YXe 3aBeplueHa. B aaHHbIN pasaen OOMMKHbI BKIKYATLCS CUrHarbl, B OTHOLLIEHUM KOTOPbIX
BbINOSMIHEH MEpPBbLIN 3Tan OLEHKM M COornacHo pesynbTataMm Banuaaumm onpegeneHa OBOCHOBAHHOCTb BbIMOMHEHMS
nocnenyoLwmx atanoB oueHkN. CurHansl MOryT ObiTb BbISBMEHbI MO pe3ynbTaTtaM NPUMEHEeHNs Ka4yeCTBEHHOro MeToaa
(Hanpumep, Ha OCHOBaHWM MOMNYYEHWUS OOHOrO UMM CEPUN CryyYyaeB COOOLUEHW O HexenaTenbHOW peakuuu) nnm
KONMMYeCTBEHHOTO MeToda (Hanpumep, Ha OCHOBaHWM MoKasaTens AMCMpPOMOPUMOHANbHOCTU, pe3ynbTaToB
KMMHUYECKUX WM 3NMAEMMUOSIOTMYECKMX UCCReoBaHUW), a Takke MoOryT ObiTb pesynbTaToMm 3ampoca o
npegocTasneHny nHgpopmMauum no 6e30NacHOCTM CO CTOPOHbI YMONTHOMOYEHHOrO opraHa (nobor u3 cTtpaH Mupa).

644. PelueHne OoTHOCMTENbBHO NocrneayoLen Knaccnugukaumm CUrHanoB, a Takke 3aknivyeHns No pesynbTatam
BbINOMIHEHHOW OLEHKW, BKNIOYas MEAMLMHCKYIO OLEHKY U Hay4HYK MHTEPNpeTaLmio UMEIOLWNXCA OaHHbIX, AepXaTenb
perncTpaumoHHOro yooCcToBepeHuss npeacraBndet B pasgene 16 "CurHan mnu oueHka pucka" nepuoamyeckoro
obHoBnsiemoro otyeta no 6es3onacHocTL.

645. K HOBbIM cuvrHanam OTHOCSATCS CUTHasbl, BbISIBIEHHbIE 3@ OTYETHbIN nepunod. HoBas KIIMHUYECKU BaXKkHast
MHopMaumns, NoNyyYeHHas Ha MPOTSKEHUM OTYETHOrO nepuoga B OTHOLLUEHMM paHee 3aKpbITOro CurHana, Takke
AOJPKHa paccMaTpuBaTbCS KaK HOBbIA CUIHam Ha OCHOBaHMWM BbISIBIIEHMST HOBbIX acreKkToB MO paHee OTKIIOHEHHOMY
curHany, nmbo onpegeneHnss HeobXoAMMOCTU farnbHenwen BepudmkaLmm UMEKLUXCS AaHHbIX. HoBble curHanbl
MOryT ObITb KnaccuunLmMpoBaHbl Kak 3akpbiTble UMM pacCMaTpuMBaeMble B 3aBUCUMOCTM OT CTaTyca AaHHbIX CUrHarnoB
MO COCTOSIHUIO Ha KOHEL, OTYETHOrO nepuoaa nepnognyeckoro obHoBnsieMoro otyeta no GesonacHocTu. Hanpumep, k
HOBbIM CUrHamam OTHOCUTCH MOSlydeHne HOBOW WMHpopmauum, No pesyrnbTaTamM OLEHKU KOTOPOW BbIMOMHEHbI MU
MoryT notpeboBaTbCa cnegyoLmne MeponpusaTus:

BO30OHOBNEHa paboTa MO paHee 3aKpbITOMYy NMOO OTKIIOHEHHOMY CUrHany B pesyrbTaTe Nosly4eHus HOBOW
WHopMaumu;

onpegeneHo BO3MOXHOE KIMHUYECKM BaXKHOE OTMMYME XapaKTEPUCTUMK WUOAEHTUMULMPOBAHHOIO pucka Mo
CTENeHN TSXKECTU MMM YacTOTbl NPOSABMEHUs (Hanpumep, HOBas MHOpMauusa npegnonaraeT BO3MOXHOCTb bonee
CEpbLE3HOro Mcxoda B BuOe pasBUTMS NMEYEHOYHOW HeOOoCTaTOYHOCTM MO paHee OMNMCaHHOMY MPOSIBIEHWIO B BuAe
TPaH3UTOPHOIO MOBLILWIEHNUST aKTUBHOCTM MEYEHOYHbIX (EPMEHTOB NMOO AN paHee OMNUCaHHOM HEWTPONeHun
nofny4eHo coobLleHNne O pasBUTUN arpaHynouMTo3a C WCKIYEHUEM WHbLIX anbTepPHATUBHbLIX MPUYMH OAaHHOro
COCTOSIHUSA);

onpefeneHo BO3MOXHOE OTNNYME XapaKTEePUCTUK UAEHTUMOUUUPOBAHHOIO pUCKa MO CTEMEHU TSXEeCTU WK
YacToTe NposiBreHNs A4S onpeaeneHHon noarpynnbl NauneHTos;

npegnonaraeTca HeobxoaMMOCTb BHECEHMSI AOMONMHEHUI (B cnydae noaresepxaeHua noteHunanbHOro pI/ICKa) B
npenoctepexXeHna unn ocobble YKa3aHud, npoTUBOMNOKa3aHNA, BHECEeHUA M3MEHEHNN B MOKasaHWUs WNKU LEeneBble
nonynauuun, nnéo NPUHATUE UHBIX MEP MUHUMKU3aAL NN PUCKa.

646. [epxatenemM perMcTpaumoHHOrO YAOCTOBEPEHWUs [OMkHa ObiTb npeacTaBneHa B TabnuyHom copme
cnepywuwas nHPoOpMauMs Nno paccMaTtpuBaemMbiM MW 3aKpbITbiIM MO COCTOSIHUIO Ha KOHEeL, OTYeTHOro nepuoga
curHanam (B 4aHHOM pasgene otyeTa NMMbo B MPUNOXKEHUN K HEMY):

KpaTkoe onucaHue curHana;

AaTa BbISBIIEHVS CUrHana gepxaternem permctTpaunoHHOro yqoCcTOBEPEHMS;

cTaTyC CuMrHarna fno COCTOSHUIO Ha KOHeL, OTYETHOro nepuoaa (paccmMaTpvBaeMblii UNW 3aKpbIThIN);

AaTa 3aKpblTUS curHana, ecnv NnpyMeH1MOo;

KpaTkoe pestoMe KIYeBblX AaHHbIX;

nnaHbl N0 AanbHENLLEn OLIEHKe CUrHana;

NPUHATBbIE UK NNaHnpyemble OEencTeus.

647. MNogpobHoe onuMcaHWe OLEHKU 3aKpbiTbIX CUFHANOB He BKIoYaeTcsl B AaHHbIA pasgen U OOMKHO ObiTb
npeacTtaesneHo B noapasgene 16.2 "OueHka curHanoB" nepuvoamyeckoro obHOBMsSiEeMoro otyeta no 6e3onacHOCTW.



OueHka HOBOW MHOPMaLUKN MO paHee BbiSIBNIEHHbIM MAEHTUPULMPOBAHHBLIM UMK NOTEHLMANbHLIM pUckaMm, KoTopas
He Gblna oLleHeHa kak HOBbIN curHan, npeacraendetca B nogpasgene 16.3 "OueHka puckoB M HOBoOW MHopmaumun”
nepuogmyeckoro obHoBnsemMoro otyeTa no 6esonacHocTun".

648. B cnyyae ecnu gepxaTeneMm perncrpauuoHHOro yAOCTOBEPEHUSI MO 3anpocy YNOMHOMOYEHHOro opraHa
Oblna BbLIMOMHEHA OLIEHKa onpeernieHHon nNpobriembl, CBA3aHHOW C MPUMMEHEHMEM feKapCTBEHHOrO npenaparta u He
OLEHMBaAEMOW KaK curHasm, M no pesynbTaTaM BbIMOSIHEHHOIO aHanmusa He MOATBEPXKOEHO OTHEeceHWe OaHHOMW
npobrnembl K curHany, B pasgene npusoautca ob6o6LieHHas uHopmauns ¢ onMcaHUeM MOSTyYEHHbIX Pe3yrbTaToB
oueHkn. Ecnn no pesynbtatam BbINOMHEHHOW OLEHKM Npobrnema noAanexut OTHECEHMIO K curHanam, mHdopmauuns
JomkHa 6bITb BkntodeHa B nogpasgen 16.2 "OueHka curHanos" (B TabnuyHble AaHHbIE O CUrHaMnax) nepnoanveckoro
obHoBnsiemoro otyeTa no 6es3onacHocTL.

Paszgen 16. CurHanbl 1 oLeHKa pucka

649. Llenbto gaHHoOro pasgena sBnseTcs npeacTaBeHune:

KpaTKoro pes3rmMe U3BECTHbIX W HEWU3BECTHbIX XapakKTepUCTUK BaXHbIX VlﬂeHTI/I(*)I/ILLI/IpOBaHHbIX, BaXXHbIX
noTeHunanbHbIX PUCKOB W OTCyTCTByIOLLLeVI MH(bopmau,mm No COCTOAHMIO Ha Ha4ano OT4YeTHOro nepuoga B
COOTBETCTBUM C Nepunogny4ecknum obHoBNAEMbIM OTYETOM MO 6e3onacHoCTY;

OLEHKN BCeX 3aKpbITbIX 3a OTYETHbIN nepunon curHanos;

OLIEHKM HOBOW VIHq.)OpMaLLI/II/I O paHee YCTaHOBJIE€HHbIX BaXHbIX I/I,EI,GHTI/Id)VILLI/IpOBaHHbIX N BaXHbIX
noTeHunanbHbIX PUCKaX;

KpaTkon nHdpopmaumm 06 acpdekTMBHOCTM MEPONPUSATUIA NO MUHUMU3ALUN PUCKOB.

MHdopmaumsa B gaHHOM pasgene He JofbkHa AybnvpoBaTh OaHHble, NMpeAcTaBreHHble B OpYrux pasgenax
nepuognyeckoro obHoBnsieMoro otdyeta no 6e30nmacHOCTM, M AOMKHA OTpaxaTb WHTEprnpeTauuio U KpUTUYECKYHO
OLIEHKY MMEILWMXCA [AaHHbIX C (OPMUPOBAHMEM XapaKTEPUCTUKA PUCKOB, OLEHUBAEMbIX KaK BaXkHble Ang
nekapcTBeHHoOro npenapata. B paspgene, npegHasHavyeHHOM Ang npeacTaBrneHvs 000OLLEeHHOM aHanuMTUYeCKOoMn
WHpopmaumm, kak npaBuno, He TpebyeTca NpeacTaBnATb onucaHWe WHAMBMAYalbHbIX CryvyaeB, OOHAKO OnucaHue
KNMUHUYECKOWN OLEHKM OTAENbHbIX CrydaeB MOXeT ObiTb 0OOCHOBaHHbIM, €CNY OaHHbIE Ccriydan sBnsaTcsa 6a3oBbiMU
ONS XapaKTEPUCTUKN N KIMHUYECKOW OLIEHKU MPOSIBIIEHUS pUCKa.

Moppasnen 16.1 O6o6watowasn nHdopmaums
no npobnemam 6e3onacHoOCTU

650. Llenbto gaHHoro nogpasgena sABnsieTcs npeacTaBrieHne OCHOBHOM obobLwaroLlet MHopMaLnumn 0 BaXHbIX
npobnemax no 6e30nacHOCTM NEKAapCTBEHHOro Mpenapata, C YyKas3aHWeM B OTHOLUEHUW KaXKO4Oro acnekra
©e3onacHOCTN CBeEeHU O TOM, Kakasi HoBas OLleHKa JaHHOro acnekTa MOXeT ObITb BbINOMHEHA.

651. MNpn onpegeneHny BaXHOCTU KaXO0ro M3 acneKkToB pucka cnegyeT nNpuHMMaTh BO BHMMaHWe crnegyolue
dakTopbl:

a) cepbesHOCTb PUCKa, CBA3AHHOMO C MEKapCTBEHHbIM NpernapaToM, C MeOWULMHCKON TOYKM 3pEeHus], BKrovas
BMUAAHWE Ha COCTOSIHNE MaLUEHTOB;

6) 4acToTa, NpeackaldyeMoCTb, NpeaoTBpaTuMOCTb U 06paTMMOCTb PUCKa;

B) noTeHuUMarnbHoe BMnusiHMe Ha obLleCcTBEHHOE 300POBbE (340POBbe HAcerNeHns) (YactToTa pucka B nonynsaumu,
pasMep nonynsauuy, NoABEPriINnCa BO3AENCTBUIO);

F) oLeHKa obLLecTBEHHOMN npnemMmrieMocCT puUcka B Criydasdax BO3MOXXHOIo BJIMAHUA JNIEKapCTBEHHOro npenaparta
Ha obLLecTBeHHOEe 300poBbe (3p,op0|3be Haceneva) (Hanpmmep, OTKa3 OT nporpamMmmbl BaKLI,MHaLIMM).

652. O6obwatowas wuHdopMmaumss [OIDKHA NpeacTaBnNATb  UMelmecs cBefdeHust O  ©esonacHoCTu
NeKapCTBEHHOro npenapaTta Mo COCTOSHUID Ha Hayaro OTYeTHOro nepuoga B COOTBETCTBUMM C NEPUOLAMNYECKUM
0GHOBMSIEMBIM OTYETOM N0 6GEe30MacHOCTU 1 oTpaXxaThb:



a) BaXHble NAEHTUMOULNPOBAHHBIE PUCKN;
6) BaXkHble NOTEHUMANbHbIE PUCKY;
B) OTCYTCTBYIOLLYIO MHGOPMALMIO.

653. B oTHOWeEHMN nekapCTBEHHbLIX NpenapaTos, MMeLLMX cneundukaumio no 6esonacHocTn, nHdopmalms,
BKIOYaemas B AaHHbIN nogpasgern, AomkHa coBnagaTh ¢ obobuatoen nHgopmarmen, npeacTaBrneHHON B TeKyLLen
Bepcuun cneumdukaumm no 6e30nacHOCTM Ha AaTy Hadana OTYEeTHOro nepuoda B COOTBETCTBUM C MEPUOANYECKUM
06HOBMSIEMBIM OTHETOM MO 6€e30MacHOCTW.

654. B oTHOWEHMM nekapCTBEHHbLIX MpenapaTtoB, He MMewwux crneundukaumm no 6e3onacHOCTW, OaHHbIN
nogpasgen AOOMMKeH codepXaTb AaHHble O BaXHbIX MOEHTUHOMUMPOBAHHBLIX M MOTEHUMAnNbHbLIX pUckax, a Takke 00
OTCYTCTBYIOLLENA WH(pOpMauUun, CBA3AHHOW C MPUMEHEHMEM FEKapCTBEHHOro npenapata, Ha OCHOBaHMM [OaHHbIX
npeaperucTpaLmMoHHOro 1 NOCTPErMcTpaLMoHHOro nepuoaa, B TOM YUCHE CNeayroLLyo MHAOpMaLnio:

0 BaXXHbIX HEXeNaTernbHbIX Peakuusix;
0 B3aMMOENCTBUM C APYrMMM NeKapCTBEHHbIMU NpenapaTamu;

O BbISIBITEHHbIX OLUMOKax NPUMEHEHUS;

0 B3aMMOEeNCTBUM C NPOAYKTaMN MUTaAHUSA MU MHbIMUW BELLLECTBAMMU;

0 pesynbTaTtax BO34EeNCTBUSA Ha OpraHn3m npw BbINOSIHEHMM NPOECCUOHANBHON AEATENBHOCTMY;
0O KraccoBbIX hapmakonorndecknx adpdekrax.

Ob6obuwatowme cBefeHNss MO  OTCYTCTBYHWOLWENW WHPOPMAUMN [OOMKHbl COAEpPXaTb OUEHKY KPUTUYHOCTU
HeOOoCTaTKOB B MMEKLUNXCA 3HaHNAX NOo onpederieHHbIM acnektam I'IpOd.)VIJ'IH 6e3onacHocTH Aansa yeneBblX I'IOI'IyJ'IFlLI,I/II;I.

Moppaspen 16.2. OueHka curHana

655. IHopmauus, npeactaenseMasi B 4aHHOM nogpasaene, AofhkHa 0606LaTb pe3ynbTaTbl OLEHKU CUrHanoB
no 6esonacHocTu, KoTopasi Gbifa 3aBeplueHa B OTYETHbI nepuod. CurHanbl MoryT GbiTb 3aKpbIThl NO pe3ynbTatam
BbINOMHEHHOW OLEHKM MO MPUYMHE OTKIOHEHMUSI curHana nmbo NoaTBEPXKOEeHWs CUrHana ¢ OTHeCEeHMEM ero K yucny
Ba)KHbIX NOTEHUMAlbHbIX UMW UAEHTURUUMPOBAHHBLIX PUCKOB. B nogpasaen BkoYaeTcs OLEHKa No ABYM KaTeropusim
CUrHarnos:

CurHanbl, KOTOpbleé No pe3ylibTataM OLUEHKN MOryT OblTb OTHECEHbI K KaTeropnm noteHuunanbHbIX W1
I/I,D,eHTVI(bI/ILI,VIpyeMbIX PUCKOB, BKIto4Yad OTCyTCTBUE Tepal'leBTVI‘-IeCKOIZ SCbeeKTVIBHOCTM;

CcurHanbl, KOTopble MO pe3ynbTaTaM OLEHKW Obinv OTKMOHEHbl Kak NOXHble CUrHamnbl Ha OCHOBaHWM Hay4HOW
OLIEHKN, MMeloLLEencs Ha AaTty npoBefeHus npoueaypbl OLeHKU MHdopmauun. [nsa Kaxnon n3 kateropum curHanos
AOMKHO ObITb MpeacTaBneHo nogpobHoe onucaHve C AeTanbHbIM 06OCHOBaHWEM caenaHHbIX BbIBOOOB AepxaTtens
perncTpaumMoHHOro yooCTOBEPEHUST MO OTKIOHEHMI0 curHana nubo OTHECEHUI0 ero K Yucry MoTeHUManbHbIX WUv
naeHtTumumpoBaHHbIX puckoB. ObbeM 1 cTeneHb AeTanu3aunm NpeacTaBngeMoro onMcaHus BbIMOSIHEHHOW OLEHKK
CUrHana 3aBuCAT OT MEeAMLUHCKON 3Ha4YMMOCTM JAaHHOro acnekta npodung 6e3onacHocT (Hampumep, Cepbe3HoOCTH,
0o6paTMMOoCcTK, UCX0Q0B, NOBbIWALWUX 3ab60n1eBaeMoCTb U CMEPTHOCTHM), MOTEHLUMANBHOMO BIIMSAHMS Ha 0OLLEeCTBEHHOE
3[0pOBbe (300pOBbE HaceneHws) (Hanpumep, PacnpoCTPaHEHHOCTU MNPUMEHEHUs, Y4acToTbl U 3HAYMMOCTU
NPUMEHEHMS He B COOTBETCTBMM C OOLleli XapaKTepuUCTWKOW NeKapCTBEHHOro mnpenapaTa), a Takke CTeneHu
[OCTaTOMHOCTM AoKasaTenbHoW 6a3bl No curHany. MNpw BKMOYEHUU B pa3gen AaHHbIX 00 OLeHKe HECKOSMbKMX CUTHAamNoB
no ABYM KaTeropusim criegyeT npeacTtasnaTe UHGOPMaLMIo B crneytoLen nocnenoBaTenbHOCTU:

3aKpbITble N NTOXHble CUTHATbI;
3aKpbITbl€ CUTHarbl, OTHECEHHbIE K KaTEropnn Ba>HbiX NOTEHUMalbHbIX PUCKOB;
3aKpbITble CUrHarbl, OTHECEHHbIE K KaTeropmnmn Ba>KHblX I/IﬂeHTI/IqDI/ILI.VIpOBaHHbIX PUCKOB;

3aKpbITbl€ CUTHanbl, onpeaendemMble KaK noTeHumnarnbHble PUCKMN N HE OTHECEHHbIE K KaTeropmm BaXHbliX;



3aKpbITbl€ CUTHanbI, onpeaendaemMble Kak WII,eHTI/Id)MLI,MpOBaHHbIe PUCKN N HE OTHECEHHbIE K KaTeropmun BaxHblX.

OueHka 3aKpbITbIX CUrHaNoB O0JKHA ObITb npeacrtasiieHa nmbo ¢ y4yeToM nokasaHum nmodo ¢ y4yeTom I'IOI'IyﬂFlLI,VIVI
B CnydadXx, korga 3to npyuMeHnmMo.

OueHka curHana MoOXeT BKntovatb B cebs OUEHKY OOKINMMHUYECKUX U KIMMHUYECKUX OaHHbIX U OO0JKeH ObITb
ncyepnbiBarOWMM No OTHOLLEHUIO K BOSMOXHbIM UCTOYHUKaAM NoJly4YeHnqa I/IHCbOpMaLI,VIVI.

B paMKax npouecca ynpaslieHUA CuUrHanamum oueHka curHarna ynosiHoMO4YeHHbIM OpraHoOM rnocne npoBegeHund
MCXOOHOro aHann3a un npunoputndaunn curHarna npeacrasiideT cobon npouecc OUEeHKN BCeX UMEKLWNXCA AaHHbIX O
curHane cC uenbiko onpeaeneHnad HeobxooMMocTn NMPUHATUA PEerynaTopHbIX Mep.

656. OnucaHMe OLEHKNM CUrHanoB [OOMMKHO OblTb BKAOYEHO B [AaHHbIA  nogpasgen nepuoamnyeckoro
obHoBnsemoro otyeta no 6e30nNacHOCTU Unu NpPeacTaBneHo B BUAE NPUMOXKEHUS K OTYETY U coaepxaTb MHopmaLmio
0 CneayroLmnX acnekrax:

a) UICTOYHUMK UNN NpUYMHA (POPMUPOBAHUSI CUTHANA;
©) obocHoBaHME, MMetloLLEE OTHOLLEHNE K OLEHKE;

B) MeTOAbl OLEHKM, BKMOYash UCTOYHUKM AaHHbIX, KPUTEPUN MoucKa (ecrnv NPUMEHMMO), UCMONb30BaHHbIE ANS
063opa TepmuHbl MedDRA (HanpvMep, TEpMUHbI NPEANOYTUTENBHOIO YPOBHS, TEPMUHbI BbICLLIETO YPOBHS!, CUCTEMHO-
OpraHHbIv Knacc v T.4.) Uy ctaHgapTM3npoBaHHbIx 3anpocoB MedDRA) nnbo aHanuTudeckne nogxonl;

r) pesynbtaTthbl (0606LWeHHass nHpopMaLms) N0 UTOraM KPUTUYECKOTO aHanuaa AaHHbIX, pacCMaTpuBaeMbIX Mpu
oueHke curHana. B cnydvasx, korga 310 npeacTaBnseTcs BaXHbIM, pe3ynbTaTbl MOryT BKMAKYaTb OMUCaHWE cepun
cryyaeB UNun NHAMBMAYaNbHbIN NOKa3aTeNbHbIV CyYan HexenaTenbHOW peakuun);

4) obcyxaeHwe;

€) 3aKrnyeHne, BKNoYvasa npeanaraembole AeNCTBUS.
Moapasgen 16.3. OueHka pUMCKOB U HOBOM MHdopMmaLmn

657. [epxaTtenb perucTtpauMoHHOro YyAOCTOBEPEHUS [OOSMKEH NpeacTaBUTb KPUTUYECKYH OLIEHKY HOBOM
MHopMaunM 3a OTYETHLIN Nepuon B OTHOLUEHWM paHee BbISIBNEHHbLIX PUCKOB, KOTOpasi He BKIOYeHa B noapasgen
16.2 "OueHka curHanoB" nepuognyveckoro oOHOBRsieMoro otyeta no ©GesonacHocTM. Hoeas wuHdopmauus o
Ge3onacHocTy, koTopas npefacTaenseT cobon curHam, B OTHOLUEHUM paHee YCTaHOBMEHHOTO pUCKa WX paHee
OTKITOHEHHbLIN CUrHan gomkHa ObITb NpeacTaBneHa B TabnmMyHom dgopmaTe 1 B nogpasgene 16.2 "OueHka curHanos”,
€CNN CUrHan 3akpbiT 3a OTYETHbLIN Mepuon NepuoaMyeckoro o6HOBNSEMOro oTdyeta no GesonacHocTu. B gaHHoMm
nogpasaene npeacrasnsieTcss 0O6HOBNeHHaa MHopMaLnst O paHee YCTaHOBMEHHbIX PUCKaX, KOTOpasa He OLEeHNBaeTCs
Kak curHan. lNpumepammn Takon MHOpMaUUN ABMSIOTCS LaHHble, KOTOpble NOATBEPXKAAIT MOTEHUManbHbI PUCK C
N3MEHEHNEM €ero KnaccuuKaLMoOHHOrO OTHECEHUST Ha NOEHTUMULNPOBAHHBIA PUCK NMMBO OONONHAT XapaKTePUCTUKY
paHee yCTaHOBIEHHOTO pucKa.

658. HoBasi nHdbopmaums gomkHa 6biTb NpeacTaBneHa no cneayoLwmm acnekTam pyUCckoB:
a) BaXXHbIX NOTEHLMArNbHbIX PUCKOB;

©) BaXKHbIX MOEHTUMULMPOBAHHBLIX PUCKOB;

B) APYrMM MOTEHUManbHbIM PUCKaM, HE OTHECEHHBIM K KaTErOpMM BaXHbIX;

r) APYrMM NaeHTNMOULMPOBAHHBIM PUCKaM, HE OTHECEHHBIM K KAaTEropumn BaXkHbIX;

4) obHOBNEHVE cBeAeHU 00 OTCYTCTBYOLLEN MHCPOPMaLUN.

659. MNpn oueHKke OCHOBHOE BHMMaHue AOMKHO ObiTb yAeneHo HOBOW MHOpMaLuMK, MNOSTyYEeHHOW 3a OTHYETHbIN
nepuod, u 060CHOBaAHHOWM MHTEPNPETaLMN BIMSHUS NOMYYEHHbIX AaHHbIX HA MOHUMAaHWE U XapaKTEPUCTUKY PUCKOB.
Ha ocHOBaHWW BbINOMHEHHOW OLEHKW BIUSHUA MOXET ObiTb caenaHo OBHOBMEHWE XapaKTePUCTUMKU BaKHbIX
NOTEHUMANbHbIX W BaXHbIX WAEHTUMUUMPOBAHHBLIX pPUCKOB B nogpasgene 16.4 "Xapaktepuctuka puckos"



nepuoanyeckoro obHoBnsiemMoro otdeta no ©GesonacHocTU. YpoBeHb AeTanusauun npeacTaBnsieMoro onucaHus
BbINONHEHHOW OLIEHKM AOIMKEH COOTBETCTBOBATbL MMEIOLLENCS AoKa3aTenbHoW 6a3e No 3TUM puUckaM U 3HAYMMOCTU UX
BNNSHMSA Ha OBLLIECTBEHHOE 340pOBbe (340POBbE HAcCeNeHus).

660. OnucaHue ouEeHKM HOBOW WHOpMauUuM Mnn OBHOBNEHME CBedeHU 00 OTCYTCTBYHLLEN MHdOpMaLUn
OOMKHO ObiTb BKMYEHO B OaHHbI nodpas3gen nepuoanyeckoro obHoBMAsieMoro oTyeTa no 6e3onacHoCTU Wnu
npeacTaBreHo B BUAE NPUIOXEHUS K OTYETY U NpedycMaTpmBaTth CriegyroLime acnekTbl:

WCTOYHUK UINN MPUYMHY (POPMUPOBAHNSI CUrHana;
060CcHOBaHWe, UMeIoLLEE OTHOLLEHME K OLIEHKE;
MEeTOZAbl OLLEHKM, BKIOYAsi ICTOYHUKM OAHHbIX, KpUTEPMU MOMCKA UMW aHanMTU4eckne noaxoabl;

pesynbTatbl (0606LEeHHas MHGOPMaLNsa) KPUTUYECKOTo aHanusa AaHHbIX, paccMaTpuBaeMmblX MpW OLEHKe
curHana;

obcyxaeHue;

3aKro4vyeHune, BKIo4Yada BbiBO4 OTHOCUTESNIbHO noatBepXAeHUA Ui OTKITOHEHUA OCHOBaHW Onsi 0OHOBMNEHUS
XapaKTePUCTUKN BaXXHbIX NOTEHUMAIIbHbLIX U Vlﬂ,eHTI/Iq)VILI,VIPOBaHHbIX PUCKOB, COrnacHo oueHke HOBOW l/IHq)OpMaLI,VIVI
3a OTYETHbIN nepwuoga.

B nogpasgene pomkHa OblTb OTpakeHa M KPUTUYECKM OLeHeHa BCH HoBas WMHAOpMauMs OTHOCUTENbHO
nonynsuni, KOTopble NOABEPriMCb BO3OENCTBUIO NIEKapCTBEHHOMO npenaparta B OTYETHbIN Nepuos, a Takke OOSKHbI
ObITb MpuBedeHbl AaHHble 06 OTCyTCTByHOLWEW WMHOPMAaUMU K ykasaHbl HepelleHHble npobnembl. Bce acnekThbl
HeonpeaeneHHOCTU AaHHbIX noanexaT 06 beKTMBHOMY YKa3aHMIo.

Moppasnen 16.4. XapakTepucTuka puckoB

661. B noapasgerie gaeTcAa XxapakrepucTtuka BaXHbIX VI}J,eHTI/Iq)VILI,VIPOBaHHbIX PUCKOB N BaXHbIX NOTEHUMAJIbHbIX
PpUCKOB Ha OCHOBaHWN 0000 EHHbIX OAaHHbIX (B TOM 4ucrne He orpaHn4mnBaemMbIX OTHETHbIM I'Iepl/IOﬂ,OM) N ONnUCbiBaeTCA
OTCYTCTBYHOLLAA VIH(bOpMaLI,VIFI.

662. C yyeTOM MCTOYHUKa AaHHbIX MHAOPMaUMa O pUcKkax AOIPKHaA BKM4YaTb B cebsa crnepywolme cBegeHus
(ecnn npymeHUMO):

4acToTa,
YNCNO BbIABIIEHHbLIX Clly4aeB (‘-II/ICJ'II/ITeJ'Ib) N TOYHOCTb OLEHKN C Yy4eTOM UCTOYHUKA OaHHbIX;

00bem HasHa4veHum (3HaMeHaTeﬂb), Bblpa)KGHHblﬁ KaK 41ucrno nauneHToB, nauneHTo-MecdueB (I'IaLI,VIeHTO-J'IeT) n
Ap. N TOYHOCTb OLIEHKWU;

OLeHKa OTHOCUTENBHOrO pUCKa U ee TOYHOCTb;
oLeHka abCcomnoTHOro pucka U ee TOYHOCTb;

BInndAHMEe Ha nauneHTa (CI/IMI'ITOMbI, Ka4yeCTBO N KOJINYECTBO N1eT )KVI3HI/I);
BNUSAAHME Ha OOLLECTBEHHOE 300POBLE (340POBLE HACENEHUS);

dakTopbl pucka (Hanpumep, MHOuBMAyanbHble akTopbl puUcka; (Bo3pacT, bepeMeHHOCTb, Nepuog nakTauuu,
HapyleHne (YHKLMM NMEeYEeHN UMM MoYeK, 3HayMmasi COMyTCTBYKOLLASA NaTonornsi, CTeENneHb TSHXKecTu 3aboneBaHui,
reHeTMyecknii nonuMmopdunam, pacosas 1 (Unu) aTHUYECKas NPUHaALANEXHOCTb);

[o3a, crnocob BBeAeHus;
NPOAOIMKNTENbHOCTb NEYEHNs], Nepuo pUcKa;

npeaoTBpaTuMoOCTb (OLI,eHI/IBaeTCFI npeackadyemMmocCTtb, BO3MOXHOCTb MOHUTOpPMpPOBATbL COCTOAHME MO



WHAMKATOPHBIM CUMNTOMaM Unu nabopaTopHbIM NapaMmeTpam);
00bpaTUMOCTb;
NoTeHUManbHbIN MeXaHN3M;
YPOBEHb A0OKa3aTeNbHOCTU U HEONPEAENEHHOCTH, BKIOYas aHan13 npoTuBopeYaLLmx akToB (Mpu Hanmymm).

B cnyyae ecnu otcytcTByloWas WHGOPMauUnUs OLEHMBAETCA KaK BakHasi, COOTBETCTBYIOLME CBEOEHUS
BKIIOYAKOTCA B MepeyeHb npobnem no 6GesonacHocTu. MHdopmauns noanexut npeacTaBneHut0 C yKasaHueM
OrpaHMYeHnn umetoencs 6asbl AaHHbIX (C YH4ETOM YMcna NauMeHTOB, BKITOYEHHbBIX B MCCIIEQ0BaHNS, KYMYNSTUBHOMO
BO3AENCTBUSA UNU ONUTENBbHOrO NPUMEHEHUSA 1 APYTNX OrpaHUYEHNI).

663. ﬂpw noaroToBke nepuoan4vyeckoro obHoBnsiemoro ot4yeTa no 6e3onacHocTn AOns JIeKapCTBEHHbIX
npenapartoB C HECKOJIbKMMW NOKa3aHUAaAMMU, CbOpMaMVI BbllyCka wunn cnocobamn BBeAeHus B crny4yae Hann4uA
CyLleCTBEHHbIX pa3nwwu7| no VID,eHTVId)VIU,VIDOBaHHbIM N noTteHunarnbHbiIM pPUCKaM MOXeET OblTb  OOOCHOBAHHbLIM
npencraBneHne AaHHbIX NO pUCKaM OTAESIbHO MO NOoKa3aHUdaM, c*)opmaM BbllMyCKa UJn cnocobam BBegeHus. B oTuete
MOXET ObITb npencrtaBrnieHa cneaytoulas I/IH(bOpMaLI,VIFIZ

a) puCKW, XapakTepHble ANsl AEACTBYIOLLEro BELLECTBA;

6) pucku, XxapakTepHble ONs onpedeneHHbIXx dopM BbiMycka M cnocoGoB BBeAeHUs (BKMoYas BO3AencTBrE
Npy BbINOSIHEHUM NPOECCHOHATbHOW AEATENbHOCTH);

B) PUCKM, XapaKTepHble Ans onpeaeneHHbIX Nonynsauni;

r) PpUCKM, CBA3aHHble C TMNpuUMeHeHWem Ge3 HasHayeHus Bpadva (Ons OeUCTBYIOLWMX BeLLecTB, KoTopble
npeacTaBrneHbl B oopmax, OTryckaemblx Mo peuenty 1 6e3 peuenta).

Moppaspen 16.5. AchhbekTUBHOCTbL MEeP MUMHUMM3ALUKN PUCKA
(ecnu npumeHUMO)

664. Mepbl MWHMMM3aUMM pucka BKMOYalT B cebs  [eiicTBMS, HampaBlieHHble Ha npefoTBpalleHue
HexenaTernbHbIX peakuuii, CBA3aHHbIX C BO34EMCTBMEM IEKapCTBEHHOrO npenapata, NUMBOo CHDKEHUE CTEneHu ux
TshkecTu. Llenbio AesTenbHOCTM MO MUHMMU3aumMu puUcka SIBMSIETCH CHUXKEHWE BEePOSITHOCTU Pa3BUTUSI UIU CTEMeHu
TSDKECTU HexernaTerbHbIX NeKapCTBEHHbIX peakuuii. Mepbl MUHUMU3aLMKM pUCKa BKIOYaT B cebsi pyTUHHbIE Mepbl
(Hanpumep, M3MeHeHWs B OOLLeil XapakTepucTuke neKkapCTBEHHOro npenapaTa) WM OONOMHUTENbHbIE Mepbl
(Hanpumep, HenocpeAcTBeHHoe obpalleHue K chneuuanuctam  CUCTEMbl  30paBOOXPAHEHUsi, MOArOTOBKa U
pacnpocTpaHeHune obpa3oBaTenbHbIX MaTepuarnos).

665. B nogpasgene gomkHbl GbiTb NMpeacTaBneHbl pe3ynbTaTbhl OUEHKU 3PAMEKTUBHOCTU MEP MUHUMWU3aALUK
pucka. B o6obleHHOM Buae MNpeacTaBnsieTcd COOTBETCTBYWOLWAs WHdopmauns o6 addekTuBHOCTU U (Unn)
OrPaHNYEHUSAX KOHKPETHbIX MEP MMHUMU3ALMN PUCKA B OTHOLUEHMWN BaXKHbIX MAEHTUULMPOBAHHbIX PUCKOB, KOTOpas
Oblna nony4veHa 3a OTYETHbIN Nepuod. PesynbTaTbl BbINOMHEHUSA OLEHKM 3(EKTUBHOCTM MEP MUHMMU3ALUN puUcKa,
nonyyYeHHble B OA4HOM rocyfapcTBe-yrneHe, KOTopble MOryT ObiTb NONE3Hbl U UCNOMb30BaHbI NPU peanusaunu B Apyrmx
rocygapcrBax-yfieHax, SBMnSAOTCA BaXHbIMU M nognexar npeactaBneHnto B oTyeTe. PesynbTaTbl  OUEHKU
3 (PeKTUBHOCTM Mep MUHMMMU3ALUN pycka, KOTopble ObinvM Mony4YeHbl B OTAENbHOM perMoHe 3a OTYETHbIN Nepuop,
NpeacTaBnsioTCA B permoHanbHOM NPUIOXKEHUN K OTYeTY.

Pasgen 17. OueHkKa nonb3bl

666. B paHHom paspene B nogpasgenax 17.1 "BaxHas 6asvcHad wuHdopmaums 06 3ddeKTMBHOCTU
nekapcTBeHHOro npenapata” u 17.2 "HoBas BbigBneHHas wuHdopmaumss o6 3dpeKTMBHOCTM neKapCTBEHHOro
npenapata” nNpeacTaBnsieTCs OCHOBHas M HoBas MHGopmauus 06 3dEeKTMBHOCTU IEKApCTBEHHOrO npenapara,
dopmMmpyloLan XxapakTepucTuKy nonb3bl NekapcTBEHHOro npenapara, onMcaHue KOTOpor NoanexuT npeacraBneHuto
B noapasfene 17.3 "Xapaktepuctuka nornb3bl" C MOCNedylolWnM BKIIOYEHWEM B WHTErPUPOBAHHYIO OLEHKY
COOTHOLLEHMS "nonb3a - pUcK" nekapcTBeHHOro npenapata B pasgenie 18 "MHTerpmpoBaHHbIA aHanmM3 COOTHOLLEHUSA
"nonb3a - puck" No ogobpeHHbIM NokasaHusm".

Moapaspen 17.1. BaxHaa 6a3ncHasa nHdopmaumsa o6 adpcpekTMBHOCTU



nekapcTBeHHOro npenapara

667. B paHHOM nogpasgene npeactaBnseTcd OCHOBHAA MHgopmauud, Kacatowascs 3gpdekTmBHOCTH
NeKapCTBEHHOrO npenaparta B Xo4e KIMHUYECKMX UCCrefoBaHui MU Mpu NPUMEHEHUN B MEAMLMHCKOM MpakTuKe (Ha
Hayano oT4yeTHoro nepwoga). [aHHas uHpopmauus [OMMKHA UMETb OTHOLEeHVME K OO0BpeHHbIM nokasaHusaM K
NPUMEHEHMIO, BKIIOYEHHBIM B CMPaBOYHYH MHGOPMAaLMIO MO NIeKapCTBEHHOMY Nnpenapary.

668. [na nekapCTBEHHbIX NpenapartoB C HECKONbKMMW MOKa3aHUAMW, UeneBbIMW nonynauusamv un (1nwm)
cnocobamu BBeEHUs NOMb3a A0MkHa ObITb OXapaKkTepr3oBaHa B OTAENbHOCTU MO KaXaoMy ¢hakTopy.

669. [Ins nekapCTBEHHbIX NpenapaTtoB, y KOTOPbIX 3@ OTYETHbIN Mnepuog Obiny BbIsIBNEHbI CYLLECTBEHHbIE
nameHeHns npoduna 6esonacHocTM unu 3PQEKTUBHOCTM, AaHHbIAN nNoapas3gen [OoJKeH Bkwyatb B cebs
OOCTaTOYHYH MHAOpMaLumio anst 060CHOBaHMS OBGHOBMEHHOW XapakTepUCTUKM MOMb3bl NIEKAPCTBEHHOIO npenapara,
oTpakeHHoW B noapasgene 17.3 "XapaktepucTvka Mofb3bl” MNEpPUOAMYECKOrO0 OOHOBMISIEMOro oOT4YeTa Mo
6e3onacHocTn. CofgepxaHue W cTeneHb AeTanusauum wnHOpMauuu, NpeacTaBleHHOM B AaHHOM nogpasgene,
OOJPKHa ObITb 4OCTATOYHOM AN 060CHOBaHUS XapaKTepUCTMKKN Nonb3bl B Nnogpasgene 17.3 "XapakTrepucTtuka nonb3abl”
N OLIEHKM COOTHOLLEHNA "nonb3a - puck" B nogpasgene 18 "MIHTerpMpoBaHHbIN aHanu3 CoOoTHOLWEeHUs "nonb3a - puck”
no ogobpeHHbIM NokasaHuaM" 1 MOXET BKNoYaTb (Mpu HeobxoauMocCTH) creayloLme acnekTbl:

a) AaNMOeMnonorna n nponcxoxgeHme 3aboneBaHus;

6) XapaKTepuUcTnka nosb3bl (Hanpmmep, AnarHoctTmn4yeckas, I'IpOCbVIJ'IaKTVI‘-IeCKaFI, cnmMnToMaTumnyeckas, 6onesHb-
MoanduumMpyoLas);

B) BaXHble KOHEYHble TOYKM, MOATBEPXKAAoWMe NoNnb3y (Hanpumep, BAUSHNE HAa CMEPTHOCTb, CUMMTOMAaTUKY,
ncxogpl);

r) gokasarenbcTBa 3h(PEKTUBHOCTU B KIMHUYECKUX UCCMNEAOBAHUAX 1 MEAULIMHCKOW MPaKTUKE NO CPaABHEHUIO C
npenapaTtom CpaBHEHUSA (HanNpuMMep, CpPaBHUTEMbHbIE KIIMHUYECKUE WCCNeLOBaHWsl C aKTMBHbIM  KOHTPOSEM,
MeTaaHanu3sbl, 06cepBaLNOHHbIE UCCNESOBaHMUSA);

4) TeHoeHuun u (Mnn) [okasaTenbCTBa MOMb3bl MO BaXHbIM MOMYMSLUUOHHBIM MNoArpynnam (Hanpumep,
BO3PaCTHbIM, MOJIOBLIM, 3THNYECKMM), MO CTEMEHN TAXECTW 3aboneBaHusl, reHeTU4eckoMy nonMMopdnsmy B criyyae,
€CIn 3TO UMEET OTHOLLEHMM K OLIEHKE COOTHOLLEHNSA "Nonb3a - puck”.

Moppasnen 17.2 HoBas BbisBNeHHas nHdopmauus o6 achcdekTBHOCTH

670. [Ons HeKOTOpbIX NEeKapCTBEHHbIX MpenapaTtoB 3a OTYETHbIM Mepuod MoxeT ObiTb MonyyYyeHa HoBas
nHdpopmaums 06 aPPEKTUBHOCTM B KIMHUYECKUX UCCNEAOoBaHMAX U MEAULUHCKON NpakTuke, KoTopas AoImkHa ObiTb
npeacraBfneHa B daHHOM nogpasgene. B oTHoweHun ogo6peHHbIX MoKasaHWW K MNPUMEHEHU0 MOXeT ObiTb
npegcraBrneHa HoBas MHdopMauus o6 3apdHEKTUBHOCTM NpU MPUMEHEHUM B YCMOBUAX pearibHON MeAULMHCKON
npaktukn (npu Hanuuuu). WHdopmauusa o gokasatenoHow 6Gase B OTHOLIEHUM HEOAOOPEHHbIX MoKasaHwi Mo
NPUMEHEHUIO He BKIOYaeTca B pasfgern B criyyae, ecrniv 370 MMeeT OTHOLUEHME K OLEeHKe COOTHOLLUeHMs "none3a -
puck".

671. NHdopmauus o6 adhpeKTMBHOCTM NeKapCTBEHHOrO npenaparta npu NpYMEHEHWM Mo HOBbIM MOKa3aHMsAM,
KoTopble Oblnn 0gobpeHbl Ha NPOTSXKEHUM OTYETHOIrO Nepuoaa, Takke NOANEXUT OTPaXKEHNIO B JaHHOM MoApasgene.
CopgepxaHvne n cTeneHb geTanu3auum MHgopMauun, npeacTaBreHHON B nogpasgerne, OOoMmkHa ObiTb AOCTaTOvHON
Ons 000CHOBaHUSA XapakTepUCTUKM Nonb3bl B nogpasgene 17.3 "Xapakrepuctuka nonb3bl” U OLEHKN COOTHOLLEHMS
"nonb3a - puck" B nogpasgene 18 "MIHTerpupoBaHHas oOueHKa COOTHOLWIEHMs "norb3a - pUcK" nekapcTBEHHOro
npenapaTa" nepMogu4eckoro obHoBNAemMoro otyeta no 6esonacHoCTw.

672. Ocoboe BHMMaHWe B noapasgene yaenseTcs BakuMHaM, MPOTUBOMUKPOGHBLIM M MHBIM Mpenapartam, Ans
KOTOPbIX W3MEHEHUs TepaneBTUYeckol cpedbl MOTyT MOBMMATbL HAa COOTHOLLEHME "Nomb3a - PUCK' C TedyeHuem
BPEMEHM.

Moppaspen 17.3. XapakTepucTuKa nonb3bl

673. B nogpasgene npeacraenseTca o0begMHEHHaa MHOpPMaLUSA, KacarLlasiCi OCHOBHbLIX U HOBbIX AAHHbIX O
TepaneBTMYECKOW MONb3e, KOTOpble CTany M3BECTHbI 3a OTYETHbIV Nepuog, (Mo 0406peHHbIM NOKa3aHWAM).



674. B cny4yae OTCYTCTBUS HOBbIX AaHHbIX MO Npodountio 3PHEKTUBHOCTU U OTCYTCTBUS 3HAYUTEMbHbIX
n3mMeHeHn npodunga 6es3onacHOCTU OaHHbIA noapasfen OOMKeH coaepXaTb CCbiNKy Ha noapasgen 17.1 "BaxHas
b6asucHaa wuHpopMauma 06 3PEKTMBHOCTU NEKApCTBEHHOrO npenapaTta, MOonyvyeHHas B XOA4e KIMHUYECKUX
nccnegoBaHUi U NPUMEHEHUS B MEAULMHCKOM NpakTuke" nepnogmyeckoro obHoBnssemMoro otyeTta no 6e3onacHocTu.

675. B cnyyae ecnu 3a oTYeTHbIV Nepuop Gbina nonyyeHa HoBas MHopMaLums 0 TepaneBTUYECKONM NONb3e N He
ObINO 3HAYMMbIX U3MEHEHUI Npocuna 6Ge3onacHOCTH, B pasgerne KpaTko npuBogATcs o6beanHeHHas nHgopmaums ob
OCHOBHbIX W HOBbIX AaHHbIX.

676. B cnyyae HanuMuuna cylecTBeHHbIX U3MeHeHUn npoduns 6e3onacHOCTU NMBO NONyYeHUss HOBbIX OAHHbIX,
npeanonaralwmnx 3HaYMTENbHO MEHbLUMIA YPOBEHb TepaneBTUYECKOM MOMb3bl MO CPAaBHEHUIO C W3HAYyanbHO
NPOOEMOHCTPMPOBaHHbIM, B [JaHHOM Mogpasgene pJoikHa OblTb nNpvBedeHa kKpaTkas KpuTuyeckast OLEeHKa
JokasaTtenbHon 6asbl mo 6esonacHoOCTM M 3PAPEKTUBHOCTU B XOA4E KIMHUYECKUX WUCCRegOBaHUA M MeAWLMHCKON
MPaKkTVKN C yka3aHueM crnegyroLien nHpopmMaunu:

a) KpaTKoe onucaHue [okasaTenbHOro YpPOBHSA [OaHHbIX O TepaneBTMYECKOW Monb3e (NPOBOAUTCS OLEeHKa
CpaBHUTENbHOrO acrnekta 9dEKTUBHOCTN, CTENEHW BblpaXXeHHOCTU 3adhdekTa, MNpaBUNBLHOCTU CTAaTUCTUYECKOM
06paboTkn, crnabbix U CUIbHBIX ACNEKTOB METOA0OMKN, COOTBETCTBUSA AAHHBIX B Pa3HbIX UCCIEA0BaHUSX);

6) HoBble cBefeHMsl, NOCTaBMBLUME NOJ COMHEHME CYPpOraTHbIE KOHEYHbIE TOUKU (MPU HanmM4um);
B) KNMMHMYECKas 3HAYMMOCTb BbIPaXXEHHOCTM TepaneBTUYeckoro adekTa;

) BO3MOXHOCTb 0606LLEHNA MHGOPMaUuUM O TepaneBTUYECKOM 3dpdekTe Yy LeneBbix noarpynn (Hanpumep,
MHbopMaLmMsl 0 HEAOCTaTOMHOCTM TepaneBTUYeckoro achdekTa B kKakoi-nmbo NonynsuMoHHOM noarpynne);

[) afeKkBaTHOCTb XapakTepuUCTMKM "0o3a - TepaneBTNYeckm oTeeT";
€) NPOJOIMKUTENBHOCTL 3 dEKTA;
X) cpaBHUTENbHas aPEKTUBHOCTD;

3) onpefeneHne CTeneHu, B KOTOPOW AaHHble 06 3(pdeKTMBHOCTM, MOMyYEHHblE B pe3ynbTaTe KIMHUYECKMX
nccnegoBaHuii, MoryT BbiTb 0606LLEHBI C YH4ETOM NOMNYNALNIA, MO OTHOLLEHUIO K KOTOPOW NPUMEHSIETCS NeKapCTBEHHbIN
npenapar B MEAULMHCKOW NpaKTUKe.

Paszgen 18. UHTerpMpoBaHHbIN aHaNU3 COOTHOLLEHUSI
"nonb3a - puck"” No 0A0OPEHHLIM NOKa3aHUAM

677. B paHHOM pa3sgene JepxaTeneM perMcTpauMoHHOrO YOOCTOBEpPEHMS AOMkHa OblTb NpeacTaBneHa
00600LeHHasa oueHKa Nonb3bl U pyUCKa NeKapCTBEHHOro npenaparta npu ero NpUMEHEHUU B KITMHUYECKOW MpPaKTUKE.
MpeacTaBnaTCs KPUTUYECKUA aHanu3 u obbeanHeHHasa nHOpMaLmMsa Ha OCHOBE AaHHbIX NpeabiayLux pasgenos B
YacTu nonb3bl U pucka 6e3 aybnupoBaHus uHgopmauum, cogepxailencs B nogpasgenax 16.3 "OueHka pucKoOB U
HOBOM MHopmaumn” 1 16.4 "Xapakrepuctuka nonb3sl" nepnognieckoro o6HoBNsiIEMoro ot4yeta no 6esonacHoCcTu.

Moapasgen 18.1. UHTerpupoBaHHbIN aHanNu3
B KOHTEKCTe COOTHOLIEHUA "nonb3a - puck” (BKN4Yasa MeguLUHCKYH
NOTPeOHOCTbL M BaXHble anbTepHaTUBI)

678. B naHHOM noapaspene npefcTaBnsieTcs KpaTkoe onucaHve MegUUMHCKOM NOTpe6GHOCTH B NekapCTBEHHOM
npenapate no ogobpeHHbIM MokasaHusiM, 0B6OOLLEHHOE C y4eTOM anbTepHaTMB UMW anbTepPHATUBHOIO Ne4veHusi
(MeguKaMeHTO3HbIX, XMPYPIMYECKUX UMW UHBIX METOAOB, BKIHOYAsi OTCYTCTBUE NEYEHUST).

Moapasnen 18.2 OueHka npouenypbl aHanu3sa
COOTHOLWEeHUA "nonb3a - puck”

679. CooTHOWeEHNE "Momnb3a - PUCK" UMEET pas3fMYHOe 3HayeHWe B 3aBUMCMMOCTW OT MOKAa3aHUA U LeneBbIX
nonynsaumi. CnegoBaTtenbHO, ANsl NEKAPCTBEHHBIX NPenapaToB, 3aperncTpMpoBaHHbLIX MO HECKOSIbKUM MOKa3aHuaM,
COOTHOLLUEHNE "Momnb3a - pUCK" OOIMKHO ObITb OLEHEHO OTAENbHO MO KaXAoMy MnokasaHuio. B crnydae Hanumums
CYLLECTBEHHbIX pasnnynii COOTHOLLEHMS "MoMb3a - pUck" Mexay noarpynnamMm B pamkax OAHOro rnokasaHus oueHKa



3TOr0 COOTHOLUEHMUs "nonb3a - pMCK" JOIMmKHa b6bITb npeacrtaerieHa OoTAesibHO U ANnA nonyndaunoHHbIX noarpynn (ech
npencraBsnaeTcqd BO3MO)KHbIM).

680. B nogpasgene AomkHa ObITb NpeacTaBneHa OCHOBHas MHAOPMALMA B OTHOLUIEHUWU OLIEHKU MOmMb3bl U
PVCKOB:

a) KnoyeBast MHopmaumsi O Nonb3e U puUcke, NpeAcTaBneHHas B NpealecTBYOWMNX pasgenax, oobegmHeHHas
C Lenbio OLIEHKM UX COOTHOLLEHUS;

6) oLEeHKka KOHTEeKCTa MPUMMEHEHUsI NEKAapCTBEHHOro npenaparta (M3neyeHne, npodunakTvka, AuMarHocTuka),
CTEMNEHN TSHKECTU U Cepbe3HOCTU 3aboneBaHus, LeneBor nonynsuMn (OTHOCUTESIbHO 340POBblE, C XPOHUYECKUMMU
3aborneBaHVsSIMK, PEOKUMU COCTOSHUSIMU);

B) B OTHOLUIEHMM MOMb3bl - OLEHKA €ee XxapakTepa, KIMHWYECKON 3HAYUMMOCTW, NPOLOIPKUTENBHOCTU W
BbIPaXXEHHOCTb 3dhheKTa, BO3MOXKHOCTU pacnpoCTpaHeHNs NofyvYeHHbIX 4aHHbIX Ha BCIO MONynsiuuio, 4oKasaTenbCcTBO
3P PEKTUBHOCTM Yy NALNEHTOB, HE OTBEYAIOLLMX HA anbTepHATUBHOE NeYeHNe, MHONBMAYaNbHbIE aCMeKTbl NOSb3bl;

) B OTHOLUEHMWU pUCKA - OLEHKA KIMHWYECKOW 3HAYMMOCTM (Hampumep, XapakTtep TOKCUYHOCTW, Cepbe3HOCTb,
YyacToTa, NpeAckasyemMocTb, MPeAoTBPaTUMOCTb, 06paTUMOCTb, BNINSIHUE Ha MauUMEHTa), B TOM YUCIIE acneKToB puCKa,
CBA3aHHbIX C MPUMEHEHVWEM IeKapCTBEHHOro npenapara He B COOTBETCTBMM C MOKA3aHUAMMW, BKMHOYEHHbIMW B
0006peHHy0 OOLLYI0 XapaKTePUCTUKY NEKAPCTBEHHOrO npenapaTta, NPUMEHEHUEM MO HeoOOOPEHHbIM MOKa3aHUSIM
UMK Y HEOOO0GPEHHbBIX NMOMNYNALMIA B paMKax KIMHUYECKUX UCCNEAOBAHUIA U HENPABUIbHLIM NPUMEHEHUEM;

A) npu popMynMpPOBKE OLEHKM COOTHOLUEHUsI "Monb3a - puck" - cnabble U CUrbHble CTOPOHbI, a Takke
HeonpeneneHHOCTb [oKasaTenbHOW Gasbl B 4acTW MOSb3bl M PUCKOB C OMUCAHWMEM WX BIUAHMS Ha OLEHKY (C
yKasaHueMm XapakTepUCTUKM OrpaHnYeHni BbINMOSTHEHHONM OLEHKN).

681. [Ina oueHkn COOTHOLWEHUSA "nonb3a - pUCK" NPEeACTaBnATCA OMMCaHWE U aprymMeHTaums UCnorib3yemMon
MEeTOoL0NIorMK, a Takke cneayuwast MHdopmauus:

npeannosfioxXeHnaA, KoTopble noarsepXxXgaroT caenaHHbIi BbiBog 006 OLEeHKe COOTHOLIEHUS "Nonbaa - pI/ICK";

KOMMEeHTapun OTHOCUTEJIbHO BO3MOXHOCTU BblpaXXeHusA noJib3bl U pUCKa B TOM BuAe, KOTOprVI ncnonb3oBaH And
npeancraesneHna n BO3SMOXHOCTU UX CONOCTaBIIEHUA;

B Clnydae npeactaBlieHud cbopmaanoM KOSINYECTBEHHON WUNK I'IOJ'IyKOJ'Il/I‘-IeCTBeHHOIZ OLUEHKM COOTHOWEeHUA -
BKItovaeTcs 0606LLeHHOe onncaHne MeTOA0B OLEHKN.

OKOHOMMYeCKas OLeHKa (Hanpumep, "CTOMMOCTb - 3¢PPEKTUBHOCTL") HE AOIMKHA paccMaTpmBaTbCs NP OLEHKe
COOTHOLLIEHMSA "rnonb3a - puck".

B Chny4yae nony4vyeHunda Ba)HOW HOBOW MHd)OpMaLlMVI nnn npu nogrotToBke nepmnoamn4eckoro 0OHOBNSIEMOroO OTYeTa
no 6esonacHocTu no 3arnpocy ynoJIHOMO4YeHHOIro opraHa gepxartefieMm perncTtpaunoHHOro yaoCtoBepeHusa OOoJiKHa
BbIMOSHATBCA AeTanbHasa OueHKa COOTHOLLEHMs "nonb3a - pI/ICK" Ha OCHOBaHUM KYMYNATUBHbLIX OAHHbIX O NOJib3e U
puckax. B Ccny4yae ecnn 3a OTYETHbIN nepuoa Obina nony4vyeHa He3Ha4duTellbHasa HOBad VIHCbOpMaLI,I/IFI, OuUEeHKa
COOTHOLLEHMS "Monb3a - pMCK" OOJPKHa ObITb HanpaBJyieHa Ha OUEHKY OOHOBINEHHbIX OaHHbIX Mo Ge3onacHocTw,
Nony4YeHHbIX 3a OTYETHbIN nepuoa.

Pasgen 19. 3aknrouyeHne nepuognyeckoro o6HoBnNsIeMoro oTyeTa
no 6e3onacHoCTU ¥ NpegnaraemMbie Nocnegyrolne 4enNcTBUs

682. 3aknounTenbHLIN pasgen nepmoanveckoro 0GHOBNAEMOro otyeTa no 6e30MacHOCTM OOJDKEH codepXaTtb
3aKMYeHe O BRMSIHAM HOBOW WHGOPMaLWK, BbISIBMEHHOW B OTYETHbIA Mepuod, Ha oOLLy0 OLEHKY COOTHOLUEHUS
"nonb3a - pucK" Mo KaxxgomMy ogobpeHHOMY Noka3aHuio, a Takke Nno nogrpynnam naumeHToB (eCnu MPUMEHUMO).

683. OCHOBbIBAsACb Ha OLEHKE KYMYMATUMBHbBIX AaHHbIX MO 6e30macHOCTM M aHanM3y COOTHOLIEHUS "Momnb3a -
pucK", OepxaTenb PerncrpauuMoHHOro yOOCTOBEpPEeHMS OOMMKEH OUEHWTb HeOOXOAMMOCTb M3MEHEHMS CrpaBOYHOW
nHGOPMaLMM O NIekKapCTBEHHOM Npenapare 1 NpeasioXnTb COOTBETCTBYIOLLNE N3MEHEHUS.

684. I'IpM HeobXoOMMOCTU 3akniovyeHne [OOIMKHO BKN4YaTb B cebs npegBapuTeribHble npearoXeHuna no



onTMMMU3auMM UnnM ganbHenLWen oueHKe COOTHOLIEHUS "nonb3a - pMCK", B TOM 4ucne mepbl MMHUMU3ALIMN PUCKA, C
uenbio ux nocnenywowiero OGCY)K,D,GHI/IFl C YNOJTHOMOY€HHbIMN OpraHamMu rocygapcrtB-4ieHOB.

685. B oTHOLLEHUM NEKaPCTBEHHBIX NMPenapaToB, UMEeKLMX NiaH no dpapMakoHaa30py U MUHUMKU3ALUU PUCKOB,
NPeAoXKeHUs Mo USMEHEHUSIM, B Crlydae onpeaeneHns HeoGX0AMMOCTU, AOMMKHbI BbiTb BKIIOYEHbI B NilaH.

686. Ha ocHOBaHUK OLLEHKM KYMYNSATUBHBIX OAaHHbIX MO 6€30NacHOCTU U OLEHKM COOTHOLLEHMS "nonb3a - puck”
Jepxartenb perncTpauuoHHOro YOOCTOBEPEHUs [OMKeH caenaTb B NepuoanvyeckoM OBHOBNSEMOM oOT4veTe Mo
6e30MacHOCTN 3aKroyYeHne OTHOCUTENbHO HEeOOXOAMMOCTU BHECEHMSI U3MEHEHWA B CNpPaBOYHYH WHOpMaumio o
nekapcTBEHHOM npenapate W (MNn) BbINOMHEHUS AONONHUTENbBHLIX MEpOonpuATUA no  dapmMakoHaasopy wnm
MUHUMM3aUuKN puckoB. [peanaraemble U3MEHEHWUst ONsi BHECEHWs B CMpaBO4YHy0 MHGOPMAaLMIO O MPUMEHEHMU
nekapCcTBEHHOro npenapara (obwas xapakTepucTuka NIekapCTBEHHOIo npenapata M MHCTPYKUUS N0 MeOULUHCKOMY
NMPUMEHEHWIO) AOIMKHbI ObITb ONMCaHbl B AaHHOM pasgerne.

Paznen 20. MpunoxeHus K nepyuoanyeckomMy oGHOBNSAEMOMY OTYETY
no 6esonacHocTn

687. [aHHbI pa3gen OOMmKeH BKNOYaTh B Ce6s NpUNoOXeHus, cogepxalume cnegyoLyo nHdopmauuio:
a) cnpaBo4vHas MHOpMaLms;

6) obobuwatlme Tabnu4YHble AaHHble O Cepbe3HbIX HeXenaTellbHbIX ABJIEHUAX, BbIABIIEHHbLIX B XO4e
KNUHUYECKUX MCCNeaoBaHWi, a Takke MHTEpPBAlibHblE obobuwatowme TabnuyHble gaHHbIe pa3nesibHO O CePbEe3HbIX U
HeCepbe3HbIX HeXenaTtesbHbIX peakunax Ha OCHOBE AaHHbIX NOCTPEerncTpauMoHHOro NnpuMeHeHuns,;

B) TabnuyHble faHHbIe O cUrHanax (eCrnm OHW He BKIHOYEHbI B OCHOBHYIO YacTb Nepuoamyeckoro obHoOBNSIEMOro
oT4yeTa no 6e3onacHocTm);

r) nepeyeHb BCEX MNOCTPErUCTPALMOHHBIX WHTEPBEHLMUOHHBIX W HEWHTEPBEHLMOHHBLIX UWCCefoBaHuidi no
6e30nacHOCTN, CMOHCUPYEMbIX [epXaTerieM perucTpauMoHHOrO YAOCTOBEPEHMsl, LEemnbl KOTOpbIX SIBMSeTCs
BbISIBIIEHNE, XapaKTEPUCTUKA U KONMYECTBEHHAsI OLeHKa npobnem no 6esonacHocTu, NMMGo NoaTBepKAeHUE NpoduIs
6e30nacHOCTU NekapCcTBEHHOro nNpenapata, nNMbo oueHka 3hHEKTUBHOCTA MEP MUHUMMU3aLNN PUCKA;

D,) CMNNCOK UNCTOYHWMKOB VIH(bOpMaU,I/IVI, KOTOpble OblNM  Mcnonb3oBaHbl AN MOArOTOBKM nepnoan4yeckoro
obHoBNsIeMOro ot4yeTa no 6e3onacHoCTy;

e) npegnaraemble MpPOEKTbl WMHOPMaLMM MO FEKapCTBEHHOMY npenapaTty (obwas xapakrepucTuka
neKapcTBEHHOro npenapara v UHCTPYKLMS N0 MEAULMHCKOMY NPUMEHEHWIO);

X) WHJopMauuio O npeafiaraemblX OOMNOSHUTENbHBIX MEeponpuATUSX Mo  (papMakoHags3opy M Mepax
MUHMMM3aUMM pucka (B MNPUIOXEHME [OOMMKHO ObiTb BKIMOYEHO YyKasaHMe OTHOCUTESNIbHO 3amniaHUpPOBaHHOIO
fAepxaTenemM perucTpauMoHHOro yOOCTOBEPEHUsl MpPeACTaBlieHNs NiiaHa ynpaBfieHus puckaMu nMbo OGHOBMEHMUs!
nraHa ynpasreHusi puckamm);

3) o606LieHHasa nHdopmauma no npobnemam no 6€30MacHOCTM NEKAapCTBEHHOIO npenapaTta B COOTBETCTBUN C
pegakumen mogyns CVIl pasgena Il nnaHa ynpaeneHns puckamm no COCTOAHMIO Ha Ha4varno OTYETHOro Nepuoaa;

1) AaHHbIE UTOFOBbLIX OTYETOB MNOCTPErNCTPALMOHHbLIX MHTEPBEHLMOHHBIX U HEMHTEPBEHLMOHHLIX MCCreaoBaHui
no 6e3onacHOCTW, CMOHCUPYEMLIX AepXaTernemM perncTpauMoHHOro YAOCTOBEPEHUS!, LEenblo KOTOPbIX SIBMseTcs
BbISIBNIEHME, XapaKTepUCTUKa W KONMMYECTBEHHasl OUEeHKa npobnem, cBsA3aHHbIX C 6Ge3onacHocTblo, nmbo
nogTeBepxaeHne npodmna Ge3onacHOCTM fekapCTBEHHOro npenapaTa, nnbo oueHka 3ddEKTUBHOCTU Mep
MUHMU3aUNN pmcxa;

K) OaHHble OTYETOB O pe3yrbTaTtax nccrnegoBaHui NN MHbIX MepoanﬂTvuZ Nno oueHkKe Sde)eKTVIBHOCTI/I mMep
MWUHUMU3aL N pUCKa.

7. Cuctema KauyecTBa nepmoanyveckoro
o6GHoBNsieMOro oT4yeTa nNo 6e30MacHOCTM Ha YPOBHe AepKaTens
perncTpauMoHHbIX YOOCTOBEpPEHUIA



688. B paMKaxX CUCTEMbI Ka4veCTBa AepXaternda permctpaunoHHOro yaoctoBepeHunsa OOJDKHbI ObITb pa3pa60TaHbl
CTPYKTYpbl U npoueccCbl AnA noArotoBKW, KOHTPONA KadecTtBa, 0630pa n npepacraBneHna nepunoanvyeckoro
obHoBNAemMoro otyeTa no 6e30nacHOCTM, BKIOYas KOHTPOIb UCNOJNHEHNA npouenypbl B npouecce 1 nocne Ux oueHK!,
OonucaHHbIe B Ka4ecTBe npouenyp 1 Od)OpMJ'IeHHbIe B Buae NUCbMEHHbIX JOKYMEHTOB.

689. T[lpoueccbl apmakoHaas3opa BKMAYalT B ceba psid  HanpaBfeHuW, KOTopble MOryT oKasaTb
HenocpeacTBEHHOE BMMSHWE Ha KadecTBO MEPMOAMYECKOro ODHOBMSIEMOro oTveTa Mo Ge3onacHocTu (Hanpumep,
obpaboTka coOOLIEeHMI O HexenaTernbHbIX Peakuusix, MOMYYEHHbIX B paMKax CMOHTAHHOMO PenopTUPOBaHUSA WU
KNMHUYECKUX nccrneaoBaHun, 063op Hay4HOW MeAULIMHCKON NUTepaTtyphbl, BbiBNEHWE, Banungauus U oueHka curHana,
OONoMnHUTENbHbIE Mepbl MO dapmMakoHaZA30py W MNOCTPErncTpaumMoHHOM UCCredoBaTENbCKOW  OeATenbHOCTH,
npouenypbl 06paboTkn U 06beaUHEHNS AaHHbLIX MPU OLeHKe Nonb3bl U pucka u Ap.). Cuctema kavyecTBa OOMKHA
onucbiBaTb B3aMMOCBA3b MeXAy npoueccamu, kaHanbl MHGOPMUpOBaHMA M 06a3aHHOCTM Mo npouenypam cbopa
WHopMaLmm Ansa BKNIOYEHMS B nepuoguyeckmii obHoBnsemMbln ot4yeT no 6esonacHocTu. [omkHbl ObiTb pa3paboTaHsl
N BHEeApPEHbl AOKYMEHTUPOBaHHbIE NpoLeaypbl MO KOHTPOMO KavyecTBa NPOLLECCOB C Lienbio obecnevyeHms nonHoThbl U
TOYHOCTW AaHHbIX, MpeacTaBnsemMblX B nepMognyeckom obHOBNsSsEMoOM oT4eTe no 6e3onacHocTu. Micxogsa ns BaxKHOCTU
WHTErpMpOBaHHOW OLIEHKM COOTHOLLEHMS "Monb3a - puck” cnegyet obecneyvnTb BKNag pasfnuyHbIX nogpasgeneHvi B
NMOAroTOBKY NEpPUoANYECcKOro 0OHOBMNSIEMOro oT4eTa No 6e3onacHoCTy.

690. [Mepuognyecknii obHOBNSEMbIN OTY4EeT NO Oe30MacHOCTN AOIMKEH coAaepaTb OLEHKY cneumnanbHbIX
3anpocoB CBA3aHHbIX ¢ 6€30NacHOCTbLIO, CO CTOPOHbI YMOMTHOMOYEHHbLIX OPraHOB roCyAapCTB-UYNEHOB. Y aepxaTens
PErncTpaumMoHHOro YOOCTOBEPEHUS AOMKEH ObITh pa3paboTaH U BHEOPEH MeXaHU3M, o6ecnevnBatoLLnin Haanexatluyto
006paboTKy TakMx 3anpocoB 1 OTBETHI HA HUX.

691. O606LLEeHHbIe TabnNUYHble AaHHbIe AOIMKHbLI NOABepraTbCs BepuduKkauum B YacTu 6a3 gaHHbIX gepxaTens
PErncTpaLMoHHOIO YAOCTOBEPEHNs C Lienbio obGecrneyeHnss TOYHOCTU U MOMHOThI MpeacTaBnsaeMbiX [OaHHbIX O
HeXenaTernbHbIX peakuusx W aBreHusx. [poueccbl pasMmelleHns 3anpocoB B 6Gase [AaHHbIX, WUCMOoMb3yemble
napameTpbl Ans M3BMeYeHMs1 AaHHbIX U KOHTPOrb KavyecTBa AOMKHbI GbiTh Haanexalym o6pasoM JOKYMEHTMPOBaHbI.

692. Cucrema KayecTBa aepxartena pernctpaunoHHOro yaoCToBepeHua AOOJKHa  UCKIHYUTb  PUCK
HEBbINOJIHEHUA AepXaTerneMm perncTtpaumoHHOro yaoctoBepeHUA Tpe6OBaHI/Il7I 3aKkoHOoOaTelNbCTBa, a TaKxkKe
cnepyroumne pucKku:

HernpeacTaBrieHVe OT4yeTa, BKMoYasi MoMHoe HenpeacTaBlieHne MepuoaMyYeckoro OGHOBMSIEMOro oT4yeTa Mo
Ge3onacHoOCTU, HapyLleHue rpacuka 1nu CPoKoB Noaayn ykasaHHOro otyeTa (6e3 npeaBapuUTENbHOMO COrnacoBaHus ¢
YNOMHOMOYEHHBLIMW OpraHaMu rocyapCTB-YreHOB);

HeobocHoBaHHoOe HenpeacrtaBsreHne 3aﬂpOLLleHHOVI I/IH(*)OpMaLI,VII/I;

HU3KOE KayecTBO OTYETOB (MfOXoe [OKyMeHTupoBaHuMe nunbo HepocTatodHass MHGOPMaLMA WKW OLEHKa,
npeAcTaBfeHHble ANs BbIMOMHEHUA aHanu3a HOBOW MHdopmauun no 6e3onacHoOCTW, curHanoB no 6esonacHocTw,
OLIEHKM puCKa, OLEHKN NOMb3bl U1 MHTErPMPOBAHHOIO aHanm3a COOTHOLWEeHUs "nonb3a - pUck”, OTCYTCTBME YKasaHus O
HENpPaBUNbHOM MNPUMEHEHUN, OTCYTCTBME CTaHAAPTHOW TEPMMHONOrMK, HEeObOOCHOBAHHOE WCKMOYEHUE Crny4vaes,
HenpeacTasneHne nHdopmauum no akTopam prcka);

npencrtasneHne nepmnogn4eckoro obHoBnsiemoro ot4yeTta no 6esonacHoctn 6e3 OTpaXeHud paHee MNnoJly4eHHbIX
3anpocosB OT YNOJIHOMOYEHHbIX OpraHOB rocyaapcTB-4J1€HOB.

693. Bce 3HauMmble OTKIMOHEHMS OT NpoLeaypbl NOArOTOBKM U NPeACTaBNEHNss NepUoaNYECcKoro 0OHOBSIEMOrO
otyeTta no 6e30MacHOCTU [OOIMPKHbI OblTb OOKYMEHTUPOBAHbI, AN WX WCMNpPaBfeHus OOMKHbl ObiTb NpPOBEAEHbI
COOTBETCTBYHLLUNE KOPPEKTUPOBOYHLIE U NMpeaynpeauTenbHble MeponpuaTus. aHHas LOKYMeHTauus OOIKHA ObITb
OOCTyrnHa B ntoboe Bpewmsi.

694. B cnyyae penervpoBaHusi 0683aHHOCTEN MO MOATOTOBKE MEPUOSNYECKOro OBHOBMSIEMOro oTyeTa Mo
06e30nacHOCTU TPeTbUM NMuaM JepXaTenb PerncTpaumoHHOro YAOCTOBEPEHUs OO0ImKeH obecneunTb Hanumuue y
TpeTbero nvua Hagnexawewn CcucteMbl KayvyecTBa, COOTBETCTBywLlen TpeboBaHusM aktoB opraHoB Corsa u
3aKoHO4AaTenNbCTBY roCcy4apCTB-YIIEHOB.

8. ObyyeHume nepcoHana npouegypam No NnepmoanYecKkomy
OGHOBNIAEMOMY OTYeTy NO 6e30nacHOCTU



695. OTBETCTBEHHOCTbLIO YMNOSIHOMOYEHHOIO fnua no capmakoHaa3opy ABRsieTcs obecrneveHne Haanexalimx
KBanudmvkauum, onbita U 0byvyeHUs nepcoHana no apmakoHag3opy, a Takke vy, 3a4eWCTBOBaHHbIX B OLIEHKe
MEANUMHCKOW MHpOpMaLMM U KOHTpone KadecTBa, npoLeaypax NMoaroToBku, 0630pa, KOHTPONS KayecTBa, OLEHKM U
npeacTaBrieHnsl nepuoamnyeckoro OoGHOBMsieMoro otyeta no GesonacHocTu. CrneayeT OCYLWECTBNATb 06y4veHue
pasNM4HbIM 3HaAHWAM W HaBblkaM, CBsi3aHHbIM C apMakoHaasopoM. HanpaBneHuss oGyyeHUss [OSKHbI
npegycmatpuBaTb O3HaKOMMeHMe C Hopmamu npaea Cors3a UM 3akoHodaTenbCTBa  FOCYAApCTB-YNEHOB,
PYKOBOACTBaMW, Hay4yHOW OLIEHKOM AaHHbIX, NpouedypaMu NoAroTOBKM Mepuoauyvyeckoro oGHOBRSIEMOro OoT4yeTa Mo
6esonacHocTu. [MpoxoxaeHne 00Yy4YeHUst AOMKHO ObiTb OOKYMEHTarbHO MOATBEPXKAEHO A0 Hauyana BbINOMHEHUs
hyHKUMIA, CBA3AHHbIX C MOArOTOBKOW nepuoamnyeckoro obHoBNsieMoro otyeta no 6e3onacHoCTu.

9. Mopspok npeacTaBneHUsi NepmMoaM4ecKkoro oGHoOBMAEMOro otTyeTa
no 6e3onacHocTn

CTaHﬂapTHbIVI nopAAaokK npeacrtaBlieHna nepunognyecKkoro
oGHOBNsieMOro or4yeta no 6e3onacHocTu

696. lNNepmnoanyHOCTbL M CPOKM NpPeACcTaBneHus nepuogmyeckoro obHoBnsieMoro ortvyeta no GesonacHoCcTU
NnekapCTBEHHbIX MpenapaToB OMpeaensalTcs COrfacHO MNEpPEeYHio, YTBEPXKOAeMOMY YMONTHOMOYEHHbLIMU OpraHamm
rocyapCTB-4IieHOB.

697. [ns nekapcTBEHHbIX MpenapaToB, MeXAyHapoAHoe HenaTeHTOBaHHOEe HauMeHOBaHue  unu
rPynnMPOBOYHOE HaMMEHOBaHWE KOTOPLIX HE BKIHOYEHbl B YyKasaHHbI nepedeHb, NepuoauyHOCTb MpeacTaBreHns
nepuoguyeckoro obHoBNsieMoro otyeta no 6e30nNacHOCTM COCTaBnsET:

Kaxxable 6 MecsiLieB OT MeXayHapoAHOW AaTbl perucTpaumm B TedeHue nepsbIx 2 neT;
€XerogHo B TeYeHue nocrneayroLmx 2 nerT;
Janee - kaxable 3 roga.

Cpok nogaun nepuoanyeckoro obHoBnsieMoro otyeta no 6esonacHocTn coctaBndaeT He 6onee 90 kKaneHAapHbIX
OHen ¢ faTbl OKOHYaHUsA cbopa OaHHbIX.

Nopspok npeacraBneHUs nepmoamnyeckoro o6HoBnNsieMoro
oT4yeTa no 6e30MacHOCTV Ha BOCNpou3BeAeHHbIe NeKapCcTBeHHbIe
npenaparbl, TeKapcTBeHHbIe NpenapaTbl C XOPOLO U3y4YeHHbIM
MeAMLMUHCKUM NPUMeHeHUeM, neKapcTBeHHbIe pacTUTenbHble
npenapartbl, roMeonaTn4yeckme rneKapCTtBeHHbIe
npenaparbl, 3aperuMcTpMpoBaHHbIe B rocygapcrBax-yrieHax
N1 npuBeAeHHbIE B COOTBETCTBUE € TpeboBaHusammu Cotro3a

698. [llepuogmdecknii OGHOBNSIEMbIA OTYET MO ©e30nMacHOCTM Ha BOCMPOU3BEAEHHble JleKapCTBEHHbIE
npenapaTbl, NIEKapCTBEHHbIE MNpenapaTtbl C XOPOWO W3Y4YEHHbIM MELUUUHCKMM NPUMEHEHUEM, JIEKAPCTBEHHbIE
pacTuTtenbHble Npenapartbl, roMeonaTU4ecKkMe NeKapCTBEHHbIE MpernapaThl, 3aperncTpupoBaHHbIe B rocyaapCTBax-
yneHax unm NpMBefeHHbIe B COOTBETCTBUE C TpeboBaHuaMu Coto3a, He noanexaT NnpeacTaBneHnto, 3a UCKITKYEHNEM
cneayroLmnx Criy4yaes:

005s13aTeNbCTBO NO npegcraBneHno nepnognveckoro obHoBNsieMoro otyeTa no 6e3onacHocTn YCTaHOBJIEHO NpKn
perncTtpaunmn nekapCTtBeHHOro npenapara ynoJfIHOMOYEeHHbIM OpraHom (SKCI'IepTHaﬂ opraHmsau,vm) pecbepeHTHoro
rocyaapcTtea;

00s3aTenbCTBO MO npeacrtasrieHno nepnoan4veckoro obHoBnsiemoro otyeta no 6esonacHoCcTn YCTaHOBJIEHO Ha
OCHOBaHWUM BblABJ1€HHbIX OaHHbLIX CUCTEMbI q)aplvlaKOHanaopa;

OTCYyTCTBME Ha Tepputopunm rocygapctBa-diieHa 3apermctpupoBaHHOIO OpUrnHanbHOro JneKkapcTtBeHHOro
npenaparta ana BoOCNpon3BeaeHHbIX NIEKAapPCTBEHHbIX NMpenapaToB.

699. YNONHOMOYEHHbIN OpraH rocyaapCTB-4rieHOB MMEET MpaBo 3anpocuTb MNpeacTtaBrieHne nepuogmyeckoro
obHoBnIsieMoro oTt4yeTa no Oe3onacHOCTM Yy AepXaTens pPerucTpaumoHHOrO YAOCTOBEPEHWs BOCMPOM3BEOEHHOro
NEKapCTBEHHOro npenapara, JeKapCTBEHHOro mnpenapata C XOPOWO MW3YYEeHHbIM MEOULUHCKAUM MPUMEHEHUEM,



NeKapCTBEHHOIo pacCTUTESIbHOIO npenaparta, romeonaTn4eckoro ekapCTBeHHOro npenapara.

700. [epxatenamy permcTpaumoHHbIX YOOCTOBEPEHUA eKapCTBEHHbIX MpenapaTtoB, AN KOTOpPbIX He
yCTaHOBMEHbl TpeGoBaHUS MO perynspHOMY MpeacTaBlieHWo nepuoauyeckoro OOGHOBMSiEMOro oT4yeTa Mo
GesonacHocTn, obecrneymBaeTCs BbIMOJIHEHME BCEX MPEAYCMOTPEHHbIX HacToswumu [lpaBunamy npouenyp U
MepOnpusATUIA Mo 06ecneyYeHno HenpepbIBHOTO MOHUTOpPUHra 6e30MacHOCTM Ha MPOTSHKEHUM JKM3HEHHOTO LMKna
NieKapCTBEHHOro npenaparta v He3ameanUTeNbHOMY NpPeACTaBMEHNIO B YNOTHOMOYEHHOW opraH Bcel nHdhopmMaumu,
KOTOpasi MOXXET OKa3aTb BIIUSIHUE Ha OLeHKY COOTHOLLEHUS "Morb3a - pUcK” fieKapCTBEHHOro npenapaTa.

BHeoqepep.Haﬂ nogavya nepunoagunyeckoro OGHOBNsieMOro oT4yeTta
no 6e3onacHocTH

701. MNMepuogmnyecknin obHOBNSEMbIN OTHET MO 6e30NacHOCTM NOANEXMUT nogade HesameanutTeneHo. MNoaroTtoeka
nepuoamyeckoro obHoBNsemMoro otyeta no 6e30MacHOCTVM [OMKHa OCYLLEeCTBRAATLCA B CPoK He 6Gonee uem 60
KaneHgapHbIX OHEN ¢ AaTbl NONy4YeHUsi MMCbMEHHOIO 3anpoca yNoTHOMOYEHHOIo opraHa rocygapcrea-yneHa.

10. Popma nogaum nepmoanveckoro oGHOBNSIEMOro oT4yeTa
no 6esonacHocTu

702. lMepuogmnyecknii OOHOBMSIEMbIN OTYET MO 6Ge3onacHOCTM MOANEXUT Mofdade B 3MEKTPOHHOM Buae C
BO3MOXXHOCTbIO TEKCTOBOIO MOUCKA Ha PYCCKOM UIN aHINIMNCKOM A3blke ¢ 06a3aTenbHbIM NepeBogoOM Ha PYCCKUIN S3bIK
cneoyloWmMxX pasgenoB: KpaTkoe W3MOoXeHWEe OCHOBHOMO COLEPXAaHUSA, MHTErpupoOBaHHbIA aHanu3 COOTHOLUEHWUSI
"none3a - puck" no ogobpeHHbLIM NoKasaHuAM M 3aknioveHne. o 3anpocy ynonHOMOYEHHOrO OpraHa rocygapcrtea-
yneHa gepxaTtenb PerncTpaumoHHOro yaoctoBepeHusa obsasaH B TeueHne 30 kaneHgapHbIX OHEW CO AHS MOny4YyeHus
Takoro 3anpoca NpeacTaBuUTb NEPEBOL Ha PYCCKUM S3bIK OPYrMX pasaenoB NepMoamMyeckoro o6HOBMSEMOoro otyeTa no
Ge3onacHocTu.

11. MNpouecc oLueHKN NepnognyYeckoro o6HOBNAEMOro oTyeTa
no 6e3onacHOCTN Ha TEPPUTOPUSAX rOCYAapPCTB-YINIEHOB

703. YNONHOMOYEHHbLIMW OpraHamu rocyfapcTB-YNIEHOB [AO0SDKHA OCYLLECTBIATLCA OLEHKa MepuoamMyecKoro
obHoBNsiemMoro ot4yeTa no 6e30nNacHOCTU C Lienblo onpeaeneHns COoTBETCTBUA oTyeTa TpeboBaHmaM npaea Cotosza u
3aKoHoAaTenbCTBa roCygapCTB-UNEHOB, a Takke BbIIBNIEHUS BO3MOXHbBIX M3MeHeHun npoduna 6GesonacHoCcTu
neKkapcTBEHHOro npenapata u BIUAHUS 3TUX M3MEHEHUN Ha OLIEHKY COOTHOLUeHUS “rnonb3a - puck" nekapcTBeHHOro
npenapaTa.

IX. YnpaBneHue curHanom
1. UcTOUYHMKM nony4yeHUs CUrHamnoB u ux obpaboTka

704. VCTOMHMKM MONyYeHWs CUrHanoB BKNtovatoT B cebs Bce AaHHble, Monyvaemble NpuU NpUMEHEHUM
nekapcTBEHHbIX MpenapaToB, B TOM YuCre [OOKNMHUYECKME W  KIUMHWYECKME [aHHble, AaHHble O MeToaax
hapmakoHaz3opa 1 cUcTeMe KOHTPOIs KadecTBa. [JaHHble MOryT BKMoyaTb B cebsi cBeaeHus, nory4yaemble CUCTe Mo
CMOHTaHHOIo PernopTUPOBaHKS, CUCTEMaMM aKTUBHOIO MOHUTOPUHIa B pesynbTaTe NpoBeAeHMs HEUHTEePBEHLMOHHbIX
nccrnegoBaHUn, KINMHUYECKMX UCCeLoBaHUN, a Takke U3 APYrMX MCTOYHUKOB.

705. Haubonee 4acTblMM WCTOMHMKAMWU CUrHamnoB cnyxat ChnOHTaHHble cooOLeHNss 0 HexenaTtesbHbIX
peakuunax, aktTuBHble (bOprI MOHUTOPWUHIa GesonacHocTH JNeKapCTBEHHbIX npenapaTtoB, KNNHN4YEeCKNE nccnegoBaHud,
cTatbn B Haqu0|7| MEANLNHCKOMN nntepartype.

706. Bo MHOMMX cry4yasix BbISIBNEHWE CUrHanoB SIBNSIETCS pPe3ynbTaTOM BbINOMHAEMOro NepUoLaNYECKOro
MOHUTOPUHra 6a3 AaHHbIX HeXXenaTenbHbIX Ppeakuuin, B TOM Yucre 6a3 AaHHbIX HexxenaTenbHbIX peakuuin agepxaTtenem
PErMcTpauUMoOHHbIX  YOOCTOBEPEHUI, YMOSNIHOMOYEHHbIX oOpraHoB, 6asbl [AaHHbIX BcemupHol opraHusauum
3apaBooxpaHeHust. CurHanbl MoryT ObiTb BbISIBIEHbI NP NPOBEAEHUM pPasfNYHbIX BUMOOB MCCrenoBaHWUi, BKoYas
OOKIMUHUYECKNE, UHTEPBEHLIMOHHbBIE U HEUHTEPBEHLIMOHHbIE UCCIeNoBaHNs, cucTemaTuyeckme 0630pbl, MeTaaHanmasbl.
PasnunyHble BUAbI aKTUBHOrO MOHUTOPWHIa MOTYT MOMOraTb B BbISIBIEHWM CUFHASOB, a Takke CTUMYNMPOBaTb NpoLecc
penopTupoBaHus cneLlmnanuctamm ob onpeaeneHHbIX TUNax HexenaTerbHbIX peakLuii.

707. K gpyrMM UCTOYHMKaM MHOpMaUuM OTHOCATCH WCTOYHMKM B ceTn WHTepHeT (06LenocTynHble CauThl,



counarnbHble CETHU, 6J'IOFI/1) mnun gpyrne NCToOYHUKK, NnoCcpenCTBOM KOTOPbLIX NauneHTbl 1 I'IOTpe6MTeJ'IM MOryT coobWnTL
06 onbiTe pPa3BUTUA HeXeNaTelNbHbIX peaKu,Mﬁ Ha NeKapCTBEHHbIE npenaparTbl.

2. MeToaonornsa BbisiBIeHUs1 CUTHaNoB

708. BbisiBrieHME CWIHANIOB [AOMKHO OCYLLECTBISTLCA B COOTBETCTBMM O CTPYKTYPUPOBAHHOM U MpU3HaHHOW
METOLOSIOTVeN, KOTopasi YYMTbIBAeT XapaKTEPUCTUKM [AaHHbIX (HanpuMep, BPEMS HaxOXOeHWs feKapCTBEHHOro
npenapara Ha pblHKe, 0COGEHHOCTM ero BO3OeNCTBUSA Ha NAaUMEHTOB, LIeNEBYIO MOMNYMsSLMIO) U MOXET BapbUpOBaThLCS B
3aBNCMMOCTU OT BUAA NEKapCTBEHHOrO MNpenapaTta, B OTHOLIEHMW KOTOPOro BbIMONHSAETCs npouedypa. Hanpumep, B
OTHOLUEHWM BaKUMH W ApYrMx OMOMOrMYeckux IeKapCTBEHHbIX MpenapaTtoB MOryT MPUMEHSITbCS cheumarnbHble
meTogoniornM. B npouecce BbISIBNEHUS CUrHanoB [OOMKHbl  YYUTbIBATbCS [AaHHble, MOMNyYeHHble W3  BCEX
MOHUTOPUPYEMBIX UCTOUYHUKOB MHADOPMALIMN.

709. C wuenbio OUEHKM [JoKasaTenbHOW OCHOBLI, MOATBEpPXAatollel MNOCTYNUBLUMIA CcuUrHam, Heobxoaumo
NMPUMEHSITb CTPYKTYPUPOBAHHYIO W MPU3HAHHYI METOAOSIONNI0, KOTOpasi [OOJPKHA YYWUTbiBaTb  KIMHUYECKYHO
3HA4YMMOCTb, CTEMeHb [OOCTOBEPHOCTM B3aUMOCBSA3N MEXAY JIeKapCTBEHHbIM MNpenapaTtoM W HexenaTernbHOoW
peakumen, COornacoBaHHOCTb AaHHbIX MO HOBOW B3aUMOCBS3W (MMM acnekTe B3auMOCBS3W), B3aUMOCBSI3b CTEMEHU
BO3AENCTBMSA U peakumu, NPUHUHHO-CNEACTBEHHYIO CBA3b MEXAY JIeKapCTBEHHbLIM MpenapaToM U HexenaTenbHOn
peakuuen, OuonorMyeckyo npaBOonodobHOCTb, 3KCNepMMeEHTanbHble pesynbTaThbl, CXOOHble MO XapakTepy
HeXxenaTenbHOro SBMeHNs AaHHbIe.

3. Mpouecc o6paboTku curHanos
O6wWwwme nonoxeHus

710. I'Ipou,ecc 06pa6OTKVI CUrHanoB BKkIoYaeT B cebs cTagum OT BbISIBNEHUS curHana Ao Bblpa6OTKI/I
peKOMeH,ClaLlMVI. I'IpaBMna BbIMOJIHEHNA O6p860TKVI curHanoB MMEKT OTHOWEHWE KO BCEM 3aMHTEpEeCOBaAHHbIM
CTOpPpOHaM, y4aCTBYHOLLUMM B KOHTpPOJ1E ©e3onacHocTu 3aperncTpupoBaHHbIX NTEKAPCTBEHHbIX NMpenapaToBs.

711. Mpouecc o6paboTkm curHanoB BKNoYaeT B cebs cneaylolme cragum:
a) BbIsiBNIEHME CUrHana;

©0) Bannaauwms curHana;

B) NpUopnTM3aLmsa curHana;

r) oueHka curHana;

A) pekxomeHgauumn no AenCTBUAM;

€) o6MeH nHdopmaumen.

712. Pabota ¢ OTAenbHbIMU OOCTYMHLIMU WMCTOYHUKaMM WHAOPMALMK, UCMOMb3yeMbiMU ANs OBHapyXeHus
curHanoB, MoXeT notpebosaTtb rMbkocTn B 06paboTke curHamnos, Hanpumep:

ecnm o6Hapy>KeHV|e curHarnos 6a3MpyeTc;| Ha o63ope nHanBunagyarbHbIX CcooOLEeHUN O HexenaTenbHbIX
peakuuax, npouenypa BbidABIEHUA CUrHana MOXeT BKIk4YaTb B cebs BepM(bI/IKaLI,MIO n npegBapuUTesibHYyHO
npmnopuTn3auunto 06Hapy)KeHHOFO curHana,

€CNnv CuUrHan BbisIBNEH Ha OCHOBE OObeAMHEHHbLIX Pe3ynbTaTOB WCCMenOoBaHWsA, Kak Mpasunio, HEeBO3MOXHO
OLEHUTb Kakaoe uWHAMBMOyanbHoe cooblieHne, W B pesynbTate Banugauum MoxeT noTtpeboBaTtbes cBop
JOMONMHUTESbHbBIX AaHHbIX.

nopﬂﬂ,OK nencTemmn (C nocnegyowmm npuHATUEM peleHnA B COOTBETCTBUM C aKTaMu OpraHoB Coto3a
3aKkoHo4aTesNibCTBOM Focyﬂ,apCTB-LlJ'IeHOB) n obmeH VIH(bOpMaLI,I/IeIZ ABMAKOTCA KOMMNOHEHTAMW, KOTOpPbIE HeobxoaMmMo
Y4UTbIBaATb Ha Kaxkgow ctagmm npouecca.

BbisBneHue curHana



713. Ko Bcem MeToaaM BbISIBIIEHUSI CUrHana NPUMEHAKTCA cregyuine Tpe6OBaHMF|Z

a) VICFIOJ'IbSyGMbIVI MeTon OOJIKeH COOTBEeTCTBOBATb 06bemy AaHHbIX (Hanpwmep, MCNoJib30BaHUE CJII0XKHbIX
CTaTUCTMYECKNX METOOOB MOXET HE NOAXOANTL A5 HebonbLoro obbema ﬂ,aHHbIX);

6) Heob6xoanumo Y4UTbIBaTb OaHHbIE N3 BCEX COOTBETCTBYHOLLNX NCTOYHUKOB;

B) [HOJKHbI OblTb BHEApPEHbl CUCTEMbI, TrapaHTUPYKOLLME KA4YecTBO BbIMOMHAEMON [OeSTENbHOCTU MO
O0BHAPYKEHUIO AaHHbIX;

r) pesynbTatbl 0630pa KyMyNSTUBHbLIX OAHHbIX OOJIKHBI CBOEBPEMEHHO U Haanexawum obpasom oueHMBaTbCS
KBanmMduunpoBaHHbIM NULIOM;

A4) npy obHapyXeHun yrposbl ObLLECTBEHHOMY 3[00POBbLIO (340POBbLI0 HAaceneHus) AOSMKHbI NpeanpuHUMaThCS
He3ameanuTenbHble U 3hPeKkTUBHbIE ENCTBUS;

€) npouecc BbISIBMEHUS CUrHanoB [AOMkeH ObiTb Haanexawmm obpasoM [OKYMEHTUPOBaH, BKIHOYas
0boCcHOBaHWe MeToAa U NEPUOAUYHOCTU BbINOSNTHEHWS AEUCTBUA N0 OOHaPY>KEHUIO CUTHAMOB.

714. OGHapyXeHue curHanoB no 6e30MacHOCTM MOXHO OCYLLECTBNATb Ha OCHOBaHWM 0630pa 6a3 AaHHbIX
UHOMBMAYarbHbIX COOBLLEHUI O HEXenaTerbHbIX peakUMsix, CTaTUCTMYECKOro aHanunaa 6onblumx 6as AaHHbIX UMK Ha
OCHOBaHMWN KOMOVHNPOBAHHOIO NOAX0A4Aa, OCHOBAHHOIO Ha COYETaHUN 3TUX METOLO0B.

0630p MHAMBMAYaNbHbIX OTYETOB NO 6Ge30nacHOCTU

715. NHomBuayanbHble cOOOLLEHUs O HexenaTesnbHblX peakuusx MOoryT ObiTb MOMNy4eHbl U3 CMNOHTaHHOM
CUCTEMbI PENOPTUPOBaHUA, B pe3ynbTaTe akTUBHbIX POPM MOHUTOPWHIA, KIMHWYECKUX WUCCNeaoBaHWA unn moryTt
ObITb ONYGNUKOBaHbLI B HAYYHOW MeOULMHCKON nuTepaTtype. Hannunsa ogHoro coobLlueHns 0 CEpbE3HON UMK TSHKENon
HexenaTtenoHoOM peakuun (Hanpumep, 06 aHaPUNaKTUYECKOM LUOKE) MOXeT ObiTb OOCTAaTOYHO ANs TOro, 4ToObl
npeanpuHATb ganbHenwmne pencteud. WHdopmauusa, nognexawias oOueHKe, [OOMKHa coaepXaTb CBeAeHus o
Konm4yecTBe COOOLIEHU (MOCMe UCKMYEHUS MOBTOPAOWMXCA coobueHnn u  cooblieHuin, O0dOPMIEHHbIX
HeHagnexawum obpasom), Aemorpadmyeckve pfaHHble nauueHTa (Hanpvmep, BO3pacT W MON), CBeAeHWs O
Nnofo3peBaeMOM JleKapCTBEHHOM Mpernaparte (HanpuMep, BBEAeHHas [03a) U HexenaTenbHOW peakuuun (Hanpumep,
npu3Hakax U CUMNTOMax HexenaTernbHOW peakummn), BpEMEHHON B3aUMOCBSA3N MeXAY NPUMEHEHUEM NeKapCTBEHHOIo
npenapata W pasBUTMEM HexenaTtenbHOW peakuun, KIMHUYECKOM WCXO4e B CBS3W C MNPOAOIDKEHWEM UMK
npekpalieHmem rnpuema rekapCTBEHHOro npenapara, Hanuumu noTeHuManbHbIX anbTepHAaTUBHBLIX MPUYMH Pas3BUTUS
HexxenaTenbHOro SBfeHus, OUeHKy OTrnpaBuTenemM coobLeHUs NPUYMHHO-CNIEACTBEHHON CBA3W M MHOpMauuio o
AO0CTOBEPHOCTN BMOnornyeckom un hapmakonormyeckon CBA3u.

CtaTucTUYeCKMI aHanu3 6onblnx 6a3 AaHHbIX

716. CyLiecTBYlOT pasfuyHble CTaTUCTUYeckue MeTofbl aBTOMAaTUYECKOro BbISBIEHUS CUrHaroB mMcxoas u3
HenponopLMOHaNbHOCTU KONIMYECTBa OTYETOB, TO eCTb GOriee BbICOKMI YPOBEHb PEMNOPTMPOBAHUS O Npearnonaraemomn
Noao3peBaAEMO HEXenaTenbHOW peakuMuM Ha COOTBETCTBYHOLLEE [OEWCTBYHOLLEE BELECTBO MU NeKapCTBEHHbIN
npenapaTt Mo CpaBHEHWIO C APYrMMW OeNCTBYHOLWMMU BellecTBaMU WM NeKkapcTBEHHbIMWM npenapatamu B 6ase
daHHbIX. Mcnonb3oBaHWe CcTaTUCTUYECKMX METOAOB MOAXOAMT He Ans Bcex cutyauuid. [Mpu ucnonb3oBaHWu
CTaTUCTUYECKUX METOAOB W BbIGOpE KpUTEPUEB WAEHTUMUKALMM CUFHAMNOB crieayeT YyduTbiBaTb O0ObeM [aHHbIX,
MONHOTY AOCTYNHON MHGpOPMALIMKN U CEPbE3HOCTb HEXENAaTENbHOWN peakunm.

717. I'Iepmo;u/quoc:Tb BbIMOMHEHUSA CTAaTUCTMYECKOro aHanmaa 6asbl OaHHbIX U reHepnpoBaHNUA CTaTUCTUYECKOro
oT4yeTa 3aBUCUT OT XapakKTepUCTUKU ﬂ,eVICTByIOLIJ,eFO BelwleCcTBa WU nekKapCTBeHHOro npenaparta, nokasaHmm K
NPUMEHEHUI0 N NoTeHUMarnbHbIX U I/ID,eHTI/I(*)VILI,I/IpOBaHHbIX PUCKOB.

KombGuHauusa cratTucTmyecknx MeToaoB U 063opa MHANBUAYaNbHbIX
OT4YeTOB Mo 6e3onacHoOCTU

718. CtaTtuctuyeckne oT4yeThl MOryT ObITb npeagHasHa4veHbl And BblABJIEHUA NOO03pEeBaeMbIX HeXeaTellbHbIX
peaKu,mVl, COOTBETCTBYHOLLUX MpenBaputeribHO onpeaesieHHbIM  Kputepnam 4YacTtoThbl HexenaTenbHOM peakunu,
CTENEHN TSHKECTU HexXenaTerbHOMn peakuunu, KITMHNYECKOM 3HAYMMOCTU HexenaTtenbHon peakunn, HOBWU3HbI WU
CTaTUCTUYECKON B3auUMOCBS3N mMexay pasButuem HexenartenbHOn peakunn n npuMeHeHuem JInekapCTBeHHOro



npenapata. Takne cunbTpyoLmMe MeToabl MOryT ynpoCTUTh 0TOOp Hanbonee BaxHbIX UHAUBUAYATbHbBIX COODLLEHWIA
O HexenaTenbHbIX peakUnsx, paccMaTpMBaeMbIX Ha NepBOW cTaguu npouenypsbl. [pegensHoe 3HayeHve nokasartens,
ucnonb3yemoe B 3TOM (bUnbTPylOLLEM npouecce (Hanpumep, He MeHee 3 cOOOLLEeHUn), MOXEeT BapbMpoBaTbCs B
3aBUCUMOCTU OT KIMMHUYECKOM 3HAYMMOCTU MOAO03PEBAEMOMN HEeXernaTenbHOW peakuun W curHana, BIVSIHUSA Ha
obLecTBeHHOE 300pOBbE (3400POBbE HAcerneHus) U CTeneHU pacrnpoCTPaHEHHOCTM UCMONb30BaHUA NEeKapCTBEHHbIX
npenapaTos.

719. Tpu ncnonb3oBaHMM aBTOMaTUYECKOTO CKPMHUHIA B NpoLiecce ObHapyXeHWsi CMrHanoB COOTBETCTBYOLLNE
MHAUBMAYanNbHbIE COOBLLEHNS O HEeXenaTenbHbIX peakuusax cneayeTt B AanbHenWeM n3yyaTb N0 OTAENbHOCTH.

HesaBncumo ot ncnosib3yemMmoro Ctatuctu4eckoro MetToaa npoueaypa 06Hapy)KeHVIF| CuUrHarnoB Bcerga AgoJirkKHa
BKIOYaThb B cebs KIMMNHNYECKYIO OLIEHKY. Cratnctnyeckun metog SBnseTcs OOMNONHUTENbHBIM METOOOM BbISIBNIEHUS U
Banugauunm curHana.

Banupgauusa curHana

720. Tpw BbISIBNIEHUN CUrHaMa BbINOJTHAETCS OLEeHKa AaHHbIX C Lenblo Bepudukaumm u noaTBepXXAeHUst Toro
dakTa, 4YTO AOCTynHast MHopMaums CoOepXUT LOCTaTOYHbIE AOKa3aTeNbCTBa BbISBMEHMS HOBOW MOTEHLManbHOWN
NPUYNHHO-CNEACTBEHHOM CBA3U MEXAY MPYMEHEHMEM NEeKapCTBEHHOro npenapata M pa3BUTUEM HeXenaTtenbHOn
peakuMM MM HOBOMO acnekTta paHee YCTaHOBIMEHHOW OAaHHOW B3aMMOCBA3WM. PesynbTaTbl Banuaauum onpeaensitor
HeobXoAUMOCTb AarnbHENLEeN OLEeHKM curHana.

721. |_|pl/l BbIMOJIHEHUWN Npouenypbl Banngaunn curHana He3aBMCcMMO OT UCTOYHUKa €ro noJjiydeHuna HeobxoaMmo
y4nTbiBaTb:

a) NpeALlecTBYOLLYIO MHCpOpMaLMo O curHane:

CTeneHb OTPaXKeHWs1 MHGPOPMaLUKM O HexXenaTenbHOM peakuuy B MHGopMauuMn O fiekapCTBEHHOM npenapare
(obLert xapakTepucTHKe NEKaPCTBEHHOTO Npenapara U UHCTPYKUUM Mo MeaULMHCKOMY NMPUMEHEHMIO);

OTpaXeHne curHana, CBA3aHHOrO C HexenaTtenbHOW peakuuen, B MHOpMauunm O ApYrvx NeKapCTBEHHbIX
npenapaTtax C aHanormyHbiM OEWCTBYHOLWMM BeLeCTBOM (C Apyron (POpMOK BbiMycka NMBO MHBIMW OTAMYUSIMU) C
Lenblo OLEHKN BO3MOXHON 0ByCroBNEHHOCTU CUrHana oCoBeHHOCTAMU onpeaeneHHoro fnekapCTBEHHOro npenaparta u
(vnn) onpegeneHHon OpMbl NTEKapCTBEHHOrO nNpenapara;

CurHan yxe oueHeH B nepnogn4eckom obHoBNSiIEeMOM OT4eTe No 6e30nacHOCTM UK NnaHe ynpasieHnda puckamm
B paMKax NHOWN perynﬂTopHon npouenypsbl nnbo OGCY)KD,GH Ha ypOBHE HAy4YHOro 3KCNEepTHOro KOMnUTEeTa.

Kak npaBuno, Banungaunn nognexart curHanbl, He OTHOCALLMECA K YKa3daHHbIM B HAaCTodLlleM noanyHKTe. OpHako
B OTHOLWEHUN yxxe U3BECTHbIX CUTHaloB MOXeT I'IOTpe6OBaTbCF| npoesegeHue Banupgaunm B crniydae noteHuyuanbHOro
BbISIBIIEHUST OTNMYMA MO YacToTe pa3BuTnda, AONUTENBbHOCTU NEPCUCTUPOBAHUA, CTENEHUN TAXECTU W uncxona
(Hanpmmep, neTanbHbIN VICXO,D,) Nno CpaBHEHUK C AdaHHbIMKU UK XapaKTepVICTI/IKOﬂ, BKIMIOYEHHbIMN B O6L1J,yf0
XapaKTepucTtuky JneKkapCTBeHHOro npenaparta win paHee paccMmaTpMBaeMbiMn  YNOJTHOMOYEHHbIM  OpraHom
rocygapcrtBa-yrieHa;

0) ypoBeHb hopMUPOBaHKS JokasaTenbHOM 6a3sbl N0 NOATBEPKAEHUIO B3aNMOCBSA3N:

obllee KONMMYecTBO COOGLLEHMIA (Mocre WUCKMoYeHUs AyGnupylowmx cryyaeB), C BblOeneHMeM KonudecTsa
COOGLUEHWIA, MOATBEPXAAIWMX HanMuMe B3auMMOCBSA3W (Hanpumep, crydanm ¢ OBGOCHOBaHHOW BpeMeEHHOM
B3aMMOCBSA3bI0, C MOMNOXUTENbHLIMU pe3yrbTaTamMy OTMeHbl Y MOBTOPHOIO HasHaYeHWs1 NekapcTBEHHOro npenapara, ¢
UCKIIOYEHNEM arnbTepPHATUBHOIO OGBACHEHMS UMW UHBIX MPUYMHHBIX (baKTOPOB), BKIOYaloLLee OLEHKY creumuanucTom
CUCTEMbl 30PaBOOXPaHEHMSI B3aMMOCBA3W (Kak MUHMMYM, Kak BO3MOXHasi B3aWMOCBS3b) C MOATBEPXKOAOLMMM
Habrogaemble OTKIOHEHUS pesynbTaTaMy COOTBETCTBYIOLLIMX UCCIeq0BaHUM;

4YMCIO COOBLEeHNN NMPUMEHUTENIbHO K 06bemy BO34ENCTBUS HA NAUNEHTOB;

OOMNONHUTENbHbIE Clyvan COOBOLIEHUA O CBSA3a@HHbIX C MPUEMOM JIEKapCTBEHHOrO npenapara COCTOSHUAX
(Hanpumep, apyrne TepmunHbl MedDRA, o6o3HavatoLwme KNnMHUYecKkne OCIOXKHEHMS UMW pasnnyHble CTEMEHN THXECTU
NPOSIBNEHNST HEXEeNaTenbHON peakumn);



CornacoBaHHOCTb MeXxay cny4aamu pokasaTenbHon 6asbl (Hanpvlmep, COornacoBaHHOCTb MO BpemMeHu [0
pa3BnTnAa HexenaTtenbHON peakuunn, noBTopsAroLLmnecs HabngeHMA CUMNTOMOB HeXenaTeNbHON peaKLl,I/II/I);

Ka4vyeCTBO N JOKyMEeHTUpOoBaHNE OaHHbIX;

COOTBETCTBME COrfacoBaHHOMY MEXAYHapOAHbIMW OpraHM3auusmMu onpefeneHunto criyyaes, ecrnv NpuMeHNMo
(Hanpumep, COOTBETCTBME ONpPeferieHHbIM KpUTEepUsM TsKenon KoxHou peakuum (no wkane RegiSCAR),
COOTBETCTBME NPUHATOMY ONpeaeneHunto HexenaTenbHbIX NPOSBAEHWI NOCMe MMMYHM3auun);

Hann4yne B3amMOCBA3N MeXay 00301 1 npoaBlieHnem HexxenaTenbHOwn peakunun;

HanM4yne BO3MOXHOIO MexaHu3mMa pasBuTusl, ucxoas n3 Guonornvyeckom nnmn dapmakonorm4eckon BEpOSATHOCTH
ero peanusauuu;

onpeaerneHyne AMCNpPONOpLMOHaNbHOCTY PenopTUPOBaHUS (€CNN MPUMEHUMO);
KMUHUYECKYI0 3HAYUMOCTb 1 KOHTEKCT:

CEepPbe3HOCTb M CTEMEHb TAXECTU HeXenaTenbHON peakumu;

ncxop 1 o6paTMMOCTb HeXenaTenbHOW peakuum;

HOBblI€ aCMNeKTbl XapakTepUcTunku N3BECTHOM HeXenaTenbHOn peakuunu, (Hanpmmep, B 4YaCTu CTeneHn TAXeCTH,
npoAOIIKUTENTBHOCTU NepCUCTUPOBaHUA, nCxoda, 4aCcTtoTbl U ynpaBneva);

passutmne HexenaTesbHON peakunn Kak pedynbTtaTta JieKapCTBEHHOIO B3aMMOAENCTBUS;

pasBUTME HeXenaTenbHOW peakuumm Yy YsS3BMMOMW rpynnbl MauueHToB (Hanpumep, Y XEHWWH B nepuos
B6epeMeHHOCTH, AeTen, NOXUIbIX NALUNEHTOB, NAaUMEHTOB C hakTopamu pucka);

pasBUTUE HexernaTenbHOW peakuMu npu  OTNM4YalollemMcss  crnocobe MNpUMEHEHUs  (Hanpumep, npwu
nepenosnpoBke, 3aBUCUMOCTW, HENPaBUIIbHOM MPUMEHEHUW, TMPUMEHEHUM HE B COOTBETCTBMM C  OOLUei
XapaKTePUCTUKOW JIeKapCTBEHHOrO npenapaTa WM  WHCTPYKUMENW MO MEAMUMHCKOMY TMpPUMEHEHWIo, oLlinbke
NpUMeHeHs, NpUMeHeHUN hanbCMMULIMPOBaHHOIO NeKapCTBEHHOro NpenapaTa).

722. JononHuTenbHblE UCTOYHUKM MHAOPMaUMM O CUrHanax MoryT cogepaTb AaHHble, KOTopble MO3BONST
JONOMHUTL AokasaTernbHylo 6asy B 4acTu MOATBEPXKOEHUS WM OTKMOHEHWUS MNPEANOoXEHUss O HanMyMum HOBOM
B3aMMOCBA3M MEXAY HexenaTenbHOW peakuuenl W nekapcTBEHHbIM MpenapaToM, NGO HOBOro acrnekta Takow
M3BECTHOM B3aMMOCBSI3W, B CBSI3W C YEM MOTyT ObITb MCMONb30BaHbl MPW BbINOSIHEHUM MpoLeaypbl NocrnegyoLlei
OLEHKU CUrHamna B 3aBWCMMOCTM OT 3HAYMMOCTU U [OCTYMHOCTM AaHHOW WHdopmaumn. K TakuM MCTOYHMKaMm
MHpopMaLIMK O cuUrHane oTHOCATCS:

[JaHHble KIMUHUYECKUX UCCreJoBaHWUN;

MHpopMaUmsl 0 PasBUTMKU NOAOBHbLIX Cry4Yaes, ony6GnMKoBaHHas B Hay4YHON MeaAULIMHCKONW NuTepaTtype, BKIoYas
MHbopMaLMIo O APYrX AEUCTBYIOLLMX BelLecTBax aHanorMyHoro dhapmakoTepaneBTUYecKoro Krnacca NekapcTBEHHbIX
npenaparos;

nHopmaumsa 06 aNNOeMUONornm HexxenaTenbHbIX Peakuuii N ConyTCTBYOLWNX 3aboneBaHui;
3KCMepPUMEHTarbHbIE U (UMW) HEKIMUHUYECKUE AaHHbIE;

KpynHble 0asbl AaHHbIX HeXenaTtellbHbIX peaKu,mPl B cClnydae BbidBeHNUaA cCurdana no 0aszam OaHHbIX
YNOJITHOMOYEHHOIro opraHa unu gepxatena permctpaynoHHOro ygqoctoBepeHus,

0asbl AaHHbIX CUCTEM 34paBoOXpaHeHnA, O KOTOPbIX MOXEeT ObITb nony4yeHa VIH(bOpMaLI,I/IH O XapaKTtepucTtuke
naumeHToB NN 0CoBEHHOCTAM NpUMEeHEeHNA NeKapCTBEHHOIO npenaparta,;

UHOpMaLMS PErynsTopHbIX OPraHoB ApYyrnx cTpaH Mupa.

723. CurHan npuobpeTaeT cTaTyc BanuanpoBaHHOTO, ECNN NpoLecc Bepudmkaumm BCen MMEIOLLEN OTHOLLEHNE



K cUrHany AOKyMeHTauun CBMAETENbLCTBYET O NPeanonoXuTensHO HOBOW NPUYMHHO-CREACTBEHHON CBSI3M UMW HOBOM
acnekTe W3BECTHOW B3aMMOCBA3M MeXAy HexenaTenbHOW peakumen U fnekapcTBeHHbIM npenapaTtoMm, W,
crnepoBaTernbHO, ABNsAeTcss obocHOBaHMEM AanbHeNLen OLEHKN.

724. CurHan, Ana KOTOpOro B Mpolecce Banuaauum He Obina noaTeBepXxaeHa NpeanonoXuTenbHO HoBas
NMPUYMHHO-CIEeACTBEHHAs CBA3b WM HOBbLI acnekT W3BEeCTHOW B3aMMOCBS3M, MOXET MoTpeboBaTh BbINOMHEHUS
JanbHeilero aHanuaa (Hanpumep, B cnydyasix HeJoCTaTOYHOCTM KONMMYecTBa JOKyMeHTaLuMu Mo COOTBETCTBYOLEMY
crnyyalo HexenaTtenbHOW peakuuu). B noaoBHbIX criydasix HOBble COODLUEHMS O HeXenaTemnbHbIX peakuusx Wnu
pe3ynbTaTbl MNocregylolero HabnogeHUss Mo paHee MOMy4YeHHbIM CrydasiM, OTHOCALEMYCA K nepuoay
NOCTPErMcTPaLMoHHOrO HabnioAeHUsl, OOIMKHbI MOBTOPHO paccMmaTpvMBaTbCs Yepes COOTBETCTBYOLIME nepuoapbi
BPEMEHMU C Lienbio oGecrneyeHns ydeta u pacCMOTPEHNS BCEX COOTBETCTBYHOLLINX COOBLLEHMWIA.

725. Tpu obpaboTke curHama Ha ypoBHE OpraHv3auMu MOXeT noTpeboBaTbCA HECKOMbKO 3TanoB 3KCNEepTHON
OUEHKM M obCyXOeHuss C npvBNeYeHUeM pPyKOBOAMTENEN pasnNMyHOro YpPOBHSA, MpPUHUMaLWMX pelweHune. [lo
pesynbTatam BanugaumMnm MOryT OblTb NPUHATBHI pas3nuyHble peLlUeHus, BKNYas NOATBEPXKAEHUE WM OTKIOHeHWe
Banugauum curHana (HeeanuAHbI CUrHar), NPUHSATUE pelleHus O HeOBXOAUMOCTM BbIMONIHEHUS AOMONHUTENbHON
OLEHKM MMEILUMXCH AaHHbIX, OTHECeHVWe BanuaMpoBaHHOrO CUrHana K HOBOMY PUCKY WM HEW3BECTHOMY acnekTy
M3BECTHOMO pucka C MNpeanoXeHWeMm nocneaywmx OencTBUN (Takux Kak BHECEHMEe W3MEHEHUA B CMpPaBOYHYIO
nHpopMaumio 1 (Mnn) BBEAEHUE MEpP MUHUMM3AuMM pucka) nNnbo OTKMOHEHWE MNPEeAnoNnoXeHUs OTHOCUTENbHO
OTHEeCeHUs BanvavpoBaHHOrO CUrHana K HOBOMY PUCKY UMW HEN3BECTHOMY acneKTy M3BECTHOro pucka (OTKIOHEHHbIN
curHan).

726. CvrHan, ans KOTOPOro no pes3ynbTataMm BbINOJIHEHNA Banngaunnm v OUEHKU noaTBepXAakwnx AOaHHbIX
YCTaHOBJ1IEHO, 4TO WMerWHnecAa AaHHble ABNAKTCA HEeOOCTaTOYHbIMWU OnNA npennosioxXeHnda O Haln4dum HOBOW
noTeHUnanbHon l'lpVI‘-II/IHHO-CJ'Ie,D,CTBeHHOI?I CBSI3M UM HOBOIO acnekta U3BECTHOW B3aMMOCBSA3WN U, CredoBaTesNbHo,
JanbHEeNWNn aHanuM3 curHana He siBNsieTcsi 0O0OCHOBaHHbLIM, npu3HaeTca Ha OaHHOM J3Tane HeBannaunpoBaHHbIM
CUTrHaJ1I0M.

727. [depxaTenu perncTpaunoHHbIX YOOCTOBEPEHUA 1 YNONTHOMOYEHHbIE OpraHbl rocyAapCTB-YNEHOB AOSKHbI
MMEeTb CUCTEMbl OTCMEXMBAHUS C UEMNblo yyeTa pesynbTaToB Banugauuum CUrHanoB, BKMOYasi WU3yyeHue W
oTCneXvBaHWe MPUYMH, NO KOTOPbIM CUrHasbl He ObiNM MPUHATBI Kak CBUAETENbCTBYIOLWME O NPeanoNioKUTENbHO
HOBOW TMPUYMHHO-CNEACTBEHHOW CBSA3M WM HOBOM acnekTe W3BecTHOW B3aMMOCBSI3N MeXAy HeXemnaTerbHO
peakuueii 1 nekapcTBeHHbIM NpenapaToM, a Takke MHGOoPMaLUuK, KoTopas nomorna 6bl B NoUcke NoAoGHbIX criyvaes
1 OLleHKe CUrHaroB.

an/IOpVITVISaLIVIﬂ curHanosB

728. KntoyeBbIM 311eMeHTOM npouecca ynpaBneHus curHanamm SBnseTcs HesameanuTensHoe onpeaeneHne nx
BMUSHMA Ha OOLLeCTBEHHOE 340pOBbe (300pOBbE HAceneHus) unm COOTHOWeHWe "Monb3a - pUCK" NeKapCTBEHHOro
npenapaTta y nauMeHToB, NMOABEpratrLLmMXca BO3AeNCTBUIO. [1pn oLeHKe AaHHOro BAMSAHUSA NPUHMMAOTCH BO BHUMaHUe
cnepyowmne daktopsbl:

a) cTeneHb TSPKECTU, CEepbe3HOCTb, MCXOA4, 0OpaTMMOCTb HeXenaTenbHOW peakuum U BO3MOXHOCTb ee
npenoTBpaLLeHuns;

6) OLIeHKa BO3AENCTBUSA Ha NALMEHTOB M YacTOTbl HEXenaTebHON peakuuun;

B) MNPUMEHeHWe RneKapCTBEHHOrO Mpenapata B YA3BUMbIX MOMNYMAUMOHHLIX Fpymnnax pucka W (unu) B
NONYMsILMOHHBIX rpynnax, NoABEPraloLLMXCs MHOMY CNocoby MCMonb3oBaHWS NEKapCTBEHHOIO nNpenapara (Hanpumep,
HenpaBWITbHOMY UCMNOSb30BaHUIO UM UCTIONb30BaHUIO HE MO 3asiBMEHHbIM NOKa3aHWsaM);

F) nocneacTtBnAa  npekpaweHnda rnedYeHna npuMeHUTEesNIbHO K TeYeHUto 3aboneBaHns u OOCTYNHOCTb
TepaneBTU4YeCKNX aribTepHaTUB,

[) npegnonaraemasi cTeneHb BMAWSIHUS MIaHUPYEMbIX PErynsTopHbIX Mep (Hanpumep, OONOMHEeHWe pasfenoB
HexxenaTernbHbIX peakuuii, NpeaocTepPeXeHnid, NPOTUBOMNOKA3aHUA, BBEAEHUE AOMOMHUTENbHBIX MEep MWHUMKU3ALUM
pvcka, OCTaHOBKa MEAULMHCKOrO NPUMEHEHMS, OT3bIB C PbIHKA);

e) BO3MOXHO€E pacnpocTtpaHeHune curHana Ha Jpyrue ﬂeﬁCTByPOMMe BeliecTtBa aHalriorm4Horo
d)apmaKOTepaneBTquCKoro Krnacca.



729. Tllpn onpegeneHHbIX 06CTOATENBLCTBax ocoboe BHMMaHWE [OOIMKHO YAENaATbCA CuUrHanam, KoTopble
obcyxpaloTes B cpefcTBax MaccoBOW MH(OpPMaLMK UM UMEIOT BbICOKUA YPOBEHb 3HAYUMOCTU AN O6LLEeCTBEHHOro
300p0Bbs (300POBbSA HaceneHus) (HanpuMmep, HexenaTternbHble peakuuMu B pe3ynbTaTe UMMYyHU3aUMM HaceneHus), ¢
Lenbio He3aMeanuTenbHOro JOHeCEeHNS A0 OOLLECTBEHHOCTUN N MEOULMHCKUX PAaOOTHUKOB pe3ynNbTaToOB TAKOM OLEHKN.

730. PesynbTaT npoueaypbl NpYopuTU3aumnm curHana AoSKeH BKNoYaTh B cebs pekoMeHgaumio No BpeMeHHbIM
pamMKaM BbINMOMIHEHUSI MOCReayLWNX 3TanoB ynpasfeHns curHanoMm. Ha kaxgow us ctagum paboTbl € CUrHanom B
crnyyae Hanuuusa uHdopmauun, onpegensiowern HeobXoAUMOCTb MPUHATUA Mep Mo MNpegoTBpalLeHVo  unu
MUHMMU3aUNN pUCKa, COOTBETCTBYIOLLME MePbl AOIMKHbI NPUHMMATBECS CBOEBPEMEHHO, B TOM YMCMe OO 3aBepLUeHus
nonHoro obbema paboT No oueHke curHana. Bee atanbl paboTbl C CUrHANOM OOMMKHbI BKOYATL KITMHUYECKYIO OLLEHKY
N SnMeMeHTbl YynpaBfeHus, nossonswwmue 6ObICTPO NpMHUMATL BO BHUMMaHWe norydyaemyo nHdopmaumio ¢
onpeaeneHneM CooTBETCTBYOLWMX M3MEHEHUI NOCHeayoWNX AEUCTBUN.

731. PesyanaT npouenypbl npunopmutnsaunm curHana AoJnkeH OblTb 3aHeceH B CUCTEMY OTChexmnBaHnda C
000CHOBaHNEM NPUCBOEHHOIO YPOBHA NpuopnTtn3aunm curHana.

OueHKa curHanos

732. Llenbto oueHKn curHanoB siBNSeTCH AanbHellee n3yvyeHne gokasaTensCTB NPUYMHHO-CNeACTBEHHON CBSA3N
HOBOrO pucka C [OEWCTBYIOLIMM BELLeCTBOM WM feKkapCTBEHHbIM npenapaTtom 5mbo u3yyeHne U3MeHeHus
XapaKTepUCTUKN N3BECTHOIO pUCKa C Nocrneayowum onpegeneHmem HeobxoamMMocT cbopa AONONHUTENBHbIX AaHHbIX
UNN NPUHATMA perynsatopHbix mep. OueHka CoCTOMT M3 TwaTenbHOro apMakororm4eckoro, MeauuMHCKOro U
3NMAEeMMONIOrMYecKoro n3yyeHns nHpopmaumm o cooTsetcteytowem curHane. O63op JormkeH cogepaTb AOCTYMHbIE
dapmakonornyeckme, JOKMMHUYECKNE U KITMHNYECKME AaHHble U OOMKEH ObiTb MakCMMarbHO MOSHLIM MPUMEHUTENBHO
K UCTOYHMKaM Mony4yeHus uHdopmMaumm, Bknovas aHHble 40Cbe NeKapCTBEHHOro npenapara npy nogade 3asBreHns
Ha permcTpaumio 1 nocrneayowme N3sMeHeHns, CTaTbl B Hay4HOW MeQULMHCKON NuTepaType, CNOHTaHHble COObLLeHNs
1 HeonybnMKoBaHHy MHAOPMaLUMIO OT AepxaTenen perMcTpaunoHHbIX YAOCTOBEPEHUA N YNOMHOMOYEHHbIX OPraHoB
rocygapcrB-yfieHoB. Takke HeobXoAMMO Yy4uMTbiBaTb PEKOMeHOAuMu BHELHWX 3KcnepToB. Ecnn mnHdopmaums
nony4yeHa U3 HECKOINbKUX UCTOYHWUKOB, HEOBXOAMMO YYnTbIBaTb YPOBEHb UX JOKa3aTeNbHOCTU U OTPaHUYEHNS C Lenbio
OLEHKN UX BKnaga B oueHKy Bornpoca no 6esonacHoctn. CoBokynHasi MHpopmMaumns M3 pasHbiX MCTOYHMKOB TakkKe
TpebyeT BbIOOpa MeXAyHapOOHOW MNPU3HAaHHOM TepMuHonormm. B cnyvyae OTCYTCTBMS TEPMUHOMOIMYECKOro
onpeaeneHnss HeobxoaMMo MCNorb30BaTh ONepaLUnoHHOe onpeaeneHne.

733. B HeKOTOpbIX Crny4asx CurHanbl HeobOXOoOUMO OLEHMBATb COMMAacHO TepaneBTUYECKOMY YPOBHIO WU
CUCTEMHO-OpPraHHble Kraccbl NMbo Ha YpPOBHE CTaHAApPTU3MPOBaHHOrO 3anpoca (MpU MCNoNb30BaHUWM CroBaps
mMeauumHckon TepmuHonorun MedDRA). B npouecce noucka MHgopMauumn MoXeT noTpeboBaTbCsi BKIOYEHME B MOUCK
OPYrMX NeKkapCTBEHHbIX NpenapaToB OAHOrO Kracca WM ApYrMx HexenaTernbHbIX peakuuin, Hanpumep, OTHOCSLIMXCS K
OPYrUM TEpMMHaM, UMELLMX OTHOLLUEHWE K CIOXHOMY 3aboneBaHuio (Hanpumep, HEBPUT 3PUTENBHOINO HepBa Kak
BO3MOXHbI MEPBbIA MPU3HAK MHOXECTBEHHOIO CKfepo3a), paHHen cragum peakumm (Hanpumep, YANWHEHue
uHtepana QT) WM  KAMHUMYECKMM OCIIOXHEHUSM COOTBETCTBYIOLLEN HeXenaTtenbHON peakumm (Hanpumep,
06e3BoXMUBaHME UM ocTpas NnoyevyHass He4OCTaTOYHOCTD).

734. C60p MHpopmMaLmn U3 pasHbiX MCTOYHUKOB MOXET 3aHATb BpeMs. B Lensx ontuMmmnsaumm npouecca Moxet
ObITb MCMNONB30BaH MOLLArOBbLIA METOA OLEHKM curHana. B oTHOWeHWn HOBOro curHana o Tsbkenow HebnaronpuaTHON
peakunM MOXHO MPUHSATbL BPEMEHHbIE MEpbI, ECNN B pe3ynbTaTe NepBOW CTaauu OLIEHKM Ha OCHOBAHWMM OOCTYMHOW
WHcbopMaumm caenaH BblBOA O NOTEHUMANbHOM PUCKE, KOTOPbIN HEO6X04MMO NpefoTBPaTUTD.

4. lencTBUA YNONMHOMO4Y€eHHbIX OpraHoB rocygapcrB-4JieHOB
no pe3ynbTaTaM OUEeHKN CUrHanoB

735. [denctBus YNONMHOMOYEHHbLIX OPraHOB rOCYAapCTB-YSIEHOB MO pes3ynbTaTaM OUEHKUM CurHana MoryT
BapbMpoBaTbCsi B COOTBETCTBUM C TpebOOBaHUSIMW, YCTAHOBIEHHbIMW akTamu opraHoB Coto3a, wnm
3aKoHoAaTenbCTBOM rocyAapCTB-4YNEeHOB, U BbiIBOgAMM NO pe3ynbTaTtaM OLeHKU curHana.

736. HecmoTpa Ha TO, YTO pekoMeHAauun COCTaBNAKTCA NOCMe OLEHKM curHamna Ha OCHOBaHWW COBOKYMHOW
nHcpopmaumm, HeobxooMMOCTb OENCTBUA OLEHMBAETCSl B XOAE BCEro npouecca ynpaereHus CUrHanom, onpeaenss
00OCHOBaHHOCTB U LiernecoobpasHocTb 6onee paHHMUX AEUCTBMI NO MUHUMU3ALUN pUCKa.

737. OenctBua no pe3ynbTataM OLUEHKM CuUrHarna MOryT BKIo4YaTb B cebs pononHuTenbHoe n3yvyeHmne puckos



UMK Mepbl MUHUMU3aLMN PUCKOB, ECIIM MEXaHMU3MbI Pa3BUTUSA NOA03peBaeMoii HeGNaronpPUATHON peakumMn yKasblBaloT
Ha BO3MOXHOCTb NpeaynpexXaeHnsl UM CHIMKEHNE CTENEHWN TSKEeCTU HexenaTtenbHol peakuun. Ecnmn BbiBog ocHoBaH
Ha OrpaHM4YeHHOW WHopMaumn, MoxeT noTpeboBaTbcs MNpoBedeHWe MOCTPErMcTPaLMOHHOIO WCCneaoBaHus
6e30NacHOCTU C LieNbio U3y4YeHUsi NoTeHUManbHOro Bonpoca unu npobnemsl No 6e30nacHOCTM.

738. Ecnn ynonHOMOYEHHbI OpraH rocygapcTBa-yufieHa HanpaensieT gepxaTeno  perncTpaumoHHOro
YOOCTOBEPEHUS 3anpoc O NMPOBEAEHWUM LOMOSNHUTENbHbLIX OENCTBUA, B TakOM 3anpoce HeobxoouMMo ykasaTb CPOK
BbINOSIHEHNS] OENCTBUN, BKIOYash OTYETbl O LOCTUIHYTHLIX LENsAX M NMPOMEXYTOYHbLIX pe3ynbTaTax NponopuyoHanbHO
CTEeNeHn TSHKECTU U BRuSHMIO npobnembl No 6e3onacHOCTM Ha obLecTBEHHOE 340pOBbe (340pPOBbE HAaceneHus).
[epxatenb perncTpaunoHHOro yaocToBEpPEHMS U YNONTHOMOYEHHbIE OpraHbl roCy4apCTB-YNEHOB OOIMKHbI YYNTbIBATb
BO3MOXHOCTb MPOBEAEHUS UCCMEAOBaHUA B YCTAaHOBIIEHHbIE CPOKU C Y4eTOM MnapaMeTpoB McCCrneayemMoro Bonpoca
6e3onacHoOCTU, Hanpumep, 4acToTbl pasBUTUA U NOTPEOHOCTM B NMPOCNEKTMBHOM Au3anHe uccrnegosaHus. Cnepyet
y4nTbiBaTb BpEMEHHble Mepbl No obecneyveHuto 6GesonacHoro M 3PMPEKTUBHOIO MNPUMEHEHUS FeKapCTBEHHOro
npenapata WNNU YCTPaAHEHWO puUCKa, BKMNOYAs BO3MOXHOCTb BPEMEHHOrO0 MPUOCTAHOBMNEHUS  OEeNCTBUSA
pPEerncTpaumMoHHOro yaoCTOBEPEHWSI NTEKAPCTBEHHOIO NpenaparTa.

739. B cnyyae otcyTCcTBUS prcka AN NauMEHTOB YNOMHOMOYEHHbIN OpraH rocy4apcTBa-yrieHa MOXeT MPUHATL
peLueHne o6 oTCyTCTBUM HEOOXOAUMOCTM AanbHENLLEN OLEHKM UK AanbHEeNLWNX AENCTBUN.

5. O6meH MHdopmaumen

740. Cnepyer obecneynTb BO3MOXHOCTb OOMeHa uWHdopMauuen mexagy YrnornHOMOYEHHbIMU OpraHamu
rocyqapcTB-UneHoB, AepXaTensmy perucTpauMoHHOro YAOCTOBEPEHUS U APYrUMW  y4acTHUKaMW C  Lenblo
pacnpocTpaHeHns MHopMauMm o curHanax, cbopa [AOMNOMHUTENbHBLIX [OaHHbIX, AanbHeNwen oueHKM Bomnpoca
6e30NacHOCTU U MPUHATUSA PeLLeHNs O 3alUMTe 340POBbs NaLMEHTOB.

741. [epxartenu perncTpaumoHHbIX YO4OCTOBEPEHMI NepeaaloT COOTBETCTBYIOLWYIO MHOPMALMIO O curHanax B
YNONHOMOYEHHbIE OpraHbl rOCY4apCTB-YNeHOB (4YTO COCTaBnsgeT 4YacTb o6s3aTensCTB MO hapmMakoHaasopy U
MOHUTOPWHIY COOTHOLLEHMS "nonb3a - pUCK" nekapCcTBEHHOro npenapaTta). BannanpoBaHHbie curHanbl, KOTopble MOTyT
oKasbiBaTb BnMsSHME Ha OOLWeCTBEHHOE 300pOBbe (300pOBbe HAaceneHus)) M COOTHOLEHWe "nonb3a - puck”
nekapCcTBEHHOro npenapaTa, AOMMKHbl ObiTb nepegaHbl B YNONHOMOYEHHblE OpraHbl rOCyAapCTB-YMEHOB B
COOTBETCTBUM C NyHKTamMn 756 - 757 HactosAwwmx [MpaBun. Tawkke B COOTBETCTBYIOLUMX Cyyasx OOMKHbl ObiTb
npeacTasneHbl NpeaniokeHns 0 BO3MOXHbIX AeACTBUAX.

742. YNONHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB MepenalnT pesynbTaThl OLEHKW CUrHaroB AepxaTensm
PErncTpaLmMoHHOrO Y4OCTOBEPEHMSI.

6. lononHuTenbHbIE TpeGOBaHVIﬂ K npoueccy ynpaBJrieHusa CUrHasiom
0 6uonorm4eckux NeKapCTBEeHHbIX npenaparax

743. [epxaTensamu perucTpaumoHHbIX YOOCTOBEPEHU GUOMOrMYECKUX eKapCTBEHHbIX MNpenapaToB, kak U
APYIUX TeKapCTBEHHbIX MNpenapaToB, Ha MPOTSHKEHWM BCEro >XM3HEHHOro UMKNa [OOMKHO ObliTb oGecneyeHo
BbINOMHEHNE HEeMNpPepbIBHOTO MOHUTOPWHIA C LIeNbio BbISIBIIEHUS U OLIEHKW MNOTEeHLMamNbHbIX HOBbLIX PUCKOB, CBSA3AHHbIX
¢ npodunem GesonacHocTn Unu adpdekTuBHocTU. Ocobble TpebGoBaHWUsA CBS3aHbl CO CBOMCTBEHHOW GMONOrMYeckum
neKkapcTBEHHbIM MNpenapaTtam BapuabenbHOCTbIO NPOU3BOACTBEHHOMO MpoLecca, YTo NMoTeHUuMarnbHO MOXET oKasaTb
BNUAHME Ha npodunb 6e3onacHoCTU U 3PMEKTUBHOCTH, BKMIOYAsA XapakTePUCTUKY W KIUHWYECKMEe MOoCneacTsus
pucka MMMYHOrEeHHOCTM. MIcxoas M3 SToro Bce aTanbl YNpPaBreHUss CUrHanoM AOMMKHbI BbIMOMHATLCA B OTHOLLEHUU
GuonorMyeckoro npenapara, NpuHaafexallero AepxaTtenio PerucTpauvoHHOro YOOCTOBEPEHUs,, U B OTHOLUEHUU
JeCTBYIOLEro BellecTea. B cnyyae BbISIBNEHWs curHana AoMmkHbl GbiTe BbINOMHEHbI BCe HeobxoavMble AeicTBus
ANs onpefeneHns NpUYnHbl, BKIOYas MOoeHTUdMKaLMo nogo3pesaemMon cepun. BoinonHsemele npoueaypbl AOMKHbI
XapaKkTepusoBaTbca TpebyeMbiM YPOBHEM YyBCTBUTENbHOCTU K BbIIBNEHWIO BaXKHbIX U CEpPbe3HbIX PUCKOB, KOTOPbIE
MOryT GbiTb CBSI3aHbl C U3MEHEHWEM NMPOU3BOACTBEHHOMO MpoLecca Unn KadecTsa GUONOTrMYEcKoro fekapcTBEHHOro
npenaparta, a TakKe BaXHbIMW MeXCEpPUUHbIMK pasnuuuaMu. B oTHoleHMn GroaHanornyHbiXx (6MoNodo6HbIX)
NeKapCcTBEHHbIX NpenapaToB Ha NPOTS)KEHUN BCErO KMU3HEHHOTO LKA AOSKHbI BbIMOMHATLCA NPOLEAYpbl BbISIBIEHUS
BO3MOXHbIX Ba)KHbIX OTNMYMIA OT peddepeHTHOro BUONOrMYecKoro NekapcTBeHHOro npenapaTa. KnuHnyeckn sHaunmMble
nocneacTBus NOTEHUMANbHOrO pUcKa MMMYHOFeHHOCTU (Kak TeopeTudecku onpeaensieMoro Ans GUonormyeckoro
neKkapcTBEHHOro npenapaTa) AOIKHbl YYMTLIBATLCA M TakkKe MOANEeXaT MOHUTOPUHTY Ha MPOTSHKEHUN BCero
XM3HEHHOTO LKA fekapcTBEHHOro npenapara.



744. [epxaTensMn perucTpaumoHHbIX YOOCTOBEPEHUIA OMOMOrM4eckux rekapCTBEHHbIX MpenapaTtoB AOMKHO
ObITb 00ecneyYeHo BbINOMHEHNE BCEX BO3MOXHbIX MEp, BKMOYasi UCNONb30BaHNE pasnuyHbIX METOAOB U UCTOYHMKOB
nHpopmaumm, Ons NOMydYeHMs1  akTyanu3MpoBaHHbIX WM HaOEeXHbIX [OaHHbIX OTHOCUTENBbHO  (DaKTMYECKOro
NCNONb30BaHUS onpeaeneHHoro Ouonorudeckoro npenapaTa. [lpouecc aHanu3a [AaHHbIX O  akTU4eckom
NCMNONb30BaHUN U BbISIBASIEMbIX MOA03PEBAEMbIX HeXenaTerlbHbIX peakuusix AofkeH OblTb opraHM3oBaH Takum
ob6pa3oM, 4Tobbl obecneymBanacbk HEMNpPepbIBHOCTb BbISIBNEHMS CUrHama, BKIoYas BbisiBNEHUE foboro BO3MOXHOIo
N3MEHEHNS1 OXNOAEMON YacTOTbl PEMNOPTUPOBAHUS HEXenaTerbHbIX peakuui, MM6o n3aMeHeHne TeHAEeHUUN, KoTopas
MOXET O3HayaTb HOBbIA curHan (B YacTHOCTM, KaK CreacTBMe BHECEHMSI M3MEHEHU B MpoLecc Npou3BoacTBa
GUOMNoOrMYeckoro nekapcTBeHHOro npenaparta). B oTHOWeHUM onpeaeneHHbiX [OeWCTBYIOLMX BELLECTB MOryT
BbINOMHATLCA TpebGoBaHUs No Gonee 4acToMy MOHWUTOPWHIY, BHECEHME W3MEHEHWIA B MPOW3BOACTBEHHbLIA MpPOLEece
ABMNSI€TCA OCHOBAHMEM [OJ1s1 BbINONIHEHMS 0COObLIX Mep Mo obecrneyeHno CBOEBPEMEHHOIO BbISIBIIEHUS CUrHana.

745. CurHanbl, BbISIBMSIEMbIE MPU MOHWUTOPUHIE AaHHbIX MO BMONMOrMYecknM nekapcTBEHHbIM npenapaTam,
OOMKHbI OLEHMBATLCA C Y4ETOM AaHHbIX N0 NOCEPUNHOMY 0B6bemy BO3OENCTBUS, BKIIOYAA HOMEpa OTIPYXEHHbIX Ui
peanusoBaHHbIX Cepuii, 0O6bEM OaHHbIX CEepUN M PEernoHbl (CTpaHbl), B KOTOPble COOTBETCTBYHLME cepun Obinn
noctaeneHbl. PekoMeHayeTca WMHTeHcudmKauuss npoueccoB PYTMHHOMO dapmakoHagsopa C uenbio obecneyeHus
CBOEBPEMEHHOIO BbISIBIEHNSI HOBbIX PUCKOB UM U3MeHeHuln npodunsa 6e3onacHOCTU Mnu kavecTBa OMONOrm4eckoro
fiekapCTBEHHOro npenapata Ha nobOM 3Tane >XW3HEHHOro Luukna. B OTHOWeEeHMM HOBbIX CUrHamoB AOSKHa
BbIMOSIHATLCA OLEHKa HeoOXOAMMOCTWM pacnpoCTpaHeHWs AaHHOrO CurHana Ha nogo3peBaembli Gruonornveckun
rniekapCTBEHHbI npenapaT unyM Ha BCe aHarnorMvHble AencTBylowme BellecTBa. [1pM HeAOCTATOMHOCTM AaHHbIX O
NOATBEPKAECHUN  CNEUMdUYHOCTU CWUrHana, BbISBMIEHHOrO B  OTHOLIEHWM OnpedeneHHoro  Bronornyeckoro
NeKapCcTBEHHOro npenapaTta, B Uensx obecnedeHns Tpebyemon npefoCTOPOXKHOCTM B OTHOLUEHUN GMONOrM4ecKmx
nekapCTBeHHbIX npenapaToB 060CHOBAHHBIM MOXET SABMNSATLCH NMPUMEHEHWE PErynsaTopHbIX AEWCTBUA B OTHOLLUEHUU
BCEX aHanornyHblX AENCTBYKOLMX BeLecTB, BKM4Yas pedepeHTHbld npenapat. B oTHoweHun noboro Hosoro
BbISIBIIEHHOIO KIMMHWYECKOrO PUCKa, WMMEIOLLEr0 WMMMYHOrEHHY 3TMOMOIMI0, AOMMKHO ObiTb BbINOMHEHO MOMHOEe
nccnegoBaHve No onpefeneHnio B3aMMOCBA3W AaHHOIO pucka C onpefeneHHbIM OGuonornyeckuM fnekapcTBEeHHbIM
npenapaToM WNu onpeaeneHHon cepuein GMONMornyeckoro nekapcTBEHHOro npenapaTa, a Takke MPUHATbI Mepbl Mo
YCTaHOBIMEHNIO MPUYUHBI BbISBIIEHHONO KIMHUYECKOrO pycka C LieMnbio Mocrneayowen peanisaumMn MeponpuaTiin no
MMHUMM3ALMMA WU YCTPAHEHWIO [JaHHOro pucka (Hampumep, ONTUMM3aLMM METOAOB KOHTPOMs, 3TanoB
NPOM3BOACTBEHHOrO npouecca).

7. TpeﬁoBaHMﬂ K Ka4yeCcTBY npu ynpaBneHMUn curHariom B 4acTtu
obGecne4yeHusn npocrnexmnBaemMocCcTu

746. YnpaBrneHne curHanom OTHOCWUTCS K KPUTMYECKMM npoueccam. Banugauws, npuoputm3aums, OLEHKa,
BPEMEHHbIE CPOKW, peLleHns, OEeNCTBUS, NiaHbl, PpernopTMpoBaHMe, a TakKkKe WHbIe KrYeBble npouenypbl OOIDKHbI
Hagnexawym obpa3om [OOKYMEHTUPOBATLCA W Mepuoguyveckm otcnexusatbcs. CUCTEMbl OTCNeXuBaHWs Takke
BOIMKHbI ObITb JOKYMEHTUPOBAaHbI U BKIOYaTh B cebs curHanbl, B pedynbTaTe NpoBEPKM KOTOPbIX Obin caenaH BbiBOA
06 OTCYTCTBMM HOBOW MOTEHLMANbHOW MPUYMHHO-CIEACTBEHHON CBSA3W pucka C onpeaefieHHbIM BMonornyeckum
nekapcTBeHHbIM npenapaToM WM HOBOrO acrnekrta W3BECTHOW B3aMMOCBA3W TaKOro pucka, Tak Kak OHW MoryT
npuBreyb ocoboe BHMMaHWe B Cryyae nocriegyolero aHanusa. Bece sanucu gomkHbl nognexaTb apXMBMPOBaHMIO 1
XpaHeHu1Io B COOTBETCTBUM C AENCTBYIOLLMMN NpoLieaypamMu.

8. Cucrtembl kKayecTBa u AOKyMeHTauusA

747. BaxHON OCOGEHHOCTBbI cUCTEMbl 06pabOTKM CUTHANOB SABMASIETCA YETKOE OOKYMEHTMPOBAHWE C LENbio
obecneyeHnss Hagnexawero n 3peKTMBHONO (YHKUMOHMPOBAHUS CUCTEMBI, CTaHZapTM3auMM ODsI3aHHOCTEN W
TpebyeMbixX OENCTBUN, BbIMOMHEHUS 3TUX AEACTBMIA NULAMM C COOTBETCTBYHOLLEN KBanuduKaunem m nx noHMMaHus
BCEMW BOBIIEYEHHLIMM CTOPOHAMW, OCYLLECTBIEHMS Hagrexalwlero KoHTponsa u  (npy  HeobxoammocTw)
YyCOBEPLUEHCTBOBaHUS cncTeMbl. Micxoast U3 gaHHbIx TpeboBaHWiA JomkHa ObiTb padpaboTaHa n NPUMEHSITLCHA KO BCEM
npoueccam ynpaerieHns CurHanaMmm cuctema obecneyeHunss U KOHTPOnst KavecTBa. Takke OOMKHbI ObiTb pazpaboTaHsl,
OOKYMeHTarnbHO 0hOpMIIEHbI M BHEAPEHBI NPOLeAypbl CUCTEMBI KadecTBa. [laHHoe TpeboBaHMe pacnpocTpaHsieTcs Ha
NCMNONb3yeMyto METOLONOMNIO U MEPUOANYHOCTL BbIMOMHEHNS paboT MO BbISIBNIEHUIO CUTHATOB.

Heobxogumo pacnpenenutb YHKLUM M 0BA3aHHOCTU OTHOCUTENbHO OEWCTBUMA U BEAEHUS OOKYMEHTauuu,
KOHTPOMSI U U3y4YeHUs1 BOMPOCOB KAYecTBa, a TakkKe MPUHATUS KOPPEKTUPYIOLIMX U NPeaynpeauTenbHbIX Mep, B TOM
yncne o6s3aHHOCTM MO ayauTy obecneveHusi KayecTBa B CUCTEME YMNpPaBMeHWs CuUrHanamu, BKIoYas ayout
cybnoapsaYMKOB KOHTPAKTHBIX CTOPOH, BbIMOMHSAOLWMX Kakme-nnbo paboTel No faHHOMY HanpasneHuto. JomkHa 6biTb
rapaHTMpoBaHa KOHUAEHUMANbHOCTb AaHHbIX U AOKYMEHTauuu, 6e30nacHOCTb M JOCTOBEPHOCTb [AaHHbIX (BKIOYas



LeNIoCTHOCTb npun nepep,aqe).

748. Cuctema oTcrnexuBaHusi JoJpkHa obecneumnBaTtb COXpaHeHne BcemMun BOBJ1IEYEHHbIMU CTOPOHAMWM OaHHbIX
Ha BCeX 3Tanax ynpaBJjieHnsa CUrHdaniomMm C Uersibio (bOpMVIpOBaHVIFI ayanTopCKoro cnena, no3Bosidowero ocywecTBiATb
npocnexmBaHMe N KOHTPOJIb AeTalibHOro BbINMOJIHEHNA Ha BCEX 3Tanax ynpasJieHUA CUrHasiom, BKIOo4Yasa OUEHKY,
aHanums, npunHdaTne peLUGHVIVI n obocHoBaHue.

749. Ponn u” OTBETCTBEHHOCTb 3a BbINOMHEHME KaXdoro atana [AeAaTenbHOCTW, BKYas BedeHue
OOKYMEHTaLMK, KOHTPOSb KayecTBa M 0030p, a Takke BbINOSHEHUM KOPPEKTUPYIOWMX W NpeaynpeamuTernbHbIX
MepONPUSTUNA, AOMKHbI ObITb onpeaeneHbl U AOKYMEHTanbHO 3adhMKCUPOBaHI.

750. OnwucaHve npouecca YynpaBfeHWs CcurHanamyv BKMAOYaeTcs  AepXaTenem  perMcTpauyoHHOro
YAOCTOBEpEeHWs B MacTep-cann cuctemMsl apmakoHagsopa. AMPeKTUBHOCTb PYHKLUMOHMPOBAHNSA CUCTEMbI B YacTu
AaHHOro npoLecca NOAMNEXUT HEMPEePbIBHOMY KOHTPOSO, MHAUKATOPbL! 3hheKTBHOCTM npoLlecca NpeacTaBnsaloTCcs B
nNpunoXxeHun K mactep-canny cuctemol papmakoHagsopa. [epxarenem perucTpaumMoHHOro yaoCTOBEPEHUST OOIMKHO
ObITb obecnevyeHo (YHKUMOHUPOBAHME CUCTEMbl YNPaBfeHUs AOKyMEHTauuehn M 3anucsaMum B OTHOLUEHUMM BCEX
NpoLEeccoB CUCTEMbI (bapmakoHaa3opa, 4To obecnevymBaeT BO3MOXHOCTb MOUCKA AOKYMEHTOB, NPOCNEXMBAHUSA BCEX
Mep, MPUHUMaeMbIX C Lenblo n3ydeHus npobnembl no GesonacHoCcTW, a Takke cCOBNIOOAEHUSI CPOKOB BbINMOMHEHNUS
paccnefoBaHVi M MPUHATUS PELUeHUA B OTHOLWIEHMM Takonm npobnembl (BKkMYas AaTtbl M NPOLECC NPUHATUS
peweHnn). B oTHoWweHMM npouecca ynpaBneHus curHanamMmm, Kak u B OTHOLLUEHUW BCEX MHbBIX KPUTUYECKUX NPOLLEeCCOB
cucTeMbl hapMakoHaasopa, AepaTtenem perncTpaurMoHHOro YA0CTOBEPEHMS A0MKHO ObiTb 0becneyveHo BbINoNHeHne
perynspHblx ayauTtoB, B TOM 4ucne B Cryyae nNpuBreYeHns K AaHHOW [AeATenbHOCTW MOCTaBLUMKOB YCNyr W
KOHTPaKTHbIX OpraHn3auni.

751. JokymeHTaums, nogTeepxgaroLwas BbiNOMNHEHNe OaHHbIX TpeboBaHwuW, JoMmKHa BbiTb gocTynHa B nioboe
BpeMs, B YaCTHOCTU NMpU HeobXoAMMOCTM BbINOMHEHWUST OLEHKM AoKa3aTenbHOW 6a3sbl MO BbIMONIHEHHBIM AENCTBUSAM U
MPUHATBLIM peLleHNAM 1 0BOCHOBaHHOCTM TAKOWM OLIEHKMW.

752. MoxeT noTpeGoBaTbCA M3y4eHWe [OOKYMeHTauun aepxartensi pPerMcTpauvMoHHOrO YOOCTOBEPEHUS O
cobntoAeHn AaHHbIX NOMOXKEHW J0 U nocre npoueaypbl PErMcTpauum B LensiX oLeHKV BbINoSHAeMO AeaTeNbHOCTH
UM MHCMEKTUPOBaHWS.

9. O6yuyeHune

753. MepcoHan gomkeH 6bITb cneumanbHO 06ydYeH BbIMOMHEHMIO AeNcTBMI No ob6paboTke CMrHamnoB COrfacHo
pacnpegeneHHbiM  YHKUMAM U obAsaHHocTaAM. [daHHoe TpeboBaHMe OTHOCUTCA K nNepcoHany oTgena no
dapmakoHaa3opy, a Takke nepcoHany, KOTOPOMY MOXEeT CTaTb M3BECTHO O MOTEHUManbHbIX CUrHanax unm KoTopbin
yyacTByeT B npouecce o06paboTku cCurHanos, Harnpumep, NepcoHany aaMWHUCTPaTMBHOrO (NpaBOBOro) oTAena,
nepcoHany, y4acTBylLEeMYy B [AOKIMHUYECKUX, MEeOMUMHCKMX, (DapMako3NuaeMUONOrMYeCcKUX U MapKeTMHIOBbIX
nccnegosaHuax. ObydeHve JOMKHO NpegycMaTpuBaTb 3HAKOMCTBO C TEPMUHOSMOMMEN U JOCTYNHbIMU 6asamu AaHHbIX
C UCTOYHUKamu curHanos. lNpouegypbl cuctembl 0bydyeHMs M pa3melleHue AaHHbIX 006 obydyeHur [OMmKHbl ObiTb
Hagnexawmm obpas3om AOKYyMEHTMPOBaHbI, pe3tomMe CneumanicToB U ONucaHue BbINOMHAEMbIX YHKUMIA noanexat
apXVBUPOBAHMUIO.

10. Ponu n o6s13aHHOCTHN
Ponu ynonHoMo4eHHbIX OpraHoOB rocyfapcTB-4/1IeHOB

754. YNonHOMOYEHHbIN OpraH rocygapcTaa-yneHa:

a) KOHTpONMpyeT [faHHble O CcurHamax Ha CBOeW TeppuTopuW, BKIOYas AaHHble, MOJTyYEHHbIe W3 MWHbIX
NCTOYHUKOB, YKa3aHHbIX B nyHkTax 704 - 707 HacTosawwmx NMpasun;

6) BbINONTHAET Banugauukd M WHble 3Tanbl npouenypbl 06pa60TKl/I CuUrHanoB, nNoJlyd4eHHbIX M3 OOCTYMHbIX
MCTOYHUNKOB;

B) nepegaeT curHanbl, npollelive npoueaypbl BanvaauMm U OLEHKU, B COOTBETCTBYIOLUME IKCMEepTHble
KOMMUTETbI FOCYAAPCTB-UYIIEHOB C LieNblo onpeaerneHuns LenecoobpasHocTy nocrnenyowmnx 4eAcTBUin No AanbHenweMy
N3YYEHMIO CUrHamnma Unn MUHUMU3aLMN PUCKa;



F) BbIMOJTHAET MH(bOpMI/IpOBaHVle Opyrux YnoJIHOMOYEHHbIX OpraHoB rocyaapcCTB-4iieHOB O BbIABNEHHbIX
curHanax, npouwealmnx sanngauuto, n pa3p360TaHHbIX mMepax.

qJYHKLI,VIVI M 065A3aHHOCTH Aepxartena
perncTtpaumMoHHOro ygocroeepeHuns

755. [lepxaTenb perncTpaunoHHOro yaoCToOBEpPEHUS:

a) OCYLLeCTBMSIET HeNnpepbiBHbIAN MOHUTOPUMHI 6e30MacHOCTM NEeKapCTBEHHbIX MpenapaTtoB U MHGopMUpyeT
YMOMHOMOYEHHbIE OpraHbl rOCy4apCcTB-YNEHOB O HOBOM MHAOpMaLMM, KOTOpas MOXET OKa3aTb BMMSHUE Ha YCroBUS
perncrpaumm, BKnovas aKCTpeHHble npobnemMbl o 6es3onacHocTy;

6) KOHTPONUPYET BCE MMEIOLLMECS AaHHble Y UHGPOPMaLIMI0 O cUrHanax;

B) OCYyLleCTBNSAET HenpepbiBHbIA MOHUTOPUMHI AaHHbIX coAepxawmuxcss B Gasax [aHHbIX HexenaTenbHbIX
peakuMn u Apyrmx UCTOYHUKax uHdopmauun o curHanax. OBGHapyxeHue cCurHamnoB [OIDKHO BKMYaTe B cebs mx
BanMaaumio C Y4eTOM KOMMOHEHTOB nNpeacTaBnsemMon WHdOopmMauun, B COOTBETCTBUWM C nyHkTamu 720 - 722
HacToawmx MNpaswun;

F) BbIMOJIHAET Banungauuto BCEX O6H3py>KeHHbIX CUrHanoB U cooblaeT O HUX B YNOJIHOMOY€HHbIE OpraHbl
rocyaapcCTB-4J1€HOB;

4) yBeOOMMSiET YNOSIHOMOYEHHbIE OpraHbl rocy4apCTB-UYIEHOB B ClyyYae BbISBIIEHUS 3KCTPEHHOW Npobnemsl no
6e30nacHOCTU B pe3ynbTaTe OCYLECTBNEHUS OEATENBHOCTM N0 OBHAPY>KEHUIO CUTHANOB B COOTBETCTBUM C MyHKTaAMMU
756 - 757 HacTosAwwmx Npasun;

e) coTpyaHM4aeT C YNoJIHOMOYEHHbIMW OpraHamMum rocyaapcCrtB-4JiEHOB B paMKax BbINMOJIHEHUA npouenypbl
OLEHKM curHarnioBs nytem npeacrtaBjieHna no 3anpocy OONOSTHUTENBHOMN VIHd)OpMaU,VIVI;

)K) obecneunBaeT Hanu4une ayaOuTOpPCKOro cneda no BceM npouenypam BbiABNEHUA CUrHana,

3) obecneynBaeT COOTBETCTBUE VIH(*)OpMaU,I/IVI O NNeKkapCTBeHHOM npenapate CoBpeMEHHOMY YPOBHIO Hay4HbIX
3HaHWN, BKMOYas pe3ynbTaTbl OLEHKU HOBOW MHd)OpMaU,VIVI o0 6Ge3onacHoCTW, BbIMNOSIHEHHOMN YNOJTHOMOYEHHbIMU
OopraHamu rocygapcCrtB-4J1eHOB.

11. AKCTpeHHble NpobnemMbl No 6e3onacHOCTU

756. B cnyyae nonyveHus mHGOpMaLMM O NEeKapCTBEHHOM npenaparte, KOTopas COOTBETCTBYET KPUTEPUSM
9KCTpPeHHOM npobrnembl no 6Ge3onacHOCTW, AepxXaTenb pPerncTpauMoHHOro  ygocToBepeHus obecneuvnBaeT
WHOpPMUPOBaHME YMNOSTHOMOYEHHbBIX OPraHOB [OCYAapCTB-YNEHOB, Ha TEeppUTOPUAX KOTOPbIX 3apernctpupoBaH
OaHHbIN NeKkapCcTBeHHbIM npenapaT, B NMMCbMEHHOM BUAE WNKU MO 3MNeKTPOHHOW noyte. MHdopmaumsa OTHOCUTENbHO
9KCTPEHHON NpobnemMbl No Ge3onacHOCTU NpeacTaBnsieTCa B MUHMMAanbHO BO3MOXHbLIA CPOK, HO HE MO34HEee YeM B
TeuyeHne 3 paboumx OHen nocne TOro, kak ObINO YCTAHOBMEHO, YTO BanMAVPOBAHHLIA CUrHam wunu npobnema no
6Ge3onacHOCT COOTBETCTBYIOT OMpeAeneHn0 IKCTPEHHON nNpobrembl 6e3onacHocTu. TpeboBaHue O NpeacTaBneHun
NHGOPMaLIMM OTHOCUTENBHO BbISIBIEHHOW 3KCTPEHHOM NpobnemMbl no 6e30MacHOCTU ABMAETCS AOMOSHUTENBHBLIM K
TpeboBaHWO O HE3aMEeANUTENBHOM PENOPTUPOBAHNM MHOUBUAYANbHBLIX COOOLLEHMI O HEXeNaTenbHbIX peakuusax s
cryyaes, Korga Takasi npobrnemMa cBsizaHa C €AMHUYHbBIM CllydYaem No4o3peBaeMon HexenaTenbHON peakunm.

757. [Mpu yBegomneHun o6 3IKCTPeHHOW npoGneme GesonacHOCTM AepkaTenio  PerncTpaluoHHOro
yOOCTOBEPEHMs crieqyeT BKIOYUTL B NPeACcTaBnsaeMyo MHgopMaLmio onnucaHue npobnemsl, cBeaeHns 06 NCTOYHUKE
MHbopMaumMK, MOBbLIX MNAHUPYEMbIX UINU MPUHATLIX Mepax C YyKa3aHWeM CPOKOB BbINOMHEHUs, a Takke nobyo
[OCTYMNHYIO [OOKYMEHTaLMio, Kacalollylocs AaHHoi npobnembl no GesonacHocTu. [epkaTtenb perucTpaunmoHHOro
yooctoBepeHusi obecneuymBaeT npeAcTaBrieHne noGoi  OONONMHWUTENbHOW WMHpopMauunm no npobrneme no
6e30nNacHOCTU B YNOSTHOMOYEHHbIE OpraHbl rocy4apcTB-4IeHoB, Kak TONMbKO OHa CTAaHOBUTCS AOCTYMHOWA.

758. Mo cakTy nonyyeHuss yBegomrneHuss o0 SKCTPeHHoW npobneme no 6e30MacHOCTM YMOFTHOMOYEHHbIM
OpraHom rocygapcTBa-yfnieHa BbINOSHAETCS He3aMennuTerbHas OLEHKA CTENMEeHU CPOYHOCTU U MOTEHLManbHOro
BO30ENCTBUSA Takol NpobreMbl, a Takke onpeaensTca nocnenylLlme AeNCcTBUS U BO3MOXHbIE PErYNSTOPHbIE MEPbI
B OTHOLUEHWM BbISIBNIEHHON npobnembl. B cnyvae onpegeneHus COOTBETCTBUA SKCTPEHHOW nNpo6nembl Mo
6e3onacHoOCTM KpUTepUsM  WHLUMOEHTa YMNOSIHOMOYEHHBIM OpraHoM rocyAapcTBa-yfieHa MOryT  BbIMOMHATHCS



OOMNONHUTENbHbIE KOHCYMNbTaUMK C NPUBREYEHNEM COOTBETCTBYHIOLLUMX KOMMNETEHTHbLIX OpraHn3auuin ¢ Lienbio OLEHKN 1
NPUHATMSA Hagnexawmx mep no npegoTBpalleHnio Cepbe3HOro BIMAHMSA Ha ObLLEeCTBEHHOE 300pOBbe (340pOBbE
HaceneHus).

NHUMaeHT no nekapcTBEHHOMY rpenapaty MoOXeT OblTb CBfi3aH C KavyecTBOM, 3(MEKTUBHOCTLI WK
npobnemamu no ©OesonacHocTW, HO, Hauboree BepPOATHO, C npobrnemamm GeszonacHocTM M (MnK) KadvectBa (U,
BO3MOXHO, C MocneayowmMm aeduumtom noctasok). Heobxoammo npvHuMaTth BO BHUMaHWE, YTO CUTyaLun, KOTopble
N3HavarnbHO He OLIEHMBAIOTCS Kak Cepbe3Hble AN 340POBbs HACENEHMWsl, HO CTAHOBATCS ObLLeAOoCTYNHbIMKU nocne
OCBELLEHNs1 B CpeacTBax MaccoOBOM MHOpMaUUM WM MHbIX WMHOPMALMOHHBIX pecypcax, M MOryT MpUBECTU K
cepbe3Hoi 06EeCnoKOEHHOCTU HaceneHus B OTHOLUEHMW IeKapCTBEHHOrO npenaparta, Takke, BO3MOXHO, [OJIKHbI
pacLeHMBaTbCA Kak 4pe3Bbl4alHble cUTyaumu. AHanormyHelM obpasoM, Apyrve cuTyauuu, KOTopble MOryT okasaTb
oTpuLaTenbHOE BRUSIHAE Ha Haanexallee NpUMeHeHNe NekapCTBEHHbLIX CPEACTB (Hanpumep, cuTyaumm, npusoasLime
K NpekpaLLeHnto NpuemMa fekapCcTBEHHOMO CPeACTBa), MOryT OTHOCUTLCS K ONpeaeneHunto YpesBbl4aiHoON CUTyaunn.

MHUngeHT no NeKapCTBeHHOMY npenapaTty OTHOCUTCA K 3apermctpupoBaHHOMY B EBpa3l/Il7ICKOM 9KOHOMUYECKOM
COHo3e JiekapCTBeHHOMY npenaparty, He3aBUCUMO OT crnocoba perncrtpaunu;

759. [epxaTenb perucTtpauuoHHOro yooCTOBEpeHus OomkeH obecneuntb 3pEKTMBHOE B3aMMOAENCTBME U
COTPYAHMYECTBO C YNOMHOMOYEHHBIMW OpraHamMu rocygapcTB-YNEHOB Ha 3Tanax OUEHKM 3KCTPEHHOW npobrnembl no
6e3onacHoCTu.

760. B uensx npepoTBpalleHUss HeOOOCHOBaHHOW neperpy3kn u obecneveHuss adpdekTMBHOCTN pPaboThl
aepxaTensiM pervcTpaumoHHOro YyOOCTOBEpPEHMS crnedyeT coobliaTb TONMbKO O TakMX 3KCTPEHHbIX Mpobnemax
6©€e30MacHOCTU, TO €CTb CPOYHOCTb M CEPLE3HOCTb KOTOPbIX HE JOMYCKAlOT 3a4epPXKeK B OLLEHKE U NMPUHATUN Mep.

761. B cnyyae ecnu no pesynbTaTtaM OLEHKM IKCTPEeHHOW npobGniemMbl, Mo GesonacHocTU aepxaTtenem
PErncTpauroHHOro YA0CTOBEPEHMUS NMPUHUMAETCS PeLleHne O NPUHATUM OOHOW U3 CNeaylLWwnx Mep: BpeMeHHas unm
MOCTOSIHHasi OCTaHOBKa peanusauun 1 NpuMeHeHUs1 NekapCTBEHHOro Npenapara, 0T3blB IeKapCTBEHHOro npenapaTta ¢
pblHKa, 3anpoc Ha OT3blB PErMCTPaLMOHHOrO YAOCTOBEPEHMs UMK OTKa3 OT Nogayn 3asiBNieHns Ha noaTBepXaeHue
PErncTpaunMoHHOro  YAOCTOBEPEHUS, B  YMNOJIHOMOYEHHbIE OpraHbl rOCY4apCTB-YNIEHOB CrNeAyeT HanpaBuTb
yBEeOMITEHME O NMPUHATUM TaKUX PELLEHUI U Mep.

762. HoBas wuHdopmMaumsi o 6e30macHOCTM, CBsi3aHHasi C HECOOTBETCTBMEM JIeKapCTBEHHOro npenapara
TpeboBaHUsAM K KayecTBy MNnv NpvMeHeHueM danbcuruMpoBaHHOIO NIeKapCTBEHHOro npenapaTa, KoTopasi MOXeT
MOBNUATL Ha OLIEHKY COOTHOLLEHUsI "Monb3a - PUCK" NEeKapCTBEHHOro Mpenapata W NPUBECTU K CEpPbE3HOMY
OrpaHUYeHU0 B MOCTaBKE NIEKAPCTBEHHOroO npenapaTta, Takke He MoANnexXWT MNpeAcTaBleHWto B YNONHOMOYEHHbIe
opraHbl rocyapCTB-UNIEHOB Kak 3KCTpeHHas npobrnema no 6e3omacHOCTM U MPeACcTaBnsieTcss B COOTBETCTBUM C
TpeboBaHWUAMM 3aKkoHOAATENbCTBA OCYAAPCTB-YIIEHOB O MpEACTaBIeHNM MHMOPMAaLUMKM, Kacarollencsl OTKIOHEHWN
KayecTBa NlekapCTBEHHOro npenapaTa oT TpeboBaHWI, YCTaHOBMNEHHbIX K Ka4eCTBY 3TOr0 fleKapCTBEHHOro npenapara.

12. MOHUTOPVHI eAUHON NH(pOpPMaLMOHHOM 6a3bl
AaHHbIX MO BbIABNEHHbIM HeXenaTeNbHbIM peakuusam (AencTBusm)
Ha nekapcTBeHHble CPeAcTBa, BKIOYaKLas coooLeHus
0 Hea(h(heKTUBHOCTU NleKapCTBEHHbIX CPeACcTB

I'Iopn.qox AocTyna Kk 6a3e AaHHbIX HexenaTenbHbIX peaKuMﬁ

763. YNONMHOMOYEHHLIE opraHbl rocygapcrte-4yieHOB MUMeEKT OO0CTyn KO BCeM J3fieMeHTaM [OaHHbIX
nHanBunayanbHbIX COoOOLLEeHUN 0 HexenaTernbHbIX peakunax, KOTopble BKIMKOYEeHbl B €OUHYHO MH(bOpMaLI,I/IOHHy}O 683y
OaHHbIX MO BbIABJIEHHbIM HeEXenaTtesibHbIM peakunam (Ll,eVICTBVIFlM) Ha JeKapCTBeHHble CcpeacTBa, BKIo4atrollas
coobLeHns o HeC-)(b(beKTI/IBHOCTI/I NeKapCTBEHHbIX CpeacTB (,u,anee - 6a3a gaHHbIX HexenaTerbHbIX peaKu,Mﬁ).

764. [epxatenn perncTpaumoHHbIX YAOCTOBEPEHUN MMEKT [OCTyn 6e3 OrpaHNyYeHus KO BCEM 3NeMeHTam
OaHHBIX MHONBMAYaANbHbIX COOBLLEHMI O HEXeNaTeNbHbIX peakumsix, KOTopble ObiNn NpeacTaBneHbl AN BKOYEHNS B
6a3y [aHHbIX HeXenaTenbHbIX peakuuMi camum JepaTeneM pPerucTpaumoHHOrO yOo0CTOBEpPeHUs. B oTHowweHum
OPYrMX MHOMBUAYaNbHbBIX COOOLLEHMI O HeXemnaTemnbHbIX peakuusx, BKIYEHHbIX B 0a3y [aHHbLIX HexenaTenbHbIX
peakuui, oepXxaTensammn permcTpaLoHHbIX YA4OCTOBEPEHMIA MOXET ObITb HanpaBneH 3anpoc Af1s NoNy4YeHusa goctyna K
pacliMpeHHOMY o0ObeMy 9SMNeMEHTOB [aHHbIX WHOVBMAYyamnbHbIX COODOLLEHWUA, BKMYasi oOnMcaHue Ccrnyqaes
HexenaTenbHbIX peakuui, C MpeacTaBreHNEM MOATBEPXKAEHUS O coOnoAeHUM  KOHPMOEHUManbHOCTM 1



NCMonb30BaHMM AaHHbIX O TaKMX COOBLLEHNSAX TONBKO A1 BbINOSTHEHUS pa60T B paMKax ynpaBneHuna curHanamn.
I'Iepuo.quql-locn: MOHUTOPUHra

765. [epxatensMu perucTpaumoHHbIX YOOCTOBEPEHMIA W YNONIHOMOYEHHBIMU OpraHamu rocyaapCTB-UIEHOB
[0IKeH 6bITb 0o6ecneyeH HenpepbIBHBIN MOHUTOPUHT 6a3bl aHHBIX HEXenaTemnbHbIX peakumsax. Yactota MOHUTOPUHIa
onpefensieTcss MNponopUMOHanbHO UAEHTUULMPOBAHHBIM pUCKaM, MOTEHUManbHbIM puUckaM U HeobxoaMMocTu
Nony4YyeHns AOMNONHUTENBHON MHOpMaLIMK O NekapCTBEHHOM npenapare Unmn AeiCcTBYOLLEM BELLECTBE.

766. YacTtoTa MOHUTOPUHra AaHHbIX 6a3bl AaHHBIX HeXenaTemnbHbIX peakuUsiX MOXET U3MEHSTbCS Mo Mepe
HaKOMNMEeHUa AaHHbIX Mo npodunio 6e30nacHOCTM NEeKapCTBEHHOrO npenapata unuv OencTBYIOLEro BellecTBa C
y4eTOM CrneayroLmnx hakTopos:

a) nepvof BPEMEHU ¢ AaThbl NEPBOW perncTpauum;

©) cTeneHb BO3AENCTBMSA Ha NALMEHTOB;

B) BaXkHble NMOTEHUMANbHbIE PUCKU 1 OTCYTCTBYIOLLAA MHpopMaLms (CornacHo nnaHy ynpasneHus puckamm);
r) YactoTa npeAcTaBneHNsl Nepmoan4eckoro o6HOBNSEMOro oT4eTa no 6e3onacHocTy;

4) YMCno MHAMBUAYanbHbIX COOOLLEHMI O HexxenaTerbHbIX peakuusix, MonydeHHoe 3a AaHHbIA Nepuog;

e) Hanuune ocobbix CVITyaLJ,I/IIZ, CBA3aHHbIX C npo6nemaMM no 6esonacHocTn (Hanpmmep, nepuon nposeneHusa
KOMMNaHuu no BaKLI,VIHaLI,I/II/I).

767. [epxaTenu perncrtpaumoHHbIX YOOCTOBEPEHWI [OIKHbI OnpefenvTb COOTBETCTBYIOLLYH 4acToTy
MOHUTOPUHIa KaXZoro M3 [OEeWCTBYIOLWIMX BELLECTB WM JIeKapCTBEHHbIX MpenapaToB, B OTHOLUEHWMU KOTOPbIX
BbLINOMHATCA obs3aTtenscTBa Mo obecnevyeHuo MOHUTOpUHra. MuHuManbHasi pekomeHAyemasi NepuoauyHOCTb
MOHWUTOpUHra 6a3bl [AaHHbIX HexenaTemnbHblX peakuui coctaBnsieT 6 MecsueB. Bonee wdacTbii MOHUTOPWHF
NPOBOAMUTCS B OTHOLLUEHWUWN AENCTBYIOLMX BELLECTB, BKIMIOYEHHbBIX B CNUCOK NeKapCTBEHHbIX NpenapaToBs, Noanexaiimnx
[AOMOSNHUTENBHOMY MOHWUTOPWHTY, 3@ WCKIIOYEHWEM CIyyaeB, KOrAa eQUHCTBEHHbIM OCHOBaHMEM [Af1si BKMHOYEHUs B
nepevyeHb SBNANOCL TpeGoBaHWe O BbLINOMHEHWUM MNOCTPErMCTPALMOHHOIO  MccnedoBaHusi  HesonacHocTu
nekapcTBEHHOro npenaparta. YacToTa BbINOMHEHWS MOHWTOPUHra, BKMOYas BHOCKMMbIE W3MEHEHMWsl, a Takke ee
obocHoBaHWe nognexaT AOKYMEHTUPOBAHMIO B COOTBETCTBUM C BHYTPEHHVMMM NpoLeAypaMy opraHm3aLmu.

AHanu3 6a3bl AaHHbIX HeXenaTenbHbIX peakuunsax

768. Bbibop KoMOMHauMW nekapCcTBEHHOro npenapata W HexenaTenbHOW peakumv AN BbINOMHEHUs
nocneaywowero 063opa AaHHbIX JOMKEH ObITb OCHOBaH Ha Hay4HO 06OCHOBaHHLIX hakTopax, (Hanpumep, kKonuyecTse
Cry4yaeB, COOTBETCTBYIOLUMX 3HAYEHWAX CTaTUCTUYECKUX MoKasaTenew, AaHHbIX Mo npodwuno 6esonacHocTh
neKkapcTBEHHOro npenapaTa, KINWMHUYECKOW 3HaYMMOCTM, COMYTCTBYIOLLEM HeXenaTenbHOW peakuun COCTOSHUIO
nauneHTa, OCODEHHOCTAX MNOMyNsAuUMM W AaHHbIX MpeAwecTBylolen oueHkn). He Bce cnyyan BbISIBNEHNS
ANCMPONOPLMOHAarbHOCTM PenopTUpoBaHUa nognexar nocneayowemy usydeHnoo. OnpeaerneHHble BblSBMNEHHbIE
KOMOMHaUMM NeKkapCTBEHHOro npenapata W  HexenaTenbHOW peakuuu, ANnNA  KOTOPbIX He  YCTaHOBMeHa
AMCNPONOpUMOHanbHOCTE  pernopTUpoBaHus, TpebyloT nocredylowero M3yd4eHuss € OueHKom 6asbl  AaHHbIX
HexxenaTenbHbIX peakuui.

769. B pesynbTaTax 063opa 6asbl AaHHbIX O HeXenaTerNbHbIX peakLMsaX cogepkaTcs CBeeHUs 0 AeiCTBYIoLLeM
BellecTBe WM KOMOMHauMM [OeMCTBYIOLUMX BellecTB. HayyHas oueHka [aHHbIX [OIkHa npedycMmaTpuBath
onpeneneHne BEPOATHOCTM TOrO, YTO HAXOAALLMINCA B paboTe curHan MoXeT OblTb XapakTepeH nubo Ans Bcex, nmbo
TONMbKO ANA onpedeneHHbIX NeKkapcTBeHHbIX MNpenapatoB, coAepXalliMx AaHHoe [OeWCTBYlollee BEeLecTBO WK
KOMOMHaLUMIO [OEeUCTBYIOLWMX BellecTB. [epXaTenamy perucTpauuoHHbIX YAOCTOBEPEeHWIn Mpu aHanuse [OOSKHb
y4MTbIBaATbCA BCE WHAMBMAOYamnbHble COOOLUEHMSI O HexXenaTernbHbIX peakuusiX, CBs3aHHble C Ge30MacHOCTLIO
nekapcTBEHHOro npenapara.

770. Mpw Banuoauum curHana aHanua nHgopmaLmm, coaepxalieincs B 6ase gaHHbIX HexenaTenbHbIX peakLmi,
[OJKEeH BbIMOMHATLCA C YY4EeTOM NpelecTBYOLNX CBeAEHUA O curHane, cTeneHy OoKasaTellbHOCTM B3aMMOCBA3M
MeXay CUrHamoMm U NeKapCTBEHHbIM MpenapaTtoM W KIMHWYEeCKOM 3HauYMMOCTU. YNpaBrieHue 3anucamyu B 4acTu
MOHWUTOPUHIa 1 aHanunsa 6a3bl JaHHbIX BbINOMHAETCA B COOTBETCTBUWN C BHYTPEHHUMU NpoLieaypamMmn opraHusaumu.



Mopspok yBeAoOMIIeHUs AepKaTensiMu perMcTPpaunoHHOro
YAOCTOBEpEeHUs1 YNOJTHOMOYEHHbIX OPraHOB rocyAapCTB-4/IEHOB
O CUrHanax, BbISIBJIEeHHbIX HA OCHOBaHMM MOHUTOPUHra 6asbl
OaHHbIX HeXernartesibHbIX peakuuax

771. B cny4yae BbidBNEeHnA npn BbIMNONIHEHUN MOHUTOPUHIA 6asbl JaHHbIX HeXenaTenbHbIX peakumnax HOBOro
CurHana pgepxarenemMm permctpaumoHHOro yaoctoBepeHuna OormnkHa ObITb BbINOSIHEHA BanvaauMs AaHHOIoO curHana u
nocneayrwotilee VIH(bOpMVIpOBaHVIe YNOJTHOMOYEHHbIX OpraHoOB rocyaapctB-4J1EHOB.

772. Bannpauusi curHana QOfbkHa BKNoYaTb B cebdA TwartenbHbld aHanu3 gepxarteniem perMcrpauuoHHOro
yOOCTOBEpPeHUs MHhopmauun, cogepxallencs B 6ase gaHHbIX O HexenaTernbHbIX peakumsix. [na BanvampoBaHHbIX
CUrHamoB aHanua cnegyeTt AOMOMHUTL OLEHKOM ApYrx AOOCTYMHbIX AaHHbIX (Hanpumep, cogepawmxcsa B 6ase
OaHHbIX [epXaTensi perucTpauuoHHOro yAOCTOBEPEHUs, CTaTbM B HAy4yHOW MEAULMHCKOW nuTepaType, OaHHbIX
KNUHUYECKUX MUccrnedoBaHuin). [epxaTenem perncrpaumMoHHOro yAOCTOBEPEHUs), MO BO3MOXHOCTW, AOSMKHA ObiTb
BbINMOJSIHEHA OLEHKa pacnpocTpaHeHusi MHGopMauunm 06 yCTaHOBNIEHHOM HOBOM PUCKE Ha OpYyrve neKkapCTBEHHble
npenapaTbl, COAepXalliMe aHanorMyHoe [AEeWCTBYKOLLEE BELLECTBO (3@ WCKIIOYEHMEM CIydaeB BbISABIIEHWUS pUCKa,
OTHOCSILLErocs K ONpeAeneHHOMY nekapCTBEHHOMY npenapaTty). B gaHHom cnydae vHgopmauuio o nekapCTBEHHOM
npenapaTte crneayeTt NPUBECTN B COOTBETCTBUE C HOBbIM BbISIBIIEHHLIM PUCKOM NMOCPEACTBOM BHECEHUSI UBMEHEHUI B
YCIOBUSI  PErMCTPaLMOHHOIO yaocToBepeHus. [epxaTento pernctpaumoHHOro yAOCTOBEPEHMSI Takke cnegyet
Yy4nTbIBaTb MHPOPMaLMIO O curHanax, nyonmkyemyo nnm HaxogsLwycs Ha PpacCMOTPEHMM YNONHOMOYEHHbIX OpraHoB
rocy4apcTB-4reHOB.

773. Ha ocHoBaHWK BbINONHEHHOW COBCTBEHHON OLIEHKN AepaTeslb PerMcTpaLMoHHOro yaoCTOBEpeHUsl BNipaBe
caoenatb crefylolme 3akiioyeHusl B OTHOLWEHUW cUrHana:

a) cuUrHan MoXeT ObITb OTHECEH K HYUCNY OTKINOHEHHbIX;
6) cuMrHan ABnNAeTCa HOBbIM PUCKOM;
B) curHan npeactaBnsgeT cobon n3amMeHeHne paHee U3BECTHOrO PUCKa;

r) ONns OUEHKM curHama HeobxoAum Mnocnemylowmnini aHanms, KOTopblA AOMMKHbI NPOBOAUTL YNOSIHOMOYEHHbIE
opraHbl.

774. 3aknoyeHre O TOM, YTO CUrHam SBMASIeTCA HOBbIM UMW U3MEHEHHBIM PUCKOM U (Unun) o HeobxoaumocTu
JanbHenwero aHanuaa, KoTopbli AOMKHbI NPOBOAUTL YNOSTHOMOYEHHbIE OpraHbl, ABNSEeTCH To4kon oTcyeTa ("gHem 0")
CPOKOB YBEAOMIIEHNSI O CUTrHArne, YKa3aHHbIX B HACTOSILLEM JOKYMEHTE.

775. YcTaHOBNEHME HOBOIrO UMM N3MEHEHHOIo pucka, KOTOprVI Tpe6yeT N3MEeHeHnA yCﬂOBMVI perncrtpauymMoHHOro
yOoCTOBEpPEHUA, ABINAETCA OCHOBaHMEM AO5d nogaydn 3adBlieHna Ha WU3MEeHeHue yCﬂOBMVI perncrtpaymnoHHOro
yOoCTOBEpPEHUA, eClin AepXxaTteslb pernctpauMoHHOro ygoCtoBepeHunsa He cHmMTaeT, YTo I'IOCJ'Ieﬂ,yPOLLI,VIIZ aHanna curHana
YNOJTHOMOYE€HHbIMW OpraHamMun ABNAETCA onpaBOaHHbIM. HOCﬂeﬂyPOLLI,I/Iﬁ aHanm3 ynosiHOMO4YeHHbIMUN OpraHamMn MoXeT
ObITb 3anpoweH B Criy4yae, ecnu BanuaumpoBaHHble CUrHalnbl Ha OCHOBaHUU BbIMONTHEHHON aepxartenem
perncTpaunoHHOro yaoctoBepeHuAa OUEeHKM He MOryT ObITb HU OMNnpoOBEprHyThbl, HX NOATBEPXAEHbl KaK HOBble WA
M3MEHEHHbIE PUCKW.

776. NHpopMupoBaHMe O curHanax, Tpebylwux BbIMOMHEHUSA AarbHENLEero aHanmsa YnoNHOMOYEHHbIMU
OopraHamu, MOXeT OCYLIECTBNATbLCS TOMbKO B paMKax nepmoamyeckoro OOHOBISiEeMOro oTyeTa no ©6e3onacHocTu B
cny4vae, ecrnv BbIMOMHAKTCSA YCNOBUA, NpegyCMOTPeHHble NyHKTamun 782 - 784 HacTodawmx MNpasun. Ecnn ykasaHHble
yCNoBusS He cobniogatTcs, AepxaTernieM PervcTpaumMoHHOrO yOOCTOBEPEHMS [OIMKHO ObiTb HanpaBrneHo B
YMOMHOMOYEHHbIE OpraHbl rocyapCTB-YNeHoB OTAeNbHOE YBeOMMEHWE O CUrHane B COOTBETCTBUM C MyHKTamun 785 -
788 HacTosAwmx MNpasun.

777. YBeAOMMeHne ynomHOMOYEHHbIX OpraHoOB rocy4apCTB-4reHOB 06 OTKIMOHEHHbIX CUrHanax ocyLecTBnseTcs
TONMbKO MOCPEACTBOM BKITIHOUEHMS JAHHOW MHGOPMaL MK B NeprMogmyeckuin obHOBNsSieMbIn oT4eT No 6e30nacHOCTy.

778. WNHdopmupoBaHMe YNONMHOMOYEHHbLIX OPraHoB rOCYAapCTB-YfIEHOB O BanuMAaMPOBaHHbIX CUrHanax,
TpebytoLwmMx HeMeaneHHoro BHMMaHusl, OCYLLECTBMSIETCA B paMKax npouenypbl yBegomneHuss o6 3KCTPEeHHOM
npobneme no 6e3onacHOCTM cornacHo nyHkTam 756 n 757 HactoAwmx Mpaswun.



13. U3ameHeHMe yCnoBUIA perncTpaLMoHHOro ya0CTOBEpPeHUs

779. [epxaTtenem perncTpaumMoHHOro yAOCTOBEPEHMSI HA OCHOBAaHUM COOBCTBEHHOW OLEHKW BbISIBIEHHOMO
curHana npu OCYLLECTBMEHUN MOHUTOPUHra 6asbl AaHHbIX HeXenaTenbHbiX peakumin MoxeT ObiTb caenaHo
3aKMYeHne OTHOCUTENbHO HEOOXOAMMOCTU BHECEHUSA U3MEHEHUA B MHOpMaUUo O NeKkapCTBEHHOM MpenapaTe u
(V) nNnaH ynpaBneHuMsl puUckamu B CBS3WM C MOMYYEHHbIMU HOBbIMM AaHHbIMW. B Takmx cnydasx pepxartento
perncTpaumMoHHOro yAoCTOBEPEHUS criefyeT nogatb B COOTBETCTBYHOLUME YNOMHOMOYEHHbIE OpraHbl 3asiBrieHWe o
BHECEHWM M3MEHEHUI B YCINOBUSA PErMCTPaLMOHHOIO yaOoCTOBEPEHMS B Hanbonee KOPOTKME CPOKM, HO HE MO3OHEE Yem
No mncteyeHMn 3 MecHAUEeB Mocre 3aBepLUEHUs] OLUEHKW CurHana, Mo pesynbTaTtam KOTOPOW CUrHam OUEHEH Kak
COOTBETCTBYOLLUIA ONPeAEneHno BaXXHOIo pucka, Nnbo B TeyeHne 6 MecsLEeB B Criydyae HexenaTernbHbIX peakuun nnm
PUCKOB, KOTOPbIE HE CHUTAOTCS BaXXHbIMU.

780. B ykasaHHbIX B nyHKkTe 779 HacToswmx [lpaBun cnyyasx oTAenbHOe yBeAOMSeHWe O curHane B
COOTBETCTBMU C NyHKTammn 785 - 788 HacToAwwmx [NpaBun He TpebyeTcs, NOCKOMbKY MpeaniaraeMble U3MEHEHUS U
COOTBETCTByWOLIAss Joka3aTernbHas 0as3a OyayT oueHMBaTbCH YMOMHOMOYEHHBIMW OpraHamu B pamkax npoueaypb
BHECEHWSI U3BMEHEHUI B YCITOBWS PErMCTPALMOHHOIO YAOCTOBEPEHMS.

781. Oepxatensam perucTpaumoHHOro yooCcToBepeHust cnegyeT cobnogate TpeboBaHusa aktoB opraHos Cotosa B
YacTU BHECEHMSI U3MEHEHWI B YCMNOBMUS PErMCTPALMOHHOINO YOOCTOBEPEHUS, @ TakKe B COOTBETCTBYHOLUUX Cry4vasx
KOOpPAMHMPOBATbL C YMOSTHOMOYEHHbIMW OpraHamMy BOMPOCHI, CBA3aHHbIE C MOATOTOBKOW 3asiBMEHUS O BHECEHWUU
N3MEHEHUN.

14. BknoyeHue curHana B nepmoguvyeckmn ooHoBnssieMbin oT4eT
no 6esonacHocTH

782. B cnyyae ecnv NepuoanM4yHoOCTb NpeacTaBeHns nepmoanyeckoro o6HoBNsiemMoro otyeta no 6esonacHocTu
B OTHOLLUEHUW AENCTBYIOLLEro BellecTBa feKapCTBEHHOro npenaparta cocTaBnseT 6 mecsueB nocrie 3aBeplleHuns
OLEHKN JepxxaTeneMm perMcTpaumoHHOro yaqoCTOBEPEHMS BbIBNIEHHOMO MO pe3ynbTaTtamM HENpPepbLIBHOTO MOHUTOPWHIA
6a3bl JaHHbLIX HeXenaTeNbHbIX peakuui CurHana, npegocTaBrieHne B YNOMHOMOYEHHbIV OpraH rocygapcrBa-yneHa
OTOENbHOro YBEAOMIIEHUS O CUrHarne B COOTBETCTBMU C nyHkTamm 785 - 788 HacToswmx MNpasun He TpebyeTcs. Ecnn
aepxaTenb perncTpaumoHHOrO yAOCTOBEPEHUS 3aBepLUMil OLIEHKY CUrHamna nocrne HacTynneHus aaTbl 3akpbiTus 6a3
AaHHbIX, MHOPMaLMA O AaHHOM CUrHane NoAnexuT BKITIYEHUIO B pasaen nepnognyeckoro obHoBNAemMoro otyeta no
6esonacHocTy "BaxHasa MHdopmaums, nonyvyeHHas nocne 3aBepLleHus NMOAroTOBKW Nepuoamyeckoro obHOBNSIEMOro
oTyeTa no H6esonacHOCTU" OOHOBPEMEHHO C NPeASIoXKEeHNEM O AarnbHenWweM ynpaBneHny CUrHanom.

783. Ha OoCHOBaHUM OLIEHKU COBOKYMHbIX AaHHbIX O 6€30MacHOCTM MU aHanmM3e COOTHOLLEeHUS "nmonb3a - puck”,
NPeAoOCTaBMEHHbIX [ANS  BKIOYEHUA B MNEepUOAMYECKUMA OOHOBMsSieMbI OT4Y4eT Mo Ge3onacHocTwn, AepXxaTtenb
PErncTpaumMoHHOrO YAOCTOBEPEHUSA OOIMDKEH cAenatbh BbiBOAbl O HEOOXOOUMOCTUM BHECEHUS U3MEHEHWUA B YCrOBUS
pPEerncTpaumoHHOro yaocToBEPEHUS U (MNK) NPUHATUSA Mep, BKoYasa Mnobble n3ameHeHns ogobpeHHon nHgopmaumm o
NEeKapCTBEHHOM nMpenapaTte B OTHOLIEHMU JEKapCTBEHHOro mnpenapaTta, And Kotoporo 6bin  npeacraBneH
nepuoanyecknin obHoBMNsIEMbIA OTYET MO 6e30MacHOCTN. JTO Takke OTHOCUMTCS K BblBOAAM, OCHOBAHHbBIM Ha OLEHKe
curHanoe o 6esonacHoCTH.

784. BHe 3aBMCMMOCTU OT UCTOYHMKA MOMyYeHWUs MHOpMauumM O curHane B nepuoguyvecknii oGHOBMSEeMbI
oT4yeT no 6e3onacHOCTM BKoYaeTcs nHpopmMaums 060 BCex BanNnMOAUPOBAHHbIX CUrHanax M SKCTPEHHbIX npobnemax
6€e30MacHOCTN, B OTHOLLUEHMM KOTOPLIX Oblfia BbIMOSTHEHA OLEHKA Ha MPOTSHXKEHUMU OTYETHOro nepuoga nvbo nocne
3aKpbITMs 6a3 AaHHbIX.

15. CneumanbHoe yBeAOMIIEHME O CUrHane

785. B cnyyae ecnu gepxartenem perncTpauMoHHOro yOOCTOBEPEHUS HAa OCHOBAaHWM BbIMOJIHEHHON OLEHKM
curHana, BbISIBIIEHHOro NMOCpPeAcTBOM MOHUTOPUHra 6asbl AaHHbLIX O HexenaTernbHbIX peakuusix, AenaeTcsa BbiBog O
HECOOTBETCTBUM [OAHHOIO CUrHamna nMnofoXeHussIM NyHkToB 779 - 784 HacTtoAwwmx [paBun M Heo6GXxoaMMOCTU
NnpoBeAeHUss MocneayloLwero aHanusa curHana YnoriHOMOYEHHbIMW opraHamy rocydapcTB-UYSIeHOB, AepXaTernto
PerncTpaumoHHOro yaoCToBepeHnsl credyeT 3anofiHUTb POpMY CreumanbHOro yBeOMIIEHUS O CurHane, OOCTYMHYIO
Ha cailTe YMNOINIHOMOYEHHOro opraHa rocydapcTBa-yfieHa M HanpaBuTb ee B afpec YNONIHOMOYEHHbIX OpraHoB
rocyOapcTB-UneHOoB, B KOTOPbIX 3aperMcTpMpoBaH COOTBETCTBYIOLLMIA NeKapCTBEHHbIN Npenapar.



786. CneunanbHoe yBedOMIIEHMe O CurHarne AOSHKHO ObiTb HanmpaBreHo B BO3MOXHO KOPOTKME CPOKM, HO He
nosgHee Yem no uctedeHnn 30 KaneHOapHbIX OHEW NOCRe TOro, Kak AepXaTtenb PerncTpaulmMoHHOro YAOoCTOBEepPEeHMUs!
3aBepLUNn OLEHKY W caenan 3aknioyeHue o HeoBGXoOMMOCTU MPOBEAeHMs aHanmsa YMNoNHOMOYEHHbIMU opraHamm
rocyaapcTB-4feHoB.

787. CneumanbHble yBeAOMIEHNS] O CUrHarne He TpebytoTcsa B Criydae, ecnv CUrHanbl BKIOYEHbI gepKaTenem
pPErncTpaumMoHHOro yAOCTOBEPEHUS B nNepuogudecknii obHoOBRsieMblt oT4yeT no ©6e3onacHoCTM WM SABNSATCA
OCHOBaHWEM A1 MHULUMMPOBAHNA NpoLeaypbl BHECEHUS U3MEHEHWI B YCNOBUA PErMCTPaLMOHHOIO yAOCTOBEPEHMUS B
COOTBETCTBMM C MONOXEHNAMMN NYHKTOB 779 - 784 HacToswwmx [Mpasun.

788. MH(bOpMaLI,VIIO O CurHanax, KotTopble Ha OCHOBaHUN BbIMOJTHEHHON OLIEHKWN ObINM OTKMOHEHBDI aepxarenamMmu
perncTtpaumMoHHOro ynocTtoBepeHud, He criegyet HanpasiiaATb B YNOJIHOMOYEHHbIe OpraHbl rocygapcrtB-4J1eHOB B
cbopme cneunarnbHbIX yBep,OMJ'IeHVIIZ O curHane, HO cBeAeHud O [OaHHbIX CUrHanax noareXat BKIHYEeHUo B
I'IepVIO,D,VI‘-IeCKVIVI 0BGHOBNSIEMBIV OTYET N0 Be30NacHOCTH.

16. MNpouecckl nocneayoLero perynupoBaHus

789. B cnyyae npuHATMSA YNONMHOMOYEHHbIM OPraHOM [OCYAapCTB-UYNIEHOB peLIeHNs O HeobxoaumocTu
OOMONHUTENbHBLIX AENCTBMIN AaHHbIN YNONMHOMOYEHHbI OpraH OLEeHMBaeT CurHam M COrnacoBblBaeT npoBedeHue
nocnegywwux AENCTBUMA B OTHOLIEHUMU PErncTpaLuoHHOTO YAOCTOBEPeHUs B npegenax CpPOKOB, COPas3MepHbIX
CTeneHn n cepbesHocTn npobnemsl No 6esonacHoCTH, NOCre Yero MoryT BbITb NPUHATHI CReayoLWwmne pPeLUeHUs:

aepxartenemMm permctpaumoHHOro yaoctoBepeHuna OOJTKHbI ObITb npencrtaBneHbl AONONTHUTENbHbIE OaHHbIe ONA
OLUEHKM B paMKax BbIMNONHAEMOM npouenypsbl;

AepxaTenb pPerncTpalMoHHOro YAOCTOBEPEHWUS! [OOIDKEH MPOBECTW [OOMOSHUTENbHYIO OLEHKY [AaHHbIX U
npeacTaBuTb pe3ynbTaTbl TAKOW OLEHKN B YCTAaHOBIIEHHbIE CPOKMY;

AepxaTerb perncTpaLnuoHHOro yaoCTOBEPEHUS OOMKEH BbINOMHUTL 0630p AOMONMHUTENbHBLIX AaHHbLIX O cUrHane
C BKITIOYEHMEM e€ero pesynbTaToB B o4yepedHol nNubo BHENnaHoBblA MepuoanyeckMin OBHOBMSIEMbI OT4YET Mo
©e3onacHocTY;

Aepxarenb perncTpaunmoHHOro yaocToBepeHusa SOIMKEH NPUBECTU NHAOPMAaLMIO O fleKapCTBEHHOM npenapare B
COOTBETCTBME C HOBOW MHOpMaL e NocpeaCcTBOM BHECEHNS] USMEHEHUI B YCITOBUSA pernctpaumu,

aepxartesnb pernctpauMoHHOro YyaocTtoBepeHUA OOJDKEeH obecneuntb (*)I/IHaHCVIpOBaHI/Ie n nposepneHune
NnocTperncTpauymMoHHOro wuccnegosaHnA B 2 COOTBETCTBMM C  COrjflacoBaHHbIM  MPOTOKOJIOM W MNMpeaoctaBuUTb
3aKn4nTernbHble pe3ynbTaTbl TAKOro UccneaoBaHuA,

aepxaTernb perncTpauuoHHOro yAOCTOBEPEHUS OOSMKEH MpeAcTaBUTb MIaH YNpaBrieHWs puckamu (C y4eToMm
HOBOW UHOpMaLnn);

Aepxateflb PerucTpaLMoHHOrO YAOCTOBEPEHNUS OOSIKEH MPUHSATb AOMOMHUTENbHBLIE Mepbl MO MWHUMU3aLum
pucka, Tpebyemble ans obecnedeHusi GesonacHoro u 3pdeKTUBHOIO NMPUMEHEHUSI NEKAPCTBEHHOro Mpenapara,
(Hanpumep, B pamkax crieuumarbHO 06pa3oBaTenbsHON NporpaMmMbl UMW NyTeM HEernocpeacTBEHHOIO MHAYOPMMPOBaHUS
crneumanucToB CUCTEMbI 30PaABOOXPaHEHNS);

peFMCTpaLlMOHHbIVI CTaTtyC noanexuT U3aMeHeHuto, nencreme perncTpaumoHHOro yaocrtoeepeHuna OOJIKHO ObITb
NPUOCTaHOBIIEHO UMK HE NPOoAJIEeHO, perncTpayMoHHOe yaocTtoBepeHne OJIKHO ObITb OTO3BaHO;

OOJKHbI ObiTb BBeOEeHbl COOYHble OrpaHn4eHnsa, cBA3aHHbIe C ©e30MacHOCTLIO;

YNONHOMOYEHHLIM OpraHaMm roCy4apCTB-YNIEHOB HeoGXxoAuMmo cobpaTb OOMONMHUTENBHYH  MHGOPMAaLMIO
(Hanpumep, NocpeacTBOM cUCTEMbl 0O6MeHa AaHHbIMU O hapMakoHaa3ope) U BbINOMHUTL AONONHUTENbHBIN aHanms
[AOCTYMNHbIX AaHHbIX;

YMONHOMOYEHHbIM ~ OpraHamM  roCy4apCTB-UfiEHOB  HeobXoAuMO  MOMy4YuTb  AOMOSHUTENbHYI  Hay4YHYIo
KOHCYNbTaLMI0 3KCNEPTHLIX KOMUTETOB;

HeobXxo4MMO BLINONHUTL BHEMNNAHOBOE WHCMNEKTnpoBaHne CUCTeMbl (baplvlaKOHa,u,aopa C uenblo noaTBepxXaeHnaA



TOro, 4YTO AepXxatellb perncrtpauMoHHOro ynocrtoBepeHus cobniogaet Tpe6OBaHI/IF| K Ccucrteme d)apmaKOHa,qsopa,
YCTaHOBJIE€HHbIE aKTaMu OpraHoB Coto3a 1 3akoHoaaTensCTBOM rocynapcCTB-4J1€HOB;

HeobXxo4MMO BKITHUUTb I'IOﬂ,O3peBEIEMbIIZ ﬂeKapCTBeHHbIVI npenapart B nepedyeHb npoaykunn, KoTtopada nognexmt
AONOJTHNTENTIbHOMY MOHUTOPUHTY;

HeobX04MMO BbINOMHUTL MHbIE AONOMNHUTENbHbIE OENCTBUS;

[AOMOMHUTENbHbIE OLEHKa MNW OeNCTBUS,, MOMUMO BbINOMHSAEMbIX B pamkax PyTMHHOrO chapmakoHagsopa, He
TpebytoTcs.

PekomeHaaumm ynonHOMOYEHHbIX OPraHoOB rocyaapCTB-4YNEHOB MO pe3ynbTaTaM OLEHKW CUrHamnoB nognexar
nyénvkauum Ha oduumanbHOM canTe YyrNonHOMOYEHHbIX OPraHOB rocy4apCTB-4NeHoB B ceTn VIHTepHerT.

17. anaBneHMe 3anncamMum B cuctemax oTcrieXxmBaHunsa npoGneM
no 6e3onacHocTn YNOJIHOMO4Y€HHbIX OpraHoB rocygapcrB-4JieHOB

790. YNONHOMOYEHHbIMM opraHamun rocygapctB-41eHOB obecneynBaeTcsi BHECEHUNE VIH(bOpMaLI,VII/I B CUCtemy
oTcnexmnBaHuda r|p06neM, CBsI3aHHbIX C 6€30MacHOCTbI0, B OTHOLLEHNN cnegyrowmnx CMrHanos:

a) curHanbl, B OTHOLLUEHUN KOTOPbIX BbIMOMNHANACL Mpouedypa Banugauuv YrnorHOMOYEHHbIM OpraHoMm
rocygapcTea-ysieHa;

6) BanMAMpoOBaHHbIE CUrHamnbl, MHOPMAaLUA O KOTOPbIX Oblfia MonyyeHa OT AepaTenein perncTpauroHHbIX
YOOCTOBEPEHMWIA;

B) 9KCTPEHHbIE NpoGnembl No 6e3onacHoOCTH.

791. VlHq)OpMaLI,VIFI O CuUrHanax B cuctemMe oTcliexnBaHnA r|po6neM no 6e3onacHocTn YNOJIHOMOY€HHbIX OpraHoB
rocyaapcCrtB-4Jy1eHOB BKIllO4aeT B cebs cneagywuine anemMeHTbl:

a) onucaHve BanuaMpOBaHHOIO CUrHana;
6) ocHOBaHWe ANs1 OTKIMOHEHMUS (A OTKIIOHEHHbIX CUTHArOoB);

B) oT4yeT 00 OLEeHKe CUrHarnoB, CPOKW BLIMOSIHEHWUS] 3TAMNOB MpoLeayp, PEKOMeHOaUMM 3KCMepTHOro KoMuTeTa
(noaTBepXOeHHbIX CUrHanoB).

18. OTKPBLITOCTb pPeLleHU yNONMHOMOYEHHbIX OpPraHoB

792. TlocypapcTBa-uneHbl OOMKHbl OCYLLECTBMSATbL KOHTPOMNb CBOEBPEMEHHOCTW AOBEAEeHUS A0 HaceneHus
BaXKHOW MHdopmaumm o npobnemax no 6e3onacHOCTU, BbISIBNIEHHbIX CUCTEMON chapMakoHaa3opa, nytem nybnvkauum
Ha caunTax YrNOfMHOMOYEHHbIX OpraHoB rocygapcrtea-yrieHa B ceTu VHTepHeT u npu nomowm ApYyrux LOCTYMHbIX
cpeacTB MHopmauuu.

X. MocTpernctTpaumoHHbIe UccrnenoBaHus 6e3onacHoOCTH
1. O6wWwume nonoxeHus

793. [locTperucTtpaumMoHHoe  uccrnegoBaHMe — ©e30nacHOCTM  JIEKApPCTBEHHOro  npenapata  MOXeT
MHNLUMNPOBATbCA, KOHTPOJSIMPOBATbCA WK CbI/IHaHCI/IDOBaTbCﬂ aepxxartenem permctpaumoHHOro yaoctoBepeHua no
cobCcTBEHHOM nMHUUynaTmnBe U B COOTBETCTBUU C 06H3aTeJ'IbCTBOM, HanaraembiM Ha Hero ynosiHoMOYeHHbIM OpraHom
rocyaapcCTB-4JiIeHOB KakK ycrioBue Bblaaydn pernctpaumMoHHOro yaoctoBepeHuna munu nocne Bblgayvn peructpaunoHHOro
YOOCTOBEPEHUS, €CNN CYLLeCTBYeT MNpeanosioKeHne O Hanu4MM PUCKOB, CBSI3@HHbIX C 3aperncTpupoBaHHbIM
nekapCTBEHHbIM NpenapaTom, TPEOYHOLMX AONOMHUTENBHOIO U3YYeHUs MyTEM NPOBEAEHMS UCCIEOO0BaHNS.

794. TlocTpernctpaumoHHOe wuccrnegoBaHue ©e30nacHOCTM MOXET NpeacTaBnsaTb COOOM  KIMHMYECKOe
nccnegoBaHue WM HEUHTEPBEHUUOHHOE uccrnegoBaHve, B TOM YMCME C UCMONb30BaHMEM [AaHHbIX pearibHOMn
KNMUHUYECKOWN MPaKTUKK.



795. TpeGOBaHMﬂ OJaHHOro pasgena npUMMeHuUMbl K  HEeUHTepBEeHUWMOHHbIM  NOCTpernctpauynoHHbIM
nccnenoBaHusM 6e30nacHoOCTH, Ha TEePpPUTOPUAX rocyaapcCTB-4rieHOB.

796. TlMocTperMcTpauMoHHOe uccriefoBaHue 6Ges3onacHOCTU BKIOYaeT B cebs uccrieqoBaHus, B Mnpolecce
KOTOPbIX COBMpaIOTCS AaHHbIe OT NaUMEHTOB M CMeuuanincToB CUCTEMbI 34PaBOOXPaHeHs], a Takke UCCeqoBaHus], B
X0[e KOTOPbIX MOBTOPHO MCNOMb3YOTCS AaHHbIE, MONYYeHHbIE paHee AJfsi APYrov Lenu U XpaHsLWmecs B MeANLMHCKNX
KapTax NauneHToB UK APYrMX AOKYMeHTax (B TOM YMcrie B ANEKTPOHHON chopme).

797. Ecnu noctperucTtpauMoHHOe uccriefoBaHne ©6e3onacHoOCTUM npeacTtaBnseT cobon  KnMHMYeckoe
nccnenosaHune, npu ero npoeeneHnn AOOJKHbl BbIMONHATECA NpefyCMOTPEeHHble aktaMum OopraHoB Coto3a
3akoHOO4aTeNMbCTBOM rocyaapCctBe-4yieHOB Tpe6OBaHI/IF| K opraHn3auun n npoeegeHuno KINMHN4YeCKnx VICCJ'IeJJ,OBaHI/IVI.

798. MaBHOW LeNbio HENHTEPBEHUMOHHOIO NMNOCTPErMCTPaUMOHHOIO nccriegoBaHuA ©e3o0nacHOCTM AOMKHO BbITb
nony4yeHne Hay4HblX AaHHbIX, KOTOPbI€ MOTYyT UMETb KITMHNYECKYI0 3HAYMMOCTb UJN ABNMATbCA BaXXHbIMU O51A 300PO0BbA
HaceneHua.

799. 3agaum nocTperncTpaunoHHOro nccrenoBaHua ©es3onacHocTu MOTYT BKINio4YaTb B cebsi:

a) KONMMYECTBEHHYIO OLEHKY MOTEHUManbHbIX UM MOAEHTUMULMPOBAHHBIX PUCKOB (Hanpumep, OLEHKY 4acToTbl
BO3HWKHOBEHUSI, OTHOCUTESIbHBLIX PUCKOB MO CPaBHEHMWIO C TakKUMU pUckaMu B MOMYMsALMKU, HE NPUMEHSBLUEA AaHHbI
neKkapCTBEHHbIN npenapaT, WM nonynsAuunM, MNPUMEHsIBLUER APYro nekapcTBEHHbI npenapat, B TOM u4ucne
OTHOCSILLUMIACA K OPYromy Kraccy IekapCTBEHHbIX NpenapatoB, a Takke u3ydeHue (DakTopoB pucka M hakTopos,
MEHSIOLLNX AeNCTBNE NEKApPCTBEHHOIO NpenapaTta);

6) OLEHKY PUCKOB J1€eKapCTBEHHOIro npenaparta, npumMmeHdaemMoro 0D,O6peHHbIMVI nokKasaHunaMKM y rpynn naumeHTos,
KOTOpble HE n3y4anuncb nnm ObINIM HEAOCTaTOYHO Mn3y4vyeHbl Ha OoperncTpaumoHHOM aTane (Hanpmmep, Yy 6epeMeHHbIX
YKEHLLMH, 0COoBbIX BO3pacCTHbIX rpynn, nauyneHToB C NoYeYvyHOM NN NEYEHOYHOM Heﬂ,OCTaTO‘-IHOCTbI-O);

B) OLEHKY pUcCka, CBA3aHHOrIo C AnnTesnbHbIM NpMMEeHeHNeM JNiekapCTBEHHOIoO npenaparta,
F) noateepXxaneHme oTCcyTCTBmA PUCKOB, CBA3aHHbLIX C MPUEMOM J1EKAPCTBEHHbIX NMpenapaTos;

) OUEHKYy CTaHOapTHOW MEAWUMHCKOM MNPaKTUKM Ha3HaAYeHUs1 JNEKapCTBEHHbIX MNpenapaToB C MOMyYeHUem
OONOMNHUTENbHBIX CBEAEHU 0 6e30NacHOCTU MEAMLIMHCKON NPOAYKLUUN N 3EKTUBHOCTN MEP MUHUMM3ALMKN pUcka
(Hanpumep, Taknx mep, Kak cbop MHOpMaLMM O NPUMEHEHMM MO MOKa3aHWAM K NMPUMEHEHUO, MPUMEHEHUN HE B
COOTBETCTBMM C OOLLEN XapaKTePUCTUKOW NEKapCTBEHHOrO npenapaTta, NPUMEHEHUW C COMNYTCTBYHOLLEN Tepanuewn,
ownbkam MNpPUMEHEHMSI B PYTUHHOW MEOMLMHCKOM MNpaKTUKEe, KOTOpble MOryT oOkKasaTb BNUAHME Ha npodunb
6e3onacHOCTW, U TaKMX Mep, Kak UCCNefoBaHWUst C LENbi NOoMyYyeHus AaHHbiX 00 oueHke BNUsiHUS npobnembl no
6e3onacHoOCTK Ha obLEeCTBEHHOE 300POBbE (300POBbLE HAcCENEHMS));

€) oueHKy 3ahPeKTUBHOCTM MEP MUHMMU3ALIMM pUCKa.

800. [OwusanH NnoCcTperncTpaunoHHOro uccrieaoBaHus 0e3onacHOCTM [OOJMKEH COOTBETCTBOBaTb Lienu
nccnenoBaHua, Npu 3ToM OTHEeCEeHUE uccnenoBaHuda K NoCTperncTtpauuoHHbIM UccneaoBaHUAM HE OrpaHU4YmMBaETCA
TUNom Bbl6paHHOFO Ou3anHa B cnyyvyae, eciim OHO YyaoBneTBOpAeT BblleyKa3aHHbIM KPpUTepuam. Hanpmmep,
cucTteMaTuyeckmm 063op Haqu0|7| MeONLMHCKON nmtepartypbl nnn MeTaaHalina MOoryT cynTaTbcA
nocTperncTpauymnoHHbIM nccneagoBaHnem Ge3onacHocTu (B 3aBMCUMOCTU OT Lenen VICCJ'IeD,OBaHVIﬂX).

801. lNpu paspaboTke NPOTOKONOB MCCNEAOBaHMN, NMPOBEOEHWMM WCCrefoBaHWA U COCTaBneHMn OT4eToB 06
nccrnegoBaHuUsIX gepXaTensmMmu perncTpauuoHHbIX yAOCTOBEPEHUN AOIMKHbI YYUTLIBATbCS COOTBETCTBYHOLLME HaYyYHbIE
pykoBoacTBa. [lpy oueHKke NPOTOKONIOB UCCReoBaHUM U OT4eTOB 06 UCCrefoBaHUSAX YNONHOMOYEHHbIM OpraHam
rocyfapCTB-UYNIeHOB Takke cCrnegyeT MpPUHMMAaTb BO BHMMaHue Takne PyKOBOACTBA M MeToAMYecKMe cTaHgapTbl B
chepe hapmakoanugemMmonoruu.

802. [1ns nocTperncTpaumoHHbIX MCCnegoBaHuin 6€30nacHOCTU, CMOHCUPYEMbIX AepXXaTeneM permcTpaLoOHHOro
yOOCTOBEPEHUST B Cryvyae ux paspaboTku, MpOBEOEeHUs M MOMHOrO MM YacTUYHOrO aHamu3a C MNpUBIEYEHNEM
nccnepoBaTernen, He ABNALWMXCA HAEMHbIMU PabOTHNKAMM OAaHHOrO AepXXaTensi PerMcTpaLMoHHOrO YO0CTOBEPEHNS,
aepxxartenb perncTpaumoHHOrO yooCTOBEPEHMUS OOJDKEH rapaHTUpoBaTb HEOOX0AMMYIO KBanmdukaumo, NogroToBky m
OnbIT UCcreaoBaTenen.



803. [doroBop, 3aknioyaembli Mexay AepxaTenem perucTpaumroHHOro yaoCTOBEPEHUs U uccrnepoBaTensimu,
OOImKeH obecneynTb BbIMOMHEHWE MPU NPOBEAEHUM UCCNEOOBaHUA PErynAaTOPHbIX 0083aTenbCTB, @ TakKe HayyYHOM
9KCNepTU3bl NonydaemMbiX OaHHbIX, COOepXaTb YCITOBUA, onpeaenatoue BbiNnofiIHEHNE MeToO0N10r'M4eCKUX CTaHaapToB
nposefeHusa ¢apmMakoaNnMaeMMONorMyeckux WuccneaoBaHMn W NpeaycMOTpeTb Creaylline acnekTbl, UMeroLlme
3Ha4vYeHune ana opraHn3auunn n nposegeHna nccrnenoBaHunA:

a) 060CcHOBaHWE, OCHOBHbIE LIENN U KpaTKOE onucaHue nnaHMpyeMbiX METOA0B UCCIeA0BaHMS;
©) npaea n 0693aHHOCTM UCcneaoBaTens u AepxaTens perncTpaumoHHOro YaoCToBEpEHNS;

B) 3a4a4M M OTBETCTBEHHOCTb CTOPOH;

r) npoueaypa nony4YyeHus cornacoBaHns NPOTOKOa UCCrenoBaHUs;

D,) npouenypsbl, obecneynBaloLne BbINOSHEHME aepxarenem permctpaunoHHOro yaoctoBepeHud 06s3aTenbCTB
no q)apmaKOHauaopy, BKITHO4ad He3amennutTernibHoe  npeacrtaBiieHne uccnegoBsatensaMm  cooblieHuin o
HeXenaTelibHbIX peakunax n Apyrmx aaHHbiX O 6esonacHocTu (ecnm I'IpVIMeHVIMO);

€) npaBa WHTENNeKTyanbHOW COOCTBEHHOCTW, BO3HMKaKLWMe B pe3ynbTaTe NpoBeAEeHMsI UCCNEeAOBaHWs, U
[OCTYN K pe3ynbTaTtam UCCrnefoBaHus;

)K) XpaHeHne n OocTtyn K Ha6opy AaHHbIX ONnA aHanM3a W CTaTUCTU4eCKMmMm nporpamMmmam, UCnosibdyemMbiM OnA
O6p860TKVI OaHHbIX, ANnsa uenemn nposeaeHnAa ayamta ninn MHCNeEKTnpoBaHNUA UCCregoBaHuA,

3) cTpaTterus MHpopMMpoBaHus 06 aTanax BbINOMHEHUS UCCNEAOBAHUS U NOArOTOBKM UTOTOBOIO OTHETA;
1) cTpaTternsi nybnukauum NpoMEeXyTOUHBIX U OKOHYaTENbHbIX PE3YNbTaToB UCCIIEA0BaHMUS.

804. HeuHTEepBEHLMOHHbIE MNOCTPErMCTPALMOHHBLIE WCCMNEAOBaHUA He [LOMKHbl MPOBOAUTBLCHA, €Cnn KX
npoBefeHne CcnocobCTBYeT MPOABWXKEHUIO JIEeKapCTBEHHOro npenapata Ha pbiHke. [JaHHoe TpeboBaHue
pacnpoCcTpaHsieTCa Ha BCE NCCNEeOOBaHUSA M Ha BCHO AEATENbHOCTb, BbIMOMHAEMYIO B paMKax MCCNeaoBaHWs, BKNoYas
Kak uccnegoBaHus, BbIMOMHAeMble paboTHMKaMK  gepxaTens pPernctpaumoHHOro  YAOCTOBEPEHUs, Tak WU
nccneaoBaHus, BbINOHAEMbIE C y4aCTUEM TPETbUX CTOPOH.

805. Onnara y4actua B UccnegoBaHnMn cneunarnmctoB CUCTEMbl 34paBOOXPaHEHUA OOJIKHa ObITb orpaHun4yeHa
KomneHcauunen BpeMeEHU N 3aTpart, HeobxoaMMbIX ANS BbINOSIHEHMS UCCNeA0BaHMS.

2. Pernctpauus uccnenoBaHus

806. HewvHTepBEHUMOHHbIE MOCTPErMCTPALMOHHbIE UMCCnenoBaHnst 6Ge30nacHOCTM, NPOBEAEHME KOTOPbIX
SIBNSAETCHA 4acTblo 0053aTENBLCTB AepXKaTensa perncTpaumoHHOro yaoCTOBEPEHUS, YCTAHOBIIEHHbIX YMOMHOMOYEHHbIM
OpraHom rocygapcTBa-ufnieHa, nognexaT permctpauumn B 9fIEKTPOHHOM peecTpe NOCTPErncTpaLmMOHHbIX NCCNEeAO0BaHNIA
rocyapcTB-4neHoB (ganee - peecTp), pasMeLLleHHOM Ha calTe COOTBETCTBYHLLEro YNONHOMOYEHHOro opraHa
rocygapctBa-uneHa B cetu WHTepHeT. [data peructpaumMm MOCTPErMCTPaUMOHHOIO WCCNeaoBaHns B peecTpe
NPUHUMAETCA 3a KOHTPOMbHYK [aTy B OTHOLEHWM MNPEeACTaBfIEHUSA OKOHYaTEeNbHOrO OT4YeTa Mo pesynbTaTam
nuccrnegoBaHus.

807. B uensx obecneyeHns MpO3payHOCTM B OTHOLIEHMM BCEX BbIMNOMHAEMbIX HEWHTEPBEHLMOHHbBIX
nccrnenoBaHun, a Takke obmeHa OaHHbIMM O (hapMakoHa430pe MEeXAy YMNONTHOMOYEHHLIMW OpraHamu rocyaapcrs-
UIIEHOB U AepXXaTensaMn permcTpaumoHHbIX YOOCTOBEPEHUN AepXaTensaM perncTpaumoHHbIX YOOCTOBEPEHNI crneayeT
obecneuntb BHECEHUE B PEECTpP CBeAeHWM 060 BCEX HEUHTEPBEHLMOHHBLIX MOCTPErnCTPaLMOHHbIX MCCNesoBaHMAX
0©€e30MacHOCTH, BbLIMOMHAEMbIX Ha TEppPUTOPUSX TFOCYAApPCTB-YNIEHOB M MNPEAYyCMOTPEHHbIX COrMacoBaHHbIMU C
YNONTHOMOYEHHbIM OpraHamMu rocyapcTB-4YIIeHOB NnaHaMu yrnpaBneHus puckamm nmbo npoBogumMblie N0 COOCTBEHHON
NHULMaTMBE.

808. HenHTepBEHLMNOHHbBIE MOCTPErMcTpaLUnoOHHbIE UCCeA0BaHWS NoAnexaT perucTpauumn B peectpe 4o Havana
npoBefeHus uccnenosaHusi, NMMbo B 6Gonee paHHUA CPOK (Hanpumep, B criyyae ecnv cbop AaHHbIX B paMKax
NCCnefoBaHWs, COrMacoBaHHOMO B MiiaHe ynpaereHus puckamu, 6bin Havat). MNpoTokon MccnenoBaHWs MOANEXUT
BKITIOYEHMNIO B peecTp A0 Hadvamna cbopa AaHHbix 06 mccneposaHuy nubo B 6onee paHHMi cpok. NHopmaums o
CylwleCTBEHHbIX U3MEHEHUAX NMPOTOKOJ1a nccrnenoBaHma, ot4yeTbl O Xo4e BbINOJIHEHNA UCCeaOoBaHNA U WUTOrOBbIN OTYET



nuccnepoBaHUsa noanexaT BKHOYEHUIO B peecTp B CPOK He no3gHee 14 kaneHaapHbIX OAHEW C AaThl 3aBeplUeHus
NOArOTOBKM AaHHbIX [AOKYMeHTOB. WHdopmauusa no wuccnefoBaHUO nNpeacTaBnaeTcd Ha pPYCCKOM  sA3blke
(NnpeanoytuTenbHO). B cnyyae ecnv nNpoOTOKOMN MCCNeAOBaHUA COCTaBiEH Ha aHrMMNCKOM A3blke, AepKaTenem
pPeErncTpaumMoHHOro YOOCTOBEPEHUsI BbIMOMHAETCA NepeBo HasBaHUA UCCrefoBaHWs, pestloMe npoTokona
nccneaoBaHus 1 pestoMe UTOroBOro OT4YeTa UCCNefoBaHNs Ha PYCCKUN A3bIK.

809. B cnyuyae ecnu npegBapvTensHoe onybnukoBaHMe NPOTOKONa MOXET HebraronpusitTHO OTpasuTbCs Ha
OOCTOBEPHOCTU UCCregoBaHuUs (Hanpumep, B OTHOLLEHMU UCCIEeA0BaHUN C NEPBUYHBIM COOPOM AaHHbIX, 419 KOTOPbIX
npeaBapuTenbHOE HanMune MHgopMauum OTHOCUTENBHO Lener MccneoBaHus MOXET MpUMBECTU K ownbkam) mnum
3aluTe MHTENneKTyanbHbIX NpaB, AOMyCcKaeTCa npeacTaBneHne Takoro NpoToKona UM ero pefakuus gepxarenem
perncTpaumoHHOro YAOCTOBEPEHUS HEMOCPEeACTBEHHO B peecTp [0 Hadana cbopa faHHbiX. [aHHas peaakuums
npoTokona gomkHa 6biTb 060CHOBaHHOM M coaepXXaTb MMHMMAarnNeHO He06XoAMMbI 00beM MHOpMaLMK, B TOM Yucne
B Crnyyasdx pefaktupoBaHuA. TUTYMbHbIA NUCT MNPOTOKONa AOMKEeH BKMYaTb OTMETKY C yKasaHueM pefakuuu
npotokona. B paHHOM cnyyae go Havana cbopa AaHHbIX MOMHbIA MPOTOKON MCCnegoBaHWs npeactaBnsieTcs
aepxxaTenem perMcTpaumoHHOro yaoCcTOBEPEHMS NO 3anpocy YNONHOMOYEHHOrO opraHa rocygapcrBa-yneHa. [NonHbin
NMPOTOKON MCCMeAoBaHWs NOANEXUT pa3MELLEHU0 B peecTpe B CPOK He nosgHee 14 kaneHgapHblX AHEW ¢ gathl
OKOHYaHus cbopa gaHHbIX.

3. NMpoTokon nccnegoBaHusA

810. HemHTepBEHLMOHHbIE NOCTPErNCTPALIMOHHBbIE NCCNEeAoBaHUSA ©6e30NacHOCTU, BbIMOMHAEMbIE AepXKaTensamm
PErnCcTpauUmMOHHbIX YAOCTOBEPEHUN BO BCEX Cry4vasix (kak B COOTBETCTBUM C 00A3aTensCTBamMu, HanOXeHHbIMU
YMOMHOMOYEHHBIMW OpraHamu, Tak 1 No COGCTBEHHOW MHULMATUBE), OOIMKHbI MPOBOAUTBECS B COOTBETCTBUM C HAYYHO
0DOOCHOBaHHBIM MPOTOKOMNOM MCCMeaoBaHus, pas3paboTaHHbIM NuuamMu C COOTBETCTBYOLLEN KBanudukauven wu
OnbITOM.

811. lpu npoBedeHUN MNOCTPErMCTPaLMOHHBIX MCCredoBaHU ©0e30nacHOCTU MO COOCTBEHHOW MHMUMATUBE
JepXxartento perMcTpauMoHHOro yAOCTOBEpPEeHUs crnegyeT [[o0 Havana cbopa [JdaHHbIX nepedatb  MPOTOKON
nccneaoBaHusa B YNOSIHOMOYEHHbIN OpraH rocyfapcTBa-yreHa, Ha TeppuTopum KOTOPOro nnaHupyeTcs npoBedeHue
nccnegoBaHus.

812. MNpn npoBefeHWM NOCTPErMCTPALMOHHBLIX UCCrefoBaHWM 6e30nacHOCTH, MHULMMPOBAHHLIX AepxaTtenem
PErncTpaumMoHHOro yAOCTOBEPEHUS B COOTBETCTBUM C 06A3aTE€NbCTBOM, HANOXEHHBLIM YMNOMHOMOYEHHBIM OpraHoM
rocygapcTBa-uneHa, Aepxarternb perMcTpauMoHHOro yAOCTOBEPEHNS AOMKeH 0 Havana cbopa gaHHbIX obecneuunTtb
npeacTaeneHve MHdopmauum o6 uMccnefoBaHUK, BKIOYas NMPOEKT MPOTOKONa UCCefoBaHWs, B YNONHOMOYEHHbI
opraH rocyaapcrBa-ufnieHa, KoTopbiM ObilnyM HamnoxeHbl 06s3aTenbCTBa MO NPOBEAEHWUIO MOCTPErncTpaLUOHHbIX
nccnegoBaHuin 6e3onacHoctu. B cnyyae npoBefeHUsi NMOCTPErMCTPaUMOHHBIX UCCnefoBaHuii 6e3onacHOCTM Ha
TEPPUTOPUAX APYIMX rOCYAapCTB-4YNEHOB criegyeT obecneynTb MHPOPMUPOBAHME YMOMHOMOYEHHBIX OPraHOB 3TUX
roCcyLapCTB-4IIEHOB O NPOBEAEHMUN TaKMX C NpeacTaBieHNeM NPOTOKOMNa UCCNeAoBaHNS.

813. B uensax BbINONHEHUSA gepXaTenem perncTpaLmoHHOro yaqocToBepeHus 06s13aTenbCTB MO OCYLLECTBIIEHMIO
OeATenbHOCTH, CBA3aHHON ¢ (hapMakoHaA30pOM, YNONTHOMOYEHHOE NULO No hapmakoHaa3opy, NMbo n1uo, KOTOPoOMY
OenermpoBaHbl COOTBETCTBYHOLUME MOJSTHOMOYUS, AOMMKHO ObiTb 3a4eMCTBOBAHO B PAaCCMOTPEHUN W YTBEPXOEHWU
NMPOTOKOJIOB MCCMEAOBaHWI, BbINOMHAEMbIX AepXaTeneM perncrpauumoHHOro yAOCTOBEPEHUSA, B COOTBETCTBUM C
06sa3aTenbCTBaMm, HaNOXEHHBIMWU YMONTHOMOYEHHLIMU OpraHaMu, Mo COrfacoBaHHOMY MfaHy ynpaBrieHUs pUckamm
nnbo nNo cobCTBEHHOM NMHMUMaTMBE. KOHTaKTHOE NMLO0 MO OCYLLECTBNEHMIO dapMakoHaa3opa Ha ypoBHE rocygapcTBa-
ynieHa JOJMKHO ObiTb Takke MPOMHOPMMPOBAHO O MOOOM MOCTPErncTpauMoHHOM uccrnegoBaHun 6e3onacHocTw,
NpPOBOAMMOM  IMOO  CMOHCUPYEMBIM  OEpXaTereM  pPerucTpauuMoOHHOrO  YAOCTOBEPEHUA Ha  TeppuUTopum
COOTBETCTBYIOLLEr0 rocygapcTBa-yneHa, 1 UMeTb JOCTYN K MPOTOKONY MCCNeaoBaHus.

dJopmaT n cogepxaHuve npoTokKona nccnepoBaHumn

814. TlpoTokon MOCTPErucTPaLMoOHHOrO WUccrneaoBaHUs  ©6e30nacHOCTW,  BLIMOMHAEMOro  AepxaTenem
PerncTpaumMoHHOro YaoCTOBEPEHUSI B COOTBETCTBUM C 0653aTENbCTBOM, YCTAHOBIEHHBLIM YNONMHOMOYEHHBIM OpPraHoM
Mo COrnacoBaHHOMY MraHy YnpaBfieHus puckamu, NGO Mo COBGCTBEHHOM MWHMUMATMBE, [OIKEeH codepxaTb
creayowve pasaensi:

a) HauMeHoBaHMEe MOCTPErMCTPALMOHHOIO  UccnefoBaHWst Ge3onacHocTM  (MOMHOE U COKpalleHHoe
(abbpeBnaTypa) HaumeHoBaHMe, BKIOYaKOLWee 0O eynoTpebuTensHyldo TEPMUHONOIUIO, Onpefensiwllee Ou3anH



nceneanoBaHna u MCCJ'Ie,EI,yeMbIVI J'IeKapCTBeHHI:IVI npenapart, ,El,eIZCTByI'OLLI,ee BeWeCcTBO uUnu rpynny wuccnengyemoro
NekapCTBeHHOro npenaparta, cogepaline noasarofnioBoK C ykKas3aHMeM pefakuun m gatbl nocnegHen penakunn.
Mocne perncTtpaumm npoToKOMa uccnenoBaHnda B peecTpe nocneaywuime BepCUM OOJSIKHblI codepXaTb HOMep
nocTperncTpaumMoHHOro nccrnenosaHna ©e3onacHOCTM B COOTBETCTBUM C peeCTpOM);

6) OepxaTenb PerucTpauMoHHOrO YOOCTOBEPEHUsI (HAMMEHOBaHME U MECTO HaxoXOeHus (agpec) gepxatens
PerncTpauroHHOro yaoCTOBEPEHMS);

B) OTBETCTBEHHbIE CTOPOHbI (MMEHa, OOMKHOCTU, KBanudukauus, mecta paboTsl (agpeca) u ceegeHus 060 Bcex
OTBETCTBEHHbLIX CTOPOHAXx, BKMOYasi OCHOBHOIO aBTopa MpPOTOKOMa, rNaBHbIX WUccnegoBaTernein, uccrnegosartenei-
KOOPANHATOPOB AN KaX4Oro rocyfapcTBa-yneHa U UCCrnefoBaTenbCKkMX LLEHTPOB, B KOTOPLIX AOMMKHO NPOBOAUTLCS
nccnegoBaHWe, a Takke WHas WMHgopmauusi, UMetowasl OTHOLeHME K nnowadkam, Ha KOTOpbIX MNpOBOAUTCS
nccnegosaHve. lepeyeHb BCex BOBMEYEHHbIX B WCCNEAOBaHWE YYPEXAEHWA W uccnepoBaTenen OomkeH OblTb
OOCTYMEH MO 3anpocy YNOMHOMOYEHHbLIX OPraHoOB roCy4apCTB-4YNEHOB);

r) KpaTkoe onucaHue (oTAensHOe pe3toMe NPOTOoKoMa UCCNefoBaHus), BKIoYatoLee crneayiolime nogpasgerns:

HanmveHoBaHne wuccnenoBaHnda (C ﬂO,EI,3aFOJ'IOBKaMVI), C YyKadaHunem pepakumm n pgatbl MPOTOKOJ1a, a TaKxe
d)aMI/IJ'IVII/I, MMEHN N OT4HeCTBa (ﬂpl/l HaﬂVILlI/IM) aBTopa npoTOoKoa, cBefeHMn 06 OCHOBHOM MecTe pa60TbI aBTopa
npoToKoNna,

o6ocHOBaHVe 1 NpeanockInky NPoBeaeHNs UCCrnefoBaHNs;

uenb 1 3aa4n UccrneaoBaHus;

Au3anH uccnegoBaHus;

nuccnegyemMas nonynsiuns;

MOHUTOPUPYEMbIE NoKasaTenu;

WCTOYHUKMN JaHHBbIX;

pasmep uccrefoBaHust (06bemM BbIBOPKM);

aHanua gaHHbIX;

OCHOBHbI€ 3Tarnbl UCCNeaoBaHUS;

4) U3MeHeHus1 n OBHoBreHns (MHdopMauMs O CyLLEeCTBEHHOM M3MEHEHMM NPOTOKOMa MCcnedoBaHus nocrie
Hayana cbopa AaHHbIX, BkNtovas obocHOBaHME U AaTy Kak4oro M3MeHeHUsl, a Takke CChINKYy Ha pasgen npoTokona, B

KOTOPbIN BHECEHO U3MEHEHME);

e) OCHOBHbI€ 3Tanbl (ﬂ,aHHbIe B TabnunyHon cbopme) C niaHnpyemMmbiMn OatamMun BbINOJIHEHUA OCHOBHbLIX 3TanoB
nccneanoBaHua M npenocTtaBiieHna OT4HEeTOB!:

Hayvano cbopa AaHHbIX;
OKOHYaHue cbopa faHHbIX;
OTYETbI 0 XO/€ BbINONHEHUSI UCCNEAOBAHUS;

NPOMEXYTOYHbIE OTYETHI O pe3ynbTaTax UccrneaoBaHus (ecnv NPUMEHNMO) B COOTBETCTBUM C 3TanaMu aHanusa
OaHHbIX;

WTOroBbIN OTHET O pes3ynbTatax nccnenoBaHuA.
Takke OOMKHbI ObITb npeacrtaeneHbl AaHHbIe Mo nodbLIM OPYrMM BaXXHbIM 3Tanam npoBeaeHna nccrnenoBaHua,

X) obocHoBaHVe W NpeanochlikK NposBedeHnst (onucaHne npoGnembl (npobnem) no GesonacHoCcTH, Npoduns
6e30nacHOCTX UM Mep MO YNpaBreHWo pUCKamu, KOTopble CTanu OCHOBaHMeM ANs NPOoBedEeHUs UccrieqoBaHus, a



TaKkKe KPUTUYECKMI aHanmn3 BCEX OOCTYMHbIX ONyONMKOBaHHLIX U HEONMYOMNMKOBaAHHbLIX AAHHbIX, COO4EPXKalnX OLEHKY
COOTBETCTBYHOLLEN MHPOpMaunM o 6€30NacHOCTM UMK yka3aHue HedoCTalolWmMX 3HaHWI B obnacty 6e3onacHocTu, Ha
nony4YeHne KOTOpbIX HanpaBneHo uccrnegoBaHue. O630p MOXET BKM4YaTb B cebs pesynbTaTbl COOTBETCTBYHOLUMX
3KCMEPVMEHTOB Ha XMBOTHbIX, KIUHWYECKMX WCCIELOBaHWMIN, CTAaTUCTUYECKME MOMYMAUNOHHbIE AAHHble U [aHHble
npegbiaywmx anugemuornormdyecknx muccnegosaHunii. O63op [OMKEH copepXaTb CChINMKUM Ha pe3yrnbTaTbl CXOXMX
nccnegoBaHnii M MHAOPMAaLUMIO O 3HAYMMOCTU JaHHOIMo UCCNedoBaHUs B 3HaHWUA No 6e30nacHOCTU NEeKapCTBEHHOIO
npenapara);

3) uenb 1 3agaum uccnegoBaHus (Uenb MccneaoBaHusl, o6bACHALW AN, KakuMm obpasom uccnegosaHve dyaet
cnocobCTBOBaTL PELLUEHMIO BOMPOCA, KOTOPLIA MPUBEN K €ro MHMUMMPOBAHWMIO, a Takke 3agayvuM MccrneaoBaHus,
BKItOYas ntobble npegBapuTernibHblie rmnoTe3bl 1 OCHOBHblE Te€3UCbl, ONUCbiBakOLlne cBeaeHuna unm Mchopmau,vno,
KOTOpble OO0JTXHbl ObITb nony4eHbl B pe3yrnbTaTte npoBeaeHunsa I/ICCJ'IeLI,OBaHVIFl);

1) onucaHne METOAOB UCCNEOOBaHUS, BKIOYas:
An3ariH nccnegoBaHus (onvcaHve gusanHa nccnegoBaHusa n 0bocHoBaHue ero Bolbopa);

yCrnoBusi NpPoOBEAEHUsI UccrneaoBaHus (MONynsiuust UccnenoBaHusl, onpeaensiemMas B Kateropusix nuu, Mecra,
nepuoga BpPeMEHM U KpUTepueB BbIOOPKW, BKMNo4Yasi 0GOCHOBaHWE BCEX MPUMEHSIEMbIX KPUTEPUEB BKITHOYEHUS U
HeBkroyeHus. Ecnv nposoautcs nobas BbiIGopka M3 LieneBor nonynsaumMm, Heobxoaumbl HanMumMe onncaHus Leneson
nonynsuMM 1 NoApoBHOCTU OTHOCUTENBbHO MeTOAOoB BbIOOpPKW. Ecnv AusaiiH vuccnegoBaHus npenctaensieT cobon
cuctemaTMyeckuin ob63op MM MeTaaHanus, HeobxoAMMo OObSACHEHWEe KpuTepueB BbiGopa UM MPUFOAHOCTU
nccrnegoBaHus).

K) nepeMeHHble (MCXOAbl, BO3AENCTBUS U ApYrue nepemMeHHble, B TOM Yucne namepsieMmble hakTtopbl pyUcka C
XapaKkTepUCTMKON KaxOoro B OTAEMNbHOCTW, NOTeHuManbHble akTopbl, MCKaxawwue pesynbTaTbl, U aKkTopbl,
moanduumpyowme acpdekT, onepaLmoHHble onpeaeneHus);

1) UCTOYHMKM AaHHbIX (CTpaTerns u UCTOYHMKN AAaHHbLIX ANS onpeaeneHns BO3AeNCcTBMIN, UCXOO0B U BCEX APYInX
nepemMeHHbIX, 3Ha4YMMbIX NS uenen uccrnefoBaHusd, Takux Kak noTeHuunanbHble (akTopbl, NCKaXKalLlme pesynbTaThl,
n dakTopsbl, Mognduumpytowme adpdekt. MNpn ncnonb3oBaHNy BanMaupoBaHHbLIX NCTOYHUKOB AaHHbIX, MHCTPYMEHTOB
N nM3mepeHun Heobxogmmo onucaHue meToda Banvpgauun. Ecrnv metogbl nonyvyeHus OaHHbIX UM UHCTPYMEHTOB
npoxogaT MCNbITaHWs B XO4e MWUIOTHOIO MCCredoBaHus, HeobxodAumo npeacTaBfieHMe MnaHOB MpPOBEAEeHUS
NUNOTHOro nccnegosaHus. Heobxognmo npeacTtaBuTb ONMCaHMe BCeX 3a4eMCTBOBAHHbLIX KOMUTETOB 3JKCMEPTOB U
npoueayp OueHKW, KoTopble OyayT wcnonb3oBaHbl ANA Banugauuu guarHosoB. B cnyyae wucnonb3oBaHus B
NCCNefoBaHWM TaKOrO WMCTOYHMKA OaHHbIX, KaK 3f1eKTPOHHble MeOMUMHCKME KapTbl, HeobXxoauMo ykasaHue nobomn
nHdopmaLumu, KkacaroLlencs BanMaHoOCTN 3anucer u KoanpoBaHusa AaHHbIX. B cnyyae cuctemaTtnyeckoro ob3opa mnm
MeTaaHanusa HeobOXOOMMO HanuyMe onucaHusa cTpaTerMmM M NpoueccoB Moucka, a Takke Mbbix MeTodoB Ans
noaTBEPXKAEHMSA AaHHbIX ccregoBaTtenen);

M) ob6bem BbIGOPKM (MNaHupyembln 06beM BbIOOPKW, MAaHupyemasi TOYHOCTb pe3ynbTaToB MCCedoBaHUs U
pacyeTr o06bema BbIOOPKM, KOTOpble MOrYT MWHMManbHO oOnpeaenuTb npeaBapuTenbHO 3adaHHbI PUCK C
npegsapuTensHO 3a4aHHONW MOLLHOCTBIO);

H) ynpasrieHne gaHHbIMU (ynpaBneHMe OaHHbIMW N CTaTUCTU4YEeCKOE nNporpaMmmHoe obecneyeHue, KOTOpoe 6yp,eT
MCnosib30BaHO B XO04e UccrnenoBaHud, BK4Yaa npouenypbl c6opa, BOCCTaHOBIIEHNA N NOATOTOBKA ,El,aHHbIX);

0) aHanu3 gaHHbIX (BCe BaXkHble 3Tanbl uccrnenoBaHus (0T HeobpaboTaHHbIX AaHHbIX 4O MNOMYYEHUS UTOrOBOrO
pe3ynbTaTta), MeToabl, UCMONb3yeMble A1 KOPPEKTUPOBKN HECOOTBETCTBUI UNMU OLUMGOK, HEAOCTOBEPHbIX 3HAYEHWIA,
mMoaudukauum HeobpaboTaHHbIX AaHHbIX, KaTeropusaluy, aHanusa U nNpeacTaBreHns pesynbTaTos, npoueaypbl Ans
KOHTPOMNS WCTOYHUKOB MOrPELLHOCTEA W WX BMMSIHUSE Ha pes3ynbTaTbl, nobble cTaTUCTUYECKME MNpoLenypbl,
NPYMEHUMbIE K AaHHbIM ANs1 MOMYyYEHUs] TOYEYHOW OLEHKU U [OBEPUTENbHbIX MHTEPBANOB WM3MEPEHWUA YacToThl
BO3HWKHOBEHUS UMW B3aMMOCBSI3W M NGOro aHanuM3a YyBCTBUTENbHOCTU. [1epBUYHBLIA aHanu3 [ofkeH ObITb
O[HO3HAYHO OTAEeNeH OT NOArpPyNNoBOro aHanuaa v BTOPUYHOro aHanmaa);

M) KOHTPOIb KayecTBa (onvcaHue MexaHU3MoB 1 npoleayp Ons obecneyeHnss Ka4ecTsa M LenoCTHOCTU AaHHbIX,
BKIOYas TOYHOCTb Y YATAEMOCTb MOMYYEHHbIX AaHHbLIX U MEPBUYHON JOKYMEHTALMWN, CBEAEHUS O XPaHEHUN 3anuceit 1
apXVMBMPOBaHWUKN CTATUCTMYECKMX MpOrpamMm, OnucaHve OOCTYMHbIX AaHHbIX O Banuaauuv npouenyp Bepudukaumum
3anncen M BanMaauMM KOHEYHbIX ToYek, BKIOYalOTCA AaHHble O cepTudukauum K (Mnu) KBanudvkauum nobon
BCromMoraTesibHoi nabopaTopum Unu nccnegoBaTenbCKUX rpynn (eCnv NPUMEHUMO);



p) OrpaHuYeHusi, Kacallmecss METOAOB MUCCneaoBaHus (OrpaHMYeHusl, KacawLwmecs An3anHa uccrneaoBaHus,
WUCTOYHMKOB [JaHHbIX W aHanuTUYeckux MeToAOB, BKIoYash MpobnemMbl UCKaXKEHWUs pe3ynbTaToB, OLUMOKW,
reHepanusauuto 1 criyvyanHyto NorpeLlHoCcTb, NPOrHo3 adheKTUBHOCTM ycrnexa Mep, HamnpaBfieHHbIX HAa YMEHbLUEHNE
KonmnyecTtsa oLnBOK);

C) 3awmTta Cy6'beKTOB ncecneaoBaHuA (Mepbl 6e3onacHocTy, npuHMMaemble C UeJiblo obecneyeHunst
COOTBETCTBUA TpeGOBaHVIﬂM 3aKoHoOaTeNnbCTBa rocygapcrtBa-yiieHa B 4actu cobntogeHuns npae y4aCTHUKOB
HENHTEePBEHUMNOHHbIX MOCTPErncTpaumoHHbIX nccneaoBaHui 6630I'IaCHOCTVI);

T) ynpaBneHue AaHHbIMKU K NpeacTaBneHve MHOPMAaLMU O HexenaTenbHbIX SBMEHUSIX U HeXenaTernbHbIX
peakuuax (npouenypbl cbopa, ynpasneHus U npeacTtaBneHus cooblleHnii 06 oTaenbHbIX Criydyasx HexenaTenbHbIX
peakumin 1 nobon HoBOW MHAOPMaLUK, KOTOpas MOXET OKasaTb BIIUSIHME Ha OLIEHKY COOTHOLLEeHUs "nonb3a - puck”
nekapCcTBEHHOro npenapaTta npu NpoBeAeHNN UCCeaoBaHus);

y) nnaHbl MO pacnpocTpaHeHUK MOoJTyYeHHbIX OaHHbIX U COo06LEHNIO pe3ynbTaTtoB UCCNeaoBaHUA, BKIOYadA
nnaHbl noga4vn Tekywmnx oT4eToB, UTOrOBbIX OTHETOB U ny6n|/|Kau,vw|.

815. [na wuccnepoBaHuiA, nNpeaycMaTpyuBalOLWIMX MNEPBUYHBLIA  COOp AdaHHbIX, B CIydae WCKIoYeHus
OnpeaerneHHbIX HexenaTenbHbIX SIBNeHWn 3 obbeMa cobrpaembix AaHHbIX B MPOTOKONE UCCIeAoBaHUS gepXaTenem
PerucTpaumMoHHOro yAOCTOBEPEHUS [OOMKHO OblTb  MpuBedeHO 0OOCHOBaHME MCMONb3yeMOro B JaHHOM
NoCTpPerncTpaunuoHHoM uccrnegoBaHmm GesonacHocTM noaxoda K cbopy AaHHbIX Mo ©Ge3onacHocTW. YkasaHue
HeXxernaTenbHbIX SBMEHUA, KOTOPbIE WCKMOYalTCss U3 cobupaembiX [aHHbIX, [OOJDKHO ObiTb MpuBEeAeHO C
NCMofb30BaHMEM COOTBETCTBYHOLLEINO YPOBHSA TepmMuMHoMornyeckoro knaccugpukatopa MedDRA. Tpu ucknoveHnn
yactu uHcopmaumm no 6es3onacHoOCTM M3 uHopmaumm cobmpaemMon B pamMkax MUccrefoBaHusl, B AaHHOM pasgene
npoToKona Angd cneynanmcToB CUCTEMbI 30PAaBOOXPAHEHMS Y NALMEHTOB AOMKHbI ObITh YKa3aHbl KOHTAKTHbIE AaHHbIE
aepxatenss perucTpauuoHHOro YAOCTOBEPEHUS WM YNOMHOMOYEHHOrO oOpraHa M npegycMoTpeHbl crneuunanbHble
¢dopMbl, NpegHasHayeHHble Ans MPeAcTaBneHus UHgopMauMM O HexenaTenbHbIX peakuuax. B cnyyae, koraoa
nogo3peBaemMasl HexenaTternbHas peakuusi, KOTopas npuBena K netanbHOMY MCxody, He  nognexur
HesameanuTenbHOMY PpenopTUPOBaHMIO B OpMe WHOMBUAYaANbHOrO COOOLIEHUS O HeXenaTenbHOW peakuuw,
MHGOPMaLMA O TakoW peakuum OOSPKHA ObiTb BKMOYEHA B CMMCOK TaKMX HeXernaTemnbHbIX peakuui ¢ yKasaHuem
YPOBHSA CUCTEMHO-OPraHHOro Kracca B COOTBETCTBUM C TEPMUHOMOrMYeckum knaccudgpukatopom MedDRA u
OCHOBaHWUM ANsi UCKIMIOYEHNST JAHHOMO cryvas u3 npoueaypbl He3ameaIMTENbLHOro PpenopTUPOBaHUS.

816. [na nccnegoBaHUi, OCHOBaHHbLIX Ha cOOpe BTOPMYHbLIX OaHHbIX, B COOTBETCTBYIOLLEN 4acTu npoTokona
OOMKHO ObiTb NpMBEOEHO OMNWCaHue aHanu3upyeMblX HeXenaTerbHbIX SBAEHWA UNKU HexenaTenbHbIX peakuuin C
MCNonb30BaHNWEM COOTBETCTBYIOLLErOo YPOBHA TepMuHomnormdyeckoro knaccudpukatopa MedDRA. [Mpu nposeneHun
nccrnegoBaHUs C UCMONb30BaHMEM BTOPUYHBLIX AaHHbIX BbINOMHEHWE Npoueaypbl penopTupoBaH1s 0 NOA03peBaeMbiX
HexxenaTenbHbIX peakuusax B opMe MHAMBMAYabHbIX COOOLLEHNI O HexXenaTenbHbIX peakunsx He TpebyeTcs.

817. lpn BbLINONHEHWMM uWCCregoBaHUs C KOMOWHWPOBAHHBIM AM3aiHOM TpebOoBaHWS K MCCNegoBaHUsM,
OCHOBaHHbIM Ha cbope MepBUYHbIX [OAHHbIX, OOJDKHbI MPUMEHATHCA B OTHOLUEHUW HeXenaTemnbHbIX peakuui,
WMHbopMaunss O KOTOpPbIX MorydyeHa nocpenctsom cbopa MepBUYHBLIX AaHHbIX, a TpebOoBaHWSA K MCCNeaoBaHUSAM,
OCHOBaHHbIM Ha cbope BTOPUYHBIX AaHHbIX, AOSMKHbI MPUMEHATBCS B OTHOLLUEHUW HexXenaTenbHbIX peakuun,
MHbopMaLnst 0 KOTOPbIX NOSTyYeHa NOCPeACTBOM cbopa BTOPUYHBIX AaHHbIX.

CcbInku

818. [aHHbI pasgen MOXeT BKMoyaTb B ceGs NGy AOMOMNHUTENbHYIO MHAOPMAaLUo O crneundryeckux
acnekTax, KoTopble paHee He paccMaTpuBanuch (Hanpumep, aHkeTbl, DOPMbl PEnopTUPOBaHUS).

819. NHdopmaumsa o6 vccrnefoBaHMsIX C LIENbK OLEHKM BbIMOMTHMMOCTU MCCNenoBaHusi, NPOBELEHHbIX Ans
000CHOBaHUA pa3paboTkn npoTokona (HanpuMmep, TEeCTMpOBaHME aHKeT (OMPOCHUMKOB) NMOO NPOCTble MOACYETHI
MEOMLMHCKUX SIBIEHWA WM Ha3HadeHu no 0ase [JaHHbIX C Lenbi OnpefeneHust CTaTUCTUYECKOM TOYHOCTU
nccnegoBaHusl) OOMMKHA pasMellatbCs B COOTBETCTBYHOLIEM pasgerne MpoToKona WCCNedoBaHUS C  KpaTKUM
onucaHvem uUx MeTooB W pe3yrnbTaToB. [onHble 0TYEThl OOIMKHBI NPEACTaBNATLCA AepaTeneMm perncTpaLMoHHOro
YAOCTOBEPEHUSI MO 3anpocy YMNOJIHOMOYEHHOIO OpraHa rocygapctea-yneHa. Takue wccnefoBaHWst OOMKHbl ObiTb
MOMHOCTBIO OMNMcaHbl B MPOTOKONeE (HanpvMmep, uccrnefoBaHne no MUITOTHOW OLEHKE UCMONb3yeMOro OnpocHMKa ONns
naumneHToB).



4. KOHTpONb 32 BHECEHUEM CYLLEeCTBEHHbIX U3MEHEHUN
B NPOTOKON UccnenoBaHus

820. BHeceHMe CyWEeCTBEHHbIX M3MEHEHUN B MNPOTOKONT MCCMeAoBaHWs OOIMPKHO OCYLLEeCTBRATLCA MO Mepe
HeobxooMMOCTK B XoAe uccnenosaHus. Jliobble CylecTBEeHHbIE U3MEHEHWSI MPOTOKONA UCCrefoBaHNs nocrne Havana
nccneaoBaHus OOSMKHbI OblTb 3adPUKCUMPOBaHbI B NPOTOKONE C YKa3aHUEM OaTbl BHECEHUS U3MEHEHWI, OOIMKHA ObiTb
obecrneyeHa MpoOCNeXnBaeMoCTb BHOCUMbIX M3MeHeHUn. Ecnv BHeceHMe CyLLECTBEHHbIX W3MEHEHWA B MPOTOKOI
npuBeno K TOMYy, 4YTO uWCCrefoBaHWe Obiio NPU3HAHO MWHTEPBEHLMOHHBIM KIMHUYECKUM UCCNegoBaHMEM, B
AanbHenwem nuccrniegoBaHue NpoBOAMTCS B COOTBETCTBUM C akTamm opraHo Cotosa.

821. ns poBbpoOBOMbHO WMHULMMPOBAHHbLIX MOCTPErMCTpaLMOHHbIX UccrnegoBaHui 6e3onacHOCTVM AepXaTtenb
perncTpaumoHHOro yaoCTOBEpeHUs nepefaet MNpPOTOKON WCCNEAOBaHUA C U3MEHEHUSIMU UnuM OOHOBMEHUAMU B
YMOMHOMOYEHHbIA OpraH rocygapcTBa-ufieHa, Ha TeppuTOpuMM KOTOPOro MPOBOAUTCH  MOCTPErMcTpauuoHHoe
HeMHTepBEHLMOHHOE uccregoBaHme 6e30nacHOCTM NekapCTBEHHOro npenapaTa.

822. [ns  nocTpermcTpauMoHHbIX  UccregoBaHU  6e30MacHOCTW,  MHULUMUPOBAHHBLIX  AepXaTenem
PEerncTpaLMoHHOro y4OCTOBEPEHUSI B COOTBETCTBMM C 00A3aTeNbCTBOM, HANOXEHHbIM YMNONTHOMOYEHHbIM OpraHoM
rocygapctBa-ufieHa, [JepxaTenb pPerucTpauMoHHOrO  yOoOCTOBEepeHMsl [oMmkeH obecneuntb npeacTaBreHue
MH(bOpMaLLVIVI O BHeCeHun J'IIO6bIX CyLLLeCTBeHHbIX VI3MeHeHI/IVI B I'IpOTOKOJ'I nccrnegoBaHnAa B yI'IOJ'IHOMOLIeHHbIVI opraH
rocy,qapCTBa-qneHa, KOTOprM 6le'||/| HanoXeHbl 069|3aTeJ'IbCTBa no nposep,eHvuo I'IOCTpeFVICTpaLI,I/IOHHbIX
nccrnegoBaHuin 6e3onacHoOCcTU, 4O MOMEHTAa UX BBEAEHUS.

5. NpeactaBneHne gaHHbIX No hapmakoHan3opy B YNONMHOMOY€EHHbIE
OopraHbl rocyaapcTB-4reHOB

[aHHble, 3HaYNMble ANsl OLUEeHKU COOTHOLIEHUA "nonb3a - puck"”
NeKapCTBEHHOro npenapara

823. [epxaTtenb perucTpauMoHHOro YyAOCTOBEPEHUSA BbINOMHAET KOHTPOMb AaHHbIX, MOMYYEHHbIX Mpu
NpoBeAEeHUN UCCNeaoBaHWs, UM OLEHMBAET WX BMMSIHUE Ha COOTHOLWEHME "Momb3a - pUCK' COOTBETCTBYHOLLErO
nekapcTBeHHoro npenapara. Jllobas HoBas MHGOpMaLMS, KOTOpas MOXET NOBNUATb Ha OLEHKY COOTHOLLEHUA "nonb3a
- pycK" NekapCTBEHHOro npenaparta, HedameanuTenbHO coobLaeTcs yNonHOMOYEHHbIM OpraHaMm rocygapCTB-4reHoB,
Ha TeppuTOpUM KOTOPbIX MPOBOAUTCHA MNOCTPErncTpaunoHHoe wuccregoBaHne 6e30MacHOCTUM M 3aperucTpupoBaH
nccnegyemblin ieKapCTBEHHbIV Npenapar, B popme coobLeHnsa 06 akCTpeHHoM npobneme no 6e3onacHocTu. [laHHble,
KOTOpble MOTYT OKa3aTb BIMSHWE Ha OLIEHKY COOTHOLUEHWsI "Monb3a - pUCK" NEKApCTBEHHOro npenapara, MoryTt
BkNtoYaTb B cebsi faHHble, nonyyaemble B pe3ynbTaTe aHanusa MHgopmauum O Nodo3peBaeMbiX HeXernaTerbHbIX
peakumsix, Unn pesynbTaTbl MPOMEXYTOYHOrO aHanmM3a o600LEHHbIX AaHHbIX MO 6e30nacHoOCTy.

824. lMNpeactaBneHne nHopMaumn O pesynbTatax MCCNeaoBaHWN B paMKax nepvoguveckoro obHOBNSEMoro
oTyeTa no 6e30MacHOCTU M B OBOHOBMEHUSIX NIiaHa YnNpaBfeHWs puckamun (ecnvm MPUMMEHWMO) OCYLLEeCTBAeTCA
He3aBMCMMO OT npoueayp MHAPOPMUPOBaHUS, YkadaHHbIX B NyHkTe 823 MNpasun.

HexenaTenbHble peakuuu U HexxenaTterbHble sIBIIeHUs!, noanexaime
CPO4YHOMY NMpeAcTaBIeHUIO

825. MH(*)OpMaLI,I/IFI O Cepbe3HbIX HenpeaBuUOEHHbIX HeXenaTeslibHbIX peakKuuax AOOoJKHa npeactaBATbCA B
CpO4YHOM nopAgke B YNoJfIHOMOYEeHHble OpraHbl rocygapcrtB-4J1€eHOB B COOTBETCTBUU C Tpe6OBaHMﬂMI/I pasgena VII
HacToAWnX I'Ipasvm.

826. VIHdhopMauma 0 HexenaTesibHbIX peakuusax U HexenaTenbHbIX SBMEHUSX, NOfy4YeHHas Mnpu BbINOSIHEHUMU
NCCneaoBaHUM C MepBUYHbIM COOPOM AaHHbIX, MOANEXUT OOKYMEHTUPOBAHUIO U OOOOLLEHUI0 B MPOMEXYTOYHOM
oT4YeTe Mo aHanu3y AaHHbIX N0 6€30MacHOCTU U B UTOTOBOM OTYETE UCCIEef0BaHUS.

827. VIHdhopMauma 0 HexenaTesibHbIX peakuuax U HexenaTenbHbIX SBMEHUSX, NOofyYeHHas Mnpu BbINOSIHEHUMU
NccnenoBaHUM C BTOPUYHBIM COOPOM AaHHbIX, MOANEXWUT AOKYMEHTMPOBAHUIO M ODOOLEHUI0O B MPOMEXYTOYHOM
oT4yeTe Mo aHanuay AaHHbIX N0 6€30MacHOCTU N B MUTOFOBOM OTYETE UCCMEAOBaHUS, 3a UCKIMIOYEHNEM CIly4YaeB, Koraa
NMPOTOKOSIOM MCCNeaoBaHWUs NpedycMoTpeH U 0oBOCHOBaH MHOWM MOPSIAOK MNpeAcTaBrneHnst UHopmauum Mo
©e3onacHocTu.



828. lMpouenypbl cbopa MHMPOPMaLMM O HeXenaTemnbHbIX Peakuusax U HexernaTenbHbIX SBMEHUsX, BKMo4as
yrpaBneHue gaHHbIMU (B TOM Yncne 0630p U OLEHKY, BbINOMHAEMYIO AepKaTenemM perncTpaumnoHHOro YaoCToBepeHns,
ecnu 3T0 NPUMEHNMO) U NpeacTaBneHne coobLieHnn 06 ykasaHHbIX HexernaTenbHbIX peakuusax U ABneHUsaX, JOMKHbI
BbIMOSIHATLCA B LEHTPaX NPOBEeAEHUs KIMMHUYECKNX UCCNedoBaHMM U B KpaTKon dopmMe AO0SMKHbI ObiTb M3MOXEHbl B
NPOTOKOJE UCCEeAOBaHNS.

6. OT4yeT 0 X04€e BbINOSIHEHUS UCCEeA0BaHNA U MPOMEXYTOUYHbIN
OTYeT O pe3ynbTaTax uccrnenoBaHusi

829. OTuyeT 0 xoge BLINOMHEHUSI UCCeaoBaHUs coaepxXnT VIHq30pMaLI,VII-O, OoTpaxawulyro 3T1an BbIMOJIHEHUA
nccnenoBaHuda, HanpuMmep, 4Yucno nauueHToB, BKIMKOYEHHbIX B UCClegoBaHMEe W noaBeprimnxcd BO34ENCTBUIO
NekapCTBeHHOro npenaparta, UM 4mcno nauueHToB, Yy KOTOPbIX 3a¢)VIKCVIpOBaH LeneBon NUCxod, a Takke BO3HUKLLME
I'IpOﬁJ'IGMbI N OTKIOHEHUA OT OXungaemoro nrnaHa npoBeaeHnAa wuccneaoBaHuA. Otuetr 0 xoge npoBeaeHnA
nccrnegoBaHnst MOXET BKITlOYaTb B cebs NPOMEXYTO4HbIe aHHble O pe3ylbTaTtax nccneaoBaHuA.

830. [lpoMEXyTOYHbI OTYET O pesynbTaTax WCCNeAoBaHUs COAEPXKWUT pe3ynbTaTbl MIaHUPYeMOro
MPOMEXYTOYHOIO aHanmaa AaHHbIX UCCIieAoBaHus 40 UMK Mocrie OKOHYaHUsi cbopa AaHHbIX.

831. YNonHOMOYEHHbIN OpraH rocygapcTBa-yfieHa MOXET 3anpocuTb NpeacTaBfieHne oTyeTa O Xode
BbINOSMIHEHNST MOCTPErNCTPALMOHHOIO MccrefoBaHuss 6Ge3onacHOCTU, KOTopoe 4BnseTcs obsaAsaTtenbHbIM AN
Jepxatenss perucTpaumMoHHOro yAOCTOBEPEHMSI WM MNPOBOAMTCS Ha [OOPOBONBHOM OCHOBE Ha TeppuTOopuUn
rocygapcrtBa-yneHa. 3anpoc Ha NpeAcTaBreHne oTyeTa O XoAe BbINOMHEHUS UCCcneaoBaHmsa MoxeT ObiTb caenaH oo
Hayana uccnegoBaHWst UM B Xo4e MpoBedeHus uccnefgoBaHuda. NpuynHOi 3anpoca MOXeT ObiTb MHGOpMaums B
OTHoWweHuMn npocuna adpdekTuBHocTM U (unun) 6GesonacHOCTW, MONyYeHHass B Xode uccrnegoBaHus, Imbo
Heob6X04MMOCTb MOMyYeHNst MHOPMAaLIMM O XOAEe BbINOMHEHUS WCCNeaoBaHWUs, CBSI3aHHas C NpedyCMOTPEHHbIMU
npaBom Coto3a M 3aKoHOAATEeNbCTBOM rOCYAApCTB-YIIEHOB MpoueaypaMn, a Takke BaHas MWHgopmMauus no
6Ge3onacHOCTM fekapCcTBEHHOTO Npenapara.

832. Bpemsa npenctaBneHus MNPOMEXYTOYHOrO oOTyeTa [AOIMKHO OblTb COrmacoBaHO C  YMNOMHOMOYEHHbIMU
opraHamu rocydapCTB-4YNIEHOB M YyKas3aHO B MPOTOKONE MWCCnedoBaHus, B Criydae ecnu corfacoBaHve nopsaka
npeacTaBneHMss oT4eTOB ObINO  BLIMOMHEHO [0 Hayana npoBeAeHMs UccrnenoBaHus. XoA  BbINOMHEHMWS
NMOCTPErNCTPaALNOHHOIO  MUCCreoBaHNst 0e30MacHOCTU  [OSPKEH COOTBETCTBYHOLMM 0Opa3om oTpaxarbcs B
nepuognyeckoMm OBGHOBNSIEMOM OT4YeTe MO 0e30MacHOCTU M B OOHOBMEHUSIX MflaHa ynpaBreHus puckamu (ecnwm
NPUMEHNMO).

833. Tlocne paccmoTpeHuss oTyeTa O XOAe BbINOMHEHUS WCCNEeAOBaHMSA  YMONTHOMOYEHHLIM OpraHoMm
rocyfapcrBa-4neHa MoXeT OblTb 3anpoLueHa JoNoNHMTEeNbHas MHopMauus.

7. ToroBbiX OT4YeT O BbINOSIHEHUU UCCIeA0BaHUA

834. WrTtoroBbli OTYET O BbINOSIHEHUN HENHTEPBEHUMOHHOIO MOCTPEerncTpaumoHHOro wuccnenoBaHusa
Ge3onacHocTy, WHUUMMPOBaAHHOIoO  gepXxartenem perncTpaumoHHOro  ygoctoBepeHud B COOTBETCTBUKN C
00513aTENbCTBOM, HanaraembiM CO CTOPOHbI YMOJIHOMOYEHHOIo OpraHa rocygapcrBa-drneHa, OOJDKeH ObITb NogaH B
YNOJTHOMOY€EHHbIE€ OpraHbl rocyapcCTB-4JieHOB B KpaTHaIZLUI/Ie CPOKK nocrie ero 3aseplieHnsd, He no3gHee 12 mecsaues
C AaTbl OKOHYaHUA c6opa OaHHbIX.

835. [na  noCcTperncrpaumMoHHOro  uccnegosaHusi  6e30MacHOCTM,  MHULUMMPOBAHHOIO  AepXartenem
permcTtpaunoHHoOro yOoCcToBepeHua, Takke cnenyet npenocTtaBuTb UTOrOBbIN oTyeT 00 nccnegoBaHn
YMNONTHOMOYEHHbIM OpraHam roCyAapCTB-YJIEHOB, Ha TeppUTOPUSX KOTOPbLIX 3aperucTpupoBaH JeKapCTBEHHbIN
npenapar.

836. B cnyyae npekpalleHus BbINOSTHEHUS UCCReaoBaHNA NogaeTca UTOrOBbIM OTYET C yKa3aHUEM MPUYUHLI.

837. WTOroBbIt OTYET O BLIMNOMHEHUM WCCREAOoBaHUSA MOCTPErucTPaLMOHHOIO UccneaoBaHna 6e3onacHOCTH
[OJKeH BKNoYaTb B cebs crieayoLyo MHopMaLuio:

a) HaMMeHOBaHWe: HauMmeHOBaHMe, BKMwvawwee B ceba obweynoTpebutensHyld TEPMUHOMOMMI0 1
ykasblBaloLlee Ou3aniH MCCnedoBaHus, gaTy MTOrOBOro ordyeTta, hamMunuio, MMsi, OTHECTBO (NpwW Hanunyum) asTopa
oTyeTa. B cnyyae ecnu nccneposaHve 6bINO 3aperMcTpuMpoBaHO B PErmcTpe nocTperncTpaumoHHbIX nccrnenoBaHuin
6e30MacHOCTM roCyAapCTB-UYNIEHOB YKa3blBAETCS PErUCTPALMOHHBIA HOMEP M CChIfIka Ha pa3MeLLeHHble 3anucy Ha



Beb-nopTane ynorHoMOYeHHbIX OpraHOB rocy4apCTB-4YIEHOB;
6) KpaTKoe codepaHue B BUAe pestome, CoaepKallero:

MHpopMaLIMIO O 3aronoBKe M MNOA3arofioBKe UCCreaoBaHNs C ykasaHMeM HOMepa BEepPCUM U AaTbl YTBEPXKAEHWS
NpOTOKONAa, a Takke hamMunMmn, MMeHu 1 oTyecTsa (MPY HanM4MM) OCHOBHOIO aBTOPa C ykasaHWeM MecTa ero paboTsbl;

060CHOBaHVe BbINOSHEHUS UCCIEA0BaHMS;
nccrnenoBaTenbCKUn BONPOC M LENN UCCNEAOBaAHNS;
Ou3anH uccneagoBaHus;

n3yyaemasi nonynsaums;

uccnenyemMble NepemMeHHbIE;

WCTOYHUKM NOMYYeHUs1 OaHHbIX;

obbem BbIGOpPKY;

aHanua gaHHbIX;

KOHTPOJbHbIE TOYKY;

B) aepxartenb perncTtpauynMoHHOro yaocTtoBepeHuda: NOoJfIHoe HauMeHoBaHue aepxartena pernctpaunmoHHOro
yOOCTOBEPEHUS N €r0 MECTO HaxoxaeHus (agpec);

r) uccnegoBaTenu: hamunmsl, UMsl, OTYECTBO (MPU HaNU4UK), TUTYIbI, Y4EHblE CTEMNEHN, MecTa paboThl (agpeca)
N cBedeHnst 060 Bcex nccredoBaTensix, a Takke nepeyeHb BCeX BOBMEYEHHBIX B UCCREA0OBaHWE OpraHu3auui 1 Mect
BbINOMHEHNA WUccneAoBaHus. [aHHas uHgopMauus NpeacTaBnsieTcs KaxablM rocygapCTBOM-YNIEHOM, B KOTOPOM
NpOBOAUIIOCH UCCredoBaHve 1 OOMKHA ObITb 4OCTYMHA NO 3anpocy YNoSIHOMOYEHHbIX OpraHOB roCyAapCTB-YSEHOB;

[) KOHTPOMbHbIE TOYKM (4aTbl KOHTPOMbHbIX TOYEK BbINOMHEHUS] UCCNEAOBAHUS):
Hadvano cbopa AaHHbIX (3annaHMpoBaHHbIe U hakTUYecKue);

OKOHYaHue cbopa p[aHHbIX (3annaHupoBaHHble W pakTuyeckMe) unu gata npekpaweHus BbIMONTHEHMWS
nccrnegoBaHns (ecnv NPUMEHMMO) C yKa3aHueM NpUYnH;

OTYET O XOZe BbINOJHEHUS UCCIIe0BaHNS;
NPOMEXYTOYHbIN OTYET O pe3ynbTaTtax UCCNeAoBaHNs (ecrnv NPUMEHNMO);
UTOrOBbIV OTHET O pe3ynbTaTax UCCcrefoBaHus;

WHbIE KOHTPOSbHbIE TOYKU, MPUMEHMUMbIE K UCCMEeOBaHWI0, BKIOYas AaTy YTBEPXKAEHUSI MPOTOKOMa KOMUTETOM
no 3Tuke (ecnv NPUMEHUMO) U AaTy perncTpaummn UCcnegoBaHus B 3NEKTPOHHOM PErMCTpe UCCneaoBaHui;

e) obocHOBaHwWe U npeanochblyIkKK BbINONMHEHUA UCCegoBaHUA: onncaHne I'IpO6J'IeMbI no 6esonacHocTy, KOoTopas
nocnyxwuna noBoOgOM K MNpoBeAeHUID WUCCnenoBaHUA, a TakKkKe aHalnm3 BCeX [OOCTYMNHbIX Ol'ly6J'IMKOBaHHbIX n
HeOFIy6J'Il/IKOBaHHbIX OaHHbIX, coaepXxalwnx oueHKY COOTBeTCTByIOLLI,eVI I/IH(bOpMaLI,I/II/I no 6esonacHocTu nnu YKasaHue
HeJoCTalLWMX OaHHbIX N0 6e3onacHOCTK, Ans nony4yeHunsa KoTopbIX Oblno npoBegeHo nccnenoBaHune;

)K) uenb U 3agayvn uccrieqoBaHua BKIOYad npenBapuTeribHble rMnote3bl, B COOTBETCTBUM C MNPOTOKOJSIOM
nccneagoBaHum;

3) U3MEHEeHUs1 1 OGHOBIEHUS: NepeYeHb NMBbIX CYLEeCTBEHHbIX U3MEHEHWIA 1 OGHOBMEHUIA NepBOHaYanbHOro
npoTokona uccnenoBaHuWii nocrne Hadyana cbopa [aHHbIX, BKMoYask OOOCHOBaHME KaXdoro W3MEHEeHus Wnu
obHOBMNEHUS;

I/I) MeTodbl nccriegoBaHm4a, B TOM 4Yncne:



AN3alH UccrneaoBaHnS: KNtoYeBbIe 3NEMEHTbI An3aiHa uccrnegoBaHns n 060cHOBaHMeE Bbl6paHHOFO Oun3aiHa;

YCINOBWSA: YCMOBMUSl, MECTa U COOTBETCTBYIOLME AaTbl NPOBEAEHUS UCCIEf0BaHMS, BKIoYas nepuoabl Habopa
naumneHToB, nocreaymolero HabnogeHus n cbopa AaHHbIX (B Criydae MpoBedeHUs cucteMaTmdeckoro obsopa wnm
MeTaaHanmMsa - XapakTEPUCTUKM WCCrefoBaHWn, MUCMONb3yemble B KayeCcTBe KpUTEpPUEB MNPUEMIIEMOCTU, C WX
000CHOBaHNEM);

nauneHTbl: uenesad nonynauna n Kputepun BKIMKOYEHUA NauneHToB B UCCegoBaHKe. ,D,OJ'I)KHbI ObITb YKa3aHbl
MCTOYHUKN N MeTOoAbl Ha60pa Y4aCTHUKOB, BKIo4as (rp,e I'IpI/IMeHI/IMO) MX getarnibHoe onncaHue, a TakXe KOJIn4ecTBO
BbIObIBLUMX N3 UCCeaoBaHUS YH4aCTHUKOB N NPUYUHbI BbIObITUS N3 NCCnegoBaHUs;

aHanuanpyemble MNepemMeHHble: pe3ynbTaTbl, BO3OEWCTBME JIEKAPCTBEHHOTO Mpernapata Ha MNauueHToB,
MporHocTuyeckme akTopbl, MOTEHUManbHble KcKaxarowmne akTopbl M dakTopbl, Moguduumpylowme 3pdekT,
BKItoYasi onepauuoHHble onpeaeneHust U AMarHoCTUYEecKMe KpUTepum, ecnv npuMeHMOo;

MUCTOYHUKN OaHHbIX U U3MEepeHune: OnA KaXOoro paccMatpmBaemMoro nokasatena yKa3blBakoTCA WUCTOYHUKU
OaHHbIX W I'IO,EI,pOGHOG onncaHne MeTogoB OLEHKU U U3MepeHUudA (ecrm I'IpI/IMeHVIMO), a TaKkKe CconocTtaBUMOCTb
MEeTOo4O0B OLEHKKN (I'Ipl/l Hanuunn Gonee 1 MeTOD,a). Ecnun B uccnegoBaHun ncnosnb3oBancs CyLIJ,eCTByPOLLI,I/IPI NCTOYHUK
AaHHbIX (SﬂeKTpOHHbIe MeanUunHCKmne KaprI), TO Heobxoaumo YKa3blBaTb B OT4eTe J'IIO6YIO Vchbopmau,mo o
BanNUAHOCTWN 3anucen n KoanpoBaHUn OaHHbIX. B cny4dyae nposeageHunAa cucremaTtn4eckoro o630pa nnn MetaaHanmsa
OOJDKHbI ObITb OMUCaHbl BCE MCTOYHUKM VIH(*)OpMaU,I/II/I, cTparterma nouncka, Metodbl And Bbl60pa nccnegoBaHun,
MeToObl N3BJlie4eHnd AaHHbIX U NMpouecChl NoJlydeHUA U noaTBePXXAEHNA OAHHbIX]

ownbKM: onucaHue npeanpUHATbIX OEWCTBUM Mnu mep no obpalleHuio ¢ noTeHUuManbHbIMU UCTOYHUKaMMU
OLLUNOOK;

obbem BblGOpkM: 006BbEM BbIOOPKM M o0BOCHOBaHWEe nOOOro BhLIMUCINEHUS pa3Mepa BbIOOpPKM M MeToaa
OOCTWXEHWA nNpeanonaraeMoro pasmepa Bblbopku;

npeo6pasoBaHV|e AaHHbIX: npe06pasoBaHm;|, BblYMCNEHNA UnNn onepaunn C [OaHHbIMW, BKNK4Yada MeTonbl
O6pa6OTKI/I KONMM4YeCTBEHHbIX AaHHbIX MNpu BbINOJIHEHUN aHan3a, obocHoBaHune Bbl6paHHbIX MEeTOo0B rpynnmpoBaHnAa
AaHHbIX;

cTaTucTMyeckne Mmetodbl (onMcaHne no cneayLmm acnektam):
OCHOBHble MeTobl 0006LEeHNS;

BCE CTaTUCTUYECKME METOAbl, KOTOpbl€ MNPUMEHANIUCb B WUCChegoBaHWK, BKIOYad MeTodbl ONA KOHTPO&NA
NCKaXXeHUN (B OTHOLWWEHUnN MeTaaHalin3oB - MeTodbl KOM6VIHI/IpOBaHVIFI pe3ynbTaTtoB VICCJ'IG}J,OBE\HVIVI);

nobble MeToabl, ncnonb3dyemMmble OnNd U3yHeHuA noarpynn naumeHToB U B3aMMO4eNCTBUN aHanm3anpyembix
nepeMeHHbIX;

noaxoa K peweHuto I'Ip06ﬂeMbI Nno OTCYTCTBYHOLUMM OAHHbIM;
OU€eHKa 4yBCTBUTEIIbHOCTU UCCneaoBaHuA,

BCE W3MEHEHUsI MMaHa aHanusa JaHHbIX, NPeAyCMOTPEHHOrO MPOTOKOSIOM WCCNEeAOBaHWs, ¢ 06OCHOBAHWEM
N3MEHEHWUI;

KOHTPOJIb Ka4yecTBa: MexaHn3Mbl U npoueaypbl obecneyeHns kayecTea u LEeJTOCTHOCTU AaHHbIX;

K) pes3ynbTaTtbl: npeacrasreHne Tabnuu, Fpa(bMKOB n MﬂﬂIOCTpaLI,I/IVI ana 0T06pa)KeHVI$| NONy4YeHHbIX OaHHbIX U
npoBegeHHoOro aHanmsa. [ormKHbI ObITb npencrasneHbl Kak aganTtupoBaHHble, Tak U HeaganTUpOBaHHbIE pe3ylbTaThbl.
OueHKa TOYHOCTM AaHHbIX A0MKHA ObITb BbIMNOMTHEHA KONMMYECTBEHHO C YKa3aHnem goseputeribHbIX MHTepBasrioB. OToT
pasgen goJrkKeH BK4YaTb B cebs cneaywuime nogpasgernbl:

YYaCTHUKUN: KOMMYECTBO NAUMEHTOB Ha KaXaoM 3Tane WcCnefoBaHWst (Hanpumep, YUCo MnoTeHuuanbHO
COOTBETCTBYHOLLMX, MPOLIEALIMX NPOUEAYPY CKPUHWMHIA, OLEHEHHbIX Kak COOTBETCTBYIOLLME KPUTEPUSIM BKITHOYEHMS,
BKMIOYEHHBIX B WCCrefoBaHWe, 3aBepluallimx nocregywouee HabrogeHWe W MpoaHanmM3vpoBaHHbIX, a Takke
npuvYMHbl BbIOLITUS U3 MccrefoBaHus Ha Nwbom atane). B cnyyae cuctematuyeckoro o63opa unu MetaaHanvsa



YKa3blBaeTCA KONMMYeCTBO MaunMeHToB, npowenwunx npouenypy CKpUHUHra, OUEeHEeHHbIX Ha COO0TBeTCTBMe MU
BKIMIOYEHHBIX B CUCTEMAaTUYECKUIA 0630p nnn MetaaHanms, C ykadaHuem npuydmH BbIObITUS M3 UCCnegoBaHus Ha
KaXX4OM 3Tane,;

onucaTenbHble [OaHHble: XapaKTEPUCTUKM YYaCTHWKOB WCCRedoBaHusl, WHopMauuss O BO34eNCTBUM
riekapCTBEHHOro MnpenapaTta Ha NauueHTOB U NoTeHUMarnbHbIX (hakTopax, UCKaXKatoWmnX AaHHbIe, a Takke KONM4ecTBO
YYaCTHUKOB C OTCYTCTBYHOLUMMM OaHHBbIMU OS1Si KQXOOW paccMaTpyMBaeMoii aHanmsvpyemMoi nepemMeHHon. B cnyyae
NMPOBEAEHUsI cucTemaTUyeckoro ob3opa UM MeTaaHanusa ykasbiBaloTcs AaHHble (06bem BbIGOpPKWM, NiaHUpyemoe
nccnenoBaHue) UCNoMb3oBaHHbIe ANS UCCMNea0BaHNS;

JaHHble O pesynbTaTax: KONMYECTBO Y4YaCTHMKOB MO KaTeropusiM MCXods W3 MOJyYeHHbIX OCHOBHbIX
pe3yrbTaToB;

OCHOBHbI€ pe3yrnbTaTbl: pe3ynbTaTbl HeaaanTMPOBAHHOMW OLEHKN (€Cnu NPUMEHMMO), afanTUPOBaHHON OLEHKU C
YY4ETOM UCKaXKalLWMX (PakTopoB U UX TOYHOCTb (Hanpumep, 95% poseputenbHbI MHTEepBan). Ecnu npumeHumo,
OLleHKa OTHOCUTENBHOTO puUcKa AOMmKHa OblTb NepeBeaeHa B abCOMOTHLIN PUCK ANSA 3HAYMMOro Nepuoaa BpEMEH!;

apyrme Buabl aHanuia: gpyrue npoBeneHHble aHanumabl, HanpuMmep, aHanmabl nogrpynn n B3aMMOAENCTBUSA, a
TaKkkKe aHanm3bl 4HyBCTBUTEJIbHOCTH;

HexenaTenbHble ABMEHNS N HexenaTernbHble peakuun: ynpasreHne AaHHbIMU U NpeacTaBneHne uHdopmaumm
O HexenaTtemnbHbIX SBNEHUAX W HeXenaTenbHblX peakuusxX B YNOMHOMOYEHHble OpraHbl rocygapcTB-4YNeHOB B
cooTBeTCcTBMM C TpeboaHusmu pasgena VII Hactoswmx [lpasun. B OTHOWweHWMM onpegeneHHbiXx AWM3anHOB
nccrnegoBaHUn, Takmx Kak "cnyvam - KOHTPOMb" UMM peTpPOCMNEKTUBHbBIE KOrOPTHbIE WCCRegoBaHus, BKIOYAOWNX B
cebs aHanm3 gaHHbIX 3NEKTPOHHbIX MEANLIMHCKUX KapT, cucTemaTmyeckme nepecmoTpbl 1 MeTaaHanunsbl, He06xoAMMo
yKasaTb HEBO3MOXHOCTb MPOBEOEHUS OLEHKW CTeneHW AOCTOBEPHOCTU MPUYMHHO-CNEACTBEHHON CBA3W Ha YpOBHE
KaXKgoro MHAMBUAYarnbHOro Cryvas;

n) obeyxaeHue:

KnoveBble pesynbTaTbl: pesynbTaTbl, MMelLWue OTHOWEHMEe K 3adayaM MUccrefoBaHus, pes3ynbTaTbl paHee
NPOBEAEHHOro MCCreaoBaHUs, KOTOpble COrnacylTca WAM NpoTUBOpeYaT pesynbTaTaM, MOSlyYeHHbIM B AaHHOM
nccnegoBaHWM, a Takke WX BMAMSHME Ha COOTHOLWIEHWe "monb3a - pUCK" MekapcTBEHHOro npenapata (ecnm 3To
NPUMEHNMO);

OrpaHNYeHUs: OrpaHNUYEHNs NCCrEeAOBaHUSA C y4ETOM 0OCTOATENBLCTB, KOTOPbIE MOMMM NOBNUATL Ha Ka4yeCcTBO U
LENOCTHOCTb [aHHbIX, OrpaHU4YeHus nogxoga W METOAOB, KOTopble ObinMM MCNONb30OBaHbl AN MUHUMU3AUMU UX
BNUSHMSA (Hanpumep, YacToTa NoMy4yeHus OTBETA, OTCYTCTBYIOLLME UMW HENOSTHbIE AaHHbIE, MPUMEHEHHbIE OL,eHOYHbIE
3HaAYeHMs), UCTOYHWMKM NOTEHLMANbHbIX OLUIMOOK M HETOYHOCTEN N BanuaHocTu AsneHun. Heobxoanmo obcyxaeHve ¢
YMOMHOMOYEHHbBIM OpraHoM (3KCNepPTHOW OpraHu3aumnein) Kak HanpaeneHus, Tak U MacluiTaba NnoTeHuManbHbIX OWNBOK;

MHTEpnpeTauuna: nHTEpNpeTauna pe3ynbTaTtoB nccnegoBaHuni Cc y4yeToM 3ajau, OrpaHVI‘-IeHVIIZ,
MHOXEeCTBEHHOCTWN aHalm3a, pe3yJibTaToB nodo6HbIX NCCneaoBaHUn K ap.;

0606LLaeMOCTb pe3ynbTaToB NCCneaoBaHNs (BHELLHSS BanMaHOCTb);
M) CCbISTKH;
H) gpyras uHdopMaumsi o cneundryHbIX acnekTax UccrneoBaHusi, He pacCMaTpUBaBLUNXCS paHee.

838. Pestome uUTOroBOoro otyeTa WUCCrefoBaHUSA OOSMKHO BKoYaTb B cebs 0006LeHHYH uHdopmaumio o6
MCMNOMb30BaHHbIX B UCCMefOBaHUM MeTodax, a Takke O MONyYEeHHbIX pesyrnbTatax, NpeAcTaBeHHY0 B CleayoLwem
dopmarte:

a) HaMMeHOBaHWe UcCnefoBaHus (B BUAE 3arnaBus ¢ NoA3aronoBkamu), BKMHOYas AaTy COCTaBEHUS pPestoMe,
dhamunuio, UMsi, OTYECTBO (NPY HaANMYUN) U CBE4EeHUSI O MEPBOM aBTOpE U3 aBTOPCKOro KOMMeKTUBa;

6) Knto4eBble CrioBa (He bonee 5 kN4YEBbLIX CrOB, 0T06pa>|<arou.|,wx OCHOBHbI€ XapaKTEePUCTUKN I/ICCﬂe,CI,OBaHMS'-I);

B) 060CHOBaHME 1 NPeanoCbIKHY;



r) uenb 1 3agayvv uccrnenoBaHus;

A) OM3alH uccrnenoBaHus;

€) yCcnoBusi NpoBeAeHNs NCCrneLoBaHus;

X) nauneHTbl 1 06bEM BbIOOPKY;

3) aHanM3MpyeMble NepeMeHHbIe U UCTOUYHWUKM OaHHbIX;
n) pesynbTaThbl;

K) obcyxgeHve (BkM4yas (ecrnv NMPUMMEHMMO) OLIEHKY BIMSIHWS pPe3yrbTaTOB MCCNEeAoBaHWs Ha COOTHOLLUEHUE
"nonb3a - pucK" fiekapCcTBEHHOro npenapara);

n) BbIBOS;
M) AepxaTernb perMcTpaunoHHOro YyaoCTOBEPEHMS;

H) hamnnumio, UM, 0T4ECTBO (MPU HaNMYMK) N CBEOEHMS O rMaBHOM MCCrnegoBarerne.
7. Ony6nukoBaHue pe3ynbTaToOB UCCrenoBaHNs aBTopamMm

839. [epxartenb perucTpauMoHHOrO YAOCTOBEPEHUS 3apaHee COrnacoBbiBaeT cTparterMio onybnukoBaHus
nccrnenoBaHUst C MaBHbIM MCCregoBaTeneM, ecrnv UccnenoBaHne MpPOBOAUTCS U aHanM3MpyeTcsl MOMHOCTbIO WK
YacTUYHO uccnedoBaTensiMu, He SIBMAAIOWMMUCS COTPYAHUKaMMW AepXaTensi perucTpauMoHHOro YAOCTOBEPEHUS.
lepxaTtenb perncTpaumMoHHOrO YOOCTOBEPEHUS AOSMKEH OblTb YMONMHOMOYEH NpocMaTpvBaTb BKIOYEHHbIE B
mMaTtepuansl npegHasHavyeHHble ANs onyGnnKoBaHWUA pesyrbTaThl, NONyYeHHbIE B X0O4e NPOBEAEHMUS UCCreaoBaHUA 1
X WHTEpnpeTauuio, a Takke MNPeACTaBnsATb CBOM KOMMEHTapuuM OO Nepegayn matepuanoB B nedatb, u3beras
HeobOCHOBaHHbIX 3aAepPKeK. 3anpockl HA BHECEHWE M3MEHEHUI B MaTepuarnbl noasexalime onyonmkoBaHWIO JOMKHbI
ObITb HAay4HO 0O6OCHOBaHBI.

I'Ipe.chaBneHMe OI1y6]1VIKOBaHHbIX pe3ynbTaToB UccriegoBaHus
B YNOJITHOMO4Y€eHHble opraHbl rocygapcTB-4JieHOB

840. B uenax npefocTaBreHUsi BO3MOXHOCTM YMNOSIHOMOYEHHOMY OpraHy 3apaHee O3HAKOMMUTCS C OaHHbIMM
nccnefoBaHusl, Noanexawmx onyornvkoBaHuio, OepXaTenio perucTpauuoHHOro YAOCTOBEPEHUs credyeT nepenatb
WTOroBbIA BapuwaHT cTaTbM B  YNONIHOMOYEHHbIE OpraHbl TOCYAApPCTB-UYIIEHOB, Ha TEppUTOPUM  KOTOPbIX
3aperucTpupoBaH NeKapCTBEHHbIN NpenapaT, B TeyeHue 14 kaneHAapHbIX OHEW C AaTbl NpueMa maTepuanoB B
nsgartenbcTee.

8. 3awmTa AaHHbIX

841. [epxaTtenu perucTpauMoHHbIX YOOCTOBEPEHUA M UccnegoBaTenu AOMKHbl cobntogjatb TpeboBaHus
3aKoHofaTenbCcTBa rOCYAapCTB-YIIEHOB, Ha TeppuUTOpUW KOTOPbLIX MPOBOAUTCA WCCredoBaHWe, Mo  3awuTte
nepcoHanbHbIX AaHHbIX NauneHToB. [epxaTtens perncTpaLmoHHbIX YOOCTOBEPEHUI OOMKEH obecneunTb Haanexatliee
obpalleHne n xpaHeHne Bcen nHgopmaumm 06 ncernefoBaHumn Takum obpasom, YToObl obecneunTb TOUHYO Nepegady,
WHTepnpeTauunio 1 Bepudukauuio aTon nHoopmMaumu. MNpn 3ToM KOHMDUOEHLNANBHOCTL AAHHBIX MEAULMHCKUX KapT
NauMeHTOB He JOSMKHA ObiTh HapyLleHa.

9. NMpoBeaeHne ayanTa 1 UHCNEKTUPOBaHUSA

842. [lepxaTenb perucTpaLMoHHOro yA0CTOBEPEHUS AOMKEH 06ecneumnTb BbINOMHEHUE CBOUX 065S3aTeNbLCTB Mo
thapmakoHa30py B OTHOLLEHWUM BbINOMHEHNS UCCMEAOBaHMS, a Takke 06ecnevnTb BO3MOXHOCTb NPOBEAEHUs ayauTa,
WHCMEKTUPOBaHUA U BepudmKaumm OaHHbIX 006si3aTenscTB. JlioOble M3MeHeHWs! JaHHbIX OOMKHbI [OKYMEHTarbHO
hvkcmpoBaTbcss  YTOObI  OGecneynTb  MPOCNEXMBAaEMOCTb TakMX W3MEHeHWn B OokymeHTax. [epxartenb
PErncTpauroHHOro YAOCTOBEPEHUS AOIMKEH 06ecneynTs XpaHeHne B SNEKTPOHHOM (hopMaTe aHanUTUYECKUX OaHHbIX
M CTaTUCTMYECKMX MPOrpaMM, UCMOSb3yeMblX AN (POPMUPOBAHWS AAHHbIX, BKIOYEHHBIX B WTOrOBLIA OTYET MO
nccrnefoBaHuo, a Takke UX JOCTYNHOCTb AMs ayauTa U MHCMEKTMPOBaHMSI.



10. BnusiHne Ha cuctemy ynpasrieHUs puckamm

843. NHdopmaumsa 0 HEMHTEPBEHLMOHHOM NOCTPErncTpaLmMoHHOM uccnegosaHmm 6e3o0nacHOCTH, BbIMOHAEMOM
B COOTBETCTBMM C 00a3aTenbCTBamMu, YCTAHOBMEHHbIMW YMOMHOMOYEHHbIM OpraHoM rocygapcTBa-yneHa unuM B
WHULMATMBHOM NOPSAKE COrnacHO nrnaHy yrnpaBneHnsa puckamm, AormkHa 6biTb BKIOYEHA B NaH ynpaBreHus puckamu
aepxxatensi perMcTpaunMoHHOro yaoCTOBEPEHMS.

844. B cnyyae ecnu nnaH ynpasneHWs puUCKaMyn OTCYTCTBYET, OOIPKeH OblTb pa3paboTaH HOBbIN MNaH,
BKMovawLwwmi B cebs gaHHble NocTperncTpaumoHHOro muccrnepoBaHus 6esonacHocTu. Bo Bce cooTBeTCTBYyHOLLME
pasgensl U Moaynu nnaHa ynpaerneHust pUckamm BHOCATCS COOTBETCTBYHOLLUME U3MEHEHWUS C y4eTOM MNpoBeaeHUd
nuccnenoBaHus, BKNOYas cneuyudmkaumio no 6esonacHoctuy, nnaH apmMmakoHaasopa v nnaH MMHUMMU3aLmMyM pUCKOB, a
Takke 0630p MEP MUHUMM3ALUN PUCKA.

11. Mpouenypa ob6sA3aTenbHbIX NOCTPErMCTPALMNOHHbIX
nccriegoBaHMn 6e3onacHoCcTH

845. B rocygapcTBax-YneHax MpoBedeHne MOCTPerncTpaumMoHHOro uccnegoBaHus 6e30nacHOCTM MOXeT
Ha3Ha4aTbCs YNOSTHOMOYEHHBIM OpraHOM rocygapcTBa-yneHa npv NpPoBEAEeHWW OLEHKWM 3asiBNEHMS Ha perucTpauuio
WM Ha NOCTPErncTpaunMoHHOM 3Tane, ecnyM ecTb OCHOBaHusA (OBOCHOBAHHOE 3KCMEepPTHOEe MHEHWe OTHOCUTENbHO
OTCYTCTBMA BaXHblX AaHHbIX, XapakTepuaylowux npodune 6e3onacHOCTN NekapCTBEHHOro npenapaTa, MoflyvyeHue
KOTOpbIX TpebyeT BbINOMHEHNS akTUBHbIX METOAOB WU3yyeHus 6e3onacHOCTM NO  MPUYMHE HEBO3MOXHOCTU
Hagnexallero M3y4yeHust UM OLEHKN pucka (PMCKOB) NP NMOMOLLM PYTMHHbIX MEeTodoB dhapMakoHaa3opa) caenatb
npeanonoxeHne O TOM, YTO MPOBEAEHUE MOCTPErMcTpPauMoOHHOrO uccnefoBaHnsa no 6e3onacHOCTM MOXET okasaTb
CyLLEeCTBEHHOE BNNSIHNE Ha COOTHOLLEHWE NOoMb3a-pUCK NNEKAapCTBEHHOro npenapara.

846. [aHHoe TpebGoBaHME YMNOMHOMOYEHHOIO OpraHa AOJHKHO ObiTb Hagnexawym obpasom 060CHOBaHO
OaHHbIMU OLeHKN npoduns G6esonacHOCTU U 3DEKTUBHOCTU, 3aUKCUPOBAHO B MUCbMEHHOM BMAE W [OJHKHO
BKMOYaTb B cebsi 3ajaunm M CpPoKM NpoOBeAeHus1 uccrepoBaHus. TpeboBaHMe MOXET Takke BkMdaTb B cebs
pekoMeHZauun Mo KIOYEBbIM XapakTepucTukaM uccrnenoBaHus (Hanpumep, Au3allH MccreaoBaHusl, YCroBuS,
BO3JENCTBUE NEKapCTBEHHOro npenapaTa, UcXoabl UccrnegoBaHus, Luenesas nonynsauus). B uMcno pekomeHayembix
METOOOB MOTYT BXOAWUTb METOAbl aKTUBHOTO MOHMTOPWUHra (HanpuMep, MOHUTOPUHI Ha ONPEeAEeNeHHbIX KIMHUYECKUX
6asax, peuenTypHbli  MOHWUTOPWHI, PErucTpbl), CpaBHWUTENbHble HabnoaaTenbHble  HEeUHTEPBEHLMOHHbIE
nuccrnegoBaHna  (Hanpumep, KOTrOpTHOe uccrnegoBaHve (MOHUTOPWHT), WCCredoBaHWe Tumna  Crydai-KOHTPOrb,
nUccregoBaHWe CepuM  CNyYyaeB U UMHblE), KIMHUYECKME  WUCCNedoBaHWs, UccregoBaHus  noTpebreHus,
hapmakoanMaemMmnonormyeckne nccneaoBaHums.

847. B TeyeHne 30 kaneHOapHbIX OHEN CO OHSA MOMYYEHMS MUCbMEHHOTO YBEAOMIIEHUS OT YMONMHOMOYEHHbIX
OpraHoB O HasHa4YeHUW npoBeAeHUs 00s3aTenbHOro MNOCTPErMCTPALMOHHOIO MccrneaoBaHus 6e3onacHoCTM Ha
MOCTPErMCTPaLMOHHOM 3Tane AepXaTenb pPerncTpauMoHHOr0 YOOCTOBEPEHMS BrpaBe 3arnpocuTb BO3MOXHOCTb
NpeacTaBneHnsl MUCbMEHHbIX KOMMEHTapueB OTHOCUTENbHO YCTaHOBMNEHUst obsisaTenbcTBa MO NPOBEAEHMIO
nuccnegoBaHns no 6e30nacHOCTM  NEKAPCTBEHHONo CpeacTBa. YMONHOMOYEHHbIE OpraHbl FOCY4apCTB-UNEHOB
onpenensioT CPOKM NPeAcTaBeHUs yKas3aHHbIX KOMMEHTapueB. Ha ocHoBaHWM aHanusa [aHHbIX MUCbMEHHbIX
KOMMEHTapWeB, MNpPeACTaBMNEHHbIX AepXaTenemM perucTpaumoHHOrO YAOCTOBEPEHUs, YMNOMHOMOYEHHBIAN  OopraH
rocygapcTBa-yneHa JOJKeH 0To3BaTb Unu NoATBepAnUTh 06a3aTenbeTBo. B crnydae noateepxaeHns obs3atenscrea B
YCNoBUA BbIJAYN PErUCTPaLMOHHOIO YAOCTOBEPEHUS [OOIKHbI ObiTb BHECEHbl COOTBETCTBYHOLUME W3MEHEHUS C
yKasaHuem o NpoBeeHNn NOCTPErncTpaLmMoHHOro nccneoBaHus 6e3onacHocTu B KayecTBe 06513aTeNbHOro ycrnoBus
peructpaumu. Mpu HanMuumM NnaHa ynpaereHWs puckaMmu AepxaTeneM perncTpaumoHHOro yA0CTOBEPEHNUS BHOCSATCS
M3MEHEHUS1 B COOTBETCTBYIOLLME pa3aenbl NnaHa.

12. KOHTpOﬂb 3a HeMHTepBeHUMNOHHbLIM U NOCTPerncTpaunoHHbIMN
nccnegoBaHMSAMU 6e30MacHOCTH

Ponb 1 06s13aHHOCTHU Aepxartena permctpauMoHHOro yqoctoeepeHus

848. ﬂepx(aTenb permcTpaumMoHHOro ynooctoBepeHmsa HeceT OTBETCTBEHHOCTb 3a obecrneyeHne COOTBETCTBUS
ncecnenoBaHuna Kputepmam HEMHTEPBEHLIMOHHOIO NOCTperncTpaumoHHOro nceregosaHuA ©e3onacHocTu.

849. Oepxartens pernctpaumoHHOro yOOCTOBEPEHUSA B OTHOLWLEHUMN HEeWHTEePBEHLMOHHOro
MOCTPErnCTPaLUOHHOIO nccnegoBaHns 6e3onacHOCTU AOMmKeH obecneynTb BbINOMHEHNE CBOUX 00A3aTenbCTB Mo



d)apmaKOHap,sopy, a TaKkkKe BO3MOXHOCTb npoBeneHund ayamnta, MHCNEeKTUpoBaHUA n BepM(bI/IKaLI,I/II/I.

850. lMpu ycTaHOBNEHUM [OepXKaTernio PEerucTpaLMoHHOIO YAOCTOBEPEHUS 006s3aTeNlbCcTBa MO MNPOBEeAEHUI0
HEUHTEPBEHLMOHHOIO MOCTPErMCTPALMOHHOIO UccredoBaHust 6e3onacHoOCT  AepkaTenem  perMcTpauvoHHOro
yOOCTOBEpEeHMsl JoSkHa ObiTb oGecneyeHa pa3paboTka NPoOToKoNa UCCreaoBaHus ¢ NocrneayoLwWwmM npeacTaBieHnem
Ha OLUEHKY B YMNOJSIHOMOYEHHbI OpraH rocygapcTBa-yneHa. [JepxaTterlb permcTpauuoHHOro yAOCTOBEpPeHUsi HeceT
OTBETCTBEHHOCTb 33 06GecrneyeHne COOTBETCTBUS UCCIIeA0BaHUA KpUTEPUSIM HEMHTEPBEHLMOHHOMO UCCREedoBaHMs Ha
BCEX 3Tanax BbINOJIHEHWS.

851. HeuHTepBeHUMOHHOE MOCTperucTpaumoHHoe uccregoBaHne 6e30macHOCTM MOXeT OblTb HayaTo TONbKO
nocrne nonyy4eHUsi MUCbMEHHOro OAd0OpeHUs CO CTOPOHbI  YMOMHOMOYEHHOrO OpraHa rocyaapcTBa-uneHa, Ha
TeppUTOpPMM KOTOPOro MnaHupyeTcs npoBedeHue wuccrnepoBaHusa. OpgobpeHne ynorHOMOYEHHOrO opraHa [AOSKHO
OCHOBBIBaTbCS Ha MpuHUMNEe obecnevyeHns 6rarononyynsi U 3awuTbl NpaB y4acTHUKOB UCCNEL0BaHMS.

852. lMocne cornacoBaHMsi NPOTOKOMA MOCTPErNCTPALMOHHOIO UcCrneaoBaHnsa 6Ge3onacHOCTU aepXaTernem
perncTpaunoHHOro yanocrtoBepeHua OOJIKHO OblTb 0Obecrne4yeHo npeacrtaBneHne B yI'IOJ'IHOMO‘-IeHHbIIZ opraH BcCeX
nocnenywwmnx CyweCTBeHHbIX N3MEHEHUN B NPOTOKOJ1 nccnegoBaHna oo Ha4vana nx BBegeHus.

853. Tlocne 3aBeplleHUs WCCreAoBaHUSA [gOepXaTefNb pPerucTpauMoHHOrO YOOCTOBEPEeHUs MpeacTaBnsieT
NTOroBbIN OT4YeT 06 MccrneaoBaHUK, BKIOYAs pe3toMe UTOroBOro oTdeTa Ansa onyorvMkoBaHUsS, B YNOSIHOMOYEHHbI
opraH rocygapcrBa-yfieHa B KpaTyawme Cpoku, HO He no3gHee 365 kaneHgapHbix gHen (12 mMecaueB) co OHSA
OKOHYaHUs cbopa OaHHbIX, ECNN YNONTHOMOYEHHbIM OpPraHOM rocyaapcTBa-yneHa He Oblo NpeacTaBneHo NMMCbMEHHOE
paspeLleHne Ha NpoasieHne cpoka NpeAcTaBneHms oTyeTa. 3anpoc 0 BO3MOXHOCTU NPOASIEHNsT CpOoKa NpeacTaBeHus
WTOrOBOro OT4yeTa JOSMKeH ObiTb HampaBneH AepXaTernem PerucTpauuoHHOro y4OCTOBEPEHUS] B YNONTHOMOYEHHbIN
OpraH rocygapcTBa-yrneHa He no3gHee Yem 3a 3 Mecsla 40 OKOHYaHMsA cpoka 06a3aTenbHOro NpeacTaBneHns otyeTa.

854. ,D,epx(aTenb perncTtpaunoHHOro yagocrtoBepeHnA HecCceT OTBEeTCTBEHHOCTb 3a BbINOJIHEHUE Hagnexawen
OLUEHKM pe3ynbTaTtoB nccneanoBaHud, Nx BIIMAHUA Ha yCIioBUA permctpaunn n npeacrtaBrieHnd (Flpl/l HeobXxoaMMoCTH B
YNOJIHOMOYEHHbIE OpraHbl Focyﬂ,apCTB-L{ﬂeHOB) 3as1BMeHNs Ha BHECEHUS U3BMEHEHWIN B ycnoBua perncrpagun.

YNonHOMOUY€eHHbIe opraHbl rocygapctB-4yeHOB

855. lNocne nonyyeHus peleHns YNnorHOMOYEHHbIX OPraHOB O Ha3Ha4YeHUn NpoBefeHUs] HEMHTEPBEHLMOHHOMO
NOCTPEerncTpaunoHHOro ncenegosaHns 6e3o0nacHOCTU AepXaTtenb PerncTpaumoHHOro yagoctoBepeHmns paspabartbiBaeT
NPOTOKONT nccrnenoBaHna U npegcrtaBndeT ero Ha pacCcMoTpeHue B yI'IOJ'IHOMOquHbIVI OopraH rocygapcrtea-yiieHa. B
TeueHne 60 kaneHOapHbIX AHEW CO AHA MpeAcTaBreHus NpoekTa NpoToKoMa YnomHOMOYEHHbIN OpraH rocyaapcTea-
yrieHa cocTaBnseT OTBET, cogepXallmi creayoLyo HopMaLnio:

yTBEepXOAeHne NnpoeKkTa NpoToKoa NccrnegoBaHuA;
pekomMmeHgaunm no BHeCeHuo M3MEHEHUN B NPOTOKOJT nccrnenoBaHu4;

OTKa3a B cCornacoBaHun npoToOKOJSla uccregoBaHna wunn yeegomMmrieHne pgepxartenda pernctpaynoHHOro
yOoCTOBEPEHNA O TOM, UTO UCCNenoBaHNE ABNAETCA KIMHUYEeCKUM, nognagawmm no Tpe6OBaHI/IF| aKTOB OpraHoB
Coto3a 1 3akoHO4aTEeNbCTBO rocygapcrBa-yieHa B obnactu npoeeaeHnAa KInMHNM4YeCckKnx nccrnegoBaHun.,

OTka3 B cOrmacoBaHUM [OIDKEH BKAYaTb nogpobHoe o6OCHOBaHME MPUYMH HECOOTBETCTBMS B JIOOOM 13
crepyoLmnx crnyyaes:

€CIn eCTb OCHOBaHUA nonaraTtb, YTO NpoBeaeHne nccnegoBaHnAa CFIOCO6CTByeT MapKETUHroBOMY NpOABUXEHUIO
NeKapCTBEHHOrIO npenapara,

€CInu nnaH nccneanoBaHMAa He NO3BONAET BbINMOJTHUTL 3a4ayvn nccrnegoBaHuA.

MccnegoBaHne MoXeT ObiTb HA4yaTo TONbKO MOCre MMCbMEHHOro yTBEPXOAEHUA NPOTOKONAa YNOJIHOMOYEHHbIM
OpraHoM rocygapcrea-4neHa.

Mocne Havana nccnefoBaHUs Nobble CyLEeCTBEHHbIE U3MEHEHUS B NMPOTOKOM MOAAKTCA B YNOMHOMOYEHHbIN
opraH rocygapcTsa-yneHa oo ux BeefeHus. YNonHOMOYEHHbI OpraH rocygapcrea-yrneHa B TedeHne 60 kaneHaapHbIX
OHen cOo [HA MpeAcTaBreHns U3MEHEHUN B MNNaH UCCrefoBaHWs AOMMKEH BbINOMHUTL OLEHKY 3TUX U3MEHEHUN M



COOOLWMTL AepxaTento PerMcTpauMoHHOrO YOOCTOBEPEHUS 00 WX YTBEPXOAEHUM WNW OTKMOHeHuW. B cnyvae
OTKIMOHEHNS1 BHOCUMbIX CYLLECTBEHHbIX M3MEHEHUI B MPOTOKON MUCbMEHHOE 3aKIOYEHNE YNOMHOMOYEHHOIO OpraHa
rocygapcTBa-yfieHa [OMMKHO BKMKYaTb YKasaHWe cpoka MOBTOPHOIO MpeacTaBNeHUss W3MEHEHWA B MPOTOKOI
nccnegoBaHus.

YNOSIHOMOYEHHbIMU OpraHamMu rocyAapcTB-4fieHOB obecrneynBaeTcss OOMeH MHGOopMauuv Mo pesynbTatam
BbINOMHEHNS OLLEHKM MPOTOKOMOB NOCTPErMCTPALMOHHOIO MccriefoBaHns 6e30MacHOCTU B OTHOLLEHWM JIEKapPCTBEHHbIX
npenapaTtoB, KOTOPble 3aperMcTPUPOBaHbl Ha TEPPUTOPUSIX APYIMX FOCYAapCTB-4YIIEHOB.

Mocne 3aBepleHWss wCCNeaoBaHUA AepXaTenb PerncTpaumoHHOro YAOCTOBEPEHMS NpeacTaBnsier B
YMOMHOMOYEHHBIA OpraH rocygapcTBa-yfieHa UTOroBbIN OoT4eT 00 mMccrnefoBaHuW, BKMOYas pestoMe uccrnenoBaHus
ans onyénvkoBaHums. Ha ocHoBaHMM pe3ynbTaToOB PaCCMOTPEHUSA OTYETA U OLEHKN BO3MOXHOIO BITUSIHUST MOMYYEHHbIX
OaHHbIX Ha COOTHOLLEHWE "Monb3a - pPUCK" NIEKapCTBEHHOro npenapara YrnofIHOMOYEHHbIN OpraH rocygapcrBa-yrieHa
OOIDKEH onpeaenntb HeobOXOAMMOCTb MpeACTaBIiEHUS pPEKOMeHAauui MO BHECEHW0 W3MEHEHWA B cCTaTyc
perncTpaumm nekapcTBEHHOro npenaparta, M3MEHEHUN B YCIOBUS €ro NpUMeHeHusl, HeobxogMMOCTb MPUMEHEHMS
WHbIX Hagnexawmx Mep € uenbto obecnevyeHnss NpMMEHeHUs NiekapCTBEHHOrO npenapaTa npu NpPeBbILLEHUN NOSb3bI
Hag pWUCKOM. YKasaHHble Mepbl Mo obecrneyvyeHuo NpUMEHEHUsI NeKapCTBEHHOro npenapaTta npu MONOXUTENbHOM
COOTHOLLEHME "NoMb3a - PUCK" JOIMKHbI ObITb MPUHATHI NOCHE OLEHKN MPOMEXKYTOYHOro OTYeTa B Crnyvae BbISIBIIEHUS
HOBbIX BaXHbIX AaHHbIX O 6&30NacHOCTU NeKapCTBEHHOMO CpeacTBa Ha 3Tane NPOMEXYTOYHOW OLIEHKN OAHHbIX.

XI. UuhbopmupoBaHMe o 6e3onacHoOCTH
1. 3apaum nHopmupoBaHusa o 6ezonacHoOCTU

856. MHdopmmnpoBaHne o 6e3onacHOCTU CnocobCTBYET YKpenneHuto OOBEPUs HAceneHust K pPerynsatopHon
cucTeme, a TakKe HarnpasneHo Ha:

a) npeacTaBreHne CBOEBPEMEHHOW, Hay4yHO 0BOCHOBaHHOW WHdopmauum O 6Bes3onacHoM n 3APPEKTUBHOM
MCNoJs1Ib30BaHUM NeKapCTBeHHbIX NpenapaTtos;

6) cogencTteMe OnNTMMM3auun  MeaMLUHCKOMN NPaKTUKN (B TOM 4uUClne npakTukun CaMOJ'Ie‘-IeHVIFI) npu
HeobxoOMMOoCTK;

B) N3MEHEeHNe NoaxoA0B, COXUBLLENCS NPaKTUKN N XapakTepa UCMNonb30BaHNs NlekapCTBEHHbIX NpenapaTos;
r) NoaaepXKy AesTeNnbHOCTU, CBA3AHHOW C MUHMMU3aLUMEN PUCKOB;

L) COAEeNCTBME MPUHATMIO OBOCHOBAHHBLIX PELUeHWI O pauMoHanbHOM UCMONb30BaHUM  NEKAPCTBEHHbIX
npenaparos.

MpuHUMNbI MHOpPMUpPOoBaHUA 0 Ge3onacHOCTU

857. Cnefgyet npumeHATb cneayoLwmne NpuHLMNbI MHPOPMUpoBaHMsa 0 6e30nacHOCTU:

a) HeobXxooMMOCTb BKIMIOYEHUS B VIH(*)OpMaLI,I/IPO o ©OesonacHocTu aKTyallbHbIX, YE€TKUX, OOCTOBEpPHbIX W
KOPPEKTHbIX cBedeHun ans ux nepegayun Lenesom ayguTopun B YCTaHOBJIEHHble CPOKU B LUeNAX obecneyeHus
BO3MOXXHOCTU NPUHATUA COOTBETCTBYIOLLNX MED;

6) HeobxoOuMOCTb aganTaumm I/IH(bOpMaLIMI/I 0 6e3onacHoOCTM C UCMONb30BaHMEM COOTBETCTBYHLLNX A3bIKOBbIX
cpenCte U C yd4eTtoM passimyHbIX ypOBHeIZ 06pa30BaHl/IF| n I'IOTpe6HOCTI/I B nony4yeHun VIHd’)OpMaLWIVI Y pPas3nunyHbIX
LeneBbixX ay,u,mopwﬁ (LI,J'IFI naumMeHToB K cneunarimctoB CUCTEMbI 3,u,paBooxpaHeH|/|ﬂ) npu ycnosmm cCoxpaHeHus
TOYHOCTU N CMbICNna Hepeﬂ,aBQEMOVI I/IH(*)OpMaLI,VII/I;

B) mHopMMpoBaHMe O 06e30MacHOCTU [AOSMKHO SBMATbLCA 4YacTblo OeATENbHOCTM MO hapmakoHag3opy U
npoLiecca ynpasfieHUO PUCKOM, U ABMSIETCS YaCTbIO NMpouecca OLEHKU U MepamM MUHUMU3ALMK PUCKa;

r) HeobxoOMMOCTb obGecrnedyeHus Haanexalleln koopauvHauuuM OesTenbHOCTU UM B3aMMOOENCTBUS  Mexay
CTOpPOHaMM, y4acTBYIOLIMMMN B CO3aaHUM U oGMeHe MHdopMaLumeid o 6e3onacHoCTU (YNONHOMOYEHHbIE OpraHbl, UHble
rocyapCTBeHHble opraHbl 1 AepXaTenu perucTpaumoHHbIX YA0CTOBEPEHUN);



4) HeobxoaAMMOoCTb NpeacTaBneHns NHAOPMaLMN O pUCKax C y4eToM OOLLEN OLEHKN Mosb3bl fieKapCTBEHHOMO
npenapaTa, BKMto4Yas [AOCTYMHbIE W aKTyarnbHble CBELAEHWUSI O CEPbE3HOCTUM HEeXenaTerbHbIX Peakuui, CTEneHu
TSDKECTW, 4acTOTe HeXenaTenbHbIX peakuui, akTopax pucka KX pasBUTWUS, BPEMEHM Hadana, obpaTtMmMocTu
HexxenaTenbHbIX peakumin 1, ecrniv BO3MOXHO, NpeanonaraeMoM Nepuofe BOCCTaHOBMEHUS;

€) MHopMMpoBaHNe 0 6Ge30MacHOCTH A0MKHO crnocobCcTBOBaTbL pa3peLLleHUnio HEONpPeaeneHHOCTeN B AaHHbIX Mo
GesonacHocT. 3TO 0COGEHHO akTyanbHO B Crlydae MoOsIBNEHMS HOBOW WHdopmauuu npu  BbINOMHEHUN
YMNONTHOMOYEHHbLIMW  OpraHamy rocydapCTB-YNEHOB MNpoueayp OUeHKM [AaHHbix no 6esonacHoctu. [lonb3a
WHPOPMUNPOBAHNS Ha AaHHOM 3dTane AofKHa OblTb COOTHECEeHA C PUCKOM BO3HUKHOBEHWS OLLUMOKW, KOTopasi MOXET
BO3HWKHYTb B CIlydae, ecru UMeBLLMECS HeonpeaeneHHble acnekTbl Npoduns He cMornu BbiTb Hagnexawmm obpasom
pa3bsACHEHbI;

) HEOOXOANMOCTb YYNTHIBaTb KOHKYPUPYIOLLME PUCKM (Hanpumep, pUCk oTkasa oT fiedeHust) (Mpu Hanmumn);

3) Heob6Xx0aAMMOCTb UCMNONb30BaHUs Hanbonee o6OCHOBAHHBLIX KOMMYECTBEHHbLIX MOKasaTenen npu onucaHun u
CpaBHEHUM PUCKOB (Hanpumep, nokasaTtenun OTHOCUTENbHbBIX PUCKOB U abCOMOTHLIX PUCKOB). [Ina cpaBHEHUSA PUCKOB
rpynnbl NAUWEHTOB AOMKHbI BGbITb CXOAHbBI MO CBOUMM XapakTepucTukam. Tawke Moryt 6biTb MCNOMb30BaHbl U Apyrue
cnocobbl npeactaeneHusa nHdopmauun (rpadmyeckoe NnpeacTaBneHme OLEHKU PUCKOB M (UNM) COOTHOLLEHMS "nonb3a
- puck”);

1) HeobxooMMOCTb NpOBEAEHUS MpeABapUTEnbHbIX KOHCYMNbTauui C MeOuUMHCKMMKU paboTHMKamMu wnu
nauvMeHTaMu nNpu noaroToBke MHdoOpMauun o 6e3onacHoCcTy (Npy NOArOTOBKE MHAOPMALIMK MO CHOXHbIM Npobnemam
no 6e3onacHocTw);

K) MH(popmupoBaHuMe 0 BesonacHOCTM AOMKHO BKMYaTh B cebs npeacTtaBneHve nocriegyowen nHgopmaumm
(Hanpumep, npegnonaraemblX M3MEHEHWI B pekomeHAauusix, paspelueHue npobnembl no 6e3onacHocTw) (nNpw
HeobXxoaMMOoCTH);

n) BbINOMHEHWNE OLEeHKN 3DPEKTUBHOCTN MHOPMUPOBAHMSA O Be3onacHOCTH (MPU HANMYUM BO3MOXHOCTH);
M) cooTBeTCTBME MHpopMaLum o 6esonacHoCcTu TpeboBaHNAM O 3almuTe NepcoHanbHbIX aHHbIX.

2. LleneBble aygutopumn

858. OcHOBHOW LeneBoW ayauTOpUEW, Ha KOTOPYH HanpaeBrneHo WHgopMupoBaHne o 0Oe3onacHOCTH,
OCYLLECTBMNAEMOE YMNONIHOMOYEHHBIMYW OpraHamMyv W AepXaTensMu pPerucTpauuoHHbIX YOOCTOBEPEHUN, SIBNSAKTCA
cneumanucTbl CUCTEMbI 34paBOOXPaHEHUS, @ Takke NauueHTbl 1 N1La, OCYLLLECTBASIOLINE yX04, KOTOpPbIE UCMOSb3YIOT
neKkapcTBEHHbIE NpenapaThbl (BbIMMChIBAOT, HA3HAYaoT, OTNYCKalT, y4acTBYHOT B 060poTe, BBOAAT UMY NPUHUMAIOT).

859. KrnitoueByo ponb B OCHOBHOW LENeBOW ayauTopuu urparT creumanucTbl CUCTEMbl 34paBOOXPaHEHUs.
OddekTnBHOE MHGpOPMUPOBaAHME O ©e30MacHOCTU JlIEKApPCTBEHHbLIX MpenapaTtoB MNO3BOMASET MM MNPOBOAUTH
dapmakoTepanuio ¢ y4eTom Haubornee akTyanbHbIX CBEAEHUN O 6e30MacHOCTU U BbipabOTaHHbLIX peKOMeHZauun, a
TakKke NPeAcTaBNATb MOHATHbIE W MONe3Hble CBeAeHus nauueHTaMm, cnocobcTByst obecneyeHmio 6es3onacHocTy
NaLMeHTOB M NOBLILLEHWIO X JOBEPUS K PETYNATOPHON CUCTEME M CUCTEME 34PaBOOXPAHEHUS.

860. MNauyuneHTkl, NoTpebutTenu n npodeccmoHanbHble 00beAMHEHUSA CNELNAnUCTOB CUCTEMbI 30PaBOOXPaHEHUS
MOTYT MrpaTb BaXkKHYyl0 POfb B PacnpoOCTPaHEHUW BaXXHOW MHopmauum o 6e30MacHOCTU BHYTPW COOTBETCTBYIOLLEN
Lenesov ayantopum.

861. CpepctBa MaccoBo uHGOpMaLMM Takke 4BMSOTCA UeneBovW ayauTopuvend And uHdopmauuu o
6e3onacHocT. CnocobHOCTb CpeacTB MaccoBOW MHopMauun oxBaTbiBaTb MaLMEHTOB, CMNELManucTOB CUCTEMBI
3[paBOOXPAHEHNST U LUMPOKME CIION HACENIeHUs ABMSIETCA BaXXHbIM (PAaKTOPOM PacnpOCTPaAHEHWUs1 HOBOW U BaXKHOW
MHopMaumMm O NneKkapCTBEHHbIX NpenapaTtax. PacnpocTpaHeHue ykasaHHOW MHGopMauun no 6e3onacHoCTn vepes
cpencTBa MaccoBOM MHAOpPMaLUnM okasbiBaeT BNNsHUE Ha hopMMpoBaHne obLLeCTBEHHOIO MHEHUS, MO3TOMY BaXHO,
yToObl CpefcTBa MacCcoBOW MHGOpMauuu nonyydanu wuHdopmMaumio no 6e3onacHOCTM HenocpeacTBEHHO OT
YMOSMTHOMOYEHHBIX OPraHoB B AOMOJSIHEHME K TOW, KOTOPYK OHU MOMy4varT M3 OPYrMX MCTOYHWKOB (Hanpumep, OT
aepxxaTenemn perMcTpaumnoHHbIX yAOCTOBEPEHNUN).

3. CopepxkaHne nHdopmaLmm o 6e3o0nacHoOCTn



862. MHdopmaumsa o 6e3onacHOCTV AOMKHa OblTb 06 LEKTMBHOM 1 He OOMKHA BBOOAWUTL B 3a6NyxaeHue.

863. lNpuHMMaa BO BHUMaHME MPUMHUMNBLI, U3MOXEHHble B MNyHKTe 857 HacTosAwwmx [NpaBun, mHdopmauusa o
Ge3onacHoOCTW, JOIMKHA cogepaTb:

a) HOBble BaXHble CBeAEHUs O NMoOOM 3aperMcTpMpoBaHHOM fEeKapCTBEHHOM MpenapaTte, KOTopble OKasbiBaloT
BNUSIHME Ha COOTHOLLEHUE "nornb3a - pUCcK" NekapCTBEHHOro npenapara npu NiobbIX YCNOBUAX NPUMEHEHNS;

6) NPVYMHBI VHULMMPOBAHUA npoueaypbl MHOPMUPOBaHUST O 6e30MacHOCTU B TMOHSTHOW AN LeneBou
ayamTopumn opme;

B) HeobxooMMble pekoMeHAauuMu Onsi cneuuanucTtoB CUCTEMbl 34paBOOXPAHEHUS M MaUMEHTOB, CBSI3aHHbIE C
npobriemon o 6€30nacHOCTX, B OTHOLUEHUN KOTOPOW BbINOMHAETCA MHOPMUPOBAHUE;

) ykasaHue Ha corfalleHue Mexay AepaTesieM PerMcTpauvoHHOrO YAOCTOBEPEHUS M YMONTHOMOYEHHbIM
opraHoM rocygapcrtea-ynieHa o npeacTaeneHnm nidopmaummn o 6e3onacHoOCTH (€Cnm NPUMEHNMO);

A) cBegeHus 0 NpeasioXXeHHbIX U3MEHEeHNsX B MHAopMaLmMmn O nekapCTBEHHOM npenapaTte (Hanpvumep, B obLuen
XapaKTepucTrke NekapCTBEHHOro npenapaTta UM UHCTPYKLUNM MO MEANLMHCKOMY NPUMEHEHUIO);

e) JononHuTenbHas MHdOopMauus No NPYMEHEHWI0 NEKapCTBEHHOMO MpenapaTta Uin MHble OaHHble, KoTopble
HeobXoaMMbI AN A0BeAeHUSA COObLLEHMS A0 Lenesoin ayamTopuu;

X) Bubnuorpadmyecknin CNMCOK NN CCbINKM Ha UCTOYHUKM, copepxawme 6onee nogpobHy uHdopmauumio o
KOHKpeTHOM acnekte 6e30nacHOCTH, ykazaHHOM B nHdopmaumm o 6esonacHocTy;

3) HanoMWHaHMe O HeobxogMmocTM coobwaTtb o noao3peBaeMbIX HeXelaTellbHblIX peaKuynax B
yl'lOJ'IHOMO‘-IGHHbIVI OopraH rocyaapcrtBa-yrieHa 4epe3 CUCTeMy CMOHTaHHOIo pernopTnupoBaHnA rocyaapcrBa-yrieHa.

864. WHdpopmauus o BesonacHOCTM He AoMkHa BBOAMTbL B 3abnyxgeHve u gormkHa ObiTb npegcTasneHa
o6bekTnBHO. MHdopmauusa o Ge3onacHOCTM He AOMmKHa COAepXaTb 3MeMeHTbl PEeKNamMHOro xapakrtepa M MHble
mMaTtepuvarnsl, HanpasBneHHble Ha NPOABMKEHME NeKapCTBEHHOrO npenapara.

4. Cnoco6bl MHopMMpOBaHUA 0 6e3onacHOCTU

865. T[lpu BbLINONMHEHWM WHAOPMUPOBaAHUA O ©e3onacHOCTM HeobXoAMMO WCMNONb30BaTb BECb CNEKTP
pa3HoobpasHbIX cpeacTB nepefavv uHdopmaumum Onst ee JOBEAEHUS OO LEeNeBbIX ayaAUTOPUA U yOOBETBOPEHUS UX
pacTywux noTpebHocTen. PasnuyHble cpeacTBa KOMMYHUKaLMKU U KaHanbl nepegadn nHopmaLmm, KoTopble cnegyet
ncnonb3oBaTb, YKka3aHbl B NyHKTax 866 - 896 HacToswux MNpasun.

Henocpe,qCTBeHHoe o6pau.|eHMe K cneyunanucrtam
CUCTeMbl 3apaBOOXpaHeHnsA

866. lMog HenocpedCTBEHHbIM oOOpalleHneM K crneunanuctaMm CUCTEMbl 34pPaBOOXPaHEHMS B HACTOSLUUX
MpaBunax NOHMMaeTCs NpeacTaBlieHUE AepXaTensMy PerncTpauMoHHbIX YAOCTOBEPEHUA UMM YMONHOMOYEHHBIMM
opraHamu rocyaapcTB-UNEHOB BakHOW MHpopmauum o 6e30nMacHOCTM HEMOCPEACTBEHHO CcreuuanMcTaMmm CUCTEMBI
30paBOOXpPaHEHUs C Lenbio coobLLEeHNsT 0 HE0OXOAMMOCTM COBEPLLEHUST ONPeAeNneHHbIX AeNCTBUA UNN U3MEHEHUS UX
MPakTUKM B OTHOLUEHWM MNPUMEHEHUS TNEKapCTBEHHOrO mpenapata B COOTBETCTBMM C HOBbIMW [aAHHbIMUA O
GesonacHocTy.

867. HenocpepncrtBeHHoe oOpalleHne K cneumanuctaMm CUCTEMbl 30PaBOOXPaHEHUS HE SBMSIETCS OTBETOM Ha
BOMPOCHI CNEeLNannucToB CUCTEMbI 30PaBOOXPaHEHUS.

868. PaspaboTka MHGOpPMaUMOHHOrO maTtepuana ans HernocpeAcTBEHHOro obpalleHUst OcyLecTBNAeTcs Ha
OCHOBe COTpyAHWYecTBa Mexay OepXKaTeneM permcTpaluyoHHOro YOOCTOBEPEHUA M YMOSIHOMOYEHHbIM OpraHoMm
rocygapcrea-uneHa.

869. [epxaTtenb perncTtpaumoHHOro yAOCTOBEPEHUSI [LOMDKEH MOny4uTb 0[00peHne COOTBETCTBYHLLENO
YMOMTHOMOYEHHOr0 OpraHa rocygapcTBa-yfieHa B 4acTM  COAEPXXaHus WHgopMauum LNA  HEernocpencTBEHHOro
obpalleHuns k cneynanuctaM CUCTEMbI 34PaBOOXPAHEHNS U NITaHa UHOPMUPOBAHWS.



870. lMpouenypa cornacoBaHUsi MeXay YMNONTHOMOYEHHbIM OpraHoOM rocydapCTBa-yfieHa W gepxartenem
pPerucTpaumMoHHOro yAOCTOBEPEHUS [OIPKHA ObiTb 3aBeplieHa [0 Havana pacnpoCTpaHeHus gepxartenem
pervcTpaumMoHHOro YaoCTOBEPEHMS MHPOPMALIMOHHBLIX MaTepraros.

871. OpobpeHne YNOMHOMOYEHHOIO oOpraHa rocydapcTBa-yneHa [HOJKHO OblTb MOMy4YeHO B OTHOLUEHWUM
cofepxaHusi MHcopMauMn U nnaHa MHPOPMMUPOBAHUSA, BKIOYas LIeNEeBY0 ayauTopuio, rpadmka pacnpocTpaHeHus
MHcbopMaLMK 1 CNOCcOGOB ee pacnpoCTpaHeHus.

872. YNONMHOMOYEHHbLIN OpraH rocygapcTBa-yneHa [JOMMKeH npeaocTaButb He MeHee 2 paboumx gHen
Jepxartento pernctpaumoHHOro yaoCcToBepeHUs Ansl HanpaBneHnss KOMMEHTapMeEB Ha 3aMeyvyaHusl YNONHOMOYEHHOMO
opraHa rocygapcTtBa-yneHa B YacTu coaepxaHusa nHopmMaLlmMm unu nnaHa nHpopmMmpoBaHus.

873. B cnyyae HeoGXOAMMOCTM MO YCMOTPEHUIO YMOSTHOMOYEHHOIO OpraHa rocygapcTBa-urnieHa Ansi AaHHOW
npoueaypbl MOXET OblTb YCTaHOBMIEH WHOW CPOK, YeM yKasaHHbli B NyHkTe 872 HacToswwmx lMpaBun, ucxogs wus3
CPOYHOCTU BO3HMKLLEH CUTYaLIUN.

874. MNMpn HaNN4YMM HECKONBbKUX AepXaTenen perncTpaumoHHbIX YOOCTOBEPEHUIA HA OOHO U TO Xe OeNCTBYylLLee
BELLECTBO, ANs KOTOpOro Heobxoaumo npeaocTaBuUTb MHoOpMaumlo Ans HENnocpeacTBEHHOro obpalleHust K
cneumanvcTam CMCTeMbl 34paBOOXPaHEHUS, COOBLLIEHNE AOMKHO HOCUTb €AMHbIVA COTNAacoBaHHbIN XapakTep.

875. Tlpu nogrotoBke uMHGOPMaUMKM AONA HenocpeacTBEHHOro obpalieHus K crneuuManuctaMm  CUCTEMBbI
3[4paBoOOXpaHeHUs criegyeT npeaycMoTpeTb NpUBIEYEHNe B COOTBETCTBYHOLUMX CryvasxX COTPYAHUKOB NPOdUIbHbLIX
opraHusauuMi 34paBOOXPaHEHUss WM MpeacTaBuTeNnen HayyHbiX OOwecTB, 4TOObI rapaHTMpoBaTb, 4TO
npeacraesnsemas UM nHdopmauns 6yaeTt NnonesHon 1 aganTMpoOBaHHOW ANSA LeneBon aygutopuu.

876. PaCHPOCTpaHeHI/Ie HenocpeacTBeHHOro O6paL1J,eHVIF| K cneunannctam CUCTeMbl 34paBOOXpPaHEHNA OOJTKHO
conpoBoOXAaTbCA UCNoJib3oOBaHMEM OO0NOJIHUTESIbHbIX MHCTPYMEHTOB U KaHasioB pacnpocTtpaHeHuns VIH(*)OpMaLI.I/II/I.

877. HenocpeacteseHHoe obpalleHue K cneunannuctaMm CUCTEMbl 30paBOOXPaHEHNst AOIMKHO ObiTb BKMKOYEHO B
nnaH ynpasneHusi puckamy B ka4eCTBe AOMNONHUTENbHbIX MEP MUHMMMW3ALLMN PUCKOB.

878. NHdopMauus ans HenocpeacTBEHHOro 06palleHns K cneuuanucTaMm CUCTeMbl 30paBooXpaHeHusl omkHa
PacnpoCTPaHATLCA NPU HEOOXOAUMOCTM MPUHATUS HEOTIIOKHbLIX Mep WM U3MEHEHUs! CYLLUEeCTBYIOLIEN MPaKTUKM B
OTHOLLEHWWN NeKapCTBEHHOro NpenapaTa B CrieayloLmx crny4dasx:

a) MpUOCTaHOBKA WNM aHHyNMpoBaHWe YOOCTOBEPEHWUS O rocydapCTBEHHOW perucTpauuv, o6YCroBreHHble
N3MeHeHnaMKN Npoduns 6e3onacHOCTN nekapcTBEHHOro Npenapara;

6) BHeceHVe W3MeHeHWH B peKoMeHOauusx Mo MPMMEHEHUIO IIEKAapCTBEHHOrO Mpenapata no npuyvHe
orpaHUYeHUst MokasaHWih K MPUMEHEHMWI0, HOBOTO MPOTMBOMOKAa3aHWA WM M3MEHEHUsI B peKoMeHOYyeMbIX [103aX,
06ycrnoBneHHble n3MeHeHneM npodunsa 6e3onacHOCTV NeKkapCTBEHHOTO Npenapara;

B) OrpaHM4YeHusi OOCTYMHOCTU fekapCTBEHHOrO Mnpenapata Ha papmaueBTUYEeCKOM pbiHKE WM MpekpalleHue
Npou3BOACTBA NEKapCTBEHHOro npenaparta, 4YTO MOXeT HeGnaronpusATHO cKas3aTbCA Ha cucTeMe OoKasaHus
MeOULMHCKON MOMOLLIM.

879. Cutyauun, npyn KOTOpbIX AOMKHA paccMaTpuBaTbCs HEOOXOAMMOCTb HEMOCPEACTBEHHOro obpalleHus K
creymanmcTaMm CUCTEMbI 30PaBOOXPaHEHUS:

a) nosiBNeHne B pekoMeHaaumsix Mo NpUMEHeHUI0 NeKapCTBEHHOrO npenapaTa HOBbIX NPeaoCTEPEXeHNn Unm
0COGbIX YKa3aHuit;

6) HOBbl€ aHHble O BbiABIIEHUN paHee HEUN3BECTHOIO pUCKa, a Takke USMeHeHUA YacToTbl UK CTEeNeHU TAXeCTU
M3BECTHOIO pUCKa,

B) nosiefieHne ob60CHOBaHHbIX AaHHbIX 0 Bonee HU3KoN Sd)d)eKTI/IBHOCTVI JIeKapCTBEHHOIO Mnpenaparta,
F) HOBble pekoMeHaauun no npenoTepalleHno pas3BUTUA HeXenaTellbHbIX peaKquZ, nnn KynmpoesaHuo

HexenaTternbHbIX peakuuin nubo 3noyrnoTpebrneHus NekapcTBeHHbIM MpenapaToM, a Takke MO CHUKEHWUIO pucka
OLUNGOK NpUMEHeHWs1 NekapcTBEHHOTO npenapara;



4) nHdopmaLma 0 pesynbTaTax NOCTOSAHHOW OLEHKM BaXHbIX MOTEHLUManbHbIX PUCKOB, AOCTYMHbIE AaHHbIE MO
KOTOPbIM Ha onpeaeneHHbIn MOMEHT ABMASITCA HEQOCTATOYHbIMU NS NPUHATUSA PEryNATOPHbLIX Mep (B 3TOM cryyae
HenocpeacTBeHHoe obpalleHne OOMKHO COOeNCTBOBaTb TLATENbHOMY MOHUTOPUHIY npobnemsl 0 6Ge3onacHocTn B
KNUHWUYECKOWN NMpakTuKe, NpeacTaBneHno COOOLLEHNI O HEXXenaTenbHbIX peakumsx, a Takke MHOopMnpoBaTb 0 Mepax
MWUHUMMU3aLUKN NOTEHLMAINBbHOIO PUCKa).

YNONMHOMOYEHHLIN OpraH rocygapcTBa-yfieHa BrpaBe pacnpocTpaHuTb MHGAOPMAaLMIO AN HEeNocpeacTBEHHOIo
obpalleHnss K crneuuanuctam CUCTEMbl 34pPaBOOXPAHEHMS UMM 3anpocuTb  AepXKaTenst perucrpauyMoHHOro
yOOCTOBEPEHUS NOArOTOBUTL, COrNacoBaTtb U pacnpocTpaHUTb MHopMaumio Ana HENOCPEACTBEHHOrO obpalleHms K
crneumanmctTaMm CMCTeMbl 34paBOOXPaHEHUS B Cryvae, ecriv ynonHOMOYEHHbIM OpraH rocygapcTBa-yrieHa cYnTaeT 3To
Heob6xoauMbIM Anst ganbHenwero 6e3onacHoro 1 addEKTUBHOIO NCNOSb30BAHNA NEKAPCTBEHHOrO npenaparTa.

880. YnomHOMOYeHHble oOpraHbl FOCYAapCTB-YfIeHOB BrpaBe onybnukoBaTb OKOHYaTemNbHbI BapuaHT
MHAOPMaLIMOHHOTO MaTtepuana ans HenocpeAcTBEHHOro obpalleHns K cneuuanuctaMm CUCTEMbl 30paBOOXPaHEHMS.
YNONHOMOY€EHHbIE OpraHbl rOCyAapCTB-YNEeHOB MOTYT TakkKe BbiNycKaTb AOMNONHWUTENbHOE coobLleHne o 6es3onacHoCcTm
(Mpy HeobxoAMMOCTMN) M pacnpoCTpaHATb MHGOPMAaLMIO CPeAn COOTBETCTBYIOLLMX OpraHusauui u cneumnanucToB
cMcTeMbl 3apaBooxpaHeHus. [lononHutensHoe cooblieHne o 6e30nacHOCTU MHULMMPYETCSH, Kak B MpaBuso, B cryyae
HeobX0AMMOCTU MPUHATUSA CPOYHBLIX MEP WM U3MEHEHWs acrnekToB MeOULMHCKOW MPaKTUKM U BKnovaeT B cebs
pekomMeHZauMn YNonHOMOYEHHOro oOpraHa M Mepbl  MWHMMM3auMM pucka Ans  CheuuannctoB  CUCTEMbI
3gpaBooxpaHeHus. B cnyvae npuHATMS peweHus O HeobxoAMMOCTM OOMOMHUTENbHOrO MHAOPMUPOBaHUSA O
6e3onacHOCTW, YNONMHOMOYEHHbIE OpraHbl FOCYAapCTB-YNIEHOB YYMTbIBAOT MHTEPECHhl CUCTEMbl 30PAaBOOXPAHEHNS U
HaceneHus. C uenblo obecneyeHWss MaKCMManbHOrO  PacNpPOCTPAHEHUS  AOMOMHUTENbHbIX  COOBLLEeHWN
YNOSIHOMOYEHHBIMW  OpraHamMy  rocyaapcTB-UNeHOB  OOSKHbl  BblbupaTbcs  Hambonee  adpdekTBHblE 1
OPVEHTMPOBaHHbIE Ha LEeneByl ayauTopuio KaHamnbl WHpopmupoBaHusa. B cnyyae HeobxogmMmocT nporpamma
NHAOPMUPOBAHNA MOXET BKMOYaTb B cebsa npuBrneyYeHne HayvHbIX W NpOogeccuMoHanbHbiX OObeaAMHEeHWN,
opraHu3auvin naumeHToB, MECTHbIX OPraHoOB YrNpaBneHNs CUCTEMON 30paBOOXPaHEHMS.

MHdopmauumsa ona nuu, He ABNSIOLWMXCA cnelyuanMcTamMmm
CUCTeMbl 30paBOOXPaHEHUsI

881. WNHpopmMaumMOHHbIM MaTepwar, HamMCaHHbIN OOCTYMHbIM A3bIKOM (Hanpumep, B dopmMaTe BOMNPOCOB U
OTBETOB), MOMOraeT nuuam, He SBNAWUMCH CcrneuManucTtamMm CUCTeMbl 34paBOOXpaHeHus (NauveHTam U
HaceneHuto), (danee - HecneuManucTbl) pa3obpaTbCa B Hay4yHbIX BONPOCAxX W PErynsatopHbIX Mepax, KacarloLmnxcs
npobnem no 6e3onacHocTu.

882. Matepuanbl Ha OOCTYMNHOM fA3blKe, NMOAroTaBfMBaeMble AepXaTernemM perucTpaumoHHOro yaoCToBEepeHUs
OOMXKHbI coaepXaTb pekoMmeHaaumMm n MHopMauuio YNormHOMOYEHHbLIX OpraHoB rocy4apcTB-4YNeHOB N0 MUHUMU3ALNN
puckoB Ona nauneHToB u cneuynanncTtoB CUCTEMbl 30paBOOXpPaHEHUA B OTHOLUEeHUMU I'IpO6J'IeM, CBA3aHHbLIX C
6e3onacHOCTbI0, a Takke AOIMKHbI CONPOBOXAATbCA COOTBETCTBYIOLLEN CPaBOYHON UHGOPpMaLMEn.

883. YNONHOMOYEHHbIE OpraHbl rOCY4apCTB-YIIeHOB pasMellaloT MHGOopMauulo Ans HecneuvanvcToB Ha
MEAVLIMHCKUX MHTEPHET-NopTanax rocyaapcTB-4IeHOB M MOTYT AOMONHUTENIbHO PacnpoCTpaHaTb ee cpeau nauueHToB
N opraHusauunii 3apaBooxpaHeHnst NGO MCMoNb3yT MHble CNocobbl U KaHasbl MHOPMUPOBaHUS, obecrneynsatoLme
TpebyeMblii ypoBeHb pacnpoCTpaHeHUst U AOCTYNa LieneBoi ayauTopum K BaxkHol MHcpopMaumm o 6e3onacHocTu.

884. CrnepyeT npvBriekaTb MNauueHTOB WM CNeuManucToB CUCTEMbl 30PaBOOXPAHEHWs K y4acTuio B npouecce
MOAroTOBKM AOKYMEHTOB Ha JOCTYMNHOM AN HAaceneHus s3blke C Lenbio MNOBbILWEHUS JOCTYNHOCTM MHopmaumn.

NHdopmauumsa B npecce

885. K wuH(opmaumm, pasmellaemon B Mpecce, OTHOCATCA MNpecc-penm3bl N npecc-koHdepeHuun,
npegHa3HavYeHHble A1 KypHanmcToB.

886. YNONHOMOYEHHbIE oOpraHbl FOCYyAapCTB-YNIEHOB MOrYT HanpaensaTb Mpecc-penusbl HemnocpeacTBEHHO
XXypHanucTtaMm B AOMOSTHEHUE K WX pPa3MELLEeHUI0 Ha cavTax YMNOSIHOMOYEHHbIX OPraHoOB FOCYOapCTB-UNEHOB, YTO
MO3BONUT KypHaNMMUCTaM HanpsaMyto MonyyYnTb WHGOpMaUMio, NpOLWEeALy0 OLEHKY YMNONTHOMOYEHHOro oOpraHa.
B3anmopgenctene co cpeacteBamMm MaccoBOW MHOpMaLMu SBMSIETCS BaXKHbIM crnocobom oxeata Gornee Wmpokown
ayouTopum, a Takke CnocobCTBYET YKPENNEHNO JOBEPUS K PErYNSITOPHON CUCTEME.



887. ,D,epmaTenM perncTpaunoHHbIX yJJ,OCTOBepeHI/Iﬁ MOryT noarotoBuUTb WU Ol'ly6J'IMKOBaTb npecc-penn3 c
npencrasneHnem cBOen nosvuum no np06neme, cBA3aHHOM ¢ 6e3onacHOCTbio, C YKa3aHnem perynatopHbIX Mep,
npnHMMaemMblX ynoJsIHOMOYE€HHbIM OpraHoMm.

888. MNockonbKy npecc-pennsbl (KpOMe XXypHanmMCcToB) MOryT BbiTb MPOYUTAHBI APYTMMY YnuTaTenamm (Hanpumep,
cneumanMcTamMmmn CMCTEMbI 30paBOOXpPaHEeHNs, NauMeHTaMmm 1 gpyrMMy Hecneumanuctamm), B HUX Heobxoanmo genatb
CCbINIKy Ha MHGOPMAaLMOHHbBIE MaTepuanel, UMelLne OTHOLWEHME K JaHHON npobneme no 6e3onacHocTu. B cnyyasax
€CnvM nnaHupyeTcs HenocpeacTBeHHoe obpalleHne K cheuuanuctaMm CUCTEMbl  34paBOOXPaHeHus, cregyeT
obecneunte MHHOPMUPOBAHME CMELMANUCTOB CUCTEMbI 3A4paBoOXpaHeHus, Nnbo OO0 onybnukoBaHUSA npecc-penvaa,
nnmbo oaHOBpeMEHHO ¢ nybnukaumven unum pacnpocTpaHeHMem npecc-penu3a, 4Tobbl NpefocTaBUTb BO3MOXHOCTb
MeAMLIMHCKUM creLmanMcTam NoAroTOBUTBLCS K OTBETaM Ha BOMPOCH! NALMEHTOB.

889. B cnyyae ecnu npobnema no 6e3onacHoOCTV NpeAcTaBnseT NOBbILEHHbI MHTEpPeC Ans CpeaCcTB MacCoBOW
nHcbopMaummn nmbo B criydae Heob6XoaAMMOCTM AOBEeAEHNS 40 HAaceNeHNst MHOFOMIaHOBOW M CIIOXKHOM MHopMaLun no
Ba)KHOMY [N 300pPOBbs HAaCeneHust BOMPOCY, YMOMHOMOYEHHbIMU OpraHaMu roCydapCTB-YfIeHOB B KayecTse
3 hEKTMBHOIO MeToAa UHGPOPMUPOBaHMS OBLLECTBEHHOCTU MOXET ObiTb PacCMOTPEH BOMPOC MPOBeAeHWsl npecc-
KOH(hEePEeHLIMU C JKypHarncTamu.

BeO-cant

890. Beb-cant npeacrtaBnset cOB0ON BaXKHbIA MHCTPYMEHT MH(POPMMPOBaHWS HAceneHus (BKoYas naumeHToB U
cneumanvcToB CUCTEMbI 3[paBOOXPaHEHMs). YMONMHOMOYEHHbIE OpraHbl rocyAapCTB-UNIEHOB, a TaKkke AepxaTenu
PErncTpauMoHHbIX YOOCTOBEPEHUA [OSKHbI rapaHTUpoBaTb, 4TO BaxHas wWHdopmaums no 6esonacHocTy,
pa3MelleHHasl Ha KOHTponvpyembix uMu Beb-caviTax, OyaeT nerkogocTynHoW W MOHSATHOW MNOMb3oBaTensiM.
WHdopmauus Ha caiTax [ofmkHa MOCTOSIHHO OBHOBNSATbCH, a nobas ycrapeBwas uMHdopMmauus JomkHa OblTb
OoTMeYeHa COOTBETCTBYHLLMM 06pa3om unu yaaneHa.

Apyrve cpeacTBa MHTEPHET-KOMMYHUKaUUn

891. NHpopmaums no 6e30nacHOCTM MOXET Takke pacnpoCTpaHATbLCA B CeTU VIHTepHeT nocpeacTBOM ApYrux
BeO-npunoxeHun. lNpu wncnonb3oBaHun ©O0Mee HOBbIX, BbICOKOCKOPOCTHbIX KaHanoB CBSA3WM crieayeT MpuHATb
HeobxoauMble Mepbl, YTOObI HE JONYCTUTL HapYyLLUEHUS TOYHOCTU NnepeaaBaeMon nHdpopmMaummn. B KOMMyHUKaLMOHHOWN
npakTuke cregyeT YuYuTbiBaTb MOSIBMSIOWIMECS HOBble CpeacTBa KOMMYHMKALMKW, WCMONb3yeMble pasfvyHbIMU
LeneBbIMV ayauTopusiMu.

MHdopmaumoHHbIe NucbMa u GronneTeHn

892. WMHdopmaunoHHble nucbMa WM OlMNeTeHW npedHasHayeHbl ONS PerynspHoro npeacTaBfieHnsi HOBOW
MHGOPMaLMM O NeKapCTBEHHbIX MpenapaTax n nx 6esonacHoctn n addekTMBHOCTU. C NOMOLLBIO 3TUX MEXaHU3MOB
MHOPMMNPOBAHMS YNONTHOMOYEHHbBIE OpraHbl rOCyAapcTB-YNIEHOB MOrYT OXBaTWUTb GOMbLUYD ayauTopuio, UCNOSb3ys
BeO-NpuUNoxeHns 1 apyrne AOCTyMnHble CPeacTBa.

B3aumopgencreume mMexay ynorfHOMO4YeHHbIMU
opraHamMum rocygapcTB-4rieHOB

893. Mpu NPUHSATUM OOHMM M3 YNONTHOMOYEHHbIX OPraHOB rOCYAapCTB-YIEHOB Mep PErynsTOpHOro xapaktepa B
OTHOLLUEeHWX onpegdeneHHol npobnembl No Ge3onacHOCTM Y APYrMX YMNOSHOMOYEHHbIX OpraHoB rocydapCTB-yrieHoB
MOXET BO3HUKHYTb HeobXoOAMMOCTb MpeAcTaBlieHWs OTBeTa Ha 3anpockl uUnu obmeHa uHdopmauumen. Creayet
UCNOMb30BaTb MEXPEerynaTopHble MHGOPMaUMOHHble MaTepuanbl, NOAroTOBMEHHbIE YMNOMHOMOYEHHbIM OpraHoM
rocygapcTea-yrneHa, B NoMOLLb CBOWM KOnyieraMm Ansi OTBETOB Ha BHELUHME 3anpockl UM oGmMeHa MHdopmauuei no
KOHKpEeTHOW NpoGnemMe no 6e3onacHoCTK.

OTBeTbl Ha 3anpochbl HacerneHus

894. YnosHOMOYeHHbIe OpraHbl roCcyapCcTB-YNEeHOB N AepXaTenu perMcTpauuoHHbIX YAOCTOBEPEHUI OOMKHbI
pacnonaratb LENCTBYHOLUUMMM CUCTEMAMU pearnpoBaHUSA Ha 3anpocbl HACENEHUS O JIeKapCTBEHHbIX MpernapaTtax.
OTBeTbl [OMKHbI cofepxaTb MHOPMAaUUIo, HaxoAsWylcsa B OTKPbITOM [OCTyrne, M BKAoYaTb B cebs
COOTBETCTBYHLUNE pPEKOMEHZAUUN ANst NaUMEHTOB U CNELManuCcToOB CUCTEMbI 34PaBOOXPAHEHUS, NpeacTaBleHHbIe
YNONTHOMOYEHHbLIMW OpraHamMmu rocygapcTB-yneHoB. Ecnu Bompochbl KacalTcs KOHCyNbTauui no UHAMBUAOYanbHOMY



neyYeHunto, NaLueHTy crieqyeT pekoMeHaoBaTh 06paTUTLCA K CreumanucTam CUCTEMbI 30paBOOXPaHEHNS.
Apyrve cpeacTea nepefavmn nHgopmauum

895. NMomumo cnocoboB MHpOPMUPOBaAHUS, YKasaHHbIX B MyHKTax 866 - 894 HacTosAwwmx Mpasun cylecTByloT
Apyrme VHCTPYMEHTbl M KaHhanbl nepegayn uHdgopmauum no GesonacHocTn (Hampumep, nybnuvkaumm B Hay4HbIX
XypHanax n xXypHanax npoceccuoHarnbHbIX OpraHu3auum).

896. HekoTopble MHCTPYMEHTbI M CNOCOObLI MHOPMUPOBAHUS MOTYT UCMONb30BaTbCs B 0ONacTu ynpaBneHns
puckamun. Meponpuatns nNo  MMHMMM3AUMM  PUCKOB 4acTo BKkNovawwT B cebs cneuvanbHble  Mporpammbl
NMHOPMUNPOBaHNS O puckax. IHCTPYMEHTbI, UCNOoNb3yeMble B 3TUX NporpamMax (Hanpumep, namaTki Ans nauneHTos,
obpasoBaTtenbHble MaTtepuanbl UNu pykoBoACTBa No 6e30nacHOCTM ANs CneLManMcToB CUCTEMbl 30PaBOOXPAHEHMS),
ykasaHbl B pasgene Xl HacTosawmx NMpasun.

5. 3dhdekTnBHOCTL MHPOPMMPOBaHUSA O Ge30NacHOCTHU

897. WHdopmnpoBaHne o ©OesonacHoCTU cuuTaeTcs 3dEKTMBHBIM, €cnv nepefaBaemMoe CcoobOLeHne
NPUHUMAaETCSA 1M NOHMMAaETCS LieneBov ayaAnToOpmMen Tak, kak 3To Oblno 3agymaHo, 1 Lenesas ayguTopus pearmpyet Ha
MHOPMALMIO MNPUHATUEM COOTBETCTBYIOLMX Mep. [Ana oueHkn 3dPGEKTUBHOCTM WH(OPMUPOBAHNE [AOMMKHbI
NPUMEHSATLCHA COOTBETCTBYHOLLME MEXaHM3Mbl, OCHOBaHHbIE HA YETKUX napameTpax (nokasarensax). lNokasatenun moryTt
OblTb OCHOBaHbl Ha M3MEPEHUN pPa3nWYHbIX Pe3ynbTaToB, BKMOYad, Hanpumep, noBedeHue, B3aVMOOTHOLUEHUS,
3HaHWS, a Tawkke WHble napameTpbl unu akTopbl, Xxapaktepusylwme IdPPEKTUBHOCTE MEPONPUSATUA NO
WHopMMpoBaHM0. Ha OCHOBaHWM BBLINOMHEHHOW OUEHKM 3(EKTUBHOCTU [OIMKHbI OblTb CAenaHbl BbIBOAbI,
onpegerneHbl NPUOPUTETbI B OTHOLLEHUW JanbHeWWen AeATEeNbHOCTU No MHAPOPMUPOBAHUIO, @ TakkKe BbINOMHEHa
aganTtauust UHCTPYMEHTOB U NPaKTMKN UHPOPMUPOBAHUSA B COOTBETCTBUMN C NOTPEOHOCTAMM LieneBon ayantopum (npm
HeobxogmmocTn). [Ona ycTaHOBMNEHUSS COOTBETCTBMSA MHQopMauum o GesonacHoctn TpeboBaHuAM nyHkTa 857
Hactosawmx [MpaBun cnegyet ucnonb3oBaTb MOAXOA, OCHOBaHHbIM Ha uUccregoBaHuw ueneson ayautopuu. [pu
NPMMEHEHWUN OaHHOrO MOoAXO4a MOryT OblTb COMOCTABMEHbI pasnuyHble pe3ynbTaTbl OLEHKM LIeNeBO ayautopuu, B
TOM YMchne noBefeHne, B3aUMOOTHOLLEHUST U 3HAHUS.

898. [epxatenn perucTpauMoHHbIX YOOCTOBEPEHUA HECYT OTBETCTBEHHOCTb 3a OUEHKY 3(deKTUBHOCTM
HENOCpPeACTBEHHONO WHMOPMUPOBAHNUS CNELMannCcToB CUCTEMbI 34paBoOXpaHeHust o npobnemax ©GesonacHocTwu.
[epxatenn perucTpaumoHHbIX YOOCTOBEPEHUA OOMKHbI MH(OPMMPOBATL YMOMHOMOYEHHbIE OpraHbl rocyaapcTB-
UYNEHOB O KONMUYECTBE CMELManuMCcTOB CUCTEMbl 30pPaBOOXPAHEHMS, KOTOpble MNOMAy4uMnn umHgopmauuio B cdopme
HenocpeACTBEHHOro OOpalleHns K crneunanuctaM CUCTEMbl 30PaBOOXPAHEHUs, MOMYYEHHbIX pe3yrbTaTax OLEHKU
3P PEKTUBHOCTN HEMOCPEACTBEHHOIO MHPOPMUPOBAHUS, @ TakkKe BbISBMEHHbIX TPYAHOCTAX (Hanpumep, npobnemax
CO CMUCKOM MornydaTtenen unm cpokamm n mexaHmamamm pacnpoctpaHenusi). CooTBETCTBYHOLLME KOPPEKTUPOBOYHLIE U
npegynpeauTenbHble Mepbl OOMKHbI ObITb MPUHATBHI BO BCEX CIydasX BbIABIEHUS HEAOCTATOYHOW 3dEKTUBHOCTU
HenocpeaCcTBEHHOro obpalleHus K cneumanucTam CUCTEMbl 30paBOOXPAHEHNS.

6. Tpe6oBaHUA K cucTeMe KavyecTBa MH(OOPMUPOBaHUA
o 6e3onacHocTH

899. B cooTBeTCTBMU C TpebOBaHNSIMU K cUCTeMe KavecTBa MHDOpMUPOBaHUsi 0 6e30MacHOCTH, U3MNOXKEHHbLIMM
B pasgene 2 Hactosiux [Mpasun, TpebyeTcs Hanvume npoueayp, obecneyunBaroLmx COOTBETCTBUE MH(DOPMUPOBAHNS
o ©6esonacHOCTM MpuHUMNAM, onpedeneHHbIM nyHkToM 857 HacTtoswmx [MpaBun. OormkHo ObiTb oGecneyeHo
BbINOMHEHNE W [OOKYMEHTUPOBAHME KOHTPOIbHbIX Mpouedyp B OTHOWEHWM nepeaasaemolt MHGOpMauuM o
GesonacHocTu, NpeacTaBnstowel co6oi 06BbEKT KOHTPOIS KayecTBa.

7. BzaumopgencTBue B 0651acTm MHOPMUPOBaHUSA 0 6e3onacHoOCTuU
Ha TeppuUTOpUAX rocyaapcTB-YreHOB

B3sanmopencrteue YNONMTHOMO4Y€eHHbIX OopraHoOB
rocygapcrTB-4JieHOB B ob6nactu I/IH(*)OpMMpOBaHVI'iI o GesonacHocTu
NeKapCTBEeHHbIX npenapaTtoB

900. B pamkax WHOPMALMOHHOIO B3aUMOAENCTBUS  YNONHOMOYEHHbLIX OpraHoB roCyAapCTB-YNeHOoB
YNOSIHOMOYEHHBIMU OpraHamMmu BbIMOMNHAETCA perynsipHbin obMeH uHdOpMauvMen B OTHOLIEHWMWU MMaHUpyeMon K
pa3meLleHmnio MHpopmauum o 6e3onacHoOCTy.



HenocpeacTBeHHOe oGpalleHue K cneymanucTam
cUCTeMbl 3apaBoOXpaHeHus No BonpocaM 6e3onacHoOCTH
neKapcTBeHHbIX NpenapaToB, 3aperMcTPMPOBaHHbIX
Ha TepPUTOPUAX rocyaapCTB-4YNIeHOB

901. B cnyyae ecnu nekapCTBEHHbIN MpenapaTt 3aperucTpupoBaH Ha TEPPUTOPUM OOHOMO WM HECKOJTbKMX
rocy4apCTB-YfIEHOB, YMOSTHOMOYEHHbLIE OpraHbl FOCYAapCTB-YfIEHOB OOMEHMBAlOTCA CBEOEHUSMU B 4acTu
OA0OpEHHOro cogepXaHnss UWHopMauum Ans  HemnocpeacTBEHHOro obpalleHust K - creyyanuctaMm  CUCTEMBbI
3[4paBOOXPaHEHNsT U NMIIAHOM MHGOPMUPOBAHMS CMEeLManmMcToB CMCTEMbl 34paBOOXPaHEHMSs, NPOLLEeALWNX npouenypy
cornacoBaHusl. [ns obmMeHa OKOH4YaTesfbHbIM BapuaHTOM MWMHGOPMAaLMOHHOrO MaTepuana M nnaHoM nepenaydn
WMHpopMaLnMM yNnoNMHOMOYEHHbIE OpraHbl FOCYy4apCTB-YMEHOB MCMNOMb3YT AOCTYMHblIE CUCTEMbI MHOPMALVUOHHOrO
B3aMMoOOencTBuUA.

TpeGoBaHus K AepXaTensM permcTpauMoHHbIX yA0CTOBEepPEeHUA

902. [epxaTtenb perucTtpaunoHHOro yaocTtoBepeHuss obssaH MHOPMMPOBATL YMNOMHOMOYEHHbIE OpraHbl, Ha
TEPPUTOPUAX KOTOPbIX 3aperMcTpMpoBaH JleKapCTBEHHbINM MpenapaT, O CBOEM HamepeHuu cgenaTtb nybnuyHoe
coobuleHne, wunu MHMOOPMMPOBAHWE, UNW pasMelleHne WHdOopMauMK, OTHOCALEeNcs K MHdopmauum no
dapmakoHag3opy unu npobnemam, cCBA3aHHbIM C 06e30MacHOCTbIO, a Takke no npobrnemam, CBA3aHHbIM C
NPUMEHEHNeM COOTBETCTBYIOLLErO NeKkapCTBEHHOro npenapara. [lpedcTtaBneHne wvHgopmaumMn ynoriHOMOYEHHbIM
opraHam C Uernblo MHpoOpMMPOBaHMS U NOMYYEHUS COrnacoBaHna AOMMKHO ObiTb caenaHo ¢ ycnoBmeM 3anpeTa Ha ee
onybnukoBaHme [0 WCTEYEeHUs Cpoka He MeHee 4eM 3a 24 4yaca OO ee onybnukoBaHus. YBegomneHue
YNOSTHOMOYEHHbIX OpPraHoOB OJAHOBPEMEHHO C NPeACTaBfeHMEM WHAOPMAaLMM HACENEHU0 BO3MOXHO TOMbKO B
MCKIMIOUYUTENBHBIX CIyYasix npu Hanuynm oCHOBaHWIA.

903. K ocHoBaHuMsM, ykasaHHbIM B NyHkTe 902 HacTosilwmx [NpaBun, oTHOCATCA OOOCHOBaHHasi yrpo3a >XM3HM,
3[,0pOBbLI0 UK BNaronony4mo HaceneHusl.

904. OepxaTtenb permctpaumMoHHOro YAOCTOBEPEHMS HeceT OTBETCTBEHHOCTb 33 OOBLEKTUMBHOCTb U TOYHOCTb
npeacraBnsemMon HaceneHuio nHdopmaumun. B cnyvae ecnu gepxartens permcTpaumMoHHOro YAoCTOBEPEHWS nonydvaeT
WMHOpMaLMIo O TOM, YTO TPeTbA CTOPOHa HamepeBaeTCs PacrnpocTpaHuUTb MHAOPMALMIO, KOTOpas MOXET MOBNUATb
Ha COOTHOLUEHWe "Nosnb3bl - pUcKa" NnekapCTBEHHOro npenapara, 3aperncTpupoBaHHOIO Ha TepPpPUTOPUSX rocyaapcTB-
4YNEeHOoB, AepXaTenb PerucTpauMoHHOro YAOCTOBEPEeHUs [OMmkeH coobwutb o6 3TOM B COOTBETCTBYOLLME
YMONHOMOYEHHbIE OpraHbl roCyJapCTB-YIEHOB.

B3aumopgencTBUE C TPETEMMU CTOPOHAMMU

905. TpeTbnM CTOPOHAM (Hay4HbIM XXypHanam, Hay4YHblM 0bLLeCTBaM, OpraHu3aLmsam NaumMeHToB 1 Ap.) cnegyeT
MHOPMUPOBATL  YNOMHOMOYEHHbIE OpraHbl FOCYAapCTB-YNIEHOB O MOSABMSIOWENCA HOBOW WHdOpMaumMmM no
6©e30MacHOCTN NEeKapCTBEHHbIX NMpenapaToB, 3aperncTpupoBaHHbIX B pamkax Coto3a. B cnyyae ecnu nnaHupyetcs
nyénvkaumsa gaHHoW MHdopmaunm, HeobXo0ANMMO 03HAKOMUTL C HEN YNONIHOMOYEHHbIE OpraHbl rOCy4apCTB-YrEHOB A0
ee nybnukayuu.

Bbl60p A3blKa U BbINOJIHEHMEe nepeBoO4a
npun noaroToBKke HenocpencTBeHHOro o6pau.|eHm| K cneyunanucrtam
CUCTeMbl 34paBoOXpaHeHusA

906. BaxHas uHgopmauma o 6GesonacHOCTW, pacnpocTpaHsemMasi C MNPUMEHEHWeM pasnnyHbIX crnocoboB
MHbOPMUpPOBaHUSA, OOMKHa ObiTb goBedeHa OO0 LeneBoi ayaMTopuuM CBOEBPEMEHHO M Ha oduuManbHOM A3blke
rocygapcrea-yrieHa, Ha TeppUTOpMKN KOTOPOro 3aperMcTpupoBaH COOTBETCTBYIOLLMX NIeKapCTBEHHbIV Npenapar.

907. MNpu noagroToBke N ogobpeHun MHdopmauum o 6e3onacHOCTU, NpegHa3Ha4YeHHOW ANsl pacnpoCTpaHeHus,
YMONTHOMOYEHHbLIMW OpraHaMu roCyg4apCTB-YNEHOB WCMONb3yeTCss PYCCKUA UMM OPYrod rocygapCTBEHHbIN  A3bIK
rocyaapcrBa-4neHa.

908. WHpopmaumsi HenocpeAcTBEHHOro obpalleHust K crneumanucTtam  CUCTEMbl  34paBOOXPaHEHNs,
paspabaTtbiBaeTcA gepXatenem perucTpauMoHHOro yAOCTOBEPEHUS W NpPeAcTaBnsieTCs Ha CcornacoBaHWe B
YNOSIHOMOYEHHbI OpraH Ha pPYCCKOM MWNM OpYyroM rocygapCTBEHHOM £3blke rocygapcrBa-yneHa. [onyckaeTtcs



pacnpocTpaHeHne MUCKNKYNTESNTbHO cornacoBaHHOM YNOJTHOMOYEHHbIM OpraHoM rocyaapcTtBa-yieHa MH(bOpMaLI,MI/I
HenocpencTtBeHHOoro o6pau.|,eHM;| K cneynanmctam CUCctemMbl 30paBOOXpPaHEHUA Ha PYCCKOM UMM UHOM Od)MLI,MaJ'II:HOM
A3blKe rocygapcrBa-4yrieHa.

XIl. Mepbl MUHMMU3aLUN pUCKa
1. O6wme nonoxeHus

909. Mepbl MMHMMM3ALMM pUCKa NPEACTaBMsT COOOM OEeWCTBUSl, HamnpaefieHHble Ha MpefoTBpalleHne
Pa3BUTUSA HEXeNaTeNbHbIX Peakuni, CHKEHNE YacTOThbl Pa3BUTUS UIN CTEMEHN TSHKECTU HeXenaTenbHbIX peakuni, a
Takke MUHMMM3aUU0 HebnaronpusiTHeIX MOCNEACTBMI BO3OEWCTBUS Ha NaumMeHTa Npu pasBUTUM HexXenaTerbHOW
peakLuMmn Ha NekapCTBEHHbIN Npenapar.

910. Mepbl MUWHMMN3aunn puckKka, BKIMKOYEHHbIE B OaHHbIN pasgen, paccMaTpuBaroTcAd B COOTBETCTBUU C
Tp96OBaHVI9|MVI K cucreme MMHMMmn3aunm pucka, yCtaHOBJ1IEHHbIMU pa3agesiom VI HacTosALWmMX npaBVIJ'I.

911. Mepbl MUHMMM3AUMM pUCKa MOrYT BKMOYaTb B Ce0SA PYTMHHbIE MEpbl MUHUMM3ALMU pUCKa WNK
AOMNONHUTENbHbIE MEepPbl MWHUMU3AUMKM pucka. PyTWHHbIE Mepbl MUHMMU3aUUW PUCKa, ykasaHHble B pasgene VI
HacToswwmx [paBun, pacnpocTpaHaTCA Ha BCe NekapCTBEHHbIE NpenapaThbl.

912. BONbLUMHCTBO NPOGNEM, CBSA3aHHbIX C GEe30MacHOCTbiO, MOTYT HaanexawymM o6pasoM ynpaensTbCs C
NPYUMEHEHMEM PYTUHHBIX Mep MWHUMWU3AUUW pucKa, AOMONIHUTESIbHble Mepbl YNpPaBfeHUs pucKamn  MOryT
NPUMEHSATLCA B OTHOLLUEHUN HEKOTOPbLIX PWUCKOB, ANl KOTOPbIX PYTUHHbIE MEepbl MUHMMMU3aUWMM puUcka MOryT ObiTb
HeOoCTaToO4YHbIMM ANs obecneyeHunsl Hafnexallero ynpaBeHus puckamm n (Mnu) yny4lueHns COOTHOLLEHMS "nosb3a -
pvcK" riekapCcTBEeHHOro npenapara.

913. [daHHbIn pa3gen CooepXMT PYKOBOACTBO MO MPUMEHEHWUIO AOMOSNHUTENbHBIX MEp MWHUMMU3aUUM pucka,
BbIOOPY WHCTPYMEHTOB MWHMMMU3ALUM pUCKa U OUEHKe 3(PEKTUBHOCTM YyKasdaHHbIX Mep. [lpu onpegeneHHbIX
obcToATenbCTBaxX OueHKa 3ah(eKTMBHOCTM MOXET NoTpeboBaTbCA B OTHOLUEHWM PYTUMHHBIX MEP, HamnpaBfieHHbIX Ha
MUHMMM3AUMUIO puUCKa, CBSA3aHHOrO C npobrnemamu no ©Oe3onacHocTu (Hampumep, ecnv oblias XxapakTepucTuka
NeKapCTBEHHOro npenapata COAEPXWUT peKoMeHZauuv Mo MWHUMU3AuMU  PUCKA, BbLIMONIHEHME KOTOPbLIX He
NpegycMOTPEHO PYTUHHBIMW CTaHZapTamMu MeOMUUHCKOW NpakTukM). B ykasaHHbIX crnydasix pekoMeHgauuum no
BbINOMHEHNIO OLEHKN 3h(PEKTMBHOCTM MEP MUHMMMU3ALIMM PUCKA OTHOCATCS TaKkKe U K PYTUHHBIM MEPOMPUATUSAM.

914. Mepbl MUHUMM3aALUN pUCKa ONPedensitoTCAd Ha OCHOBaHWMM MNpobrem, CBA3aHHbIX C 6e30MacHOCTbIo,
npeacTaBneHHblX B chneuudumkaumm no 6GesdonacHocTn. Kaxgas npobnema, cB#A3aHHas ¢ 6e30nMacHOCTLIO,
paccmaTpuBaeTcs B MHAUBMAYaNbHOM nopsgke, npu Bolibope Hanbonee uenecoobpasHon Mepbl MMHMMU3ALMK pycka
HeobXoAMMO  yYWTbIBaTb CEPbEe3HOCTb MOTEHUMAmNbHbIX HeXenaTenbHblX —peakuuid, CTeneHb WX TAXecTw,
NpeaoTBPaTMMOCTb MU KIIMHUYECKME OEeVCTBUSA, HeobXoauMble ONS CHWKEHUS pUCKa, MoKasaHus K NpUMEHEeHWIo
rniekapCTBEHHOro npenapara, NyTb U cnoco® BBeAeHWS feKapCTBEHHOro npenaparta, ueneBble nonynauMn v Tun
ydpexxaeHuin 3paBooxpaHeHus, rae NpUMeHsaeTCs NekapCTBEHHbIN npenapar.

915. [Ona ynpaBneHus npobrnemon no ©Oe3onacHOCTM AOMNyckaeTcsa npumeHeHne 6Gonee 4Yem 1 Mepbl
MUHMMU3aUUN pUCKa, NpY 3TOM 1 Mepa MUHUMU3AUWUM pUCKa MOXET PacnpOCTPaHATLCA Ha HECKOMbKOo npobnem no
6esonacHocTy.

916. ,D,epmaTenb perncTpaumoHHOro yagoctoBepeHma Hecet OTBETCTBEHHOCTb 3a obecneyeHne Haanexatlero
KOHTPOJ1A BbINOJIHEHNA Mep MWHUMM3aLUUN pPUCKa, KOTOpPble BKIHOYEHbI B cornacoBaHHbIN YNOJIHOMOYEHHbIMU
opraHamu nnaH ynpasJieHUAa puckamu nnm 00o3Ha4yeHHbIe B KayecTBe obsA3aTenbHbIX yCJ'IOBVIVI permcrTpauunn.

917. YNONHOMOYEHHbIE OpraHbl HECYT OTBETCTBEHHOCTb 3a KOHTPOJlb pe3ynbTaToOB BBeOEHUA U peanusaunun
Mep MUHMMM3aAUMN PUCKa, KOTOPbl€ BKIKOYEHbl B MJlaH YyhnpaBlieHUA pUCKaMn unn 00o3HayeHbl B Ka4ecTBe
obsi3aTenbHbIX yCﬂOBMI7I perncrtpauunn.

918. Mepbl MMHMMM3ALMM pUCKa HanpaBeHbl Ha onTMMu3aumo 6e3onacHoro n 3dEKTUBHOIO UCMONb30BaAHUSA
NEKapCTBEHHOrO npenapata Ha MPOTSXKEHUM BCEro >KM3HEHHoro uukna. CooTHoweHve "monb3a - puck”
NeKkapCcTBEHHOro npenapata MoXeT OblTb YMyYlEHO MNyTEeM CHWXKEHWUS puUcKa W CTENEHW TSHKeCTU NocrencTBun
HexernaTenbHbIX peakuuMi, a Takke nyTem OnTMMM3auMyM Monb3bl MOCPEACTBOM LenesBoro nogbopa w  (unu)
WCKMIOYEeHMs naumeHToB Nubo nocpeacTBOM TLATENbHOrO MOHMTOPUMHIa nedeHuns (cneumdudeckas cxema npuema,
nabopaTopHbIN MOHUTOPWHT, NOcreaykLlee HabnogeHne 3a nauneHTamm u 1.4.). Mepbl MUHUMU3aUUKN pUcka OOIDKHbI



ABMNSATLCS PYKOBOACTBOM ANs1 ONTUMAaribHOrO MCMONb30BaHUS NEKapCTBEHHOrO NpenapaTta B MeAULMHCKON NpaKkTUKe B
LUensix rapaHTum npeaocTaBreHnst ONTUMarbHOrO JIEKAPCTBEHHOro MpenapaTta noaxoaswemy nauueHTy B
ONTMManbHOW [03€ M C ONTUManbHbIM PEXUMOM MPUMEHEHUS CMELManMCTOM, MMEIOLWMM Haanexallyto noaroToBKy
ONsl N0 HasHa4yeHWs NekapCTBEHHOro npenaparta M BeAeHWUsl NauMeHTa, a Takke C NpefocTaBreHUeM LOCTOBEPHOWN
NHGOPMAaLIMK U MPU HAAMEXAaLLEM KOHTpOIE.

919. BonbWWHCTBO Npobriem, CBsi3aHHbIX C 6e30MacHOCTbI0 MOFYT Haanexawwym obpasom ynpaBnsiTbCs C
MOMOLLbIO PYTUHHBIX MEP MUHMMMU3aUMKU pucka. B onpeaeneHHbIx cnyyasx anst oTAeSbHbIX BaXHbIX PUCKOB PYTUHHbIE
Mepbl MUHUMM3aLMM PUCKa MOTYT BbITb OLEHEHbI KaK HedoCTaTouHble U Ansa o6ecnedyeHns Haanexallero ynpasneHus
pVCKOM TpebyeTcsl BBeAeHME AOMNOMHUTENBHBIX MEP MUHUMU3aLMK pUCKa.

Mpu onpeageneHnn HeoGXOAMMOCTU BBEAEHWUs OOMONHUTENbHLIX MEep MWHMMM3AUUM pUCKa Y4YUTbIBAKOTCSA
nproputeTbl 6€30MacHOCTU B OTHOLLUEHUW 4acTOTbl, CEPbE3HOCTU HEXenaTemnbHbIX peakuui, CTENEHU UX TSKECTU,
BO3OEWNCTBUS HA CUCTEMY 3[paBOOXPaHEHUs1 U NpeaoTBpaTUMOCTM pucka. [Janee BbiNOMHAETCS OLeHKa BO3MOXHOCTU
OOCTWKEHWUs] MOCTaBMNEHHOW LEenu Mo MWHMMM3aUUW pUcKka MpuM WUCMNOMb30BaHMM PYTUHHBIX Mep W (B cry4ae
npeanonoXeHNss HeOOCTAaTOMHOCTM [aHHbIX Mep), OonpeaensieTcss AOMONHUTENbHbIE Mepbl MWUHMMM3ALUUUM PUCKOB,
KOTOpble B HambomnblUel CTEMEeHW COOTBETCTBYIOT MOCTABMEHHbIM UensM. [ononHUTenbHble Mepbl MUHUMU3ALUU
pycka OOSMKHbI MPUMEHSATLCS B OTHOLLEHUM Hanbonee BaXHbIX U NpeaoTBpaLLlaeMbIX PUCKOB, MPU 3TOM Harpyska Ha
BCE y4aCTBYHLUME CTOPOHLI, CBSI3aHHAs C BbIMNOMHEHWEM YKa3aHHbIX Mep AOIPKHA OnpaBAblBaTb OXUAAEMYO MONb3y
OIS NauMeHTOoB.

920. CywecTByeT psiAi pasHOOOpasHbiX MeTodOB, WCMONb3yeMbIX B KayecTBe AOMOSHUTENbHbLIX Mep
MUHMMM3aUMM pucka. Cdoepa perynMpoBaHus o6palleHUsl JeKapCTBEHHbIX MpenapaToB HaxoaWTcs B CTaguu
HeNpepbIBHOrO pasBuTUS, U UMetoMnecs MeToabl 6yayT AOMNONHATLCA HOBbIMU, B TOM YMCIE OPUEHTMPOBAHHBLIMU Ha
Gonee WNPOKOe UCMosb3oBaHNe MHGOPMAaLMOHHbLIX TEXHOMOTUIA.

921. YcnewHoe BbINOMHEHWE OOMNOMHUTENBHLIX Mep MWHUMM3auMM pucka TpebyeT ydacTmst BCex
3aMHTEPECOBAHHbLIX CTOPOH, B TOM YUCNE [epXaTenen perncrpaumoHHbIX YOOCTOBEPEHWW, MNALUUEHTOB W
cneumanucToB CUCTEMbI 34paBooxpaHeHusi. Heobxooumo oueHuBaTb peanusauuio daHHbIX Mep B CUCTeEME
3[paBoOOXpaHeHNs Ansi obecneyeHusi OOCTWXKEHWUS] MOCTaBMEHHbIX LUeEnen, a Takke ornpeaeneHuss COOTHOLUEHMS
COpa3MepHOCTU MPUHMMaEMbIX MEpP COOTHOLLEHMWIO "MoMb3a - PUCK" NeKapCTBEHHOIrO npenapara u npuknagbiBaeMbIxX
ycunui, HeobXxo4MMbIX CO CTOPOHbI CMELNAnMCTOB CUCTEMbI 3APABOOXPAHEHUS U NALUEHTOB AN BbINOMHEHUSA TaKMX
mMep. BaxHbIM ycrioBneM BBeAEHUS OOMOSNHUTENbHLIX MEP MUHUMMU3ALUN PUCKA, BKITHOYAs OLEHKY UX 3PdEKTUBHOCTH,
ABMNSETCA WUCKMIOYEHME YPE3MEPHOro U HeODOCHOBAHHOrO OOPEMEHEHUs CUCTEMbI 34pPaBOOXPaHEHUs, AepXaTenen
PErncTpaumOHHbIX YAOCTOBEPEHUS, YNONTHOMOYEHHbBIX OPraHOB U NaLMEHTOB.

922. [ononHuTenbHble Mepbl MWHUMU3aAUUM PUCKa OOJDKHblI MMEeTb YEeTKO onpefderieHHy Uellb,
COOTBETCTBYHOLLYHO obwen uenM MMHMMmn3aumnm cneu,mcbmqecmx PUCKOB ” (VIJ'II/I) ONTMMMU3aLMM COOTHOLLEHNS "Nonb3a -
pVICK". KOHerTHbIe uenn m 3a6narOBpemeHHo onpepernieHHble napamMmeTpbl OUEHKU OOCTUXEeHUA 3I3TUX uenen c
KIno4YeBbIMXU  3TanamMn BbINMOJIHEHNA OOJDKHbl CTaTb PYKOBOACTBOM MNpwU pa3pa60TKe AOONOJNTHUTENbHbIX MeEp
MUHMMU3aLnn prUcKa N oueHke JOCTUXEeHUA LeneBoro ypoBHA Sd)cbeKTVIBHOCTVI.

923. [omkeH 6biTb obecneyeH Hagnexalwmid MOHUTOPWHI BbIMOMHEHMS W OueHKa 3dEEKTMBHOCTU
AOMNONMHUTENBHBLIX MEP MUHUMM3aLUN pUCKa Mo 3apaHee onpeaenseMbiM napaMmeTpam Ha dTane BHeApPEeHUs 3TuxX Mep,
B NpoLiecce M N0 OKOHYaHMUIO UX BbIMOSTHEHWS.

924. C uenbto obecrneyeHVs OOCTUXKEHUS >KenaemblX pe3yrbTaToB MO OXpaHe OBGLECTBEHHOTO 340POBbLbSA
(3mopoBbs HaceneHus) Npy BbIGOPE UHCTPYMEHTOB UMM MeTOA0B MWHMMU3ALMM pUcKa U CTpaTerum BHeOgpeHus Mep
MUHUMK3ALMMN PUCKa YYUTLIBAETCS XapakTepucTuka npobriemsl, CBA3aHHOM ¢ 6€30MacHOCTLIO, C TOUKM 3peHUs:

COOTHOLLEHNS "Nonb3a - puUCcK" NekapCTBEHHOro nNpenaparTa,;

TepaneBTUYECKON 3HAYMMOCTM JIEKAPCTBEHHOIO NpenaparTa;

LeneBown nonynayuu,;

HEOOXOAMMbIX KIMHUYECKUX OEVCTBUN, HAaNPaBNeHHbIX Ha MUHUMM3ALNIO pucka.

PerynapHoe BbINOMHEHNE MPOMEXYTOYHOW OLEHKM 3DPEKTUBHOCTU peannsyemMbiXx Mep MUHMMU3aLMKM pucka
OOMKHO ObITb HamMpaBneHO Ha CBOEBPEMEHHOE BbISBMEHWE WX HEOOCTaTOYHOW 3(PEKTUBHOCTM W BHeApeHue



COOTBETCTBYHLUNX KOPPEKTUPYIOLLUX MEPONPUSTUA U BHECEHUE W3MEHEHMI B NNaH MEpPonpuUATMA MO Mepam
MUHMMUM3aUUN pucka. [JaHHOe HanpaBreHUe SBNSETCS pa3BMBatOLLENCa 00nacTbio MEAULMHCKUX HayK, HE MMEILLEN
06LLEeNPUHATLIX CTaHOAPTOB M NOAXOA0B, B CBSA3M C YeM AOMyCTMMO WUCMOSb30BaTb COOTBETCTBYHOLUME NOAxoAabl U
KONMMYEeCTBEHHbIE MEeTOoAbl, MPUMEHsieMble B (hapMakoanMaeMuonorMm U Opyrux pasgenax Hayku (Hanpumep, B
COLMONOrMN Unn Haykax o0 M3y4eHnn NOBEAEHUS), @ TaKKe Ka4eCTBEHHbIE METOAbLI UCCIef0BaHNNA.

925. BBegeHue OONOMHNUTENbHBIX MEP MUHUMU3aLMW PUCKOB CriedyeT pacCMaTpuBaTh Kak MporpaMmy, B pamkax
KOTOpPOI pa3pabaTbiBaloTCs KOHKPETHble MeTodbl M MiaH WX peanusauuu, a Takke cTpaTterusi oueHku. MNnaH no
MUHUMMW3aLMM pUCKa SIBMSIETCA COCTaBMAOLLEN YacTblo NnaHa ynpasneHus puckamu. MnaH no MUHUMKU3ALMKM pUckKa
[OIKeH BKNouaTb B cebs crieayoLme pasgensb:

a) obocHoBaHMe: 0060CHOBaHMe npeanoXeHHbIX AOOMOJIHUTESIbHbIX Mep MWHUMMU3aununm pucka B Cliydae
HeobXoOUMOCTU UX BBEOEHNS;

6) 3agaun: ykasaHue KOHKPETHbIX Liernei W aetanbHoe onvcaHue TOoro, Kak npegnaraemasi OOMonHUMTenbHas
mMepa MUHMMU3ALMK pUcka ByaeT HanpasneHa Ha pelleHne KOHKPETHOMN NpoGremMsbl, CBA3aHHOM ¢ 6e30MacHOCTbIO Ans
KakOom 13 NpeanoXeHHbIX AOMNOMHUTENbHbLIX Mep;

B) onucaHwme: onucaHune Bbl6paHHbIX OONONMHUTENIbHbIX Mep MWHUMM3aUMKU pPUCKa, BKIO4aA onuncaHue
MHCTPYMEHTOB UM METOO0B, KOTOPbIE 6y,qu MCNOJ1b30BaHbl, U KIto4YeEBbLIX 3J1IEMEHTOB COAEPXaHUA,

r) nnaH BbINOMHEHWs: nogpobHOe onucaHWe npeanoXeHWn MO  BbIMOMHEHWMIO OOMOMHUTENbHBIX Mep
MUHMMU3aUUN pUCKa (Hanpumep, XapakTepucTuKka BMeLlaTensCTB, AeTanbHas nHdopMaumsa O LerneBor ayamtopuu,
nnaH nposefdeHus obpasoBaTerbHbiX nporpaMMm W (Mny) pacnpocTpaHeHWss 0BpasoBaTeribHbIX WHCTPYMEHTOB,
MeXaHW3M KOOpAMHAUMK Mep C APYrMMU AepKaTensamMu permcTpaumMoHHbIX YAOCTOBEPEHUIA, Npu HeobxogumocTw);

A) nnaH oueHkn: NoApOoOHbIA MMaH C yka3aHMeM KIoYeBbIX 3TanoB MO MPOBEAEHUI0 OLUEHKN 3hdeKTMBHOCTM
AOMNOMHUTENbHBIX MeP MWHUMM3auMM pUCKa C TOYKM 3peHns 3MMEKTUBHOCTM BbLIMOMHEHNS 3annaHMPOBAHHOIO
npouecca u onpegeneHus obLMx nokasaTenemn BANSHUSA Ha ncxogpl (Hanpumep, CHUKEHNE pUCKa).

2. JononHuTenbHbIe Mepbl MMHUMU3aLUUUN pUCKa

926. [JononHutenbHble Mepbl MUHMMU3AUMKM pyUcka BBOAATCHA B Crydae €Criv OHW OLEHUBAOTCS KaK YCIOBUS
6e3onacHoro n ahEKTUBHOIO NPUMEHEHUS NEKAPCTBEHHOro npenapaTa. [Npegnaraemble OOMOMHUTENbHbIE MEpPbI
MWHUMU3aLUMK pUcka OOMKHbI ObiTb HayYHO 0B6OCHOBaHHBLIMU, @ TaKke AOIMKHbI pas3pabaTbiBaTbCA U NPeACTaBNATLCS
crneyumanucTaMmm ¢ COOTBETCTBYHOLLEN KBanndukaLmnen.

927. [ononHuTernbHble Mepbl MUHUMWU3ALUW pUCKa MOFYT WMETb pasfuyHble Lenu, Au3aiH, LenesByto
ayauMTOpPUIO U CIOXHOCTb. DT Mepbl MOTyT MCNONb30BaTLCS C Lienbio obecneveHnss Hagnexawen npouenypbl Boibopa
nauMeHToB, AMfs1 KOTOpbIX MOMb3a MNPUMEHEHUS NEeKapCTBEHHOro npenapata npeBbillaeT PUCK, WM UCKITHYEeHUs
NnauMeHToB, KOTOpPbIM MPUMEHEHWE IeKapCTBEHHOro npenapaTa NpOoTMBOMOKAa3aHo, C Lenbio obecrneveHus npu
NpoBeAeHUN Tepanuu Hagnexalwero MOHUTOPUHra, CBSI3aHHOMO C KOHTPOSIEM BaXKHbIX PUCKOB M (UNK) Hagnexalium
ynpaBneHneM HexxenatenbHOW peakuuei B criydae ee pasBuTus.

928. [ononHUTenbHo MoryT GbiTb paspaboTaHbl cneuuduryeckue Mepbl MUHMMU3aLMWM pUcKa B OTHOLLEHUU
pvcka OLUMGKM NpUMeHeHUs 1 (MNn) B Lensix obecrneyeHns Haanexallero HasHauyeHusl NekapcTBEHHOro npenapaTa B
Crnyyasix, ecnv [OOCTMXKEHME 3TOW Lenu TOMbKO MOCPEACTBOM NpeACTaBMneHus MHGopMauuM O JieKapCTBEHHOM
npenapare B WHCTPYKLMM MO MEOULIMHCKOMY MPUMEHEHMIO UMW MHAOPMAaLMM Ha ITUKETKE SIBMAETCA MPaKTUYECcKU
HEOCYLLLECTBUMbIM.

929. Ecnu caenaH 3anpoc Ha NpUMeHeHWe A0NOMNHUTENbHBLIX Mep MUHUMU3ALIMK pUcKa, 0BOCHOBaHWe Ans Hero
JOJKHO ObITb JOKYMEHTUPOBAHO, a Takke [AOSKHO ObiTb CAenaHo ykasaHue KOHKPETHbIX NpobneM, CBs3aHHbIX C
6e30MnacHOCTbIO, U NpPeAcTaBrneHo AeTanbHoe MNaHWpoBaHWe 3TanoB BbIMNOMHEHUS MepP MUHUMWU3ALUU PUCKOB U KX
OLIeHKM.

930. [lononHuTenbHbIE MEPbI MMHUMU3ALMM PUCKOB MOTYT BKIIOYaThb B cebs cneayowne HanpaBneHus:
a) obpasoBaTenbHble NPOrpaMmbl;

©0) NnporpaMmbl KOHTPONMPYEMOTO 4OCTYNa;



B) Opyrue Mepbl MMHUMU3aLMK pUCKa.
3. O6pas3oBartenbHas nporpamma

931. WHCTpYyMEHTblI MnM MeToAbl, KOTOpble MOryT ObiTb MCMONb30BaHbl B OOpasoBaTeribHOW nporpamme,
OCHOBaHbl Ha LUeneBoM WHPOPMUPOBAHMU C MpeacTaBneHneMm wuHopMauuun, copepxaiwencda B o6len
XapaKTepucTuke INeKapCTBEHHOro npenapata WM  MHCTPYKUMM MO  MEAULUMHCKOMY MpuMeHeHuto. Jliobon
obpaszoBaTernbHbI MaTepuan A0MmKeH ObiTb OPUEHTUPOBAH Ha AOCTWKEHNE KOHKPETHbIX Liene MUHUMN3auun p1cka.

932. Lenbio obpasoBaTensHON nporpammbl SIBSETCA ONTUMU3ALUSA NPUMEHEHUSA nekapCTBEHHOro npenapara
nocpeacTBOM MO3UTUBHOIO BNUSHUSA Ha AEWCTBUS CMeuuanucToB CUCTEMbl 34PaBOOXPaHEHUSA M NALMEHTOB B LEnsaX
MUHUMM3auuKn pucka. PaspaboTka obpasoBaTenbHbIX MartepuanoB AOMMKHA OCHOBLIBATbCHA Ha MPEAnOnoOXeHuu, YTo
CYLLECTBYET BbINOMHUMAA C MPaKTUYECKOM TOYKU 3pEHUs N OENCTBEHHasi pekoMeHdalumsi, koTopass MoXeT ObiTb
OCBOEHa LleneBon ayauTopuen U nNpuMeHeHwe OaHHOW Mepbl SIBMSIeTCA BaXKHbIM M 3HAYUMbIM MEpPOnpUsSiTUEM MO
MUHMMU3aUUN pucka 1 (Mnv) oNTUMM3aLUn COOTHOLLEHMS "MoMnb3a - PUCK".

933. Ucnonb3yemble B kKOHTEKCTE obpa3oBaTenbHOM nNporpamMmmbl obpa3oBaTenbHbIe€ MHCTPYMEHTbI MOTYT NMETb
HECKONbKO pas3fiMyHbIX LeneBbiX ayauTopui, a Takke MoryT ObiTe HanpasneHbl bonee yem Ha 1 npobnemy, cBsA3aHHYO
¢ 6e3onacHoCTbIO, U MOTYT NepedaBaTbCs C UCMOMNb30BaHNEM COBPEMEHHbBIX MHADOPMALIMOHHbBIX Y KOMMYHUKaLMOHHbIX
TexHonormn (cetm WHTepHeT), cpeactB MaccoBOW WHoOpmauun, MNOCPEACTBOM MPUMEHEHMS KOMOUHaLMK
WHCTPYMEHTOB (Ha OymaXHOM HocuTene, aygouo-, BUOEO-KOH(EPEHLICBA3N) M MyTeM nepcoHarnbHoe 0ByyeHus.
CneayeT npegycMmoTpeTb NpeacTaBfeHne matepuanoB B pasnuuHbiX popmatax ansa obecnedeHusa gocrtyna K aTum
martepvanamM, B TOM YWCMe B Criydae HeWcnpaBHOCTU cpeacTBa MHMOPMMPOBAHUS UM HEBO3MOXHOCTW AOCTyna K
cetn WHTepHeT. CnegyeT obecneunTb agantaumio MCMofibdyemoro obpas3oBaTenlbHOro WHCTpyMeHTa W BblGop
cpeacTtBa MaccoBoW wuHdopmaumu K notpebHocTam Lenesow aygutopum (Hanpumep, BbIGOp A3blka, BuAa
n3obpaxkeHun, guarpaMMm unu Apyroro rpaduyeckoro ConpoBOXAeHWs obpasoBaTenbHOro MHCTpymeHTa). C uenbto
onTMMM3aUMM pe3ynbTaToB BbINOMHEHMA obpas3oBaTenbHbIX MporpamMm cregyet obecneunTb npeaBapuTenbHoe
TeCTMpOBaHWe UCMNOMb3yeMblix 06pa3oBaTenbHbIX MHCTPYMEHTOB Ha LieneBon ayamTopum.

934. CopepxaHue nwobbix oOpasoBaTenbHbIX MaTepuanoB [AOMKHO ObiTb MOMHOCTBIO COrMacoBaHO C
0[00BpEHHON YNONMHOMOYEHHBLIMW OpraHamu MHAdOpMaLMen Ha nekapCTBEHHbIV npenapart (obwas xapakTepucTuka
riekapCTBEHHOro npenapaTta Ui MHCTPYKLUMSA MO MeauUMHCKOMY nprMeHeHuto). Obpa3oBaTtenbHble matepuansl MOryT
CMY>XUTb AOMNOSIHEHUEM K 0O0OPEHHOW YNOMHOMOYEHHbIMU OpraHaMu MHgopMauWe Ha NekapCTBEHHbIN npenapar.
Ob6pasoBaTtenbHble MaTepuanbl He [OOfKHbl COAepXaTb 3fleMeHTbl peknambl (MpsMble UM 3aByanMpOBaHHblE
(Hanpumep, NOroTvn, xapakTepHbli LBETOBOW Au3aviH NpoAdykTa, CTUMynupylowme wusobpaxeHus)), HO [OMKHbI
BKMOYaTb MHOPMaumMo Mo puckam, CBA3aHHbIM C MPUMEHEHMEM JleKapCTBEHHOro npenapata, W ynpasneHue
prckamu, TpebyoLwmnMm AOMONHUTENBHBIX MEP NX MUHUMU3ALMN.

935. O6pasoBatenbHas nporpaMma [OfmkHa ObiTb MOMHOCTLIO OTAEeneHa OT PEeKNaMHOM KamMnaHuM Mo
nekapcTBeHHOMY npenaparty. He gonyckaetcsa ucnonb3oBaHue B PeKaMHbIX LieNsaxX KOHTakTHOM MHdopMaunm Bpadei
1 NaUMEHTOB, NONY4YEeHHON B pe3ynbTaTe NPoXoXaeHus 06pasoBaTenbHbIX NporpamMm.

936. O6pasoBaTenbHble MHCTPYMEHTbI, YKa3aHHble B MNyHKTax 937 - 942 Hactoawwmx [paBun, MOXHO
MCcrnonb3oBaTh WHOWBMAYaNbHO WM B KOMMMeKkce npu paspaboTke obOpasoBaTenbHbIX MporpaMM B Lensix
OOMONHUTENbHON MUHUMM3aLUN puUcka.

4. O6pasoBaTenbHble UHCTPYMEHTbI

937. O6paaoBaTeanble MHCTPYMEHTbI OOJDKHbl UMETb onpefefieHHY HanpaBlieHHOCTb W BKIKO4YaTb B cebs
onpepgeneHne pucka ncxogda n3 MMerLwmnxca pUCcKoOB U KOHKPETHbIX DEencTBun, KOTOpble OOJTKHbI ObITb npeanpuHAThbI
cneunanmctaMmm CUCTeMbl 34paBOOXpPaHEHNA N (I/IJ'II/I) nauneHTamMmum B Lenax MMHUMN3aunn Taknx puckos.

938. CBegeHua B obpasoBaTenbHbIX WMHCTPYMEHTaxX AOMKHbl cogepXaTtb uHdopmauuio 06 onpedeneHHbIxX
OENCTBUSX, UMEILWMX OTHOLEHNe K crneuudmyeckum npobrnemam no 6e30MacHOCTM B OTHOLUEHUM MWHMMU3auuu
puUCka, U He [AOIMKHbl codepxaTb WHopmauuio, KoTopas He UMeeT OTHOWeHus K npobneme no Ge3onacHoOCTW.
CegeHusa B obpasoBaTenbHbIX MaTepuanax AOIMKHbI CoaepKaTb CCbINKy Ha OBLLYI0 XapaKTepUCTUKy nekapCTBEHHOrO
npenapaTa UnvM MHCTPYKLMIO MO MEANLMHCKOMY NPUMEHEHNIO.

939. ObpasoBaTerbHble MHCTPYMEHTbI, NpeAHa3HaYeHHble Ana obecrnedyeHnss 6e3onacHoCTN U adpdeKTUBHOCTH



NnpnMeHeHNAa NeKapCTBEeHHOro npenapara U Haanexawlero ynpasieHna BaXXHbIMU PUCKaMK, MOTYT npeaycMaTpmuBaTh:

a) nopAAoK Ha3Ha4deHUA JNeKapCTBEHHOIO npenaparta, BKI4ad Bbl60p nauneHTa, KOHTPOJIb U MOHUTOPWHT, C
Uuesribio MMHUMn3aumm pnckos;

©) pyKOBOACTBO MO YNpaBfieHWO puUCKaMu, YyKasaHHbIMM B MOAMYHKTe "a" HacTosiwero nyHkTa, (ans
CneumanmcToB CUCTEMbI 34PaBOOXPAHEHMS, MALUEHTOB MW NULL, OCYLLECTBISIIOWNX YX04 32 HUMWN);

B) PYKOBOACTBO MO NpeACTaBNeHno MHGOPMaLIMM O BbISIBIEHHbIX HEXXenaTenbHbIX peakumsix, NpeAcTaBnsowmx
0COBbIf UHTEPEC ANA XapaKTepUCTMKM pucKa.

06pa3OBaT9ﬂbele UHCTPYMEHTbI UNn MetoAdbl, NpUuMeHsdaeMbie
AnA cneunanuucToB CUCTEMbI 34pPaBOOXpPaHeHUA

940. Lenbio npumeHeHua obpasoBaTenbHOr0 WHCTPYMEHTa Ans CMeLManucTOB CUCTEMbl 34paBOOXPaHEHMS
SBNAETCHA NpeACTaBneHne UMEeKLLNX OTHOLLEHNE K PUCKY PEKOMEHOALMIN N0 NPUMEHEHMIO, U (M) NPOTUBOMNOKa3aHWUN,
n (unNu) NnpegocTepexeHnin, CBA3aHHbIX C MPUMMEHEHUEM NEKapCTBEHHOro npenapaTa, a Takke co cneumnduyeckumm
puckamu, TpedyoLWMMN NPUMEHEHUS OONONMHUTENBHBIX MEP MUHUMMU3ALMK pUCKa, BKITHOYas:

a) BbIOOp NaLMEHTOB;

©) MeToauKy NneveHuns:, pexmm SO3UPOBaHUS, KOHTPOSb 1 MOHUTOPWHT;

B) cneumanbHble afMUHUCTPATUBHbIE NPOLIEAYPbl NN OTNYCK NekapCTBEHHOMO Npenapara;
r) AetanbHasa nHdopmaLms, KOTOpyo He0BX0AMMO NPeACTaB T NaLMeHTaMm.

941. Bbibop ¢opmata o6pasoBaTenbHOro MWHCTPYMEHTa WM MeToda 3aBuMCUT OT  npeacTaBnsgemon
nHdpopmaumm. Ecnv Heobxogmmo cOBepLUNTbL OMpedernieHHoe KONMWMYecTBO [AEWCTBUIA Mepen BbINMMCKOW pelenTta
WHAMBUOYaANbHOMY NauUMEHTy, TO noaxogdawmm hopMaTomM MOXET ObiTb KOHTPOMbHBIN NUCT. PopmaT B BUae OpoLutopbl
MOXeT ObITb 6onee NoaxoasaLWmMM AN OCO3HAHMSA CneumManucTamMmm KOHKPETHbLIX PUCKOB C LiENb0 PaHHErO BbISBEHUS U
ynpaBreHusl HexernaTenbHbIMUA peakuMsamMun, nNpyu 3TOM NnakaTbl MOTYyT cofepXaTb NPUMMEHUMbIE TepaneBTU4eckue
PYKOBOACTBA UMW CXembl Mpuema fnekapcTBeHHOro npenapata. Beibop cdopmata obpasoBaTeribHbIX MHCTPYMEHTOB
3aBMCUT OT HanpaBfiEHHOCTU, 06beMa MHpopMauun, LIENeBo ayguTopumn U NHbIX (hakTopoB.

OGpa3soBaTesibHble UHCTPYMEHTbI UNTU MeTOAbI, MPUMEHSAEMbIe
ONsi NaUMEHTOB U NUL, OCYLLECTBNAIOLMNX YXO4 3a HUMKU

942. ObpasoBaTtefibHble WHCTPYMEHTbl UMM MEeToAbl, MPUMEHSIEMble OMs MAuUWEHTOB M Nul, OO0SMKHbl ObiThb
HaueneHbl Ha yrnydlweHne MOHMMaHusS NPU3HAKOB M CUMMNTOMOB, Ha CTAguM PaHHEro BbISABNEHUS HeXenaTerbHbIX
peakuni, TpebylLWwmnx NPUHATUA OOMNOMHUTENBHBIX MEP MUHWMWU3AUUW pUCKa, a Takke OnTMMU3auMu anbHenwwero
BefeHusi naumeHTa. Mpn HeobxogmMMocTu, obpasoBaTenbHbIN UHCTPYMEHT UM METOA MOXET MCMNONb30oBaTbCs AnNst
npeacTaBneHnsa MHAOPMaLMM U HAaMOMUHAHWA NaUMEHTY O BaXKHbIX OEWCTBUSAX (BedeHMe 3anucel no A03VpOoBaHUK0
NnekapCTBEHHbIX NpenapaTtoB UM OUarHOCTUYECKMM npoueaypam, KOTopble AOMKHbI ObiTb 3aperncTpupoBaHbl M
BbINOMHEHb! MAUWEHTOM C MOCMNeAyLWwmMM 00CyXAEHMEM CO CrneumnanucTamu CUCTEMbI 30PaBOOXPAHEHUs] B LiensxX
obecneyeHnss cobnogeHnss NobbIX 3TanoB, HeobXoAMMbIX AN 3PAEKTMBHOIO MNPUMEHEHUS JeKapCTBEHHOIo
npenapaTa v ap.).

MamsaTka AnA naumMeHTa

943. Llenbio AaHHOro MHCTPYMEHTa SBNAETCHA rapaHTus TOro, YTo MHpopMaLums O TEeKYLLEM fleYeHUn naumeHTa un
CBAA3aHHbIX C fleyeHMeM puckax (Hanpumep, noTeHuuarnbHble B3aMMOAENCTBUMA C APYrMMU  NIeKapCTBEHHBIMM
npenapaTamn) Bcerga MMeEeTCs B pacrnopshikeHUn naumeHTa U AOCTYNHa cneumanucTy CUCTEMbl 30paBOOXPaHEHMUS.
WHdopmauus gomkHa cogepxatb HEOOXOAMMbIA MUHUMYM Ofst nepefayn KiioYeBbIX MHCTPYKUMA NO MUHUMK3ALMM
pucka n HeobxoaMMble AeNCTBUS, obreryarlmx CoCTosHMe nauueHTa npu nobbix 06CTOSATENLCTBAX, B TOM YnUche
9KCTpeHHbIX. OOHOW M3 KIIIOYEBbIX XapakKTEPUCTWK [OAHHOrO0 WMHCTPYMeHTa AofkHa OblTb MOpPTaTUBHOCTL ANA
obecneyeHuns yaobcTea ero npuMeHeHus.

5. Mporpamma KOHTponuMpyemoro gocryna



944. MNporpaMmma KOHTPONMPYEMOro AOCTyrNa COCTOUT U3 NepeyHsl Mep, HamnpaBneHHbIX Ha KOHTPOSb AOCTyna K
rniekapcTBEHHOMY Mnpenapary 3a npeaenaMy ypoBHS KOHTPOJS, rapaHTUPOBaHHOIO PYTUHHLIMKW MepaMy MUHUMK3ALIUM
pucka, TO €eCTb perynsTopHbiM CTaTyCcOM riekapCTBEHHOro npenapaTta. KoHTponvpyewmblii gocTyn cregyet
paccMmaTpvBaTb B KAYeCTBE Mepbl MUHMMU3aLUW pUCKa B OTHOLLEHWM CEePbe3HOro pucka (Harnpumep, pUCK pasBuTUS
HexenaTernbHbIX peakuuid, Co3dalolMX Yrpo3y >KU3HW) Ans NeKapcTBEHHOro npenapaTta C [AoKa3aHHOW MOoJb30M
(Hanpumep, nekapcTBeHHble MpenapaTtbl OS1s JIeYeHUsl KU3HeyrpoXatowel natoriorni, Ans KOTOpol OTCYTCTBYIOT
anbTepHaTUBHbIE METOAbl FeYeHus Ans LeSfieBoi Monynsuuv WnvM MOArpynnbl  LEneBoi MonynsaumMu BBuay
Hea(peKTUBHOCTM  arbTePHATUBHLIX METOAOB JEYEHWsl), KOTOPYD Hemnb3s [OCTUTHYTb 6e3 npuMeHeHust
[AOMOJSTHUTENbHBIX MEP MUHUMM3ALUI PUCKOB.

945. Meponpuatns, KoTopble OOMKHblI ObITb BbINOMHEHbI A0 Ha3HA4YeHus U (UnNu) OTNyCKa IeKapCTBEHHOMO
npenapata 1 (UnM) UCNONb30BaHUA B NPOrpaMme KOHTPONMPyeMoro OOCTYNa, BbINOMHAKTCA UHAUBMAYANbHO UNN B
KOMMMeKce ¢ Apyrumm Meponpuatuamu. K Takmm MeponpusiTusiM OTHOCAT B TOM YUChE:

a) cneu,mbmqecm/le MeTOAdbl KOHTPOIA U (VIJ'IVI) obcnepoBaHMa nauveHTa ans noareepXxaeHna cooTBETCTBUA
nauneHTa onpegerieHHbIM KIMHNYECKUM KPpUTEPUAM Ha3Ha4YEeHUA NNeKapCTBEHHOIro npenaparta,

0) mokymeHTanbHOe noATBepXAeHue BpayoM, BbiNMMCABLUMM NEKapCTBEHHbIM npenapaTt, dapMaueBTUYECKUM
pabOoTHWKOM, OTNYCTUBLUMM NEKapCTBEHHbIV npenapart, n (Mnv) nauueHToM MOMyYeHUs U NMOHMMaHWs UHopmaunm
copepxalien obbACHEHNe pucka CONPSXKEHHOro C NPMMEHEHEM feKapCTBEHHOro npenapara

B) ncnonb3oBaHne TOYHbIX npoueayp no cucremMatndeckomy nocnenyrwemy Ha6J'IIOD,eHVIIO 3a nauuneHTom
nocpencTtBomM pernctpauunn VIH(*)OpMaLI,I/IVI O HEM B cneumaanoPl cucrteme c6opa AaHHbIX (B perncrtpe ﬂaLl,VIeHTOB) n
ap.;

r) oTnyck (peanusauuio) neKkapCcTBEHHbIX MpenapaToB TOMbKO Yepe3 anTeku, MMElLMe creuuarnbHoe
paspelleHne (NMULUEH3NI0) Ha OTNYCK (peann3aumnio) Takmx JieKapCTBEHHbIX Npenaparos.

946. B onpedeneHHbIX Criydasx B Ka4eCTBe MHCTPYMEHTA KOHTPONMPYEMOro A0CTyna NpoBOASATCS cneumarnbHble
mMeToabl obcnefoBaHWs UMW KOHTPOMb COCTOSHUSA  naumMeHTa (Hampumep, KOHTPOSib COCTOSHWMSA  MNauMeHTa,
nabopaTopHble nokasatenu unu uHole Buasl nccnegosanuns (SKI v gp.) 4o nedeHus mn (Mnun) B Npouecce neveHus,
aHanusbl YHKLMU MNeYeHW, perynsipHble aHanu3bl KpoBM, TeCT Ha GepeMeHHOCTb (KOTOpbI MOXEeT HABMATbCA
KOMMNOHEHTOM MpOorpaMmbl NpefoTBpalleHns 6epemMeHHOCTH)). YKasaHHble Mepbl BBOAATCA B AEWCTBME B LENsx
obecneyeHnss KOHTPOSS B COOTBETCTBUM C OBLLEN XapakTepuUCTUKON NekapCTBEHHOrO npenapara, ecnu aTo sBnsdeTcs
KPUTMYECKMM PakTOPOM C TOYKM 3pEHMS COOTHOLLEHMS "NoMnb3a - PUCK" NekapCTBEHHOro npenapara.

6. Apyrve Mepbl MMHUMU3aLUM pUCKa
KoHTponupyemas cuctema AMcTpubbioLnmM NeKkapcTBEHHbIX NpenapaToB

947. KoHTponupyemas cucTema OUCTpUObIOLMU OTHOCUTCSt K BMAAM Mep, HanpaBneHHbIX Ha obecneveHuve
OTCNEXMBAHNSA BCEX 3TanoB TPaAHCMNOPTUPOBAHMSA NEKapCTBEHHOrO npenaparta A0 MecTa HasHayeHus n (Mnu) otTnycka
nekapcTBEHHOro npenapaTa antekamu. 3akasbl M OTIPY3KM NEKAPCTBEHHOrO npenapara OOHWM WU HECKOMNbKUMM
NAEHTUDMLMPOBAHHLIMW  OUCTPUOBLIOTEPAMMU OBMneryaT OTCREXuBaHWE NeKapCTBEHHOro npenapata. Hanpumep,
AaHHble Mepbl MOryT OblTb PACCMOTPEHbI B OTHOLLEHUN TEX NIEKaPCTBEHHbIX MpPenapaToB, KOTOPbIE KOHTPONUPYTCH B
Ka)XOM TrOCydapCTBe-YfieHe B COOTBETCTBMM CO CBOWM 3aKOHOAATENbCTBOM, B LeEnsxX nNpefoTBpaLleHus
HenpaBWMbHOro ynoTpebneHns 1 3noynoTpebrneHus nekapcTBEHHbLIMU NpenapaTamMu.

Mporpamma no npegoTepalleHuo GepeMeHHOCTH

948. Mporpamma no npegoTepaLleHnio 6epeMeHHOCTU NpeacTaBnsaeT coboi COBOKYMHOCTb Mep, HanpaBreHHbIX
Ha MUHMMUK3ALUIO pUCKa BO3AENCTBUS NEKapPCTBEHHOMO npenapaTa ¢ U3BECTHbIM MIM NOTEHUMANbHBIM TepaToreHHbIM
BO3OeNcTBMEM Ha nnog B nepuon GepemeHHocTW. [laHHasi nporpamMma [ofmkHa obecneymBaTb BHeOpeHue Yy
MaLMeHTOB >XEHCKOro noria Takoro MexaHu3Ma KOHTPOSs, KOTOpbIA MO3BOMNSET rapaHTMpoBaTb, YTO feKapCTBEHHbI
npenapaT He ByaeT HasHayeH B nepuop 6epemMeHHOCTN N BepeMeHHOCTb He HacTyNUT Ha NPOTSKEHMM Kypca NeYveHus
n (unn) onpepeneHHoro NpomexyTka BPeMeHW nocne npekpaweHus Tepanuu. lMporpamma no npenoTBpaLLeHuto
GepeMeHHOCTN Takke MOXeT ObiTb OpUEHTMPOBaHA Ha MaLMEHTOB MYXKCKOro nona B criydae, ecnu npumeHeHue
riekapcTBeHHOro npenapata OMOMOrMYEecCKMM OTLOM MOXET WMETb HeraTuBHble NOCMNEACTBUS ONns  ucxoda
GepeMeHHOoCTH.



949. Mporpamma no npeaoTBpalleHnto GepemMeHHOCTM BKMoYaeT B cebs npumeHeHne obGpasoBaTeribHbIX
WMHCTPYMEHTOB M COOTBETCTBYIOLUMX MWHCTPYMEHTOB KOHTPONS [OOCTyna K nekapcTBeHHoMy npenapaty. [lpu
nnaHMpoBaHMKM MporpaMMbl MO  MPeAoTBpalleHnlo BepeMeHHOCTM HeoBGXOAMMO paccMmaTtpuBaTb crefyolive
anemeHThbl (Kak MHOMBMAYanbHO, TaK U B COBOKYMHOCTH):

a) obpasoBaTtefibHble WHCTPYMEHThLI, HanpaBfieHHble Ha CneumManuncTtoB CUCTEMbl 30pPaBOOXPAHEHUS W
naumeHToB, B LeNAX MH(POPMNPOBAHNSA B OTHOLLEHMM TepaTOreHHOro pucka 1 CoBepLUEHMs HeOOXOAMMbIX OENCTBUIA
AN MUMHUMMM3auuKN OAHHOTO pucka (PyKOBOACTBO MO MCMONb30BaHUIO Goree 4Yem OgHOro mMetoda KoHTpauenuum m
PYKOBOACTBO NO MPUMEHEHUIO pPa3fWYHbIX BWUAOB KOHTpPALENTUBHbIX CPEeAcTB, MHOpMauus Ans nauueHta B
OTHOLLEHMM ONUTENBHOCTM Mepuoda, B TevyeHue KOToporo crneayet udberate 6epemMeHHOCTM nocne npekpalieHus
neyveHusa n ap.);

6) KOHTPONUpYeMbIii [OOCTYNn Ha 93Tane HasHa4YeHWsl eKapCTBEHHOro rnpenapata WM ero OoTnycka C
obecrneyeHeM BbIMOSIHEHUS] TecTa Ha GEpPEMEHHOCTb U KOHTPONeM OTpuUaTeNbHbIX Pe3ynbTaToB MEeAULMHCKAM U
hapmaueBTMYECKUM PabOTHNKOM Nepen HasHa4YeHUeMm Mnm oTnyckoM fekapcTBEHHOro npenapara;

B) orpaHnyeHne MmakcumarnbHOro cpoka gencteua peuenta (30 kaneHgapHbIX gHER);

r) KOHCYNMbTMpPOBaHME B Crfly4ae Hes3anfnaHUpoBaHHOW OepeMEeHHOCTM W  OLEeHKa ucxoda  Ccrny4vailHown
GepeMeHHOoCTH.

950. CnepyeTt Takke paccMOTpeTb LenecoobpasHoOCTb pa3paboTkm U BHeApPEeHMs pernctpa GepemMeHHbIX ans
perncTpauMm aHHbiX MO BCEM NauMeHTaMm, KoTopble 3abepeMeHenu B npoLecce NeYeHUs Unu B COOTBETCTBYIOLLNMA
nepuog BpeMEHW C MOMEHTa OKOHYaHWs neveHns (Hanpumep, B TedeHne 3 mecsues). Vicnonb3oBaHWe MHCTPYMEHTa
cuctemHoro cbopa uwHdopmaumm no crnyyvyasm M mncxogam bepemeHHocTu cnocobetByeT cbopy mHdopmauun o6
3h(PeKTMBHOCTM BbINOMHAEMON NporpaMMbl MO  MpedoTBpaleHuio 6epeMeHHoCTM M cbopy uHdOopMauum Mo
XapakTepucTuke pucka, B 0COOEHHOCTM Ha HavanbHOM MOCTPerncTpauMoHHOM 3Tane (TO ecTb Ha TOM 3Tarne, Koraa
NMEIOTCS CYLLECTBEHHbIE OrpaHNYeHNs Nbo OTCYTCTBME AaHHbIX MO ncxogam 6epeMeHHOCTH).

HenocpencreBeHHOe oOpalleHne K cneumanucram
cuUcTeMbl 34paBOOXpPaHeHUs!

951. HenocpeacTteeHHoe obpalleHne K cneumanuctaMm CUCTEMbl 34paBOOXPAHEHUs, ykaszaHHOe B nyHkTe 866
Hactosawmx [lpaBun, BbINOMHAETCH B LENAX MUHUMU3AUUWM OMNpPederieHHbIX PUCKOB U (UNN) CHWXKEHUS TSKeCTU
HeXxenaTtenbHbIX peakuni nekapcTBeHHOro npenapara, ykasaHHbiX B pasgene Xl Hactosawwmx NMpasun.

7. BHegpeHue Mep MMHMMU3aLUN PUCKOB

952. [lononHuTenbHble MEPbI MUHUMM3ALUN pycKa MOTYT BKItoYaTbk B cebs npuMeHeHne 1 unm HecKonbKo Mep,
KOTOpble [OOMKHbl BHEOPATbCA W BHINOSHATLCA B pamKax OMNpeAdeneHHoW ueneeson ayautopun. Hagnexauee
BHUMaHWE OOMKHO YAENATLCS Kak BpEMEHHbIM pamMKaM U perynspHocT! peanv3auum Mep MMHMMU3auUny pyucka, Tak u
npouenypam, HamnpaBfieHHbIM Ha [OOCTWXEHWE Lernen B pamkax uenesBow ayauTopuu. Hanpumep, ogHokpaTHoe
pacrnpocTpaHeHne obpas3oBaTenbHbIX WHCTPYMEHTOB  MOXeT OblTb  HegocTaToudHbiM — ana  obecnedeHus
WH(POPMUNPOBAHNSA BCEX MEAULMHCKMX pabOTHMKOB, MOTEHUMANbHO BbIMMCLIBAOWNX NEKAPCTBEHHbIN npenapaT, u
(vn) notpebutenen, B TOM YMCME HOBbIX MeEAUUMHCKMX paboTHUKOB W noTpebutenen. MoxeT BO3HUKHYTb
Heob6XoOMMOCTb B JOMNOSIHUTENBHOM pacnpocTpaHeHnM obpas3oBaTeNbHbIX MHCTPYMEHTOB UMW METOA0B NPorpaMm no
peanusauMm Mep MUHMMU3aUUKM pucka. Hapgnexawee BHMMaHWE [OOIMKHO yaensaTbea obuwemy dopmarty
obpasoBaTtenbHbIX WHCTPYMEHTOB WNM nporpaMmm ans obecneyvyeHust YeTKOro OTNMYMA OT HOCSLUMX PEeKNamHbIn
xapaktep MaTepuanoB. MocKonbKy Mepbl MMHMMM3ALMM pyUcKa HanpaBfeHbl Ha pasfnnyHble Lenu, HEKOTopble Mepbl
(HanpumMep, NamMaTKM, NporpaMmbl KOHTPONMPYEMOrO AOCTYMa M NporpaMmbl Mo NpefoTBpalleHuto 6epeMeHHOCTH),
OOIMKHbI B DONBLUMHCTBE CryYaeB CONPOBOXAATh AarbHeNlee NpUMeEHEHWE NEKAPCTBEHHOIO npenapara, B TO Bpems
Kak apyrve (Hanpumep, HenocpeacTBeHHOe WHOPMUPOBaHME CMEeLManucToB CUCTEMbI 30PaBOOXPaHEHUA WU
obpaszoBaTternbHble MaTepuanbl) MOryT He noTpeboBaTbCA Ha MoOcneaylLwmx aTanax NPUMEHEHUs] NeKapCTBEHHOIO
npenapaTta. O60CHOBAaHHOCTbL BbliOOpa KaXkaow Mepbl MUHMMM3aLMWM pPUCKa U HEeODXOOAMMOCTb e€e peanusauumn Ha
nocrnenywwmx artanax NpUMEHEHUs NeKkapCTBEHHOro npenaparta MNoAsnexar pacCMOTPEHMIO, OLIEHKE U OTPaXeHUIo B
nnaHe ynpaBfeHMs puUckamn Ha 3dTane nogavM Ha perucTpauuio fekapcTBeHHoro npenapaTa. lpeacrtaBneHue
obpasoBaTtenbHbIX MaTepuanoB And COrfacoBaHMs B YMOMHOMOYEHHbIA OpraH rocygapcTBa-yfieHa [LOJDKHO
OCYLLECTBMATLCA OTAENbHO OT PacnpOCTPaHEHUS PEKNaMHOro mMarepuana, npyM 3TOM B COMPOBOAUTENIBHOM MUCbME
OOIMKHO ObITb 0603HAYeHO, SBMAKTCA N MaTepuanbsl peknamMHbiMu unu obpasoBatenbHbeiMu. O6pasoBaTenbHble



mMaTtepuanbl crieyeT pacnpocTpaHATb OTAENbHO OT PeKNaMHbIX MaTepuarioB C yka3aHWeM, YTO OHW He SIBMSAHTCS
peknamHboiMu. MexaHuambl obecneveHuWsl KkayecTBa [OSKHbl rapaHTMpoBaTb, YTO MMeELWMecs CUcTeMmbl
pacnpocTpaHeHMs COOTBETCTBYKOT LeNn MPUMEHEHUS Mepbl MUHUMKU3ALUMU PUCKA, SBMSOTCA KOHTPONMPYEMbIMU U
noaBeprarTcst ayauTy.

8. OueHka achhpekTUBHOCTU MEpP MUMHMMU3ALUN pUCKa

953. OueHka 3(pEKTUBHOCTM Mep MUMHMMM3ALMM puUCKa SIBNSieTcd HeobxoguMmon Ans  yCTaHOBIEHUS
3(PPEKTUBHOCTN MNPUMEHEHUS MEpP MWHUMU3AUMW pUCKA, BbISBMEHUA MNPUYUH  HE3I(EEKTUBHOCTU, a Takke
HeobX0AMMOCTU BbINOJTHEHUS KOPPEKTUPYOLWMX AencTBUA. OueHka apeKTMBHOCTU Mep BbIMOMHAETCA B OTHOLLEHWMU
KaXkgon Mepbl 1 Anst nporpaMmmbl MMHUMU3aLMW PUCKOB B LLESOM.

954. Bpemsa oueHkn 3(PHEKTUBHOCTU MEP MUHMMU3ALUMM pUcKa AOMKHO ObiTh TLlATENbHO CNNaHMpOBaHO B
pamkax nnaHa ynpasfeHusi puckamn 0O Hadyarna BbINOMHEHUs Mep C y4eTOM BpeMeHu, Heobxoammoro Ansi Havana
BbIMOMTHEHNST MEep MWHMMM3auuMM pucka, o6bEMOB MCMONb30BaHUS FEKApCTBEHHOrO mnpenapara CUCTEMOW
30paBOOXPAHEHUS W WHbIX (AKTOPOB, OKa3blBAKOLWMNX BIWSHWE HA CPOKU BbINOSIHEHUS  3annaHMPOBaHHbIX
MEpPOMNpPUATUIA.

955. CnegyeT cnnaHnpoBaTb NpoBeAEHME Mepuoamnyeckoro ob3opa aheKTUBHOCTU OQHOIO MM HECKOMbKUX
WHCTPYMEHTOB WNN MNpOorpaMmMmbl MMHMMW3ALMWM PUCKOB B LEeNoM. [NMpUMEHSIOTCS cneayrolmne KOHTPOSbHbIE TOYKU
OLIEHKN 3PPEKTUBHOCTH, NMeEIOLLIME 0COD0E 3Ha4YeHMEe NPU OLIEHKE BbINONTHEHUS YKa3aHHOW NporpamMmbi:

a) nocrie Havarna BbIMOSIHEHUSI MPOrpaMMbl MMHMMMU3AUMU PUCKOB (Hanpumep, B TeyeHne 12 - 18 mecsueB) B
uensx obecrneyeHVss BO3MOXHOCTM BHECEHWUSI W3MEHEHW B MNporpaMMy MUHMMU3AUUKM puUcka, B Ccriydae
Heo6XxoanMoCTH;

6) Ha 3aTane BbIMNONIHEHNS OLIEHKN MOATBEPXKAEHMS PErMCTPaALUN NeKapCTBEHHOIo NpenaparTa.

956. OueHka GCb(beKTVIBHOCTVI Mep MUHUMM3aALMN PUCKa Ha BCEX 3Tanax BbIMOJIHEHUA BKITHOYaET B cebs Takke
yCTaHOBJ1€HUe HeobxoaMMOCTH AanbHenwero NnpuMeHeHusA OONOSTHUTENBHOW Mepbl MMHAMWM3aU N PUCKa.

957. OueHka 9dEKTUBHOCTM MEP MUHMMMU3AUMWM pUCKa [OIDKHA paccMaTpvBaTb pasfnuyHble acnekTbl
BbINOMHAEMOW Mepbl MUHMMU3ALUN puUCKa: npouecc (TO eCTb CTEMeHb BbINOMHEHMS 3annaHMpOBaHHOW MporpaMmbl),
ee BO3JelCTBME Ha OCBEOOMIIEHHOCTb LieneBon ayauTtopum M3MeHeHUs B NoBedeHWU 3TOW Lenesow ayautopuu, a
Tawkke pesynbTaT (HAcKoNbKo OblM AOCTUrHYTbI Lenu MuHumusaumm pucka). Npu paspaboTke cTpaternm OueHKu
ONpeaenalTCsa acnekTbl npouecca BbIMOMHEHNUA MMaHa MWUHUMU3aUMM PUCKOB (Oanee - npouecc) U AOCTUIHYTbIX
pe3ynbTaToB, KOTOpble MOryT ObiTb NMPaBUIIbHO M3MepeHbl BO M3bexaHwe MOofyyYyeHUs HEeTOYHbIX WM BBOASLUMX B
3abnyxgeHve daHHbIX nubo upe3mepHOro O0OpeMeHeHWst CUCTEMbl 30paBOOXPaHEeHWUs WKW OpYrux CTOPOH,
BOBJIEYEHHbLIX B MPOLECC BbINOMHEHUS Mepbl MUHUMM3aUMM pucka. Bpemsa oueHKM Kaxaoro KOMMOHeHTa
3(PPEKTUBHOCTU BLINONHAEMON aKTUBHOW Mepbl, a Takke YCTaHOBEHWUS NpaBWUrbHbIX NokasaTerien, Ha OCHOBaHUM
KOTOpbIX OLeHNBaeTCs 3PEPEKTUBHOCTb MHCTPYMEHTA MUHUMU3ALUWN pUCKa, OOSPKHO ObiTh TWATENbHO PacCMOTPEHO
Aepxarenem perucTpaumoHHOro yaoCTOBEPEHNS U CMNaHUPOBaHO A0 Havyana BbINONHEHUss Mep MUHUMMU3ALUN PUCKa.

958. [1nsa oueHkn acphekTUBHOCTM MEP MUHUMM3ALIMM pUCKa criedyeT UCMOMNb30BaTh 2 rpynmbl NoKasaTeneun:
a) nokasarenu npowecca;
©0) nokasatenu pesynbTaTa.

959. lNokasaTenu npouecca HeoOXoAMMbI Of1S YCTaHOBEHWS MOMOXUTENbHOW AMHAMMKM BbINOSIHEHUST BCEX
3TanoB Mep MUHMMU3AUMM pucka. [laHHaa rpynna [JomkHa o6ecneynTb OLEHKY CTENeHW BbINOSHEHMWS
3annaHMpoBaHHOM Nporpammbl U OOCTUXKEHME TpeOyeMoro BIfMSHUS Ha NoBedeHue WnvM AeWcTBUS  LieneBoin
ayguTtopuun. [lokasaTenu BbINOMIHEHMSI MporpamMmbl AOMMKHbI ObITb OMNpefeneHbl 3apaHee W OTCreXxmBaTbCs Ha
NPOTSKEHUN BbINOMHEHNUsI NporpamMMbl. [ony4YyeHHble OaHHble U OMbIT MOFYT ObiTb UCMOMb30BaHbl ANsi ONTUMU3ALUN
KOPPEKTUPYIOLNX OEACTBUA B criydae ux HeobxoammocTu. OueHKka BbINMOMHEHUS Mpouecca Takke MOXET YnydluTb
NMOHUMaHME NPOLIECCOB U MPUYMHHBIX MEXaHW3MOB, B CUMY KOTOPbIX OOMOMHUTErNbHbIE Mepbl MUHUMMU3ALUMK pUcKa
MO3BOSIMMM U HE NO3BONUIN 4OBUTLCS XKEenaeMoro KOHTPOs crneumdUYecknx puckos.

960. [lokasaTtenu pes3ynbTata obecneynBatoT o6u.|,y+o OUEHKY CTeneHn KOHTpOonA puUcKa, AOOCTUTHYTOro
nocpeancTtBomMm BHeApEHNUA Mep MUHUMU3aLUUKN pUCKa. Hanpwmep, €CInun uenbto NpUHATUA OﬂepaTMBHOVI Mepbl ABNnAeTCcA



CHMXXEeHne 4acToTbl U (I/IJ'II/I) CTENEHUN TSHKECTU HeXenaTenbHOn peakuunn, KOHEYHbIN KpMTepMVI OUEeHKM pesynbTaTta
6y,1:|,eT npuBA3aH K AaHHON uenwu.

961. lMpn 0OOCHOBAHHOW HEBO3MOXHOCTM BbIMOJTHEHNSA OLIEHKW ToKasaTenen pesynbtaTtoB (Hanpumep,
HeobOCHOBaHHO BONbLIOE KONMMYECTBO MALMEHTOB, MOABEPXKEHHBIX PUCKY, OYEHb PedKue HexenaTernbHble SIBNEeHWs),
JonyckaeTcsi Npu oueHke 3aPdPEKTUBHOCTY MEP MMHUMMU3ALIMM PUCKA OCHOBBLIBATLCHA Ha MHTeprnpeTaumm nokasaTtenemn
npouecca, KoTopasi HOCUT LOCTOBEPHBIN XapakTep.

962. Mo pesynbTatam npoBefeHUsa npouenypbl OUeHKN 3hPEeKTUBHOCTM MEp MUHMMMU3ALMK puUcka AenaeTcs
BbIBO4 O BO3MOXHOCTW JanbHEWLWero BbINOMHEHUS Mepbl MUHUMM3auuu pucka 6e3 nsmeHeHun nmMbo o
HeobxoamMmMocTu ee naMmeHeHus. OueHka adhPEeKTUBHOCTM MEP MUHUMU3ALUN pUCKa MOXET CBUAETENbCTBOBATL O TOM,
YTO OEeATEeNbHOCTb MO MMHUMM3AUMU pUCKa SBMSETCA HeOOCTaTOMHOM WM OOIpkHa ObiTb ycuneHa (nocpeacTBoM
BHECEHWS M3MEHEHUI B NPeAOCTEPEXEHMS UNN PpeKOMEHAaLMN B 0OLLEeN XxapakTepucTyKe NiekapCTBEHHOro npenapaTta
N MHCTPYKLMKU NO MEAMLUHCKOMY MPUMEHEHMIO, YNyYLIEHWS YETKOCTU PeKOMEeHAaLMN N0 MMHUMU3aUmMmn pucka n (unm)
C MOMOLLbIO MOAKIIOYEHNS OOMOSTHUTENBHBLIX MHCTPYMEHTOB MO MMHUMMW3ALUMK PUCKA UMW YIYYLLEHNS CYLLECTBYIOLLMX
n ap.). Hbim pesynbTtaTtom npouenypbl OLEHKM MOXET CTaTb BbisiIBIIEHWE HECOOTBETCTBUS MEP MUHMMMU3ALUW pucka
nnbo dakTa OTCYTCTBMS B MpoLeaype OLeHKkM Tpebyemow HanpaBneHHOCTU, B CBA3N C YEM MOXET ObiTb YMEHbLUEH
obbem paboT No nporpamMme uUnuM pacCMOTPEHO ee ynpoLleHne (YyMEeHbLUEHWE Yucra MHCTPYMEHTOB, UMM METOLOB
MUHUMM3ALUUN PUCKA, NN PETYNSIPHOCTU BbINOMHEHMS OTAEMbHbIX MEP MUHUMU3ALMN prUcka NGO UCKMOYeHne YacTum
peanusyemMbiX MEepPOnpuUATUR, AN KOTOPbIX NPOAEMOHCTPMPOBAHO, YTO OHU HE BHOCAT 3HAYMMbIA BKMag B
MUHUMU3ALUUIO puUcKa).

963. B pononHeHwe Kk oueHke 3PGEKTMBHOCTU Mep MUMHMMM3aLMWM pucka B yNpaBrieHun npobrnemamu,
CBSA3aHHbIMK ¢ 6€30MacHOCTLI0, TaKKe BaXKHO OLLEHUTb, MOXET NU JOMNOMHUTENbHAsA Mepa MMHUMU3aLMK pucka NMeTb
HenpegHaMepeHHble (HeraTuBHble) MOCNEeACTBUSA AN paccmaTtpuBaeMol npobnemMbl 340pOBbA HacerneHus Ha
Gnwkanwmn nepuwog M B nepcnektuse. [lpymepbl HenpegHaMepeHHbIX MOCNeACTBUMA  BKMOYaKOT B cebs
HeOBOCHOBaHHYIO Neperpy3ky CUCTEMbl 34paBOOXPaHEHMUS, NPUOCTAHOBKY MPUMMEHEHMS NeKkapCTBEHHOro npenaparta
naumeHTamMmu, B TOM YMCHe B Cny4vasx nonoX1TernbHOro COOTHOLWEHUS "nonb3a - puck” Ansa AaHHbIX NauueHToB.

964. ViccnenoBaHusl No oLeHke 3MDEKTUBHOCTA MepP YNpPaBreHUsl puckamu ABMSOTCS NOCTPErncTpaLoHHbIMU
nccnegoBaHusiMu no 6eaonacHocTu. Takum o6pasom, Npu NPOBEAEHUN UCCREAOBaHMS C LENbo OLIEHKN nokasaTenen
nosedeHuUss Mnn 6e30nacHOCTU [OOMMKHO OblTb OGecrneyeHo BbiNoNHeHWe TpebGoBaHUi K MOCTPErMcTpaLMOHHbIM
nccnegoBaHusiM GesonacHocTH, onpedensieMbix B pasgene X HacTosiwmx [paeun. [JaHHoe pPyKOBOACTBO He
NpUMeHsIeTC K M3MEepeHWio MpPOCTbIX MokasaTenei npouecca (Hanpumep, pacnpocTpaHeHWe MHGOPMALMOHHBIX
WHCTPYMEHTOB, COAEPXaLLUX Mepbl MUHUMU3ALMM pUCKa B LIeNeBoi nonynsauum). B cooTBETCTBYIOWMX CryYasx MoryT
ObITb UCNOMNb30BaHbI METOAOMNONMYECKNe CTaHAapThl OLEHKU UCCMedoBaHUI B (hapMakoanuaeMuosioriu.

OueHKka nokasaTeneiu npouecca

965. lNokasatenu npoLecca OCHOBBLIBAOTCA Ha MapamMeTpax OueHkM obbema BbIMOMHEHUS M3Ha4YanbHON
nporpaMmmbl U (UNK) M3MEHEHMI B Mpouecc ee BbiMoNnHeHus. [MokasaTenu npouecca [OIMKHbI AOMOSHATL, a He
3ameLlaTb OLEeHKY OOCTKEHUS] HAMEYEHHbIX Liene MocpeacTBOM peanusaumm Mep MUHMMU3aunn pucka (nokasarenm
pesynbTata). B 3aBMCMMOCTM OT XxapakTepa aKTUBHbIX Mep pas3fnuyHble MokasaTenu npouecca MoryT ObiTb
onpeaerneHbl A OUeHKN UX 3EKTUBHOCTN.

HocTuxKeHue UeneBoi nonynsauum

966. Ecnn Mepbl MMHMMM3aUMM pUCKa 3akroyalTca B npegocTaBrneHve vHdopmauunm U pyKoBOACTB AnNs
CneumnanncToB CUCTEMbI 30PaBOOXPAHEHUs U (UNKU) NauMeHTOB NOCPEeACTBOM npefocTaBrieHnss obpasoBaTenbHbIX
WMHCTPYMEHTOB, MCMOMb3YOTCSA MEepbl OLEHKN pacnpocTpaHeHus MHdgopMauum ans nonyyvyeHuns 6asoBbiX AaHHbLIX MO
BbINOMHEHW0. [laHHble nokasaTenu [OSKHbl OblTb OPMEHTMPOBAaHbI Ha OLEHKY MPedoCTaBIieHMs MCMONb3yeMOoro
WHCTPYMEHTa ANns Leneson nonynsaunm n oLeHKy akTnyeckoro nosydeHms matepuanos Leneson nonynsumen.

OueHKa KNMMHNYEeCKMUX 3HaHUMn
967. B uensix oueHKU OCBEAOMITEHHOCTM LENeBOn MOMNynsiuuM U YPOBHSA 3HAHMI, MOSNyYeHHbIX NOCpeacTBOM

npuMeHeHunsA 06pa3OBaTeﬂbeIX MHCTPYMEHTOB W (I/U'IM) C ucnonb3oBaHMemMm Opyrmx MeTonoB npenocraBlieHns
I/IHCbOpMaLLI/II/I, NPUMEHATCA Hay4YHble MeTOodbl aHaNMUTU4YeCKUX onpocos.



968. AHanuTM4ecknii onpoc OObIYHO BKIOYaET B cebs OCHOBHbIE CTaHOAPTHbIE BOMPOCHLI, OTBETLI HA KOTOpPbLIE
Jonyckaetca npeactaBnatb no TenedoHy, B nuyHonm becefe vnv OTNPaBnATb MO MOYTE (3NEKTPOHHOM MouTe).
lMpoBeneHne aHanNUTUYECKNX ONPOCOB CrneayeT OCyLEeCTBNATh PerynsipHo.

969. lNogxond, ykasaHHbIi B NyHkTe 968 HacTosiwmi [NpaBun, MoXeT ObiTb aganTUpoBaH AN KOHTPOns
OTHOLLIEHMS K NMpeanaraeMbiM Mepam U cTeneHn MHpOPMNPOBAHHOCTU penpe3eHTaTUBHLIX FPyNn LeneBon ayautopum
CMeuManMcToB CUCTEMbl 34paBOOXpaHEeHUs U (MNM) NauMEeHTOB M OCYLLECTBIATbLCA C  MCMONb30BaHMEM
COOTBETCTBYIOLLMX MCUXOMETPUYECKUX WHCTPYMEHTOB. [1Ns1 BLIMOSIHEHWUS] OLEHKM BbllLeyKa3aHHbIX MokasaTenemn
cnegyeT onpefenuTb afekBaTHbI 0Obem BbIOOPKM, BKMOYEHWE B KOTOPYIO BbIMOMHAETCS C MCMNOMb30BaHUEM
nNpvHLUMNOB paHaomusaumn. icnonb3oBaHMe MHULMATUBHBIX FPYNN Unuv rpynn nogaepKkn naumMeHToB Ans npoBeaeHus
aHanuMTM4ecKoro onpoca 3HaHUM He criefyeT NPUMEHATL BBUAY HEOOBEKTUBHOIO NpuHLMNa camooTbopa.

970. HeoGxooumo yaenuTb BHMMaHWE LensM aHanuTMYecKoro onpoca, AusaiHy uccrnefoBaHus, obbemy U
penpe3eHTaTUBHOCTU BbIGOPKKU, OMepaLVoHHbIM ONpeaeneHnsM 3aBUCUMbIX U HE3aBUCUMbIX NepeMeHHbIX, a Takke
cTaTUCTMYECKOMY aHanuay. TuwartenbHoe BHUMaHWe [OOMKHO ObiTb Takke ydeneHo Bbibopy Haubonee
COOTBETCTBYHOLLMX UHCTPYMEHTOB MO COOPY AaHHbLIX (aHKETbI, ONPOCHUKX 1 Ap.).

OueHKa KNMHUYeCcKux aemcTBumn

971. B uenax nposegeHus oueHkn 9dPEKTMBHOCTM 0bBpasoBaTenbHbIX OOMOMHUTENbHBIX Mep U (unn)
NHOPMALIMOHHOIro obecneveHns criegyeT OonpeaennTb He TOMbKO KIMHWYECKME 3HaHWS, HO U OCHOBaHHbIE Ha HUX
KNMHU4YecKkne AencTems (HanpumMep, HasHavyeHve nekapcTBEHHOro npenapara).

972. WNccnepoBaHus MO MPUMEHEHMWIO NEKapCTBEHHOro npenapaTta C MOMOLLbD BTOPUYHOTO MCMOSb30BaHUSA
AaHHbIX, YKa3aHHblX B 3MEKTPOHHbIX MEAMLMHCKMX KapTax crnegyeT paccMaTpuBaTb Kak LEHHbIA MHCTPYMEHT Ans
NPOBEAEHUS KOMWYECTBEHHOM OLIEHKWM KIMHWYECKMX OEeNCTBMIM B criydyae obecneyeHus Hagnexallero Konuyectsa
Y4YaCTHUKOB, LleneBon ayantopun n 6asbl 4aHHbIX.

973. AHanua nMCTOB Ha3HayeHus NNIeKapCTBEHHbIX nMnpenapatoB, C Y4YE€TOM [daHHbIX APYyrnx nauneHToB
(KJ'II/IHVI‘-IeCKVIe, p,emorpacbwqecme OaHHble U p,p.) MoxeT obecneunTb OUEHKY Ha3Ha4YeHua neKapCTBEeHHbIX
npenaparos, BKrw4ad coBMeCTHOE Ha3Ha4deHune 2 B3aVIMOD,eIZCTByI'OLLI,VIX JIeKapCTBEHHbIX NpenapaTtoB, COOTBETCTBME
pekoMmeHaaunam no na6opaTopHomy MOHUTOPUHTY, a TakxXe Bbl60p N KOHTPOJIb COCTOAHUA NMaUneEHTAa.

974. TlpuMmeHsis cTaTUCTMYECKME MeToAdbl (aHanu3 AMHAMWYECKUX PSAOB, aHanuabl  BbIKMBAEMOCTMH,
rniorucTmyeckasn perpeccus U ap.) 4ns KoropTbl NoTpebuTenen nekapcTBeHHbIX NPenapaToB, MOXHO CAenaTh OLEHKY
Pa3nNMYHbIX acnekToB Ha3Ha4YeHUs UMM NPUMEHEHMWS NEKapCTBEHHbIX NPENapaToB, YTO MOXET NMO3BOMMUTb BbIMNOMHUTb
MPOrHO3 MMHUMM3ALIMN PUCKA, BbIXOASALLMIA 32 PAMKU UCKITIOUUTENBHO ONMCaHUsi NoNyyYeHHbIX fokasaTenscTs. Ocoboe
BHMUMaHWe [OMKHO ObiTb YyAeneHo MPOBEAEHUD W WMHTepnpeTauuyM pesynbTaToB WCCNefoBaHUA MO OLEeHKe
MCNOMb30BaHUS NeKapCTBEHHbIX MpenapaTtoB B rocygapcTBax-yneHax, BKMoYasl pPerucTpauuoHHbIA - cTaTyc
neKkapcTBEHHOro npenaparta M Nopsiiok ero HasHa4YeHuUs U OTrnycka, NOCKOMbKY NOPSA0K HAa3HAYEHUs NEKapCTBEHHOIO
npenaparta MOXeT OTpaxaTb He TOnbkKo MHGOPMAaLUIO O NekapCTBEHHOM MpenapaTte U nobylo Mepy MUHUMKU3ALUN
pucKa, HO Takke PyKOBOJCTBA rocyapCTB-YNEHOB NO HA3HAYEHWI0 NeKapCTBEHHOIO NpenapaTa, acnekTbl, CBsI3aHHbIe
C CUCTEMOW 30paBOOXpaHEHUsi, MPUMEHEHWEM FEeKapCTBEHHOrO rpenapata Ha MpPakTUKE W OrpaHUYeHUsIMM
BO3MELLEHUs1 3aTpaT Ha nedveHve. Takoe pasHoobpasve CUCTEM NPefoCTaBMEHNs MEAMUMHCKUX YChyr B
rocyfapcrBax-yfneHax M 3a Wux npegenaMmum MOXET SBMNATbCS OCHOBaHMEM A1t MPOBEAEHUst WCCnefoBaHus C
OOVHAKOBBLIMW LIENSMMW B HECKOBbKMX CTPaHax.

975. NccnepoBaHnsa noBeaeHUs!, OCHOBaHHbIE HA AaHHbIX, CO6paHHbIX B XO04e aHalmnMTn4eCKmnx onpocoB, AOJTXHbI
YYNUTbIBATbCA NPU OLEeHKe KIMMHNYEeCKNX OencTeum B Ccny4ae OTCyTCTBUA nNpeablaywnx gaHHbIX.

OueHka noka3saTenen pesynbTaTa

976. [llokazaTtensmMu YCNEewWwHOCTU BbINOJSIHEHMSA MPOrpaMMbl MUHUMM3ALMU PUCKa SBMASKOTCA pe3ynbTaThbl
noBbieHns 6e30nacHOCTM NPUMEHEHWs NeKapCTBEHHOro mnpenapaTta (4actota u  (MnM) CTeneHb  TSKEeCTU
HexernaTenbHbIX peakuMin B CBA3M C BO3OEWCTBMEM FEKapCTBEHHOrO npenapata Ha nauMeHTa BHe paMokK
WHTEPBEHLMOHHOTO MCCIeaoBaHus).

977. OueHka, OCHOBaHHas Ha AaHHbIX rMokasaTenemn YCNewHOCTN BbINOJIHEHUA NporpamMmmbl N0 MUHUMU3aLNN
puUCKOoB, AOOJPKHA BKMHOYaTb B cebs CpaBHeHMe anunaemMnonorn4ecknx mMep 4YactoTHOCTU pesdyribTaTa, Takue Kak



nokasaTenb 4acTOTbl WNU KYMYNSTUMBHOW 4acTOTbl HeXenaTtenbHOW peakuuu, MOMyYeHHbIn B pes3ynbTaTte
nccregoBaHnn - 6esonacHoOCTM  Ha  MOCTperncTpaumoHHom  aTane. CregyeT paccMOTPeTb  UCMONb3oBaHWE
COOTBETCTBYIOLLMX pe3ynbTaToB MOBbILLEHUA 6e30MacHOCTM NPUMEHEHUsa NekapCcTBEHHOro npenaparta (Hanpumep,
cypporaTHas KoHeYyHas Touka uccnegoBsaHus (Hanpumep, Hagnexaiumi 6uomapkep, B kKa4eCcTBe 3aMeHbl KIMHUYECKOMN
KOHEYHOM TOYKW)), €Cnn TakoW NOoAXOA CNOCOOCTBYET BbIMOMHEHUIO OLUEHKM 3PGEKTUBHOCTU peanu3yemMbiX Mep
MUHMMM3aUNN pUcka.

978. B cooTtBeTCTBMM C mMOObIM MNOAXOAOM HAayYHble W MNPU3HAHHbIE MNPUHLMMBLI  ANUOEMUOIIOTMYECKOro
nccnenoBaHus Bceraa AomkHbl ObiTb PyKOBOACTBOM 151 OLEHKM MCMOMb3YEeMOro nokasaTerns KOHeYHOro pesynbTara.

979. CneayeT y4uTbIBaTb CPaBHEHME YacToTbl A0 W MOCMEe BbINOMHEHUS Mep MUHUMM3auMn pucka. B cnyyae
HEBO3MOXXHOCTM NPOBEAEHMSA OLEHKN 1 pacyeTa A0 U Nocre BbINoIHeHNS mep (Hanpumep, Mepbl MUHUMU3aLUM pucka
Obinn BBEAEHbl B AEVICTBME B MOMEHT MOMNYYeHUs pPerncTpauMoHHOro YAOCTOBEPEHUS) MoKasaTenb 4YacToThl Mcxoaa,
MONYYeHHbIV Ha 3Tane nocre BbIMNOMHEHNS Mep, COOTHOCUTCS C 3apaHee onpeaerneHHbIM pedepeHTHbIM 3HaYeHneMm,
MOMYYEHHbIM W3 HaY4HbIX WCTOYHWUKOB, PETPOCMEKTUBHbIX AaHHbIX MEeOMUMHCKUX KapT nauMeHTOB, OXWAaeMon
YacToTbl B obLer nonynauum (Habniogaembln aHanu3 B CpaBHEHWU C NpeanonaraeMbiM U Ap.), U AOIKEH YYUTbIBaTb
BO3MOXHbIN 3(PdEKT CTUMYNMPOBaHUSA PENOPTMPOBAHUS, W3MEHEHWs MNOpsAKa OKa3aHUs MeAWLMHCKOW MOMOLLM
naumeHtTam n (M) MeponpuATMN MO MMHMMM3aUMK pucka. Belbop rpynnbl cpaBHeHMA OOMMKeH ObiTb Hagnexawum
obpasom 060CHOBaH.

980. MeTtoabl oueHkM 3MEPEKTUBHOCTM MeEpP MWHMMMU3AUMM pPUCKA AOSMKHbI  ObITb  COMOCTaBUMbI C
MUHUMU3NPYEMBIMUA pUCKaMu. [pUMEHeHWe nokas3aTens CMOHTAaHHOro (YMCNo COoOOLEHM O MNOAO3pEBAEMbIX
HexenaTenbHbIX peakumsax 3a yCTaHOBMEHHbIV Neprog BPeEMEHN) oNycKaeTcs Npu oueHKe apdPEKTUBHOCTN PYTUHHBIX
Mep MMHMMM3aLMK pucka. CnoHTaHHOe pernopTMpOBaHMeE, criefyeT paccMaTpuBaTb C OCTOPOXHOCTbIO MPU OLEHKe
4YacTOTbl HeXenaTernbHbIX peakuui B LEeneBon MonynsummM 3a WCKM4YeHmem ocobbix 0B6CTOATENbCTB (Hanpumep,
YacToTa HexenaTernbHOro SBMeHus NpyM NPUMEHeHNN NekapcTBEHHOro npenapara pegkas, 6asmcHas Yactota B obuen
nonynauMm HesHauyuTenbHas W CyLleCTBYET BbIpa)Ke€HHasi B3aMMOCBA3b MEXAy eyYeHWeM U HexenaTtenbHON
peakumen).

981. Mpu Taknx obcTosTenbCTBax, Koraa NpsiMoe onpeferieHne CTerneHuW pucka B paccMaTpuBaeMoii rpynmne
ABMNSAETCA NPaKTUYECKN HEOCYLLECTBUMbIM, CTMIOHTaHHblE COOOLLEHNs Mornu Gbl NO3BONWTL cAenaTb NpeanosiokeHne
OTHOCUTENBHO MPUBMM3NTENBHONO 3HAYEHUs] YacToTbl HexenaTenbHOM peakuMn B rpynne npu YCIOBWUM, 4TO
HekoTopble 000CHOBaHHble AaHHble MOTyT ObiTb MONy4YeHbl AN OUEHKU MNokasaTens YpOBHS PenopTUpOBaHUS B
KOHTEKCTEe MpUMEeHEeHUs fTiekapCTBEHHOrO Npenapara.

982. XapakTepHble MOrpeLUHOCTM, KOTOpble BMAWSKOT Ha YPOBEHb pPEMnoOpTMPOBAHUST B  OTHOLLEHWUU
npegnonaraemMbix HexenaTenbHbIX peakuuii, MoryT NpUBECTU K pesynbTaTaM, BBOASLMM B 3abnyxaeHue. Hanpumep,
BBeJEHWe nporpaMmbl MUHUMU3ALUM PUCKA, CBA3AHHOrO C npobnemoi 6e30macHOCTM, BbISIBNIEHHOW Ha aTane
MOCTPErMCTPaLMOHHOTO ~ MOHUTOPWHra  NEeKapCTBEHHOTO  MpenapaTta, MOXeT  crnocobcTBoOBaTb — MOBbLILEHMIO
MHCPOPMUPOBAHHOCTU B OTHOLUEHUWN OMpefeneHHbIX HexXenaTernbHbIX pPeakuuil, YTO B KOHEYHOM CcYeTe MOXeT
NPUBECTY K NOBBILLEHNIO YPOBHSI COOBLLEHUS.

983. lNpwu Takmx oBCTOATENLCTBAX aHanW3 CMNOHTAHHOrO PenopTUPOBaHUS MOXET MPUBECTM K OWMOOYHOMY
3aKMYEHWIO, YTO BMeELLATENbCTBO OKa3anocb HedddekTnBHbIM. CHMXKEHHble MNoka3aTenu OT4YeTHOCTW 3a
onpeaeneHHbI BPEMEHHON MPOMEXYTOK MOTYT TakkKe MpMBECTM K OWMOOYHOMY 3aKMOYEHMIO, YTO BMeLLaTenbCTBO
oKasanochb 3P dEeKTUBHbLIM.

9. KoopauHauus

984. B cnyyae Hanuuma Ha pbiHKke Gonee OOHOrO NEeKapCTBEHHOro npenaparta C OAWHAKOBbLIM AeNCTBYHOLLMUM
BELUECTBOM MPUMEHSIETCA €eAMHbIA MOAXOA4 B OTHOLIEHUMM [OMOMHUTENbHbIX MEp MUHUMWU3ALMU  PUCKa,
NpedyCMOTPEHHbIX  YMONMHOMOYEHHbIMW OopraHamu rocyaapcTs-yneHoB. Korga BosHMKaeT HeobXogumocTb B
KOOPAMHUPYIOLUX OEACTBUAX ONS rpynnbl feKapCTBEHHbIX MpenapaToB OOoMkeH ObiTb BblpaboTaH COrfacoBaHHbIN
noaxo CO CTOPOHbI YMONHOMOYEHHOrO opraHa rocygapcrtea-yneHa. Mpu Takux o6CToATenbCTBax npeasapuTenbHoe
nnaHWpoBaHue A0IMKHO obecrneynTb, YTobbl 3h(PEeKTUBHOCTL Mep MUHMMMU3ALMN pUCKa OLeHMBanach AN KaXOoro
OTAENbHOrO NIeKapCTBEHHOIO NpenapaTa, a Takke Ans NekapCTBEHHbIX NpenapaToB B COBOKYMHOCTH.

10. CuctemMbl KayecTBa MEP MUHUMU3ALUUN PUCKa



985. HecMoTps Ha To, YTO B npoLiecce pa3paboTky U OCYLLECTBIEHNS Mep MUHUMU3ALIMN pUCKa 3aeNCTBOBaHbI
MHOIMME 3KCMepTbl, OTBETCTBEHHOCTb 33 KayecTBO, TOYHOCTb W Hay4HY LEMOCTHOCTb Takux Mep Bo3naraeTcs Ha
Aepxartens perucTpaulMoHHOIO YAOCTOBEPEHUS W YMNOMHOMOYEHHOE INWUO Mo  dhapMakoHadsopy [AdepaTens
PerncTpaLmoHHOro YaoCTOBEPEHUS.

986. [epxaTtenb pPerucTpaLMoHHOIO YAOCTOBEPEHUS HECEeT OTBETCTBEHHOCTb 3a OOHOBREHMe nraHa
yNpaBfieHnsl puckamy B criyvyae MOSIBIEHMS HOBOW MHGOpMauuM, COOTBETCTBME MHGOpMauuv B martepuanax no
mMepaM MUHMMW3ALMKU pUcka U MHcbopMaLmn B obLLEN XapaKTePUCTUKE JIEKapCTBEHHOIO NpenapaTta U ero UHCTPYKL MK
no MeauUMHCKOMY MPUMEHEHWI0, a Takke OO/MKEH MPUMEHATb MNPUHUMMLI KayecTBa, ykasaHHble B pasgene |l
HacToswmx MMpasBun. OTcnexvBaemble BepcuM MnaHa YnpasBfeHus puckamu [OOSKHbl ObiTb MNepedaHbl Ans
PacCMOTPEHUs! U NPOBEAEHMS OLLEHKN YNOMHOMOYEHHbIMI OpraHaMu rocygapcTB-4fieHoB. [aHHble AOKYMEHTbI, nnaH
YNpaBneHnss pUCKamMn M BKIIOYEHHble B MNMaH CUCTEMbl YNPaBreHUs PUCKOM, a Takke nobble [O0KYMEHTbI,
cofepxaline mepbl MUHUMU3aLUUM pUCKa, MOTYT NOABEpPraTbCa ayauTy UM MHCNEKTUPOBAHMIO.

987. ,D,ep>+<aTenb perncTtpaunoHHOro ygoctoBepeHua OOJNKeH obecneunTb, YTOObI MeXxaHM3Mbl OTYETHOCTU MO
pe3ynbTataM npoBeneHusd nuccrnegoBaHnin UNu aHanua3oB MO OLEHKe SC*JQ)GKTVIBHOCTVI Mep MUHUMU3aUnUn pUCkKa
noareepXxgannmcb AOKYMEHTAlTbHO. [aHHble AOOKYMEHTbl MOT'yT nogBepratbCA ayanty Uinn NMHCNEKTUpPOBaHUIO.

11. OTBeTCTBEHHOCTb YNOJIHOMO4Y€eHHbIX OpraHoB rocyaapcrtB-4JieHOB

988. YNONMHOMOYEHHblE OpraHbl rOCYAapCTB-YIEHOB  HECYT OTBETCTBEHHOCTb 3a  OCYLLECTBREHue
OONOMHUTENbHBIX MEP MWHUMM3aUMU puUcka, NPUMEHSIEMbIX Kak ycrnoBue no 6e3onacHoMy u adhpekTUBHOMY
NCMOMb30BaHWIO JIEKAPCTBEHHOro npenapata. [ononHuTEeNbHbIE MEepbl MUHMMW3AUUW pUCKa, YCTAHOBIEHHbIE Ansi
NeKapCTBEHHbIX NpenapaTtoB Mpu perucTpauuM no AeLeHTpanu3oBaHHOW npoueaype unu npouenype B3avMHOro
NMPU3HaHUSA BKMIOYAOTCA B MNfaH yhnpaereHus puckamMyM W SBMSIIOTCS  yCroBMeM peructpauuun. BeepgeHue
OOMOSHUTENBHLIX MEP MWHMMM3auUMW pucka Ha YPOBHE rOCy4apCTBa-yneHa MOXeT OCYLECTBMAATbCSA C Yy4eTOM
3aKoHoAaTenbCTBa rocy4apCTB-YNIEHOB N OCOOEHHOCTEN CUCTEMBI 30PaBOOXPAHEHNs, HaNnpPUMepP Mepbl B OTHOLLEHWMU
onpeaerneHHbIX PUCKOB AOMYCKAETCA peanu3oBbiBaTb C MCMOMb30BAaHUEM MHbIX NMOAXOO0B C YYETOM BO3MOXHOCTEN
C/CTEM 34paBOOXPaHEHUS Ha YPOBHE rocyaapCTB-4reHOB.

989. B oTHoweHun Mep MWHMMKU3aUUU pPUCKa, KOTOpbie OblnM BBEAEHbLI MOCIE Bblaaun perncTtpaunoHHOro
yOoCTOBEpPEHUA, YNOJTHOMOYEHHbIEe OpraHbl roCy4apCTB-4Y1IEHOB OOJTKHbI obecneuntb ux onepaTtnBHOE pacCMOTpeHne
M cornacoBaHue C gepxarenem pernctpaumoHHOro yaoCctoBepeHus.

990. YNONHOMOYEHHbIE OpraHbl rOCY4apPCTB-YNIEHOB MpyM HEOOXOOUMOCTM MOTyT oOKas3aTb COAEWNCTBME B
yHudVKauMm BHeApseMblX gepXaTensMu perucTpaumoHHbIX YAOCTOBEPEHWA Mep MUHUMM3auMu pucka Ans
BOCNPOW3BEAEHHbIX NeKapCTBEHHbIX NpenapaTos u bnoaHanoros ¢ 0AMHaKkoBbIM ASNCTBYOLWUM BeLlecTBoM. B cnyyae
HeobXx0AMMOCTN BBEAEHWUS OOMOMHUTENbHLIX Mep MWHMMM3auun pucka ANnd BOCMPOU3BEAEHHbIX EeKapCTBEHHbIX
npenapatoB M 6uoaHanoros, 0OyCNoBneHHbIX npobnemamu, CBA3aHHbIMW C ©e3onacHOCTbIO AEeNCTBYIOLErO
BELlecTBa, Mepbl MUHMMU3ALMW pUCKa, NPUMEHSIEMblE K BOCMNPOM3BEAEHHbIM NeKapCTBEHHbIM Mpenapatam u
OGuoaHanoram, crnegyeT MNpPUMBECTM B COOTBETCTBME C MepaMu MUHUMM3AUMM pucka Ans  pedepeHTHOro
nekapcTBeHHOro npenapaTta. [lpu onpegeneHHbIXx 0OBCTOATENbCTBAX B OTHOLWEHUA TUOPUAHBLIX NEKapPCTBEHHbIX
npenapaToB MOryT MOHAgOOUTLCA OOMONHUTENbHLIE MEpPbl MUHUMWU3AUUN pUCKA, KpOME MEep MUHMMMU3ALUUU pUCKa,
BBOAMMbBIX AMs ped)epeHTHOro fekapCTBEHHOIO npenaparta (Hanpumep, OOYCrOBMEHHbIE pas3nNMyusMyM B COCTaBe,
cnocobe HasHayeHust UM npobnemamy HeECOBMECTUMOCTHM). YNONHOMOYEHHLIM OpraHOM rocyAapcTBa-yfieHa MoXeT
ObITb OKa3aHO codencTBMe B BbIOOpe KOYEBbIX MHCTPYMEHTOB MEp MMHUMU3AaUMU pUCKA, KOTOpble AOIMKHbI ObiTh
BHEOPEHbl AepxaTensiMM PerucTpaunMoHHbIX YOOCTOBEPEHWN, W AOIMKHbI Oobecneyntb JOCTYN K pekoMeHZauunsm
nocpeacTBoM pasMelleHuss Ha Beb-noptane C uenblo obecrnevyeHuss rapMOHU3MPOBAHHOIO MPUMEHEHUA Mep
MUHMMM3aLUN pUCKa Ha YPOBHE roCcyAapCTB-UIEHOB.

991. YNonHoMoYeHHble OpraHbl rocy4apcTB-4NeHOB AOMKHbl obecneynTb NpMMeHeHne nboro MHCTpyMeHTa
WnM MeToda Mo MWHMMM3AUMW pUcKa. YMONIHOMOYEHHbIE OpraHbl rocy4apCTB-YNIEHOB AOSKHbI COrnacoBaTb C
3asBMTENEM UNWN depXKaTeneMm perncTpaumoHHOro yaocToBepeHns hopmat u cpeactBa MHCTPYMEHTOB MM METOOB
MUHUMM3ALUMM pUCKa, BKIIOYAs MevaTHble matepuanbl, MHTEPHET-NNaTgopMbl U UHbIE ayauvo- U BMOEOCpPeacTBa, a
Takke rpaduk BbINOMHEHUSA oNepaTUBHBIX Mep nepen BbIXOO4OM FekapCTBEHHOro npenaparta Ha pPbIHOK Wiv B Apyroe
Bpems (B cnyvae HeobxoamMMocTH).

992. YNonHOMOYEHHbI opraH rocygapcTBa-ufieHa nMpUHMMAaeT pelleHne B OTHOWEHUW Bblbopa
COOTBETCTBYIOLNX 06pa3oBaTebHbIX MaTepuarnoB U UHbIX MHCTPYMEHTOB UMM MeTOA0B M0 MUHMMMU3ALMKU pyUcKa, Npu



3TOM peKOMeHAYeTCHa CornacoBaHme YnosiHoOMOYEHHbIMU OpraHaMu rocygapcTB-UNeHOB KMYeBbIX 3NEMEHTOB nraHa
yrpaBneHusa puckamu. BeinonHeHne MeponpuaTui no oueHke 3PHEKTUBHOCTU LONOMNHUTENBHBLIX MEP MUHUMU3ALUN
pucka MOXeT noTpeboBaTbCsl Ha TEPPUTOPUM OOHOrO M3 rOCY4apCTB-UMEHOB B CBA3M C OCOBEHHOCTAMU YCroBuiA
oKasaHusi MeAWMLUMHCKOW TMOMOLWM B [OCyQapcCTBe-UreHe UM HEeBO3MOXHOCTU  MPUMEHEHUs1 pe3ynbTaToB
nccnegoBaHUM no oueHke 3deKTUBHOCTM, NPOBEAEHHbLIX B APYroM rocydapCTBe-dneHe wunm TpeTben CTpaHe, B
OTHOLLEHMM MpPOrpamMmbl, BKIOYawLen B cebs Mepbl MMHMMM3ALMM pUcka NMPOBOAMMON Ha TEPPUTOPUN AAHHOIO
rocygapcTrBa-yreHa. YNnofIHOMOYEHHbIE OpraHbl rocy4apCTB-4YIIEHOB OCYLLECTBIISAIOT KOHTPOSb pe3ynbTaToB BBEAEHUS
Mep MMHMMM3aLMKN pUcka Ha TEPPUTOPUN 3TOFO rocyagapcTBa-yneHa.

993. B cnyyae ecnu namsATka AN nNaumMeHTa BKMOYEHa BO BTOPUYHYO (MOTPEBUTEnNbCKy) ynakoBKy, OHa
cyMTaeTcd 4acTbio ouuManbHOW WHMOPMauMM O feKapCTBEHHOM npenapate W MNOAMEXWT COornacoBaHuUio
YNONTHOMOYEHHbLIM OpraHOM rocyaapcTBa-yneHa.

12. OTBeTCTBEHHOCTb AepKaTernie perMcTPauMoHHbIX YAOCTOBEPEeHUM

994. [epxatenn perncTpaumoHHbIX YAOCTOBEPEHUI HECYT OTBETCTBEHHOCTb 3a BbINOSIHEHME YCIOBUIA
permcTpaumm nekapcTBeHHbIX NpenapaToB, B TOM YMCIE, BbINOJSIHEHME BCEX YCNOBUI UMM OrpaHMyYeHnin B OTHOLLEHWM
6Ge3onacHoro Ucnosb3oBaHNsa NpenapaTa Ha onpeaeneHHoNn TEpPUTOpPUN.

995. [epxaTenb perncTtpaumMoHHOro yAOCTOBEPEHUS LOMKEH OnpefenuTb  LUenu  nNpeariokeHHbIX
OOMONMHUTENbHLIX  MEep  MWHMMM3aUMM puUCka W MoKasaTenuM OueHKM ux addekTUBHoCTU. [epxaTtento
PEerMcTpaumMoHHOro yAOCTOBEPEHUsI criefyeT BbINOMHWMTL MNpeaBapuUTeribHY0 KOOpPAUHALMIO MIaHOB MUHMMU3ALMK
PUCKOB C YMOSIHOMOYEHHbLIMW OpraHaMu roCydapCTB-YNIEHOB B KpaTyailuMe CpokM B Criydae npegnonaraemon
HeobxoaMMOCTM aganTauMnm Mep MUHMMM3ALMM pUCKa K PasfUYHbIM - YCMOBMSIM CUCTEM  3paBOOXPaHEHUS,
OENCTBYIOLWMM B rocygapcTBax-yneHax. Jliobble AoNOnHUTENbHbIE onepaTUBHbIE MEPbI MUHUMU3ALIMN PUCKa OOMKHbI
6bITb pa3paboTaHbl B COOTBETCTBMM C OOLLMMW NPUHLMNAMU, YKa3aHHbIMKU B NyHKTax 918 - 951 HacToswumx Mpaswn, 1
OTpakeHbl B NporpaMMe no MUHMMU3aunn pucka B COOTBETCTBUM C pasgenom VI HacToswmx Mpasun.

996. Mepbl, 0g406peHHbIE YNOMHOMOYEHHBIM OpPraHOM roCyaapcCTBa-yneHa B NnaHe no MUHUMMU3aLMu pucka,
JOMKHbl  ObITb  BBIMOSIHEHbI AepXaTeneM PerncTpaumMoHHOro yAoCTOBepeHusi. [lepxaTenb perMcTpauuoHHOro
YOOCTOBEPEHUS AOIMKEH NpeacTaBnsiTe UHGOPMAaLUIO O BbINOMHEHUN AOMNOMHUTENbHBIX MEP MUHMMU3ALUKU pUCKa Mo
COrnacoBaHWi0 C YMONTHOMOYEHHLIMW OpraHamMu rocyapcTB-YNeHOB, a Takke WHOPMUPOBaTbL YNONHOMOYEHHbIE
opraHbl rocyapcTB-4fieHOB O MobObIX U3MEHEHUsIX, BO3HMKAIOLWMX TPYAHOCTEW WMNM BOMPOCaX, BO3HUKAKOLIMX NpU
BbINOMHEHUW [OMOMHUTENbHLIX MEp MWHMMU3auuMu pucka. Jlobble W3MEHEHUSI B OTHOLIEHUM BbIMOSHAEMbIX
MHCTPYMEHTOB MM METOAO0B MeP MUHMMMU3aLMU puUcKa OOMKHbI GbiTb COrMacoBaHbl C YNONIHOMOYEHHbIMU OpraHamu
rocyapcTB-4reHoB.

997. MNpu BBEOEHUM B AENCTBME UHCTPYMEHTOB UMW METOAOB C NPUMEHEHNEM WHOPMALMOHHBLIX TEXHOMOMMN
aepxaTenb pPerucTpauMoHHOro yAOCTOBEPEHUS [OIDKEH NPUMeHATb TpeboBaHMsA, XapaKTepHble Afs Kakaoro
rocygapctBa-ufieHa, C y4eToM NoTeHumanbHbiX Npobnem, CBs3aHHbIX C AOCTYMHOCTBIO Mep MUHMMM3auunM pucka,
pacrno3HaBaeMoCTbio, OTBETCTBEHHOCTBIO AepXaTens perncTpaunuoHHOro yaocToBepeHns 3a BHegpeHne AaHHbIX Mep,
KOH(PMAEHUNANBbHOCTLIO U 3aLLUUTON AaHHbIX.

998. B OTHOLWIEHUM BOCMPOM3BEOEHHbIX FEKAPCTBEHHbIX MNpenapaTtoB AepXaTenb pPerncrpauyMoHHOro
YOOCTOBEPEHMS AOMKEH pa3paboTaTb Mepbl MUHMMU3AUMM pUCKa B COOTBETCTBUMU C 0OHEMOM, HanpaBNEeHHOCTbLH,
cogepXaHMem u popmMaTtoM WHCTPYMEHTOB WM METOAOB, MNPUMEHSIEMbIX ANS PedEepPEeHTHOro JeKapCTBEHHOIO
npenapata. CocTaBneHue rpacuka M nnaHUpoBaHWE OMepaTMBHbIX Mep AO/KHbI ObiTb Hagnexawumm obpasom
CKOOPAMHUPOBAHbI B LENSIX MUHUMU3ALUMW HArpy3ku Ha CUCTEMbI 34PaBOOXPaHEHUSI.

999. OueHka 3hPEKTUBHOCTN MEpP MUHUMU3ALMW pUCKa B OTHOLLUEHUWM BOCMPOU3BEAEHHBLIX NEKAPCTBEHHbLIX
npenapatoB  OCYLLECTBMSETCS [epXaTeneM  perucTpauuMoHHOro  yOOCTOBEPEHUSI B COTPYOHUYECTBE  C
YNOSIHOMOYEHHBIMU OpraHamy rocyaapcTB-yneHoB. [pu HeobxoauMMOoCTM NpoBeAEeHUs UCCReAoBaHUA B LEensx
MUHUMM3ALMM Harpy3kn Ha CUCTEMbI 30paBOOXpaHeHUs TpebyeTcsl NPOBECTU COBMECTHbIE UccneaoBaHuii. Hanpumep,
€Cnu  Ha3Ha4eHO BbINOMHEHME MPOCMEKTUBHOIO KOFOPTHOIO MCCRenoBaHUsl, BKMHOYEHWE B HEro  OOJDKHO
OCYLLECTBMATLCA HE3aBUCUMO OT Ha3HaYeHWs feKapCTBEHHOro npenapata C OnpefefieHHbIM  TOProBbIM
HauMeHOBaHMEM WNX OT ONpeAENEeHHOro NPOU3BOAMTENS NEKapCTBEHHOrO npenapara. B atux cnyvasix peructpauus
AaHHbIX onpefeneHHOro fnekapcTBEHHOro npenapaTa SBMsSeTCs BaXHOW B Uensx 6biCTpon uaeHTUduKkaumm HOBOro
puyckKa, NPUCYLLEro KOHKPETHOMY NleKapCTBEHHOMY npenapary.



1000. Oepxatenb perucTpaumoHHOro yaoCTOBEPEHNUS AOMKEH KOHTPONUPOBATL pesynbTaTtbl MEP MUHUMU3ALUM
pucka, KOTOpble BKMOYEHbl B NnaH ynpaeneHus puckamu. O6wime npuHUMNbI OUEHKM 3(PEKTUBHOCTU YyKasaHbl B
nyHkTax 953 - 983 HacTosAwwmx Mpasun.

1001. ﬂepmaTenb perncTpaunoHHOro yagocrtoBepeHnAa [OOoJKeH npencrtaBuTtb OTHET B OTHOLUEHUU OLUEHKU
Scp(*)eKTVIBHOCTVI OONOJTHUTENTbHbIX MEP MUHUMUN3ALU NN PUCKa, UMEKLLNX OTHOLWEHNE K OUEeHKE COOTHOLLUEeHUA "nonb3a -
pVICK" B nepnoan4eckom ob6HoBNsieMom oT4yeTe nNo 6e3onacHOCTL.

1002. [epxaTtenb perncTpaumoHHOro yaoCTOBEpPEHMS [AOMKeH obecneunTb CBOEBPEMEHHYKD CBA3b C
YMNOMHOMOYEHHBIMW OpraHamMu rocy4apCTB-UNEHOB ANS BbINOMHEHUS COOTBETCTBYHOLLEN PErynsatopHOM OLEHKU W
OEenCcTBUiA B COOTBETCTBMM C pa3genom V HacToawmx Npasun.

13. CneunanncTbl CUCTEMbI 34paBOOXPaHEeHUSA U NaLUeHTbI

1003. B3aumopgencrTeme crneumanuctoB CUCTEMbI 34PaBOOXPAHEHUS U MAUWEHTOB SBMSIETCS KpalHe BaXKHbIM
dakTopoM, HeobxoouMMbIM AN YCMELWHOro BbINONHEHUS obpasoBaTenbHbIX MNporpaMm W (UNKn) nporpamm
KOHTPONMPYEMOro [OCTyna B LENsX OnTUMM3auMu COOTHOLWEHUs "nonb3a - puck". Heobxogumo yaoensitb ocoboe
BHMMaHue nobon JOMNONHUTENbHON Mepe MWHMMM3aUMM pucka, KoTopas MoXeT ObiTb BBedeHa Ans obecneveHus
6e3onacHoro n adEKTMBHOIO NCMOMb30BaHMSA NeKapCTBEHHbIX NpenapaTos.

14. BnuaHune 3acpheKTMBHOCTU Mep MUHUMU3ALMKN PUCKaA
Ha NnaH ynpaBneHus puckaMmu u nepuogmvecknini oo6HoBNsieMbIN OTYET
no 6esonacHocTH

1004. O6HoBNEeHMsA nepuognyeckoro obHOBMsiEMOro otyeTa no 6es3onacHOCTM M MnaHa ynpaBreHus puckamu
AOIDKHbI BKMOYaTh B ce0A CyMMapHYHo OLEHKY pesyrbTata NpMMEHeHWUs AOMNOMHUTENbHbIX Mep MUHUMM3ALMN puUcka,
BBEAEHHbIX ANS YMEHbLUEHWS BaXHbIX PUCKOB, CBA3AHHbIX C MPMMEHEHMEM feKapCTBEHHOro npenaparta. B nnaHe
ynpaBfieHnsi puckaMm HeobxoauMo OTpasuTb BAMUSHWE XOA4a AeATeNIbHOCTU 1 ee pe3ynbTaToB Ha NfaHWpoBaHWe Mep
MUHMMU3aUUKM pucka n (unu) papmakoHaasopa. B nepuogmyeckom obHoBRsiemMom oTtyeTe No 6e30nacHOCTM JOIMKHA
HeobxoOMMO MNPOBECTU OLEHKY BO3AEWCTBMS BBEAEHHbIX Mep Ha npodunb 6e3onacHoOCTM u (MnM) COOTHOLLEHWe
"monb3a - puck" nekapcTBeHHoro npenapata. Heobxogumo ocobo OTMETUTb AaHHble MOMy4YeHHble B npouecce
OTYETHOro nepuoga UM ¢ MOMEHTa OCYLLECTBMEHNS HEQABHUX MEP MUHMMU3ALUMM pUcKa.

1005. PesynbTaThl OUeHKN 3(PHEKTUBHOCTU MEP MUHUMU3ALIMU PUCKA BO BCEX Criydasdx NoarnexaT BKIIOYEHUIO B
nnaH ynpaeBneHus puckamu. B pamkax npoBefeHWst KPUTMYECKOW OLEHKU AepXaTenb pPerncrpauuoHHOro
YAOCTOBEPEHUS] JOIMKEH caenaTtb HabniogeHus B OTHOLIEHUW (DAKTOPOB, CMOCOOCTBYIOLLMX LOCTWXKEHMWIO LENu umm
NPUBOOALLINX K HeOOCTAaTOYHOCTM MM HeadhdEeKTUBHOCTM Mep MUHMMMU3AUUN pucka. Takoh KpUTUYECKUIA aHamnua
MOXET BKIOYaTh B ce05 CChbINKY Ha OMbIT 3a Npeaenamu rocyaapcTB-UneHoB (Mpy Hanmummn).

1006. OueHka apdpekTMBHOCTU MEP MWHUMM3ALMN pUCKa LOSHKHA OTpaxaTb cTeneHb UX 3hEKTUBHOCTU B
OTHOLUEHMN MUHMMM3aUUKM LeneBoro pucka. OueHka 3ddEeKTUBHOCTM Mep MUHUMWU3ALMKU PUCKA BbINOMHAETCS AN
KOMOMHaLMM nokasaTernen npouecca 1 nokasarenen pesynbrata B COOTBETCTBUM C nyHkTamu 953 - 983 HacToswmx
Mpasun. CneayeTt caenaTb pasrpaHWyeHve Mexgy MepamMmy MUHUMU3auuMuM pucka, BBEOEHHbIMW B MOMEHT Bblgayuu
perucTpaumMoHHOro YOOCTOBEPEHUS, U TEMU MepaMu, KOTopble Obiny BBEAEHbl MO3OHEE HA MOCTPErncTpalyMoHHOM
arTane.

1007. OueHka 3dhheKTUBHOCTM MEP MUHMMM3ALMM pUCKa OOIDKHA ObiTb NpeacTaBneHa C y4eTOM CreaytoLmx
pekomeHaaunin:

a) OLeHKa JOoJKHa cofepKaTb crefyrLime nyHKTbI:

KpaTkoe onncaHne BBeAeHHbIX Mep MUHUMU3ALUN pUCKa,
onpefeneHne nx uenew;

onucaHue BbIGPaAHHOIO npoLecca 1 nokasartenen pesynbTaTa;

6) OLEeHKa OorbkHa Bkno4vaTb B cebs aHanus Xapaktepa HeXenaTelnbHbIX peaKLI,MI7I, BKIO4YaA cCTeneHb ux
Cepbe3HOCTN N NpegoTBpaTUMOCTb 3TUX peaKLl,VIﬁ. I'Ipw HeobxoQMMOoCTH, cnenyeT Takke y4duTbiBaTb JIOTMCTUYECKUE
d)aKTOpr, KOTOpPbI€ MOTyT NOBJTIUATb Ha KIMMHNYECKOE BbINOJTHEHUE Mep MUHUMU3aL NN PUCKaE,



B) OLIEHKa OO0SKHA BKMNoYaTb B ceBs aHanmu3 BbINOMHEHUA Mep MUHMMM3ALUMKN pUcka B PYTUHHOW KIIMHUYECKO
npakTuKe, BKIOYash BCe OTKIIOHEHWA OT MepBoHavanbHOro nnaHa. Takas oueHKa MOXEeT coaepXaTb pesynbTaThbl
nccnegoBaHuin UCMONb30BaHMSA NEeKapCTBEHHOro npenapaTa;

I') nokazartenun pesynbrtata OOJDKHbl ABJIATLCA KIHOYEBbIMU  KOHEYHbIMM  TOYKaMW MNpu OUEHKe CTeneHn
OOCTUXEHUNA NOCTaBJ1IeHHbIX 3a4da4 B Xo4e€ BbINOJIHEHNA MEep MUHMU3aUnn pUCKa.

1008. MpeanoxeHnst 0 BHECEHUMN U3MEHEHWUA B NNaH C LeNblo COBEPLLUEHCTBOBAHUA Mep YNpaBfeHns puckamu
OOMKHbI  OblITb NpeAcTaBneHbl B COOTBETCTBYWOLLEM pa3gene nepuoanyeckoro OOHOBMSieMOro oTyeta no
6esonacHocTn. [naH MuMHMMM3aLMM PUCKOB cnefyeT OOGHOBMASATbL C ydeTOM nocTynawwen wuHdopmaumm o6
3(pPeKTUBHOCTM MEP MUHMMN3ALIMA PUCKA.

1009. lMNMepuoanyHOCTb OOHOBNEHMS MMaHa YNpaBrieHWs pUCKaMy AOMKHA ObiTb MPOMNOPLMOHANbHON puUcKam,
CBSI3aHHbIM C TMPUMEHEHWEM feKapCTBeHHOro npenapata. OOGHOBREHWe nnaHa ynpaBneHUs puckamy [AOIDKHO
BKIMoYaTh OGHOBNEHME NporpamMmmbl MpOrpaMMy MUHMMK3aLLMK pucka (nNpu Heo6xoaMMocCTw).

1010. lMpn BHeCEHUN M3MEHEHWI B onpedeneHHble pasgenbl niiaHa yrnpaBrieHus pUckaMm MX Heobxoammo
yKka3aTb B COMPOBOAMTENIBHOM MMCbME MpU NpeacTaBneHun AokymeHTauuu. Ecnu no pesynbtatam BbINOMHEHUS Mep
MUHMMK3AUUN pucka TpebyeTcs BHeceHMe U3MeHeHW B OOLLyl0 XapakKTepuCTWKY FfekapCTBEHHOro npenapaTa,
HeobX04MMO BHECTM M3MEHeHMs B MHGOPMaUW O NekapCTBEHHOM Mpenapate. [lo pe3ynbTatam MNOArOTOBKM
nepuogmnyeckoro OOHOBMsieMOro oT4yeTa no 6e3onacHOCTM Takke MOXeT ObiTb onpegerneHa HeobxoaMMOCTb
06HOBMEHNs1 MHpOpMaLMK O NNEKAapCTBEHHOM MpenaparTe.

15. Mpo3pa4yHOCTL BBeAEHUA Mep MMHMMU3aLMK pUcKa

1011. YnonHOMOYeHHble opraHbl obecneymBaloT MPO3payHOCTb U AOCTYNHOCTb MHAOPMaUMM O BBEOEHHbIX
Mepax MWHUMM3aLUK pucka nyTeM pasMeLlleHus Ha WHTepHeT-nopTanax: [AewcTBylolen pegakumm obuen
XapaKTepucTKU NeKapCTBEHHOro npenaparta, pes3toMe nraHa ynpasfieHWs puckamy C ykasaHuem BBeOEHHbIX Mep
MWUHUMM3ALMM pUCKa.

1012. YNonHOMOYEHHLIMW OpraHaMuM Ha WHTEPHET-NopTane NeKapCTBEHHbIX MpenapatoB rocyaapCTB-4YieHOB
OOmKeH 6bITb NpegocTaBneH cBob60AHbLIN AOCTYN K cnegyoLwen nHhopmauum:

a) obLasn xapakTepucTvKa feKapCTBEHHOro npenapaTa U MHCTPYKUMSA Mo MEAMLMHCKOMY NPUMEHEHUIO (FTMCTOK-
BKMaablL);

©0) ycTaHOBMNEHHbIE YCINOBUS PErMCTPaLVMOHHOIO YAOCTOBEPEHUS, BKIOYAs CPOKM BhINOMHEHNST YCIOBUIA;

B) pestome MraHa ynpaBneHus pyuckamu, BKIoYasi NnaH no papMakoHaz3opy U MeponpusTis N0 MUHUMU3aALUM
puvcka;

r) cBegeHUst o OOMNONHUTENbHBIX MepaxX MUHUMKU3ALUUM pucka, HeOGXOAMMbIX B KayecTBe YCIOBUS 0J00peHust
perucTpaummn nekapcTBeHHOro npenaparta (Hanpumep, eciiv MHOPMUPOBaHKe O pUCKax OcyllecTBrsieTcs B dhopme
nevyaTHbIX MaTepuasoB, NPefoCTaBMseTCs KOMUS, UMW NPeoCTaBNSeTCs AMEeKTPOHHbIN A0CTYN K oGpa3oBaTenbHOMY
maTtepuany, naMsTke Afs nauueHTa, KOHTPOSbHBIM CUCKaM UMW APYrMM UHCTPYMEHTaM (ecnm BO3MOXHO)).

Xlll. JononHMTeNnbHbIN MOHUTOPUHI B paMKax Hagnexaiien
npakTUK1M papmakoHagsopa

1. O6LwmMe nonoxeHus

1013. dapmakoHag3op sBnseTcss HeobxoaMMon (YHKUMEN CUCTEMbI 34pPaBOOXPaAHEHMSI W HarpaBfeH Ha
ObICTpOEe BbISIBIEHME U pearnpoBaHWE Ha MNoTeHumarnbHble yrpo3bl 6e30MacHOCTU, CBSA3aHHbIE C MCMOMNb30BaHWEM
nekapCTBEHHOro npenapara.

1014. Peructpaumsa nekapCTBEHHOro npernapaTa OCyLeCTBMASeTCA Ha OCHOBAHWU MOMOXUTENbHOTO Ha MOMEHT
perncTpaumMy COOTHOLUEeHUs "nonb3a - pUCK" reKkapCTBEHHOro npenapaTta Ans onpeferneHHbIn Lenesor rpynnbl
nauneHToB B Npeaernax ofobpeHHbIX MOKa3aHU 1 pekoMeHAauui No NpUMEHEeHNHo.

1015. OgHako He BCe pUCKM MOTYT OblTb BbISIBNIEHBI K MOMEHTY NMEPBOHAYanNbHOM perucrpauuun, HeKoTopble



PUCKN BbIABNAKTCA HaA NOCTpPErncTtpauMoHHOM 3Tane npu LWUPOKOM MNMpUMEHEHUN IeKapCTBEHHOro npenaparta Ha
NPOTAXEHNUN BCEro XXM3HEHHOro LKna nekapCTBeHHOro npenapara.

1016. [Ina o6ecneyeHnss BO3BMOXHOCTM OCYLLECTBIEHUSI KOHTPOIS 6€30MacHOCTM NEKapCTBEHHbIX NpernapaToB B
CTENeHW MNpOMOPLMOHANbHOW YPOBHIO pPUCKA, CBSI3@HHOTO C MX MpUMEHeHVEeM, LernecoobpasHbiM  sBnseTcs
hopmMmMpoBaHMe NepeyHsl NeKapCTBEHHbIX NpenapaTtoB, TPeOYOLWMX pacluMpeHHoro c6opa AaHHbIX Mo 6e30MnacHOCTy
nocrie WX pernucTpauuM, 4YTo O3HavyaeT MPVMEHEHME KOHUEeNnuuW OOMNOSHUTENbHOrO MOHWUTOPWMHIA B OTHOLUEHUU
HEKOTOPbIX NTEKapCTBEHHbIX NPenapaToB.

1017. YNONHOMOYEHHBIMW OpraHamMu roCydapCTB-UIIEHOB CO3[aeTcs, akTyanuaupyeTtcss u nybnukyeTcss Ha
oduumanbHblX CTpaHuuax B CceTu VIHTepHeT eOuHbli CNUCOK NEeKapCTBEHHbIX MpenapaTtoB, MoAnexallmx
OOMOSNTHUTENBHOMY MOHWUTOPUHIY (4arnee - CNMCOK) Ha TeppuUTOpUSX FOCyO4apCTB-UNeHOB. Takve nekapCTBEHHble
npenapaTbl B 0O0Lle/ XxapakTepUCTUKE NEeKapCTBEHHOrO npenapaTta U UHCTPYKUUW N0 MEOULMHCKOMY MPUMEHEHUIO

0603Ha4alTCa NepeBepPHYTbIM YepHbIM paBHOOEAPEHHbIM  TPEeyroflbHUKOM (V) KOTOpbIA  CONpoBOXAaeTcs
cnegywouwen nHpopmauuven: "[daHHbI NeKkapCcTBEHHbIM npenapaT MOAMNEXUT AOMNONHUTENbHOMY MOHUTOPUHIY. JTO
No3BonuT BGbICTPO BbISBUTE HOBYK MHOpMauuio no 6esonacHoctu. Mbel obpallaemcsa Kk cneumanuctam CUCTEMBI
34paBoOXpaHeHNs ¢ Npocbbon coobLaTe O NMbLIX NOJO3PEBAEMbIX HEXENATENbHbBIX peakymnax.”.

2. OcHOBaHu1A ANs BKNOYEeHUs JNNEKapCTBEHHbIX
npenapaTtoB B CMUCOK JNIeKapCTBeHHbIX npenapaTtoB, nognexalwumx
AONOJIHUTEJNIbHOMY MOHUTOPUHTY

1018. Peructpaumss BCex JeKapCTBEHHbIX MNpenapaTtoB OCYLIECTBMASIETCS Ha OCHOBaHUM NPU3HAHWUS
COOTHOLLEHUA "nosb3a - pUCK" NOMOXUTENBHBIM C Y4ETOM MMEHLLMXCS HA MOMEHT peructpaumm cBefeHun (GaHHbIX
KMMHUYECKUX UCCReoBaHUW, KOTOpble MpPOBOAMIUCL Mpu  paspaboTke nekapcTBeHHoro npenaparta). OpgHako
HexenaTtenbHble peakLmm, KOTOpble BO3HUKAOT peako nubo pa3smBaloTCcsa Npy ANMTENBHOM NPUMEHEHMU, MOTYT CTaTb
0OYEBMAHLIMM TONbKO MOCME MPUMMEHEHUS NeKapCTBEHHOro npenapata 6onee WMPOKMM KPYrom nauueHTtoB u (Mnu)
nocne AnutensHoro npvema. Kpome Toro, npevmyLiectsa M pUCKW, CBA3@HHbIE C MPUMEHEHWEM NEKapCTBEHHOro
npenapata, BO3MOXHO, OLEHUBANUCb B YCIOBUSX, OTMMYAKOLMXCA OT YCMOBUM OOLEN KIMHWMYECKOW MPaKTUKMK,
HanpuMMmep, KIMHUYECKME WCCNeaoBaHMs MOTYT He MpPOBOAMTLCA B OTHOLLUEHUW OMpeAernieHHbIX TUMOB MauMEHTOB,
UMEILLNX MHOXECTBEHHbIE COMYTCTBYHOLIME 3aboneBaHuMs wnyM MNpUHMMalrome COMyTCTBYHOLME EKapCTBEHHbIE
npenapaTtbl. TakuMm obpa3om, nocrie BbiXxoda fIEKAapCTBEHHOrO NpenapaTta Ha PblHOK €ro UCMNosib30BaHWe pasnnyHbIMU
NoNynsAUMOHHBIMK rpynnamMmmn TpebyeT MOCTOSIHHOTO MOHWUTOpPWHra. [epxaTenu perncTpauuoHHOrO YOOCTOBEPEHUSI U
YNONTHOMOYEHHbIE OpraHbl OCYLLECTBIISOT MOCTOSIHHBIA MOHWUTOPWHI JIEKAapCTBEHHbIX MpenapaTtoB AN MOyYeHus
nosiBnsitoLLEenca nHdopmaumm o 6e3onacHoOCTH, a Takke BbINOSHAKT OLEHKY ee BIIMSHUSA Ha COOTHOLLEHME "Monb3a -
puck" nekapcTBeHHOro npenaparta. OgHako HeKOoTopble NeKapCTBEHHble npenapatbl TPebyloT BbiNONHeHUst Gonee
WHTEHCMBHOIO cbopa AdaHHbIX O ©e30nmacHOCTU MOCne NPOXOXAEHMS TFOCYOapCTBEHHOW perucTpauum ¢ Lenbio
onepaTUBHOMO BbISIBNIEHNST HOBbIX 3HAYUMbIX NPOGeM, CBSA3aHHbIX C 6&30NacHOCTbI0, N HEMEOSIEHHOrO MPUMEHEHUS
OONOMHUTENBHOTO MOHUTOPUHra 3((PEKTUBHOCTM MOHUTOPUHIA NEKApCTBEHHbIX MPEnapaToB M Hagnexalwmx mep.
KoHuenumss npumeHsieTca Ans  noBbieHns 6e30macHOCTM  onpeferneHHbIX CTUMYNUPOBaHUSA MNpeacTaBneHus
CMOHTAHHbIX COOOLLEHUIN O BbISIBMIEHHBIX HEXENaTeNbHbIX peakuusx.

1019. CTaTyc AOMONHUTENBHOTO MOHUTOPUHIA MOXET NPUCBaMBaTbLCS NEKapCTBEHHOMY MNpenapaTy BO BpeMms
BblOAauyM YOOCTOBEPEHUSI O TOCYAAapCTBEHHOW perucTpaumMn unu Ha 6onee MO3OHMX 3Tanax >XM3HEHHOro LUuKna
neKkapcTBEHHOro npenaparta npy BbiSIBNIeHWM B MpOLEcce MNOCTPerMcTpaurMoHHOro MOHUTOPWHIa HOBOMW MpoGrembl,
cBsi3aHHOW C 6GesonacHoCTblo. B yacTHocTM, cTaTyc [AOMONHUTENBHOrO MOHWUTOPMHIa BaXeH MNpu  Bblaaye
PEerncTpauMoHHbIX YOOCTOBEPEHUI Ha rekapCTBeHHble Npenapatbl, coAepXaliue HOBOe OeiCTBYlollee BeLlecTBo,
ANA BCeX INeKapCTBEHHbIX MpenapaToB GMONOrMYeckoro MpoOUCXOXAEHUs!, KOTopble SIBMSATCA NpuopuTeTamu Ans
oCyLLecTBreHuss hapmMakoHaasopa. YTMONHOMOYEHHbIE OpraHbl MOryT Takke noTpeboBaTb BBeAeHMe crTaTyca
[AOMNOMHUTENBHOrO MOHWUTOPMHIA B OTHOLLEHMWU JEKAPCTBEHHOrO npenapaTta npu onpeaeneHHbIX 06CToATenNbCTBaX,
Hanpumep, No pesynbTataM NPOoBeAeHNs NMOCTPErMcTpaLnoHHOrO UccnegoBaHns 6e30MacHOCTM UMW OrpaHUYeHnii B
OTHOLIeHWN 6e3onacHoro 1 aEKTMBHOIO UCMOSb30BaHMS NEKapCTBEHHOIO Npenapara.

3. O6MeH AaHHbIMU M NMPO3PavYHOCTb
npv ONONTHUTENTbHOM MOHUTOPUHTIE

1020. CtaTtyc [OMOMHUTENBHONO MOHUTOPWHIa OOJDKEH AOBOAMTLCA OO CBEAEHMS CNeumanunctoB CUCTEMBI
30paBOOXPaHEHUs W nNaumMeHToB Takum obpasoM, u4Tobbl obecneynTb MOBbIWEHME Yucna CcoobLlieHnn o
npeanonaraeMbiX HeXenaTenbHbIX peakumsiX, He co3gaBasi Npy 3TOM YPEe3MEpPHbIX ONaceHUn. ATO MOXHO AOCTUTHYT,



Hanpumep, nogyepkmBas HeOBXOAUMOCTb Ny4llen XxapakTepucTuku npoduns 6e3onacHoCTU HOBOro NeKkapcTBEHHOro
npenapaTta nyTem BbIIBNEHUS AOMOMHUTENbHbBIX PUCKOB, HO COOTHOCS 3TU NOTEHLUMarnbHble PUCKM C OOKa3aHHbIMU
npevMmyLLlecTBamMn 1 TepaneBTUYECKON MNONb30M AAHHOro nekapcTBeHHoro npenapata. OOLwefnocTynHbIM CAMCOK
NEeKapCTBEHHbIX MpenapaTtoB CO CTATyCOM [OMOMHUTENbHOTO MOHUTOPMHIA [JOIMKEH MOCTOSIHHO OBHOBMATLCA
YMOMHOMOYEHHbIM OpraHoOM rocydapcTBa-yrnieHa B cdepe obpalleHus rnekapcTBeHHbIX cpeacTts. Kpome Toro,
cneumanucTbl CUCTEMbl 34PaBOOXPAHEHMS WM MNauMeHTbl OOIMKHbI MMETb BO3MOXHOCTb FerKO pacno3HaBaTb 3Tu
nekapcTBeHHble CpefcTBa MO MX MapkupoBke. [lyGnmkaums crnvMcka nekapCTBEHHbIX CPeACTB C MOSCHUTENbHOMN
nHdpopmaumen o HeobOXOAMMOCTU [OOMONHUTENBbHOrO MOHWTOPUMHIA AOMKHa nobyxaaTb CneuvanucToB CUCTEMbI
3[paBOOXPAHEHNS N NALUMEHTOB COObLAaTb O BCEX NOA03PEBAEMbIX HEXENATENbHbLIX PeaKLMsAX, BO3HUKAIOWMX B X04e
NMPUMEHEHMWS NIEKApPCTBEHHbIX NPenapaToB, KOTOPbIE NoAanexaT JOMNONHUTENbHOMY MOHUTOPUHTY.

4, KpVITepMVI BKITHOYEeHUA NNIeKapCTBEeHHOro npenapara B CNMUCOK
AONOJIHNTEeNNIbHOro MOHNTOPUHIa

Ob6s3aTenbHble Kputepun BKnro4vYeHns

1021. B cnucok nekapcTBeHHbIX MpenapaToB, noanexawmx AONOMHUTENbHOMY MOHMTOPUHIY, BKMOYAKOTCA
criegytoLimne KaTeropmm nekapcTBeHHbIX NpenapaTos:

a) nekapcTBeHHble MnpenapaTbl, PermcTpupyemMble Ha TEeppUTOPUSIX FOCYAapPCTB-UYNIEHOB, COAep)KalluMe HOoBoe
OeNCTByIOLLEEe BELEeCTBO, KOTOPOe A0 BCTYMMEHUS B CUNy HacToswux [paBun He OblNo 3aperucTpMpoBaHO HU B
OOHOM U3 rocyapcCTB-YNeHOB B COCTaBe Kakoro-nnbo nekapcTBEHHOro npenapara;

6) nekapcTBeHHble npenapaTbl OWOMOMMYECKOr0 MPOUCXOXKAEHUS, PErucTpUpyeMble Ha TeppuTopvu
rocyaapcTBa-urieHa nocrie BCTynreHust B cuny Hactoswmx Mpasun;

B) NleKapCTBEHHbIE NpenapaThbl, Ha KOTOpPbIE YNOMHOMOYEHHbLIM OPraHOM rocyAapcTBa-yneHa bbino 3atpeboBaHo
BbINOMHEHWE MOCTPErMCTPALMOHHOIO UccrenoBaHUs 6e30nacHOCT Ha  MOMEHT  Bbl4auv  YOOCTOBEPEHUS O
rocy4apCTBEHHOW perncTpauum unm nocre Bbl4ayn yaoCTOBEPEHUSI O TOCYAapCTBEHHOW perncTpaumm.

HononHuTtenbHble (hakynbTaTUBHbIE) KPUTEPUN BKITHOYEHUS

1022. Tlo 3anpocy YynoJIHOMOYEeHHOro opraHa rocygapcTtBa-yneHa JiekapCTBEeHHble npenapaTtbl MOryT
BKINMKO4YaTbCA B CMUCOK J1€KapCTBEHHbIX NnpenapaTtoB, noanexawnx OONONMHUTENTIbHOMY MOHUTOPUHIY, Ha OCHOBaHUMU
cnefgyrowmx OONOJTHUTENbHBIX KDUTEPUEB BKITHOYEHNA!

pekoMeHaauuM Mo MNPUMEHEHMI0 fEeKapCTBEHHOro npenapaTta CcodepXaT CyLUeCTBEHHble OorpaHuyYeHus,
HeobxoauMble Ans obecneyeHnst ero 6e3onacHoro U aPMEKTUBHOMO NPUMEHEHUS;

YNOJTHOMOYEHHbIM OpraHoM rocygapcTtBa-yiieHa onpeaernieHo MUCnosib3oBaHne WHbIX Mep no obecneyeHnto
Ge3onacHocTn J1eKapCTBEHHOIo npenaparta B CUCTemMe ynpaBJieHUA puckamu,

YNOMHOMOYEHHLIM ~ OpraHoM  rocygapcTBa-uneHa  YCTaHoBMeHO  0653aTenbCcTBO AN Aepxartens
PErncTpaLmoHHOro YaoCTOBEPEHMSI MPOBECTU NOCTPErncTpaLUoHHOe UccrneaoBaHne aMEKTUBHOCTH.

PelleHne no BKMOYEHUIO NEKApPCTBEHHOrO MNpenapata B CNUCOK feKapCTBEHHbIX MpenapaToB, noAnexalimx
[OMONHUTENbHOMY MOHUTOPWHTY [OMKHO Takke Yy4uTbiBaTb BOMPOC O LEenecoobpasHOCTU MPUCBOEHMSI OaHHOMo
cTatyca C Yy4eTOM NpOBEeAEHWUs [OMOMHUTENbHbLIX MEPONpPUSTUA NOo hapMakoHaA30py, YKasaHHbIX B MraHe
ynpaBreHusi puckamu.

5. KpMTepMM onpepneneHnusa Cpoka AONONTHUTESNIbHOINrO MOHUTOPUHTIa
npu BKINKO4YeHNN B CNNCOK NeKapCTBEeHHbLIX nNpenapaTtoB, noAanexawnx
AONOJTHUTEeNIbHOMY MOHUTOPUHTY

Ob6s3aTenbHble KPUTEPUM KOPPEKTUPOBKMU
1023. [na nekapCTBeHHbIX MpenapatoB, COAepXallux HOBble AEWCTBYIOLLME BeLLEeCTBa, a Takke AONns BCex

NEKapCTBEHHbIX MpenapaTtoB oronormyeckoro npouncxoxgeHusa HavanbHbIN nepnoan WX BKMKOYEHUA B CMNUCOK
NekapCTBEHHbIX npenapartosB, noanexawmnx MOHUTOPUHTY, COoCTaBndeT 5 net ¢ pgartbl perncrpauum Ha TeppuTopun



rocyfapcTBa-yrieHa.
HononHuTenbHble KPUTEPUN KOPPEKTUPOBKMN

1024. [Ina nekapCTBEHHbIX MpenapaToB, BKITOYEHHbIX CMMCOK Ha OCHOBaHWW YCTAHOBMEHMSI OnpeaeneHHbIX
ycroBuin (NpoBeAeHMe NOCTPErMCTPaLMOHHBIX UCCrefoBaHuii 6e3onacHocTy, 3hdeKTUBHOCTU, TpeOGOBaHUIN K cucTeMe
yrpaBneHns puckamm), Cpok BKIHOYEHUS B CMIUCOK JIEKAPCTBEHHLIX NpenapaToB, NoAnexallumx MOHUTOPUHIY, CBA3aH C
BbINOSIHEHNMEM COOTBETCTBYIOLLUMX YCIOBUA W 00s3aTENbCTB, BO3MOXEHHbIX Ha [AepXaTtens perncrpaumoHHOro
YOOCTOBEPEHUS!, WU OMpedensieTcsi YrnofIHOMOYEHHbIM OpPraHoOM rOCy4apCTB-YSIEHOB B COOTBETCTBUM C Temnamu
BbINMOSIHEHUS U NOJTyYaeMbIMU pe3ynbTaTaMu.

1025. Ha npoTskeHMM XKU3HEHHOro LUuKa JeKapCTBEHHOrO npenapata BO3MOXHO €ro HeogHOKpaTHoe
BKIn4YeHne B CNNCOK NeKapCTBEHHbIX npenapaTtos, noanexawmnx 40NONTHUTENbHOMY MOHUTOPUHTY.

6. O6583aHHOCTUN YNONTHOMOY€EHHbIX OPraHoB rocyapCcTB-4YyIeHOB

1026. YNONHOMOYEHHbIM OpraHam rocygapcTB-4SieHOB crneayer:

a) MHPOPMMPOBaTb YMONTHOMOYEHHbIE OPraHbl APYrMX rocy4apCTB-UNeHOB O MPUHATOM pPELLEHUN MO BKITIOYEHUIO
PEerncTpupyembix (3aperMcTpupoBaHHbIX) JEKApCTBEHHBLIX MpenapaToB B CMUCOK eKapCTBEHHbIX Mpenaparos,
noanexawumx [AOmnofHUTENbHOMY MOHUTOPUHTY, obecneynTb npeacTaBreHUME SMEeKTPOHHOW CCbINKM Ha  canT
YNOSIHOMOYEHHOIrO OpraHa rocyaapcTBa-ynieHa, rae OTKPbIT oOWwui JoCTyn K WHGOpMauuM O JeKapCTBEHHOM
npenapare 1 pe3tome NnnaHa yrnpaeneHusl puckamu;

0) onybnukoBaTb Ha canTax B ceTu MIHTepHeT CnuCOK NneKkapCTBEHHbIX MpenapaTtoB, 3aperMcTpUpoBaHHbIX Ha
TeppUTOPUAX FOCYAapCTB-YNEHOB, KOTOPblE noAanexart AOMNOfHMTENbHOMY MOHWUTOPUHrY. B cnucke ykasbiBaeTcs
9MNEKTPOHHAs CCblfIka Ha CalT YNONHOMOYEHHOrO OpraHa rocygapcrBa-ynieHa B ceTn VIHTepHeT, rae OTKpbIT o6wumi
AOCTYN K MHopMaLMmn 0 NekapCTBEHHOM MNpenapare 1 pe3iome nnaHa ynpasneHus puckamu;

B) MHJOPMMPOBATL YMOSIHOMOYEHHbIE OpraHbl APYrMX [OCYAapCTB-YNIeHOB O 3aperMcTpUpoBaHHbIX B
COOTBETCTBUM C 3aKOHOAATEeNbCTBOM rOCyAapcTBa-yfieHa feKkapCTBEHHbIX npenapaTax, BKIIOYEHHbIX B CMMCOK
NeKapCcTBEHHbIX NpenapaTtoB, NoAnexallmx AoMNoNHUTENbHOMY MOHUTOPUHTY;

r) ydyuTbiBaTb CMUCOK MOAMNEXALUMX [OMNONMHUTENBHOMY MOHWUTOPUHTY FeKapCTBEHHbIX MpenapaToB npu
onpeneneHnn NepuoanYHoOCTM 1 ocobeHHOCTE NpoBeaeHMs npoLueayp No 06HapyXeHU CUrHanos;

D,) VIH(bOpMI/IpOBaTb aepxartenda perncTtpaunMoHHOro yaoCTtoBepeHUA O NPUHATUKM pelleHUda No BKITKYEeHUH B
CMUCOK JNeKapCTBEHHbIX NnpenapaTtos, nognexawmnx 4onoJfIHUTESIbHOMY MOHUTOPUHTY;

€) MpUHUMaTb BCe Haanexaiume mepbl ANns Toro, YTobbl CneunanucTbl CUCTEMbI 30PaBOOXPAHEHUS Y NAUMEHTHI
coobwanm o nobbiXx NOAO3PEBAEMbIX HeEXenaTesbHbIX pPeakuusix, Bbl3BaHHbIX B pe3ynbTaTe MNpPUMEHEHUS
neKapcTBEHHOro npenapaTa, BKIIHOYEHHOro B CMUCOK feKapCTBEHHbIX NpenapartoB, noafiexallmx OOMOSHUTENbHOMY
MOHWUTOPUHTY;

)K) BbIMOJTHATb exemeca4dyHoe oGHoBNEHNe cnncka JNIeKapCTBEHHbIX npenapartos, noanexatwmx
OONOJIHUTENTIbHOMY MOHUTOPUHTY.

7. O653aHHOCTM AepKaTenien permcTpauMoHHbIX YAOCTOBEPEHUN
1027. JepxaTenb perucTpaumMoHHOro yaocToBepeHnst 06s13aH:

a) npegycmMmoTpeTb BKIKO4YeHne B 06LLI,yI0 XapakTepucTtuky nekapCctBeHHOro npenapara “U WHCTPYKUUKO MO
MeONUNHCKOMY NPUMEHEHUIO, BKITKOYEHHbIX B CMUCOK JNeKapCTBEHHbIX npenapartoB noanexawunx OONOoJIHUTENTbHOMY

MOHUTOPUHTY, CAMBOJT YEPHOIO paBHo6ep,peHHoro TpeyrornbHUKa (v), C COﬂpOBODMTeJ’IbHOVI VIH(bOpMaLI,I/Ieﬁ O CcTatyce
OONOJNTHNTENTbHOI0O MOHUTOPUHIA;

6) BKITOYNUTb Mchopmau,mo O CTaTtyce AOOMNOJIHUTEeNIbHOIro MOHUTOPpUHra B MaTtepuan, KOTOprI7I 6yp,eT
pacnpocTpaHATbCA cpean cneumanmncTtoB CUCTEMbI 34paBOOXpaHEHUA W NaluueHTOB, a TaKke cnocobcTBOBaTH
penopTnpoBaHNIO HeXernaTesrlbHbIX peaKLI,MI7I, KaK 3TO cornacosaHo C YnOJIHOMOYE€HHbIMU OpraHamMmum rocygapcrte-



YNEeHOoB,;

B) npencrtaBnuTb ynoJIHOMOYEHHbIM OpraHam rocyaapctB-4JieHOB Mchopmau,mo O BbINOJIHEHUN ycnosmh,
onpeneneHHbIX NMU;

r) npeactaBuTb W3MEHEHUss B OOLLYD XapakTepUCTUKY FeKapCTBEHHOro mnpenapata M WMHCTPYKUMIO Mo

MEOMLMHCKOMY TMPUMEHEHUIO MO BKMIOYEHMIO WM yOAnNeHU CUMBOMA YEpHOro TpeyrofbHuKa (V) "
COMpoOBOANTENBHON MHPOPMALUKN O CTaTyce AOMONHUTENBHOrO MOHUTOPUHIA B NOpsiaKe, ycTaHOBNEeHHOM [1paBunamum
peructpaumMm n aKcneptusbl M TpebGoBaHWSIMU K WHCTPYKUMW MO MEAMUMHCKOMY MNPUMEHEHUIO JeKapCTBEHHbIX
npenapatoB K oOWeEW XxapakTepuCTMKe FeKapCTBEHHbIX MpenapaTtoB ANd  MEOVMUUHCKOrO  MPUMEHEHWs,
yTBepXXaeHHbIMKN PelwieHnem CoBeTa EBpa3nincko 3kOHOMMYECKOW komuccum oT 3 Hosibps 2016 r. N 88.

8. Ncnonb3oBaHue cnmBona YepHOro TpeyroJjibHnKa (v)

1028. [0na nekapCTBEHHbIX MpenapaToB, BKMOYEHHbIX B CMMCOK NEKapCTBEHHbIX MpenapaToB, noanexalimx
OONOMHUTENbHOMY  MOHUTOPUHIY, 0OLlas xapakTepucTuka nekapCcTBEHHOro nmnpenapata W WHCTPYKUMS no
MEeOULMHCKOMY MPUMEHEHMIO OOMMKHbI coaepaTb 0003HaYeHne CUMBOMa NEPEBEPHYTOr0 YepHOro paBHOOGeapPEHHOro

TpeyrosibHUKa (V) KOTOPbIN CONPOBOXAAETCA cnepywouwen nHgpopmaumen: "[aHHbIA NeKapCTBEHHbIN npenapart
NoanNeXxuT JONOMHUTENbHOMY MOHUTOPUHTY. 3TO NO3BONMUT BbLICTPO BbISBUTbL HOBYKO MHAOPMaLU0 No 6esonacHoCcTu.
Mbl obpalaemcsa K cneynanuctaM CUCTEMbI 34paBOOXpPaHEHUs ¢ Npocbboi coobwaTte O MobbiX NOAO3pEeBaAEMbIX
HexenaTtenbHbIX peakumsx".

1029. lMocne BKMOYEHMUSA NeKapCTBEHHOro npenapata B CMNUCOK J1IeKapCTBEHHbIX NnpenapaTtoB, noanexalnx
OONOJIHUTENTIbHOMY MOHUTOPUHIY W yaaneHna wu3 Hero, gepxatelfib pernctpaunoHHOro yaocTtoBepeHusA 0bs3aH
BHECTM COOTBETCTBYyKOLIME WN3MEHEHUA B O6UJ,yIO XapaKTepucTtuKky rnekapcrtBeHHOro rnpenaparta M MHCTPYKUUIO MO
MeaANLUNHCKOMY NMPUMEHEHNIO.

1030. Ecnu pelweHve O BKIKOYEHWM NEKAPCTBEHHOrO npenapaTta B CMNUCOK NeKapCTBEHHbIX Mpenapartos,
noanexawimx 4ONOSIHUTENBHOMY MOHUTOPUHTY UMW yOANeHUn M3 Hero NPUHMMaeTCs B XOA4E BbINOMHEHMSA npouenypsbl,
yCTaHOBMEHHON akTamu opraHoB Co3a unu 3akoHO4aTENbCTBOM rOCy4apCTB-4YNeHoB (NpoLeaypbl permctpauun nnm
nepeperucTpaumm, BHECEHUS W3MEHEeHUI B OOLLYy0 XapakTepuUCTUKYy HNeKapCTBEHHOro npenapata u gp.), TO
HeobOX0AMMO BHECTU W3MEHEHMS B OOLLYyI0 XapakTepUCTUKY JleKapCTBEHHOrO Mpenapata M MHCTPYKUMIO Mo
MEeOULMHCKOMY MPUMEHEHMIO OO 3aBepLUeHUsi Npoueaypbl, C Lemnbio BKIOYEHUS UM UCKIIOYEHMS U3 HEE CUMBOMa
YEPHOTo TPEYrofibHMKA C YKazaHNEM NOSICHUTENBHOWN MHAdOpMaLuun.

1031. Ecnu peweHne O BKIHOYEHMM JNIEKAPCTBEHHOrO npenaparta B CMUCOK JeKapCTBEHHbIX Npenaparos,
noanexawmx OOMNONHUTENBHOMY MOHUTOPUHIY UM 06 yaaneHuu M3 HEro NpUMHUMaEeTCs He3aBMCMMO OT NPOBEAEHMS
npoueaypbl, YCTAaHOBMEHHOW akTamu opraHoB Coro3a, MM 3aKOHOAATENbCTBOM rOCYAapCTB-UNIEHOB, TO AepXaTenb
perucTpaumMoHHOro yaoCToBepeHUs 0053aH B YCTaHOBMEHHOM MOPsiAKE BHECTM COOTBETCTBYHOLLME M3MEHEHUS B
06LLYyI0 XapaKTeEpPUCTUKY NEeKapCTBEHHOIO Npenaparta U MHCTPYKLMIO N0 MEAULMHCKOMY MPUMEHEHMIO.




