COBET EBPA3UNCKOW 3KOHOMUYECKOW KOMUCCUUN

PELUEHME
oT 3 Hos16psA 2016 1. N 87

_ OB YTBEPXAEHWU NMPABUN 5
HAONEXALLEW NMPAKTUKN ®APMAKOHA3OPA EBPA3NNCKOIO
OKOHOMUYECKOIo COIO3A

B cooteetcTtBMM co cTatben 30 [Joroeopa o EBpasuinckom akoHOMUYeCKOM coto3e oT 29 mas 2014 roaa,
ctatbert 12 CornaweHusi 0 eauHbiX NpuHUMNax KU npaeBunax obpalleHus nekapCTBEHHbIX CPeacTB B paMKax
EBpasuiickoro akoHommn4yeckoro coto3da ot 23 gekabpst 2014 roga, nyHktom 81 npunoxeHusa N 1 k PernameHty
paboTbl EBpasunckon SKOHOMWMYECKOW KOMUCCUKM, YTBepxaeHHoMmy Pewennem Bbiclwero EBpasunckoro
3KOHOMMYeckoro coeeTa oT 23 gekabps 2014 r. N 98, n PeweHnem Boicwero EBpasmnckoro SkoHoMmM4eckoro copeta
oT 23 pgekabpst 2014 r. N 108 "O peanusauum CornaweHuss 0 eauHbIX NMPUHUUNaxX 1 npasunax obpalleHus
NEeKapCTBEHHbIX CPEeACTB B pamMkax EBpasumickoro akoHoMmmyeckoro coto3a" CoBeT EBpasuiickor 3KOHOMUYECKON
KOMMWCCUM peLuns:

1. YTBepauTb npunaraemble [lpaBuna Hagnexawlen npakTukn dapmakoHagsopa EBpasumiickoro
9KOHOMMYECKOro coto3a (aanee - Npasuna).

2. Hactoswwee PeweHune BcTynaet B cuny no ucteveHnn 10 kaneHgapHbIX AHEN € AaTtbl BCTYNNeHWs B CUny
MpoTokona, noanucaHHoro 2 gekabpsa 2015 roga, o npucoegmHeHun Pecnybnukm Apmenus k CornaweHuio o
€[VHbIX MpUHUMNax 1 npaeBunax obpalleHus nekapcTBEHHbIX CPEeACTB B pamMkax EBpasmMinckoro 3KOHOMUYECKOro
coto3a ot 23 gekabps 2014 roga, HO He paHee Yem no uctedeHnn 10 kaneHgapHbIX OHEWN ¢ AaTtbl omLManbHOro
onybnnkoBaHusi HacTosilero PelueHus.

Pasgen 4 MNMpaswn Bctynaet B cuny ¢ 1 aHBapsa 2017 r.

A63au naTbIi nognyHkTa 7.2.1 nyHkTa 7.2 1 NyHKT 7.4 pa3gena 7 MNpaeun BcTynatoT B cuny ¢ 1 noHa 2016 T.

YUneHbl CoeTa EBpasmmnckon 3KOHOMUYECKON KOMUCCUM:

Ot Pecnybnuku Ot Pecnybnuku Ot Pecnybnuku OT Kbiprbisckomn Ot Poccuiickom
ApmeHuns Bbenapycb 3 KasaxcTaH Pecny6nuku degepaumm
B.FTABPUVENAH B.MATIOLLEBCKMA A.MAMWH O.NMAHKPATOB W.LWYBANOB
YTBEpXOEeHbI

Pewennem CoseTta EBpasuinckon
9KOHOMMUYECKOW KOMUCCUn
oT 3 Hos10ps1 2016 1. N 87

) NPABMUNA ]
HAQNEXALLEN NPAKTUKN ®APMAKOHAI3OPA EBPA3UACKOrO
9KOHOMUYECKOIO COIO3A

1. OnpegeneHunsa

[na uenen Hactoswwmx MNpaBun NCNOMNb3YIOTCH NOHATUSA, KOTOPbIE O3HaYaloT crieayoLLee:

"BakHas oTcyTcTBYyoLwwasa nHgopmaums” (important missing information) - 3HauMMble npobenkl B nmerowmnxcs
3HaHuWAX 00 onpefeneHHbIX acnekTax 6e3o0nacHOCTV NeKapCTBEHHOIo Npenapara UM rpynnax nauneHToB, KOTOPbIM
HasHayaeTCs NeKapCTBEHHbIV Npenapar;

"BaXHbI MOEHTUMULMPOBAHHBIA PUCK", "BaKHbIN MOTeHUManbHbI puck” (important identified risk and
important potential risk) - nAEHTUDOULNPOBAHHBIN PUCK NN NOTEHLMAMNBHBIN PUCK, KOTOPLIN MOXET OKa3aTb BNusaHue
Ha COOTHOLUEHME "Momnb3a - pUCK' NEKapCTBEHHOro npenapaTta WM MMeTb NocrneacTeBus Ans obLeCcTBEHHOrO
3[10pOBbS;

"BanuaupoBaHHbI curHan" (validated signal) - curHan, Ans KOTOpOro B Npouecce BbINOMHEHWS Banuaalmm v
OLEHKM noATBepXAalLMX [aHHbIX YCTaAHOBIEHO, 4YTO WUMewLasacd [OKyMeHTauus JoctatodHa Ans
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NpeAanonoXeHUs Hannyusa HOBOW NOTEHLMaNnbHON NPUYNHHO-CIIEACTBEHHOW CBA3U UMM HOBOrO acnekTa M3BEeCTHOM
B3aMMOCBSA3N Mexay NpMeMoM Nogo3peBaeMOoro feKapCTBEHHOro npenapaTta M pasBuTueM HebnaronpusTHOro
nocrneacTBus u, crnegoBaTenbHO, onpegeneHa HeobXxoaUMOCTb OCYLLIECTBINEHMS KOMMIEKCa AarnbHENLWNX AENCTBUN
Mo OLEHKe cUrHana;

"BO3ENCTBME, CBSA3AaHHOE C poAoM 3aHAaTUR" (occupational exposure) - BO3AENCTBME JIEKAPCTBEHHOrO
npenapaTa, KOTOPOMY NOABEPrcs YEroBeK B pe3yrbTaTe BbIMONTHEHWS AeATENbHOCTM Kak MPoheCcCnoHanbHom, Tak 1
He CBSi3aHHOW C NPodeCcCMOoHanbHOW AeATENbHOCTbIO;

"mata okoHYaHusa cbopa aaHHbIX" (data lock point) - gaTta 3aBepleHnss cbopa AaHHbIX AN BKIKOYEHMS B
nepunognyeckmin o06HoBNAEeMbIN OTYET No 6e3onacHoOCTY;

"0eaTenbHOCTb NO MUHMMU3AUMKU pucka (Mepbl MO MUHMMM3aLMK pucka)" (risk minimization activity (risk
minimization measure)) - KOMMNMEKC MeponpuUATUR, HanpaBfeHHbIX Ha npefoTBpalleHue WNM YyMeHbLUeHune
BEPOSATHOCTW BO3HWKHOBEHWSI HEXEeNnaTenbHOW peakumm, CBA3aHHOW C BO3AENCTBMEM NEKapCTBEHHOro npenapara,
nnBOo Ha yMeHbLLEHWNE CTEMNEeHN TSHKECTU HexXenaTenbHOW peakuun B criyvae ee pasBuTus;

"3aBeplUeHHOe KnuHuyeckoe uccnegosaHue" (completed clinical trial) - wnccnepoBaHne, nNo kKoTOpoMy
MOArOTOBIIEH 3aKMIOYUTENBHBIN OTYET O KMMHUYECKOM NCCNeaoBaHNY;

"3akpbITbii curHan" (closed signal) - curHan, oueHka KOTOpoOro Obina 3aBeplleHa B OTYETHbIM nepuop
COCTaBMNeHUs NEPUOANYECKOrOo OBHOBIIEMOro oTyeTa no 6e3onacHoCTY;

"3rnoynoTpebnenHne nekapctBeHHbIM NpenapaTtom” (abuse of a medicinal products) - nocTosiHHOE nnun pasoBoe
ype3MepHoe ynoTpebneHve nekapCcTBEHHOro mMpenapaTa, KOTOpoe COMpoBoOXAaeTcs HebnaronpusAaTHbIMM
hr3MONOrMYECKMMIN NN NCUXONOrMYecknMmn addekTamu;

"ngeHtudpmumposaHHbin  puck” (identified risk) - HexenaTenoHoe nocnegcTeve papmakoTepanun, B
OTHOLUEHMX KOTOPOro MOMy4YeHO ajekBaTHOEe [AoKasaTenbCTBO HanuuMs B3auMMOCBA3W C  MOAO3PEBaEMbIM
NeKapcTBEHHbIM NpenapaTomM;

"MHouBMayanbHoe CcooOLieHne O HexenaTenbHOW peakuum (OTY4ET O HexenaTenbHOM peakuun (Ha
nekapcTtBeHHbI npenapar))" (individual case safety report (ICSR) (adverse (drug) reaction report)) - nHdopmauus,
nepegaBaemas B COOTBETCTBMM C YCTAHOBIIEHHbIMW (hOpMOM WM cogepXaHuem, o6 OAHOM WM HECKONbKUX
Nofo3peBaeMbIX HeXenaTernbHbIX peakunsax Ha NekapCTBEHHbIN NpenapaT, BO3HUKaLWMX Y OTAENbHOMo nauMeHTa B
onpeaerneHHbI MOMEHT BPEMEHU;

"MCTOYHMKN MONyYEHUS WHOMBUOYANbHbIX COOOLIEHM O HexXenaTernbHbIX Peakumusix JeKapCTBEHHOMo
npenapaTta no 3anpocy” (solicited sources of individual case safety reports) - opraHusoBaHHble cuctemsl No cbopy
OaHHbIX, KOTOpble BKMOYalT B cebsi KNnMHMYeckme ncnblTaHus (MCCnefoBaHuA), peecTpbl, NOCTPErMCTPALIMOHHbIE
nporpaMmbl NEPCOHaNM3NpPOBaHHOIO MCMONb30BaHUSA EeKapCTBEHHOro npenapara, gpyrme mnporpaMmmbl Mo
NogaepXKKe nauveHTOB U MOHMTOPUHIY 3aboneBaHui, Onpocy MnauMeHTOB WM nedawmx Bpaden wnu cbop
nHdopmaumm 06 apHEeKTMBHOCTU TEpPanMM U NPUBEPKEHHOCTU NALNEHTOB K NIEYEHWIO;

"kayecTBO cucTtembl hapmakoHagslopa" (quality of a pharmacovigilance system) - Bce xapakTepucTuku
cucTeMbl papmMakoHag3opa, KOTopble B COOTBETCTBUM C OLIEHKOW BEPOATHOCTM MPUBOAAT K pesynbTatam,
COOTBETCTBYIOLMNM LiensM CUcTeMbl (dapMakoHaa3opa;

"kKnuHu4yeckoe uccriegosaHue” (clinical trial (study)) - knMHMYeckoe M3yyeHue, yaoOBNeTBoOpsioLlee XOTS Obl
O[HOMY U3 CNeayoLmx YCroBUIA:

HasHayeHne CyOBbEeKTY KIMHUYECKOTO U3YyYeHNst KOHKPETHOW TepaneBTUYEeCKoN cTpaterny (BMeLwaTenbCcTBa)
NPOUCXOOUT 3apaHee U He SABMAETCSH PYTUHHOW KNMHUYECKOW MPaKTUKOW (TO eCTb WabnMoHHbIMU (OAHOTUMHBIMN)
MEOULMHCKUMU ONArHOCTUYECKMMM U nedvebHbIMU Mpouedypamu, TEXHOMNOMMAMWU UM MEPONPUSTUSMU, KOTOpbIe
BbINOMHATCA 419 AaHHOW IPynnbl NauUMEHTOB UMW AaHHOrO CTaHgapTa oOKas3aHus MeAMUMHCKOM MoMoLiu) B
rocygapctee - YrnieHe EBpa3sninckoro aKOHOMMYECKOro COok3a, MccrneaoBaTenbCckue LeHTPbl KOTOPOro NpvHUMaloT
yyactme B JaHHOM KIMHUYECKOM U3YYEHUN;

peLleHne 0 Ha3HayYeHMn ncecnegyemoro nekapcTBEeHHOro npenapara NpUHNMMaeTcs COBMECTHO C peLleHneM o
BKITOYEHUN CYyOBbEKTA B KINMHNYECKOE N3YYEHUE;

CyOBbEKTAM KMMHMYECKOrO M3YYEeHUH, MOMUMO MNpouenyp PYTUHHOM KIMHMYECKOW MPaKTUKX, BbIMNOMHSKTCS
OOMNOSHUTENbHbIE NPOLLeAYPbl AUArHOCTUKM UM MOHUTOPWHTA;

"KOHTpOnb W obecneyeHne KayecTBa cucTembl dapMakoHagaopa" (quality control and assurance) -
MOHUTOPWHI, OLEeHKa, obecneyeHne 3(PEEKTUBHOCTU M COOTBETCTBUSI CTPYKTYPHbIX SMEMEHTOB U MPOLECCOB
cucTeMbl hapMakoHaa3opa yCTaHOBINEHHBIM TpeOOBaHUSIM;

"nekapctBeHHoe cpeacTtBo” (medicinal product)" - cpencTtBo, nNpeacTasnsiowee cobon Nubo copepxallee
BELLECTBO UM KOMOMHALMIO BELLECTB, NpeAHa3HavYeHHble ANs NevyeHns, NpodunakTuki 3abonesaHuii Yenoeeka
NN BOCCTaHOBMEHUS, KOPPEKLUN NN M3MEHEHUS PU3MONOrMYeckmX pyHKLNA nocpeacTBOM hapMaKkoriormyeckoro,
UMMYyHOOrM4eckoro nnbo meTabonmyeckoro BO3OENCTBMS UMW O OUArHOCTUKM 3aboneBaHuMi M COCTOSHMSA
YeroBeka;

"nexkapcTBeHHbI npenapat" (drug, remedy) - nekapcTBEHHOE CPEACTBO B BUAE JIEKAPCTBEHHOW (HOPMBl,
BCTyMatLLee B KOHTaKT C OPraHM3MOM YENoBeEKa;

"MacTtep-canin cuctembl apmakoHaglopa, MPCP" (pharmacovigilance system master file (PSMF)) -



noapobHoe onucaHne cuctemMbl hapmakoHaa3opa, NpMMeHsIeMon AepxaTenemM permcTpaumoHHOro yaoctToBepeHus
B OTHOLLEHWM JaHHbIX 06 OOHOM UIM HECKOMNBbKMX 3aperncTpUpOBaHHbIX NEKapCTBEHHbIX NpenapaTtax;

"MexagyHapogHass gata  ofobpeHusi  paspabaTtbiBaeMoro  fiekapcTBeHHoro npenaparta, MOOPJIC"
(development international birth date (DIBD)) - gata nepBoro ogoOpeHusi (Mnn aBTopu3aumm) NpoBedeHUs
WNHTEPBEHLMOHHOIO KIIMHWYECKOro UCCneaoBaHus B ftobon n3 ctpaH Mypa;

"MexagyHapogHast gaTta peructpauuun, MOP" (international birth date (IBD)) - gata nepBoi perncrtpaumm
(opobpeHnsa Kk NpMMeHeHMIo) B NMOON CTpaHe Mupa NeKapCTBEHHOro npenapaTta, cogepallero onpegeneHHoe
OeNCTByoLLEee BELLEeCTBO;

"Hagnexalasa npaktuka gpapmakoHaasopa, HIM®" (Good Pharmacovigilance practices (GVP)) - pykoBoacTtso
no ocyLlecTBneHnto papmMmakoHaasopa B rocygapcTBax - YneHax EBpasminckoro aKoHOMMYECKOro cok3a;

"HexxenaTenbHasa peakuunsa" (adverse reaction) - HenpegHamepeHHas HebnaronpuATHas peakums opraHM3ma,
CBsi3aHHasi C NPUMEHEHWEM feKapCTBEHHOro (Mccrnegyemoro) npenapata u npegnonaralolias Hanuudme, Kak
MWHUMYM, BO3MOXHOM B3aMMOCBSI3M C MNPUMEHEHWEM MOA03PEBAEMOro NEeKapCTBEHHOro (Mccnegyemoro)
npenapata. HexenaTtenbHble peakuun MOryT BO3HMKaTb MpU MNPUMEHEHUM IEeKapCTBEHHOro npenapata B
COOTBETCTBMU C OfOOpeHHOW oOLen XapakTepUCTUKOM JIeKapCTBEHHOro npenapata WM MHCTPYKUMEen no
MEeOMULMHCKOMY MPUMEHEHMIO UMM C UX HapylieHnem nmbo B pesynbTaTe BO3OENCTBUS, CBA3@HHOrO C POAOM
3aHaTUR. Cnyvyanm npUMEHEHUsT C HapylleHuem oOLleli XapakTepuUCTUKM JEeKapCTBEHHOro npenapara wnm
WHCTPYKUMN MO MEOMUMHCKOMY MPUMEHEHMWIO BKIIOYalOT B cebS NpuMeHeHue, He COOTBEeTCTByloWee obLien
XapaKTepucTuke WM WHCTPYKUUW, MNepedo3npoBKy, 3noynotpebneHve, HenpaBwuibHoe ynotpebrieHne wu
MeOMULMHCKNE OLInOKN;

"HexxenaTenoHoe siBneHne" (adverse event) - nioboe HebnaronpmMaTHOE N3MEHEHME B COCTOSIHUWN 340POBbSI
naumeHTa unm cybbekTa KNMHMYECKOro MUCCneaoBaHusi, KOTOPOMY HasHa4varcs feKkapCTBEeHHbIM (Mccrnegyembin)
npenapaT, He3aBMCUMO OT MPUYNHHO-CNEACTBEHHON CBA3U C €ro NpUMeHeHnem. HexxenaTtenbHoe SBreHne MoxeT
npeacrtaBnaTe cobon nwoboe HebnaronpusTHoe M HenpegHaMepeHHOoe WM3MEHeHVe (B TOM YMCre OTKIOHEeHue
nabopaTopHOro nokasartensi OT HOPMbI), CUMMITOM Unn 3aboneBaHune, Bpemsi BO3HUKHOBEHMWS KOTOPbIX HE UCKIoYaeT
NPUYMHHO-CMNEACTBEHHOWN CBA3WN C NPUMEHEHUEM fIEKapCTBEHHOIO npenaparta, BHE 3aBUCMMOCTU OT Hannyns mmm
OTCYTCTBMS B3AaUMOCBSI3U C MPUMEHEHMEM JNIEKAapPCTBEHHOIO NpenapaTa;

"HeMHTepBEHLMOHHOE nccnegoBanne” (non-interventional studies) - nccnegoBaHne, KOTOpPOe COOTBETCTBYET
crnefylLuUm yCroBUSM:

neKkapCTBEHHbIN npenapaT Ha3HadYaeTcs B COOTBETCTBMM C OOLLEN XapakTepUCTMKOW JfeKapCTBEHHOrO
npenapaTa;

pelleHne 0 Ha3Ha4YeHMM NaLmeHTy OnpeaerieHHoOro neYeHns He NPUHNMaETCHa 3apaHee CornacHo NPOTOKONy
nccneaoBaHusl, HO PYTUHHON KITMHUYECKOW MPaKTUKE, U Ha3HayYeHne NekapCTBEHHONO npenapaTa YeTko OTAENEHO OT
peLLeHns O BKIKOYEHMM NauneHTa B uccnegoBaHue;

K nauMeHTaM He TMPUMEHSIOTCA Kakue-mbo [OMOSfHUTENbHbIE AMArHOCTUYECKME WMN  KOHTPOSIbHbIE
npoueaypsbl, a AN aHanu3a noflydeHHbIX AaHHbIX UCNOMb3YHTCA 3NMAEMMONOrMYeckMe MeToabl.

HenHTepBEHLMOHHbIE UCCMNEAOBaHUSA ONpeaensalTCss NPUMEHAEMbIM METOAO0NIOMMYECKUM MOAXOA0M, a He
Hay4YHbIMK Lensamu. HemHTepBEHLMOHHbIE UCCRefoBaHUS BKMNoYaloT B ceba uccnegoBaHus 6asbl JaHHbIX UK
nepecMoTp MELMUUHCKMX KapT, B KOTOPbLIX YXX& OMuCaHbl BCE paccMaTpuvBaeMble SBMEeHWs (B 4YaCTHOCTU
nuccnegoBaHusa "criydanm - KOHTPOMb", MNEepekpecTHble W KOropTHble uccnefoBaHus). HeuHTepBeHUMOHHble
nccrnegoBaHus Takke BKIOYalOT B cebs nccnegosaHust, nogpasyMeBatolme cOop nepBUYHbIX aHHbIX (B YaCTHOCTU
NPOCNEKTUBHbIE HEMHTEPBEHLUMNOHHBIE UCCIEAOBaHUSA U PEECTPbI, B KOTOPbIX (OUKCUMPYIOTCSA MOJTyYEHHbIE AaHHbIe
PYTUHHOrO neyebHOro npouecca), Npy BbINMOMHEHNW BbILLEU3NOXEHHbIX YCIOBUN.

B 0aHHOM KOHTEKCTe MOryT NMPOBOAUTLCS MHTEPBBLIO, ONPOCHI U OTOMpPaTLCA NPOOLI KPOBM B pamKax 0ObIYHON
KNUHUYECKOWN NPaKTUKK;

"HenpaBunbHOE NpMMeHeHne" (misuse) - HamepeHHoe W HeHagrnexailee npYMEHeHWe reKkapCTBEHHOrO
npenapaTa, KOTOPOE He COOTBETCTBYET AEWCTBYHOLEN OOLLel XapakTepucTMke NeKkapCTBEHHOroO npenapata unm
WHCTPYKLUN NO MEAULIMHCKOMY NPUMEHEHNIO;

"HenpeaBuAeHHaa HexenaTtenbHas peakuus” (unexpected adverse reaction) - HexenatenbHas peakuus,
XapakTtep, CTeneHb TSHKECTM NN UCXOS KOTOPOW HEe COOTBETCTBYET MHAOPMAaLIMK, coaepXKallencs B JENCTBYIOLLEN
obllei  xapakTepucTuke  fiekapCTBEHHOro npenapata nmbo B Opowtwpe  uccrnegoBatensd  Ans
He3aperMcTPUpOBaHHOIO fIekapCTBEHHOMO Npenapara;

"HoBbIN naeHTUULUMpoBaHHbIM curHan" (newly identified signal) - curHan, Bnepsble NAEHTUDULUPOBAHHLIN B
TeYeHne OTYETHOrO Nepuoia Nepuoamnyeckoro 06HOBMSEMOro 0T4eTa No 6€30nacHOCT, C yKka3aHUAMM SanbHENLLNX
OEeNCTBUI NSl €0 OLIEHKY;

"ocHOBHasi MHpopmauus no 6e3onacHOCTM AepxaTens perncTpaunoHHoro yaoctoepeHus, OMBK" company
core safety information (CCSI)) - uHdopmaums, nmeroLas oTHoweHre k 6e30nacHOCTU NeKkapCTBEHHOTO Npenapara,
cofepxawjasica B MepeyvyHe OCHOBHbIX AaHHbIX O JIeKapCTBEHHOM npenaparte AepXaTens perncrpauyMoHHOro
yOOCTOBEPEHUS IeKapCTBEHHOrO npenapaTa, paspaboTaHHad UM M MpefcTaBnsieMasl No ero 3asiBIIEHU0 B
YMNOSTHOMOYEHHbIE OpraHbl rocyaapcTB - YNeHOB EBPasMMCKOro SKOHOMMYECKOrO COH3a, Ha PbIHKax KOTOPbIX



peanusyeTcs AaHHbIN NeKapCTBEHHbIM MpenapaTt, 3a WCKMNYeHUWeM criyyaeB, korga B MHGOpPMaLM0 BHOCATCSH
n3MeHeHnss no TpeboBaHMIO 3TUX YNonHOMO4YeHHbIX opraHoB. OWBK npeacrasngetr cobon wHdopMaLmio
CNpaBOYHOrO XxapakTepa, KoTopasd onpefensieT CraTyC MEepPeyYUCIIEHHBbIX U HEenepeyncrneHHbIX HeXernaTenbHbIX
peakumi C Lenbl COCTaBMEHUA NEepUoaMYEcKoro OOHOBMSieMOro otyeta no 6e30MacHOCTU NIEKAapPCTBEHHOrO
npenapaTta, HO He onpedenseT OXuOaemble W HeOoXuOaHHble HeXenaTenbHble peakuuvM Ans BbINOMHEHUSs
TpeboBaHWI N0 HeE3aMeaANUTENbHOMY NPEACTaBEHNIO COOBLLEHUI O HEXeNnaTenbHbIX PeakUunsx;

"oTcyTcTBYOWAa MHGopmaums” (missing information) - HegocTtaTtok cBegeHu no GesonacHoCcTU wunn o6
0COBEHHOCTAX MPUYMEHEHNs] NEeKapCTBEHHOrO MpenapaTta y OnpederieHHbIX pynn MauueHToB, KOTOpble MOryT
ABNATBCS KIMUHUYECKM 3HAYUMbIMU;

"oTyeT no GesonacHocTn paspabaTbiBaemMoro nekapctseHHoro npenaparta, POOB" (development safety
update report (DSUR)) - nepuoanyeckuin oBHOBNAEMbIN OTYET MO Ge30nacHOCTU MekapCTBEHHOro npenapara,
Haxopaslerocs B paspaboTke;

"owmnbka NnpuMmeHeHNs1 nekapcTBeHHOro npenapata” (medication error)" - niobasa HenpegHamepeHHas ownbka
paboTHMKa CUCTEMBI 30PaBOOXPaHEHUS, NauueHTa unu notTpebutens B Ha3HayYeHUn, oTNycke, 4O3NPOBKE, BBEAEHUMN
UnNu Npueme NekapcTBEHHOMO Npenapara;

"nepeno3npoBka" (overdose) - MpMMEHEHWE NIEKAapCTBEHHOrO npenapaTa 3a 1 npuem nubo B TeYeHne OHS B
KONMM4ecTBe, KOTOpPOE MpEeBbILIAET PEKOMEHAYEMYID MaKCMMarbHYl0 CYTOYHYHO [03y B COOTBETCTBMU C
OencTByoLLIEN 00LLEeN XapakTepUCTUKON NekapCTBEHHOIO NpenapaTta. YUnTbiBaeTcs Takke KyMynsiTUBHbIA 3 deKT,
CBSI3aHHbIN C Nepeao3npPOBKON;

"NepeyveHb OCHOBHbIX JAHHbLIX O NEKapCTBEHHOM Npenapare AepXaTerns perMcTpaumoHHOro yAOCTOBEPEHNS,
MoAdncC" company core data sheet (CCDS)) - gokymeHT, pa3paboTaHHbIA AepXaTeneM peructpalyMoHHOro
yOOCTOBEPEHUS NIEKAapCTBEHHOrO npenapaTta, cogepXalmi Hapsagy ¢ nHdopmanmen no 6esonacHocTn matepuan,
UMEILLNA OTHOLLEHUE K YyKa3aHWsM MO MPUMEHEHUI0, O03MPOBKe, hapMaKOMnorMyecknm CBOWCTBAM, U OPYryro
nHOPMaLMIO, KacatoLLylocs neKkapCTBEHHOro npenapara;

"nepuognyecknii obHoBnsembii otyeT no 6esonacHoctu, NMOOB" (periodic safety update report (PSUR)) -
OTYeT ONA NPeACTaBfiEHMS OLEHKU COOTHOLIEHUSA "Monb3a - pucK' flekapCTBEHHOro npenaparta gepXxartenem
perucTpaumMoHHOro YOOCTOBEPEHWS NEKApCTBEHHOrO Mpenaparta B onpefeNieHHbI Nepuos BpeMEHU B TeyeHue
NOCTPErncTpaLnoHHOro atTana;

"nnaH ynpaenexus puckamn” (risk management plan) - nogpobHoe onucaHne cuctembl ynpaBieHUs puckamu;

"nocTperncrpaunoHHoe uccnegosaHme 6esonacHocTn, MNMPUB" (post-authorisation safety study (PASS)) -
nccrnegoBaHue, MMelollee OTHOLLEHME K 3aperncTpupoBaHHOMY flekapCTBEHHOMY Mpenaparty, MpoBeAeHHoe C
Lenblo onpedeneHnsi, XapakTepucTUkU WM KONMUYECTBEHHOW OLEHKM Yrpo3bl 6e30macHOCTU, NOATBEPXKOEHUS
npoduna 6e3o0nacHOCTM NeKapCTBEHHOMO npenapara Unn oueHkn 3¢peKTUBHOCTM MepP NO YNPaBEHUIO PUCKaMMU.
MocTpernctpaumoHHoe uccriegoBaHne  6e3omacHOCTM  MOXET  OblTb UHTEPBEHUMOHHBIM — KITMHUYECKUM
nccneaoBaHEM MM MOXET NPOBOAUTLCS Kak uccnegoBaHve HabnogaTenbHOro HEMHTEPBEHLMOHHOMO AN3aliHa;

"noTeHumaneHbIn puck” (potential risk) - HexenaTenbHoe nocneacTeme papmakoTepanun, B OTHOLUEHUU
KOTOPOro MMEKTCA OCHOBaHMSA 4118 NOA03PEHUI HA HanNu4Me B3anMOCBSA3M C NNIEKapCTBEHHBIM NpenapaTomM, 0O4HAKO
OaHHas B3aMMOCBSA3b HagnexalimMMm obpa3oM He Obina NOATBEPXKAEHA;

"notpebutens" (consumer) - NMUO, He siBNSAKOLWEECs PabOTHUKOM CUCTEMbI 34PaBOOXPAHEHUS, HANpUMep,
nawuuWeHT, agBokar, Apyr Unn poACTBEHHUK (poanTens), pebeHoK NaumeHTa;

"npumeHeHne "BHe wuHcTpykuun" (off-label) - HamepeHHOe npumeHeHWe nekapcTBeHHOro npenapaTta c
MEeOMLIMHCKOW LieNbio He B COOTBETCTBUM C OOLLEN XapaKTEPUCTUKOW NeKapCTBEHHOMO NpenapaTa Uiy UHCTPYKUUEN
Nno MEAULNHCKOMY NPUMEHEHWIO;

"npobnema no ©GesonacHocTn" (safety concern) - BaXHbIN WAEHTUMDUUMPYEMBIA PUCK, BaXHbIN
NOTEHLUManbHbIA PUCK UK BaXkHast OTCYTCTBYOLWAa nHopmaums;

"npopormkatoLLeecs KnuHuyeckoe nccregosanmne” (ongoing clinical trail) - nccnegosaHmne, B KOTOpoe Havanochb
BKITOYEHME MauMeHToB, MMBo KOTOpoe NPOBOANTCHA Ha TEKYLUMA MOMEHT BPEMEHMU, MO0 NO KOTOPOMY 3aBepLUEH
aHanma, Ho hMHanNbLHOro O0TYyeTa O KIMHUYECKOM UCCIEAOBaHNN HE UMEETCS;

"puUckn, cBSI3aHHbIE C MPUMEHeHUeM fnekapcTBeHHOro npenapaTta” (risks related to use of a medicinal product)
- PUCKM, CBA3aHHble C Ka4yecTBOM, 6e3onacHocTbio UNM 3dPGEKTUBHOCTLIO JEKAapCTBEHHOrO MpenapaTta Mo
OTHOLUEHMIO K 3[00POBbI0 MAUMEHTOB WM HAceneHuss WM Bedyline K HexenaTenbHOMy BO34EWCTBUIO Ha
OKpyXatoLlyto cpeay;

"cepbe3Has HexenatenbHasa peakuus" (serious adverse reaction) - HexenaTtenbHas peakuusi, KoTopasi
NPVMBOAWT K CMepPTU, NPEACTaBNSAET yrpo3y AN XW3HW, TpebyeT rocnutanusaumm nauneHTa unu ee npoaneHus,
NPUBOOMT K CTOMKOMN NIMOO BbIPAXXEHHOW HETPYAOCNOCOOHOCTM UM MHBANUOHOCTU, K BPOXAEHHBIM aHOManusam unm
nopokam pasBuTtuda, TpebyeT MeaMUMHCKOro BMellaTenbCTBa AN NpefoTBpaLlleHUs pasBUTUS NMEepeyvnCIeHHbIX
coctosiHun. Jllobasa HenpegHamepeHHasi nogo3peBaemMasi nepefava MHEKLMOHHOIO areHTa Yepes NieKapCTBEHHbIN
npenapar Takke CYMTaeTCs Cepbe3HON HexenaTenbHOW peakunen;

"curHan" (signal) - wuHdopmauus, nocTynawwas OT OAHOMO WM HECKONbKUX WCTOYHMKOB, KOTOpas
npegnonaraet HanMyMe HOBOW MOTEHUMWANbHOW NPUYUHHO-CIIEACTBEHHON CBA3W UKW HOBOrO acrnekTa WU3BecTHOM



B3aMMOCBSA3N MexXay BO3OEVCTBUMEM NEeKapCTBEHHOIO Npenapara u HexenaTenbHbIM ABIEHUEM UMY COBOKYMHOCTBIO
B3aMMOCBSA3aHHbIX HeXenaTerbHbIX SIBEeHWR, OLeHMBaemas Kak AO0CTaTouyHas Ans AanbHenlwux AeWCTBUM Mo
Bepudvkaumm curHana. Kak npaeuno, Ans reHepupoBaHus curHana Tpebyetcs 6onee 1 eAMHNYHOIO coobLLeHNs B
3aBMCMMOCTM OT CEPbE3HOCTU HEXENATENbHOMO SIBNIEHUS N kKavyecTBa MHopmaunu;

"curHan, no KOTOpoMmy BbINONHSieTCsA padoTa” (ongoing signal) - curHan, KoTopbIv Obin BbISIBNEH 40 OTYETHOrO
nepuoga nepmognyeckoro obHoBMIsemMoro otyeTa no 6e3o0nacHOCTU U Ha AaTy OKOHYaHWsi cbopa AaHHbIX Haxoauncs
B NpOLIECCe OLEHKM;

"cuctema kKadyectBa cucteMbl dapmakoHagsopa" (quality system of a pharmacovigilance system) -
OopraHM3aunMoHHas CTpyKTypa, 06s3aHHOCTW, Npoueaypbl, MPoLeccbl U pecypcbl cucTembl hapmakoHaasopa,
BKIIOYasA Hagnexallee ynpasneHve pecypcamu, JOKyMeHTaumen n COOTBETCTBME HOpMaM perynnpoBaHus;

"cuctema ynpaBneHust puckamu" (risk management system) - KoMmnnekc OENCTBUA U MeponpuATUA Mo
hapmakoHaa30py, HaMpaBreHHbIX Ha BbIBNEHWE, XapakTepUCTUKY, NpeaoTepaLleHme M MMHUMN3aLmnio puCcKoBs,
CBSI3aHHbIX C NEKapCTBEHHbIMW MpenapaTtamu, BKMAYasd OUeHKY 3(EKTUBHOCTU AaHHbIX MEPONpUATUA W”
AeAaTenbHOCTY;

"cuctema dapmakoHagsopa" (pharmacovigilance system) - cuctema, opraHusyemas gepkatensimu
perncTpaumMoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbIX MpenapaToB M YNOfIHOMOYEHHbIMWM OpraHamMu rocygapcrs -
yneHoB EBpasniickoro aKOHOMMYECKOro COH3a AMNsi BbIMOMHEHUSA 3adad M obsasaHHOCTEW Mo dhapMakoHag3opy,
npegHasHavYeHHasi 4ns KOHTporis 6e30nNacHOCTU NEKapCTBEHHbBIX NpenapaToB, CBOEBPEMEHHOMO BbISIBIIEHUS BCEX
N3MEHEHWI B OLlEHKE COOTHOLLEHMS "NoMb3a - PUCK" NEKapCTBEHHbIX NpenapaToB, pa3paboTkn 1 BHEAPEHUS Mep MO
obecneyeHno NPYMEHEHMS NIEKAPCTBEHHBIX NpenapaToB Npu NPEBbILLEHNM NONb3bl HA, PUCKOM;

"cooTHOLWeHne "nonbk3a - puck” (risk-benefit balance) - oueHka nonoxnTensHbIX TepaneBTNYECKnx ahdekTos
nekapCTBEHHOro npenapara no OTHOLLIEHWUIO K PUCKaM, CBA3aHHbIM C €ro NpUMEHeHneM (NOHATUE pUCKa BKIYaeT
nobon puck, CBA3AHHbLIN C Ka4yecTBOM, ©e30MacHOCTLI0 UM 3h(PEKTUBHOCTLIO NEKAapCTBEHHOrO npenapara no
OTHOLLUEHMIO K 300POBbI0 NauMeHTa Unm HaceneHus);

"cnoHTaHHOe coobuleHne (CnoHTaHHoe u3BelleHne)" (spontaneous report (spontaneous notification)) -
nobpoBonbHaa nepefada paboTHUMKOM cdepbl 30paBOOXpaHEHUs Unu notTpebutenem yrnosIHOMOYEHHOMY OpraHy
rocygapctBa - udneHa EBpasmuinckoro 3KOHOMMYECKOrO COK3a, AepXaTerio pPerMcTpaumoHHOrO yAOCTOBEPEHUS
NekapCTBEHHOro npenapaTta wunu pyron YnosIHOMOYEHHOW opraHusauumn (B Tom dncne BcemupHon opranunsauum
3[paBOOXPAHEHUs, perMoHarnbHbIM LieHTpaM hapmakoHaa30pa, TOKCUKONOrMYECKMM LIEHTPaM) AaHHbIX, KOTopble
cofepXaTt onucaHve OOHOW WU HECKOSMbKUX HeXenaTenbHbIX peakuui y nauveHTa, NpUHMMAaBLUEro OAWMH UNu
HECKONbKO JTeKapCTBEHHbIX MpenapaToB, M KOTOpble He ObiM NonyYeHbl B Xo4e MPOBEAEHUS KITMHUYECKOro
nccrnegoBaHns U MPUMEHEHNS MHOMO MeToAa OpPraHn3oBaHHOro cbopa AaHHbIX;

"cnpaBoyHas nHdopmaumna no 6esonacHocTy nekapcTeeHHoro npenapata” (reference safety information) -
MHOPMaLMS, BKIIOYEHHAss B OCHOBHYIO MWHopmauuo no 6e3onacHOCTM gepxaTtens peructpaumoHHOro
yOOCTOBEPEHNs TeKapCTBEHHOTO nNpenapara;

"CyLleCTBEHHblE U3MEHEHUSA MOKa3aHU K MeguumnHcKomy npumeHeHuio” (significant change in indication) -
M3MEHEHNs MOKa3aHWW K MPUMEHEHWID, KOTOpble BKMOYAT B cebs M3MEHEeHWe paspelleHHbIX MoKasaHuni K
NPMMEHEHMWIO NeKapCTBEHHOMO NpenapaTa, NpyM KOTOPOM HOBasi LieneBasi Nonynsaums CyLecTBEHHO OTNMyaeTcs OT
TOW, ANsi KOTOPOW NepBOHaYarneHO ObINO paspeLLeHo NPUMEHEHNE NeKapCTBEHHOIO Npenapara, BKII0YEHNE HOBOMO
HO30JT0MMYECKOro NoKaszaHUs K NPUMEHEHMIO, HOBOW BO3PACTHOM rpynmbl (HanpuMep, neaMaTpuyeckme nokasaHus),
N3MEHEHNE CTEMEHUN TSXKECTU MOKa3aHus OT Bonee TAXENOoro COCTOSHUSA K MeHee TshKernomy, nepexon OT BTOPOW
NVHUKX Tepanuu K NepBov JIMHUM U MHble U3MEHEHUS, CYLLIECTBEHHO BNUSIIOLLME HA COOTHOLIEHME "nonb3a - puck”
nekapCcTBEHHOro npenapara;

"TpeboBaHusa K YpOBHIO kavecTBa" (quality requirements) - xapakTepucTMKu CUCTEMbI KayecTBa, KOTopble C
onpeaeneHHon BepOATHOCTBLIO MPUBOASAT K AOCTMKEHUIO TpebyeMbiX pe3ynbTaToB Unu Lenewn;

"chapmakoHagsop" (pharmacovigilance) - Bua OeATENbHOCTU, HAMPaBfEHHbIA Ha BbIABMEHME, OLIEHKY,
NMOHUMaHVe 1 NpefoTBpaLLEeHNe HexenaTernbHbIX NOCNEACTBUN NPUMEHEHUS NEKapCTBEHHbIX NpenapaTos;

"uenesas nonynsaums" (target population (treatment) (treatment population target)) - nauyueHTbl, kKOTOpbIM
MOXET Ha3HayaTbCA JIeKapCTBEHHbIN npenapar B COOTBETCTBMM C MOKa3aHWAMU K MPUMEHEHUIO U
NPOTUBOMNOKa3aHUAMN, NPeAYCMOTPEHHBIMU OENCTBYIOLLEN 00LLEN XapaKTePUCTMKOM NTeKapCTBEHHOIO NpenaparTa.

2. TpeboBaHUA kK cucTeMe kayecTBa
2.1. Cncrema kayecTBa

2.1.1. Cuctema kayecTBa SABMSETCA HEOTbEMIIEMON COCTaBMSOLWEN cUCTeMbl hapmakoHagsopa. Cuctema
KayecTBa [OJDKHA OXBaTblBaTb OPraHM3aLMOHHYH0 CTPYKTYpY, 06r1acT OTBETCTBEHHOCTU, MpoLeaypbl, NPOLECCHI 1
pecypchbl cucTembl hapmakoHaasopa. Cuctema kavyecTBa AOIDKHA BKMoYaTh B cebs Hagmnexallee ynpasrneHue
pecypcamu, KOHTPOfb COOTBETCTBMA TpeboBaHWsM 3akoHOAaTenbCTBa rocygapcTB - 4dneHoB EBpasuiickoro
9KOHOMMYECKOro COlo3a (aanee COOTBETCTBEHHO - rocyaapcTBa-yneHbl, Colo3) mexayHapOoaHbIX 4OrOBOPOB M aKTOB,



coctasnsowmx npaso Cotosa, 1 ynpaBneHne AoKyMeHTaunen.

2.1.2. Cnctema kayecTBa npegycmaTpmBaer:

co3gaHne CTPYKTypbl CUCTEMbl W MIAHUPOBAHME WHTErPMPOBAHHBIX W  COMMacoOBaHHbIX MPOLLECCOB
(nnaHMpoBaHue ka4ecTBa);

BbINOMHEHNe 3agay u obsi3aHHOCTEN CUCTEMbI KadecTBa (KOHTPOSb KayecTBa);

KOHTPOMb U OLEHKY 3dPeKTMBHOCTM paboTbl CTPYKTYp U MPOLECCOB CUCTEMbI KadecTBa (obecneyeHve
KayecTBa);

KOPPEKTUPOBKY Y yry4lleHne CTPYKTYpPbl M MPOLECCOB CUCTEMbI KadecTBa (yryylleHNe KayecTBa).

2.1.3. O6WwuMM LuenamMmn cUCTeEMbI Ka4ecTBa B CUCTEME hapMakoHaA30pa SABMASTCS:

BbiNonHeHne TpeboBaHW 3akoHoOATeNbCTBa rocyaapcTBa-yneHa, MeXAyHapOAHbIX AOrOBOPOB M aKTOB,
coctasnsaowmx npaso Cotosa, 1 06a3aHHOCTEN No hapMakoHaA30pY;

npefoTBpalleHne HexenaTenbHbIX MOCNeACTBUA NPUMEHEHUS 3aperncTpUpOBaHHbBIX JIEKAPCTBEHHbIX
npenaparos;

obecneyeHre NpUMEHeHNs NeKapCTBEHHbIX NpenapaToB Npu NpeBbILLeHNN NOMb3bl HAL, PUCKOM;

COAeNncTBME 3aluTe 300pOBbs NaLMEHTOB N 00LLECTBEHHOIO 340POBbSI.

2.2. MprHUMnbl Hagnexatuen npakTnkm bapmakoHagsopa

2.2.1. Ins BbINONHEHMs1 OOLLMX Lenen kadyecTBa, ykasaHHbIX B NyHkTe 2.1.3 HacTtosiwmx [Npasun, cnepyet
npuaepXunBaTbCsa CrieayroLlmx NPUHLMNOB Npu pa3paboTke CMCTEM U MPOLIECCOB, a Takke Npu BbIMOMIHEHWMN BCEX
3agay u obssaHHOCTEN:

obecneyeHne yaoBneTBopeHns TpeboBaHUM NaLMeHToB, MEANLMHCKMX paboTHUKOB 1 obLLecTBa B LenoM B
OTHOLLEHMM 6e30MacHOCTU NeKapCTBEHHbIX NPenapaTos.;

obecneyeHne ahheKTUBHOrO pyKOBOACTBA NO BHEAPEHUIO CUCTEMbI KA4YeCTBa U MOTUBALIMM NEPCOHana;

BOBMEYEHNE BCEX COTPYAHMKOB OpraHusauum (npegnpuatvs) B MPoUecC MNoAdepXKM  CUCTEMBbI
hapmakoHag30pa Ha ypPOBHE BO3MOXEHHbIX HA HUX 006S3aHHOCTEN;

BOBJIEYEHNE BCEX COTPYOHWUKOB OpraHusaummn (Npeanpusitusi) B NOCTOSIHHBIA NPOLIECC MOBbLILLEHWS KavyecTBa
cucTeMbl hapMakoHaa3opa;

opraHu3aums pecypcHon 6a3bl 1 NoCTaBeHHbIX Nepes cMcTeMon dpapMakoHaasopa 3agad B GopMe CTPYKTYp
M npoLeccoB Takum obpa3om, 4Tobbl obecneudmBaTb akTUBHYH, COOTBETCTBYIOLLYIO YPOBHIO PUCKA, HEMPEPBLIBHYIO
paboTy no dhapmakoHaa3opy;

yyeT M oueHKa BCEX MMEKLMEecs AoKa3aTerbHbIX AAaHHbIX O COOTHOLEHUM "nonb3a - puck”. Ana npuHATMA
JanbHENLWNX peLleHnii JOMKHbI pacCMaTpuBaTbCs M OLLEHMBATLCA BCE AaHHble, KOTOPbIE MOTyT OKa3aTb BMUsHME
Ha JaHHOE COOTHOLLEHME 1 NPUMEHEHNE NEKAPCTBEHHOrO Npenapara;

cogencTeme pasBuTMIO  3MEKTMBHOIO COTPYAHWYECTBa Mexay paspaboTuvkamu, gepxaTensmu
pPerncTpaumoHHbIX yOOCTOBEPEHUN NEeKapCTBEHHbIX npenapaTos, YNOMHOMOYEHHbBIMU opraHamu
roCy4apCTB-UMEHOB, YUYPEXOAEHUAMU 34PaBOOXPAHEHUs, NauMeHTamMu, MeOULUHCKUMM paboTHMKaMKU, Hay4YHbIMU
opraHusaumsMm 1M OpyrumMyM  3amHTEpPecOBaHHbIMW  CTOPOHaMM B COOTBETCTBMM C  3aKOHOAATENbCTBOM
rocyapCTB-4IieHOB.

2.3. OTBeTCTBEHHbIE 32 CUCTEMY KayecTBa

2.3.1. 3a obecnedveHue paboTbl cuctembl papmakoHag3opa B COOTBETCTBMU C TpeboBaHUSIMK K cUCTEME
KayecTBa HECYT OTBETCTBEHHOCTb BCE CMeLuManvcTbl, BbiNOMHALLWMe paboTy No opraHu3aumMm CUCTEMbI KavecTBa.
Heobxogumo ob6ecneynTb CUCTEMHbIM NOAXOA K BHEAPEHWIO U NOALAEPXKaHNI0 CUCTEMbI KaYeCcTBa Ha Haanexallem
ypoBHe. OpraHusaums gomkHa obecneumTb JOCTaTOMHOE KONMMYECTBO KOMNETEHTHbBIX U 0OYYEHHbIX CneLmanvcTos,
MUMeILWNX COOTBETCTBYIOLLYIO NMPOdeCcCnoHanbHy0 NoAroToBKy, ANS BbiNonHeHns Tpebyemoro obbema pabot no
hapmakoHaa30py Ha Hagnexaiem ypoBHe.

2.3.2. PykoBoauTensamu opraHusauum porpkeH ObiTb obecneyeH cuUCTEMHbIM nogxod K obecneyeHuto
kavecTBa. PykoBogutenu opraHvm3aunin B pamkax BbINOMHEHWS (hyHKUMI No obecneveHnto CMCTEMHOro nogxoaa
HecyT OTBETCTBEHHOCTb 3a:

obecrneyeHne JOKYMEHTUPOBaHMWS CUCTEMbI Ka4ecTBa B COOTBETCTBUM C TpeboBaHuAMN HacToAwmx MNpasun;

obecneyeHne Haanexallero KOHTPOs U AOKYMEHTMPOBaHUS BCEX N3MEHEHMI B cMcTeMe hbapmakoHaasopa u
cucTeMe kavecTBa hapMaKkoHaasopa;

obecneyeHne BO3MOXHOCTU 0by4eHus;

obecneyeHne TpebyembiMn pecypcamu (B TOM 4mUCrie HEOOXOAMMbIMU MOMELLEHUAMUN, 0OOPYAOBaAHUEM U
T.4.);

BbIMOSIHEHWNE PErYNSIPHON OLLEHKM paboTbl cUCTEMbI chapMakoHaa3opa, BKIYas UHTEFPUPOBAHHYO CUCTEMY
kayecTBa, C noaTBepxaeHvem ee addekTuBHocTU. [pu  HeobXoAMMOCTU  OOMMKHbI  Peann3oBbIBATbLCS
KOPPEKTUPOBOYHbIE U NPeaYNPeaNTENbHBIE MEPONPUSTUS;



obecneyeHne Hannumsa acpdeKTUBHOIO MexaH13mMa peanusaumnmy COOTBETCTBYIOLLMX Mep B Crlyyae BbisiBIEHUS!
n3MeHeHuin Npodunsa GesonacHoCcTK pa3pabaTbiBaeMblX U BbiMyCKaeMbIX TeKapCTBEHHbIX Mpenaparos;
obecrieyeHMe CBOEBPEMEHHOMO BbISIBIEHUS U MPUHSATAA MNpU  HeoBXoOMMOCTM KOPPEKTUPOBOYHLIX U
npeaynpeauTenbHbIX Mep B criyyae HecoGnioaeHust TpeboBaHWi K Ka4ecTBy CUCTEMbI (DapMakoHaa3opa;
obecneyeHne NpoBeaeHVsl PErynsipHbIX ayauToB CUCTEMBI.

2.4. Oby4eHne nepcoHana

2.4.1. Bo3amoxHOCTb obecneyeHuss Tpebyemoro kayecTBa BbINOMHEHMA MPOLECCOB, CBA3AHHbLIX C
apmMakoHaa3opoMm, W NonydaeMbix pesynbTaToB HEMOCPEACTBEHHO CBsf3aHa C HanMuuem [OCTaTOYHOro
KOnM4ecTBa KOMMNETEHTHOro, KBanMduumMpoBaHHOro U 0by4eHHOro nepcoHana.

2.4.2. B opraHusaumumn omkeH 6biTb pa3paboTaH M JOMKEH BbIMNOMHATLCA NnaH 0by4yeHnsa cneymanuctos nNo
apmakoHaasopy. ObyyeHme OOMKHO BKIOYaTb BBOAHOE obyveHue n nocnepyowee obyvyeHne Ha NpoTSKEHUM
BCero nepuofa paboTbl B COOTBETCTBUM C BbIMONHAEMbIMU PYHKLUUSMU U NOCTaBneHHbIMU 3agadamu. ObyyeHne
AOIDKHO ObITb HaNpaBfeHO Ha MOBbILLEHWE COOTBETCTBYHOLMX NPOeccMoHanbHbIX HaBbIKOB, BHEAPEHME HAYYHbIX
OOCTWXXEHWA B MpaKTUKy W BbIMONHAEMble npouedypbl, obecneyeHne COOTBETCTBMSA BCEX CneunanvicToB
TpeboBaHuAM K kBanudukauum, NpodeccMoHanbHbIM HaBblkaM, 3HAHWUAM U MOHVMaHWIO BbIMOMHAEMbIX npoueayp,
CBA3aHHbIX C papmakoHag3opoMm. Bce cneuwanuctel AOMmMKHbI ObiTb OOy4YeHbl BBLIMOMHEHUIO Mpoueayp,
NpeayCMOTPEHHbIX NPU BbISBNEHUW N3MeHeHW npodmnsa 6e30nacHOCTY NiekapCTBEHHbIX MpenapaTos.

2.4.3. [evcTBylolMe B opraHuM3auuuM Mpoueccbl NOo NpoBeAeHuo obyuyeHus OOMKHbl nNpegycMaTpuBaThb
3MNeMeHTbl KOHTPOIS pe3ynbTaToB 06y4eHUss MO AOCTMKEHMIO TPeByemMOoro NoHNMaH1sA 1 BbINOMHEHUS OYHKUMIA NO
dapmakoHaasopy.

2.4.4. B opraHuzaunm TpebyeTca npoBedeHMEe COOTBETCTBYHOLLEro obyveHus onpedeneHHbiM acnekram
dhapmakoHaasopa cneumanmcToB ApYyrux nogpasaeneHnn, 4eaTenbHOCTb KOTOPbIX MOXET NOBMMATL Ha nokasaTtenm
cucTeMbl hapMakoHag3opa v BbiNofnHeHne yHKuun no dpapmakoHag3opy. YkasaHHas AesTeNbHOCTb BKMNOYaeT B
cebs B TOM 4ucrie nNpoBedeHME KIMHUYECKUX uccrenoBaHui, paboTy c xanobamu, NOAroToBKY MeAWLIMHCKOW
nHdopmaumu, NPOAaxy U MapKeTUHT, NOArOTOBKY PErMcTpauMOHHbIX AOKYMEHTOB, NPaBOBble BOMPOCH U ayauT.

2.5. CpeactBa 1 06opyaoBaHue Ans papmakoHagsopa

2.51. [JoctnxeHne Tpebyemoro ypoBHs KavecTBa OCYLUECTBMEHWs MpoLeccoB @apmakoHagsopa |
nony4yaembiX pe3ynbTaTtoB CBA3aHO TaKke C obecneyeHneMm CuUCTEMbI HeOGXOJJ,VIMbIMI/I cpeacteamn w”
obopyaoBaHueM, UCMOMb3yeMbIMU B 3TUX NPOLLECCAX.

2.5.2. Cpeactea 1 obopygoBaHune AOMKHbI pacnonaratbes, 6biTb CKOHCTPYMPOBAHHBIMW, aAanTUPOBaHHbIMU
n O6CJ'Iy>KI/IBaeMbIMI/I TakmMm o6pa30|v|, YyTObObI COOTBETCTBOBATbL NMOCTABMEHHOMN Lennm cornacHo uendm KadvectBa B
dapmakoHaasope. Cpeacrtea, obopygoBaHne M nx (PyHKUMOHAINbHbIE CBOWCTBA, BaXHble AN OCYLLECTBMEHMS
hapmakoHagsopa, noanexaTr COOTBETCTBYWOLIEN MpoBepke, kBanudukaumm w (M) Banugaumm Ong
NoATBEPXKAEHMS COOTBETCTBUSA NpedHasHayeHHou uenu. [na onpegeneHus macwtaba npoBepku, kBanudumkauum
Wnu Banugauuu crnegyeT MCMomnb30BaTbh AOKYMEHTMPOBAHHYIO OLLEHKY pucka. OTOT MeTOoA ynpaBrieHus puckamu
HeobXoAMMO MPUMEHATb B TeYeHMe BCEro Cpoka 3JKcniyataumm cpeacTB M 0bBOpyAOBaHWS C y4eTOM TaKux
dakTopoB, Kak BNusiHMe Ha 6e30nacHOCTb NauMeHTa U Ka4yecTBO AaHHbIX, a TakkKe CNOXHOCTb COOTBETCTBYHOLLMX
cpeacTts 1 obopyaoBaHuS.

2.6. Obecne4veHune gepxaTensiMm permcTpaumoHHbIX
yAOCTOBEPEHUI NEKAPCTBEHHBIX NpenapaToB COOTBETCTBUS
TpeboBaHMAM 3aKoHOAaTEeNbCTBA rOCy4apPCTB-UNEHOB,
MeXAyHapOaHbIX JOrOBOPOB M aKTOB, COCTaBMSAOLLNX
npaeo Coto3a

2.6.1. B uensx obecneyeHus cooTBETCTBUS TpebOoOBaHMAM 3aKOHO4ATENbCTBA [OCYAAPCTB-YJIEHOB,
MeXOyHapoa4HbIX [OroBOPOB U akKkToB, cocTaBngwwmx npaso Coios3a, AepxaTtenaMmu  permctpauuoHHbIX
yOOCTOBEPEHUI IEKapCTBEHHbIX NpPenapaToB [OIMKHbI BLIMOMHATLCA Mpouecchl Mo obecrneyeHMo KavecTBa
CUCTEMbI, LIeNsIMU KOTOPbIX ABMSOTCS:

BbINOSIHEHNE MOCTOSIHHOTO MOHWUTOPWMHIAa AaHHbIX MO hapmakoHad3opy, pas3paboTka M BHegpeHue Mep
MUHUMM3ALUKN pycKa Npu onpeaeneHum ux HeobxoaMMoCTH, Hagnexalas oueHka AaHHbIX Mo 6e30nacHOCTU BHE
3aBUCUMOCTU OT WUCTOYHUKa WUX nNosyyeHnqa (CO CTOPOHbI MauneHToB, MeAULUMHCKUX W« cpaplvlau.eamqecmx
pa6OTHI/IKOB, OI'Iy6J'IVIKOBaHHbIX B Me.EI.VILLI/IHCKOPI nnTepaTtype, BbIdBMIEHHbIX B XO04e MNOCTperncTtpaunoHHbIX
nccnenoBaHum);

BbIMOSTHEHNE HAY4YHOW OLIEHKU BCer MHopmMaumm no npodunto 6e3onacHOCT NekapcTBEHHOIO npenapaTa,
BKIno4vasa VIHdDOpMaLlMIO O HexXenatesibHbIX peakuundax, pa3BMBLUUXCA B TOM 4ucne npun npuMeHeHun He B



COOTBETCTBMU C YTBEPXAEHHOM O6Llen XxapakTepUCTUKOM nekapCTBeHHoro npenapata (ganee - OXJIM) wunu
WHCTPYKUMEN NO MEAULIMHCKOMY MPUMEHEHMIO (TMCTKOM-BKNaabiwem) (ganee - AMIT (J1B));

BbINOMHEHNe TpeboBaHUIM 3akoHoOAaTENbCTBA rocyAapCTBa-yfieHa No NpeAcTaBeHU0 B YMONTHOMOYEHHbIN
opraH rocygapcTtBa-uneHa MHOpMauMn O HexenaTenbHbIX peakumsx M UHOW MHdopmaumm no 6esonacHoOCTU
nekapcTBeHHbIX npenapaTtoB. C uenblo Hagnexalwero BbiNMOMHEHUSs AaHHOW DYyHKUMU M obecneyeHns kavyecTsa,
LLeNOCTHOCTU U NOJHOTLI NPEACTaBNSIEMON MHpOpMaLuW, Haanexallen Banuaaunm CUrHanoB, a Takke UCKIIYEH s
aybnupoBaHMsa cooOLeHud [OoSKHbl ObiTb pa3paboTaHbl U BHeOpeHbl COOTBETCTBYWOLUME CTaHAapTHblE
onepauunoHHbIe NpoLeaypbl;

obecneyeHve 3HEKTUBHOW B3aMMOCBA3N C YNONHOMOYEHHBIMW OpraHaMu rocyaapcTB-4YIIeHOB, BKIHOYas
WHpopMmnpoBaHne 06 wu3aMeHeHusix npocuns 6e3onacHOCTU NeKapCTBEHHbIX MpenapaToB M HOBbIX PUCKaX,
mMacTep-panne cuctembl papmakoHagsopa, CUCTEMbl YMNpaBneHus puckamu, Mep MUHMMU3aUUU pucka,
nepuognyeckoro obHoBnsieMoro ot4yeTa no 6e30nacHOCTM, KOPPEKTUPOBOYHBIX W MpedynpeavTenbHbIX Mepax,
NOCTPErncTpaumnoHHbIX nccnegoBaHnsx no 6es3onacHoCTy;

obecneyeHne COOTBETCTBUSA MHOPMaLMKM O nekapcTBeHHbIX npenapatax (OXJIM, AMIT (11B)) coBpemeHHOMY
YPOBHIO Hay4HbIX 3HAHWUI;

obecneyeHve MeguUMHCKUX pabOTHNKOB M NaUMEHTOB MHGOpMaLUmMen no 6e3onacHoOCTy.

2.7. ObecneyeHne YyNoNHOMOYEHHBIMW OpraHamm
rocyapcTB-4SIEHOB COOTBETCTBUS TpebOBaHMSIM 3aKOHOAATENLCTBA
roCcyAapCTB-4/IEHOB, MEXAYHapPOOHbIX JOrOBOPOB U aKTOB,
coctasnsatowmux npaso Cotosa

2.7.1. YNOnMHOMOYEHHbIE OpraHbl rOCYyAapCTB-YNIEHOB [OOIMKHbI WMMETb COOTBETCTBYHOLLYID CUCTEMY
obecneyeHnst kayecTBa NPOLIECCOB B LIENSIX:

OLLEHKM KayecTBa NpeacTaBnsieMblX JaHHbIX N0 ddapMakoHaas3opy;

OUEHKN 1 0bpaboTkM AaHHbIX NO hapmakoHag30py B COOTBETCTBMM C TpeboBaHMAMM 3akoHOAATENbCTBA
rocygapCTB-4IIEHOB, MEXAyHapOaHbIX AOrOBOPOB M akTOB, COCTaBnsAwLmMx npaso Coo3a;

obecneyeHns rapaHTMPOBaHHOW HE3aBUCUMOCTM B BbIMONTHEHWUM OEATENBHOCTU MO hapMakoHaa3opy;

3 HEKTUBHOIO MHPOPMUPOBAHNS NALMEHTOB, MEANUMHCKMX PabOTHUKOB, AepxaTenen perncTpaumoHHbIX
yOoOCTOBEpPEHUI 1 obLLecTBa B LIEMNOM;

NpOBEAEHUSA MHCNEKLMIA, BKINOYas AOPErMCTPaLUMOHHOE MHCNEKTUPOBAHME.

2.7.2. He3aBUCMMOCTb B BbINOMHEHUW OEATENBHOCTU MO hapMaKkoHaA30py onpenenseTcs NpuHATUEM BCEX
PEerynaTopHbIX peLleHnii TONbKO B MHTEpecax 300p0oBbs NaumMeHTa u obLLEeCTBEHHOMO 340POBbS.

2.8. YnpasrneHvne gokymeHTauuemn

2.8.1. Cuctema ynpaBneHust JOKyMeEHTaumnen SBNSeTCs YacTbio CUCTEMbl KavyecTBa, pacnpoCTpaHaeTCcs Ha
BCEe JOKYMeHTbI cucTembl hapmakoHaa3opa u obecneymBaeT BO3MOXHOCTb MOUCKA AaHHbBIX U MPOCMNEXMBAEMOCTb
BbIMOHSAEMbIX NPOLEAYpP, BKIOYasa npoueaypbl OLEHKN HOBbIX AAHHBLIX MO 6€30MacHOCTN B OTHOLLIEHUN BPEMEHM
BbINONMHEHNS OLLEHKN N MPUHATBIX PeLUEHNN.

2.8.2. Cnctema ynpasreHnst OKYMeHTaumnen JomkHa obecneymnBaTh:

KauyecTBO JaHHbIX Mo hapMaKkoHaaA30py, BKNOYas UX MNOSTHOTY, TOYHOCTb U LLeNOCTHOCTb;

3(pPEKTUBHYIO BHYTPEHHIOKO 1 BHELLHIOK nepeaavy AaHHbIX;

XpaHeHWe [OOKYMEHTOB, MMEILWMX OTHOLWEHWE K cucTeMaM apmakoHag3opa W OCYLLECTBEHMUIO
dapmMakoHaa3opa no Kaxaomy 13 NeKkapCTBEHHbIX NpenapaToB, COrnacHO NPMMEHMMbIM CPOKaM XpPaHEHWsI.

2.8.3. [JepxaTenb perucTpaLMoHHOro y4OCTOBEPEHMS NEKapCTBEHHOro npenapaTta (ganee - gepxartenb
PErncTpaumMoHHOro yaoOCTOBEPEHUs) [OImkeH obecneunTb Hagnexailee LOKYMEHTMpoBaHue, obpalieHue u
XpaHeHue Bcew MHdopmauun no gapmMakoHag30py C LEenbio BbIMOMHEHUS MpoLeayp TOYHOrO pPenopTUPOBaHWUS,
WHTepnpeTaumm u BepuduKauMn OaHHbIX. [epxaTeneMm perucTpauMoHHOro YyAOCTOBEPEHUs AOMKHa ObiTb
obecneyeHa cMcTema NPOCNEXMBaEMOCTI 1 NOCTEAYOLLEN OLLEHKN COOBLLEHMI O HEXEeNnaTemNbHbIX PeaKuUsix.

B pamkax HacToswmx [NpaBun "penopTupoBaHue" 03HayaeT npouecc nepefayn B yCTaHOBNEHHOW dhopme
WMHOpMaLMM O HexenaTenbHbIX peakunsax B yNonHOMOYEHHbIE OpraHbl rocygapcTBa-yneHa unm NoAYMHeHHbIe UM
3KCMNepTHble opraHu3auun B cpepy KoMNeTeHLUN KOTOPbIX BKIOYEH hapMakoHaas3op.

2.8.4. Cuctema ynpaBrneHusi JOKyMeHTaumen OofmkHa BkNovaTb B cebst Komnnekc mep no obecrneveHuto
06€e30MacHOCTN U KOH(PMAEHUMANBHOCTU AaHHbIX B LEMsIX BbIMONHEHUA TpeOOBaHUA MO 3alumMTe MEepPCOHanbHbIX
OaHHbIX NMaUMEHTOB B COOTBETCTBMM C TPebOOBaHMSIMU 3aKOHOLATENbCTBA rOCYAapCTBa-yneHa. YKasaHHble Mepbl
OOJDKHbI BKITOYATh B cebsi CTporoe orpaHn4veHune, COrfacHo KOTOPOMY AOCTYN K OOKYMeHTauum u 6asam AaHHbIX
MMEeEeTCs TOMNBbKO Y YMOMHOMOYEHHbIX NNL.

2.8.5. Cucrtema ynpaBrneHuss AOKYMeEHTaUMen OOIPKHa BKMoYaTh B cebsa nmpouecchbl obecneyeHus 3almThbl
NMHpopmaunm no apmakoHaasopy OT NoTepu U paspyLUeHns.



2.9. [lokyMeHTaumsa cucteMbl kKayecTsa

2.9.1. Bce aneMeHTbl, TpeboBaHUS M MOMOXEHUSI CUCTEMbI KayecTBa LOJPKHblI ObITb AOKYMEHTUPOBAHbI U
cMcTemMaTn3MpoBaHbl COOTBETCTBYHOLLMM 06pa3om B BUAe TakMx PyKOBOACTB M npoueayp B MMCbMEHHON hopme, Kak
MnraH no KayecTBy, PyKOBOACTBO MO KA4eCTBY M OTYETLI MO Ka4YeCcTBy.

2.9.2. TnaH no KayecTBy onpegensieT OCHOBHbIE LIENMW CUCTEMbI KayecTBa WM MPOLECCHI, KOTOPblEe LOIDKHbI
ObITb BHEAPEHDBI ANst JOCTUXKEHMS NOCTaBMEHHbIX Lenewn. MNpoueaypbl No ka4ecTBy NpeacTaBnsaoT cobor onncaHue
YCTaHOBMEHHOMO NopsAKa BbINOMHEHNS MPOLIECCOB U MOTYT MMEeTb POPMY CTaHOAPTHbLIX ONepaLMOHHbIX NpoLeayp 1
paboymx MHCTPYKLUUIA U pykoBOACTB. PykoBOACTBO NO KavyecTBy onpeaensaeTt ob6nacTb pacnpocTpaHeHnst CUCTEMbI
KayecTBa, NpoLecChbl CUCTEMbI KavyecTBa U X B3aMMOCBA3b. OTUYeTbl NO KayecTBYy BKMOYalOT B cebs NOnyveHHble
pe3ynbTaTthbl paboTbl cUCTEMbI NMMBO NOATBEPKOEHUSA BbINOMHAEMON AEATENbHOCTH.

2.9.3. Cnctema KayecTBa JOMKHA ObITb OTpaXKeHa B CneyoLwmx AOKyMeHTax:

OOKYMeHTaLUusi N0 OpraHM3aLMOHHON CTPYKTYpe 1 0Bs3aHHOCTAM NepcoHana;

nnaH oby4yeHus 1 oTyeThl NO NPOBEAEHHOMY 00YYEHMIO;

WHCTPYKLUK MO COOTBETCTBUIO MPOLLECCOB YNpaBreHus;

WHCTPYKUUM MO KpUTUYECKMM npoueccaMm dapMakoHags3opa, Bknoyad obecrneyeHne HenpepbiBHOCTU
npouecca;

WHOMKATOPbl BbIMOJSIHEHUS MPOLLECCOB, KOTOpbIE MWCMOMb3YOTCA AN MOCTOSAHHOIO MOHUTOPUMPOBaHUSA
Haanexallero BbINOMHEHNs1 OYHKUUIA Mo hapMakoHaa3opy;

OTYeTbl MO ayauTy M nocrefywemMy ayauty CUCTEMbl KayecTBa, BKIOYas MOSyYEHHbIe [aHHble U
pe3ynbTathbl.

2.9.4. [lokymeHTauunsa no cMcTeme KayecTBa AOSMKHA Takke BKMoYaTb B cebs:

MEeTOoAbl MOHUTOPUPOBaHMSA 3(PPEKTUBHOCTM (PYHKLMOHMPOBAHMSA CUCTEMbI KayecTBa W, B YaCTHOCTU, ee
CMOCOOHOCTL BbINOJIHEHNS 3a4a4 CUCTEMbI KQYeCTBa;

OT4YeTbl MO pes3ynbTaTaM BbIMOMHEHHbIX Npoleayp No dgapMakoHag3opy, NoATBeEpXKAalolwme BbINOHEHNE
NpeaycMOTPEHHbIX 3TanoB 1 AEACTBUN;

OOKYMEHTbl U OTYeTbl MO cpeacTtBaM M 0obopydoBaHMIO, BKIOYas MPOBEPKY (PYHKUMOHANBbHbIX CBOWCTB,
OeATenbHOCTb MO  KBanudukaumm W Banvgauuu, KOTopble MOATBEpPXAalT BbIMONHEHWE BCeX CTaaun,
NpeayCcMOTPEHHbIX COOTBETCTBYIOLWMMM TpeboBaHMAMU, MPOTOKONAMN U NpoLeaypamu;

OoT4YeTbl, NOATBEPXAAlLMNE KOHTPOSb OTKIOHEHUA OT YCTAHOBMEHHOW CUCTEMbI KayecTBa, MPUHSTUE
npeaynpeanTenbHbIX U KOPPEKTUPYIOLLIMX MEPONPUATUN, OLLEHKY 3OEKTUBHOCTM NPUHSITLIX MEP.

2.10. JononHuTenbHas AOKYMEHTaLmMs Mo cucTemMe kavyectsa
aepxaTensi perMcTpaumoHHOro yaoCToBepeHus

B pononHeHue K Tpe6yeM017| OOKyMeHTaunMm no cucrtemMe KadecrtBa [epXxaTtellb perucrtpaynoHHOro
yAOCTOBEpEeHUA LOOJNKeH yTBepAuTb B BuAOE [OOKyMEHTa B NUCbMEHHOM cbopme OpraHn3aunoHHYKO CTPYKTYpPY,
onpenenAarnwyr nepapxmy4ecCkyro B3aMMOCBA3b YMNpaBldlOWEro un KOHTPONMPYOLWEro nnepcoHalnla, a Takxke
06s13aHHOCTU U (*)YHKLI,VIVI nepcoHarna, CuCtemMy ynpasleHnda pecypcamu.

2.11. JononHutenbHas JOKyMEHTauUnsa no cMcTteMe kayecTtea
YNOMHOMOYEHHbIX OPraHoB roCy4apCTB-YNeHOB

B pononHeHne Kk Tpebyemom [OOKyMeEHTauum MO CUCTEME KayecTBa YMOMHOMOYEHHbIA  OpraH
rocyfapcTBa-4neHa [OMKEeH [OKYMEHTMPOBATb OPraHuW3auuMOoHHYIO CTPYKTYpy, pacnpedeneHve 3agjady  u
OTBETCTBEHHOCTU BCErO NepcoHana, a Takke onpeaenqTb KOHTakTHble nuua ans obecnevyeHns B3aMMoOencTBus
MEXAY YNOMHOMOYEHHBIMU OpraHaMu roCyLapCTB-UYNIEHOB, AepXaTensMu pPerncTpauMoHHbIX YOOCTOBEPEHWUIA U
nvuamu, NnpeacTaBnsaoWUMM MHOPMaLIMIO O pUCKaX, CBSI3aHHbIX C NIEKAPCTBEHHLIMW NpenapaTamMu.

2.12. Kputudeckune npouecchl B hapmakoHagsope

2.12.1. Kputnyeckue npoueccol B hapmakoHaasope BKIoYalT B cebs:

HenpepbIBHbIA MOHUTOPUHT Npoduns 6e30NacHOCTU U COOTHOLLEHMS "Monb3a - pUCK” 3aperncTpupoBaHHbIX
nekapCTBEHHbIX NpenapaTos;

BHepeHVe, peanu3auuio U OLEHKY CUCTEMbl YMNpPaBIieHUs PpUCKaMU C OLEHKOM 3PPEKTUBHOCTU Mep
MUHMMU3ALNN PUCKS;

npouenypbl paboTbl C MHAMBUOYANbHBIMU COOGLLEHMAMN O HexenaTenbHbIX peakuusix: coop, obpaboTky,
yrpaBreHne, KOHTPONb KayecTBa, MOJlydeHMe HeAOoCTallMX AaHHbIX, MPUCBOEHME HOMepa, Krnaccudukauuio,
BbISIBIIEHME NMOBTOPHbIX COOBLLEHWIA, OLLEHKY U CBOEBPEMEHHOE NPeACcTaBreHue;



BbIsiIBNEHNE, U3y4eHUe N OLIeHKY CUrHarnoB;

paspaboTky, MOAroTOBKY (BKMOYas OLEHKY [AaHHbIX WM KOHTPOSb KayecTBa), NpeacTaBfeHUne U OLEHKY
nepuoanyeckmx obHoBNsieMbIX OTYETOB No 6e30nacHoOCTY;

BbINOMHEHNe 06513aTenbCTB NPY BbI30BE YNONTHOMOYEHHBIMY OpraHaMu rocyapCTB-4MeHOB 1 NpeAcTaBreHne
OTBETOB Ha 3anpochbl YNONHOMOYEHHbIX OPraHOB rocy4apCTB-4f1eHOB, BKINOYasa NpeacTaBieHme B yNONHOMOYEHHbIE
OopraHbl rocyapCTB-4Y1EHOB MPaBUITbHON U MOJSTHOW MHOpMaLuu;

obecneyeHve B3aMMOAENCTBUSA MexXay hapMakoHag30pOM M CUCTEMOW KOHTPOSSl Ka4ecTBa JleKapCTBEHHbIX
npenapaTos;

WHOPMUPOBAHME YMNOMHOMOYEHHbBIX OPraHoOB rOCYAapCTB-YEeHOB 000 BCEX W3MEHEHUSIX B OLEHKe
COOTHOLLEHMSA "NOMb3a - PUCK" 3aperMcTpMpoBaHHbIX NEKapCTBEHHbIX NpenapaTos;

WH(OPMMNPOBaAHUE MEOMLIMHCKUX U apMaLeBTUYEeCKMX paboOTHUKOB, NauneHToB 060 BCEX M3MEHEHUSX B
OLleHKe COOTHOLUeHusa "nonb3a - puck' ¢ uenbto obecneveHuss GesonacHOCTU N 3PEPEKTUBHOTO MPUMEHEHMS
nekapCTBEHHbIX NpenapaTos;

obecneyeHne COOTBETCTBUSA MHAOPMaLUKN O NEKapCTBEHHOM Mnpenapare, BKoYas OOLLy0 XapakTepucTuky
neKkapCcTBEHHOro npenapata Ans MeOULMHCKOTO NPUMEHEHWUsl, COBPEMEHHOMY YPOBHKO Hay4HbIX MEAMLMHCKMX
3HaHWI, BKMOYas CAOenaHHble 3akmoYeHus o0 OueHKe W peKoOMeHZAauun  YNOMHOMOYEHHBIX OpraHoB
rocygapCTB-UIIEHOB;

BbINOMHEHNE Bcex Tpebyembix OAEWCTBUWA B Cryvyae WM3MEHEHUSI PEermcTpalMoOHHOro ctaTyca Mo MnpuyvHe
nepecmoTpa npodunsa 6e3onacHoCcT.

2.12.2. lNnaH obecneyeHnst HeNPepbIBHOCTU NpoLiecca AOIPKEH BKoYaTh B cebs:

onpegeneHne cobbiTUi, KOTOPbIE MOTYT CYLLECTBEHHO NOBNUSATL HA NEpCoHarn opraHu3auum B Lenom nnbo Ha
CTPYKTYpbI 1 Npouecchl hapMakoHaasopa B YaCTHOCTH;

pes3epBHble CUCTEMbI Ha CriyYan HEOBXOAMMOCTU SKCTPEHHOro obMeHa Hpopmauuen BHYTpr opraHn3aumm, ¢
OPYrUMK  OpraHusaumsiMn, BbINONHALWMMN  (PYHKUMM N0 hbapmakoHag3opy, C Opyrumu paspaboTymkamu,
aepxatensMmun permcTpaLmOHHbIX YOAOCTOBEPEHUI U YNONMHOMOYEHHBIMW OpraHaMu rocyapCTB-4IeHOB.

2.13. KoHTpornb dyHKLMOHMPOBaHMS U 3hEKTUBHOCTU CUCTEMBI
hapmakoHaz30pa 1 ee CUCTEMbI KayecTBa

2.13.1. MeToabl KOHTPONS AEATENBHOCTU N 3PPEKTUBHOCTN CUCTEMBI (hapMaKkoHaa30pa LOSMKHbI BKIIOYaTbL B
cebs:

0030p 1 aHann3 cucTemMbl NULAMKM, OTBETCTBEHHBIMW 3a YNpaBrieHNe CUCTEMOW;

ayanThl;

KOHTPOIb COOTBETCTBUSA TpeboBaHUAM;

MHCNEeKLUMN;

OLEHKY 93(P(EeKTUBHOCTM MPUHATBIX MEp N0 MUHMMM3ALMKM pucka M obecneyeHns 6e3onacHoOro u
3hPeKTUBHOIrO NPUMEHEHMSA NEKAPCTBEHHbIX NpenapaTos.

2.13.2. B uensx BbINOSIHEHMSI MOHUTOPUHIa B OpraHn3aunm OomkHbI OblTb 3apaHee onpeaeneHbl MHANKaTopbl,
MO KOTOPbIM BbINOMHAETCS OLeHKa 3(dEKTUBHOCTN (PYHKLMOHMPOBAHMA CUCTEMbI (hbapMakoHag3opa C TOYKM
3peHuns TpeboBaHu kadecTBa.

2.13.3. Ayant cuctemMbl KayecTBa, OCHOBAHHbLIN Ha OUEHKe pucka, AOMKEeH BbINOMHATLCA perynsipHo yepes
onpeferneHHble UHTepBarbl BPpEMEHU C LIENbI0 MOATBEPXKOEHUS COOTBETCTBUSA YCTAHOBMEHHBIM TpeboBaHMAM K
KayectBy W onpegeneHuss adpekTMBHOCTU. AyaWT CUCTEMbI KavyecTBa [OIDKEH BKIYaTh ayauT CUCTEMb
dapmMakoHaa3opa, MMeLEen MHTErpMpoBaHHY CUCTEMY KavyecTBa. AyauT AOMKEH BbINOMHATLCA cneumnanuctamu,
He BOBIEYEHHbIMW B BbINOMHEHME (PYHKLMIA 1 npouenyp, noanexawmx ayauty. o pesynbtatam Kaxgoro ayaura
CUCTEMBbI KadecTBa M MOCMeaylLlero ayauta [OOIDKEH COCTaBMATbCA OTYET, MnoAanexaliMi OueHKe nuuamu,
OTBETCTBEHHbIMU 3a OpraHM3auuio COOTBETCTBYHLLMX ayaupyembix npoueccoB. B cnyyae HeobxogmMmocTu no
pesynbTatamMm ayauta OOSKHbI MPUHUMATBCHA KOPPEKTMPYIOLLME U NpeaynpeanTernbHble Mepbl.

2.13.4. YNONHOMOYEHHbIE OpraHbl rOCYyAapCTB-YNIEHOB [OJDKHbI 00ecnevymTb MOHWUTOPUHT BbIMOSIHEHUS
aepxaTensiMyM perMcTpaumoHHbIX yOOCTOBEPEHUI DYHKLUMI 1 00a3aHHOCTeN No dpapmMakoHaasopy. B uucno mep no
obecneyeHnto  MOHUTOPWHra  BXOOWUT  BbLIMOMTHEHME  MHCMEKTUPOBAHUS  AepXaTenen  perucTpauMOHHbIX
YyOOCTOBEPEHUI CO CTOPOHbLI YNOMTHOMOY€EHHbLIX OPraHOB roCyAapCTB-4IIEHOB.

2.14. YNonHOMoOYeHHoe nuLo no chapmakoHaasopy

2141, [epxaTernb perncTtpauuoHHOro yAOCTOBEPEHUS [OOIPKEeH Has3HayMTb U MMEeTb B MOCTOSAHHOM
pacnopsbkeHMM yNosTHOMOYEHHOE NnLo no dapmMakoHaasopy (ganee - YJ1®) B rocygapcTBax-uneHax, obnagatoilee
Tpebyemon kBanudpukaumen. [epxarenb perucTpaLMoHHbIX YOOCTOBEPEHU cooOLaeT haMmnnmio U KOHTaKTHYH
nHdpopmaumio 06 YJ1d B ynonHOMOYEHHbIE OpraHbl rocygapcTB-YneHoB. [1pyM nameHeHun gaHHow MHdopmaumm
aepxaTenb  PerucTpaumoOHHbIX  yOOCTOBEPEHUN  OOMKEH NpOMHGOpMMpoBaTb  YMOMHOMOYEHHbIE  OpraHbl



rocygapCTB-4YeHOB B CPOK, YCTaHaBNMBaEMbIN 3aKOHOAATENBCTBOM rOCY4apCTB-4IEHOB.

214.2. B kaxpon cucteme dapmakoHaasopa MoxeT ObiTb Tonbko opaHo YJIO. Yenyru YJIIO moxer
ncnonb3oBatb 6onee o4HOrO AepXaTens pPerMcTpaumMoHHbIX yOOCTOBEPEHUN B OOLMX UNN OTAENbHbIX cCUCTEMax
dapmMakoHaasopa, Unm N1uo MOXeT BbINOMNHATL doyHKUuK YI1P Gonee vyem ans ogHorm cuctemsl hapmakoHazsopa
O[IHOro AepXaTensa perncTpaLnoHHbIX yOOCTOBEPEHUI Npu ycrioBun, 4To YJI® B COCTOAHUN BbINOMHATL BCE CBOU
06s3aHHOCTW. B gononHeHue k HasHadeHmo YJ1® ynonHOMOYEHHbIE opraHbl rocy4apCTB-4reHoB Bnpase TpeboBaTb
Ha3HayYeHNs1 KOHTaKTHOro nuua no papmakoHag3opy Ha HaunoHanbHOM ypoBHe, nogvuMHeHHoro YJ1®. KoHTakTHoe
NNLUO Ha HaUMOHaNIbHOM YPOBHE MOXET BbINOMHATbL PyHKLUMK YO,

2.14.3. O6sa3aHHOCTM YI1® fOomKHbI oNpeaensaTbCs JOMMKHOCTHOM UHCTPYKUUER.

2.14 4. [lepxatenb permcTpauuoHHOro yaoctopepeHuns npegoctaesnseT YJ1® goctaTtouHble NONHOMOYUSA MO
yrpaBneHnio OesaTenbHOCTbI0 Mo dhapMakoHag3opy W cucTemMon kadectBa. [lepxaTenb pernmcrpauuoHHOro
yooctoBepeHus npegoctaesnser YJI® pgoctyn Kk macTtep-thaniny cuctemMbl  papmMakoHag3opa, a Takke
COOTBETCTBYIOLLME NOMHOMOYMSA N 0b6ecnevnBaeT nonyvyeHne nHgopmanmm o nodbix U3MEHEHNsIX B MacTep-canne.
MonHomouus, Kacawwmeca cucteMbl papmakoHaasopa M macTep-danna cucteMbl bapMakoHaas3opa, AO0JPKHbI
nossonaTe YJI® BHOCUTL WM3MEHEHMs B CUCTEeMy, MNaHbl ynpasBfneHus puckamn, a TakKkKe B MNOArOTOBKY
perynvpyoLnx AeACcTBUiA B OTBET Ha Ype3BblyaviHble CUTyaLnmn Mo u3MeHeHunto npoduns 6e3onacHoOCTU.

2.14.5. [lepxaTenb perncrpaumoHHOro yaoctoBepeHnsi obecnedmBaeT Hanmune BCeX CUCTEM W MPOLIECCOB,
nossonstoLwmx YJ1® BeINONHATE BO3NOXEHHbIE HA HEro 0b6sa3aHHOCTM. C 3TOW Lenblo AepXaTternb perncTpauuoHHOro
yOOCTOBEpPEHUs1 paspabaTbiBaeT MexaHW3Mbl, Npu noMowm KoTopbix YJI® nonyyaer BCO Heobxoaumyio
NMHGOPMALIMIO U UMEET JOCTYN KO BCEM AaHHbIM, KOTOPbIE eMy MOTyT NOTpeboBaTbCH, Hanpumep:

UHOPMaLNS O Ype3BblHaNHbIX CUTYaLUSAX NO M3MEHeHMAM npodunsa 6e3onacHoCTy 1 apyras MHpopmauus B
OTHOLUEHMN OLEHKN COOTHOLLEHWS "Norb3a - pUCK" NeKkapCTBEHHbIX NpenapaToB, Ha KOTOPbIE pacrnpocTpaHseTcs
cuctema hapmakoHaasopa;

WHdoOpMaUNs O MNPOAOIDKAIOWMXCA W 3aKOHYMBLUMXCS  KIMHUYECKMX WUCCReOOoBaHUSX W MPOYmMX
nccrnegoBaHusiX, O KOTOPbIX 3HaeT AepXaTenb PerncrpauuoHHOro YAOCTOBEPEHWS M KOTOpble MOryT MMEeTb
OTHOLUEeHME K 6e30MacHOCTU NekapCTBEHHbIX NpenapaTos;

WHopMaLUnNSA M3 UHbIX WUCTOYHUKOB, KPOME WUCTOYHMKOB fepXaTens perncTpauuoHHOro yaooCTOBEpPEHMS,
HanpuMMmep, WCTOYHWUKOB, C KOTOPbIMW AepxaTefb PerncTtpaumMoHHOro yOOCTOBEPEHUS WUMEeT KOHTPaKTHble
JOroBOPEHHOCTY;

npouenypbl hapMakoHaz3opa, KoTopble pa3pabaTbiBaeT gepXaTenb PerMcTpaunoHHOro YOOCTOBEPEHUS Ha
Ka)k[,OM YpOBHE C Lienblo obecnevyeHns cornacoBaHHOCTH 1 cobniogeHns TpeboBaHuii B npegenax opraHnsaumm.

2.14.6. YJI® nonyvaeT nHpOpMaLMIO OT PyKOBOAALLEro MepcoHana o pesynbTatax NoCTOsHHbIX 0630poB
CMCTEMBbI KayecTBa W NPeAnpuHATBIX Mepax, AaHHble O COOTBETCTBMM TpeboBaHMAM, NnaHupyembliM ayautam
cuctembl bapmakoHagsopa. YJI® umeeT NOMHOMOYMSA WMHMUMMPOBATL ayauT B Ccryvyae HeobxoaMMocTu.
PykoBogswun nepcoHan npegocTtasBnsetr YJ/I® konvio nnaHa KOPPEKTUPYLWMX W npeaynpeauTenbHbIX
MEpONPUATUIA MOCne Kaxgoro ayaurta, 4Ttobbl YJI® mMorno ybeautbCs B MPUHATUM  COOTBETCTBYHOLLMX
KOPPEKTUPYIOLLNX MEPOMNPUSATUN.

2.14.7. [epxaTenb PperucTpauMoHHOrO YAOOCTOBEpPEHUst obecnevvMBaeT BO3MOXHOCTb  MOJydYeHus
nHpopmaumm YJ®P 13 6asbl AaHHbIX HEXenaTenbHbIX peakunii, UMELLIENCS B ero pacrnopsiKeHUN.

2.15. KBanudukaumsa nuua, ynoiHoMOYeHHOro
no chapmakoHaasopy B Cotose

2.15.1. YNI® gomKHO uMeTb COOTBETCTBYIOLLME TEOPETUYECKNE U NPAKTUYECKNE 3HAHWUS MO OCYLLECTBIIEHUIO
aearenbHoCcTU no capmakoHaasopy. Y1 OomkHO MMETb HaBblkM ynpaBneHus cuctemamu papmakoHagsopa, a
TakKke NpoBeAeHUs AKCNepTU3bl NN UMETb AOCTYN K NPOBEAEHMIO 3KCMEPTU3bl B TakMx obnactsx, Kak MeauumHa,
hapmaLeBTUHECKME HayKK, a Takke anmaemuonormsa n buoctaTmctumka.

2.15.2. [lepxaTtenb permcTpaumMoHHOro yaoctToBepeH1s nposoant obyyeHmne YJI® B obnactu ceoen cuctemsl
dapmakoHagsopa nepef Tem, kak YJ1® 3anmeT JOMmMKHOCTb YNoNHOMOoYeHHoro nuua. ObyyeHue n ero pesynbTarhbl
AOIDKHbI Hagnexalumm obpa3oM AOKYMEeHTMPOBaTLCS.

2.16. ®dyHKUUKM Nuua, yNnonHOMOYEHHOro No dpapMakoHaa3opy
B Cotose

2.16.1. KBanudumumpoBaHHOEe nuLo, yNnosIHOMOYeHHoe no dhapmakoHaasopy B Cotose, apnseTca puanyeckum
nMuomMm.

2.16.2. YI1®, HazHa4yeHHOe AepXXaTenemM perncTpaunoHHbIX YAOCTOBEPEHUIA, JOITKHO MMETh KBanudmkaumio B
COOTBETCTBMU C NyHKTOM 2.15 HacToswmx [lpaBun u ObiTb B MOCTOSHHOM pacropsPKeHWM gepXkartens
PErncTpaumoHHbIX yaoctoBepeHuii. YJI® gomkHo npoxuBaTtb M paboTtatb B OQHOM M3 rocydapcTB-unieHoB. Y10
OoTBevyaeT 3a co3gaHue W (QyHKUMOHMpPOBaHME CUCTEMbl (papmakoHags3opa pfepxatens perucTpauyoHHbIX



yOOCTOBEPEHWU U, CnefoBaTenbHO, UMeeT AOCTAaTOYHO MOMHOMOYUA ANsi OKasaHWs BAVSHUSA Ha OCYLLEeCTBIEHWE
AeaTenbHOCTM Mo hapMakoHag3opy U CUCTEMY KavecTBa CUCTEMbI hapMakoHaa3opa, coaencTame, cobniogeHme un
NnoBbillEHME YPOBHSI cobrtogeHns TpeboBaHUW 3aKoHO4ATENbCTBA rOCYyOapCTB-YMEHOB, MEXOYyHAPOAHbIX
OOroBOPOB M akToB, cocTaenswowux npaso Cotosa. CnegosatenbHo, YJI® gomkHO obnagaTe MNOMHOMOYMSAMA W
OTBETCTBEHHOCTbIO B OTHOLLUEHWM MacTep-danna cuctembl apmakoHagsopa ¢ Tem, 4Tobbl obecneunBaTb U
MoBbILATb YPOBEHb COONOAEHUSA TpeboBaHU 3akOHOAaTENbCTBA rOCy4apCTB-4NEHOB, MEXAYHapOAHbIX JOrOBOPOB
1 aKToB, cocTaBnsoLwmx npaso Cotosa.

2.16.3. B oOTHOWeHWN nekapCTBEHHbLIX MpenapaToB, Ha KOTOpble pacnpocTpaHseTcsa cuctema
dapmMakoHaa3opa Aepxartens permcTpaumoHHbIX yaoctoepeHun, YJI® nveet cnegyrouime o693aHHOCTU:

BbINONHATE 0630p npodmnenn 6e3onacHOCT NeKapCTBEHHbIX MpenapaToB W Ype3Bbl4alHbIX CUTyalun no
n3meHeHuo npodunen 6e3onacHoCTy;

BNnagetTb MOMHOW WHgopmaunen 06 ycnoBuax U 0BA3AHHOCTHAX, YCTAHOBMEHHbIX MpUM  Bblgaye
perncTpaumMoHHbIX yOOCTOBEPEHUN, W Opyrnx obsasaTenbcTBax, WMeEKLWMX OTHOWeHue K 6e30nacHoCTVM unu
6e3onacHOMy NPUMEHEHMIO NEKapCTBEHHbIX NpPenapaTos;

BnageTb NONHOM nHopMaumen o Mepax MMHUMN3aLUUnN PUCKOB;

nPUHUMaTbL yyacTue B WU3YYEeHUU U YTBEPXKAEHUM MPOTOKOMOB MNOCTPErnMCTPaUMOHHBLIX UCCreaoBaHU
6e3onacHocTy;

BNageTb MOMHOW MHdOpPMaLMen O MOCTPErMCTPALMOHHBIX UCCNefoBaHusAX no 6e3onacHoCcTW, NpoBedeHne
KOTOPbIX HA3Ha4YeHO YNONIHOMOYEHHbIM OPraHOM rocyapCTB-UYreHOoB, BKNOYas pesynbTaThl TakMx uccneoBaHuin;

AOMNOMHATL NNaHbl yNpasneHus puckamu;

obecneynBaTb BbINOMHEHWE (PyHKUMIA NO dhapMakoHag3opy M NpeacTaBnAaTb BCE AOKYMEHTbl, MMeroLme
OTHOLLEHMWE K (hapMakoHaA30py, CornacHo TpeboBaHuAM 3akoHoA4aTeNbCTBa rocy4apCTB-4eHOB, MEXAYHAaPOAHbIX
AOroBOPOB M aKTOB, coCTaBnsoLWmx npaso Coto3a;

obecneuynmBaTb HeOOXOAMMOE Ka4yecCTBO, BKMOYas TOYHOCTb M MOMHOTY, AaHHbIX MO hapmakoHaasopy,
npeAcTaBnsieMbiX B YNOTHOMOYEHHbIE OpraHbl rocyapCTB-4YS1EHOB;

npeacTaBnATb  MOMHblIE UM CBOEBPEMEHHblE OTBETbl Ha  3anpocbl  YNOMHOMOYEHHbIX  OpraHoB
rocygapCTB-4IEHOB O NpeacTaBneHnn AONONHUTENBHON MHGOPMaLMK, HEOOXOAMMOWM OIS OLEHKM MONb3bl U pycka
nekapcTBEHHbIX NpenapaTos;

npeacTaBnsaTb Ntobyto MHPOPMALMIO, MMEIOLLYI0O OTHOLUEHNE K OLIEHKE COOTHOLLEHMA "nonb3a - puck', B
YNOMHOMOYEHHbIE OpraHbl rOCyJapCTB-YIEHOB;

OKasblBaTb MOMOLLb B NOArOTOBKE PEryNATOPHbIX MEP B OTBET Ha Ype3BblyaliHble cuTyauun 6e3onacHocTu
(Hanpumep, N3MeHeHNs1 B pekoMeHAaumsX No MeAULMHCKOMY MPUMEHEHUIO, CPOYHbIE OrpaHNYeHnsa 1 aoBeaeHue
nHdopmaumm 4o NauneHToB 1 MEANLUHCKMX PabOTHUKOB);

YHKUMOHNPOBATb B Ka4yeCTBE €AMHOr0 KOHTAKTHOrO nuua no dapmakoHag3opy AN YyNOSIHOMOYEHHbIX
OpraHoB rocydapcTB-YMEHOB, a Takke B KayeCcTBEe KOHTAKTHOrO nuvua Ans MHCNEeKUMA no dapmakoHaasopy C
obecneyeHreM 24-4yacoBoro gocryna.

2.16.4. YNI® ocyuwecTBnseT KOHTPONb (PYHKLMOHMPOBAHWS BCEX acnekToB CUCTEMbl hapmMakoHaasopa,
BKMOYaA ee CcucteMy KadectBa (Hanpumep, CcTaHAapTHble OrnepaluoHHble npoueaypbl, KOHTPaKTHble
OOrOBOPEHHOCTM, onepauuu no 0a3e [AaHHbIX, BbINONHEHME TpeboBaHMI CUCTEMbI KadecTBa, cobniogeHve
TpeboBaHWI K NPEACTABMNEHMIO OAHHbLIX B YAacTU MOMHOTHI U CBOEBPEMEHHOCTU, NPEACTABMEHUI0 NEPUOONYECKMX
06HOBMSAEMBIX OTYETOB MO Ge3onacHocTy, oTyeToB 06 ayautax u k obyvyeHuo nepcoHana no dapmakoHaasopy).
YIN® pomkHo pacnonaraTe MHGOpMaLMen o BanugaunoHHOM cTaTyce 0a3bl JaHHbIX HEXenaTenbHbIX peakumin Ha
NeKapCcTBEHHbIe Mpenapatbl, BKAOYas BCE BbIABNEHHbIE B XOA4e BanvgauuMm HeaoyeTbl UM MpPeanpuHATbie
KoppekTupylowme aencteusa. YJIO Tawke [OMKHO pacnonarate MHdopmauuen o060 BCex CyLECTBEHHbIX
NU3MEHEHNsIX, BHECEHHbIX B 0a3dy [AaHHbIX (Hanpumep, W3MEHEHUs, KOTOpble MOryT OKkas3aTb BNUsSHME Ha
AeaTenbHOCTb No hapMakoHaa3opy).

YJI® moxeT generMpoBaTb BbINOMHEHME cneumndunyecknx 3agaHun nog CBOMM HabniogeHunem nvuam ¢
COOTBETCTBYIOLIEN KBanudukaumen un obyyeHMem, Hanpumep, OCYLUECTBNEHWEe [JdesaTenbHOCTUM B KadecTBe
aKcnepToB No 0e30MacHOCTU ONpeAeneHHbIX JeKapCTBEHHbIX MNpenapaTtoB, npu ycnosuu, 4to YIN® 6Gyper
OCYLLECTBMNATb KOHTPOJSb (PYHKLMOHMPOBAHUSA BCEW CUCTEMBbI U npodunen 6e30nacHOCTM BCEX NEKapCTBEHHbIX
npenapaToB. Takoe [enerMpoBaHVe BbINOMHAEMbIX (YHKUMA [OMKHO ObiTb  Hagnexawum obpasom
OOKYMEHTUPOBaHO.

2.17. Cneumduyeckme npoLeccbl CUCTEMbI KaYecTBa y AepxaTenen
perncTpaumoHHbIX yaoctoBepeHun B Cotose

2.17.1. OepxaTenb peructpauMoHHbIX YAOCTOBEpeHMn paspabaTbiBaeT OOMOMNHUTENbHbIE CrneunarnbHble
MpPOoLEeCChbl CUCTEMbI Ka4eCTBa C LieNbio:

npeacTaBneHns AaHHbIX O HexXenaTenbHbIX peakumsax B 6a3bl AaHHbIX rocyAapcTB-ynieHoB u Coto3a B CPOKM,
YCTaAHOBMEHHbIE  3aKOHOAATENbCTBOM  FOCYAApCTB-UYNEHOB, MeXAyHapoAHbIMW  OOroBopamMu U akTamu,



cocTtasnsowmmu npaso Cotosa;

COXpaHeHus1 AOKYMEHTOB, B KOTOPbIX OnucaHa cuctema dapmakoHaasopa, A0 Tex nop, noka cyllecteyeT
cucTema, onncaHHas B macTep-danne cucteMbl oapmMakoHaas3opa, B TeYeHre He MeHee 5 neT nocne npekpalleHus
€e CyLleCTBOBaHMUS;

COXpaHeHMs OaHHbIX MO papMakoHag30py M OOKYMEHTOB, UMEKLLUX OTHOLLUEHUE K 3apermcTpypoBaHHbIM
nekapcTBeHHbIM MpenapaTtaMm B TeyeHue He meHee 10 neT mocne npekpalleHus OeNCTBMS YOOCTOBEPEHUN O
rocygapCTBEeHHOWN permctpaumy;

06HOBIEHNs MHOPMALIMM O NTEKAPCTBEHHbIX MpenapaTax CorfiacHo NoCregHUM Hay4YHbIM 3HaHUSIM, BKIoYas
oLeHKy npodunsa 6e30nacHOCTM U COOTHOLWIEHME "Monb3a - pUcK', a Takke pekoMeHZauusiM, pas3MeLleHHbIM Ha
canTax YMNONHOMOYEHHbIX OpraHoOB rOCY[apCTB-YNIEHOB B MHAOPMALNOHHO-TENEKOMMYHUKALUOHHOW CeTu
"HTepHeT". C 3TOM Uenblo gepxaTenb pPerucTpaLyoHHbIX YAOCTOBEPEHUN MOCTOSIHHO NpoBepsieT CanThbl
YNOMHOMOYEHHbIX OPraHOB roCyapCTB-UYNIEHOB HA HanuuMe COOTBETCTBYHOLUMX U3MEHEHUIN B OLEeHKe npodumns
6e30MacHOCTU M COOTHOLLEeHUA "nonb3a - puck”, BKMOYas M3MEHEHUS B pekoMeHZauusx no MeauLMHCKOMY
NPUMEHEHMIO U MHbIE Mepbl PErynsiTOpHOro xapakrepa.

2.17.2. B TeyeHMe nepuoda XpaHEHUs OOKYMeHTauuu gepxaTtenu perMcTpauuoHHbIX YAOCTOBEPEeHWNn
obecneynBaloT BOCCTaHaBNMBAEMOCTb JOKYMEHTOB.

2.17.3. [JOKYMEHTbl MOXHO XpaHWTb B 3fIEKTPOHHOM (popmaTe npu ycrnoBumM Hagnexawien Banuvaauuu
9MNEKTPOHHOW CUCTEMbI M CyLLECTBOBaHWS [AOrOBOPEHHOCTEN MO 3aluTe CUCTEMbI, OOCTYNy U pe3epBHOMY
KONMpOBaHMIO AaHHbiX. B cnyyae nepeBoga OOKYMEHTOB M3 BymaxHOro dgopmarta B 3MEKTPOHHbIM Mnpouecc
nepeBofa [OJPKEH rapaHTMpoOBaTb COXpaHeHMe BCel MHopmauun B opurMHanbHom dopmarte u obecrnedeHune
COXpaHEHUS YNTAEMOCTM Ha NPOTSHPKEHUN BCETO BPEMEHU XPaAHEHNs1 CpeacTBaMm, NCMOMNb3YyEMbIMU ANA XPaHEHMS!.

2.17.4. B cnyyae nornoweHns Apyron opraHnsauunen bmusHeca gepxartens perncTpaunoHHbIX yA0CTOBEPEHUN
BCE JOKYMEHTbI A0MKHbI ObITb NepeaaHbl U COXpaHeHbl B MOMHOM obbeme.

2.18. TpeboBaHus k cucteme kavectsa Npu AenernpoBaHnm
AepxarteneM permcTpaumoHHbIX yOOCTOBEPEHNIA BbIMONHAEMbIX
dyHKUMI NO hapmakoHan3opy

2.18.1. OepxaTenb pernctTpaLMoHHOro yaqoCcTOBEPEHUS MOXET AenerMpoBaTtb BCe UMK YacTb CBOMUX 3adad no
dhapmakoHag3opy, Bknoyas yHkuum YIP, gpyron opraHusauum vnuv nuudy (ecnv Kk Takomy nuuy moryT 6biTb
NPMMEHeHbI Takue xe TpeboBaHus, Kak K opraHusauun). MNMpu 9TOM OTBETCTBEHHOCTb 3a BhINOSIHEHWE 3agay U
0bs3aHHOCTEN No hapMakoHaa3opy, obecnevyeHne kavyectsa M LENOCTHOCTb CUCTEMbI bapmakoHag3opa HeceT
aepxxaTenb perMcTpaunoHHOro YaAoCTOBEPEHNS.

2.18.2. B cnyyae [penerMpoBaHusi OnpederneHHbIX 3ajad no  dapmakoHaasopy AgepxaTtenem
perncTpaumMoHHOro yAoCTOBEPEHUss OpPYron opraHu3aumy gepxaTtefb perncTpaurMoHHOro yAOCTOBEpeHus HeceT
OTBETCTBEHHOCTb 3a NPUMEHEeHne 3(PPEKTUBHON CUCTEMBI KayecTBa MCMOMHEHUs OaHHbIX 3agad. TpeboBaHusa Kk
cucteme hbapmakoHagsopa, onpegensiemble Hagnexawen npakTukon dapmakoHagsopa, Takke NPUMEHSITCS K
OpYron opraHn3sauuun, KOTOpon AenernpoBaHbl 3aJauun.

2.18.3. lMNpun penervpoBaHunM 3afjay ApPYron opraHusauuy aepxaTernb pPerucTpaLyMoHHOro yAoCTOBEpEeHUs
obecneynBaeT noApoOHOe, 4YeTKOE U MOCTOSIHHO OBHOBISIEMOe [OKYMeHTanbHoe OMOPMIEHUE KOHTPAKTHbIX
[JOroBOPEHHOCTEN MexXay AepxaTenemM perncTpauuoHHOro yaoCToBepeHns U Apyron opraHusaumen ¢ onmcaHmem
[JOroBOPEHHOCTEN MO AdenerMpoBaHHbIM 3ajayaM W OTBETCTBEHHOCTM KaxaoW wu3 cTtopoH. OnucaHue
AenermpoBaHHON [eATenbHOCTM U (MnM)  ycnyr [OmkHO ObiTb  BKMOYEHO B MacTep-ann  cucTembl
hapmakoHagsopa. [lpyras opraHusaumss MOXeT MoABepraTbCs MpoBepkam Mo YCMOTPEHWMKO YMOSTHOMOYEHHOrO
opraHa B COOTBETCTBYIOLLEM roCygapCTBe-UneHe.

2.18.4. B uensax KOHTPONS BbINOSTHEHUS KOHTPAKTHBLIX JOrOBOPEHHOCTEN No hapMakoHaa30py pekoMeHayeTcs
BbINOMHEHNE AepxxaTenemM perncTpaumMoHHOro YAoCTOBEPEHNS perynsapHbIX ayauToB opraHn3aumi, KOTopbiM Obinn
AenernposaHbl OYHKLMKW NO hbapMakoHaasopy.

2.19. Obwume 06a3aHHOCTM NO hapmMakoHaA30py B paMkax
MeXOyHapO4HbIX JOrOBOPOB M aKTOB, cOcTaBnstowmx npaso Coto3a

2.19.1. YNonHoMo4eHHble opraHbl rocyfapcTB-4NEeHOB HECYT OTBETCTBEHHOCTb 3a BbINOSIHEHWE 3a4ay no
hapmakoHaa3opy, Bo3naraeMblX Ha HAX 3aKOHOAATENbCTBOM rocyAapcTBa-yneHa, MexayHapoaHbIM1 JOroBopamMm
N aktamu, coctaBnsiowmmy npaeo Coto3a. C 3TOM Lenbio KaXabl YNONMHOMOYEHHbIW OpraH rocygapcrBa-yneHa
obecneunBaeT (PyHKUMOHMPOBaHME cuUCTeMbl apmMakoHaa3opa, co3daeT W MpUMEHseT  Hagnexaluyto
3P PEKTUBHYIO CUCTEMY KayecTBa OCYLLIECTBNSAEMON AEATENbHOCTH No hapmakoHaasopy.

2.19.2. TocypapcTBa-uneHbl COTPYAHWYAOT C Uenbl MNOCTOAHHOMO COBEPLUEHCTBOBaAHUA CUCTEM
dapmakoHagsopa MO OOCTWXKEHUIO BbICOKMX CTaHOApTOB 3awuTbl 340pOBbA  OOLLECTBEHHOCTM, BKMOYas
ncnonb3oBaHne 00beAVHEHHbIX PECYPCOB B LENsAX onTMMM3aumm NCNoNb30BaHMsA uMetoLwencs pecypcHor 6asbl B



pamkax Cotosa.

2.19.3. locypapctBa-yneHbl OnpefensioT KOHTAKTHble TOYKUM C LEenbi YNpoLleHWs B3auMOAEeNCTBUS
YMNOSITHOMOYEHHbIX OpPraHOB rOCydapCTB-YNIEHOB, [OepXaTenen perncrpauuMoHHbIX YAOCTOBEPEHUA U Nuu,
NpeAcTaBnsLWnX MHopMaLuo No dpapmMakoHaasopy.

2.20. OYyHKUMM YNONHOMOYEHHbLIX OPraHoOB roCyAapCTB-4S1EHOB

2.20.1. Kaxpoe rocygapCTBO-YneH AO/MKHO Ha3HauuTb YMNOSIHOMOYEHHLIM OpraH, OTBETCTBEHHbIN 3a
ocylecTBneHve apmakoHaasopa.

2.20.2. Kaxgbli ynofTHOMOYEHHbIN OpraH rocygapcraa-yneHa AomKeH BHeapuTb n obecneuntbe adhdekTmBHoe
YHKUNOHNPOBAHUE cUCTEMbl hapMakOHaZ30pa Mpy BbIMNOMHEHMM CBOUX 3a4ad M yvyacTuv B OeATENbHOCTM Mo
dapmakoHaasopy B pamkax Coto3a. B jaHHOM KOHTEKCTe YNONMHOMOYEHHbIV OpraH rocyaapcTBa-uneHa oTBeyaeT 3a
KOHTpONb ©e30MacHOCTM KaXaoro JNeKapCTBEHHOro Mnpenapara, 3aperMcTpupoBaHHOIO Ha  TeppUTopUsax
rocygapcrBa-yrneHa.

2.20.3. 3agaun n 00653aHHOCTM YMONHOMOYEHHbLIX OpPraHOB rOCYAapCTB-YNIEHOB MO dhapMakoHaa3opy
BKIOYaloT B cebs1 COTPYOAHUYECTBO Npu OOHApPYXXEHWW CUrHaroB W NMPUMEHEHWE Mep MUHUMU3ALUUK pucka Mpu
NPUHATUN COOTBETCTBYHOLLMX PELUEHUA.

2.20.4. YNONHOMOY€EHHbIE OpraHbl rocyAapCTB-4IEHOB OTBEYAIOT 3a NPOBEPKY OCYLLECTBIIEHUS AepXaTensaMm
pPEerncTpaumMoHHbIX YAOCTOBEPEHU hapMakoHaa3opa flekapCTBEHHbIX NpenapaToB Ha CBOEN TEPPUTOPUK, BKITtOYast
BbINMOSIHEHNE  WHCNEKUMA cucteM dapmakoHazsopa JdepKaTenei  perncTpaumMoHHbIX — yOOCTOBEPEHMN.
YNONMHOMOYEHHbIN OpraH Kagoro rocyaapcrea-yneHa obecnevmBaeT npeacTaBneHne BCeX AaHHBIX MO KaXaon 13
npoueayp no chapmakoHag3opy B YMONTHOMOYEHHbIE OpraHbl APYrMX rOCYAapCTB-YNEHOB B COOTBETCTBUM C
3aKoHO4AaTeNbCTBOM rocyAapCTBa-yneHa, MexayHapoOHbIMU [OroBOpaMyM M akTamu, COCTaBMSOWMMKU NpaBo
Coto3a.

2.21. NnaHnpoBaHmne roTOBHOCTU K hapMakoHaa30py
NPV BO3HUKHOBEHWUN 3KCTPEHHbIX CUTyaLni
B 06LLECTBEHHOM 30paBOOXPaHEHNM

2.21.1. Cuctembl hapmakoHaz3opa gepXaTenen perMcTpauyoHHbIX YOOCTOBEPEHUA U YNMONTHOMOYEHHbIX
OpraHoB roCydapCTB-YSIEHOB [OIMDKHbI ObiTb adanTMpoBaHbl K 3KCTPEHHbIM CUTyauusM B OOLLECTBEHHOM
3apaBooxpaHeHuu. 1o mepe Heo6xoaMMOCTM AOMKHbI ObITh pa3paboTaHbl NaHbl FOTOBHOCTMW.

OKCTpeHHas cuTyauus B OOLEeCTBEHHOM 34paBOOXpaHeHuM npeacTtaBnseT cobon yrposy obLecTBeHHOMY
300pOBbLI0, NPU3HaHHYO BcemmnpHon opraHmsaumen sgpasooxpaHeHms (BO3) nubo ynonHOMOYEHHbIMWM OpraHamu
rocygapCTB-4IeHoB.

TpeboBaHus chapMakoHag3opa K 9KCTPEHHbIM CUTyaunsM B 06LLIECTBEHHOM 34paBOOXPaHEeHMN OLLeHUBaloTCH
YMOSTHOMOYEHHbLIMWU OpraHaMu rocy4apCTB-YneHOB Ha nHAnBMAyansHon ocHoBe. O TpeboBaHuAx papmakoHagsopa
coobLlaeTc AepXaTensam perMcTpauMoHHbIX YOOCTOBEPEHWUA U OOLLECTBEHHOCTU. YMONTHOMOYEHHbIE OpraHbl
rocyapcTB-4YneHoB Ny6nukyoT yBe4OMIEHUS] 006 SKCTPEHHBIX CUTYaLUsAX HA CBOMX OdULManbHbIX CanTax.

3. MacTtep-dainn cuctembl hapMmakoHagsopa
3.1. CTpyKTypbl U NpoLecchl

3.1.1. Mactep-cann cuctembl papmakoHag3opa npegHasHavyeH Ansg onucaHus cuctembl hapmakoHagsopa u
OOKYMEHTUPOBAHHOIO MOATBEPKAEHUS ee COoOoTBeTCTBMA TpeboBaHMAM 3akoHOAAaTenbCTBa roCcyapCTB-YNEeHOB,
MexXOyHapOAHbIX OOroBOPOB M akToB, coctaBnswwmx npaBo Corosa. Mactep-thann nossonseT Hagnexalimm
obpa3oM OcCyLecTBUTb NIaHWpoBaHWe W MpoBeAeHWe ayauToB CucTeMbl (hbapmakoHagsopa AepxaTtenem
perncTpaumMoHHOro YA0CTOBEPEHUS, a TaKKe UHCNEKTUPOBAHWUI YNONTHOMOYEHHBIMWU OpraHaMu rocyfapCTB-4/1EHOB.
MacTtep-darin BkroyaeT B cebs 0630p cuctembl hapmakoHag3opa gepkaTens permcTpaLmnoHHOro yaocToBepeHus,
4YTO NO3BOMNSAET caenaTb ee 06LLYI0 OLEHKY YNONHOMOYEHHBIMU OpraHaMm rocy4apCcTB-UrieHOB Ha perncTpauioHHOM
1 NOCTPErnCTPaLMOHHOM aTanax.

3.1.2. CocTtaBneHve macTep-hanna M akTyanusauus uHgopmauum, copepxallerca B HeMm, No3BOMsSHoT
aepxaTento permcTpauuoHHOro yaoCTOBEPEHNS U YNONHOMOYEHHOMY fnuy No dhapMakoHaasopy:

ybeantbca B TOM, 4YTO cuctema dhapmakoHaasopa BHegpeHa cornacHo TpeboBaHMAM 3akoHodaTenbCTBa
rocygapCTB-UIIEHOB, MeXAyHapoOHbIX AOrOBOPOB U akTOB, COCTaBnsawLwmx npaso Coo3a;

NoATBEPAWTb COOTBETCTBME CUCTEMBI AENCTBYOLWUM TpeboBaHMAM;

nony4nTb MHOPMAaLMIO O HEAOCTaTKaxX CUCTEMBI UMK BbISBUTb HecobnogeHue TpebosaHni;

nonyyYnTb MHAOPMAaLMIO O pUCKaX WU He3mEEKTUBHOCTU BbLIMOMHEHUA oOnpedeneHHbIX HanpaBneHnn
JeaTernbHOCTY Mo hapmakoHaa3opy.



3.1.3. Vcnonb3oBaHne macTtep-gaina cnocobcTByeT onTUMM3aUMM npouecca Haanexallero ynpasneHust
CUCTEMOI, a TaKkKe COBEpPLUEHCTBOBAHUA cUCTeMbl (hapMakoHaa3opa. TpeboBaHusA K NpedcTaBreHUo KpaTKoro
onucaHus cuctembl hapMakoHaa3opa AepKaTensi perncTpalunoHHOro YA0oCToBepeHusl B hopme MacTep-aiina, a
Takke XPOHONOrMsl BHECEHUS] COOTBETCTBYIOLLMM OpPraHOM M3MeHeHu obreryatoT niaHnpoBaHne u acpdeKTUBHOE
npoBeAeHNe YNoNHOMOYEHHbBIMW OpraHamMy rocy4apCTB-YNIEHOB MHCMEKLMUIA HA OCHOBaHUM MeToAa OLIEHKN PUCKOB.

3.2. Pernctpauus v nogaepxaHme mactep-ganna

3.2.1. MecToHaxoxaeHue.

MacTtep-ann cuctembl chapmakoHaz30pa AOSPKEH HAXOOUTLCA HA TEPPUTOPUSAX rocyaapCTB-UneHoB, nmbo B
MeCTe BbINOSIHEHNSI OCHOBHOW AeATENBHOCTM NO hapMakoHaa3opy, NMbo B MecTe, B KOTOPOM KBanuuumpoBaHHoe
NMLO OTBeYaeT 3a OCyLUeCTBrneHMe apmMakoHaasopa, He3aBUCUMo oT dropmarta (BymakHbIA UK 3NEKTPOHHbIN).
YNONHOMOYEHHbIN OpraH rocyaapcrBa-yrneHa [JomkeH OblTb MpOMHGOPMUMPOBAH O MECTE pacronoXeHus
MacTep-harina, a Takke [OMKEH He3aMeanuTenbHO WHPOPMMPOBATBLCS O JIHOObIX M3MEHEHMAX MecTa ero
pacnonoxeHus. Tpebyemass MHdoOpMauusa MO pacnonoXeHut MacTep-davna BknyaeT B cebs ykasaHue Ha
MeCTOHaxoXAeHue (agpec) AepXKaTensi permcTpauMoHHOIro yaooCTOBEPEHUS U TPETbEN CTOPOHBI MO COrnaLleHuto.
OTOT agpec MOXeT oTnuMyaTbCA OT agpeca 3asiBUTeNs Wnu Aepxatenst permcTpauyMoHHOro yaoCTOBEpeHus,
Hanpumep, B Cryyae ykasaHus agpeca Apyroro oduca fepxaTtensd pervcTpaumoHHOrO yooCTOBEPEHUS UNu B
cry4yae BbINOJIHEHUSA OCHOBHOW AEATENbHOCTM TPETbEN CTOPOHONM MO cornawleHuto. MNpu onpeaeneHnn 0CHOBHOTO
MecTa OCYLLECTBMNEHUSI OEeATEeNbHOCTU Mo hapmakoHaa3opy AepXaTenb PerncTpalyoHHOro yAOCTOBEPEHUSsI
OOIDKEH YyuuMTbiBaTb Hauvmnydllee MeCTOHaxoXaeHue ana cuctembl ¢apmakoHagsopa B uenom. [epxartenb
pPErncTpaumoOHHbIX YOOCTOBEPEHUI OOIMKEH MMETb COOTBETCTBYKLEee ob6OCHOBaHME ANSA NPUHSATUS peLleHus O
pacnonoxeHun mactep-ganna. B cuTyaumm, korga OCHOBHasi OeATENbHOCTb OCYLLECTBSIETCA 3a npegenammu
Coto3a unM HEBO3MOXHO OnpefenuTb OCHOBHOE MECTOHaxXOoXAeHue, MO YMOMYaHMK MECTOHAXOXAEHUEM
MacTep-carina aBnaeTCca MecTo OCyLLeCTBNEHNSA AeATENbHOCTU YNONHOMOYEHHOrO Nuua no bapMakoHaasopy.

3.2.2. MNepepava obs3aHHOCTEN NO MacTep-danny cuctemsl papmakoHagsopa.

3.2.2.1. TMepepavyy wnn paenervpoBaHne o0S3aHHOCTEN W OEATENbHOCTM MO Mactep-goansly CUCTEMbI
dhapmakoHag3opa Heobxoanmo 0dOpMNATbL OOKYMEHTANbHO W KOHTPONMMPOBaTb C LENbi MNOATBEPXKAEHUS
BbINOMHEHNA Oep)XaTenem perMcTpaumoHHbIX YOOCTOBEPEHUN CBOUX 0BS3aHHOCTEN. YMONMHOMOYEHHOE NULO Mo
hapmakoHag3opy AOMKHO ObiTb NPOMH(OPMUPOBAHO 006 W3MEHEHWsIX, BHOCMMbIX B MacTep-dann CucTemsl
hapmakoHag3opa B LieNsxX BbIMONIHEHWS UM MOSTHOMOYUIA MO BHECEHUIO N3MEHEHMWI C LiENbI0 COBEPLUEHCTBOBAHNS
cucTembl. Tunbl UI3MEHEHWIA, O KOTOPbLIX creayeT He3ameanuMTenbHO MHPOPMUPOBaAThL YNOMHOMOYEHHOE NULO Mo
dapmakoHaasopy:

N3MEHeHWs1, BHOCUMbIE B MacTep-gann cuctemsl bapmakoHaasopa, Unm n3amMeHeHue ero MeCTOHaxXOXaeHus,
CBEOEHUSA 0 KOTOPbIX AOJMKHbI COOBLLATLCSA B YNOMHOMOYEHHbBIE OpraHbl FOCY4apCTB-UIEHOB;

pobaBneHne KoppekTupyowmx u (Mnn) npeaynpeauTernbHbIX MeponpuaTuin B macTep-damn Cuctembl
dapmakoHaasopa (Hanpumep, No pedynbTatam NPOBEAEHUS ayaUTOB M UHCNEKUNIA) U ynNpaBrieHne OTKITOHEHUAMMU
OT NPOLECCOB, YKa3aHHbIX B CUCTEME YNPaBMEHUS Ka4eCTBOM CUCTEMbI (hapMaKoHaa30pa;

MU3MEHEHUsI, BHOCMMblE B cofepxallylocs B MacTep-danne uHdopmaumio, KoTopble YOOBNETBOPSAIOT
KpUTEpPUAM  Hagmnexallero KOHTponsa cucTembl dapMakoHag3opa (B pamMKkax MOLWHOCTM  CUCTEMBI,
byHKLMOHMPOBaHUA 1 cobrntogeHns TpeboBaHun);

N3MEHEHWs1 yCTAHOBIIEHHOW AOrOBOPEHHOCTU O NPeACcTaBneHun Mmactep-ganna cuctemsl hapMakoHagsopa B
YNOMMHOMOYEHHbIE OpraHbl rOCyJapCTB-4YIIEHOB.

3.2.2.2. YnonHoMo4eHHOe nuuo no dapmakoHaasopy AOMKHO B MUCbMEHHOM BuAe MNOATBEPAUTb €ro
yBeAOMIEHNE B OTHOLLEHUWN CMEAYIOLWNX U3MEHEHWIA:

BKMIOYEHNE NEKAPCTBEHHbIX MNpenapaTtoB B CUCTEMY apMakoHaas3opa, 3a KOTOpyw OTBevaeT
YNOMIHOMOYEHHOE NnLo No hapMakoHaa3opy;

nepegava ob6a3aHHOCTEN NO cucteMe papmMakoHaa3opa YnonHOMOYEHHOMY 1Ly No ddapMakoHaa3opy.

3.3. OnuncaHue cuctem chapmakoHagsopa

B macTtep-daiine cuctembl papmakoHaa3opa AomkHa ObiTb onucaHa cuctema oapmakoHaasopa 1 unu 6onee
NeKapCTBEHHbLIX MpenapaTtoB AepXaTens perucTpauuMoHHbIX — yaocToBepeHuin. K pasHbiM  KaTeropusiv
NeKapCTBEHHbIX NPenapaToB AepXaTerb PErMcTPauMOHHbIX YAOCTOBEPEHUN MOXET NPUMEHNATL pasHble CUCTEMBI
apmakoHagsopa. Kaxgas Takasa cuctema gormkHa ObiTb onvcaHa B OTAENbHOM Mactep-cdanne CUCTeMbI
dapmakoHaasopa. 311 macTep-calinbl JOMMKHbI B LIENIOM OXBaTbiBaTh BCE NIEKAPCTBEHHbIE Npenaparthbl AepXaTterns
PErncTpauUmMOHHbIX YAOCTOBEPEHUI, HA KOTOPbIE BblAAHO YAOCTOBEPEHUE O rOCYAAPCTBEHHOWN perucTpaumm.

B cnyyae ecnu y gepxaTtensi permctpauMoHHbIX YAOCTOBEpeHu (PyHKUMOHMpyeT Boree yem 1 cuctema
dapmakoHagsopa, Hanpumep, cneumduyeckne CcucteMbl apmakoHag3opa Ans  onpedeneHHbIX  BYMAOB
NEeKapCTBEHHbIX npenapatoB (BakuWHbI, CAHUTAPHO-TUTMEHMYECKAa npoaykuus wu  T.4.) WM cucTema



dapmakoHagsopa oOxBaTblBaeT fekapCTBeHHble npenapaTbl 6oree 1 gepxatens  perucTpaumoOHHbIX
yOOCTOBEpEeHuU, NnpeacTasnaeTca 1 mactep-ann cuctemol hapMakoHaa3opa, OnucbIBalOLLNA KaXayto CUCTEMY.

Hepxatenem perncrpauuoHHOrO YAOCTOBEPEHUS AOIMKHO OblTb HA3HAYeHO YMOMHOMOYEHHOE IULO Mo
hapmakoHaa3opy, OTBETCTBEHHOE 3a co3JaHve W BedeHMe cucTembl apMakoHag3opa, OMMCaHHOW B
MacTep-canne cuctembl hapMmakoHagsopa.

Ecnm 1 cucrtema apmakoHag3opa MCNONb3yeTCs HECKONMbKUMU  AepXaTensMu  perMcTpaumOoHHbIX
yOOCTOBEPEHU, Kaxabl AepXaTenb PerMcTpaumMOHHbIX yOOCTOBEPEHUN HeceT OTBETCTBEHHOCTb 3a Hanuyune
macTep-cpanna cuctemMbl hapMakoHag3opa, B KOTOPOM OnucaHa cuctema dapMakoHag3opa BbIMyCKaemMon UM
npoaykuunn. [lepxatenb perncTpaumMoHHOro yaoCcToBEPEHNSA MOXET AenernposaTtb Yepes NMCbMEHHOE CornalleHne
(Hanpumep, napTHepy MO NMUEH3MM unu cybnoapsayuky) 4vacTb AEATENbHOCTM WNW BCHO AEATEeNnbHOCTb Mo
hapmakoHaa3opy, 3a Hagnexaiee BbIiNONIHEHNE KOTOPOW HECET OTBETCTBEHHOCTb AepXaTernb PerncTpalmoHHOro
yooctoBepeHusi. B atom cnyyae macTtep-pavin cucteMbl apmakoHaZsopa AepxaTens perncrpaumoHHOro
yOOCTOBEPEHUS MOXET UMETb MEPEKPECTHYHO CChINKy Ha Mactep-ghann uMnuM Ha 4acTb MacTtep-ganna cuctembl
hapmakoHaasopa, ynpaBnsemMoro CUCTEMON CTOPOHbI, KOTOpoW Bbina AenernposaHa AeATENbHOCTbL Ha OCHOBAHUU
cornaiwleHns o JOcTyne K AaHHOW MHGOPMAaLMM CO CTOPOHbI AepXaTens perncTpaurvoHHOro YAOCTOBEPEHUS U
YMONTHOMOYEHHbIX OpPraHoOB rOCyAapcCTB-YneHoB. [lepxaTenb PervcTpauMoHHOrO YAOCTOBEPEHWUS [AOITKEH
obecneuntb COOTBETCTBME COAEPXaHWUS CCbIMIOYHbIX (OalnoB cucteMe apMakoHagsopa, MNPUMEHUMON K
nekapcTBEHHOMY npenapary.

B cooTBeTcTBYylOWMUX CcnyYasx B MPUIIOKEHUU YKa3biBAETCA MNepeyeHb Mactep-annoB cuctemsbl
hapmakoHag3opa, NogaepXuBaeMbiXx OOHVMM OepXaTenem perncTpauuoHHbIX YAOCToBepeHui. B npunaraemyto
WHOpMaLMIO  BKIHOYAKOTCA [aHHble O MEeCTOHaxOXaeHuum MacTep-gannos, wHdgopmaums o6 YJIO u
COOTBETCTBYIOLUMNX NEKAPCTBEHHbIX Npenaparax.

B kpaTkon nHdopmaumm, NnpeactTaBnIeMon B yNOSTHOMOYEHHbIE OpraHbl roCy4apCTB-YIIeHOB, He MOXET ObiTb
YKa3aHO HECKONbKO MECT HaxoXaeHWs 04HOro mactep-ganna cuctembl hapMakoHaasopa.

Mpu penermpoBaHuM [eATENbLHOCTUM MO cucTteme dapmakoHagsopa M ee Mactep-channy gepxarens
perucTpaumMoHHOro yaoCTOBEPEHUSA HeceT OTBETCTBEHHOCTb 3a cucTeMy apmakoHaasopa, npeacTaBrieHve
MHdOpMaLMM O pacnonoXxeHun Mactep-danna cuctembl papmakoHagsopa, BeeHMM Mactep-canna cuctembl
hapmakoHag3opa 1 ero NpeacTaBneHMn B YNONTHOMOYEHHbIE OpraHbl roCy4apCcTB-4YeHoB No 3anpocy. B Hannuun
OOMKHbI ObITb MUCbMEHHbIE COrMalleHnst ¢ onucaHmem YHKUMA 1 obs3aHHOCTEN No mactep-danny cuctemsl
cdhapmakoHag3opa, ero NpeacTaBeHNIO U NOAAEPXKAHMIO, @ TaKkKe OCYyLLEeCTBMNEHNI0 (hapmakoHaa3opa.

Mpu wucnonb3oBaHWM cucTeMbl (papmakoHaA30pa HECKONMbKMMU — AepXaTensiMM  pPermcTpauyoHHbIX
yOOCTOBEPEHU peKkoMeHOyeTcsd, 4YTOObl napTHepbl CcornacoBanu COBMECTHOE BedeHME COOTBETCTBYHOLLMX
pasgenos B pamkax CBoux Mactep-dannos B cucteme. O AOCTYNHOCTU MacTep-danna cuctemMbl hapmakoHagsopa
ONns  gepxartenen perncTpaumoHHbIX YAOCTOBEPEHWW W €ero npeacTaBreHnn B YMONTHOMOYEHHbIE OpraHbl
rocygapCTB-YNeHOB [JOOMKHO OblTb yKasaHO B MNUCbMEHHbIX cornaweHusx. BaxHo, u4Tobbl AgepxaTenb
perncTpauMoHHbIX yaocToBepeHun ybeanncsa B TOM, YTO cuctema hapMakoHagsopa, pacnpocTpaHsemasi Ha ux
NPOAYKLMI0, COOTBETCTBYET HEOOXOAUMBIM TpEHOBaHMAM.

3.4. ObsizaTenbHasa nHopMaums B mactep-darine
cucTembl hapmakoHaasopa

MacTep-gavn cuctembl hapMakoHag3opa AOMKEH BKMYaTb B ce0A OOKYMEHTbl C OMMCaHMEM CUCTEMbI
dapmakoHaasopa. CopgepxaHue macTtep-thanina cuctembl hapmakoHag3opa [OJDKHO OTpaxaTb LOCTYMHOCTb
nHdopmaumm no 6Ges3onacHOCTN MekapCTBEHHbIX MpenapaToB, 3apermcTpuMpoBaHHbIX B FOCyAapCTBax-yrneHax.
MacTep-tann JomkeH nmeTb ornasneHne ¢ uenbio obecnedeHns BO3MOXHOCTA OPUEHTMPOBAHNS B AOKYMEHTE.

3.4.1. Pasgen mactep-canna o6 YJ1O.

Nudopmauus 06 YJI® B macTep-thanne gomkHa BkrodaTh B cebs:

onncaHme 06A3aHHOCTEN, rapaHTUpylLWwmx Hanudve y YJ1® cooTBeTCTBYIOLMX NOMHOMOYMIA MO CUCTEME
dhapmakoHag3opa ¢ Lenbio obecneyeHmns, CooeicTBUsI U NOBbLILEHUS YPOBHSI COOTBETCTBMSA TpeOOBaHNSM;

KpaTKoe pe3toMe C OCHOBHOM nHdopmaumen o ponun YI;

KOHTaKTHyt0 nHdopmaumio o6 YJ1P, kotopasi LOMmkHa BKNoYaTh B cebst hammnnmio, NoYToBbIM agpec, HoMepa
TenedoHa, dakca, 3NeKTPOHHYI NOYTYy 1 pabounin agpec;

WHpopMaLMio O MPUMEHEHUM Pe3ePBHLIX CornalleHun B cnydae otcytcTeus YJ1®. B cnyyae genermpoBaHus
onpegeneHHbix 3agadv YJ1® nHoMy MCnonmHUTENO nepedYeHb OenerMpoBaHHbIX 3aayvy OOMKEH ObITb BKIHOYEH B
MPUIOXEHUS C yKasdaHWeM OnncaHus AenermpoBaHHON AeATENbHOCTM U NnL, KOTOPbIM OHa Bbina generpoBaHa;

onncaHme kBanudukaumm n onbita YJ1®, nmerowmnx oTHOLEHNE K OEATENBHOCTU MO hapMakoHaa3opy.

3.4.2. Paspen wmacrtep-havina o006 OpraHM3auuoOHHOW CTPYKTYpe JepXatenss peructpauuoHHOro
yOOCTOBEPEHUS.

3.4.2.1. Heobxogumo npencraBuTb OMMCaHUE OPraHWM3auMOHHOW CTPYKTYpPbl COOTBETCTBYHOLLEN CUCTEMBI
apmakoHagsopa AepxaTtens peructpauuMoHHoOro ygoctoBepeHus. OnucaHne [OMKHO JdaBaTb  YeTkoe



npeacTaBneHve O 3a4eWCTBOBAHHbLIX OpraHu3aumsax, OCHOBHbIX CTPYKTYPHbIX MoApasfeneHusiX, 3aHMMaloLwmuxcs
apmMakoHaa30pOM, M B3aMMOOTHOLLUEHUSX MeXOy OpraHu3auusaMu Uu  CTPYKTYPHbIMU  noApasfeneHusamu,
UMEIOLLMMM OTHOLLUEHWE K BbINOMIHEHUIO OeAaTenbHOCTM no  dhapmakoHaasopy. B mactep-canne cuctemsl
dapmakoHaa3opa AosfmkHa ObiTb NpeAcTaBneHa crneayoLwas MHopmauus:

opraHuMsaumoHHasa CTPYKTypa aepxatens perMcTpaumoHHOro yaoCcToOBEPEHMS, BKIHOYasa yKa3aHUe NosoXeHns
YJ1® B opraHmnsaumu;

agpec MecTa HaxoXAeHWd, No KOTOPOMY OCYLLECTBISETCA AeATerbHOCTb Mo dhapMakoHaa3opy, BKA4Yast
cbop 1 OueHKY MHOMBMAOYanbHbIX COOBLLEHMI O HexenaTeNbHbIX peakuusax, BBOA4 coobLleHuii B 6a3y AaHHbIX MO
BGe3onacHOCTK, NOAroTOBKY MepuoaMyeckoro obHoBNsieMoro otyeta no 6e30MacHOCTM, BbISIBEHME W aHanus
CUrHanoB, BeJeHWe MNaHoB ynpaBfeHusl pUCKaMu, YynpasfeHue MpoBeAeHUEM MNpeaperncTpaunuoHHbIX W
NOCTPErncCTPaLUMOHHbIX NCCNEAOBAHNIA U yNpaBneHne u3MeHeHNs M1, BHOCUMbIMU B MHGbOpMaLmio no 6e3onacHoCcTu
nekapcTBEHHOro npenapara.

3.4.2.2. Pazgen mactep-harina o gesTenbHOCT No hapMakoHaa3opy, nepegaBaemMon Ha ayTCOPCUHT.

3.4.2.2.1. Mactep-hann cuctemsl chapmakoHaasopa AOMKEH COAepXaTb OonucaHne OeATenbHOCTU u (Mnu)
YCIyr no BbINOJNTHEHNIO 06513aTENLCTB MO hapMaKoHaA30py, NepeaaHHbIX Ha ayTCOPCUHT.

3.4.2.2.2. WHpopmaums B pasgene [ormkHa coaepxaTb MNOATBEPXKAEHME B3aMMOCBA3NM C  OPYrUMUK
OpraHu3aumMoHHbIMK  CTPYKTypamu (Hanpumep, CcorfnalieHne O COBMECTHOM MapKETUHre JieKapCTBEHHOro
npenaparta, CorfialleHne O BbINOMIHEHUN OeATeNIbHOCTM Mo hapMakoHag3opy noapsayvMkaMy, a Takke MHble
KOMMep4yeckue cornaweHus). HeobxoaMMo ykasaTb MECTOHaxXOXOEHVWe W onucaTb CUCTEMY UMELLMXCS
cornalleHnn o [OedaTenbHOCTUM MO apmakoHag3opy, nepedaBaeMor Ha ayTcopcuHr. OnucaHue CUCTEMb
cornalleHnn MoxeT OblTb COCTaBMNEHO B BUAE NepeyHs unu tabnuubl. MNpun onMcaHMm cuctemel cornalleHunin B Buae
Tabnvubl nNpuBOAATCA cBefeHus 06 y4yacTBYHOLIMX CTOPOHAX, MPUHATBIX 00s3aTenbCTBaX, JleKapCTBEHHbIX
npenapaTtax No KOTOPbIM OCYLIECTBMSETCSA (hapMakoHag30p U TeppUTOPMSX FOCYyOapCTB-UYNIEHOB, Ha KOTOPbIX
ocyulecTtensieTcs hapmakoHazsop. Npy onucaHum cuctemMbl COrnalleHuMn B BUAE NEPEYHSA ero CTPYKTYPUPYHOT MNo
BMAAM WCMNONb3yeMbIX YCnyr (Hanpumep, NpeAcTaBrneHve MeAVMUMHCKOM WHopmauun, ayauTopcKkue YCryru,
obecneyeHre nporpaMm MOAAEPXKKM NaumeHToB, obpaboTka gaHHbIX 06 MccneaoBaHWsAX), BUOAM KOMMEPYECKMX
cornalleHui (cornatleHne o gUcTpubbloumn NekapCcTBEHHbIX NPenapaToBs, CornalleHne 0 COBMECTHOM MapKeTUHre,
cornalwleHne O COBMECTHbIX MpaBax Ha PperucTpauuoHHOEe yOOoCTOBEpeHue, U T.4.) U BuOam TEXHUYECKOro
obecneyeHns 4eATeENbHOCTM MO papMakoHaa30py (pas3MeLLeHne KOMMbIOTEPHBIX CUCTEM Ha cepBepax npoBanaepa,
apXMBMPOBAHNE N XpaHeHMe AaHHbIX N0 hapmakoHaa3opy v T.4.). Konumn oTaeneHbIX cornatleHuin npeacTaBnsiTcs
Nno 3anpocy YNOSIHOMOYEHHbIX OpPraHOB rOCyAapCTB-YSIEHOB UMW B XO4e MPOBEAEHWA WHCMEKUMM WU ayauTa, UX
nepeyeHb NPUBOANTCA B NPUINOXKEHUSIX.

3.4.2.2.3. MacTtep-hann cuctembl hapmakoHag3opa AOIMKEH codepkaTb KONUKM NOAMNMCAHHbIX COrnaLleHuin o
Takon 3HaYNMOWN AEATENbHOCTMW, NepegaHHON Ha ayTCOPCUHT, Kak:

okasaHue ycnyr no dapmakoHaasopy (ynosHoOMoOYeHHOe nuuo no dapMakoHaas3opy, BBOA AaHHbIX MO
©e3onacHOCTK, MNOAroTOBKa MepuMogMyeckoro oObHoBNSemoro otyeta no 6esonacHocTv, npeacTaBneHune
NMHOUBMAYANbHbIX COOBLLEHNI O HEXENAaTENbHbIX PeakLUMsX B 3NIEKTPOHHOM BUAe, OLeHKa AaHHbIX No 6e3onacHoCTH
nT.a.);

AenernposaHune AesTenbHOCTU No MacTep-danny cuctemsl papmakoHagsopa.

3.4.3. Pazgen mactep-canna 06 UCTOYHUKAX NOMyvYeHnst 4aHHbIX No 6e3onacHoCTu.

3.4.3.1. On1caHne OCHOBHbIX OTAENO0B, KacatoLmxcsa cbopa nHaMBMAYanbHbIX COOBLLEHUIA O HeXenaTenbHbIX
peakumsix, 4OIMKHO BKMoYaTh B ce65 BCe CTOPOHbI, OTBETCTBEHHbIE 3@ COOP COOBLLEHMI, NOfyYaembixX Mo 3anpocy, 1
CMOHTAHHbIX COOBLLUEHN O HexenaTerbHbIX peakunsix Ha NeKkapCTBEHHbIE Npenapatbl, 3aperncTpupoBaHHbIE Ha
TEPPUTOPUSIX FOCyAapcTB-yneHoB. B onuncaHne [omkHbl ObITb BKMAKOYEHbI MECTa HaXOXAEHUS MeLULMHCKON
nHdopmaumm, a TaKke govepHue oducbl opraHusaumm. 3Ta MHpOpMauns MOXeT BbiTb cocTaBneHa B dopme
CMMCKa C YKa3aHMEM rocydapCTBa, XapakTepa AesTEeNbHOCTU W NEeKapCTBEHHbIX npenapaTtoB (ecnv paHHas
OEeATenbHOCTb 3aBUCUT OT BuAa NEeKapCTBEHHOro npenapara). MIHbopMaumsi 0 TpeTbMx CTOpOHax (napTHepax no
NALEH3UN, MECTHBIM AUCTPUOBIOTOPCKUM UM MapKETUHIOBbIM COrfalleHnsM) Takke BKIOYaeTcsa B pasgen, B
KOTOPOM OnucaHbl cornatleHust.

3.4.3.2. VcTtouHMKkn mHdopmaummn no 6e3onacHoCTM TakkKe AOMKHbI BKOYaTb B cebsi CMMCOK TeKyLUMX
nUccregoBaHUW,  perncTtpoB, MporpaMM  NOAOEpPXKKM  unu - HabniogeHui,  CMOHCUPYEMbIX — OepXaTtenem
pervcTpaumMoHHOro yaocTtoBepeHusi. B cnncke gomkeH ObiTb onncaH (Ha MUPOBOM YPOBHE) CTaTyC KaX4oro
nccneaoBaHUsa UNu nporpamMMbl, COOTBETCTBYIOLLIEE rOCYAapCTBO, NIeKapCTBEHHbIE NpenapaTtbl U OCHOBHbIE Lienu.
MHTEpBEHLMOHHbIE N HEWHTEPBEHLMOHHbIE WUCCNEeOoBaHUst OOIMKHbI ObiTb ykasaHbl MO OTAENbHOCTU COrfacHoO
OENCTBYIOLLIEMY BeELLEeCTBY JIeKapCTBEHHbIX npernapaTtoB. CnNUCOK [OIMKEH coaepXaTb BCe MCCNeaoBaHus
(Nporpammbl), TeKyliMe WCCrneAoBaHUSA (Mporpammbl), a TakKe WCCNeAoBaHUSA (Mporpammbl), 3aBEpLUEHHbIE B
TeyeHune nocnegHux 2 ner.

3.4.4. Pasgen macTtep-tharina o KOMNbOTEPHbIX cMcTeMax u 6aszax gaHHbIX.

3.44.1. B wmactep-pavine cuctembl apmMakoHag3opa OOIDKHO ObiTb  OMMCaHO  pacrnonoXeHwue,
YHKUMOHANbHbIE BO3MOXHOCTU M 3KCMiyaTauuoHHasi OTBETCTBEHHOCTb 3a KOMMbIOTEPHbIE cUCTEMbI UM 6Hasbl



OaHHbIX, UCronb3yeMble Ang NonyvyeHus, sBepudukaunm, npeacraBneHms nHpopmaumm no 6e3onacHoCT U OLEHKU
€e COOTBETCTBUS NOCTaBIEHHbIM 3a4a4yam.

3.4.4.2. B cnyyae ncnonb3oBaHns psaga KOMMbIOTEPHbBIX CUCTEM UK 6a3 AaHHbIX AOJPKHA ObITb onMcaHa ux
NMPMMEHNMOCTb K AeATeNnbHOCTM Mo dapmakoHaasopy Takmm o6pa3om, 4YToObl Obinl NOHATEH OObeM
KOMMNbOTEPM3aLUN B paMkax cucteMbl chapMmakoHagsopa. Kpome Toro, JomkHbl ObiTe OnmncaHbl cTaTyc Banugaumm
OCHOBHbIX acrnekToB (YHKLMOHANbHbLIX BO3MOXHOCTEW KOMMLIOTEPHOW CUCTEMbl, a TaKkKe CMeHa KOHTpons,
CTPYKTYpa UCMbITAHUIA, pe3epBHbIE NPOLEAYpbl Y apXUBbl SNIEKTPOHHbBIX AAaHHbIX, HEOOX0AUMbIE A5 cOOMoaeHUs
TpeboBaHul papmMakoHag3opa, U MMerLascs OOKyMeHTaumsi. YTo kacaeTcsi cuctem Ha OymakHbIX HOCUTENSX
(korga anekTpoHHasi cucTema UCNonb3yeTcs TONbKO ANS CPOYHOro NpeacTaBneHns MHANBNAYyanbHbIX COOBLLEHUIN O
HexenaTenbHbIX peakuusx), Heobxoaumo onucaTb YnpaBfeHWe AaHHbIMW, MEXaHW3Mbl, UCMnonb3yemble Ans
obecneyeHns LENOCTHOCTU N AOCTYNa K AaHHbIM.

3.4.5 Pasgen macTtep-ganna o npoueccax.

3.4.5.1. BaxHbIM KOMMOHEHTOM cuCTeMbl hapMakoHaa3opa ABMSETCS HanMyne Ha MecTe OCYLLEeCTBMEeHMUS
OeaTenbHOCTU CTaH4apTHbIX Npoueayp B nMcbMeHHon chopme. B nogpasgenax 2.6, 2.9 - 2.12 HacTosawwmx MNpasun
onuncaH Tpebyemblli MMHUManbHbIM HAbop MMCbMEHHbIX Npouenyp dapmakoHagsopa. B mactep-danne cucremsl
hapmakoHag3opa AofkHa ObiTb OnMucaHa MMelolascs npouedypHas OOKYMEHTauust (CCbIIKM Ha KOHKpPETHble
CTaHOapTHblE OMepauuoHHbIe Mpouedypbl, PyKOBOACTBA WM T.4.), TWMbl AaHHbIX (Hanpumep, TWM OaHHbIX 0O
WHAMBUAOYanbHbIX CMyYasix HexenaTenbHbIX peakuun) u cnocob BegeHus 3anucen (Hanpumep, 6asa gaHHbIX MO
6e3onacHocTn, ByMaxkHble dalnbl B MECTE MOSyYeHs).

3.4.5.2. B mactep-chanin cuctembl hapmakoHag3opa AOSMKHO ObiTb BKIIOYEHO OMUCaHWE NPOLLECCOB,
npouenyp obpaboTkn ¥ permcTpaumn AaHHbIX NPW BbINOMHEHUW AeATenbHOCTU No hapmakoHags3opy, KoTopble
OOMXKHbI BKNtoYaTb B cebs criegyrowume acnekTbl:

NOCTOSIHHBLIA MOHUTOPWHI COOTHOLLIEHUS "nonb3a - pUCK" NekapcTBEHHOro npenapara, pesynbTaT OLEHKU U
NMpoLEeCcC NPUHATUA PELLEeHNs O COOTBETCTBYIOLUMX Mepax, NMpoLecC reHepupoBaHus, BepuduKkaumm n OLEHKU
CUrHamnoB, nonyyeHne BbIXOAHbIX AaHHbIX M3 6a3 AaHHbIX No 6e3omacHOCTU, OBMEH AAHHBIMWU C KITMHUYECKUMU
otTgenamn n T.4.;

cucTema ynpasneHuUs puckamm u MOHUTOPUHE pe3ynbTaToB BHEAPEHUS Mep MUHUMMU3aUnnM puckos. B criyuae
ecnun B 3TOM MpoLecce 3ae/iCTBOBAHO HECKONbKO nogpasaeneHnin, nopsagok Ux B3auMoaencTBus onpeaenseTcs
NMMCbMEHHbLIMU NpoLueaypaMu Unu cornatleHnamu;

cbop, Bepudmkaumsi, nonydeHne nocnegyowen nMHPopmaumm, oueHka u npeacraBneHme nHgpopmauum od
WHAMBUAOYaNbHbBIX CNyYasx HeXenaTenbHbIX peakuui. B npouenypax no gaHHOMy pasgeny OOJPKHO ObiTb YeTkoe
pasrpaHudeHue nokanbHbIX Y MEXAYHapPOAHbIX BUAOB AeATENbHOCTY;

nnaHMpoBaHWe, COCTaBNeHUe 1 NpeacTaBneHe nepuognyecknx 0bHoBnssemMblx 0T4ETOB No 6e3onacHoOCTY;

npeactaeneHne  notpebutensam, MeguUMHCKMM — paboTHMKAM W B YMNOMHOMOYEHHble  OpraHbl
rocygapcTtB-4neHoB nHgopmaumm o npobnemax no 6e3onacHoCTy;

BHECEHWe n3MeHeHun, kacarwuxca 6esonacHoctu, B OXJIIM n MMM (J1B). MNMpouenypbl AOMKHbLI OXBaTbiBaTb
BHYTPEHHUIN N BHELLHWUIA OOMEH AaHHbIMN.

3.4.5.3. o kaxxgoMy HanpasreHuio OeATenbHOCTU AepXaTenb perncTpaunoHHOro yaoCToBEPEHUSA OOSMKEH
ObITb cNocobeH NpefcTaBuUTb NoATBEPXAEHUE (PYHKLUMOHUPOBAHUSA Y HEr0 CUCTEMbI CBOEBPEMEHHOIO MPUHATUS
Hagnexawmx peleHnin n oencTeun.

3.4.5.4. [JomkHbl ObITb NPeAcTaBneHbl AaHHbIE O APYTMX HanpaBfeHUsIX AesTeNbHOCTU, MOATBEPXAAOLLME
HanMuMe Hagnexallen cucteMbl obecrneyeHusi KadecTBa B cucTeme dapmakoHags3opa. K Takum paHHbIM, B
YaCTHOCTU, OTHOCATCH AaHHble 0 PyHKUMAX 1 06a3aHHOCTSX YD, pearmpoBaHMn Ha 3anpockbl YNOSHOMOYEHHbIX
OpraHoB rocygapCTB-4IIeHOB O NpeAcTaBneHny MHAopMaL MK, nMTepaTypHOM NOUCKe, KOHTPONe n3aMeHeHun B 6asax
AaHHbIX No B6e3onacHOCTK, cornaweHusx ob obmeHe AaHHbIMKM MO Ge3onacHOCTW, apXMBMPOBAHUKM OAHHbLIX NO
6esonacHocTy, ayguTe hapmMakoHaas3opa, KOHTpofie CUCTEMbl kadecTBa M obydeHun. B xopge ob3opa MOXHO
ucnonb3oBatb Tabnuuy C€O BCeMy NpouedypHbIMW  OOKyMEHTaMu dapmakoHag3opa (BKMYalWwyl nx
HaMMEeHOBaHUSA N HOMepa).

3.4.6. Pasgen macTtep-gaiina o npuMeHeHMn CUCTEMbI hapMakoHaa3sopa.

MacTep-gavin cuctembl apmakoHag3opa [OJPKEH BKkoYaTb B cebs noATBepXOeHue HenpepbiBHOro
npoBefeHUs MOHUTOPUHra YHKUUOHUPOBAHUA cUCTeMbl dapMakoHaa3opa, BKMYas KOHTPOMb OCHOBHbIX
pe3ynbTaToB, a Takke onncaHne MeTogoB MOHUTOPUHIA N Kak MUHUMYM coaepXaTb:

onncaHve npoueaypbl OUEHKM NpaBUITbHOCTU MPeAcTaBreHust  WMHAMBMAYAlbHbIX  COOOLLEHUA O
HexenaTenbHbIX  peakumsix. [ormkHbl  ObITb  NpPeAcTaBneHbl  PUCYHKM  (rpaduky), NOATBEPXKAANOLIME
CBOEBPEMEHHOCTb MNPEeACTaBneHns WHdopmauum B COOTBETCTBMM C TpeboBaHMAMM  3akoHoAaTenbCTBa
rocygapCTB-UIIEHOB;

OonncaHMe KOHTPOMbHbIX MOKa3aTenemn, WCMNonb3yemblX [ANA KOHTPONsS KayecTBa NpeacTaBrieHHON
WMHpopMaunm n AeaTenbHOCTM No apmakoHansopy. K TakMm nokasaTensm OTHOCATCS MHAOpMaLUS, NonyyYyeHHas
OT YMNOMHOMOYEHHbIX OpraHoOB rOCy4apCTB-YfIEHOB, B OTHOLUEHMW KavecTBa NpeAcTaBneHus CcoobleHun o
HexenaTenbHbIx peakumsx, NMOOB unu gpyrve npeactaBnsieMble AaHHbIE;



aHanu3 ceoeBpeMeHHocTu npeactasneHnsa NOOB B ynonHOMOYEHHbIE OpraHbl rocyAapCTB-UNeHOB (JOMKHbI
ObITb OTpaXeHbl NocneaHne AaHHbIe, UCMONb3yeMble AepXaTenemM perucTpaLmMOHHOro yaoCTOBEPEHWS ANst OLIEHKN
cobntogeHns TpeboBaHuin);

aHanm3 CBOEBPEMEHHOCTM BHECEHUSI U3MEHEHWW Mo 0e30MacHOCTU MO CPaBHEHMIO C YCTAHOBMEHHBLIMU
KOHEYHBbIMM CpOKamK, a Takke gaTy M OonncaHue HeobxXoAMMbIX M3MEHeHM no 6e3onacHocTu, KoTopble Oblnu
BbISIBIIEHbI, HO €eLle He Bbiny NogaHbl B YNONHOMOYEHHbIV OpraH;

B COOTBETCTBYHLLMX CIlydasiX - aHanm3 BbINOJSIHEHMS 0683aTenbCTB COMMacHO NiiaHy ynpasrieHWst puckamu
nnbo gpyrux obsisaTenbCcTB UM TPebOBaHUN, MMEIOLLMX OTHOLLEHME K (dapMakoHaa3opy.

Heobxoaumo onucate M MOSACHUTH LenyM NpUMEHeHWs cucTembl papmakoHaasopa. B cooTBeTCTBylOLLMX
cny4vasx Heob6xo4MMOo NPUNOXUTL K MacTep-ganny cucteMbl hapmakoHaz30pa Crm1coK nokasaTtenen AeaTenbHOCTU
no chapmakoHaasopy.

3.4.7. Pasgen mactep-tharina no hapmakoHaasopy O cucTteme KadyecTsa.

B pasgene npeacraBnseTcsa onucaHue CUCTEMbI YNpaBreHUs Ka4eCTBOM B paMKax CTPYKTYpbl OpraHm3auum n
NpUMEHEHNS CUCTEMbI Ka4yeCcTBa B (hapmakoHaa3ope.

3.4.7.1. NpouenypHble AOKYMEHTHI.

Cnncok gokyMeHTanbHO ohopMITEHHBIX Npoueayp ¥ NPOLECCOB, MMEIOLWNX OTHOLLEHME K OEeATENbHOCTU Mo
hapmakoHaa30py, C yKazaHNEM MX B3aMMOCBSI3N C OPYTMMY PYHKLMSMKU 1 nogxogamu K oueHke npoueayp. Cnmcok
OOIMKEH coaepxxaTb HOMep AOKYMEHTa, HAaUMEHOBaHWe, AaTy BCTYNEHWs B CUIy (Ans CTaH4APTHbIX ONepauuoHHbIX
npouenyp, paboymx MHCTPYKUUIA, PyKOBOACTB U T.4.) U ONUCaHWE OOCTyna K AOKyMeHTam. [JormkHbl ObiTb yKasaHbl
CTaHOapTHbIE ONepaumoHHbIE NpoLeaypbl, NpUHaAnexallme nposangepam ycnyr u opyrum TpeTbMM CTOPOHaM.

3.4.7.2. ObyuyeHne.

MpencraBnaeTca onucaHWe ynpaBfeHUMs pecypcamu B XO4E OCYLUECTBMEHUS OeATeNbHOCTU Mo
dapmakoHaasopy:

OpraHM3aumMoHHasa CTPYKTypa C KONMYECTBOM NIOAEN, YYaCTBYHOLUMX B OCYLLECTBNEHUUN OEATENbHOCTU MO
tapmMakoHaa30py, BKIIOYAsA CCbINIKY HA MECTO XpaHEeHUs1 KBannmrkaunoHHbIX JOKYMEHTOB;

CMUCOK MECT HaxoXAeHWs NepcoHana;

KpaTKoe onucaHne KOHTeKCTa 0bydeHunsl, BKMoYasi CCbINIKy Ha MECTO XpaHeHUst LOKYMEHTOB 06 obyveHuy;

WHCTPYKUUK MO KPUTUYECKMM MpoLieccam.

MepcoHan pomkeH ObITb COOTBETCTBYHOLWMM 00pa3om OOy4YeH OCYLECTBMEHUI [eATENbHOCTM MO
dhapmakoHag3opy. ATo KacaeTca He TOMNbKO NepcoHana B nogpasfeneHnsix hapmakoHagsopa, HO U nny, KoTopble
MOTyT nony4atb coobLleHna no 6e3onacHoOCTy.

3.4.7.3. Aygur.

WHdpopmauma o6 aygute cuctembl obecrneyeHus kadecTBa B cuctemMe papmakoHaasopa AomkHa ObiTb
BKIIOYEHa B MacTep-davn cuctembl dpapMakoHagsopa. B npunoxeHne HeobxoamMmMo BKNIOYUTL OnNucaHue metoda
NNaHNpOBaHUA ayauTOB cuCTeMbl (papMakoHag3opa M MEXaHM3MOB pEnopTUPOBaHMS, a Takke CAnMCoK
3annaHNUPOBaHHbIX N 3aBEPLUEHHbIX ayaUTOB CUCTEMbI hapMakoHag3opa. OTOT CNMCOK OOIMKEH coaepxaTb AaThl,
obnacte npoBedeHWss U COCTOSIHWME 3aBepLUeHMs ayauToB MpoBavgepaMu ycnyr, crneumdudeckme Bugbl
aeaTenbHocT no  apMakoHaA30py WM MecTa BbINOMHEHUS OyHKUMA MO  dpapMakoHag3opy, a Takxke
onepauunoHHble 06r1acTu B3anmMogencTBrs, UMELLNE OTHOLLEHME K BbINOJTHEHMIO 06513aTENbCTB.

MacTep-davin cucteMbl hapmakoHag3opa OOJPKEH cCoAepXaTb Takke KOMMEHTapuu no ayguTam, B Xoge
KOTOpbIX Dbl NOMyYeHbl 3Ha4YMMble pedynbTaThl. ATO O3HAYaeT, YTO B NepeyHe NPOBEAEHHbIX ayaUTOB AOMMKHbI
ObITb ykasaHbl pe3yrnbTaTtbl, KOTOPble OblNMM OLEHEHbl Kak CyLLECTBEHHblE UMW KPUTUYECKME, a Takke KpaTkoe
OnucaHue nraHa KOPPEKTUPYHOLUX WU NpeaynpeauTenbHbiX AEUCTBUA C KOHEYHbIMU CPOKaMU WCMOMHEHMS.
[ormkHa ObITb Yka3aHa CCbIfika Ha NOJSHbIA OTYET O NPOBEAEHHOM ayauTe, AOKYMEHTbI C MIIaHOM KOPPEKTUPYHOLLNX U
npeaynpeanTenbHbIX Mep.

KomMeHTapuu, koppekTupyoLwme 1 npegynpeamTenbHbie Mepbl, a Takke MHOPMaLNSA O HaXOX4eHUN oTyeTa
0 NpoBefeHUn ayanta SOMKHbl ObITh BKMOYEHbI B MacTep-cann cucteMbl hapmakoHag3opa A0 Tex nop, noka He
OyayT B MOMHOM Mepe OCYLLECTBIEHbl KOppekTupylwme n (Mnu) npegynpeguTenbHble OEWCTBUS, TO eCTb
KOMMEHTapuM ygansioTca TOMbKO Mocrne Toro, Kak OyayT NpoAeMOHCTPMPOBaHbl pe3ynbTaTbl OCYLLECTBIEHUS
KOpPEeKTUPYIOLWNX OencTBuin 1 (Unv) npeactaBneHo noaTBepxaeHwe (B TOM 4YUCre He3aBUCUMOW CTOPOHbI)
3HAYUTENBHOrO YIYyYLLEHNSI CUCTEMBI.

B kauecTBe cpencTBa ynpaBneHusi cuctemon hapmakoHaasopa n obecrneyveHns oCHOBaHMSA AN NpoBeaeHNs
ayavTa UM MHenekummn, mactep-dann cucteMbl hapMakoHaa3opa LOIMKEH COAepKaTb TakKe OnMcaHne NpoLeccoB
permcTpaumm, o6paboTkM 1 yCTpaHEHWSs BbISIBNEHHbLIX B CUCTEME YNPaBMEHUs1 KA4ECTBOM OTKITOHEHWIA.

3.4.8. lNpunoxeHue K macTep-danny.

MpunoxeHue kK MacTep-dansny cuctemsl hapMakoHag3opa AOSMKHO coaepXaTb crieayrowme AOKYMEHThI:

nepeyeHb JEKapCTBEHHbIX MNpenapaToB, KOTOPble 3aperMcTpyMpoBaHbl AepXaTenem perncTpaumoHHOro
yOOCTOBEPEHNsT B rocygapCTBax-yneHax u B TpeTbUX rocygapcrBax, Ha KOTopble pacnpocTpaHsaeTcs Mactep-cann
cucTemMbl  (papmMakoHaZ30pa, BKAKYAsh HAUMMEHOBAHMS  JIEKAPCTBEHHbIX  MpenapatoB,  MeXAyHapoaHble
HenaTeHTOBaHHblE HAMMEHOBAHUSA OENCTBYIOLLMX BELLECTB U HAMMEHOBaHMEe rocyapcTBa, B KOTOPOM AeNCTBYeT



perncTpaunoHHoe yOOCTOBEpEeHNe, HOMepa permcTpaLnoHHbIX YAOCTOBEPEHMI.

lMepeyeHb gomkeH GbiTb CTPYKTYpMPOBaAH COrNacHO AEWCTBYHOLIMM BellecTBaM, U B COOTBETCTBYIOLLMX
cny4vasx LOMKeH CoOAepXaTb yKasdaHue Ha CyLLleCTBOBaHMe crieumdnieckmx TpeboBaHui K KOHTPOSI0 6e30nacHOCTU
NEeKapCTBEHHOro npenapara (Hanpumep, BBeOeHNe Mep MMHMMM3ALMM PUCKOB, OMUCAHHbLIX B MNilaHe ynpaBrieHus
puckamn).

B cnyyae coBMecCTHbIX cucTem papMakoHag3opa AOMMKEH ObiTb BKOYEH MNepedeHb NeKapCTBEHHbIX
npenapaToB 1 gepXxaTenen perncTpaumoHHbIX YAOCTOBEPEHNI, KOTOPbIE NMPUMEHSIIOT cucTemy dapmMakoHaasopa,
OMUCaHHYK B MacTep-ganne cuctembl apmMakoHaaslopa, TakMm o00pas3oM, 4TOObl B HamuuMm Obinl MOSHLIN
nepeyeHb NeKkapCTBEHHbIX NpenapaToB, Ha KOTOPbIe pacnpocTpaHsaeTca MacTep-gann cucteMbl papmMmakoHaa3opa;

nepeyeHb  KOHTPAKTHbIX  [JOFOBOPEHHOCTEN,  KacaloLMxCa  OeNnerMpoBaHHOW  AeATEenbHOCTU Mo
dapmakoHaa3opy, BKOYasi COOTBETCTBYIOLLME NeKapCTBEHHbIE NpenapaThl U TEPPUTOPUN;

nepeyeHb 3agad, AenernpoBaHHbIX YNONHOMOYEHHbIM NMLOM No dhapMakoHaa3opy;

CMMCOK BCEX 3aBepLUeHHbIX 3a 10-neTHU nepuog ayamtoB 1 CNMCOK 3anfaHUpoOBaHHbIX ayauToB;

nepeyeHb nokasartenemn 4eaTenbHOCTM No hapmakoHaa3opy (Koraa 3To NPUMEHMMO);

nepeYeHb HaXOASALIMXCS B BEOEHUWN AepXaTensi permcTpaumoHHbIX YOOCTOBEPEHUI APYrnX MacTep-dannos
cuctembl hapMakoHaa3opa (Koraa 310 NpMMEHMMO).

3.5. KOHTpOsb U3aMeHeHN, BEPCUN U apXnBUpPOBaHME

3.5.1. YNonHOMOUYeHHble opraHbl FoCyJapCcTB-YNeHOB MOTyT 3anpocuTb MHAOPMALUIO O BaXHbIX U3BMEHEHUAX
B cucteme papmakoHag3opa, KOTopble MOryT BKMOYaTh B cebs B TOM yncne criegyowme M3MeHeHUs:

a) usmeHeHnss B 6ase (6a3ax) gaHHbIX nNo 6GesonacHOCTM cucTembl (hapmakoHagsopa, KOTopble MOryT
BKNIOYaTb B cebsi UsMeHeHus B caMmon 6ase gaHHbIX Uv BO B3aMMOCBSA3aHHbIX 6a3ax AaHHbIX, U3MEHEHWS B cTaTyce
Banuaauun 6a3bl AaHHbIX, a Takke N3MEHeHNs B MHpopMauumn 0 nepegaBaeMbIX UNN NEPEHOCUMbIX JaHHbIX;

0) n3MeHeHMs B OKaszaHUM 3HaYMMbIX YCNyr No dpapmMakoHaasopy, 0COBEHHO ecru peyb MAET O BaKHbIX
KOHTPaKTHbIX JOTOBOPEHHOCTSIX MO MpeacTaBfeHNo AaHHbIX No 6e30nacHoCTY;

B) Takme opraHu3aLMOHHble M3MEHEHMS, KaK MOrfolleHne O4HOW KOMMaHUW ApPYron, CrvusHWe, U3MeHeHune
MecTa OCYLLECTBNEHMA [OeATeNnbHOCTU No dapmMakoHaa3opy Wnu AernernpoBaHue (nepefada) ynpasrieHWs
MacTep-cannom cuctemnol hapmMmakoHaasopa.

3.5.2. TMockonbKy MacTep-cann cucteMbl dapmakoHaz3opa BKIoYaeT B cebs nepeyHn nekapCTBEHHbIX
npenapaToB M BWAOB OEATENbHOCTU, KOTOPble MOTYT MEPUOAMYECKN MEHATLCH, AepXaTenu perncTpaunoHHbIX
YOOCTOBEPEHUN AOMKHbI MPUMEHATb CUCTEMblI KOHTPONSA W3MEHeHWn u paspabotaTb HagexHble Ccnocobbl
MOCTOSHHON OCBEAOMIIEHHOCTM O COOTBETCTBYIOLUMX W3MEHEHWsX C LUenbio Hagnexailero nepecmoTpa
mMacTtep-tharina cuctembl apmakoHagsopa. NomMumo 3Toro, M3MEHEHUs, BHOCUMbIE B MacTep-hann cuctembl
dapmMakoHaa3opa, AOMMKHbI PErMcTpupoBaTbCA TakuM 00pa3om, YTOObl B HanMMuMm MOCTOSAHHO Obina uctopus
N3MEHEeHM (C yKasaHMeM JaTbl U KOHTEKCTa M3MeHeHuI). Takylo NOCTOSHHO OBGHOBRseMyo MHPOPMAaLMIO, Kak
nepeyvHn nekapcTBEHHbIX MpenapaToB, CTaHO4APTHbIE OnepauMoHHble Npoueaypbl Uy AaHHbIe MO COOTBETCTBUIO
TpeboBaHMAM, MOXHO PErMCTPUPOBATL YEepe3 UCTOPUID M3MEHEHWI, KOTOpble MOryT BKIOYaTb B cebs OaHHble
KOHTPONMMpYyEMbIX CUCTEM (HanpuMep, 3NEKTPOHHbIE CUCTEMBI YNPaBeHNs AaHHBIMW UKW NpaBoBble 6a3bl 4AHHbIX).
Takum ob6pasoM, MOXHO yNpaBnATb 3aMEHEHHBIMW BEPCUSIMU JOKYMEHTOB 3a Npegenamm TEKCTOBOIO HanosIHeHUs
MacTep-harina cuctembl dapmakoHagsopa npu YCroBun ydeta WUCTOPUM U3MEHEHWA U UX MpeacTaBreHus
YNOMHOMOYEHHbIM OpraHam rocyaapcTB-uneHoB no 3anpocy. CyllecTBeHHble UMM BaXHble onucaTenbHble
N3MEHEeHNs TEKCTOBOrO HamnorHeHWss macTtep-darvina MoryT notpeboBaTtb CO34aHNs HOBOW Bepcun MacTtep-canna
cuctemMbl hapmakoHagsopa.

3.5.3. [epxatenu perncrpauuoHHbIX YAOOCTOBEPEHUN [OIMDkHbl OOOCHOBaTb BbIOpaHHbLIN MeToa U
paspaboTaTb npoueaypbl KOHTPOMS AOKYMEHTaLun C Lenblo Hagnexawero ynpasneHus npoLeccom noaaepraHus
macTep-cpanna cuctembl dapmakoHagsopa. OCHOBHOW MPUHLMN 3akniovyaeTcs B TOM, YTO, NMpeactaBnsas cobown
OCHOBaHWe Ans ayauToB U MHCNEKUMI, MacTep-ans cucteMbl papmMakoHazasopa CoaepXuT onncaHne cUcTemsl
hapmakoHaz3opa B TeKyLWWUA MOMEHT BPEMEHW, HO OUEHKa (YHKUMOHUPOBAHUS U HanpaBneHHOCTU CUCTEMbI
dhapmakoHag3opa Ha NpefLecTBYOWMX 3Tanax MOXeT noTpeboBaTb AOMNOSHUTENBHONO O3HAKOMIIEHUS C
CUCTEMOW.

3.5.4. Mpu BHECEHUN U3MEHEHMI B MacTep-daiin cucteMbl hapmakoHaa3opa Takke Heobxoanmo yunTeiBaThb
COBMECTHblEe CUCTEMbl (papMakoHaa3opa M AenernpoBaHHylo AeAaTenbHOCTb No hapMakoHaasopy. Hagnexaliui
KOHTPOSb U3MEHEHUN NpeaycMaTpuBaeT perncTpaumio AaTbl U KOHTEKCTa YBeAOMMNEHUA O BHOCUMbIX U3MEHEHUSIX
YMOJTHOMOYEHHbIX OPraHoOB rocy4apcTB-4reHoB, YJI® n TpeTbux CTOPOH.

3.5.5. MacTtep-ghann cuctembl hapMakoHaa3opa AOMKeH ObITb COCTaBIEH B YUTAEMOWN U JOCTYMHON hopme.
Heobxogumo npeacTaButb onucaHwe npouenypbl apXUBMPOBaHUS Ha AMEKTPOHHbBIX U (MNKN) NeYaTHbIX HOCUTENAX
MacTep-hanna cuctemMmbl hapMmakoHagsopa.

3.6. lNpeacraBneHne mactep-ganna cuctemsl hapmakoHagsopa



YJI® gomKHO MMeTb NOCTOSIHHBIA AOCTYN K MacTep-ganny cucteMbl papmMakoHaasopa. YNONHOMOYEHHbIM
opraHamMm rocyaapcTB-YfieHOB [JoJkeH OblTb ofecneyvyeH MOCTOSHHBLIM OOCTyn K MacTep-ganny cucTemsl
dapmakoHag3opa no 3anpocy. WHgopmaums B MacTep-ganne cuctembl apmakoHag3opa AoSbkHa ObiTb
ncyepnbiBaLLlen, MpPaBUITbHOM W OTpaxaTb AEWCTBYIOLLYI CUCTEMy apMakoHag3opa B TEKYLUN MOMEHT
BpEMEHW, 4YTO O3HayaeT obssaTenbHoe OOHOBNEeHWe uWHdopmMauun Mactep-channa m npu HeobxooMmocTu
BbINOMTHEHNE MEepecMoTpa C YY4ETOM MOJTyYEHHOTO OMbITa, TEXHUYECKOrO M HayyHOro nporpecca, U3MeHeHui B
HOpMax perynupoBaHus. [epxaTtenem perncrpauuoHHbIX yOOCTOBEPEHUW [AofmkeH ObiTb obecneyeH JocTyn
YNOMHOMOYEHHbIX OPraHOB rocyapCTB-YNeHOB K MacTep-tarnny cuctembl papMakoHaasopa B TedeHme 7 pabounx
AHEeN nocne nony4YeHns COOTBETCTBYIOLLEro 3anpoca.

3.6.1. ®opmart u CTpyKTypa

MacTtep-ann cuctemsl papmakoHag3opa MOXeT ObiTb B 3NEKTPOHHOW hopMe MpU YCNOBUM COXPaHeHUs
BO3MOXHOCTMW NMpeacTaBfeHnst YeTKO CTPYKTYPUPOBAHHOW NevyaTHOW KOMWW Mo 3anpocy YNONTHOMOYEHHbIX OpraHoB
rocygapcTtB-yneHoB. B nobom cdopmarte macTtep-cann cuctembl papmakoHagsopa OOMKEH OblTb B YMTaeMon,
MOMHOM M JocTynHon dopme, obecrneynBaloLLel BO3MOXHOCTb OLEHKN BCEX OOKYMEHTOB U MPOCEXNBAEMOCTb
nameHeHnn. MoxeT noTpeboBaTbCA OrpaHU4YeHne JOocTyna K macTtep-danny cucteMsl dhapmMakoHaasopa C Lenbio
OCYLLECTBMEHUS] HaAexallero KOHTPONs ero cogepXaHus v pacnpegeneHus obs3aHHOCTEN MO yrnpaBfieHUio
mMacTep-annom cuctembol papmMakoHaasopa (B KOHTEKCTE KOHTPOMSI UBMEHEHUIA Y apXUBUPOBAHWS).

3.7. O6A3aHHOCTM Yy4aCTHMKOB CUCTEMbI hapMakoHaa3opa

3.7.1. epxatenu permctpaumoHHbIX YAOCTOBEPEHUN.

3.7.1.1. [epxatenu perucTtpaumoHHbIX YAOCTOBEPEHWUA [AOMKHbI pa3paboTatb M BHeOpWUTb CUCTEMY
cdhapmakoHag3opa C Lenblo KOHTponsa M HabnogeHus 3a ogHMM unu 6onee nekapcTBeHHbIM npenapaTom. OHM
TaKke OTBeYalwT 3a co3daHve W nojaepxaHue macTtep-danna cuctembl dapmakoHazsopa, B KOTOPOM
OCYLLECTBMNAETCA peructpaums OesATenbHOCTM No apmMakoHag3opy B OTHOLWEHMM OfHOro unu  bornee
3aperMcTpUpoBaHHbIX FIeKAapCTBEHHbIX NpenapaToB. [epxaTento perucTpaumoHHOro yaocToBepeHmst Heobxogumo
HasHaunTb oaHo YII®, oTBevaloLlee 3a co3gaHne n PyHKLUMOHMPOBaHWE cucTeMbl chapMakoHaz3opa, onnMcaHHoON B
MacTep-canne cuctembl hapMakoHagsopa.

3.7.1.2. Tpn nogaye 3asBNeHMs Ha perucTpaumio eKkapCcTBEHHOro npenapara 3asBuTenb AOMMKEH UMeTb B
CBOEM PaCMopsKeHUn onmcaHue cuctembl papmakoHagsopa, kotopas byaet (pyHKUMOHMpPOBaTbL Ha TeppuTOopUKn
Coto3a unu Tepputopun oTaeNbHbIX rOCYAapCcTB-4reHoB. B xoae oueHky 3asiBNeHns Ha permcTpaumio oT 3asBuTens
MoXeT notpeboBaTbCa NpeacTaBneHne ¢ Lernbio 03HaKoMIEeHWS KON MacTep-ganna cuctemsl hapMakoHaasopa.

3.7.1.3. [epxaTtenb perucTpaLMoHHOro yAoCTOBEPEHMS OTBEYaeT 3a co3faHue macTtep-danna CUCTEMBbI
hapmakoHaa3opa B rocygapCcrBax-yneHax u perncrpauuio MECTOHaxXOKAeHUss macTep-danna B YyNOSTHOMOYEHHbIX
opraHax rocyaapCTB-4YneHOB nNpu noJadvye 3asiBNEeHWs Ha perucrpauuio nekapcTBeHHoro npenapata. B
macTep-channe cuctembl hapmakoHagsopa HeobxoOAMMO onucaTb OEWCTBYIOLLYIO B TEKYLLMA MOMEHT BpemMeHu
cuctemy dhapmMakoHagsopa. MoXXHO BKNHOYMTE MHOPMALMIO O KOMMOHEHTaX CUCTEMBI, KOTopble ByayT BHeOPATLCA
B OyayLiemM 1 KoTopble AOMKHbI ObITb Yka3aHbl Kak 3anfaHUpoBaHHble, 8 He BHEAPEHHbIE NN AeNCTBYOLLME.

3.7.1.4. PaboTa no co3gaHuto, noaaepXaHuio 1 npeacTaBreHnto mactep-darina cuctemMbl hapmakoHaasopa B
YMONTHOMOYEHHbIE OpraHbl FOCYAapCTB-YfIEHOB MOXeT ObiTb nepedaHa TpeTbel CTOpPOHe, HO AepKaTterb
perncTpaumMoHHOro yaAOCTOBEPEHNsI COXpaHAeT 3a cObOoM MOMHY OTBETCTBEHHOCTb 3a cobniogeHve TpeboBaHui
3aKkoHodaTenbCTBa rocyAapcTB-YNeHOB, MeXOyHapOAHbIX AOrOBOPOB M akToB, cocTaBnsawwmx npaso Cotrosa.
MopaepxaHne macTtep-canna cuctembl hapmakoHag3opa B 4ENCTBYIOLWEM M AOCTYNHOM COCTOSIHUM (MOCTOSIHHbIV
OOCTYN AN ayauTta U MHCMEKUMM) MOXHO denermposaTtb, HO AepxaTenb perncrpauuoHHOro YAOCTOBEPEeHUs Ha
MOCTOSIHHON OCHOBE HeceT OTBETCTBEHHOCTb 3a obecrneyeHue BbIMONHEHUS AaHHOW (YHKLUUM Ha YpOBHE,
COOTBETCTBYIOLLEM TpebOoBaHWSIM 3aKOHOAATENbCTBA FOCY4ApPCTB-YNEHOB, MEXOYHAPOLHbIX JOrOBOPOB M aKTOB,
cocrtasnsowmx npaso Corosa.

3.7.1.5. B cnyyae cMeHbl YJ1® nnun cooTBETCTBYOLEN KOHTaKTHOM MHOpMaLUK, a Takke MeCTOHaXOXAEeHUS
mMacTep-tharina cucteMbl papmakoHag3opa AepxaTernb perucTpauuoHHOro YAOCTOBEepeHwus npeactaBnsgeTr B
YNOMHOMOYEHHbIE OpraHbl roOCyAapCTB-4reHOB 3asiBieHNe 0 BHECEHUM COOTBETCTBYHOLLUNX N3MeHeHMI. [lepxaTtenu
pervcTpaumMoHHbIX YOOCTOBEPEHUN HECYT OTBETCTBEHHOCTb 3a OOHOBReHWe uHdopmauum ob YJI® n agpece
HaxoXxgeHus macTtep-anna cuctemMbl hapmakoHagsopa.

3.7.2. YNONMHOMOYEHHbIE opraHbl rocyapCTB-4NeHOB.

3.7.2.1. YNONHOMOYEHHbIE OpraHbl rOCyapcTB-4YfIeHOB OTBEYalT 3a KOHTPONb cUcTeM hapMakoHaasopa
aepxxartenen perucTpaumoHHbIX yaocToBepeHui. [onHbii macTtep-cann cuctembl bapMakoHaa3opa MOXeT ObiTb
3anpoLueH B ntoboe Bpems (Hanpyumep, Npy BO3HMKHOBEHMM BOMPOCOB N0 cucteme hapmakoHagaopa, unv npogunio
Ge3onacHOCTV NekapCTBEHHOro mpenapaTta, WM nNpyu NOAroToBke K uHcnekumm). MHdopmauuio 06 n3MeHeHusx B



KpaTkon uHdopmMauuMm no cucteme papmakoHag3opa WM B COOAEPXaHUM MacTep-danna Ccuctembl
dhapmakoHaa3opa Takke UCNONb3YIT B XOA4E NIaHMPOBaHMSA U NpoBeAeHUA NHCIEKUUN.

3.7.2.2.  YNONMHOMOYEHHbIE OpraHbl TrocydapCTB-4YNIEHOB OOMeHMBalOTCA WHgopMaumenin 0 cucTemax
dapmakoHags3opa, B TOM 4WCfe B UeNsX nepeayn [AaHHbiX B HaUMOHarnbHble MpOrpaMMbl MHCNEKUUNA,
pa3paboTaHHble Ha OCHOBE aHanu3a pUCKOB. WMHCMEKTOpbl YMOMIHOMOYEHHbIX OPraHoB roCy4apCTB-YSIEHOB
coobwaT o HecobnogeHun obAsaTenbHbiXx TpeboBaHUW, BkNoYasd TpeboBaHuA MO MacTep-canny CUCTEMBI
dhapmakoHagsopa u cucteme papmakoHagsopa.

3.8. JocTynHocTb MacTep-anna cuctemsol bapmakoHaasopa

3.8.1. MacTtep-chann cuctembl hapmakoHaasopa NoaaepKMBatT B AENCTBYHOLEM U OOCTYNHOM COCTOSIHUM
ONs yNnonHOMOYeHHoro nuua no dapmakoHaasopy. OH Takke AOMKEH OblTb NOCTOAHHO OOCTYMEH AN MHCMEKL MK
He3aBMCMMO OT TOro, BbINo N caenaHo 3apaHee COOTBETCTBYIOLLEE YBEOOMITEHNE UIN HET.

3.8.2. [epxaTtenb perucTtpauuoHHbiX YAOCTOBEPEHUN noaaepxumBaeT M MpeacTaBnseT no 3anpocy
YMONTHOMOYEHHOIO OpraHa rocygapcTBa-yneHa Komui macTep-cdainna cuctembl dapmakoHaasopa. [epxatenb
perncTpauMoHHOro yAOCTOBEPEHUsi NMpeAcTaBnsieT Konu Mactep-channa B TedeHve 7 pabouux AHen nocne
nony4YeHnsl COOTBETCTBYOLLEro 3anpoca. Mactep-ainn cuctembl bapmakoHagsopa NpeAacTaBnsAloT B YUNTAEMOM
BMAE B 3NIEKTPOHHOM chopmaTe unm Ha BymaxHOM HocuTene.

3.8.3. Ecnn oanH 1 TOT e MacTep-danin cuctemMbl hapmakoHaasopa Ucnonb3ytoT 6onee ogHoro aepxxartensi
perucTpauMoHHOro yAOCTOBepeHuWst (B Cnydae MCnonb3oBaHus  obuwiern cucTembl  hapmMakoHagsopa),
COOTBETCTBYIOLLMIA MacTep-dann cuctemol papmMakoHaasopa OOMKEH ObITb AOCTYNEH ANS KaXO40ro U3 HUX Takum
obpa3oM, 4TobObl Kaxabld U3 AepxaTenen PerMcTpaLMoHHbIX YAOCTOBEPEHUA MMENT BO3MOXHOCTb MPEeACTaBUTb
mMacTep-ann B YNOMHOMOYEHHbIN OpraH rocygapcTBa-yneHa B TeveHwe 7 pabouux AHewn nocne nonyveHusi
COOTBETCTBYIOLLEro 3anpoca.

3.8.4. Mactep-thann cuctembl papmMakoHaa3opa, Kak npasBuio, He 3anpalliMBaeTCa B XOA4e MnpoBedeHus
OLEHKN HOBbIX 3asIBIEHUA Ha MOMyYeHWe perucTpaumm NekapcTBEHHOro npenaparta (T.e. OO perucrpauum
NeKkapCTBEHHOro npenapara), HO MOXeT ObITb 3anpolleH B 0COObIX Cry4yasix, B 4YaCTHOCTU B Criyyae BHeOpeHus
HOBOW cucTembl hapmMakoHaa3opa unv npu BbiBNEHUN Npobrnem no 6e3onacHOCTV NEeKapCTBEHHOro npenapara
nnbo BOMPOCOB MO COOTBETCTBMIO TpebOOBaHMAM 3aKoHOAATENbCTBa roCydapCTBa-yfieHa UM MeXAyHapoaHbIX
OOroOBOPOB M aKTOB, cocTaBnsoLwmx npaso Coto3a, no hapmakoHaasopy.

Pasgen 4 Bctynaet B cuny ¢ 1 aHBapsa 2017 roga.

4. lHcneKkTnpoBaHMe cUCTeEMbI hapMakoHaasopa
4.1. BeegeHwue

411. B uenax noaTBEPXAEHMS BbIMOMHEHUS OepXaTendamu pPerncTpauuoHHbIX  yOOCTOBEPEHMUN
06s13aTENBLCTB N0 hapMakoHaA30py YNONMHOMOYEHHbIE OpraHbl FOCyAapCTB-4eHoB 0653aHbl MPOBOANTL UHCMEKLMM
no dapmakoHaas3opy AepXatenen perncTpauuoHHbIX YOOCTOBEPEHUN WM MHbIX OpraHvM3auuin, MpUBIEYEHHbIX
aepxaTensiMM PerMcTpaumoHHbIX YAOCTOBEPEHUA [ONA  BbINOMHEHWst obsi3aTenscTB Mo  chapmakoHaasopy.
MHcnekuun no  dpapmakoHag3opy  AOMKHbl  MPOBOAWUTBLCA  MHCNEKTopaMu, Ha3HavYaeMbiMy  opraHamu
rocyaapcTB-YreHOB, YMNOMHOMOYEHHbIMMU MPOBOAUTL OCMOTP MOMELLEHUI, 3HAKOMWUTbLCA C Martepuanamu,
OOKYMeHTaMu 1 Mactep-annom cucteMbl hapmakoHag3sopa y aepxaTtensd perucTpauuoHHOro yaocTtoBepeHns nnum
WHbIX OpraHu3auun, npuUBMAEYEHHbIX JepXaTenem perncTtpaumoHHOro YAOCTOBEPeHWs AONs  BbINONHEHUs
obsi3aTenbCcTB No dhapmakoHazsopy. [epxaTenb perncTpaumoHHOro yaoocToBepeHMs 00sizaH no TpeboBaHuto
YNOSTHOMOYEHHOIO opraHa rocygapcTtBa-dneHa npeactasnsatb Mactep-gann cucteMbl hapMakoHaasopa, KOTopbli
OyaeT ncnonb3oBaTbCs 4115 UHPOPMUPOBAHNSA O NPOBEAEHUN MHCMEKLNNA.

4.1.2. Uenamn nicnekumn no dhapMakoHaasopy siBNATCA:

a) noaoTBEPXKAEHNE HaNUuns y aepXxatens perncTpaumoHHOro yaocToBepeHUs nNepcoHana, CUCTEM, a Takke
nomeLLeHunsl, cpeacTs u 0bopynoBaHNs, HEOOXOAMMBIX A1 BbINOSIHEHNST 0683aTENbCTB NO hapMakoHan30py;

©) BbIsIBNEHMe, OLEHKa U permcrpaums HecoOTBETCTBMI, KOTOpble MOIyT MPeAcTaBfsiTb ONacHOCTb Ans
3[10pOBbsi HAcenNeHus, U MHpopMupoBaHue 06 3TOM MHCNEKTUPYEMOWN CTOPOHBI;

B) UCMOSMb30BaHWE pe3yNnbTaTOB WHCMEKUWA B KadecTBe OCHOBbI Ans 00sA3aTenbHbiX Ans AepXaTens
pervcTpaumMoHHOro yaoCTOBEPEHUS AENCTBUIA (NP HEOOXOAMMOCTHN).

4.1.3. YNONHOMOYEHHbIM OpraH rocyfapcrea-ufieHa BnpaBe MNpPOBOAWTbL MHCMEKUuun no dapmakoHaasopy
nepeqn peructpauven nekapCcTBEHHbIX nNpenapatoB [Ans NPOBEPKUM COOTBETCTBUS [OEWCTBYIOLEN CUCTEMBI
dapmMakoHaa3opa  Aepkartensi  perucTpauuoHHOro  ygoctoBepeHusi  TpeboBaHusIM  3akOHOAATesnbCTBa
rocygapctBa-yneHa u Hactosiwmx [lpaBun. YNOMHOMOYEHHbIE OpraHbl FOCY[4ApPCTB-YNEHOB OCYLLECTBMSAOT



B3aMMOJenCcTBME Mo 06MeHyY MHOPMaLMENn B YacTU MHCMEKLNIA, KOTOPbIE NITAHUPYHOTCS, U pe3yNbTaToB UHCNEKLINN,
KOTOpbIE y>Ke NpOoBeAeHbI.

4.1.4. TporpaMmbl MHCMEKUUIA No dbapMakoHaA30py BKMAYatoT B cebsl NaHoBbIE MHCNEKUMN B COOTBETCTBUM
C OCHOBaHHbIM Ha puUCKax MOAXOAE, a TakKe BHEMNNaHOBble WHCMEKUWMW, OCYLLECTBISIEMbIE C LIEMbi0 OLLEHKU
npegnonaraemblix HECOOTBETCTBMI UM NOTEHLMANBHbIX PUCKOB, KOTOPbIE MOTYT OKa3aTb BIIMSHWE Ha BbIMOJSIHEHME
YHKLUMI NO hapMakoHag30py onpederneHHoro nekapCcTBEHHOro npenapara.

4.1.5. PesynbTaTbl WHCMNEKUMM JOSKHbI OblTb MpPegoCTaBneHbl WHCMEKTUPYEMOMY CYOBEKTYy, KOTOpbIN
nonyyaeT BO3MOXHOCTb BbiCKa3aTb CBOW KOMMEHTapuMu B CIlydae BbISIBNIEHUMS HECOOTBETCTBMA TpeboBaHMAM
3aKkoHodaTenbCTBa rocydapcrBa-yneHa u Hactosawmx [lMpasun. [OepxaTenb perMcTpaumMoHHOro yoOCTOBEpPEHUSs
06513aH CBOEBPEMEHHO YCTPaHUTb BbISIBIEHHOE HECOOTBETCTBME, pa3paboTaB 1 BHEOPUB NaH KOPPEKTUPYHOLLINX U
npeaynpeanTensHbIX MEPONPUATUINA.

4.1.6. B cnyyae BbiSBNeHWs B pesynbTaTe WHCNEKUMM HecobniogeHus gepxatenem peructpauuoHHOro
yOoocToBepeHus obs3aTtensCTB No dapMakoHaa3opy YMNOMHOMOYEHHBbIM OpraH rocyaapcrBa-dneHa o6s3aH
WHOpMMPOBaTb YNONHOMOYEHHbIE OpraHbl APYrMX rocyapCTB-YNEHOB O BbISIBNEHHOM HapylleHun. B cniyyae
HeobOX0AMMOCTU YMOMHOMOYEHHBIN OpraH rocyaapcTBa-yneHa [JOoJbkeH obecneuntb, 4TOoObl K AepxkaTento
pPerucTpauMoHHOro YAOCTOBEPEHUS NPUMEHANUCh 3(PEKTMBHbIE, COpa3MepHble W caepXusawlme Mepbl
Bo3gencTeuda. MIHdopmaunsi o NpoBedeHUN W pesynbTaTax MHCMNEKUMn B pamkax hapmakoHagsopa, a Takke O
nocrneayoLwem KOHTPOIie 1 OLIEHKe NOCNEACTBUM pa3MeLlaeTcs rocyaapcTBaMmm-yneHaMmm Ha oulmnanbHbiX cantax
COOTBETCTBYIOLUMX YMNOSIHOMOYEHHbBIX OpraHoB rOCyaapCTB-YNEHOB B WMHJOPMAaLMOHHO-TENEKOMMYHUKALNOHHON
cetn "HtepHeT".

4.2. CTpyKTypbl 1 npoLeccol

4.2.1. Tvnbl MHCNEKLWNA.

4.2.1.1. lHcnekumm cuctembl hapMakoHaasopa B LENoM M No OTAENbHbLIM NEKAapPCTBEHHbIM NpenapaTtam.

4.2.1.1.1. VIHCnekuumn B paMKkax CMCTEeMbl (hapMakoHaA3opa HamnpaBfieHbl Ha OLEHKY W aHanu3 MMeLLNXcA
npouenyp, CUCTEM, NepcoHarna, nomelleHui un obopydoBaHus, a TakkKe onpedeneHuss ux COOTBETCTBUSA
obs3aTenbcTBam No hapMakoHag30py, YCTAHOBMEHHbLIM 3aKOHOAATENbCTBOM rOCY4apCTB-UYIIEHOB U HACTOSALLMMM
MpaBunamun. B xoae BbINOMHEHUS JAaHHOMO aHanM3a MOryT UCMOMb30BaTbCA KOHKPETHbIE NPUMeEpPbl NeKapCTBEHHbIX
npenapaToB 4118 AEMOHCTpaLUuM 1 NpoBepKN paboTkl cMCTeMbl (hapMakoHaa3opa.

4.2.1.1.2. N'Hcnekumn, HanpasrfieHHbIE Ha OLEHKY BbIMOSIHEHUSA (PYHKUMI NO dbapMakoHaa30py B OTHOLLEHUN
ONpeaeneHHoro NekapcTBEHHOro mnpenapaTta, BKAYAlT B TOM YMUCHE OUEHKY W aHanu3 Meponpusatun u
AOKYMEeHTaLumMm, CBA3aHHOMW C yKa3daHHbIM nekapcTBeHHbIM npenapatoM. OnpegeneHHble acnekTbl obLen cucTemMsl
dhapmakoHaasopa, MCNonb3yeMble MPU BbIMONHEHUN (PYHKUUA B OTHOLLEHWW MHCNEKTUPYEMOro NeKapCTBEHHOro
npenapaTa, Takke MOryT noanexaTb OueHKe B pamKax MWHCNekuun no dapmMakoHags3opy, CBS3aHHOW C
nekapCTBEHHbIM NpenapaTom.

4.2.1.2. NMnaHoBblE N BHENNAHOBbLIE NHCMEKLMM CUCTEMBI hapMaKkoHaa3opa.

4.2.1.2.1. lnaHoBble MHCNEKUNN CUCTEMbI (hapmakoHa[30pa NPOBOAATCA B COOTBETCTBMM C NPeABapUTENbHO
COCTaBIIEHHON MNporpaMMon WHcNekuMn. B uenax onTuMmsaumMmM nnaHMpoOBaHUS MEpPONPUATUIA MO KOHTPOIHO
PYHKUMOHUPOBAHNS CUCTEMbI (bapMakoHaa3opa pekoMeHOyeTCcs NPUMEHATb NoaXo[, OCHOBaHHbIA Ha OLUeHKe
NoTeHUMarnbHbIX PUCKOB HEBLINOMHEHNsI COOTBETCTBYOLUX 00683aTenseTB. MNnaHoBble MHCMEKUMM NPeACcTaBnsoT
CcObON CUCTEMHbIE MWHCMEKLUUW, HO MOXHO BbIOpaTb OAWH WM HECKONbKO OMNpederieHHbIX J1eKapCTBEHHbIX
npenapaToB B KayecTBe NpMMEpOoB Ans NpPoBepkM DYHKLUMOHUMPOBAHUS cUCTeMbl hapmakoHagsopa 1 nonyvyeHnst
MpakTU4Yeckoro pJdokasatenbctBa ee 3(MAEKTUBHOIO (PYHKUMOHMPOBAHMA W COOTBETCTBUS TpeboBaHuAM
3aKkoHodaTenbCTBa rocygapcTBa-yneHa u MexgyHapoaHbiX AOrOBOPOB UM akToB, cocTaBnswowmx npaso Corosa. B
nporpaMmmy CTaHAApPTHOM WHCMEKLMM MOXHO, Hanpumep, BKHOUYUTb OLEHKY COCTOSIHWUSI CUCTEMbl MO KOHKPETHbLIM
npobnemam, BbIIBNIEHHbIM 3KCNEpTaMu.

4.2.1.2.2. BHennaHoBble WHCMEKUMM cCUCTEMbl apMakoHag3opa MpoBOAATCSA B CryyYae BbISBEHMS
nHuLMupytowero cakrtopa (cMcCTeMHOM NpoOMeMbl), MPU 3TOM MWHCMEKUMS paccMaTpuBaeTcs Kak Haubonee
ONTMMarnbHbIN CNOCOO M3YYEHUSI M OLEHKU BbISIBNIEHHOW Mpobnembl. BHeMnaHoBble MHCNEKUUX HanpaereHbl Ha
OLEHKY KOHKpEeTHbIX npoLeccoB apMakoHag3opa WM BKYalT B cebs u3yvyeHWe BbISIBNIEHHON NpobGrembl
(BONPOCOB) 1 ee BNUSHMSA Ha onpefeneHHbINn NekapCTBEHHbIV Npenapar.

B onpepeneHHbIX criyqasix B 3aBUCMMOCTU OT BbISIBIIEHHOW MHULMMUPYIOLLER NPOBeMbl MOTYT BhINOMHATHLCA
WHCNEKLMM C MOSTHON OLEHKOW cUCTEMbl (bapMakoHaas3opa. BHennaHoBble WMHCMEKUMM BbINMOMHAKTCA B Cryvae
BbISIBITIEHNSI OOQHOIO UMM HECKOMBbKNX U3 CReAyLLNX NMHULMUPYIOLWMX )aKTOPOB.

4.2.1.2.2.1. ®akTopbl B 4aCTU COOTHOLLEHUS "NMoNb3a - pUCK" NeKapCTBEHHOroO Npenapara:

N3MEHEHNEe COOTHOLLEHUSA "Monb3a - pPUcK’, ecrnm npeacraBnseTcd HeobxoouMbIM AarnbHenwasi oueHka
CUCTEMBI MYTEM MPOBEAEHNS MHCMEKLINN;

3agepxka B BbIMOMHeHUn, NGO HeHagnexallee BbINOMHEHME Mpouedypbl BbISBMEHUS pucka Wnu
NHPOPMUPOBAHMSA 00 M3MEHEHUMN COOTHOLLEHMS "MONb3a - pUCK", MO0 HEBLIMONHEHME OAHHON Npouenypsl;



npeacraeneHne mHdopmauum no npobnemam capmakoHazasopa B CpeacTBa MaccoBow MHdopmauuun 6es
npeaBapuTeNbHOro UM OQHOBPEMEHHOTO YBEAOMIEHUS YMONTHOMOYEHHbIX OPraHoB rocyAapCTB-YI1EHOB;

HecobnogeHne TpeboBaHUM 3aKkoHOA4AaTENbCTBA roCcyAapcTBa-yneHa, MexayHapoaHbIX JOTOBOPOB U aKTOB,
cocTaBnsawowmx npaso Cotosa, unm obssatenbCcTB No obecnevyeHnto 6Ge3onacHOCTU NeKkapCTBEHHOrO npenaparta,
BbISBIIEHHOE B XO4Ee MOHWUTOPUHIra JesTenbHOCTM nNo  apMakoHag30py YMONTHOMOYEHHBIMU  OpraHamm
rocygapCTB-UIIEHOB;

NPUOCTaHOBNEHME 00paLLEeHNsT UM U3BSATUE C PbIHKA NEKapCTBEHHOro npenapaTta 6e3 npegBapuTensHOro
yBEeOOMIIEHUS YNONMHOMOYEHHbBIX OPraHOB roCy4apCTB-YIIEHOB.

4.2.1.2.2.2. daktopbl B 4acTn 0653aTeNbLCTB MO NPeaCcTaBNeHN0 MHPOPMaL MU (CPOYHBIX U NEPUOANYECKNX):

3agepxka nubo ynyuwleHuss B npeactaBneHun uHgopmaumy no 6Ge3onacHoOCTM B COOTBETCTBUMM C
TpeboBaHMAMU 3aKOHOAATENbCTBA rocygapcTBa-yneHa U MeXayHapOAHbIX OOrOBOPOB W aKTOB, COCTaBMSOLLMX
npaso Coto3a;

HW3KOe KayecTBO (B TOM YMCME HETOYHOCTb, HENPOCMEXUBAEMOCTb, OTCYTCTBME LIEMOCTHOCTU) nMbo
HenosnHoTa npeacTaBnsieMon nHpopmaumm;

HECOOTBETCTBME MexXAy NpeAcTaBnsgeMon nHdopmaumen n pyruMmm UCTOYHNKaM1 MHGOpMaLnn.

4.2.1.2.2.3. daKkTopbl B HaCTV 3anpoCcoB YMNOSIHOMOYEHHbIX OPraHoOB rocy4apCTB-Yr1EHOB:

OTKa3 OT NpeAcTaBeHns 3anpaluvBaeMon NHopMaLMn B CPOKK, yKa3aHHble YNONHOMOYEHHbIMW OpraHaMu
rocygapCTB-UIIEHOB;

HW3KOEe KayeCcTBO NpeAcTaBfsieMbliX OaHHbIX WM WX HeHaanexallee npeacTaBfieHMe Mo 3anpocaMm oT
YMOSTHOMOYEHHbIX OPraHOB rocy4apCTB-4YrIeHOB O NpeacTaBneHnn MHopMauumn.

4.2.1.2.2.4. ®aKkTOopbl B 4aCTU BbIMOMHEHWS YCTAHOBMNEHHbLIX 0653aTeNbCTB:

obecnokoeHHOCTb (0B6OCHOBaHHOE MHEHMEe OTHOCUTENbHO OTCYTCTBMS B PacnopshkeHun gepxaTtens
PErncTpaumnoHHOro yAOCTOBEPEHNS] OPraHU3auMOHHON CTPYKTYpPbl, PeCYpCHOM 6a3sbl unu cucteMbl obecnedeHuns
KayecTBa cMcTeMbl hapMakoHag3opa) No NoBOAY COCTOSIHUS UMW BbiNONHEHUA 06A3aTensCTB B pamKax nnaHa no
yMpaBreHno puckamu;

3aJepKka WU HEBBINOJSIHEHME KOHKPETHbIX 00A3aTenbCTB, KacalowwMxcsi MOHUTOpUHra ©Ge3onacHocTu
NpoayKUUKW, BbISIBIIEHHbIE BO BpEMS NpoLeaypbl 9KCNepTU3bl PErMcTpaLMoOHHOIo OChE NIEKAPCTBEHHOIO Npenapara;

HW3KOE Ka4yecTBO OTYETOB, MNPEACTaBMIEHHbIX B OTBET Ha 3anpoc O BbIMNOMHEHUM YCTaHOBIEHHbIX
06sa3aTensCTB.

4.2.1.2.2.5. ®akTopbl B YaCTN NHCNEKUUK:

3aJepKka BO BHEOPEHUM WNW HeHagnexailee BbINOSIHEHNE KOPPEKTUPYIOLWUX W NpeaynpeauTernbHbIX
DEencTBui;

nofnyyYyeHne npu BbINOMHEHUN OPYrMX WHCNEKUUM Ha CcooTBeTCcTBME TpeboBaHMAM  Hagnexawmx
dapmMaLeBTUYECKUX NPAKTUK MHApopMaLum 0 HecobnogeHun TpeboBaHUn 3aKoHOAaTeNbCTBa rocyaapcTBa-yneHa m
MexXOyHapOAHbIX [OroBOPOB M akToB, cocTaBnswowmx npaBo Cowsa, nnv obssatensctB no obecneyeHuto
6Ge3onacHOCTM NekapCTBEHHOTO Npenapara;

nposepka MHdopMaLmKn, NOMyYEHHOW OT APYrnxX YnOrHOMOYEHHbIX OpPraHoOB roCyAapCTB-UYIIEHOB, KOTOpble
MOINM BbISIBUTb HECOOTBETCTBUSA CUCTEMBI (hapmakoHaa3opa.

4.2.1.2.2.6. IHble chakTopbl:

nNpob6rembl, BbISBNEHHbIE NPY PAaCCMOTPEHMU MacTep-danna cuctembl hapMakoHaa3opa;

WHas MHOopMaLMsa UM nocTynawLwme Xanobbl (MpeTeH3un), ykasbiBawLwme Ha OTCYTCTBUE Y AepXaTens
pervcTpaumMoHHOro yaoCcTOBEPEHMS CUCTEMBbI hapMakoHaa3opa unmu cucteMbsl obecnedeHmnss ee KayecTBa.

4.2.1.3. JopernctpaumoHHble UHCNEKLINN.

4.2.1.3.1. JopernctpaunoHHble MHCNEKLUN CUCTEMBI (DapMakoHaA30pa BbINOMHATCA A0 Bblga4vun 3asBUTENIO
perncTpaumMoHHOro yaocToBepeHus. Llenblo Takux WHCMEKUUn SBRseTca U3yvyeHne QYHKLUOHUPYIOLWEA unu
nnaHupyemown cuctembl hapmakoHaa3opa B COOTBETCTBUN C NPEACTABIEHHbIM 3aABUTENEM OMUCaAHNEM CUCTEMBI.
HdopernctpaunoHHble WHCMEKUMM cucteMbl apmMakoHaasopa He 4BnsTcs  obssaTtenbHbiMW, HO  MOryT
notpeboBatbCca Mpu onpefeneHHbix obcTtoATenbCcTBax. [puHUMMBLI 3anpoca O NpoBeAEeHUN AOpPerncTpaLoHHON
WHCMEKUMM [OMKHbl ObiTb onpegeneHbl 3apaHee W He [JOSKHbl ABMNSATLCA MPUYMHOW  HEOBOCHOBAHHbLIX
WHCMEKTMPOBAHWUIA, KOTOopble MOryT 3aJepXaTb Bbidayy PermcTpauyoHHbIX yaocToBepeHui. [pn paccmoTpeHun
uenecoobpasHOCTM N OBOCHOBAHHOCTM BLINOMHEHUST [OPErMCTPALUMOHHBIX WHCMEKUUA CRegyeT y4duTbiBaTb
cnepgywowme akTopbl:

3a8BUTENb paHee He paboTan C wuMmelowencs cuctemon dapmakoHaasopa Ha TeppUTOpUsIX
rocygapCTB-4IIEHOB UMM HAXOOUTCH Ha CTaauM CO3L4aHWNsi HOBOW CUCTEMbI (hapMakoHaa3opa;

nonyyeHa wHdopmauusa (HanpMMep, UCTOpUS NPEeALWeCTBYIOLWNX WHCIeKuMA nvbo  yBegomneHve
(nHdbopmaums) gpyrmx ynormHOMOYEHHbIX OPraHOB roCcy4apCTB-4r1eHOB O HECOOTBETCTBMM) O TOM, YTO AepxaTterb
pPerncTpaumMoHHOro yAOCTOBEPEHUS MMEET HapeKaHUs No BbINOMHEHNIO TpeboBaHui K cucteme hapMakoHagsopa.
Ecnu y pgepxatens perncTpaumoHHOrO YAOCTOBEPEHUS MMEETCH WUCTOPUS Cepbe3HbIX U (MMM) MOCTOSHHbIX
HeCOOTBETCTBMMA CUCTEMbI hapMakoHag3opa OencTBylolwmM TpeboBaHuaM, TO AOPErvcTpaumMoHHas WHCIEKUMs
cucTembl hapMakoHagsopa MOXeT ObiTb OAHMM W3 MEXaHW3MOB MOATBEPXOEHMS TOro, 4Yto cuctema Obina



COOTBETCTBYIOLMM 06pa3om ncrpasBneHa uny ycoBepLUEeHCTBOBaHa;

npu Hanuuuu npobnem, kKacawwwmxca 6e30nacHOCTU onpefeneHHbIX NeKapCTBEHHbIX NpenapaTos, MOXET
ObITb NPM3HAHO HEOBXOAMMbIM OLIEHUTb BO3MOXHOCTM CO CTOPOHbI AepXKaTens perMcTpaLnoHHbIX YA0CTOBEPEHWIA:

peanusaumy  MepornpuaTUS MO  MWHMMMU3AUMM  PUCKOB, CBA3AHHBLIX C KOHKPETHLIM JIEKapCTBEHHbIM
npenapaTom;

Hagnexawiero BbINOMHeHUs ocobbix TpeboBaHun no obecneyeHnto 6e30NacCHOCTM  MPUMEHEHMWS
rfiekapCTBEHHbIX NpenapaToB, KOTOpble MOTyT ObITb YCTaHOBIEHbI;

Haanexallero BbINOMHEHUs npoueayp B pamkax pyTUHHOro dpapmakoHafsopa fekapCcTBeHHOro npernapara,
BbI3bIBAOLLEr0 ONaceHUs B OTHOLLEHUM npodunsa 6esonacHoCcTH.

MpuHATUE pelleHns MO BbIMOSIHEHUIO AOPErMCTPaLMoOHHON MHCNEKLUN BKNoYaeT B cebsA OLeHKY pUCKOB C
KOMMNIIEKCHOWN OLLEHKOW BOMPOCOB, KacalLMXCA onpeaeneHHbIX NeKkapCTBEHHbIX NpenapaToB U CUCTEMBI.

421.3.2. B cnyyae ecnu B pe3ynbrarte [OPErncTpauMOHHON WHCMEKUUM cucTembl dapmakoHaasopa
BO3HVKaeT 06eCnOKOEHHOCTb MO NOBOAY CNOCOBHOCTM AepxaTens perucTpaumoHHOro yaoCTOBEPEHMS BbINOMHATL
TpeboBaHMa K cucteme apmakoHaa3opa, YCTaAHOBMEHHble 3aKoHOAATEeNbCTBOM rocydapcTBa-yneHa MU
HacTosAwmmMu lNMpaBunamu, yNnonHOMOYEHHbIN OpraH rocyaapcraa-yreHa MOXeT NPUHATL crnegyowme mepbi:

a) oTkas B perucTpauuv, MNOATBEPXAEHWM perncTpaumn (nepepernctpauun) wnm MHbIX npoueaypax,
CBSI3aHHbIX C perncrpauuen;

6) BbINONHEHNEe MOBTOPHOW WHCMEKUMNW [0 Bblayn pPerncTpaumMoHHOro YAOCTOBEPEHUs C  Lenbio
NOATBEPXKAEHUS YCTPAHEHNSA KPUTUYECKNX HECOOTBETCTBUI U BbINOSTHEHNS PEKOMEHOaLNI;

B) BblJaya pPerncTpauMoHHOro YAOCTOBEPEHWUS C pekoMeHZauuen npoBedeHUs MHCMNEeKUMUM CUCTEMbI
dhapmakoHaasopa Ha paHHeM NOCTPEerncTpauuoHHOM aTane.

4.2.1.4. MNMocTperncTpaLmoHHbIE NHCNEKLUN.

MocTperncTpaumnoHHbIe MHCMEKLMM CUcTeMbl hapMakoHaa30opa NPoBOAATCS NOCe BblAavm ygoCTOBEPEHNS O
rocygapCTBEHHOW peructpaumv v npegHasHadveHbl Ans OUEHKM BbINOMHEHUS AepxaTenem permctpauvoHHOro
yOOCTOBEpPEeHNsi CBOMX 06A3aTensCTB nNo hapmakoHaasopy. MNocTperncTpaunoHHbIE MHCMEKUMM MOTYT BbITb Moboro
Tvna B COOTBETCTBUM C NyHKTamun 4.2.1.1 n 4.2.1.2 HacToawmx NMpasun.

4.2.1.5. ObbsaABNEeHHbIE N BHE3anHble UHCNEKUUW.

BonblWKHCTBO MHCNeKkumn cuctembl apmakoHagsopa OyayT o00bABMAEHHbIMW, 4TO npegnonaraeTt
yBeAOMIIEHMNE UHCNEKTUPYEMOW CTOPOHbI O HEOBXOAMMOCTIN 0becneyeHnss NPUCYTCTBMSA COOTBETCTBYOLMNX NL, BO
BpeMs NpoBeAeHus MHcnekuun. B page cnyvaes LenecoobpasHblM ABNSETCA NpoBeAeHne BHE3arnHbIX UHCNEKLUA
nMbo yBedOMIiEHME WHCMEKTUPYEeMOW CTOPOHbl HakaHyHe MNpPOBEAeHVs UWHCMeKuun (Hanpumep, ecrnu
npegsapuTensHoe 06bsaBNEHME MOXET NOCTaBNUTb NOA Yrpo3y Lenn MHCNEKLMN UK eCIM MHCMEKUMS MPOBOAMTCH B
cxaTble Cpoku no BesoTnaraTenbHbIM NPUYUHAM, CBA3AHHBIM C Yrpo3orn BesonacHocTw).

4.2.1.6. NMOBTOPHbIE MHCMEKLNN.

[MoBTOPHbIE WMHCMEKUMM MOTyT NPOBOOUTLCA Ha PerynsipHoW OCHOBE B pamKax nporpammbl MIaHOBbIX
MHCMEeKUMn cucteMbl dapMakoHag3opa. HeobxoaMmo oOueHWTb akTopbl pucka C LUenblo  onpegerneHus
NMPMOPUTETOB MOBTOPHbLIX MHCNEKUMIA. [TOBTOPHAs MHCNEKUMSA HA paHHeM aTane MoXeT NPOBOANTLCH B Cryyae, ecrim
BbISIBMIEHO 3HAYWTENlbHOE YMCNO HEecooTBeTCTBUMA U TpebyeTcAa noATBepXAeHWe Haanexallero BbIMONTHEHUS
OEVCTBUA N MepOonpUATUA, HanpasrieHHbIX Ha YCTpaHEeHMEe 3amMeyaHuin, N OLEHKN MOCTOAHHOIO BbINOMHEHUS
065a3aTenbCcTB 1 cobntogeHns TpeboBaHuii kK cucteme dhapMakoHaa3opa, B TOM YNCHe OLEHKN N3MEHEHWI B cucTeMe
dapmakoHagsopa. NMoBTOpHas MHCNEKUMS Ha paHHeM 3Tane Takke LernecoobpasHa BCKope nocrie npoBedeHus
npeablaywen WHCNeKuMn B Clyvae Hamnuuua MH@OpMauum O HEBBINOMHEHUN WHCMEKTUPYEMOW CTOPOHON
Haanexalumx KOppeKTUPYOLWNX 1 NpedynpeanTenbHbIX MeponpusaTUi No npeanucaHuio bonee paHHen MHCNEKUUN.

4.2.1.7. QnCcTaHUNOHHbIE NHCMEKLUUN.

AVCTaHUMOHHBIE UWHCMEeKUMM CcucTeMbl hapmakoHad3opa MpOBOAATCA wHcnekTopamn 6e3 Bble3ga K
aepxxaTento perMcTpaumoHHOro yaoctoBepeHns nnbo opraHn3aumm, KOTOpon AenermpoBaHo BbiNONHEHUE YHKUMN
no cpapmakoHag3opy. YKasaHHble MHCNEKLUN MOryT NPOBOAUTLCH C MCMOMb30BaHMEM Takux CPeacTB CBA3W, Kak
NHOPMALIMOHHO-TENEKOMMYHUKaUMOHHasa ceTb "MIHTepHeT" unu TenedoHHas cBasb. MogobHbIn TUN MHCHEeKUnn
MOXET TaKkKe MCNOoNb3oBaTbCH B ClyYae BO3HUKHOBEHUS NOrMCTUYECKUX TPYOHOCTEN Mpu NpoBeaeHNM NHCMEeKUMM
Ha MecTe B Criy4ae MCKMNoYnUTENbHbIX 00CTOATENLCTB. PelleHne o npoBeAeHWM AMCTAHLMOHHOW MHCNEKUMM no
YCMOTPEHUIO MHCMNEKTOPOB MOANEXNT COrnacoBaHUIO C YNONHOMOYEHHBIM OpraHoOM rocygapcTaa-yrieHa, Bbligatowmum
nopyyeHme Ha npoBefeHWe WHenekumMu. Jlormctuyeckne acnekTbl AUCTaHUMOHHOW MHCNeKuun cneayet
cornacoBbiBaTb C [epxaTenem perucTpaumoHHOro ypaoctoBepeHus. B cnyvyae ecnu B Xxope nposedeHus
AVCTaHLMOHHOW MHCNEKUMM BbISIBNAIOTCA BOMPOCH!, TpebytoLine BbINOMHEHUS OLEHKN cucTeMbl dpapMakoHagsopa
HenocpeacTBEHHO Ha MecTe, MNPUHMMAaeTCA pelleHne O MPOBedeHWM WHCMNEKUMM C Bble3AOM Ha MeCTo
WHCMEKTMPOBaHUS.

4.2.2. NnaHvpoBaHne UHCMEKUUN.

4.2.2.1. TnaHMpoBaHWe MWHCMNEKUNA cucTtemM dapmakoHazsopa [JOIMKHO OCHOBbLIBATbCH HA CUCTEMHOM
NOAXOAe, OPUEHTMPOBAHHOM Ha OLIEHKY PMUCKOB, C LEeNbl0 ONTUMAarbHOro MCMONb30BaHUSA PECypcoB B pamMkax
OCYLLECTBMNAEMOWN AeATENbHOCTU MO KOHTPOM U obecnedyeHmnto BbICOKOrO YPOBHS 3alUWTbl 340POBbSA HacemNeHus.



Moaxoa K NNaHMPOBaHWMIO UHCNEKLNIA, OCHOBAHHbLIN HA pUCKax, NO3BONSET onpeaenvTb YacToTy, HanpaBneHHOCTb U
06BbEM MHCNEKTUPOBAHKS.

4.2.2.2. MNMporpammbl MHCNEKLMIA CUCTEM (apMakoHaA30pa COCTaBNAKTCS YNOSIHOMOYEHHLIMW OpraHamu
rocygapCTB-UIIEHOB C y4ETOM CriegyroLmx akTopoB:

a) hakTopbl, CBSA3aHHbIE C UHCMEKUMEN:

UCTOPVS BbISIBIIEHNST HECOOTBETCTBUA MO pe3ynbTaTam npeablaylimx MHCNEKUMn dapmMakoHags3opa umm
OPYrMX TUMOB MHCMEKUMI (B COOTBETCTBUM C HaANexXawmmMm hapMaLeBTUYECKUMIN NpaKTuKamm);

AaTta NOBTOPHOW MHCNEKLMWN, PEKOMEHAOBAHHAsA MHCNEKTOPaMM N 3KCNepTamu B pesynbTate npeablayLien
WHCNEKLMM;

©) dhakTopsbl, CBA3aHHbIE C NEKapCTBEHHbIMY NpenapaTamu:

pervctpaums rnekapcTBeHHOro npenapara, Afns KOTOPOro HasHadeHbl AOMOMHUTENbHbIE MeponpuaTUs Mo
hapmakoHaa3opy Nnm MeponpuaTUs, HanpasfeHHbIE Ha MUHUMN3aL IO PUCKOB;

peructpaums nekapcTBEHHOro npenapara, ANA KOTOPOro HasHavyeHo npoBedeHMEe MOCTPEerncTpaumMOoHHbIX
nccnegoBaHuin no 6e30nacHOCTM UNN Ha3HayYeH AOMNOMHUTENBHBIA MOHUTOPWHT;

pervctpaumsi 1 noctaBka NeKkapCTBEHHOrO npenaparta ¢ 6onbwmmM 06bEMOM NpoAax, T.e. C NOTeHUNanbHO
3HAYMMbIM BO3EVCTBMEM Ha BOMbLUYIO0 NOMYNSALMIO NALMEHTOB;

pervcTpaumsi NekapCTBEHHOrO NpenapaTa, He UMEIOLLEro anbTepPHATMBbI HA PbIHKE rOCy4apCTBa-yIieHa;

B) pakTopbl, CBA3aHHbIE C AepXaTenemM perMcTpauuoHHOro ya0CTOBEPEHUS:

aepxaTenb perncTpauMoHHOro y4OCTOBEPEHUS, KOTOPbIA HUKOrA4a He noaBepranicad WMHCMEKUUW CUCTEMbI
dhapmakoHagsopa;

aepxatenb  PerucTpaumMoHHOrO  yAOCTOBEPEHWs, MMelwWwmn B obpaweHum 3HauuTenbHOe  YUCno
nekapCTBEHHbIX NpenapaToB Ha PbIHKaX rocy4apCTB-4MeHOB;

aepxaTtenb PerncTpauuoHHOrO yAOCTOBEPEHUS, paHee He MMEBLUMI YAOCTOBEPEHWUA O rocyaapCTBEHHOW
permcTpaumm Ha TepPUTOPUSIX FOCYAapCTB-YIEHOB;

HeraTuBHas MWHMOpPMaunss B OTHOLLEHMM BbINOMHEHUs obsasaTenbHbix TpeboBaHun u (MnNu) B CBHA3M C
BO3HWKHOBEHMEM Mpobrnem no Ge3onacHOCTM NEKapCTBEHHbIX MNpenapaToB, MOflyYeHHass CO CTOPOHbI
YMOJTHOMOYEHHbIX OPraHoOB rocy4apCTB-4YIIEHOB M MHbIX FOCYAapCcTB, OCYLLECTBAAKLWMX hapMakoHaa3op, a Takke
YMONTHOMOYEHHbIX OpPraHoB B OpPYrnx o0nacTsax perynupoBaHusi obpalleHust rekapCTBeHHbIX npenapaToB (T.e.
COOTBETCTBYIOLUNX HaANexalmx dpapmaLeBTUYECKMX NPaKTUKax);

Takne M3MEHeHUs B OpraHvM3auMOHHOW CTPYKType AepXxaTens perncrpauvoHHOro yOoOCTOBEPEHMs, Kak
CMUSIHWNS U MOTTOLLEHUS;

r) dakTopbl, CBA3aHHbIE C CUCTEMON hapMakoHaa3opa:

aepxaTtenb permMcTpaumMoHHOro yaoCTOBEPEHMS, UMEIOLWMIA CyBnoapsAHYI0 OpraHn3auunio No OCyLLEeCTBNEHMIO
OeaTenbHOCTU No hapmakoHaasopy (B Yyactu pyHkumi YI1d B Cotose, npeacraBneHns oT4eToB no 6€30nacHoCTy U
T.0.) U (MMM) HECKOMNBKO OpraHM3auni, NpMBREYEHHbIX AN OCYLLEeCTBNEHNA MeponpuaTuiA No apmakoHaa3opy;

3ameHa YJ1® ¢ MoMeHTa nocnegHen UHCNEeKLMK;

nameHeHus B 6ase (6basax) gaHHbIX N0 6&30NacHOCTU NEKAPCTBEHHbIX NMpenapaToB, KOTOPbIE MOTYT BKIHOYaTb
B cebsa nameHeHne camoin 6asbl AaHHbIX UM B3aMMOCBSA3aHHbIX 6a3 gaHHbIX, cTaTyc Banvaauum 6asbl AaHHbIX, a
Takke MHopmaunn o nepefaHHbIX UM NEPEHECEHHbIX AaHHbIX;

N3MEHEHWSI B JOTOBOPHbLIX OTHOLUEHMSIX C NOCTaBLUMKaMK ycryr no hapMakoHaA30py UM MeCT BbIMOMHEHNS
OyHKUMIA MO chapmakoHaa3opy;

AenernpoBaHve unu nepegaya ynpaeneHus macrtep-annom cuctembl hapmakoHag3opa.

4.2.2.3. YNONHOMOYEHHbIE OpraHbl roCyAapcTB-4YNeHOB BrpaBe 3anpawmBaTtb Tpebyemyro nHdopmaumio y
aepxxaTenen perncTpaunoHHbIX YAOCTOBEPEHUN B LENsaxX NiaHMpOBaHUSA MHCMEKUU Ha OCHOBaHUKM nogxoga no
OLEHKe PUCKOB, B CIlydae ecriv Ha MOMEHT MIaHNPOBaHMSA OHa He ABMNSeTCH AOCTYMHOW.

4.2.3. 'HcnekTnpyeMble 06 bEKThI.

JTiobas cTopoHa, ocylecTBnaLas MeponpuaTUa No hapmakoHaa30py NOMHOCTLIO UMK YAaCTUYHO OT MMEHHU
aepxxaTensi perncTpauuoHHOrO yAOCTOBEPEeHUss NMBO COBMECTHO C HWMM, MOXET MOoABepraTbCs WHCMEKUMM Ha
NOATBEPXKAEHNE CMOCOOHOCTU HaAnexallero BbINOMHEHUS [OepXaTenem PerucTpaumoHHOro yAOCTOBEPEHUSI
06sa3aTenbcTB 1 cobnogeHns obsizatenbHbiX TpeboBaHun no hapmakoHaasopy. OObeKTbl AN UHCNEKTUPOBAHUSA
MOryT ObITb pacrnonoXeHbl Ha TEPPUTOPUSAX rOCY4apCTB-4rneHoB Nubo 3a ux npegenamu. MHcnekumm o6beKToB 3a
npegenamu Coto3a MOryT MNPOBOAMTBLCH, €CNM MaBHbIA LEHTP dapMakoHagsopa, 6asbl gaHHbIX U (Unn)
BbINOMHSAEMasi OesaTenbHOCTb No dapMakoHag3opy Haxogatcs 3a npegenamu Coto3a. Tvn M KonNmM4yecTBO
NHCMEKTMPYEMbIX 00BEKTOB AOSIKHBLI BbIOUPATLCS COOTBETCTBYHOLLMM 06pa3oM, YTOObI rapaHTUpOBaTh AOCTMXKEHNE
KITHOYEBbIX Lienen NHCNEKLUN.

4.2.4. O6bEM NHCNEKLUMN.

O6BbeM MHCNEKUMM 3aBUCUT OT LIENEN MHCNEeKUMKN, OXBaTa NpeabigymMy NHCAEKUNAMM YNOMHOMOYEHHbBIMM
opraHamm rocyaapcTB-UrieHOB, a Takke OT Tuna nHcnekumu. MNpy nnaHupoBaHMm o6bema nHenekumm Heobxogumo
YUMTbIBATD:

a) icpopmauuio, NpeacTaBeHHyo B macTep-ganne cuctembl hapMakoHaasopa;



6) nHdopmaLmnio 0 (PYHKLMOHUPOBAHUM CUCTEMbI (hapMakoHaasopa, HanpuMmep, AaHHble O COOTBETCTBUU
CUCTEMBI, UMEIOLLIMECS Y YNONHOMOYEHHOrO OpraHa rocygapcTBa-yneHa;

B) KOHKpeTHble hakTopbl MHULMMPOBAHMUS MHCNEKLMN B COOTBETCTBMM C NYHKTOM 4.2.1.2 HacTosAwmx Mpaswun.

4.2.4.1. CtaHaapTHble MHCNEeKUMN dhapmakoHaasopa.

B npouecce npoBefeHnst ctaHOapTHbIX MHCMEKUUA cucTembl hapmakoHag3opa nposepsieTcs cobrnogeHve
TpeboBaHWIN 3akOHOA4ATENBCTBA FOCYAapCTBa-yreHa U MexayHapoaHbIX JOroOBOPOB U aKTOB, COCTaBMSAOLWMX NPaBo
Coto3a, no cpapmakoHagsopy. Ecnv aTo NpUMEHMMO, MHCMEKTMPOBaHUE AOMMKHO BKIIOYaTb OLIEHKY CriedyHoLmx
3MNEMEHTOB CUCTEMBI:

a) npoueaypbl paboTbl ¢ HAMBUAYANbHBIMU COOBLLEHMAMN O HEXeNaTernbHbIX PeakUuUsaX Ha fekapCTBEHHbIN
npenapart (aanee - MICHP):

cbop, nonyyeHune n obmeH coobLLEeHMAMM, NONYYEHHBIMU U3 BCEX UCTOYHUKOB, OT OOBEKTOB 1 OpraHu3aLunm B
paMkax cuctembl hapmMakoHaasopa, B TOM 4ucre OT TeX OpraHuM3auui, KOTOpble Ha KOHTPaKTHOW OCHOBE
BbINOMHAT 0bs3aTenbcTBa No hapMakoHaa3opy ANa AepKaTtens perncTpaunmoHHOro YA0CTOBEPEHUS, a Takke OT
WHbIX NoApasgeneHnn opraHnsaunn, He OTHOCALLMXCS K cucteMme dhapMakoHaa3opa;

OueHKa CcoobLleHMn, B TOM 4YWCIEe MEeXaHu3Mbl MOMyYeHUs M Mpouedypa peructpaumMm OLEHKUM Nnn,
NpeacTaBMBLUMX  COOOLLEHUS, WCMOMNb3yeMasi TEepPMMHOMOMNS, OUeHKa CEepbe3HOCTH, OXWOAeMOCTU U
NPUYMHHO-CIEeACTBEHHOW CBA3W;

peructpaumsi pesynbTaTtoB Mocreaylwero HabnwoaeHusa M UCXOO4oB (Hanpumep, UCXo4 B Criyyasix
BO30EWNCTBUSA NEKapCTBEHHOrO npenaparta Ha nnof B nepuog 6epeMeHHOCTM U MeAWLMHCKOE MOoATBEpXOeHue
COODBLLIEHWNI, NOJNYYEHHBIX CO CTOPOHbI MALNEHTOB);

BbINOMHeHne TpeboBaHW 3akoHOAaTeNbCTBA roCyAapCTB-YNIEHOB M MEXAYHapOAHbIX OOrFOBOPOB U aKTOB,
coctasnsaowmx npaso Colo3a, No NpeacTaBneHunto pasnmyHblx Tunos VICHP B cooTBETCTBYIOLLME YNONTHOMOYEHHbIE
OpraHbl rocy4apCTB-YNEHOB;

BeJeHVe AOKyMeHTaumm n apxmsupoBanme VICHP;

0) nepuoanyeckme obHoBNSEMble OT4EThI N0 6€30MacHOCTMN (€Cny NPUMEHUMO):

nofHoTa M AOCTOBEPHOCTb BKIHYEHHbIX AaHHbIX, 0OOCHOBAHHOCTb PELUEHWUA, OTHOCALUMXCA K AaHHbIM,
KOTOpbI€ HE BKITHOYEHBI;

peLleHne BONPOCOB MO M3MeHeHUI0 npocuna 6e3onacHoCTW, NpeAcTaBeHne COOTBETCTBYOLLMX aHANM3o0B 1
mMep;

odopmneHune NOOB B COOTBETCTBMM C YCTAHOBIIEHHLIMU TPEBGOBAHUSIMMY;

CBOEBPEMEHHOCTb NPEACTaBIEHNS;

B) HenpepbiBHasA OLeHKa npoduns 6e3onacHoOCTu:

NCMNomnb30BaHNe BCEX NCTOYHMKOB MHPOpMaLMM Ans obHapyXeHns curHana;

npaBurnbHOE NPUMEHEeHNe METOA0MN0rMM aHanmaa nHdopmMauuu;

COOTBETCTBME NpoLeayp paccrnegoBaHus U nocnegyrowmx AencTeui (Hanpumep, BHegpeHne pekomeHaaummn
nocne aHanusa gaHHbIX);

peanu3auus nnada ynpasneHus pyuckamu unm apyrmx o6a3aTenscCrs;

CBOEBPEMEHHOE BbISIBMEHNE W MNPEACTaBIEHME MONHbIX U TOYHBIX AAHHbLIX YMNOMHOMOYEHHBIM OpraHam
rocyapCTB-4IIEHOB, B YaCTHOCTU B OTBET Ha KOHKPETHbIE 3anpochkl AaHHBbIX;

BKITIOYEHNE YTBEPXKAEHHBIX W3MEHEHUA B COOOLLEHMs, Kacawwuecs Ge3onacHoCcTW, U MHGopMauul o
nekapcTBEHHOM Npenapare;

) MHTEPBEHLUMNOHHbIE (MPU HEOOXOAMMOCTU) N HEUHTEPBEHLMOHHBIE KITMHUYECKNE UCCNEeL0BaHMS:

npeactaeneHne coobLeHn O NoJo3peBaeMblX Cepbe3HbIX HEOXWMAAHHbIX HeXenaTemnbHbIX peakuusx B
COOTBETCTBMU C TpebOoBaHUAMM 3aKoHOO4ATENbCTBA rOCY4apCTB-4MEHOB;

nonyyeHve, perncTpaumss Uu OLEeHKa CIiydyaeB HeXenaTenbHblX peakuui, BbISBNEHHBIX B  XoAe
WHTEPBEHLMNOHHBLIX U1 HEUHTEPBEHLMOHHBIX KMMHUYECKNX UCCNEA0BaHUN;

npeactaBneHne pesynbTaToB MWCCMedoBaHMA W COOTBETCTBYOWEN uHdopMauun no 6e3onacHocTu
nekapCcTBEHHbIX NpenapaToB B (hopme 0TYETOB CornacHo TpeboBaHUsIM 3akoHO4ATENbCTBA rOCy4apCTB-4IEHOB;

COOTBETCTBYIOLLUIA BbIOOP CMpaBOYHON MHOpMaLMn no 6e3onacHoOCTU, nogaepKaHue akTyanbHOro YypoBHS
nHdopmaumm B OpoLutopax uccregosaTtens unm nHdopmaumm no 6e3onacHocTv Anst NauMeHTa;

BKITHOYEHWNE AaHHbIX MCCNEeAOoBaHMSA B TEKYLLYHO OLLEHKY Npodunsi 6e30nacHOCTM NeKapCTBEHHOrO nNpenapara;

4) npouenypbl cucteMbl hapmakoHaa3opa:

ponn n obsizaHHocTu YJI®, Hanpumep, OOCTYn K CUCTEMEe KadecTBa (hapmakoHazasopa, macTep-canny
cucTeMbl hapMakoHag3opa, nokasaTtensM 3dh(PEeKTUBHOCTM M UHAMKATOpaM CUCTEMbI, OTYETaM MO ayauTam U
MHCMEKUMAM, a Takke UX CMOCOBHOCTb MPUHMMATb Mepbl MO YIYYLEHNI0 COOTBETCTBUS;

ponn wun 0643aHHOCTM JdepxaTens pPerucTpaumMoHHOrO yAOCTOBEPEHUS B  OTHOLUEHWW CUCTEMb
capmakoHaasopa;

TOYHOCTb, MONHOTa@ W MOAAEpXaHue aKkTyanbHOro YpPOBHA WHdopmMauunm B MmacTep-danne CUCTEMBI
capmakoHaasopa;

KayeCcTBO M COOTBETCTBME YPOBHS MOArOTOBKMW, KBanudmkaumm n onbita nepcoHana;



OXBaT W COOTBETCTBME CUCTEMbI KayeCcTBa B OTHOLUEHUW cUCTeMbl pbapMakoHaas3opa, B TOM 4ucrne
BbINONHEHME MPOLLECCOB KOHTPOMS KavyecTBa U obecneveHns kKayecTBa;

NPUrOAHOCTb UCNOSb3YEMbIX KOMMbIOTEPU3NPOBAHHBIX CUCTEM ANS BbIMOMHEHUSA KOHKPETHBLIX (YHKLUNNA;

cornalleHnsi Co BCEMM Yy4acTBYHOLLMMM CTOPOHaMK, COOTBETCTBYIOLLMM 06pa3oM oTpaxatowwme 06893aHHOCTH
N MeponpuaTUA MO BbIMNOMHEHUIO hapMakoHaA30pa, a TaKkke Hagnexallee nx BblNoNHeHne.

MHcnekumsa moxeT BkntovaTe B cebsi OLEHKY COOTBETCTBUSA OCYLLECTBASIEMbIX MEP MWHMMMU3aUMW PUCKOB
yCTaHOBMEHHbIM TpeboBaHMAM.

4.2.4.2. BHennaHoBble MHCNEKLMUHN.

O6bem BHENNaHOBOM WMHCMEKUMM 3aBUCUT OT MPUYMH ee HasHayeHud. B yucno oueHnBaeMbiX acrnekToB
CUCTEMbI MOTYT BOMTU yKa3aHHble B NyHkTe 4.2.4.1 HacToswwmx Mpasun, a Takke cnegytowime acnekTbl:

a) BoBneyeHne n MHopMMpoBaHHOCTL YJI® no Bonpocam, CBsA3aHHbIM C KOHKPETHbIM JeKapCTBEHHbIM
npenapaTom,;

©) yrnybneHHoe u3yyeHne MNpoLeccoB, NpoLenyp MPUHATUS peLUeHWU, BbINONTHEHUA WH(OPMUPOBAHUA U
peanusaumm Mep, CBS3aHHbIX C KOHKPETHbIM (PakTOPOM WHULMUPOBAHUSA WMHCNEKUMM U (MNn) nekapCcTBEHHbIM
npenapaTom.

4.2.4.3. INOBTOPHbIE MHCNEKLUN.

4.2.4.3.1. Onpegensist o6bembl paboT No NPOBEAEHMIO MOBTOPHOM MHCMEKLMMW, HYXKHO YYUTbIBaTh CrieayoLlimne
acnekTbl:

a) aHanmW3 COCTOSHUSA CUCTEMbl M (MNM) MnaHa KOPPEKTUPYIOLMX U NpeaynpeamuTernbHbIX MeponpusiTUi,
paspaboTaHHOro no pesynbTatam npeabigyLen nHcnekumn apmakoHagsopa;

0) aHanuM3 3HauyMTeNnbHbIX W3MEHEHWW, KOTOpble BHECEHbl B cuUCTeMy (papmakoHagsopa CO BpemeHu
nocnegHen nHcnekumm dapmakoHaasopa (Hanpumep, nsaMmeHeHve 6asbl JaHHbIX hapMakoHaa3opa, CrusHue unm
NormnoLeHne KOMnaHmm, 3HauMTerNbHble M3MEHEHUS B OrOBOPHbIX BUAax A4eATENbHOCTH, 3aMmeHa YJ10);

B) aHanm3 nNpoLeccoB 1 (M) BOMPOCOB B OTHOLLEHNN KOHKPETHOIO NIEKapCTBEHHOMO Npenapara, BbIABMEHHbIX
B pesynbTaTte OUEeHKM UHdopMauun, NpeacTaBleHHON AepXaTeneM pPermcTpauuoHHOro YOAOCTOBEPEHUs, UMK He
BKJTHOYEHHbIX B 00bEM MHCMNEKTMPOBAHNS NpeablayLLe MHCNIEKLNEN.

4.2.4.3.2. Obbem NOBTOPHOW MHCMEKUUN onpeaensieTcsl pesyfibTaTamu NpeawecTBYOWMX MHCNEKUUA 1
MOXeT ObITb paclUMpeH ¢ y4eToM psga akTopoB (Hanpumep, BPeMEHW OT AaThl MPOBEAEHUS NPEALIECTBYOLLEN
MHcMekummn, obbema nNpeLecTByOLLEN UHCMEKUMM, ECITN 3TO MPUMEHMMO).

4.2.5. lNMpouecc nHcnekuuu.

4.251. WHcnekuum dapmakoHagsopa HeobxogumMo nnaHWpoBaTb, KOOpPAMHMpOBATb, MPOBOAUTD,
NPeAcTaBnsATb OTYETbl O HUX, KOHTPONMPOBATb BbIMNOMHEHME 3aMEeYaHUn U OOKYMEHTMPOBATb B COOTBETCTBUM C
npoueaypamu MHCMEKUWA, BbIMOMHAEMbIX Ha TeppuUTOpUSAX rocyaapcTB-yneHoB. COBEpLUEHCTBOBAHUIO W
rapmMoHuM3aumMmM npoBeAeHMs WHCMNekumMn OyayT cnocobCcTBOBaTb COrfacoBaHHble MpouUecchbl U npouenypbl,
COBMECTHbIE NPOBEPKU, 0OMEH OMbITOM 1 06y4YEHNE MHCNEKTOPATOB YNOTHOMOYEHHbIX OPraHoOB rocyAapCTB-YSIEHOB.

4.2.5.2. Tpoueaypbl NO MHCNEKUMAM hapMakoHagsopa cuctem hapmakoHag3opa A0MKHbI BKNoYaTh B cebs
crnepyoLiue npoueccsl:

a) obMeH nHdopmaumen;

©) nnaHnpoBaHWe UHCMNEKLNIA;

B) AOperncTpaunoHHble UHCNEKUNY;

r) KOOpAUHALNA MHCMEKUUI cucTeM dhapMakoHaa3opa B rocyaapcrBax-yneHax;

[) KoopavHauusa UHCNEKLMIA, NpOBOAMMBIX B rocyfgapcTBax, He saBngowmxca yneHamu Cotosa (B TOM yucne
WHCNEKLMI NogpsaYnKoB);

€) NOAroTOoBKa MHCNEKUUn cucteM hapmMakoHaasopa;

X) NnpoBeAeHMe UHCNEKUMIA CUCTEM hapMakoHaA30pa;

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

1) MHPOPMUPOBAHME N NPUOPUTETHOCTb MHCMEKUUIA hapMakoHaa3opa 1 NOMyYEHHbIX Pe3ynbTaTos;

K) BedeHWe yyeTa W apxXMBMPOBAHUA [OKYMEHTOB, MOJYYEHHbIX B pe3ynbTaTe WHCNEKUUA CUCTEM
hapmakoHaasopa;

n) BHe3arHble nHenekuuu;

M) CaHKLUWN N PErynAaTOPHbIE U NPUHYAMTENBHBIE MEPDLI B Cllyvae cepbe3Horo HecobnoaeHnst TpeboBaHmi
3aKoHoaTenbCTBa rocyaapCTB-4rneHoB U HacToawmx MNpasun;

H) pekoMeHJauun No MOArOTOBKE WHCMEKTOPOB, BbIMOMHSAOWINX WHCMNEKLMM cucTeM dpapmakoHazsopa, u
06MeHy onbIToM paboThl.

4.2.5.3. lpn HeO0OX0AMMOCTM BO3MOXHa pa3paboTka HOBbIX Mpoueayp.

4.2.6. KOHTpOnNb BLIMNOMHEHNS 3aMeYaHUI UHCNEKLNW.

B cnyyae BbIsIBNeHUs B X04€ BbIMOMHEHUS UHCMNEKLMM HecobntoaeHns obsisatenscTB no apMakoHaasopy
TpebyeTcsl YCTAHOBMEHME MOCMNeaylLWero KOHTPONs A0 MOSIHOrO BbIMOSIHEHWST MfaHa KOPPEKTUMPYHLWMX W
npeaynpeanTenbHbiX gencTeuin. CnegyeT yunTbiBaTh Creayowme MeToabl KOHTPOMS:

a) aHanu3 nnaHa KOPPEKTUMPYKLWMX W NpeaynpeauTernbHbiX LOEWCTBUN OepXaTens perncrpaumoHHbIX



yOOCTOBEPEHUN;

6) aHanus neprnoamyeckux o6HOBNSEMbIX OTHETOB O XoAe paboT (B criyyae HeobxoanMoCTH);

B) MOBTOpHas WHCMEKUMS [ONS OUEHKW Haanexallero BbIMOSIHEHUSA MnaHa KOPPEKTUPYLWUX |
npegynpeanTenbHbIX 4eNCTBUN,

r) 3anpoc o NpeAcTaBlieHNN paHee He NPeACcTaBMEHHbIX OAaHHbIX, UIBMEHEHMI (HanpyumMep, B MHOpMaLmio O
nekapcTBEHHOM npenapaTe), aHanusa BAvsHWUS (Hanpumep, pesynbTaT aHanu3a paHee He BKIIOYEHHbIX B aHanus
OaHHbIX MPU BbIMNOMHEHWW NpoLeaypbl BbISBNIEHWS curHana);

[) 3anpoc O BbINOMHEHUM Haanexawero MHOpPMMPOBaHMs, BKIOYas BHECEHNE U3MEHEHMI B MH OpMaLMIO,
NnpeacTaBnseMyo B paMKkax MapKeTUHIOBON OeATENbHOCTU, U (MNnN) peknamHyro MHOpMaLInio;

€) 3anpoc O BCTpeYe C AepxxaTenemMm perucTpaumMoHHOro yaoCTOBEPEHNS C Lenblo 06CYXaeHUs BbISBNIEHHbIX
HeJoCTaTKOB (HECOOTBETCTBUI) U UX BNUAHWS HA NNaH MEpPONpUATUI;

X) nepefava pesynbTaToB MHCNEKLUUN APYTMM YNONTHOMOYEHHbIM OpraHaM rocyapcTB-4eHOB;

3) Apyrve OencTBus, CBA3aHHbIE C NeKapCTBEHHbIM npenapaToM, B 3aBUCMMOCTU OT BNUSIHUSA HEQOCTaTKOB
(HecooTBeTCTBMI) U pe3ynbTaToB MOCMEAyLWNX AENCTBUMM (Cloga MOryT BXOAWUTb OT3blBbl UMM OEVCTBUS,
CBSI3aHHble C Bblgayen permcTpauMoHHbIX YAOCTOBEPEHWMI WM paspelleHnii Ha NpoBedeHME  KITMHUYECKMX
UCNbITaHUR).

4.2.7. [lencTBms 1 CaHKUMKU YNOSTHOMOYEHHbIX OPraHoB rocy4apCTB-YMEHOB.

4.2.7.1. YNONMHOMOYEHHbIE OpraHbl roCy4apCTB-4reHOB 0becneynBaloT KOHTPOSb BbINONIHEHUS AepXKaTensamMm
perncTpaumMoHHbIX yAOCTOBEpPEHUn 0bsi3aHHOCTEN No ¢hapmMakoHaa3opy B COOTBETCTBUM C 3aKOHOOATENbCTBOM
rocygapcTB-4neHoB u HacTtoswwmmu [MpaBunamu. B cnydae obOHapyxeHusi HecobniogeHus TpeboBaHun wunm
HeBbINONHeHMA ob6s3aTtenbCTB No  (papmakoHag3opy [AOEWCTBUS, KOTOPbIE HYXXHO MpeanpuHATb,  LOJIKHbI
onpeaenaTbes No KaXkaoMy KOHKPETHOMY Criyyaro oTAenbHO. Kakne gencrTeusa npeanpuHATb, AOIMKHO 3aBUCETb OT
NMOTEHLMANbHOrO0 HEraTUBHONO BIIMSIHUA HECOOTBETCTBMMN (HecobniogeHun) Ha 340pOBbe HaceneHusi, Ho nwbown
cryyYyan HEeCOOTBETCTBUM (HecobniodeHun) MOXET y4MTbiBaTbCA MPU MPUMEHEHUM MNPUHYAMTENbHbIX Mep. [lpu
HeobX0AMMOCTU YMOMHOMOYEHHBIN OpraH rocygapcTBa-yneHa QJofmkeH obecneuntb, 4Tobbl K AepxaTento
PerucTpaumMoHHOro YAOCTOBEPEHUS NPUMEHANUCh 3PEKTMBHbIE, COpa3MepHble W caepXuBatlolme Mepbl
BO34ENCTBUS.

4.2.7.2. B cooTBETCTBUM C HacToswmmMmM lNpaBunamm n npu HEO6XOAMMOCTU C NpaBuUamMu, yCTaHOBNEHHBIMA
3aKoHO4ATENbCTBOM roCy4apCTB-4NEHOB, B Clly4ae HecobnoaeHnsa 0683aTenscTB N0 papMakoHaa30py BO3MOXKHbI
crnepywLme BapuaHThbl peryrnMpoBaHust:

a) obyyeHMe W COAEWCTBME: YMONHOMOYEHHbIE OpraHbl rOCyAapCTB-YIEHOB BnpaBe obwartbca C
npeacTaBuTeNAMN AepxaTenen permcTpaumoHHbIX YAOCTOBEPEeHU (Hanpumep, Ha cobpaHum), 4Tobbl 0606WuTL
BbISIBIIEHHblIE HECOOTBETCTBUSA, PA3bACHUTL YCTAHOBMNEHHbIE TpeboBaHNS U OXUOAHWUS YNONHOMOYEHHOrO opraHa
rocygapctBa-ufieHa, a Takke pacCMOTpeTb KOPpeKTUpylowue 1 npegynpeavTenbHble OencTBus, npeanaraembie
aepxxaTenem permcTpalmoHHbIX YAOCTOBEPEHMUN;

0) npeactaeneHve wHdOpMaUMM APYrMM  YNOMHOMOYEHHbIM OpraHam rocyAapcTB-UYNieHOB B pamkax
OO0roBOpeHHoCTeN No obecneyeHmno KOHPMAEHUNANbHOCTY;

B) WHCMEKTUPOBaHWE [JepxaTene perncrpauuoHHbIX YAOCTOBEPEHWIA, KOTOpble He cobniogarT
0bsa3aTenbcTBa MMM He BLIMOMHAKT TpeboBaHWsl, MOXET MPOBOAMTLCS C Lenbil ONpedesieHns CTeneHu
HecoOnoaeHUs1 (HEBLINOSIHEHMS) 3aKOHOO4ATENLCTBA rOCYAapCTB-4YNIEHOB N MeXAyHAapOOHbIX JOFOBOPOB U aKTOB,
cocTaBnawoLwwmx npaso Cot3a, 1 B NOCNeayoLWeM C Lenbio NoATBEPXKOEHUS X COBNOAeHNS (BbIMOMHEHNS);

r) IMCbMoO-NpeaynpexaeHve, 3asBneHne o0 HecobnoaeHNM (HEBBIMOMHEHNW) U YBEOAOMIIEHNE O HAPYLLEHNN,
BblJaBaeMble YMONIHOMOYEHHbLIM OpraHoM rocygapcTBa-yfieHa C yKasaHWeM HOPMaTMBHOrO MNpaBOBOro akTa,
KOTOpbIN OblN HapylweH, C Uenbld HanoMWHaHWS AepXaTensMm perucTpauuoHHbIX YAOCTOBepeHun o6 ux
obsasatenbcTBax no papmakoHad3opy WM Mepax, KOTOpble OHM AOIDKHbI MPUHATb, @ Takke O Cpokax,
YCTaHOBMEHHbIX AN YCTPaHEeHUs HECOOTBETCTBUIN MW HapPYLLEHWI;

A) paccMOTpeHue YnorIHOMOYEHHbIMWM OpraHamMu rocydapcTB-4rieHOB Bonpoca 06 onybnukoBaHum crnvcka
aepxaTtenen perncTpaumoHHbIX YAOCTOBEPEHWUN, KOTOpPble CEepbe3HO UMM MOCTOSHHO HapywarT TpebosaHus
3aKoHOAATENbCTBA rocy4apCTB-YNIEHOB 1 MeXAyHapoOHbIX LOrOBOPOB U aKTOB, COCTaBMsAoLWLmMX Nnpaso Coto3a;

€) [OeNcTBMs B OTHOLIEHUN PErNCTPALUOHHOIO YAOCTOBEPEHWUS WNW  3asABIIEHWS Ha perucTpauuto
nekapCcTBEHHOro npenaparta, HanpuMmep:

3KCTPEHHOE BBEAEHNE OrpaHNYeHnIn, CBA3aHHbIX C NpodmieM 6e30nacHOCTM NekapCTBEHHOMO Npenapara;

NPUOCTaHOBKa U aHHYNMPOBAHWE PETNCTPALMOHHOIO YAOCTOBEPEHUS NTEKaPCTBEHHOIO Npenapara;

NMPUOCTaAHOBKa PacCCMOTPEHMSI HOBbLIX 3asIBIEHUA Ha MOMyYeHWe YOOCTOBEPEHUA O rOCyAapCTBEHHOWN
permcTpaumm oo peanu3aumm KOppekTUpyLWmX 1 npegynpeanTensHbIX JENCTBUN;

Ha3Ha4yeHne 4oPEerncTPaLnoOHHbIX MHCMEKLMI CUCTEMbI (hapMakoHaa3opa;

) OT3bIB NTEKapCTBEHHOrO nNpenapara C pbiHka (HanpuMep, B cryvyae ecnu B MHOpMaUnio O NIeKapCTBEHHOM
npenapaTe He BKITHYEHbl BaXKHble NpeaynpexaeHuns no 6esonacHocTn);

3) AENCTBUS, CBA3aHHbIE C MAapKETMHIOBOW UMW PEKIMaMHOWN MHdOopMaLuen;

1) BHECEHME NOMpPaBOK B MPOTOKOSbI UMM NMPUOCTAHOBKa KIMHWYECKUX UCCeNOBaHUi B Cryvae BbISABIEHUS



n3meHeHu npodunga 6e30nacHOCTM KOHKPETHOrO NekapCTBEHHOro npenapara;

K) aAMVHUCTpaTUBHbIE LITpadbl B COOTBETCTBUM C 3aKOHOA4ATENBCTBOM rOCYapCTB-UEHOB.

4.2.8. Keanudmkaumsa n obyyeHne MHCMNeKTOpOoB.

MHcnekTopbl, KOTOpble Y4acTBYIOT B MNPOBEOEHVMM MHCNEKUUA cucTem apMakoHag3opa, AOMKHbl ObiTb
cneumManMcTamMmun yrnosTHOMOYEHHbIX OpraHoB rocyAapCTB-YIIEHOB UMW NMLAaMKM, Ha3Ha4YeHHbIMU B COOTBETCTBUU C
TpeboBaHMAMUN 3aKOHOAATENLCTBA rOCydapCcTBa-YreHa, a Takke AOMKHbI cobniogaTb NONOXeHUs pyKOBOACTBA MO
KayeCcTBYy WHCMeKTopaTa YMOSIHOMOYEHHOIO OpraHa rocygapcrBa-yneHa. PekomeHgyeTcs, 4Tobbl HasHaveHue
MHCMEKTOPOB OCHOBBLIBANOCh Ha WX OMbIT€é M MUHMManbHbIX TpeboBaHMAX, ONpPeAerieHHbIX YMONTHOMOYEHHbIM
OpraHom rocygapcrsa-uneHa. VIHCNeKTopbl OOMKHbI MPONTN obyyeHne B ToM obbeme, KOTOpbIn Heobxoaum Ans
obecneyeHnss MX KOMMETEHTHOCTM B Tex obnacTtax, KoTopble HeobxoauMMbl ANSA MOArOTOBKM M NPOBEAEHMS
WHCNEKLMI, a Takke NOArOTOBKM OTYeTa O NpoBeAeHHbIX MHcNekuuax. OHM OOMKHbI Takke NporTM obydeHune
npoueccam n TpeboBaHuaM apmakoHag3opa Takum o6pasoM, 4ToObl BbiTb CNOCOOHBLIMM OLEHUTL pPasnnyHble
acnekTbl cUCTeMbI hapMmakoHaa3opa B criydae OTCYTCTBMS COOTBETCTBYHOLLEro OnbiTa.

4.2.9. YnpaBneHne Ka4eCTBOM NpoLecca MHCNeKkunn papmakoHaasopa.

KauecTtBo npouecca WHcnekunn cuctembl hapmakoHag3opa perynupyeTtcst YNONHOMOYEHHbIMU OpraHamm
rocygapcrBa-yfieHa, BXOAMT B 4YMCIO BOMPOCOB, Ha KOTOpblE PacnpOCTPaHsIETCA cucTema KayecTBa CUCTEMb
hapmakoHaa3opa yNoSTHOMOYEHHOIO OpraHa rocygapcTBa-yneHa, v NoanexuT ayauty.

4.3. CoTpygHu4decTBo B pamkax Cotosa

4.3.1. KonnekTMBHOE ucnonb3osBaHne MHopmaumm.

YNONMHOMOYEHHbIE OpraHbl roCyapCTB-YneHoB 06s3aHbl  cOTpyAHu4aTb, 4TObbl 0bneruntb obmeH
nHdopmMaLmen No UHCNEKUMNSM CUCTeMbI ddapMakoHaa3opa, B HaCTHOCTY:

a) uHdopmaumen 06 MHCNeKUMaX, KOTopble 3annaHNnpPoBaHbl U NPOBEAEHbI, C LENbl YCTPAHEHNST HEHYXKHbIX
noBTOPOB 1 AybnmposaHns paboT B Cotose, a Takke ANns ONTMMM3auMM UCMOMb30BaHNS UHCMEKUMOHHBIX PECYPCOB;

©) nudbopmaumen o6 obbemMe MHCNeKUMK ¢ Tem, YTobbI NNaHMpoBaTh OyayLLMe NHCIEKUNY;

B) uHdopmaumen o pesynbraTax MHCMEKUMM, B YAaCTHOCTU B TOM Cny4ae, Korga pesynbTatoM sBnseTcs
BbiiBNEeHNe  akta  HEeBbIMONMHEHUs  AepxaTenemM  pPerncTpauuoHHblX  yaocToBepeHun  TpeboBaHwi
3aKoHO4aTenbCTBa rocy4apcTB-YMeHOB M HacToswmx [paBun. YNOMHOMOYEHHble OpraHbl FOCyAapCTB-UNIEHOB
obmeHuBalOTCA MHMOPMaLMen O KPUTUYECKUX W CYLLECTBEHHbIX BbISBMEHHbIX HeAoCTaTKax, a Takke KpaTkum
N3MOXEHNEM KOPPEKTMPYIOLWNX 1 NpeaynpeanTenbHblX AEUCTBUI U UX AaNbHENLLNM KOHTPOMEM.

4.4. Ponb gepxatenen perncTpauuoHHbIX yooCTOBEPEHUI

Odepxatenn perucTtpaumMoHHbIX YOOCTOBEPEHUN, WUMELWMe 3aperucTpypoBaHHble Ha  TeppUTOpPUSIX
rocygapCTB-UYNeHOB fiekapCTBEHHbIe npenapartbl, Noanexar nHenekumsam cuctemsl papmakoHagsopa. epxatenu
perncTpaumMoHHbIX YA0CTOBEpPEHUI 06A3aHbI:

a) Bceraa ObITb rOTOBLIMU K MHCNEKLUMM, MOCKOSbKY MHCNEKUMM MOTYT OblTb BHE3aMHbLIMY;

6) BecTu ¥ NpeacTaBnsATb No TpebOBaHUIO MHCMEKTOPOB He no3gHee 7 pabouvx AHeW nocre MnonyveHus
COOTBETCTBYHOLLEro 3anpoca Mactep-gann cucteMsl hapMakoHaa3opa;

B) rapaHTupoBaTb MOfly4YeHWe corfacus O Havana MHCMEeKUUW Ha npoBeAeHWe WHCNeKuMM oT 0ObeKToB,
BblIOpaHHbIX ANS  WMHCNEKUMM, K KOTOPbIM MOFYT OTHOCWUTbCS OpraHvM3auuu, BbINOfHSALWME QYHKUMM MO
hapmakoHaa30py Mo COrnaLleHnto ¢ AepXKaTenemM perncTpaumoHHbIX yOOCTOBEPEHUN;

r) NpeacTaBuUTb MHCMNEKTopaM nbyo nHdopmaumio 1 (Mnv) AoOKyMeHTauumio, koTopas Heobxoauma Ans
MOArOTOBKM K MHCMEKUMM, B YCTAHOBMEHHbIE CPOKN UMK BO BpeMS NPOBEAEHNS UHCNIEKLNN;

A) rapaHTMpoBaTb, YTO COOTBETCTBYIOLMUIA MEePCOHarn, y4acTBYOLWUN B AeATeNbHOCTU MO hapMakoHaas3opy
N1 B3aMMOCBSI3aHHON AesATeNnbHOCTW, BydeT MpUCYTCTBOBATb BO BPeMsi MHCMEKUMM M daBaTb pa3bsCHEHMs No
BO3HMKalOLLMM BONpocam;

€) rapaHTMpoBaTb Hagnexallee W CBOEBPEMEHHOE BbINOSIHEHWE Mf1IaHOB  KOPPEKTUPYHOLWMUX WU
npegynpeauTenbHbIX MeponpuATM  ANA  YCTPaHEHUs BbISIBIIEHHbIX BO BpeMsA  WMHCNEeKUMM HeaocTaTkoB
(HecooTBeTCTBUMA) C YCTaAHOBMEHVWEM MPUOPUTETOB MO KPUTUYECKUM U  CyLIeCTBEHHbIM HegocTaTkam
(HecooTBeTCTBUSAM).

4.5. V'HCNeKUMOHHble cbopbl
C6opbl 3a NpoBefeHNE UHCNEKLMIA B3UMAKOTCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM FOCY4apCTB-YI1EHOB.
5. Ayaut cuctemsl hapMakoHaasopa

5.1. CTpyKTypbl 1 NpoLecchl



5.1.1. Ayaut cuctembl hapMakoHaa3opa v ero uenu.

5.1.1.1. LUenbto npoBeaeHnsa ayauta cuctembl hapMakoHaasopa sBnsieTcs NoATBEPX4eHNE COOTBETCTBUSA U
3(PPEKTUBHOCTN BHEAPEHUA U (YHKLMOHMPOBAHUSA CUCTEMbI (papMakoHag3opa MyTeM aHanusa M OLUEHKU
00 BEKTUBHBIX (DAKTOB, BKIOYAs CUCTEMY KayecTBa cuctembl hapMakoHaasopa.

5.1.1.2. AyouT npeacTtaBnseTr cobOOM  CUCTEMATUYECKUIR,  YNOPSIAOYEHHbIA,  HE3aBUCUMBIA  U”
OOKYMEHTUPOBAHHBIVA MPOLECC MonyYyeHus 1 OObEeKTMBHOM OLIEHKM (PaKTOB, XapakTepusylwmx paboTy cuctemsl
hapmakoHaa3opa, C Lenblo onpeaeneHns cTeneHmn BbINMONHEHNS KpUTEPUEB ayauTa, CNoCODCTBYIOLLMX YYYLLEHWIO
NpoLIeCCOB YNpaBieHUsa puckaMu, KOHTPOMS U ynpasreHus npoueccamu. Ayantopckme dakTbl COCTOAT U3 3anncen,
OOKYMEHTanbHbIX NOATBEPXAEHUNA UMM UHOW MHGOPMAaLMK, KOTOpas MMeeT OTHOLUEHWE K KpUTEepusMm ayauTta u
nognaetca nposepke. Kputepum ayguTta OTpaKalT CTaHAAPTbl BbIMNOMHEHUS W KOHTPOMsS OeATenbHOCTU, Mo
OTHOLLEHMIO K KOTOPbIM BbIMOMHSETCS OLEeHKa NPOBEPSIEMON CTOPOHbI U ee AesaTenbHOCTU. [MpUMEHNTENbHO K
cucteme dapmakoHaz3opa Kputepuu ayauTa OOMKHbl oTpaxaTb TpeboBaHus, npeabsiBrsieMble K CUCTEME
hapmakoHaasopa, B TOM YMCMEe K CUCTEME KayeCTBa BbIMOMHAEMbIX npoueayp no dapMakoHags3opy, KoTopble
onpegensTcsa TpeboBaHMAMUY 3aKOHOAATENbCTBA rOCYAapCTB-4NEHOB 1 HacToswwmx [Npasun.

5.1.2. OcHOBaHHbLI Ha pUCKe MNOAX04 K ayauTam cucteMbl hapmakoHagsopa.

OcHOBaHHbIM Ha pucke noaxoOoM SABMASIETCA TakoOW noaxod, NpuW KOTOPOM  MCMOMb3yKTCA MEeToabl
onpegenenuns obnactn pucka. og prcKkOM NMOHMMAaEeTCs BEPOSTHOCTb HAaCTYMNEHWUsi COObITMSA, KOTOPOE OKaXeT
BMUSIHWE HA OOCTWXKEHME MOCTaBMEHHbIX LEeNen, C y4ETOM CEPbE3HOCTM €ro NocrneacTBUi 1 (Unn) BEPOATHOCTU He
o6HapyxeHusa gpyrumu metogamu. OCHOBaHHbIV Ha puUcKe Noaxod K ayautaM OpMeHTUpPOBaH Ha obractu camoro
BbICOKOrO pucKa Ang CuUcTemMbl hapmMakoHaz3opa opraHv3auuu, B TOM 4YMCre ONs CUCTEMbl KavyecTBa CUCTEMbI
apmakoHaasopa. [lepBocTeneHHoe 3HayYeHue MMEeT PUCK NPUYUMHEHUs Bpeda 340pOBbi0 HaceneHus. Puck
OLEeHVBaETCs Ha cneayoLmx atanax:

nnaHUpoOBaHWE ayauMTa Ha CTpaTermyeckoM ypoBHE, pe3ynbTaTOM KOTOPOro SBMSIETCS cTpaterys ayguta
(gonrocpoyHbIn Noaxon), KOTopasa AOMMKHA YyTBEPXKAATbCS BbICLUUM PYKOBOACTBOM;

NNaHMpoBaHWE ayauTa Ha TaKTUMYECKOM YpPOBHE, pe3ynbTaToM KOTOPOro SIBMsieTCA nporpaMma ayauTa,
yCTaHOBMEHUE LIENen ayauta, a Takke obrnactu pacnpocTpaHeHns ayauTa;

NNaHMpoBaHWE ayauTa Ha onepaTMBHOM YPOBHE, pe3ynbTaToOM KOTOpPOro fABMAsieTCA NnnaH ayauTa Ans
OTOENbHbIX ayaAWTOPCKMX 3ajadv, OMNpederneHve npuopuTeToB 3agady ayauTa Ha OCHOBAHWM OLEHKU PUCKOB,
ncnonb3oBaHWe MEeTOLOB BbIOOPOYHOro MCCNenoBaHUst U TECTUPOBAHUS, OCHOBAHHBLIX Ha PWUCKE, OTYETHOCTb MO
pesynbTaTtamMm ayguToB B COOTBETCTBUM C OTHOCUTESbHBIM YPOBHEM pUCKA, @ TAKKe peKkoMeHZaumm no ayauTy.

OueHka pucka [OIPKHA [JOKYMEHTanbHO noATBEPXKAATbCA AN CTpaTerMdeckoro, TaKTUYECKOro U
onepaTMBHOMO NNaHMPOBaHUSA ayanTOPCKON AeATENbHOCTU CUCTEMBbI (hapMakoHag3opa B OpraHnsaumm.

5.1.2.1. NnaHupoBaHne ayauta Ha CTpaTernyeckomM ypoBHE.

5.1.2.1.1. Crpaterns ayauTta npeacrtaBnsetr cobon onpedereHve Ha BbICWIEM YPOBHE MNNaHWPOBaHWUS
ayanTOPCKMX MEPONPUATUIA, NPOBEAEHME KOTOPbIX 3anfiaHMPOBaHO Ha Cpok bonee 1 roga (kak NnpaBumo, Ha Cpok 2 -
5 net). CtpaTernsa ayguta BkntoyaeT B cebs nepedeHb ayanTOPCKMX MPOBEPOK, BbIMOMHEHNE KOTOPbIX MOXET ObiTb
poctatoyHbiM. CTpateruss ayguta ucrnonb3yeTcst Anst onpefeneHus obractu, HameyeHHOW Ans NpoBefeHus
ayavTa, TeMbl ayauTa, a Takke MeTOLO0B M JOMYLLEeHWIA (BKoYasi, Hanpumep, OLEHKY PUCKa), HAa KOTOPbIX OCHOBaHa
nporpaMmma aygura.

5.1.2.1.2. CtpaTterua ayguTta [OfKHa oOxBaTblBaTb OpraHM3auuio ynpasneHus npoLeccoM, ynpasreHue
puckaMu W CpeAcTBa BHYTPEHHEro KOHTPONS BCEX COCTaBMSAKOWMX cucTembl hapmakoHagsopa, BKMAo4Yas
crnepyowme:

a) Bce Npouecchl 1 3agayun cuctembl hapmakoHag3opa;

0) cuctema kavecTBa OeATENBHOCTM B cucteMe hapmMakoHaasopa;

B) B3auMoenCTBMNE 1 CBA3YIOLME 3BEHbs C APYrMMU nogpasgeneHmsamu (npy HeobxoanmocTw);

r) MeponpuaTns no apmMakoHaa3opy, NPOBOAUMbIE MOAYNHEHHBIMY OpPraHn3aunsiMn Unu genermpoBaHHbIe
Opyron opraHusaumm (Hanpumep, pervoHanbHbIM LEeHTpaM, NpeAacTaBnsowuM  mnHdopMauumo, dunuanam
aepxaTensi perucTpauMoHHOro yooOCTOBEPEHUS, TakuM TPETbUM NvLaM, Kak nogpsgHble opraHusauum u gpyrue
aepxaTenu permcTpauuoHHbIX YA4OCTOBEPEHUN).

5.1.2.1.3. ®akTopbl pucka, KoTOpble cnegyeTr yuuTbiBaTb MPU BbINONHEHUM MNpOLEeaypbl OLEHKW puUcKa,
BKIIOYAKOT B cebs B TOM yncne cnegytowme akropsl:

a) U3MEHeHMs B 3aKOHO4AaTENbCTBE rOCyAapCTB-4YIEHOB MO hapMaKkoHaa30py Mnn HacToswmx MNpasunax;

©) KpynHas peopraHu3aums wnuM apyrve npeobpasoBaHus cUcTeMbl  apMakoHag3opa, CIUsiHUS,
npruobpeTeHus;

B) MBMEHEHME KIYEBBIX YNPaBeHYeCKUX OYHKLNN;

r) pUCK HexBaTKM Hagnexawum obpasom MnoAroTOBMEHHBLIX WM OMbITHbIX COTPYAHWKOB (hapmakoHaasopa
(Hanpumep, BBMAY 3HAYUTENbHOW TEKY4YeCTM MepcoHana, HedoCTaTKOB B Mpoueccax OOyyeHus, yBernuyeHusi
obbemoB pabor);

[) CyLeCTBEHHblIe U3MEHEHUS B cucTeme dpapMakoHag3opa ¢ MOMeHTa npedbigywero ayauta (Hanpumep,



BBeJeHMe HoBOW 6asbl AaHHbIX NO AEeATEeNbHOCTM MO (hapMakoHad3opy WNU 3HauuTenbHoe o6HOoBNeHue
cywecTBytowen 6asbl AaHHbIX, U3MEHEHUSI NMPOLLECCOB W BUOOB OEATENbHOCTU C Y4ETOM HOBbIX TpebosaHui
3aKoHoAaTenbCTBa rocyaapCTB-UIeHOB);

€) NepBbIV NeKapCTBEHHbIV Npenapar Ha pbIHKE (Ans gepXaTenen perncTpaumMoHHbIX YA0CTOBEPEHUI);

X) NekapCTBEHHbI npenapat Ha pblHKE C BBEAEHHbIMW MepaMuM MUHWMU3aUUW PUCKOB WM OPYrUMu
yCnoBuaMM oOpalleHus, CBA3aHHbIMKM C npodmneM Oe30MacHOCTU NEKapCTBEHHbIX NpenapaTtoB (Hampumep,
HasHayeHve JOMNOMHUTENBHOIO MOHUTOPUHIA);

3) cTeneHb KPUTUYHOCTM NpoLecca, B YaCTHOCTHU:

ANsi YNONMHOMOYEHHbIX OpPraHOB rOCyOapCTB-YMEHOB - HAaCKOMbKO KPUTMYHa obrnacTb unu npouecc no
OTHOLUEHMIO K Hagnexawemy OyHKLUMOHNPOBAHMIO CUCTEMBbI (hapmakoHag3opa rocyaapcTB-4rieHoB 1 obLwen Lenm
CUCTEMBbI 34PaBOOXPAHEHUS;

ANns gepxaTtenen perncTpaumMoHHbIX YAOCTOBEPEHUN - HACKOMbKO KpUTMYHa obnacTb unu npouecc no
OTHOLWUEHMIO K Hagnexawemy @QYyHKUMOHMPOBAHUIO CUCTEMbI hapMmakoHagsopa. [lpu npuHATUM pelueHus o
npoBeAeHUN ayauTa Kakoro-nubo dunuana nnu TpeTbero nuua gepxartenb perncTpauyMoHHOro yaoCTOBEPEHUS
OOIMKEH Y4yuTbiBaTb XapakTep W KPUTUYHOCTb MeEpOornpuaTUiA no dapMakoHaa3opy, KoTopble MpoBOAATCA B
HacTosLee BpeMsa punnanom unu TpeTben CTOPOHOW OT UMEHWU AepXaTensa perucTpaurvoHHOro yaOCTOBEepeHNs,
NOMWMO yyeTa ApYrnx oakTopoB, BKMIOYEHHbIX B HACTOSLLEN NepeyeHb;

W) pesynbTaThl NPeabIgyLMX ayanTtoB (NMpoBoaunnck nn Korga-nnbo ayauTsl 3ToW obnactu unu npolecca,
pesynbTaTbl NpeaplayLero ayamra);

K) BbISIBNEHHble nNpoueadypHble HedocTaTkM (HEeCOOTBETCTBMS), KacaloWMecs KOHKpEeTHbIX obnacten
AeAaTenbHOCTU UK NPOLEeCcCoB;

n) Apyrme opraHu3auMoHHble N3MEHEHUS, KOTOPbIE MOTYT HEraTUBHO OTPa3UTbCA Ha obnacTn OesTenbHOCTH
unu npouecce (Hampumep, €cnvM  MPOUCXOOUT U3MEHEHWEe TakoW BCnomoraTenbHOW  OyHKUUKM,  Kak
NHOPMALIMOHHO-TEXHONOrMYecKas Nnoaaepxka).

5.1.2.2. NnaHupoBaHne ayauta Ha TakTUYECKOM YPOBHE.

5.1.2.2.1. Tporpamma ayguTa npeactaBnsieTr cobo nepevyeHb ayaAWTOB, COCTOSILLUMA W3 OAHOro WUIu
HECKONbKUX ayauTOB, 3anfiaHMPOBaHHbIX HA KOHKPETHBIN CPOK, 00bI4HO Ha 1 rod. [NoaroToBka nporpaMmMbl ayauTtoB
OOIMKHA OCYLLECTBNATLCA B COOTBETCTBMU C AONTOCPOYHON cTpaternen ayauTa. lNporpamma ayguta gormkHa ObiTb
opobpeHa BbICLUMM PYKOBOACTBOM C OOLLE OTBETCTBEHHOCTLIO 32 ONEPATUBHYIO N YIIPaBNEHYECKYHO CTPYKTYPY.

5.1.2.2.2. Tlporpamma ayauMTa OCHOBbIBAeTCs Ha Haanexallelh OLEeHKE PUCKOB W OOoImMkHa ObITb
OpUEeHTUPOBaHa Ha OLIEeHKY CneayroLuX acnekTos:

a) cuctema KavecTBa cucTeMbl hapmMakoHaA30pa;

©) KpuTMYecKkne npouecchl B cucteMe oapmMakoHaasopa;

B) KMOYEBbIE CUCTEMbI KOHTPOISA, ONUPAaLLMECs Ha MeponpuaTuS apmMakoHag3opa;

r) obnacTu BbICOKOrO pucka nocrne BHeApeHUs npoueayp KOHTPONsA U Mep MUHUMMU3aLUn pucka.

5.1.2.2.3. OcHoBaHHasi Ha pucke MporpaMma ayguta OOSbKHa Takke yduTbiBaTb pesynbTaTbl NpeablayLumx
ayavToB B YacTW HeOoCTaTOYHOro oxBaTa obracten AesTenbHOCTM, HanpaBMneHUA BbICOKOTO pucka, a Takke
HEenoCcpeACTBEHHOIO YyKasaHus pykoBoAcTBa M (MNKU) WL, KOTOpble HECYT OTBETCTBEHHOCTb 3a cuctemy
chapmakoHaasopa.

5.1.2.2.4. [lokyMeHTaLmsa nporpaMMbl ayauta OOIDKHA BKMoYaTh B cebS kpaTkoe onucaHve nnaHa Kaxgoro
ayavTa, KoTopbli 6yaet npoBendeH, B TOM yucre obbem ayamta v uenn. O6ocHOBaHWE CPOKOB, MEPUOANYHOCTU U
obbema OTAEeNbHbIX ayauTOB, KOTOPbIE SIBASAOTCA YacTblo MporpaMMbl ayauTOB, OOJDKHbI OCHOBBLIBATbLCHA Ha
OOKYyMeHTarnbHO opopMeHHou oueHke puckoB. OCHOBaHHbIE Ha OLEHKe pycka ayauTbl CUCTEMbI hapMakoHaasopa
OOMKHbI BbINOMHATLCSA PErynsipHO B COOTBETCTBUMM C TpeboBaHUSIMM 3akoHoZaTenbCTBa roCyAapCTB-4YNEHOB U
MexXOyHapOAHbIX AOroBOPOB M aKToB, cocTaBnsowmx npaso Cotsa. BHeceHne 0BOCHOBaHHbIX M3MEHEHUW B
nporpaMmmy ayauta AOSmkHO BbiTb Hagnexawmum obpa3om AOKYMEHTUPOBAHO.

5.1.2.3. lNnaHupoBaHne 1 OTYETHOCTb MO ayanTy Ha onepaTMBHOM YPOBHE.

5.1.2.3.1. NnaHnpoBaHune n cbop gaHHbIX HA MecTax.

OpraHunsauns gormkHa BHeApUTb npoueaypbl, NpUHATLIE B BUAE JOKYMEHTOB B MMCbMEHHOW hopMe, C y4eTOM
NnaHMpoBaHNA 1 NPOBeAEHNs OTAEMNbHBIX ayauToB. Cpoku peanusaunm Bcex mep, HeobxoanMblX A1 BbIMNOMHEHWS
OTOEeNbHOro ayauTa, OOIMKHbI ObiTh YCTAHOBMNEHbI B COOTBETCTBYHOLLMX Mpoueaypax, CBSA3aHHbIX C NMPOBEAEHUEM
ayauTa. OpraHunsauus gomkHa o6ecneynTs NpoBeAEHNE ayaAMTOB B COOTBETCTBUM C STUMU NMpoLiedypaMu cornacHo
HacTosLeMy pasaeny.

OToenbHble ayauTbl cUCTeMbl bapMakoHaa3opa AOMKHbI MPOBOAUTLCH B COOTBETCTBUMM C YTBEPXKAEHHON
nporpaMmon ayamta, OCHOBAHHOM Ha puUCKax B COOTBETCTBUW C MyHKTOM 5.1.2.2 HacTtoswwmx [Npasun. [Npwu
nnaHMpoBaHMM OTAerNbHbIX ayaAMTOB ayaMTop OnpeaensieT U OLeHUBaeT PUCKU, COMPSHKEHHbIE C paccMaTpMBaeMon
obracTtblo, MPUMMEHsIS camble noaxodswue MeTodbl BblOOPOYHbIX MCCedoBaHMM W TecTupoBaHusa. MeTog
BbINOMHEHNs ayauTa Hagnexawmm obpa3om JOKYMEHTMPYEeTCH B NiaHe NpoBeAeHUs ayamTa.

5.1.2.3.2. OTYeTHOCTb.

BbiBOgbl ayauTOpOB [OOKYMEHTanbHO OTpaxaltTcsa B ayAWTOPCKOM  3aK/OYEeHWM U CBOEBPEMEHHO



JoknaabiBaloTcs pykoBoAcTBY. [pouecc ayanta AomkeH BkNoYaTh B cebss MexaHn3Mbl nepefayv BbIBOAOB ayauTa
obbekTy ayaumta, nonyyeHuss obpaTHOM CBSA3M WU NpeacTaBneHUs ayauMTOPCKOM OTYETHOCTM PYKOBOACTBY MU
3aMHTEPECOBaHHbIM CTOpPOHaM, B TOM 4uCMe nuvuaM, OTBETCTBEHHbIM 3a cucTeMmy dapmakoHaasopa, B
COOTBETCTBMM C TpeboBaHMsIMW 3aKOHOAATENbCTBA FOCYAApPCTB-YIEHOB U MEXAYHAPOAHLIX AOrOBOPOB M aKTOB,
coctaBnsaowmx npaso Coto3a, U pekoMeHZaunsaMu no ayauTy cucteMbl dpapmakoHazsopa. PesynbtaTthl ayguta
OOJDKHbI NMPeacTaBnATbCs B COOTBETCTBUM C OTHOCUTENBbHBIM YPOBHEM pUCKA U KnaccuduumpoBaTbCs C LESbHo
yKasaHus MX KPUTUYHOCTU MO OTHOLUEHWUIO K pUCKaM, BIUSIIOWMM Ha cuUCTemy dapmakoHaz3opa, MpoLecchbl U
KOMMOHEHTbI npoueccoB. Cuctema knaccudukaumm ormkHa 6biTb onpedeneHa B onMcaHnM CUCTEMbl KaydecTBa
dapmMakoHaa3opa M AO0MKHA ydYnUTbiBaTh Creayloline NOpOroBble 3HAYEHMWs, KOTOpble criedyeT UCMOoMb30BaTh B
JanbHenwen oT4YEeTHOCTH:

KPUTUYECKUM ABMASIETCA NPUHLMNMANbHbBIA HEJOCTaTOK (HECOOTBETCTBUE) OAHOIO UM HECKOMBbKUX NPOLLECCOB
UNU BbINOMHAEMbIX Mpoueayp cuctemMbl apmMakoHaa3opa, KOTOpbIA HEraTUBHO BRMSIET Ha BCHO CUCTEMY
dapmakoHaasopa un (Mnu) npaea, 6e3onacHocTb M Gnarononyyve nauueHToB, UM (unu) npepcraenseT cobon
NoTEeHLUManbHy0 yrpo3y 300pOBbI0 HaceneHus U (Mnu) cepbe3Hoe HapylleHue TpeboBaHWi 3akoHodaTenbCTBa
rocyaapcCTB-Yf1eHOB U MEXAYHapOAHbIX JOrOBOPOB U aKTOB, COCTaBnsoLmx npaeo Coto3a;

CYLLIECTBEHHbIM SIBMNSIETCS 3HAUYUTESbHbIN HEQOCTATOK (HECOOTBETCTBUE) OQHOMO UMM HECKOJNBKMX MPOLECCOB
UNK BbIMOSTHAEMbIX NMpoueayp cuctemMbl papmakoHaas3opa, Uy NpUHUMNUanbHbI HeQOCTATOK Kakon-rmbo yYacTtu
OAHOI0 WM HECKOSIbKMX MPOLIECCOB MWIM BLINOMHAEMbIX npoueayp ¢apmakoHags3opa, 4YTO OTpuUaTenbHO
CckasblBaeTCA Ha BCEM npouecce M (MnM) MOTeHUManbHO MOXeT cKasaTbCsl Ha npaBax, 6esonacHoctn w
Grarononyynm NauueHToB, 1 (MKM) MOXeT NPEeACTaBNSATb NOTEHUMANbHYI OMNacHOCTb AN 300POBbS HACENeHUs U
(vnn) npegctaensdeT cobow HapyweHue TpeboBaHUM 3akOHOAATENbCTBA rOCYAapCTB-YNEHOB U MeXOYyHAPOAHbIX
JOroBOPOB 1 aKTOB, COCcTaBnsowmux npaso Cok3a, KOTOPOeE, OAHAKO, HE CYNTAETCS CEPbE3HbIM;

HecyLLEeCTBEHHbIM ABMSIETCS HEAOCTATOK (HECOOTBETCTBUE) KAKOrO-Nnbo KOMMOHEHTA OAHOIO UMM HECKOMBbKUX
NMPOLIECCOB UMM BbIMOMHAEMbIX Mpoueayp cuctemMbl apmMakoHaa3opa, KOTopble, Kak OXWOAeTCsl, He MOryT
oTpyuaTenbHO Ckas3aTbCH Ha Bcew cucTeme dhapmakoHaasopa unu npouecce, u (unu) npasax, 6e3onacHoCcTV m
GnarononyyYnn NnaumneHToB.

Mo Bonpocam, KoTopble HeobxooMMo pellaTtb B CPOYHOM Mopsigke, Heobxoaumo HesamennmTernbHO
MHopMMpoOBaTb PYKOBOACTBO 00bEKTa ayauTa U BbiCLLEE PYKOBOACTBO.

5.1.2.4. [lenctBmns, OCHOBaHHbIE Ha pe3yrnbTaTax ayauTa 1 NOCneayoLero KOHTPons ayauTos.

5.1.2.4.1. HesamegnurenbHble OENCTBUSA, OnepaTUBHbIE OEVWCTBUA, AENCTBUA B pasyMHble CPOKM, a Takke
BOMPOChI, MO KOTOPbIM HEOOXOAMMO CPOYHOE NPUHATME peLleHus NMMbo cpoYHoe MHOPMUPOBAHME, yKa3aHHbIE B
HacTodALeM pasfene, npegHasHayeHbl 415 BbINMOMHEHWSI B CPOKU, KOTOPbIE SIBMIAIOTCA HagnexawmMmm, yMeCcTHbIMU U
COOTBETCTBYIOLLMMN OTHOCUTENBHOMY PUCKY [Ans  cuctembl dapmakoHagsopa. Heobxognmo ycTaHOBUTH
NPUOPUTETHI KOPPEKTUPYIOLWMX U NpeaynpeanTtenbHbiX AEUCTBUMIN ANSl YCTPAHEHUS! BbISBMEHHbIX KPUTUYECKUX U
CYLLIECTBEHHbIX HEAOCTATKOB (HECOOTBETCTBMI). TOUHbIE CPOKM AENCTBUN, CBA3AHHbBIX C BbISIBNIEHHbBIM KPUTUYECKAM
HegoCTaTkOM  (HECOOTBETCTBMEM), MOryT BapbMpoBaTbCA B 3aBMCUMOCTM OT Xapaktepa BbIBOOOB U
3annaHnpoBaHHOro OENCTBUS.

5.1.2.4.2. PykoBOOCTBO OpraHusauuu obecneynmBaeT Hanmyne B OpraHu3aumym MexaHuama, MO3BOJSHLLEro
Hagnexawwym o6pa3oM pellaTb BOMPOCHI, CBA3AHHbIE C pe3ynbTaTamu ayauta cucTembl dapmMakoHag3opa.
Komnnekc mMeponpusaTuini QOMKeH BKIoYaTb B cebs aHanu3 m3HavanbHOW NMPUYMHBbI BbISIBIIEHHOrO HedocTaTtka,
BMUSHNSA BbISIBNIEHHbIX Pe3yNbTaToOB ayauTa, a Takke NoAroTOBKY MiaHa KOPPEKTUPYOLLMX U NpeaynpeauTenbHbIX
MEpPOMNpPUATUIA.

5.1.2.4.3. Bbicluee pyKkoBOACTBO M nNuua, HaAENeHHble PYKOBOAALLMMU MNOSTHOMOYUSIMU, LOMKHbI
no3aboTuTbCA O TOM, YTOObI NPeanpUHATL BCEe HEOOXoanMble 3(PEKTMBHBIE MEPBI MO YCTPAHEHUIO HEOOCTATKOB,
BbISIBMEHHbIX B Mpouecce ayauta. BbiNonHeHWe cOrmacoBaHHbIX AEWCTBUMA  [OIDKHO  CUCTEMAaTUMYECKU
KOHTponmpoBaTtbcs. VIHhbopmauums 0 xoge peanus3auumnm KOPPEeKTUPOBOYHBLIX U NpeaynpeanTenbHbIX MeponpuaTui
OOIDKHa nepuoanyecku OOBOAUTBCSA [0 CBeOEHUs BbICLLErOo PYKOBOACTBA COOOpasHO 3ansiaHUpPOBaHHbIM
aencrteuam. NoaTeepxaeHne 3aBepLUeHNst KOMMMEKCa KOPPEKTUPOBOYHbBIX U NpeaynpeauTenbHbIX MEpPONpUATUIA
OOIMKHO Haanexawwym obpa3oM [OoKyMeHTMpoBaTbcsa. [lporpamma ayguta [ofbkHa npegycmatpuvBathb
NnoTeHUMarnbHyl0 BO3MOXHOCTb MPOBEAEHUSA KOHTPOSbHLIX ayAMTOB, KOTOPbIE BbLIMOMHAKTCA MO  Mepe
HeobXxoOuMMOCTK, C Lienblo NOATBEPXKAEHNSI 3aBEPLUEHNS BbINOSIHEHWS COTNAacOBaHHbLIX AEACTBUNA.

5.1.3. Cucrtema kayecTBa U JOKYMEHTMPOBAHUS.

5.1.3.1. KOMNeTeHTHOCTb ayAMTOPOB U YNpaBreHUsl Ka4eCcTBOM ayaMTOPCKON AeATENBHOCTY.

5.1.3.1.1. He3aBucumocTb U 06 LEKTUBHOCTL ayanTa 1 paboTbl ayauTOpoB.

OpraHunsaumst 4omKHa Ha3Ha4YUTb KOHKPETHOE N1L0, KoTopoe ByaeT oTBeYaTb 3a AEATENbHOCTb MO ayauTy B
obnactn dapmakoHagsopa. [eaTenbHOCTb MO BbIMOSTHEHUIO ayauUTOB CUCTEMBbI (hapMaKkoHaZA30pa [OoImkHa ObiTb
He3aBUCMMOW. PyKkoBOACTBO oOpraHvM3auuMmM [OIDKHO obecneynTb U OOKYMEHTMpPOBATb HE3aBUCMMOCTb W
00BEKTMBHOCTb ayaANTOPOB.

AyounTopbl JOIMKHBI ObITh CBOOOAHLI OT BMELLATENbCTBA B OnpefeneHme odobemMa ayauTa, NpoBeAeHne ayauta
cucTembl hapmakoHagsopa WM MHGOPMMpOBaHME O pesynbTaTax ayguTta. OCHOBHasi OTYETHOCTb [OJDKHA



HaNpaBnATbCH BbICLUEMY pPYKOBOACTBY, KOTOPOE HeCEeT MOSIHYK OTBETCTBEHHOCTb 3a WCMOMHUTENbCKYIO U
yrpaBneH4yeckylo CTPYKTYpYy, 4YTO MO3BOMSET ayauTopy BbINOMHATL CBOM 0BS3aHHOCTUM M MNpeacTaBnsTb
He3aBMCMMOE M ODBLEKTMBHOE ayguTOPCKOE 3aknioveHune. AyamuTopbl MOMYT KOHCYNbTUPOBATbCA C 3KCMepTamu,
nepcoHanoMm, y4acTBYHWLMM B Mpoueccax Mo ¢apmakoHaas3opy, a Takke C fMUOM, YMNOFHOMOYEHHbIM MO
dhapmakoHaa30py, NpuU COXPaAHEHUN HEMNPEeAB3ATOr0 OTHOLIEHWMS U OTCYTCTBUM BIIUSAHMS Ha OOBEKTUBHOCTb U
KayeCTBO BbIMOTHAEMbIX paborT.

5.1.3.1.2. Ksanudukaumsd, npodeccrmoHannam, onbiT U HENPEePbIBHOE NOBbILLEHME KBanudukauum ayantopos.

AyauTtopbl JOMmMKHbI 06nagate Tpebyemown kBanudukaumen n nogoepXmBaTtb €e B YacTu 3HaHWA, HaBbIKOB U
cnocobHocTen, Heobxoaumbix Ana  3PGEKTMBHOIO NpOBEAEHUA ayaUTOPCKUX  MEpPOnpUATUN  CUCTEMBI
dapmakoHaas3opa, a Takke Ans ydactus B HUX. AyaMTopbl AOMKHbI 06naaate HaBblikaMu, YMEHUSIMU N 3HAHUSIMU B
yacTu:

a) NpMHUMNOB, Npoueayp U MeTOA0B ayauTa;

0) cyLlecTByIOLLMX HOPMATMBHbLIX MPABOBbIX aKTOB, PYKOBOACTB W ApPYrMx TpeboBaHWWA, OTHOCSALUUXCS K
cucteme chapmakoHaasopa;

B) MEponpusiTuin, NpoLLeccoB 1 npouenyp hapmakoHaasopa;

r) cMCTeM ynpasrieHus;

4) OpraHn3aLNoHHbIX CUCTEM.

5.1.3.1.3. OueHka Kka4yecTBa aygUTOPCKON AEATENBbHOCTHU.

OueHka kadecTBa ayaMTOPCKOM [EATENbHOCTM MOXET OCYLIECTBNATLCA MNOCPEACTBOM TeKyLleh U
nepuoanyecKon OLEHKMN BCEW ayanTOPCKOM OeSATENbHOCTH, OT3bIBOB OObEKTa ayauta U CaMOOLEHKN ayaAUTOPCKON
OEeATenbHOCTU (HanpuMep, KOHTPOMNb KadecTBa ayaUTOPCKOM AeATEenbHOCTU, cobnogeHne Kopgekca noBedeHus,
nporpaMmm ayguTa u ayguTopcKknx npoueayp).

5.1.3.2. AyauTbl, NpOBEeAEHHbIE BHELLIHMMU NOCTaBLLMKaM1 ayaMTOPCKUX YCHYT.

OcHoBHas OTBETCTBEHHOCTb 3a (PYHKLMOHUPOBaHWE 1 3OEKTUBHOCTbL CUCTEMBI (hapMakoHaa3opa NexuT Ha
opraHusaumn. B cnyyae ecnu opraHusauumsi NpuMHMMaeT pelweHne npuberHyTb K BHELUHEMY MOCTaBLUUKY
ayouTOPCKUX yCnyr Ans BbIMNOMHEHWst TpeboBaHUM no ayauTy cucTeMbl dapmakoHagsopa Ha OCHOBe
COOTBETCTBYIOLMX TpeboBaHun HacToawwmx MNMpaswn, cnegyeT cobnocTu cneayowme TpeboBaHuUS:

a) TpeboBaHMSA M MOATrOTOBKA OLIEHKM ayOuTOPCKOrO pucka, cTpaTerMm ayawTta, nporpaMMbl ayauta u
OTOENbHbIX ayaAUTOPCKNX 3adaHUi OOMKHbI ObiTb JOBEAEHbI OpraHM3aumnen 4O CBEAEHUS BHELLHWX MOCTaBLLMKOB
ycnyr B NMCbMEHHOM hopMme;

0) o6bem paboTbl, 3agayn 1M npouenypHble TpeboBaHMA K MPOBEAEHUIO ayauTa OOIMKHbI ObiTb JOBeAEHbI
opraHusaumein 4o CBeAeHMs BHELLHNX NOCTaBLUUKOB YCINyr B MMCbMEHHON hopME;

B) opraHmsauus OOIDKHa MNONyyYuTb AOKYMEHTanbHOE MOATBEPXAEHUE HE3aBUCMMOCTM M OOBEKTMBHOCTU
BHELUHNX NMOCTAaBLUUKOB ayANTOPCKUX YCIyT;

r) BHELHMN MNOCTaBLUMK ayAMTOPCKUX YCNyr AOOMMKEH Takke cobniogatb CcOooTBETCTByHOLWME TpeboBaHus,
npeaycMOTpeHHble HacToawmmu MNMpasunamu.

5.1.3.3. XpaHeHwne oTyeTOoB 06 ayanuTtax.

OTtuyeTbl 00 ayauTax WM CBedeHwsi, MoaTBepXxaallive 3aBeplueHne OeWCTBUIA Mo pesynbTatam ayauTa,
OOIMKHbI XPaHUTBCA B COOTBETCTBMM C TpeOOBaHMSAMMU, yka3aHHbIMW B pasaene 2 Hactoswmx [MNpasun.

5.2. TpeboBaHus k NpoBeAeHU0 ayanTa

5.2.1. epxartenu pernctpaumoHHbIX YA0CTOBEPEHUN.

5.2.1.1. TpeboBaHusa K npoBegeHWIo ayauTa.

Jepxatenu perucTpaumoHHbIX YAOCTOBEPEHU 06s3aHbl perynspHO MpOBOAWMTb OCHOBAHHbIE Ha puCKe
ayavTopcKkMe nNpoBEepKM CBOeN cucTembl apmakoHagsopa, BKMYas ayauT CUCTEMbl KadecTBa CUCTEMbI
dapmakoHaasopa, C uenbio obecnevyeHnss COOTBETCTBUS OEWCTBYHOLLEN CUCTEMbl KavecTBa NpeabsBAsemMbiM
TpeboBaHuaM. [laTbl npoBegeHNs ayanToB U pesynbTaTbl NPOBEAEHHbIX ayAMTOB, a Takke KOHTPOMbHbIX ayauToB
OOIMKHbI Hagnexalimm o6pa3oM AOKYyMEHTMPOBATLCS.

5.2.1.1.1. Jlnuo, ynonHoOMoueHHoe no chapmakoHaa30py B rocyaapcrBax-yreHax.

Jlnuo, ynonHoMo4eHHOe no apmakoHaf30py B rocydapcTBax-dneHax, OOIMKHO nofydatb OT4yeTbl O
pesynbTatax ayauta cuctembl papmakoHag3opa, a Takke npeacTtaBnsaTb MHOPMaLMIO ayautopam, UMeroL MM
OTHOLLUEHME K OLEHKe pUCKOB, BKMOYass CBEOEHUS O COCTOSIHUM  BbIMOSTHEHUS  KOPPEKTUPYHOLLUX U
npeaynpeanTenbHbIX MeponpusaTui. Jlnuo, ynornHOMOYeHHoe Mo dapMakoHaZ30py B rocygapcTBax-yneHax,
OOMKHO nonyvaTb MHoOpMauuio O pesynbTatax Moboro ayauta, MMERLWero OTHOLEHWe K cucteme
dhapmakoHaa3opa B rocygapcrBax-yreHax, BHe 3aBUCMMOCTM OT MecTa ero npoBeaeHuns.

5.2.1.2. YNornHoMo4eHHble opraHbl rocyAapCTB-4reHOB.

5.2.1.2.1. TpeboBaHusa K NpoBeAEHNIO ayauTa.

YNONHOMOY€EHHBIN OpraH rocyapcTBa-yrneHa OOMKEH pPerynsipHo NpoBOAWTbL HE3aBMCMMblE NMPOBEPKN 3adad
cucteMbl (bapmakoHag3opa roCydapCTB-UYNEHOB, perynapHbIi ayauT CcBOerW cuctembl papmakoHagsopa u



OCHOBaHHbIe Ha puUCKax ayauTbl CUCTEMbl KayecTBa C Lenbi obecrneyeHus COOTBETCTBUS CUCTEMbI KadecTBa
npeabasnaembim TpeboBaHuam. [atel npoBeaeHUs 1 pesynbTaTbl NPOBEAEHHbIX ayAUTOB, a Takke KOHTPOIbHbIX
ayauToOB OOJIKHBI Haanexalmm odpa3om JOKYMEHTUPOBATHLCS.

5.2.1.2.2. lNpuHaTas MeToonorus.

B uensax obecneyeHnss cormacoBaHHOIO U rapMOHW3VMPOBAHHOIO MIAHMPOBAHMSA U peanu3auvm ayautoB U
NoAroTOBKM MX OTYETHOCTWU ayauTbl, NPOBOAMMBbIE B YMNOMHOMOYEHHbIX OpraHax rocyaapCTB-4YfeHOB, OOIDKHbI
OCHOBbLIBaTLCA Ha NPUHATOM TEPMUHOSOMMU U METOO0SOMUN.

5.2.2. TpeboBaHus K aygUTOPCKON OTYETHOCTM.

5.2.2.1. OT4eTHOCTb AepXKaTens perncTpauuoHHOro yaoCTOBEPEHUS.

5.2.2.1.1. Jdepxatenb perncrpaumoHHOro yoOCTOBEPEHUS OOIDKEH BKMOYUTH MOACHUTENbBbHYK 3anucb Mo
KPUTMYECKMM W CYLLEeCTBEHHbIM pe3ynbTaTam ayamta cucTembl papmakoHag3opa B MacTep-thanin cuctembl
¢apmakoHaasopa. OCHOBbLIBAsACh Ha pesyrnbTaTtax ayauTa, gepxaTtenb perucTpauMoHHOro yaoCTOBEPEHUS OOMKEH
obecneunte nOAroTOBKY W peanu3aumio COOTBETCTBYIOLLEro MnaHa, B KOTOPOM noApobHO YykasbiBalOTCA
KoppekTupylwme 1 npegynpeautensHble  MeponpusaTtud.  [locne  BbIMOMHEHUSI  KOPPEKTUPYKOLWKX U
npegynpeanTenbHbIX MEeponpuUATUMI B MOSIHOM oObeme 3anncb B macTep-davine MoxeT ObiTb yaaneHa. [Ong
yOaneHus Kakux-nnbo cBefeHui, KacaroLlmMxcs ayanta, u3 macrep-garnna cucteMbl papmakoHaasopa TpebytoTes
00BbEKTVBHbBIE NOATBEPXKAAOLLME OAHHbIE.

5.2.2.1.2. [epxatenb perucTpauuoHHOro yOooOCTOBEPEHUS OOMMKEH obecneynTb BKIHOYEHME CMMCKA BCEX
3annaHnpoBaHHbIX U NPOBEAEHHbIX ayaMTOB B MPUMOXeHMe K MacTep-canny cucteMbl dpapMakoHaasopa, a Takke
BbINOMTHEHNE BCEX 3amiaHNPOBaHHbIX ayauToOB C cobnogeHneM obsi3aTenbCTB MO OTYETHOCTU, MPEeAYCMOTPEHHbIX
3aKoHO4aTeNbCTBOM rocyAapCTB-4NeHOB, HacToAWw MMy [paBunamm n BHyTPEHHUMU NpaBunamMm, NPUMeEHSEMbIMA K
OT4YeTHOCTW. [laTbl 1 pe3ynbTaTbl NPOBEAEHHbLIX ayaUTOB, @ TakkKe KOHTPOSbHbLIX ayauMTOB OOSDKHbI Haaexalumm
0bpa3omM AOKYMEHTMPOBATLCS.

5.2.2.2. OTYETHOCTb YNONTHOMOYEHHbIX OPraHOB roCyAapCTB-4I1EHOB.

YNONHOMOY€EHHbIE OpraHbl rOCYyAapCTB-YreHOB AO0MKHbI FrapaHTUPOBaTh, YTO OHM obecneyvmBatoT cobnogeHne
005a3aTenbCcTB MO NPEACTaABMNEHMIO OTYETHOCTU MO BLIMOMHEHHbIM ayauTaM B COOTBETCTBUM C HACTOALMUMMU
MpaBunamu, mMexgyHapoA4HbIMW LOroBOpaMm M akTamu, cocTaBnswowmmMu npaBo Cot3a, U 3akoHoO4ATeNbCTBOM
rocyapcTB-YreHOoB, a TaKkke BHYTPEHHUMIY npasunamu, NpUMeHseMbIMU K OTHETHOCTH.

5.2.3. KoHhunaeHumanbHOCTb.

C pokymeHTamMuM U uHdoOpMaumen, cobOpaHHOW BHYTPEHHUM ayauToOpoM, criegyeT obpaiwaTtbcs C
cobntogeHeM TpeboBaHu 3aKkOHO4ATENBCTBOM rocyaapCTBa-yiieHa, B TOM Yncne B cdhepe 3almTbl NePCOHarnbHbIX
OaHHbIX U KOHbMAeHLaneHon nHdopmMaLlmm.

6. Cuctema ynpaBneHus pyckamu
6.1. BeegeHue

Mpouecc ynpaBneHus puckamu cCOCTOUT U3 3 B3aMMOCBS3aHHbIX Y MOBTOPSIOLUUXCH CTaaum:

COCTaBleEHNE XapaKTepUCTUKN Npocuna 6e3onacHOCTU NeKapCTBEHHOMO Npernapara, BKoYas U3BECTHbIE U
Hen3BeCTHble acnekTbl;

nnaHnMpoBaHue AeaTenbHOCTU MO hapMakoHaA30py No XapakTepuUCTUKe PUCKOB U BbISIBNIEHUIO HOBbIX PUCKOB,
a Takke NoBblLLleHne 00Lero ypoBHs 3HaHU 0 Npodgunne 6€3onacHOCTH NiekapCTBEHHOMO Npenapara;

nraHMpoBaHWE U OCyLLEeCTBEHNEe OeATeNbHOCTU N0 MUHMMM3auuM NOCrneacTBUM PUCKOB, @ TakKe OLeHKa
3 PEKTUBHOCTUN ITON AEATESNTbHOCTMU.

6.2. CTpyKTypbl 1 NpoLeCChl

6.2.1. MNprHUUNBI ynpaBneHus puckamu.

OcHoBHOW Lernblo npoLecca ynpasBneHns puckamu siBnseTca obecneveHvne NpUMeEHEeHUs feKapCTBEHHOro
npenapaTa npy MakcumarnbHO BO3MOXHOM NPEBbLILLEHWUM NOMb3bl ONPEeAereHHOro NnekapcTBeHHOro npenapara (Mnu
COBOKYMHOCTU NeKapCTBEHHbIX NPenapaToB) Ha puckaMu ANs Kaxaoro naumeHTa v Ansa uenesbiX Nonynauui B
uenom. 3TO MOXeT ObiTb AOCTUrHYTO MyTEeM YyBENWYEHUs MOoMb3bl UMW MyTEM CHWKeHus puckoB. [Mpouecc
YMpaBreHnss pUCkamMm HOCUT LMKITMYHBLIA XapakTep U COCTOUT M3 NOBTOPSIOLUUXCH 3TanoB MO ONpPedeneHuo u
aHanusy pucKoB W MOnb3bl, OLEHKEe COOTHOLLEHWUS "Nonb3a - pUCK" ¢ onpegeneHnemM BO3MOXHOCTM ONTUMU3aLMu,
BbIOOpY W MMaHMPOBAHMIO METOOOB XapakTEPUCTMKM U MMHUMWU3AUMW PUCKOB, BHEOPEHMIO MEPOMNpUSTUA no
XapaKTepucTke n MMHUMU3aummn puckoB, C6opy AaHHbIX C MOHUTOPUHIOM 3(PEKTUBHOCTU NPUHATBIX MEP.

6.2.2. OTBETCTBEHHOCTb 3a yNpaBrieHne pUckamu B pamKkax opraHm3aumm.

OCHOBHbIMM y4acCTHMKaMU Mpouecca, HernocpeACTBEHHO BOBMEYEHHbIMWM B MflaHUPOBaHWE YnpaBrieHus
puckamMn  nNeKkapCTBEHHbIX MpernapaToB, SABNATCA  AepXaTenn  perucTpauMoHHbIX — YAOCTOBEPEHUA U
YMOIHOMOYEHHbIE OpraHbl roCyAapCTB-YMEeHOB, OTBETCTBEHHblIE 3a perynupoBaHuve npouecca obpalueHus



neKkapcTBEHHbIX NpenapaTos.

6.2.2.1. depxatenn perucTpaLmoHHbIX YOOCTOBEPEHUN.

B oTHOWeEHUN Npouecca ynpaBneHns puckamu, CBA3aHHbIMU C BbIMyCKaeMbIM NTEKapCTBEHHbIM NpenapaTomMm,
aepxaTenb perMcTpaunoHHOro YA0CTOBEPEHUS HECET OTBETCTBEHHOCTb 3a:

a) obecrnevyeHne NOCTOSHHOIO KOHTPOMSI PUCKOB, CBA3aHHbIX C MPUMEHEHUEM NeKapCTBEHHOTO NpenapaTta, B
COOTBETCTBMM C TpeboBaHMAMW 3aKOHOAATENbCTBA [OCYAapCTB-YNIEHOB W MpeacTaBneHne nosfy4vyaembix
pes3ynbTaToOB B COOTBETCTBYHLLME YNONTHOMOYEHHbIE OPraHbl FOCYAapCTB-YJIEHOB;

0) npuHsATME BCex HeobXoOuMbIX Mep Ans MWHUMWU3auMu PUCKOB, CBA3AHHBIX C  MPUMEHEHUEM
nekapCcTBEHHOro npenaparta, a Takke Ans JOCTUKEHUS MakcumarnbHO BO3MOXHOM MOornb3bl, BKNoYas obecneyeHune
AOCTOBEPHOCTN MHAOpPMaLmMK, NpeacTaBnsaeMon AepKaTenemM perucTpaumoHHOrO YAOCTOBEPEHNS B OTHOLUEHMU
nekapCcTBEHHbIX NpenapaTos, ee CBOEBpeMeHHOe OBHOBIEHNE 1 NpeacTaBneHne HoOBoWM MHopMaunm no Mepe ee
nony4eHus.

6.2.2.2. YNOnHOMOYEHHbIE OpraHbl roCyAapCTB-4IEeHOB.

O6A3aHHOCTSAMM  YNOMHOMOYEHHbBIX OPraHoB rOCYAAPCTB-YIIEHOB B OTHOLIEHMM Mpouecca YynpaBrneHns
pyCcKaMu ABMAIOTCS:

a) NOCTOSIHHbIA MOHUTOPUHT MOSb3bl U PUCKOB fIeKAPCTBEHHbIX MpenapaToB, BKMOYas OLEHKY COOOLEeHnI o
BbISIBITIEHHbIX HEXernaTerbHbIX peakuusx, NPeACTaBleHHbIX AepXaTensMy pervcTpaumoHHbIX YAOCTOBEPEHUN,
MeauuMHCKUMK 1 chapmaueBTudeckumn paboTHUKaMK, nauuMeHTaMum W MNOMYYeHHbIX W3 APYrMX WCTOYHMKOB
nHdopmaumm (npu HeobxoguMocTw);

©0) NpUHATNE COOTBETCTBYIOLLNX PETYNATOPHBIX MEP MO MUHUMM3ALUKN PUCKOB, CBA3AHHbIX C NTEKAPCTBEHHBIMU
npenapaTamu, n obecneyeHne NonyYeHNs MakCMMaribHO BO3MOXHOMW MOMb3bl, BKoYas obecrnedeHne TOHHOCTH U
MOMHOTbI BCEW MHpopMauun, NpeacTaBnsgeMon Aepxatensamm perncTpaumoHHbIX YAOCTOBEPEHUA B OTHOLLUEHWUU
NeKapCTBEHHbIX NpenapaTos;

B) obGecrneyeHne BbIMOMHEHUS MEPONPUATUN MO MUHMMU3ALIMN PUCKOB Ha HaLMOHANbHOM YPOBHE;

r) apdekTBHBbIN OBMEH AAaHHLIMW C 3aUHTEPECOBaHHbIMW CTOPOHAMMW MPW HanMU4yMu HOBOW [OCTYMHON
nHdpopmaumm. B aToT obmeH BXxoauT npefocTaBrneHne MHgopMauum B COOTBETCTBYOLEM dhopMaTe naumeHTam,
MeaULMHCKUM 1 bapmaLeBTUYECKMM paboTHUKaM, rpynnamM naumneHToB, Hay4yHbiM coobLlecTBam v T.4.;

4) obecneyeHne MPUHSTUSA COOTBETCTBYHOLUMX MEP MWHUMMU3ALMU PUCKOB (MpU UX ONpederieHnr) Bcemwu
aepxxaTensiMM permcTpaLMoHHbIX YOOCTOBEPEHUA B OTHOLLEHMM KaK OPUTMHANbHbIX, Tak U BOCMPOU3BEAEHHbIX,
GroaHanornyHbIX EKapCTBEHHbIX NMpenapaTos;

€) npeacTaBneHne MHgopMauum OpyrMM YMOSTHOMOYEHHbIM OpraHam rocygapCTB-YSIEHOB, B TOM 4ucrie
yBegomMneHne o nibon geatenbHOCTM No obecneyeHnto 6€30NacHOCTM B OTHOLLEHMM NIEKAPCTBEHHOrO npenapara,
BKIOYasa yBegoMIieHne 06 nameHeHusax B nHcpopmaumm 06 opurnHansHOM fiekapCTBEHHOM npenapare.

6.2.3. Llenn nnaHa ynpaBneHnss puckamu.

6.2.3.1. TnaH ynpaBneHua puckamn (ganee - [1YP) cogepxuT wHdOpMaumio, KoTopas AOMmKHa
COOTBETCTBOBATL CrneayloLlwmm TpeboBaHuaM:

a) onpeaenaTb U xapakTepu3oBaTb Npodub 6e30nacHOCTM NeKapCcTBEHHOrO Npenapara;

0) ykasbiBaTb, KakuM 006pa3oM MOXHO AOMOJIHATL AarbHENLY XapakTepucTuky npodwuns 6esonacHocTu
nekapCcTBEHHOro npenapara;

B) [OOKYMEHTanNbHO MNOATBEPXAATb MPUHATME Mep MO NPeAOTBPALLEHMIO WM MUHMMMU3AUUM  PUCKOB,
CBSI3@HHbIX C NPYMEHEHNEM NEeKapCTBEHHOTO Npenapara, BKoYas OLeHKY 3hdeKTMBHOCTU AaHHbIX MEPONPUATUN;

r) OOKYMeHTanbHO MoaTBepXAaTb BbIMONIHEHME MOCTPErMCTPaLMOHHBIX 00A3aTenscTB No obecneyeHuto
6e3onacHOCTV NPUMEHEHWs], BBEOEHHbIX NMPU perncTpaunm nekapcTBeHHOro npenapara.

6.2.3.2. 1na BbINONHEHUA TpeboBaHUN, yKasaHHbIX B NyHKTe 6.2.3.1 HacToawwmx [Npasun, B nHpopmaumio,
copepxatyytoca B [MYP, oomkHbl ObiTb BKIHOYEHDI:

a) onucaHue U3BECTHOW U HEN3BECTHON MHGOpMaLum o npocdune 6e3o0nacHOCTM NeKkapCTBEHHOMo Npenapara;

0) ykasaHue, kakoBa CTeneHb YBEPEHHOCTW B TOM, 4YTO 3PPEKTMBHOCTb feKapCTBEHHOro mnpenapara,
NPOAEMOHCTPUPOBAHHASA Y LIeNeBbIX NONYNSALMA NPU NPOBEAEHUN KIIMHUYECKNX UccneaoBaHun, byget gocturarbes
B MOBCEOHEBHOW MEAMWLMHCKOW MpaKkTuKe, WM [OKYMEHTanbHO MOATBEPXOATb BO3MOXHYH HeobXxoaMMOCTb
nccrnegoBaHun apEKTUBHOCTY B MOCTPErNCTPALNOHHOM NEPUOAE;

B) yKasaHue nnaHMpyemMoro cnocoba oueHkn apeKTUBHOCTN MeEP MO MUHUMU3ALIMN PUCKOB.

6.2.3.3. TIYP saBngeTcd ANHAMUYHO WM3MEHSIOLLMMCH, CaMOCTOATENbHbIM [JOKYMEHTOM, KOTOPbIN [OIDKEH
OBGHOBMATECA HA MPOTSKEHUM BCETO KM3HEHHOTO LUKNa JIEKAapCTBEHHOro npenaparta. [Ons nekapcTBEHHbIX
npenapaToB, Tpebytowmx coctaBnerus NMOOB, HekoTopble (YacTun) mogynu MYP mMoryT ncnonb3oBaTbCs B LENsX
coctaBneHus NOOBb.

6.2.4. Ctpyktypa MYP.

MYP BkntoyaeT B cebst 7 HHOPMaLMOHHBIX YacTen:

yacTb | - 0630pHas MHpopmauus No nekapcTBEHHOMY Npenapary;

yacTb Il - cneuyndmkaumsa no 6esonacHoOCTU:

mogy”nb Cl - anugemMmornorus nokasaHui rno uenesbiM Nonynsaumnsm;



moayne Cll - noknMHM4eckas 4YacTb;

moaynb Clll - Bo3gencTane nekapcTBEHHOro npenaparta B Xo4e KIMUHUYECKUX UCCrefoBaHum;

mogynb ClV - nonynsiummn, He ndy4yeHHble B XOA4Ee KIMHUYECKUX NCCNef0BaHNI;

mMogynb CV - nocTperncTpaumoHHbIN OMbIT NPUMEHEHUS;

moaynb CVI - gononHuTensHble TpeboBaHWsA K cneundukalmm no 6e3o0nacHoOCTY;

moay”nb CVII - naeHTMduuMpoBaHHbIE N MOTEHUNASbHBLIE PUCKN;

moaynb CVIII - 0606weHHas nHdopmauma no npodnemam no 6e3onacHoOCTH;

yacTb Il - nnaH no chapmakoHaasopy;

yacTb |V - nnaH nocTperncTpaLmoHHbIX nccneaoBaHun aHeEKTUBHOCTY;

yacTb V - Mepbl N0 MUHMMM3ALIMM PUCKOB (BKMtoYas oLeHKy adhpeKkTUBHOCTU MEP MUHUMU3ALLIUN PUCKOB);

yacTb VI - pestome MYP;

yacTb VIl - npunoxeHus.

Ecnu TNYP coctaBnaetca Ha HECKONbKO NEKapCTBEHHbIX MpernapaTtoB, AMS KaXAoro U3 fnekapCTBEHHbIX
npenapaToB AOMmkHa ObiTb NpefyCcMOTpeHa OTAenbHas 4acThb.

6.2.5. NoapobHoe onucaHune kaxxgon yactu MyP.

6.2.5.1. Yactb | TIYP - ob630opHass wuHdopMauuss N0 JiekapCTBEHHOMY Mpenaparty (neKkapCTBEHHbIM
npenapaTam).

HdaHHasi 4yacTb [JOJPKHa cogepXaTb agMUHUCTPaTUBHYHO uHdopmauuio o [YP, a Takke 0630pHyt0
nHdOpPMaLMIO NO NeKkapCcTBEHHOMY Npenaparty (NekapcTBEHHbIM Npenapartam), Ha KoTopoe cocTasnseTtcs [MYP.

YKasaHHas 4yacTb AOMKHaA codepaTb crneayoLyo nHdopmaumio:

a) nidopmaumsa o6 aKTUBHOM BELLECTBE:

aKTMBHble hapmaueBTMYeckMe cybcTaHuun (OencTBylolUME BELLECTBA) JleKapCTBEHHOro npenapara
(nekapcTBeHHbIX NpenapaToB);

dapmakoTepanesTuyeckasa rpynna (kog ATX (ATC));

HanMeHOoBaHMe aepXxaTens perncTpaumoHHOro yaoCTOBEPEHNS;

Aarta v rocyaapcTso NepBon perncTpaumm B Mupe (ecrnv npuMeHUMO);

Aarta v rocyapcTBo, B KOTOPOM ObINIo HA4YaTO MEANLMHCKOE NPUMEHEHNE (eCnn NPUMEHMMO);

KONMMYECTBO NeKapCTBEHHbIX NpenapaToB, KOTOpbIe BKOYeHbI B MYP;

©) agMmuHucTpaTtmBHasa nHdopmaums o MyP:

AaTa OKOH4YaHWsi cbopa AaHHbIX B paMkax Tekywero MYP;

nata npegcrasneHus MNMYP n Homep Bepcuu;

nepeyveHb Bcex Yacten n mogynen NYP ¢ npeacrasnenvem nHdopmaumm o gate u sepcum MNMYP, B pamkax
KOTOPOro B nocneaHui pa3 obHOBNSANUCHL U NPeaCcTaBnsIUCL YacTb U MOAYIb;

B) nHdOpMaums No KaxaoMy nekapcTBeHHOMY npenapary, BkrntoyeHHomy B [TYP:

TOProBble HAMMEHOBAHMWSA B rOCy4apCTBax-4reHax;

KpaTkoe onvcaHue NekapCTBEHHOro npenapara (BkrovaroLee B cebsi: XMMUYECKUI Knacc, KpaTkoe onucaHue
MexaHu3mMa OeNCTBUsS, BaXKHYH MHEOPMAaLMIO O ero cocrtaee (Hanpumep, NPOUCXOXAEHNE aKTUBHOMO BeLLeCTBa
Gronornyecknx NekapCcTBEHHbIX NPenapaToB, COOTBETCTBYOLNX aAblOBAHTOB AN BaKUMH));

nokasaHusl (ogobpeHHble 1 NpeanaraemMsle (ECNU MPUMEHNMO));

peXvM O03upoBaHus (000bpeEHHbIV U NpeanaraemMblil (€Cnv NPUMEHUMO));

nekapcTBeHHble OpMbl U J03MpOoBKa (040OpeHHbIE 1 Npeanaraemble (ECNN NPUMEHMMO));

0o6LLEMMPOBON PErYNATOPHBIN CTaTyC C yKasaHMeM Mo cTpaHaM (gata perucrpauum wnm oTKasa B
perncrtpauumu, gata pasmMeLleHns Ha pbiHKe, TEKYLLMIA CTaTyC pernctpaunn, NosCHUTENbHbIE KOMMEHTapun).

6.2.5.2. Yactb Il MYP - cneundwmkaumnsa no 6e3onacHocTy.

Llenbto gaHHOM YacTu siBnsieTca npegcTaBneHne kpatkoro ob63opa npoduna 6e30nacHOCTM NeKapCTBEHHOIO
npenapaTa C ykasaHMemM M3BEeCTHON MHopmauum no 6e3onacHOCTU, a Takke onpefeneHns pasgenos npogpuns
6e30nacHOCTH, N0 KOTOpPbIM 6€30NacHOCTb He ABNAETCSA AOCTAaTOYHO u3dydeHHon. Cneumdukaumsi no 6e3onacHoCTm
OOJDKHa NpeacTaBnAaATb COOOM pe3loMe BaXHbIX MAEHTUMUUMPOBAHHBIX PUCKOB FEKApPCTBEHHOro npenapara,
Ba)XHbIX NOTEHLMANBHBIX PUCKOB M BaXKHOW OTCYTCTBYIOLEW Hopmaumn. Cneundukaums no 6esonacHoctu B [YP
dopmMMpyeT OCHOBY NnaHa hapMakoHag3opa 1 nnaHa MUHMMU3aUUn PUCKOB.

Cneundmkauns 6esonacHocTtu B IMYP BkntovaeT B cebs 8 pasnenos:

mMoaynb Cl - anmgemMmonorisa nokasaHui no LenesbiM Nonynsaumsm;

moayne Cll - foknMHMYeckas 4YacTb;

moaynb Clll - Bo3gencTane nekapcTBeHHOro npenapara B Xxo4e KNUHUYeCKUX nccnegoBaHum,;

mogy”nb CIV - nonynsiumu, He u3ydeHHble B X04e KIMHUYECKUX UCCNeaoBaHui;

Moy b CV - NOCTPErncTpaLMoHHbIV ONbIT MPUMEHEHUS;

mogy”nb CVI - gononHuTeneHble TpeboBaHus K cneundmrkauum no 6es3onacHocTy;

mogynb CVII - ngeHTMdnUMpoBaHHbIe 1 NOTEHUManbHbIe PUCKY;

mogy”nb CVIII - 0606weHHas nHgopmanma no npodnemam no 6e30nacHOCTL.

Cneundukaumst no 6e30nacHOCTM MOXET BKMoYaTb B CE0S AOMOMHUTENbHbBIE 3MIEMEHTLI B 3aBUCUMOCTU OT



CBOWCTB NeKapCTBEHHOro npenapara, NporpamMmmbl ero pa3paboTkm U U3yYeHUs], BKMNoYas acrnekTbl KayecTBa U UX
BNUsSIHNME Ha npodunb 6e3onacHoCcTn N achPEKTUBHOCTU NEKAPCTBEHHOIO Npenapara, pucka, CBA3aHHOro ¢ popmMon
BbINYCKa, U UHbIX aCNeKkToB, MOANMULMPYIOLLIMX Npodunb 6e3onacHoCTy.

6.2.5.2.1. Moaynb CI MYP - anaemmnonornsi nokazaHuin no LeneBbiM Nonynsunsam.

Annaemmnonornsa nokasaHumn SBnsieTcs NnpeaMeToM ONUCaHUS U OLEHKM B JaHHOM Moayne. OnvcaHune SOMmKHO
BKIMOYaTh B cebs OLEHKY YPOBHSA 3aboneBaemMoCcTW, pacrnpoOCTPaHEHHOCTWU, CMEPTHOCTW, PacnpoCTPaHEHHbLIX B
LueneBov nonMynsauMM COMyTCTBYHOLUMX 3a00ONeBaHUn U MO BO3MOXHOCTU AOSMKHO ObITb NpeacTtaBlieHO Cco
cTpaTudpmkaumen no Bo3pacTy, MOy W pacoBOMy W (MnM) ISTHUYECKOMY MNPOUCXOXAeHMo. Pasnuuns B
ANMOEMUONOTMN B pPasHbIX perMoHax Takke [OIDKHbl MNoABepratbCs OueHke u onucaHuwo. Cnegyet Takke
npeaocTaBUTb MHOPMALMIO O BaXHbIX COMYTCTBYHOLUX 3aboneBaHusiXx uUeneBow MonynsumMm M BO3MOXHOM
BNUSIHMM NEKapCTBEHHOro npenapaTta Ha CONyTCTBYIOLLY natonorvio. B mogynb BknwovaeTcss uHgopmaums o
npegnonaraemMoM HasHa4YeHUW IeKapCcTBEHHOrO npenapaTa, Hanpumep, npegHasHaydeH I NEKapCTBEHHbIN
npenapat ans npodunaktukn 3abonesBaHui, ons nNpegoTBpaLleHMs HEKOTOPbIX CEepPbe3HbIX UCXOO4OB B CBSI3W C
onpeaeneHHbiMm 3aboneBaHUsIMN U AN TOPMOXKEHUS NPOrPeCcCUpoBaHNSA XpOHNYECKOro 3aboneBaHus. [JomkeH
Takke ObITb MpeacTaBrieH KpaTkui 0030p MecTa IleKkapCTBEHHOro npenapaTta B TepaneBTUYECKOM apceHarne
NekapCTBEHHbIX NpenapaTos.

6.2.5.2.2. Moaynb Cll MYP - goknuHu4yeckas 4acTb.

[aHHbIn Mmoaynb NMYP gomkeH cogepxaTtb pe3toMe BaXKHbIX AAaHHbIX, MOMyYeHHbIX B pe3ynbTaTte NpoBeaeHns
OOKIMMHUYECKNX UccrneaoBaHuin 6e3onacHoOCTH, Hanpumep:

nuccrnegoBaHue TOKCUYMHOCTM (KIHOYeBble JaHHble O TOKCUMYHOCTW, MOJSyYEHHbIE B XOAE WCCregoBaHus,
HanpMMmep, O XPOHUYECKOM TOKCMYHOCTW, PEnpoayKTUBHOM TOKCUYHOCTW, 3MOPUMOTOKCUYHOCTU, TEPATOreHHOCTH,
He(POTOKCUYHOCTU, renaTtoTOKCUYHOCTU, FEHOTOKCUYHOCTM, KaHLLEPOreHHOCTHN);

AaHHble 06 06LWmX hapmMakonorMyeckmx CBOMCTBax (Hanpumep, BNUSIHUE Ha CepAEeYHO-COCYaNCTYIO CUCTEMY,
BKIoYaa yanuHeHne QT-uHTepBana, HepPBHY CUCTEMY U T.4.);

OaHHblE O peakumsax B3anMoaencTBUsl NeKapCTBEHHOrO nNpenaparTa;

MHble AaHHbIE O TOKCUYHOCTW.

B mogyne gomxkHa cogepxatbcsi UHopMaLnsa 0 3Ha4YMMbIX TOKCUYECKNX CBOMCTBAX M akTyanbHOCTU BbIBOAOB
npu UCMONb30BaHUKN Ha NoAAX. 3HAYMMOCTb AaHHbIX ONpeaenseTcsl NPUMEHNTENBHO K CBOMCTBaM JIeKapCTBEHHOMO
npenapata, 0COOEHHOCTAM LEeneBov Nonynsuum U onbiTy NPUMeHeHUst NoAoOHbIX COeAMHEHUI UM NOOXOAOB K
Tepanun npu NpUMEHEHUM NeKapCTBEHHbIX NMpenapaToB TOW e rpynnbl. [MomMuMo 3Toro, OoMmkHbI 0bCyXaaTbes
acrnekTbl Ka4ecTBa, B Cryvyae ecinv OHW MOTyT 3HA4YMMO OTpasuTbCsa Ha npodune 6e30MacHOCTN NeKapCTBEHHOrO
npenapata (B 4aCTHOCTM, BaXHad WHGPOpPMaLMs 00 aKTMBHOM BELLECTBE WM €ero npuMecsx, Hanpumep,
reHOTOKCMYECKMX NpuMecax). Ecnu nekapcTBeHHbI npenapaTt npefHasHayeH Ansi NPUMEHEHUS >KEHLUMHaMM
OEeTOpOAHOro Bo3pacTa, B [OKYMEHTe AOMKHbl OblTb YNOMSHYTbl AaHHbIE O PENPOLYKTUBHOW TOKCMYHOCTU U
BNUSIHMM Ha pa3BUTME NIOAA, a TaKKe O MOCNeaCTBUSAX MCMONb30BaHWS NEKapCTBEHHOro npenapata y AaHHOMW
rpynnel naumeHToB. MHdopmMaLmio no npoynm ocobbiM rpynnam HaceneHms HeodXoaUMO NPMBOAUTL B 3aBUCMMOCTH
OT YTBEPXOEHHbIX MOKa3aHWi M LEeneBoW MOonynsuMuM, a Tawkke OT HeOoOXOOUMOCTM Hamnuumst KOHKPETHbIX
OOKMNHNYECKNX OAAHHbIX.

6.2.5.2.3. Moayns CIII TYP - Bo3gencTBMe nekapcTBEHHOrO npenapaTta B Xo4e KMMHUYECKUX ccnegoBaHum.

B Mogyne OomkHbl ObiTb NpeAcTaBneHbl AaHHbIE O MauUeHTax, KoTopble Obifv BKMOYEHbI B KIIMHUYECKME
nccrnefoBaHust (Ha Kakux rpynnax naumeHTOB M3yyarncsl NeKapCTBEHHbIM npenapaT). [daHHble [OoMmkHbl ObiTb
npencrtaeBneHbl B dopmMaTte, ygobHoM ansi aHanus3a, Hanpumep, B dopme Tabnuy wunm rpacgpukoB. O6bem
nuccnegyemMomn nonynsaumm OOrmkeH ObiTb MOAPOOHO onMcaH C yka3aHWeM AaHHbIX O KONUYEeCTBE MNauMeHTOB U
BPEMEHHOrO npomexyTka (B Buae "nmaumeHTto-net", "maumeHTo-mecsaueB"), B TEYEHWE KOTOPOro MauMeHTbl
noaBepranucb BO3AENCTBUIO NIEKAPCTBEHHOrO npenaparta. [laHHble Mo nonynsauusam, BKITHOYEHHbIM B KMMHUYECKNE
nccnenoBaHus, Takke AOMKHbI ObiTb CTpaTMdULUMpOBaHbI B 3aBMCMMOCTU OT TuUMa uccnenoBaHus (Monynaumu,
BKITHOYEHHbIE B OCNENSIEHHOE paHAOMU3NPOBAHHOE UCCea0BaHUe, U NONYMsLMMW, BKITHOYEHHbIE BO BCE KITMHUYECKMNE
uccnepoBaHus). Ctpatudukaumns nonynsauMoHHbIX NOArPYNN TakMX B Cyyasx, Kak NpaBuro, Bko4yaeT B cebs:

BO3pacT 1 nors;

nokasaHus;

OO03UPOBKY;

pacoBOe MPOUCXOXOEHME.

MpoJomknTenbLHOCTL BO3OENCTBUA AOMKHa ObiTb M3obpaxeHa nnbo rpadmyeckn (MyTem HaHeceHust Ha
rpaduk ToYeK, COOTBETCTBYHOLLUX KONMYECTBY NaLMEHTOB U BPEMEHU), NMbo B hopmaTe Tabnuupbl.

B cnyyae HeobxoguMmocTu pormkHa ObiTb npeactaBneHa wmHdopMaumst 06 M3yyeHun BO3OENCTBUSA Ha
OTAEnNbHbIE MONYMAUMOHHbIE TPYNNnbl (GEpeMEeHHbIE JKEHLUUHbI, KOPMSLLUME MaTepu, NauueHTbl C MoYedHOMn
HeJOCTaTOYHOCTbIO, MEYEHOUYHOW HEAOCTAaTOYHOCTBI0, HAPYLUEHUSIMU CEPAEYHO-COCYANCTON CUCTEMbI, MOArpymnnbI
HaceneHns ¢ COOTBETCTBYHOLMM reHeTUYECKUM NonMMopdu3amom). Takke JoImKHA ObITh Yka3aHa CTEMEHb TSHKECTU
HapyLeHnsa OYHKLUUM NOYEK, NEYEHN NN CEPAEYHO-COCYANCTON CUCTEMBI, @ TAKKE reHeTUYECKOro nonimMmopduama).

Mpu NpefcTaBneHun gaHHbIX O BO3pacTe AOSKHbI ObiTb BbIOpaHbl KAaTEropumn, KOTopble MMEKT OTHOLLEHME K



uenesov nonynauun. [daHHble N0 neguaTpuyeckum W MNOXWUMbIM MauMeHTaM [OIKHbl OblTb pasgeneHbl B
COOTBETCTBMMU C NPUHSATLIMW BO3PaCTHbIMWU KaTeropusiMu (Hanpumep, nNo kateropusam 65 - 74 net, 75 - 84 net u
ctapwe 85 net ana noxunbelx nauuMeHToB). [ns nekapCTBEHHbIX MpenapaTtoB, o6nagalowmx TepaTOreHHbIM
OencTBneM, cTpatndukaums OOrmkKHa CTPOUTLCH MCXOAOS M3 BO3PACTHbLIX KaTEropui >KEHCKOW 4acTu nonynsumm
coobpasHo geTopoaHOMY noTeHumany. itoroeble pesynbTaThl JOPKHBI MPEACTABNSATLCS B KOHLE KaXaowm Tabnuupl
unu guarpammbl (no Mmepe HeobxogMmMocTh).

3a VCKIIoYeHneM crnydaeB, Korga 310 ABnsieTCss HeobXoAMMbIM, AaHHbIE MO KIMMHUYECKUM UCCIefoBaHUsIM
OOMKHbI NpeAcTaBnATbcs B 0600LWweHHON hopme ¢ CymMUpOBaHWEM MnokasaTtenen no rpacgam u pasgenam (ecnm
370 06ocHOBaHO). B cnyyae ecnn ogHa u Ta e rpynna naumeHToB Obina BkMoyeHa B 6Gonee yem oOOHO
uccnegoBsaHue (Hanpumep, MPOAOMKEHME  OTKPbLITOrO HabnwaeHuss Mocne  OKOHYaHWS  KMMHUYECKOro
nuccnenoBaHus), oHa BKNovaeTca B Tabnuuy no rpynne Bo3pacTa, nona u pacel oguH pas. B cnyyae ecnu mexay
TabnuuamMmn BO3HWKAET HECOOTBETCTBME MO YUCIY MALMEHTOB, AOMKHbl OblTb [aHbl COOTBETCTBYHOLLUE
pas3bsACHEHUS.

Ecnu MYP npencrasnaetca BMecTe C 3asdBMEeHMEM Ha BHECEHME HOBOro MOKa3aHus, OTOAEeNbHO B Havane
OaHHOro MOoAyrns MU B CBOAHbIX Tabnuuax JOMmKHbI OblTe NpeAcTaBneHbl AaHHbIE MO HOBOW NeKapCTBEHHOW hopme
unm cnocoby BBeAeHWS, AaHHbIe KIMHUYECKMX CCNefoBaHUi, cneundmryHblie ansg 4aHHOTo nokasaHus.

6.2.5.2.4. Moaynb CIV MYP - nonynsuun, He n3y4eHHble B XOA€e KITMHUYECKUX UCCIeLOBaHNN.

B panHHom mogyne MYP gomkHa ObiTb npeactaBneHa uHGopMauvs O TOM, Kakne noAarpynnbl NauMeHToB
LenesblX MOMYyMAUUA He ObINM U3yveHbl U ObINM N3yYeHbl NYWb B OrpaHWYEHHON CTEeNeHU B npedenax rpynn
NaLMeHTOB, BKITIOYEHHbIX B KNMHUYECKUE nccnenoBaHusl. OrpaHn4eHunst KNMHUYECKUX NCCNeaoBaHui Takke SOJIKHbI
OblTb MpPeACTaBneHbl C TOYKU 3PEHUSA PEeNeBaHTHOCTM KPUTEPUMEB BKITHOYEHUS M HEBKITHOYEHUS B OTHOLUEHUMU
LeneBbiX NONYNALNIA, a TaKKe pasnmunini, KOTOpble MOTyT BO3HVUKHYTb B 3aBUCUMOCTM OT NapameTpoB UCCreaoBaHUn
(Hanpumep, 6onbHMYHaa nnu obwasa npakTuka). BeiBogbl 0 BO3MOXHOCTM MPOrHO3mMpoBaHus 6esonacHocTn ans
LeneBbiX NONyNAUMN OOIMKHBI OCHOBbLIBATbLCA Ha TOYHOM U NOAPOOHON OLEHKE OrpaHNYEeHUn NMEIOLLMXCA AaHHbIX
KNUHUYECKUX nccnenoBaHum nubo nx oTcyTcTBumM ansa kakmx-nnbo nogrpynn. Takke gormkHa ObiTb NpeacTaBneHa
nHdopMaLmsa 00 OrpaHNYEHUSIX KITMHUYECKON 6a3bl AaHHbIX B OTHOLLEHWM BISIBIIEHWUST HEXENaTeNnbHbIX peakumin no
crnegywoLwmum npudmMHam:

KONMMYECTBO BKIMIOYEHHbIX B UCCINEA0BaHUSA MALNEHTOB;

KyMynATUBHOE BO3LENCTBME NIEKapCTBEHHOTO Npenapara (Hanpumep, cneumdunyeckas OpraHoTOKCUYHOCTh);

ANUTENbHOCTb NPUMEHEHUS (HanpuMep, NPy OLEHKE KaHLEPOreHHOCTH).

Ecnu otcytcTBylowaa uHpopmauns MOXET MNpeacTaBnATb CEepbe3Hbli PUCK AN LeneBbiX Monynaumn,
cBefeHunsa 006 3TOM Takke criegyeT BKNoYMTb B kKavecTse npobnembl no 6esonacHocTv B mogynbs CVIIIMYP.

6.2.5.2.4.1. PaccmaTtpuBaeMble rpynnbl NAUMeHTOB AOMKHbI BKNOYaTb creayowme nonynsaumm (HO MOryT He
OorpaHn4MBaTbCs UMK):

neguatpuyeckas nonynaums - etTn (OT poxaeHusa n 4o 18 neT ¢ y4eToM pasnuyHbIX BO3PACTHbLIX KaTeropun
unu (Npu HeoBXoAMMOCTU) C YYETOM APYruxX rpynn, 3HAYMMbIX C TOYKM 3PEHUS PasBUTUSA, TO €CTb C Y4EeTOM
KOHKPETHbIX NepuogoB passuTus);

noXunble naumeHTbl. [OmKHbI OLEHUBATbCS MOCMNEACTBUS MPUMEHEHUS NEKAPCTBEHHBLIX MNpenapaToB Yy
nauMeHToB B Bo3pacTe crapwe 65 neT. OueHka COOTBETCTBEHHbIM OOpa3oM [OIMKHA y4uTbIBaTb Hambonee
NOXMWIbIX NpeAcTaBuTenen gaHHom rpynnel. OueHKa BNYUSHUS COMYTCTBYOLLEN NATONOMMN UK HapyLeHus pyHKumnm
OpraHoB (HanpuMep, Noyek, NevYeHn) NPUMEHNTENBHO K AaHHOW MONyNSUMOHHOW NOArpynne AenaeTcs C y4eToMm
BO3MOXHOI0 OAHOBPEMEHHOIO HanuMymsi HECKOSbKMX (hakTOpoB (Hanpumep, MHOXECTBEHHOW COMYyTCTBYHOLLEN
naTtonorMm M MHOIFOKOMMOHEHTHOW JeKapCTBEHHOM Tepanuu, OKa3blBalLMX OOHOBPEMEHHOE BO3OencTsue,
moaundumuupytowee npocune BesonacHOCTM NekapcTBeHHOro npenapara). CregyeT oueHuTb HeobxoaMmocTb
npoBefeHUs B NIaHOBOM Mopsiake nabopaTOpHOro CKPMHMHIA MpUM HasHayYeHUW NekapCTBEHHOro npenapara B
OaHHOW noAarpynne naumeHToB. B oLeHKe 4OMKHbI OTAENBHO pacCMaTpMBaThCsl HexXenaTenbHble peakuun, KoTopble
MOryT NpeacTaBnATb 0COOYI0 ONACHOCTb ANA MNOXMWIbIX NALMEHTOB (HanpuMep, rofioBOKPY>KEHNE NN BO3AENCTBME
Ha LieHTpanbHYy HEPBHYIO CUCTEMY);

OepeMeHHble WM KOpMsLLME XeHWMHbl. Ecnn B LeneByo nonynsaumio BXOOST >KEHLMHbl AETOPOAHOro
BO3pacTa, [AOMKHbl paccMaTpuMBaTbCA MOCNEACTBMS MNPUMEHEHWUsI FekapCTBEHHOro npenapata B Nepuog
GepeMeHHOCTN M KOpMIeHUs rpyabto. Ecnv nekapcTBeHHbIM MpenapaT He npegHa3HayeH creuunanbHo Ans
NPMMEHeHWs BO BpeMs 6epeMEHHOCTU, HEOOXOAMMO OLIEHUTL UCXOAbl U TeYeHUe Nobbix GepeMeHHOCTEN, KOTopble
Obinn  3aduKCMpPOBaHbI B XOA4E KIMMHWYECKOro MCCneAoBaHMS NeKapCTBEHHOro npenapata. Ecnv ycnosuem
BKITIOYEHUSI B KIMMHUYECKOE UCCrefoBaHUe Obifio NMPUMEHEHME KOHTPaLEeNnTUBHLIX CPEACTB, aHamnu3 TeYeHUs U
NCXOA0B BEPEMEHHOCTU TaKXKe OOIDKEH BKIMOYATb aHaNM3 NPUYmH, MO KOTOPLIM MPUHATBIE MEPbl KOHTpauenuun He
nmenu ycrnexa (ecnv npuMeHnmo), a Takke NocrneacTBUA AMs1 UCMOJTb30BaHUSA B MEHEE KOHTPOITMPYEMBIX YCITOBUSIX
noBcegHEBHON MeOULMHCKON NPaKTUKMK;

NauneHTbl C HapyLEeHUsIMUN (PYHKLMM NeYeHu;

NaumneHTbl C HapyLeHNsMU OYHKLUKN NOYEK;

nauneHTbl C MPOYNMKU 3HAYUMBIMW COMYTCTBYIOLWMMN 3aboneBaHnsiMmu (Hanpumep, cepaevHO-COCyaMCTOMN



natonorven, UMMyHoA4eMULIMTHBIMU COCTOSAHUSIMN);

naumeHTbl, CTeneHb TSHKeCTU 3aboneBaHWs KOTOPbIX OTNUYAeTCA OT U3YYEHHOW B XoOe KIMHUYECKUX
nccrnegoBanun. JJormkeH paccMaTpyBaTbCs MOON ONbIT NPUMEHEHMS NEKapCTBEHHOMO nNpenapara y nauueHToB C
PasnM4YHON CTEMNEHbIO THKECTN 3aboneBaHns, B YaCTHOCTM, ECMNKY 3asBMsiEMOe NoKa3aHne OrpaHNYeHo B OTHOLLEHWM
NaLMeHTOB C KOHKPETHOWN CTEMNEHbIO THXKECTM 3aboneBaHuns;

noarpynnbl  MauUMEHTOB, SABMASAIOWMUXCA HOCUTENAMU WU3BECTHOMO W pPeneBaHTHOrO  reHeTUYecKoro
nonvMopduama. [omkHa BbiTb paccCMOTpeHa cTeneHb (hapMaKoreHeTUYEeCKOro BIUSIHUS, BIUSHUE NMPUMEHEHNS
NneKkapcTBEHHOro npenapaTta Yy nNauueHToB C HEW3BECTHbIMW UMW PasnUYHbIMKM FeHOTMNamu, nocneacTBus
NCNONb30BaHNSA reHeTu4Yecknx Griomapkepos B LieneBon rpynne naumeHToB. CnegyeT OLeHUTb BO3MOXHOE BMSHNE
Ha LieneByto Nonynsaunio, a Takke onpeaenuTb, HACKONbKO MPMMEHEHME NeKapCTBEHHOro npenapaTa y NaLuMeHToB C
HEN3BECTHbIM UMM OTNIMYHBIM FEHOTUMOM MOXET NpeaAcTaBnsaTb cobon npobnemy no 6e3onacHOCTy.

Ecnu noTteHumManbHO KINMHUYECKN 3HAaYUMbIA reHETUYECKUI NonMMopdunam bbin onpeaeneH, HO He NONTHOCTLIO
M3ydeH B XOAe KMMHMYECKOW nporpammbl pas3paboTku, 3TO cnefyeT paccmatpvBaTb Kak OTCYTCTBYHOLLYIO
WHopMaLumio 1 (Mnn) NoTeHLManbHbIA puck. Takke ata MHopmauusa AomkHa BbiTb OTpaxeHa B cneuudukaumm no
Ge3onacHocTV 1 B nnaHe dapmakoHagsopa. OnpegerneHne OaHHOrO SBMEHUSA Kak npobnembl no Ge3onacHoOCTU
OLleHMBaeTCH UCXoas U3 KIMMHUYECKOW 3HAaYNMMOCTU BO3MOXHbIX MOCNEACTBUNA;

NauMeHTbl pPasfnMYyHOro pacoBOro M (MnM) 3THUYECKOro npoucxoxaeHus. [JormkHbl paccmaTpuBaTbCs OMbIT
NPMMEHEHMS Ha NaLneHTax pasnMyYHOro pacoBoro u (Mnun) 3THUYECKOrO NPOUCXOXAEHMS, a TakkKe BIUSHME AAaHHOTO
pasnuuma Ha adeKkTMBHOCTb, 6e3onacHoCcTb M (hapMakoKUHETMKY B LeneBbix nonynaumsx. [pu Hanuumim
BEPOATHOCTW BNUAHUSA Pa3fMynin pacoBOW UNN STHUYECKOW NPUHAANEXHOCTU Ha 3P EKTUBHOCTb NIEKAapCTBEHHOIO
npenapaTta genaeTcsd OueHKa BO3MOXHOW HeobxoAMMOCTM MpoBedeHUS MOCTPErncTpaumOHHbIX MCCReaoBaHUn
3P PHEKTUBHOCTN.

6.2.5.2.5. Mogynb CV MYP - noctpernctpaumoHHbIN ONbIT NPUMEHEHNS.

Llenbto gaHHoro moayns MNYP aBnseTcsa npeactaeneHme nHpopmaumm o KonnyecTse NaumeHToB, KOTOPbIM Ha
NOCTPErncTpaLUmMoOHHOM 3Tane NpMMEHEHMS Ha3Havancs nekapCTBeHHbIM npenapart, 0COBEHHOCTAX NPUMEHEHMS B
NOCTPErncTpaLnoHHON MEeQMLNHCKON NpaKTUKe, BKMNoYas HazHavyeHne ocobbiM rpynnam naumeHToB, yKa3aHHbIM B
mogyne CIV MYP, o konnyecTBe nNauMeHTOB, BKIOYEHHbIX B HabnogaTenbHble UCCNefoBaHus, B X04e KOTOPbIX
ObinM cobpaHbl faHHble MO 6e30MacHOCTU U NPUHATBI PEryNATOPHbIE Mepbl ANs NpuBegeHus uHdopmaumm no
6e30nacHOCTY fieKapCTBEHHbIX MpenapaToB B COOTBETCTBME C UMEKOLNUMUCS AaHHBIMU.

6.2.5.2.5.1. Moagynb CV INYP. Pasgen "PerynsatopHble 0eNCTBUS U OEUCTBUS OepXaTens permctpaumoHHoro
yOOCTOBEPEHUs], CBA3aHHbIE C 6E€30NMacHOCThLI0 NeKapCTBEHHOIO NpenapaTta”.

B maHHOM pasgene Moayns ykasblBalOTCs BCE pPErynsaTopHble AENCTBMS Ha NOOGOM pbiHKe, NpeanpuHaTbie B
CBSA3U C BbIsiBNEHHbIMY nNpobnemamu no 6e30nacHOCTU NeKapcTBEHHOroO npenapaTta (B TOM 4Mcne no nHuuMaTuee
Aepxxartens permcTpaumoHHOro yaoctoepeHus). [laHHbIN nepedeHb AOMKEH COAEPXKaTb NepeYncneHme 1 onmcaHme
NpeanpuHATbIX PerynaTopHbIX AEWCTBUMA C yKa3aHWeM cTpaHbl U aaTbl. [lpu coctaeBneHun obHosneHun MNYP B
OaHHOW YacTu OOMKHbl ObITb ONUCaHbl AEUCTBUS, NPEeANPUHATLIE C MOMEHTa nocneaHero npeacrtaesnexus MYP, ¢
KpaTKUM ONMCaHNEM MPUYUH UX NPUHATUS.

6.2.5.2.5.2. Mogynb CV INYP. Pasgen "Pe3ynbTaThbl NOCTPErMCTPALMOHHOIO NPUMEHEHUS, NOMNyYeHHbIe He B
X0[e KNUHUYECKUX nccriegoBaHmnin".

Mo pesynbTatam peanusaumyM feKkapcTBEHHOro npenapaTta Ha pasfuyHbIX pblHKaxX gepxaTenb
perncTpaumoHHOro yaoCToBepeHnNs NpeacTaBnseT COBOKYMNHbIE AaHHbIE MO KONUYECTBY NaLMeHTOB, NOABEPILUNXCH
BO30EWNCTBUIO HA NOCTPErncTpaLmMoHHoM atane. [JaHHble JOIMKHbI ObiTh CTpaTUdUUMPOBaHbI (MO BO3MOXHOCTU) MO
COOTBETCTBYIOLLMM KaTEeropusiM, BKIKYAKOLWMM BO3pacT, MOJ, NokasaHus, O03y U reorpaduyeckmin pervoH. B
3aBUCUMMOCTM OT JIEKAapCTBEHHOrO npenapata MNpUMEHSIIOTCS OOMOMHUTENbHbIE MEPEMEHHblEe CcTpaTudumkaumm
(Hanpumep, KONMMYeCTBO KYpCOB BaKLMHALMKW, NyTb BBEAEHUS UNW MPOLOIMKUTENbHOCTL NneyeHus). Heobxoanmo
coenatb KOMUYECTBEHHYIO U  AudppepeHUMpOoBaHHYO OLIEHKY BO3AEWCTBMS JeKapCTBEHHOro mnpenapaTta C
ncrnonb3oBaHMem 0O6GOCHOBAHHOW METOOUKM pacyeTa BO3AENCTBUSA UCXOOS U3 OCOBEHHOCTEN MPUMEHEHUSA U
uenesbix NonynsAuuin. BeinonHeHne pacyeTa BO3OENCTBUA UCXOAS U3 KONTMYECTBA pPeanmM3oBaHHOro NEKapCTBEHHOMO
npenapaTta B BECOBOM UMW KONMNYECTBEHHOM U3MEPEHUU U COOTHECEHUS ero Co cpedHen pekomeHayemMon O0301
BO3MOXHO TOMbKO B Cry4ae, ecrnv fekapcTBeHHbIN npenapaT BO BCeX Cnyvyasx HasHadyaeTcsd B 04HOW 03e N umeeT
O[MHAKOBbIN (QUKCMPOBAHHLIN KypC MPUMEHEHUs. ATOT cnocob He ABMsieTCA NPMMEHUMbIM Anis OOnbLUMHCTBA
NneKapcTBEHHbIX NpenapaToB, MOCKOMbKY WX PEXMMbl OO3UMPOBaHUA U KypCbl MPUMEHEHUS, Kak NpaBumno, He
MKCNpOBaHLI.

[nsi nekapcTBEHHbIX MpenapaToB C pasnUYHbIMKU NyTAMU BBEOEHWSI pacyeT BO3OENCTBUSA LOIDKEH ObITb
cOenaH OTAENbHO ANS KaXOoro nyTu BBeAeHus1 (ECriv BO3MOXHO). YMOMHOMOYEHHbIE OpraHbl rocyAapCTB-4IEHOB
MOryT 3anpoCuUTb [AOMOMHUTENbHYIO CTpaTuduKauuio AaHHbIX MO BO34ENCTBUMIO (Hanpumep, [OaHHble Mo
BO3AENCTBUIO B PA3fMYHbIX BO3PACTHbIX rPynnax unm B pamkax pasfuyHbIX yTBEPXOEHHbIX nokasaHumn). OgHako,
€CNnu NIEKapCTBEHHbLIN NpenapaTt NPMMEHSETCS MO pas3NUYHbIM NMOKa3aHWSAM, B pasHbIX PeXUMax 403MpoBaHus, Moo
NMPUCYTCTBYIOT MHble (haKTOPbI, YAOBMETBOPSOLMNE KPUTEPUSM CTpaTudmkauumn, gepxarternb pernctpaunoHHOro
yOOCTOBEPEHUSA M3HaYanbHO AOSMKEH MPeAcTaBnsaTb AaHHble C COOTBETCTBYKOLWEW cTpaTudukaumen (ecrnvm ee



nposefeHue NpUHLMNManbHO BO3MOXHO).

6.2.5.2.5.3. Mogynb CV TYP. Pasgen "PesynbTaTbl NOCTPErUCTPALMOHHOIO OMbiTa NPUMEHEHUS Y rpynn
NauneHTOoB, He U3YYeHHbIX B XOA4e KIMMHUYECKUX nccneaoBaHnn®.

Ecnu noctperncrpaunoHHoe 1cnonb3oBaHWe fekapCTBEHHOMO npenapata Obiio 3adrkenpoBaHo y 0cobbix
rpynn nauueHToB, onpegeneHHbix B mogyne CIV IMYP kak nogBepraBlUMXCSi OFpaHUYEHHOMY BO3AENCTBUIO UM
BOBCE He NoABepraBLUNXCA BO3OEWCTBUIO, cnegyeT npeacTtaBuTb OLEHKY 4YuMcria nauueHToB, NoABepriinxcs
BO3AENCTBUIO, U yKasaTb METO[ pacyeTa BHe 3aBMCUMOCTM OT TOro, UCMOMb30Barncs nu nekapcTBeHHbIN npenapart
No YTBEPXAEHHbIM MOKa3aHUSAM WNW BHE YTBEPXAEHHbIX MoKasaHui K npuMeHeHuto. [pyu npumeHeHun vy
negmaTpuvyeckon nonynsuMm AOomkHa OblTb caenaHa ccbinka Ha pasgen "Ocobble acnekTbl NpUMEHEHWsS B
negnatpun" mogyna CVI MYP. Takke pomkHa ObiTe npeacTaBneHa vHdopmauusa B npodune 6e3onacHoOCTv
NeKapCcTBEHHOro npenaparta B OTHOLLUEHMM 3TMX OCOObIX rpynn NauMeHTOB MO CPaBHEHWUIO C OCTanbHOMW 4acTbio
uenesow nonynsumu. B pasgene pomkHa 6bITb npeactaBneHa nwobas nHgopmaums O BO3MOXHOM M3MEHEHUU
npodunsa nonb3bl (Mpodunsa agpdheKTMBHOCTN) B ocobon rpynne naumeHToB. Jllobble ocobble rpynnbl NauMeHToB,
OKasaBLUMECH B 30HE MOBBLILEHHOrO UMW MOHWXEHHOro pUCKa B OTHOLUEHWM KOHKPETHOro acrnekra npodwuns
6Ge3onacHocTH, Takke OOJPKHbI ObITb pacCMOTPEHbI B paMKkax OLEeHKM cneuundmyeckoro pucka B mogyrne CVITTYP, Ho
B AaHHOM pa3fene cnegyeTt ykasaHue O puckax v rpynnax naumeHToB, NOABEPKEHHbIX UM.

6.2.5.2.5.4. Mogynb CV T1YP. Pasgen "YTBepXAeHHble MNOKa3aHUs K MNPUMEHEHUIO U akTu4eckoe
npumMeHeHne".

[nsi obHOoBNEeHMs cneundmrkalmm no 6€30nacHOCTU AOMKHbI ObITb CAENaHbl KOHKPETHBIE CCbISIKN HA TO, KAKUM
06pa3oM dakTu4eckoe NPUMEHEHNE B MEAMUUHCKON NPaKTUKe OTNMYanochk OT NPUMEHEHMWS, NPOrHO3MPYEMOro B
mogyne CVII TYP, n ot ogobpeHHbIX MoKasaHWi M NPOTUBOMOKA3aHUMN K NPUMEHEHW0 (MCMOoMb30BaHWE BHE
YTBEPXAEHHbIX MOKas3aHWW K MpumeHeHuo). B paHHbI pasgen BkmovaeTcd MHPOPMauMs, MofyvYeHHas u3
nccrnegoBaHU  UCMOMb30BaHWS NEKapCTBEHHOro npenapata (unu B pesynbTaTe Apyrux 06cepBaLMOHHbIX
nccneaoBaHun, B KOTOPbIE BbINO BKKOYEHO NCCNeA0BaHUE NokasaHu K NPUMEHEHMIO NTIEKApCTBEHHOTO npenapara),
BKIOYaA WUCCNeaoBaHMS WCMNOMb30BaHMA JEKAapCTBEHHOrO mnpenapaTa, KOTopble MpPOBOAUNUCHL MO  3anpocy
YNOMHOMOYEHHbIX OPraHoB rocyAapcTB-YreHOB AN uernen, OTNNYHbIX OT ynpaBneHus puckamu.

lMpMeHeHWe He B COOTBETCTBMM C YTBEPXKAEHHbIMU MOKa3aHUAMW BKMOYaeT, MOMUMO MNPOYero,
HeoqoOpeHHOE MNPUMMEHEHWE Yy NeanaTpudeckmx nNauMeHTOB pPasfUYHbIX BO3PACTHLIX KaTeropun, a Takke
npumMmeHeHne no HeogobpeHHbIM B OXJIT nokaszaHusiM B criy4asix, ECNn 3TO NPUMEHEHME NPOUCXOANT HE B pamMKax
KNMMHUYECKOro UCCrefoBaHus.

B cnyvyae ecnu y ynonmHOMOYEHHOro opraHa rocyfapcTBa-yfeHa BO3HUKAKT OnaceHus B OTHOLUEHWUU
UMEILLIEroCs MNPUMEHEHNA NeKapCTBEHHOro npenapata Mo HeodobpeHHbIM  MNoKasaHusaMm, AepXxaTenb
PErncTpaumMoOHHOrO YyAOCTOBEPEHUSA [OMKEH KONMMYECTBEHHO OLEHUTb [aHHOe MPUMEHEHWE C yKasaHuem
NCNONb30BAHHOIO MeTOAa OLIEHKWN MOMyYeHUs OaHHbIX.

6.2.5.2.5.5. Mogynb CV IMNYP. Pasgen "TpumeHeHne B Xo4e 3anNnaeMUONormyeckmx nccregosaHnn',

[aHHbIN pa3gen coaepXuT nepeyeHs ANNAEMUONONMYECKMX NCCNEA0BaHUN, KOTOPbIE BKMOYanu (BKMOYaoT)
cbop n oueHKy gaHHbIX no 6esonacHocTu. [lormkHa ObITb MpeAcTaBneHa crnepyowas MHdopmauus: Ha3BaHue
nuccnegoBaHus, TUMN MUccredoBaHUs (HanpuMmep, KOropTHoe uccrefoBaHwe, uccnegoBaHue "cnyyam-KoHTpornb"),
usydaemass nonynaums (Bkniwovas HauMeHOBaHWE rocydapctBa M Apyrue nonynsuuoHHbIe XapakKTepUCTUKM),
NPOOOIPKUTENBHOCTL  UCCMNELOBAHUA, KONMMYECTBO MaLMEHTOB B KaxgoW Kkarteropuu, 3abonesaHve (mpu
HeobxoQMMOCTK), CcTaTyCc WccnefoBaHuWst (3aBepllieHo wnv  npogorkaetcs). Ecnn  wccnepoBanue  6bino
onybnukoBaHo, B AaHHbIV pa3gen MNMYP gomkHa ObiTe BKNOYEHa cebinika, a B npunoxeHun N 7 k NMYP npegcraeneHa
cooTBeTCTBYylOLWas nybnukaums.

6.2.5.2.6. Mogynb CVITTYP - gononHuteneHble TpeboBaHmsa K cneundukanmm no 6e3onacHoCTy.

6.2.5.2.6.1. Mogynb CVI NYP. Pasgen "lNoTeHunanbHbI pUCK Nepeao3npoBKM".

Ocoboe BHMMaHWe cnegyeT yaoenuTb NekapCTBEHHbIM MpenapaTam, B OTHOLUEHWM KOTOPbIX CyLLEeCTBYET
noTeHumarnbHbli  PUCK Nepefo3npoBKM  Kak npefHamMepeHHoW, Tak W cnyyanHou. [lpumepbl BKrovaoT
NeKapCTBEHHbIe npenapaTbl C y3KMM TepaneBTUYECKUM WHTEPBANiOM MW fieKapCTBEHHbIE Mpenapartbl, KOTOpble
MOryT Bbl3BaTb OOLUMPHbIE [0303aBUCMMblE TOKCUYECKME peaKumMum U (Mnv) B OTHOLLUEHUWM KOTOPbIX CyLLEecTBYeT
BbICOKUI PUCK NpefHaMepeHHON nepeno3npoBKn Yy Leneson nonynauum (Hanpumep, npu genpeccun). B cnydae
OonpedeneHns pucka nepefo3vpoBKM Kak npobrnembl no 6e3onacHOCTUM MO JAHHOMY acnekTy ©OesonacHocTu
npeanarawTca AONOMHUTENbHbIE MePbl B COCTaB COOTBETCTBYHOLUMX Mep MUHUMU3ALMN PUCKOB, U3MOXEHHLIX B
moayne V IMyP.

6.2.5.2.6.2. Moaynb CVI MNMYP. Pasgen "lNoTeHumanbHbIn pUck nepegaqv MHEKUNOHHbIX areHToB".

Hepxatenb permcTpaumMoHHOro yaoCTOBEPEHUS AOIDKEH cAenaTtb OLEHKY NOTEeHLManbHOro pucka nepegaym
WH(PEKUNOHHBIX areHToB. JTO MOXeT ObiTb CBA3AHO C XapakTepom MNPOU3BOACTBEHHOrO Mpouecca unm
NCnonb3yembiMn mMatepuanamu. B OTHOWEHMM BakuMH HEOOXOOUMO paccMOTpeTb Ntobon MoTeHUManbHbIN PUCK
nepeaayu X1uBoro Bupyca.

6.2.5.2.6.3. Mogyne CVI TYP. Pasgen "lMoTeHuManbHbI PUCK 3NOynoTpebneHus u MCrnonb30BaHUsA B
HE3aKOHHbIX Lensx".



B pasgene cnepgyer caenaTb OUEHKY MNOTEHUMANbHOrO pucKa 3roynoTpebrieHMs M UCnornb3oBaHUS
NneKkapCcTBEHHOro npenapata B HeE3aKOHHbIX uensax. Heobxogmmo paccmoTpeTb uenecoobpasHocTb Mep (npu
HeobX04MMOCTI) MO OrPaHMYEHUIO 3M10YNOTPEBNEHNST N NCMOMb30BaHMWS NIEKAPCTBEHHOIO NpenapaTa B HE3aKOHHbIX
uensix (Hanpumep, UCNonb3oBaHWe crneunarnbHbIX KpacutTenen u (MnNu) apomMaTmM3aTopoB B fiekapCTBEHHON dopme,
OorpaHM4yeHne pa3mepa ynakoBKM U KOHTPONMPyeMOe pacnpoCcTpaHeHre NeKapCcTBEHHOro npenapara).

6.2.5.2.6.4. Moaynb CVI IMYP. Pasagen "lNMoTeHUManbHbIN PUCK BO3HUKHOBEHMS OLUMOOK NPU HA3HAYeHUN UNn
npueme nekapcTBeHHbIX npenapaTos”.

Hepxatenb perucTtpauumoHHOro yOoCTOBEPEHUS AOMKEeH perynapHo MpoBOAUTL OLEHKY BO3MOXHOCTU
BO3HMKHOBEHUSA OLLMBOK NpY Ha3HaYeHUN NN NnpMemMe nekapcTBeHHbIX NpenapaToB. B yacTHOCTU, 4O NOCTyNNeHus
NeKapcTBEHHOro npenapaTta Ha PbIHOK OH JOMKEH OLEHNTb 0BLLMe NCTOYHUKM OLLIMBOK NPK Ha3HaYeHUM Unn npueme
nekapcTBeHHOro npenaparta. B xoge pa3paboTku 1 Ha aTane NpoeKkTUpOBaHWA BbIXxoda NeKkapCTBEHHOMO npenapara
Ha pPbIHOK 3as1BUTENb A0MKEH NPUHATL BO BHUMAHNE BO3MOXHbIE NPUYMHbI BO3HUKHOBEHMWS OLLMBOK Npy Ha3Ha4YeHnn
UNu npueme nekapcTBeHHbIX NpenapaToB. [JOMmKHbl yYUTbIBATLCA HAaUMEHOBaHWE, XapaKTepUCTUKN (hOpMbI Bbirycka
(Hanpumep, pasmep, copma U LBET feKapCcTBEHHOW hopMbl M ynakoBku), uHdpopmaums B OXJII (Hanpumep, B
OTHOLUEHWN pa3BedeHUsi, MapeHTepanbHOro NyTW BBEOEHWs, pacyeTa [[03bl) U MapKMpOBKa JEeKapCTBEHHOrO
npenapaTa. Heobxoammo crnegoBaTh TpeboBaHMAM MO 06ecneveHno YNTaeMOCTU MapKUPOBKM U MHbopMaLMmn ans
naumeHTa. Ecnun ncnonb3oBaHne nekapcTBEHHOro npenaparta MMeeT NoTeHUnanbHbIN PUCK HAHECEHUS CEPbE3HOro
Bpeda v3-3a HenpaBuITbHOIO MyTU BBEAEHUS, CeQyeT Takke pacCMOTPETb BOMPOC O TOM, Kak nsbexaTtb Nogo6GHOro
HenpaBUINbHOIO NyTW BBeAeHus. JTo onaceHne B 0OCOBEHHOCTM OOOCHOBAHHO, KOrga 4YacTbl PYTUHHOM
MEOMLMHCKON MpaKkTUKM ABMseTcs MpUMEHEeHWe feKapCcTBEeHHOro npenapata COBMECTHO C  Apyrumu
neKkapcTBEHHbIMY NpenapaTamu, BBOAUMbIMI KakuM-nMbo NoTeHunansHo onacHbiM nyteM. B gaHHOM crny4vae puck
BO3HMKHOBEHUS OLIMOOK Mpy Ha3Ha4YeHMM NEeKapCTBEHHOro npenapaTta OOIMKEH paccMaTpuMBaTbCA B KadecTBe
npobnemsbl No 6esonacHoCTU.

Mpu Hanmumm OpM C pasnUYHON [O03MPOBKOW fEeKapCTBEHHOro npenapata OueHWBaeTCs AO0CTaTOYHOCTb
BM3yanbHOM (Mnn dumamdeckon) auddepeHumaumy Mexgy neKkapCcTBeHHbIMM npenapartaMmym € pasfuyHbIMU
J03MpOBKaMN U MexXay IeKapCTBEHHbIMU Mpenapartamu, Kak npaBuno, HasHavYaeMblMU UMM NPUHUMaEMbIMU
O[HOBpPeMeHHO. B cnyyae ecnu Ha pblHKE UMEIOTCA Apyrue nekapCcTBeHHble npenapaTbl C TEM Xe OeNCTBYOLWUM
BELLECTBOM, OJ19 KOTOpbIX He Obina nogTrBepxaeHa OUMO3KBUMBANEHTHOCTb, AOIDKHbI ObiTb MpearioXeHbl Mepbl
npegynpexaeHns MeauLMHCKNX OWnBoK N MMHUMMU3aLMn pucka.

Ecnu nekapcTBeHHbIN NpenapaT npegHasHavyeH A58 UCMOoMNb30BaHWs y cnaboBuAsALLEN rPynMnbl HACeNeHus,
ocoboe BHUMaHWE HeOOXOAMMO YAENnUTb BO3MOXHOCTU COBEPLUEHWUS] OLWMOKM NpW Mpueme nekapCTBEHHOro
npenapaTa, KoTopble NPpu YCTaHOBIEHUN pUCKa AOMKHbI pacCMaTpuBaTLCS B kadecTBe NpobrnemMbl no 6e30nacHOCTY.

OueHvBaloTCs PUCK M Mepbl MO NPeAocTBPAaLLEHMIO CyYawHOro MpornaTtbiBaHUS WM OPYrux criyvyaes
HenpeaHaMepeHHOro NCMONb30BaHUSA AETbMMU.

Owwnbkn npu npueme nekapCTBEHHOro MnpenapaTa, BbiSiBMIEHHbIE B Xo4e pa3paboTkuM npoaykTa, BKMAYas
KNUHUYECKNE UCCrefoBaHNSA, OOMKHbI ObITb paCCMOTPEHDI, @ Takke A0MKHa OblTb NpeacTaBneHa nHdopmaumus o
cammx owmbkax, ux NoTeHuManbHbIX NpUYMHaX M cnocobax mx yctpaHeHusa. B cnyyae HeobxogumocTu crnegyeT
yKkasaTb, Kakum oOpa3om Bce yKa3aHHble PUCKM ObiNM MPUHATbI BO BHMMaHWE Ha OKOHYaTernbHbIX CTagusix
pa3paboTKkn nekapCTBEHHOrO Npenapara.

B cnyyae ecnu B xode NOCTperMcTpauMoHHOro nepuoga Obinyv BbISIBIEHbI HEXenaTenbHblE peakuuw,
ABMBLUMECS Pe3yrnbTaTOM MEAULMHCKMX OLIMOOK, OHU [OIKHbl OblTb paccMoTpeHbl B oOHoBnewun [YP wn
npeanoXeHsl NyTM MUHUMU3ALMN OLLINBOK.

B cnyyae uameHeHust coctaBa M 0O3UPOBKU NEKAPCTBEHHOMO npenapata pUCK BO3HUKHOBEHUST OLUMOBOK npwu
nprveme nekapcTBEHHOro npenapara A0MMKEeH paccmMaTpuBaThCs B kadyecTBe npobnembl no 6e30nacHoOCTH, a Mephl,
KoTOopble OyayT nNpeanpuHATbl  AepXaTenem perucTpauyMoHHOro  yAOCTOBEPEHUs Ang npefoTBpalleHust
nepenyTbiBaHUS MexXay CTapbiM W HOBbIM JIEKAPCTBEHHbIM MpenapaToM, MNPUBOASATCS B paMKax nnaHa
MUHUMM3auuKn puckoB. OueHMBaeTca LienecoobpasHOCTb MEPONPUSATUIA MO MUHUMU3ALUN PUCKOB B OTHOLUEHUM
N3MeHeHW hopMbl NPeaCTaBNEHNs, pa3Mepa YNakoBKKU, NyTWU BBEOEHUSA UM NPOYNX XapaKTEPUCTUK BbIMyCKaemMoro
nekapcTBeHHOro npenapara.

Ecnu nekapcTBeHHbIN npenapaTt OOMMKEH NPUMEHATLCS BMECTe C MEQULUHCKMM YCTPONCTBOM (BCTPOEHHbLIM
UNn HeT), HeoBXOAMMO paccMoTpeTb Bce hakTopbl ONMACHOCTM, KOTOPbIE MOTYT NPeACTaBNSATb PUCK ANs NauueHTa
(HencnpaBHOCTb MEOULMHCKOrO YCTPOMUCTBA).

6.2.5.2.6.5. Mogynb CVI MYP. Pasgen "Ocobble acnekTbl NpUMMEHeHMS B neguatpun'.

B naHHOM pasgene paccmaTtpuBaloTCcs crieyloline acnekTbl UCNOMNb30BaHWUSA NeKkapCTBEHHbIX NpenapaToB B
neanaTpuu, He ykasaHHble B mogyne CIV MYP:

a) Npobriemsbl, BbISIBNIEHHbIE B MNaHe neaMaTpuyeckmMx nccrnegoBaHui. YkasbiBaloTcs nobble pekoMmeHgaunm
no nocneayroLwemy AnuMTensHOMY MOHUTOPUHIY ©e30nacHoCTM U 3(MEKTUBHOCTU NPU MPUMEHEHUN Y NMALUEHTOB
neguaTpuyeckon nonynsumi. B cnyyae ecnu gaHHbI acnekT ©Gonee He sIBNAETCs NpegMeToM OMaceHumn no
6e30MacHOCTU, AOIMPKHO ObITh JAHO COOTBETCTBYHOLWEE 0ObsICHEHME U 06OCHOBaHME.

MpennoxeHnsa o npoBefeHUM OnpeaeneHHbIX AONTOCPOYHbIX NegnaTpuyeckux uccnegoBaHuin Heobxogumo



paccMoTpeTb Ha MOMEHT nojayu 3asBfeHuMs Ha BBeAEeHVE neauaTpudeckux nokasaHun. Ecnu cywecTsytoT
COMHEHMSI B OTHOLUEHUM HEeOBXOAMMOCTM AaHHbIX OONMOCPOYHbLIX MeAnaTpuyecKnx uccnefoBaHun, Haanexut
npeacTaBuTb COOTBETCTBYOLLME 0OOCHOBaHUS;

0) noTeHuman ansg negmaTpuyeckoro NCMorb30BaHWs BHE YTBEPXKAEHHbIX MOKa3aHU K npumeHeHnto. CnegyeT
OLUEHUTb PUCK MNPUMEHEHUS IeKapCTBEHHOro mnpenapata BHE YTBEPXKAEHHbIX MNOKas3aHUM K NPUMEHEHWU Yy
neguaTpuyeckon nonynauum nubo kakon-nnbo ee yacTu, B criyyae ecnm HO3050rus, ABAALWascs o400peHHbIM
nokasaHneMm NpUMEeHeHWs NekapCTBEHHOro npenapaTa, Takke BCTpevaeTcs U B neamaTtpuyeckon nonynauum, Ho
NpUMMEHeHVe y NocrnefHen He sIBNAeTcs ogo0OpeHHbIM. Bce BO3MOXHbIe hakTnyeckne HanpaBreHnsi NpYMEHEHNs
nekapcTBEHHOro npenapaTa cnegyet oTpa3uTb B pasaene "OnbIT nocTpernctpaunoHHoro npumeHeHuns” mogynsa CV
MYP (kak aTO ykasaHo B nyHkTe 6.2.5.2 HacToswwmx [Npasun) u B pasgene "PesynbraTtbl NOCTPErncTpaLmoHHOro
NPUMEHEHMS Y TPyNn NauMeHTOB, HE U3yYeHHbIX B XO4e KnNuHuyeckux nccneposaHuin” mogyna CV MYP (kak aTo
yKasaHo B nyHkTe 6.2.5.3 HacTosawwmx NMpasun).

6.2.5.2.6.6. Mogynb CVI MNMYP. Pasgen "lNporHo3mpyemoe nocTperncTpaunuoHHoe Ucnonb3oBaHme".

[Ona npegpeructpauunoHHoro MYP vnn npu nogaye 3asBNeHUs Ha BBEOEHUE 3HAYUTENbHbLIX U3MEHEHUN B
nokasaHus No MeguuUHCKOMY NPUMEHEHUIO AepXaTerb perncTpaumoHHOro yaoCTOBEPEHUA AOMKEH nNpeacTaBuTb
nogpobHyl0 MHQOpPMaUuo O MPOrHO3MPYEMOM HamnpaBfiEHUM MPUMEHEHUS, NpeanoriaraemMom MPUMEHEHUN
NneKkapcTBEHHOro npenapata ¢ Te4eHWeM BPeMEHW, NONOXEHUN NeKapCTBEHHOro npenapara B TepaneBTUYeCKOM
apceHarne.

Heobxoaumo caenatb OUEHKY NOTEHLManbHOW BO3MOXHOCTM NMPMMEHEHMWS NIeKapCTBEHHOMO npenapara BHe
0[00pEHHbBIX MOKa3aHWU K MPUMEHEHMIO.

6.2.5.2.7. Mogyns CVII MYP. "MaeHTudmumposaHHbie 1 noTeHunanbHble pUckn”.

HanHbin mogyne MYP cogepxuT nHopmaumio 0 BaXkHbIX MAEHTUMDULMPOBaHHBIX Y MOTEHLMANbHbLIX PUCKaX,
CBSI3aHHLIX C WCMOMb30BAHMEM JEKAPCTBEHHOrO nMnpenapara, BKMo4Yas WHGOPMaUMo O BbISIBIIEHHbIX W
NOTEHUMAmNbHbIX HeXenaTenbHbIX peakuusX, BbIBEHHOM W MNOTEHUManbHOM B3auUMOAEWCTBUM C OPYrMMu
NeKkapcTBEHHbIMW npenapaTamMu, NpoaykKTaMu MUTaHUsA U ApYrMMKU BeELLeCTBaMMK, a Takke O dhapMaKomormyeckmnx
KnaccoBblx addekTax.

6.2.5.2.7.1. Moaynb CVII MYP. Pasagen "HoBble naeHTUUUNPOBaHHbIE PUCKN".

B paHHOM pasgene OomkHbl ObiTe nepedncrneHbl Npobnembl Mo 6€30MacHOCTU, BbISIBIIEHHBIE CO BPEMEHMU
nocnegHero npeacrtaenenus MYP, koTopble 6yayT nogpobHO NpoaHanM3nMpoBaHbl B COOTBETCTBYHOLLEM pa3sgene
moayna CVII TIYP. B paHHom pasgene ykasblBalOTCS MNPUHUHHBIA dakTop npobnembl no 6GesonacHocTw,
WHpopMauns O TOM, SBNAETCA NN OaHHbIA acnekT pucka BaXHbIM WAEHTUMUUUPOBAHHBIM UMW BaXHbIM
noTeHUManbHbIM PUCKOM, AaeTcss 060CHOBaHME NO BO3MOXHbIM HEOBXOOMMbBIM MEpaM MUHUMM3ALMMA PUCKOB MK
HOBbIM CreLMarnbHbIM UCCNeA0BaHUAM MO AaHHOMY acnekTy pucka.

6.2.5.2.7.2. Mogynb CVII MYP. Pasgen "lNogpobHas MHMOpMaUmMs O BaHbIX MAESHTUDULNPOBAHHBIX U
BaXHbIX NOTEHUManbHbIX puckax".

B naHHOM paspgene npeacraBnseTca nogpobHas nHgopmaumsa o Hanbonee BaxKHbIX AEHTUMULNPOBAHHBIX U
BaXKHbIX MOTEHUManbHbIX puckax. [aHHbI pasgen AomKeH ObiTb KpaTKuM U He AOMKEeH npeactaBnatb cobow
BbIOOPKY OaHHbIX U3 Tabnuu, M CMAMCKOB HeXenaTesNlbHbIX peakuui, BO3HWUKLWMX B pes3ynbTare KIMHUYECKUX
uccrnegoBaHun, nNnbo konvpoBaTb MpefraraemMoe uUnuM akTu4eckoe codepxaHue pasgena "HexenaTenbHble
peakuun" OXJI.

[MoHATNE BaXXHOro pUcka 3aBUCUT OT HECKOMbKUX DaKTOPOB, BKNOYas BO3AENCTBUE HA OTAENbHOMo naumeHTa,
CEpPbE3HOCTb pUCKa 1 BNUSHWE Ha 300pOBbe HaceneHus. J1lobor puck, KOTOPbIA AOMKEH UMM MOXET ObITb BKIMIOYEH B
NPOTMBOMOKa3aHNsa UNn nNpeaynpexaeHns n mepbl npegoctopoxHocTn OXJIN, HeobxoaMMo BKMOYaTh B AaHHbIN
pasgen. BsaumoaencTeusl, MMeLMe BaXXHOE KITMHUYECKOE 3HaYeHEe U BaXKHbIe (hapMaKkonormdeckme KnaccoBble
acbdekThl, Takke crnegyeT BKMYaTb B AaHHbIM pasgen. Kpome Toro, pucku, Kotopble OBbIMHO HE HAaCTOMbKO
cepbesHbl, YTOObI B OTHOLLEHMUN UX TPebOoBanNUCb KOHKPETHbIE NPeaynpexaeHnsa unm Mepbl NPeSoCTOPOXHOCTU, HO
KOTOpblE€ BO3HMKAIOT B OTHOLUEHUM 3HAYUTENBHOW YacTU UCCNeayeMOun rpynnbl HAaceneHus, BNUSOT Ha KadecTBO
XWU3HU NaumMeHTa, YTO MOXET MPUBECTU K CEPbE3HbIM MOCMNEeACTBUSIM MPWU OTCYTCTBMM HaAnexallero nevyeHus
(Hanpumep, cunbHas TOWHOTa M PBOTA, CBA3aHHas C XMUMUOTEpanuenm Unu MHOW NneKkapCTBEHHOW Tepanuen),
crnegyeT paccMOTpeTb Ha NpegMeT BKMYEeHUS B JaHHbIN pasgen.

[Nst HEKOTOPbIX NEKAPCTBEHHbLIX NPENAPaTOB AOMKHbI OblITb PACCMOTPEHbBI PUCKW, CBSI3@HHbIE C YTUNM3aunen
NCMNONb30BaHHOIO NIEKapCTBEHHOrO NpenapaTa (Hanpumep, 4N TpaHcaepMarnbHbIX NnacTbipen). Takke MOryT ObiTb
cny4au BO3HUKHOBEHWSI 3KONOrMYECKOn ONacHOCTM NpU yTUnNu3auumn nekapcTBEHHOro npenapaTa u3-3a U3BeCTHOro
naryGHOro BO3OEeNCTBUS Ha OKpY»KatoLlyto cpedy (HanpuMep, BeLlecTBa, KOTopble ABMNSTCA 0COOEHHO OnacHbIMU
Ans BogHoM dhniopbl 1 hayHbl U KOTOPbIE HE AOMMKHbI ObITh YTUNIM3MPOBAHbLI HA CBasKax).

MpencTaBneHne gaHHbIX O PUCKaxX AOIMPKHO BKMOYaTh B cebs crnefyoLLyo nogpobHyo nHopmauuio:

4acToTa;

BO3JENCTBME Ha 300POBbE HaceNeHns (CTeneHb TSXKECTU, CePbe3HOCTb, 06PaTUMOCTb, UCXOA);

BO3JENCTBME HA OTAENbHOrO NnaumneHTa (BNusiHAe Ha KavyecTBO XNU3HW);

dakTopbl pucka (B TOM 4yncne ¢akTopbl, KacawLwmecss naumeHTa, 0o3bl, Nepuos pucka, agouTUBHbBIE UK



CUHEepruyHble akTopbl);

npeaoTBPaTUMOCTb (TO eCTb NpeacKasyeMoCTb, BO3MOXHOCTb NPeaoTBpaTuTb pa3BuTUE UM BO3MOXHOCTb
BbISIBMEHNA Ha Ha4YanbHOM 3Tane);

BO3MOXHbI MEXaHW3M pa3BUTUS;

WCTOYHWK JaHHbIX N YPOBEHb JOKa3aTerbHOCTH.

[aHHble no YacToTe pasBUTUS JOMKHbLI ObiTb NPYBEAEHbI C Y4€TOM AOCTOBEPHOCTU N yKa3aHUeM UCTOYHMKA
AaHHbIX Mo 6esonacHocTu. YacToTa pasBUTUSA He AOMKHA OLEHMBATbCA HAa OCHOBAHWMWM AaHHbLIX CMOHTaHHbIX
COOOLLEHU, MOCKOMNbKY AaHHbI MeToAd He MO3BONSeT BbIMOMHATL OLEHKY napameTpa 4acToTbl C TpebyembiM
YPOBHEM AOCTOBEPHOCTU. ECNM B OTHOWEHUM BaXHbIX MAEHTUMDULMPOBAHHBIX PUCKOB HEOBXOAMMO BbIYUCIUTL
TOYHYIO 4acToTy, criegyeT OCHOBbIBaTbCS Ha CUCTEMATUMYECKUX WCCNEedoBaHUAX (Hanpumep, KrivHU4eckue
nccrnegoBaHUs WNM ANMAEMMUONOTMYECKME MWCCMNEAoBaHMs), B KOTOPbIX WM3BECTHO TOYHOE YMCMO MauWEeHTOB,
NOABEpramrLLmMxXcs BO3OEWCTBUIO NEKapCTBEHHOrO npenaparta, M YUCHOo NauMeHTOB, Y KOTOPbIX OTMevanocb
NposiBNieHNe COOTBETCTBYOLWENO MASHTUMULNPOBAHHOIO pUckKa.

[OomKHO BbITb yKas3aHO, Kakow MCMONb3yeTcs NnokasaTerb 4acToTbl, TO €CTb B KakMX eAuHMuax M3mepeHus
BblpaXXeH 3HaMeHaTenb (HanpvMep, KONMMYeCcTBO NaUMEHTOB, MALMEHTO-AHEN UNn SKBUBANEHTHbIX eauHuL, (KypCbl
nedveHus, peuenTbl 1 T.4.)). Takke cnegyeT ykasaTb AOBEpUTENbHblE MHTepBanbl. [1py ncnonb3oBaHUy eanHULbI
N3MepeHns "KONMMYecTBO MauMEHTOB B YCTAHOBIIEHHbIN MPOMEXYTOK BpemeHu" HeobXoAMMO OCHOBbIBATbCH Ha
NPeanonoXeHNN 0 TOM, YTO (OYHKLIMS ONAcHOCTM AOIMKHA ObITb NMPaKTUYECKM NOCTOSHHOW B TeYeHWe NocneayoLLero
BpemeHn. B npoTtvBHOM cnyyae ee cnefdyeT pa3buTb Ha COOTBETCTBYHOLLME KaTeropum, B pamkax KOTOPbIX
BbIMOSIHAETCA NPeAnosioXKeHne O NOCTOAHCTBE. OTO 0COBEHHO BaXKHO, ECNW ANUTENbHOCTb leYeHns npeacTasnseT
cobon cbaktop pucka. B cnyyae HeobxogmmocTn cnegyeT onpedenute nepuop Havbonbliero pucka. Yactota
naeHTUMLMPOBaAHHOIO pucka AOIMKHA ObITb NpeAcTaBneHa Ans nonynsauMyM B LENOM M AN COOTBETCTBYOLMNX
NoNynAUMOHHBIX NoArpynn.

UTo KacaeTca BaXHbIX WAEHTUMUUMPOBAHHBLIX PUCKOB, HEOBXoAMMO npeacTaBuTb MHGoOpmMauuo o
MPeBbILLEHUN YacTOTbl Pa3BUTUSA TAKOBbIX B rpynne cpaBHeHus. Heobxoammo Takke 0600LWuTb AaHHbIE MO BPEMEHM
[0 Hayana pasBuTUA HexxenaTtesbHbIX COObITUI C UCMONb30BaHMEM METOAOB OLIEHKM BbhknBaemocTu. MoxeT GbiTb
ncrnomnb3oBaHa MYHKUUS COBOKYMHbIX PWUCKOB ANA NPeAcTaBneHus AaHHbIX MO0 KYMYNSTMBHOW BEPOATHOCTU
pa3BUTUA HexXenaTernbHbIX peakLuii.

B oOTHOWeEHWM noTeHuManbHbIX PUCKOB HeobXoAMMO MpeAcTaBuMTb [faHHble O 0asucHonm vacToTe
(pacnpocTpaHeHHOCTH) B LeneBon Nonynsauuu.

B TYP, Bkniovawowem B cebs eouHWYHble nekapcTBEeHHble MpenapaTtbl, PUCKW, Kacawlwmecs
HenocpeacTBEHHO MNOKa3aHWM K MPUMEHEHUI0 WM COCTaBa, Kak MpaBuiio, paccMaTpuBalOTCA Kak OTAenbHble
npobnembl no ©6e3onacHocTn (Hanpumep, CriyyaiHoe BHYTPMBEHHOE BBEAEHME MOXEeT npeacTaBnsaTb cobow
npobnemy no 6e30nacHOCTM Ans OTAENbHOrO0 feKapCTBEHHOro mnpenapata Kak Ans ero nepopanbHOM
nekapcTBeHHON popMbl, Tak POPMbI ANS NOAKOXKHOIo BBEAEHMUS).

B MNYP, BkniovatoLemM B cebs HECKOMNbKO NeKkapCTBEHHbIX NpenapaToB, KOTOPbIE MOrYT UMETb 3HAYMTENbHbIE
pasnuuns B OTHOLIEHUW UOEHTUULMPOBAHHBIX 1 NOTEHUMarnbHbIX PUCKOB, LenecoobpasHo knaccuduumposaTtb
puckn, 4TOOblI MOKa3aTb, KakoW PUCK MMeeT OTHOLIEeHWE K KakoMy feKkapcTBeHHOMY npenapaTty. B paHHowm
knaccudukauum HeobxoanMo NpedyCcMOTPeThb CrieAytoLimMe 3arofioBKu:

a) puUCKW, CBSA3aHHble C [JeWcTByloWMM BelwecTBoM. B 3Ty kaTeropuito MOryT BXOAUTb BaXHble
NaeHTUMLUMPOBaHHbIE UNWN MOTeHUManbHble pucku, oblime Ans BCeX COCTABOB fleKapCTBEHHbIX MNpenaparos,
cnocoboB BBeAeHWs W LieneBbiX rpynn HaceneHusi. BepositHee Bcero, B AaHHY0 KaTeropuio nonageT 60MbLUMHCTBO
PUCKOB, XapaKTepHbIX A5 60MbLMHCTBA NeKapCTBEHHbIX NpenapaTtos;

©) pnckm, cBSA3aHHbIE C onpeaeneHHbLIM COCTaBoM unu cnocobom BeeaeHusi. Moryt skntovatcs B [MYP ¢ aByms
nekapcTBeHHbIMU (hOpMaMm nekapCTBEHHOro npenapara (Hanpymep Ha opMy Ans BHYTPUMbILLEYHOro BBEAEHNS
MPONIOHIMPOBaHHOrO AeWCTBUS U POpMy Afs nepopanbHOro BBedeHud. [lpy 3TOM AONOMHUTENbHbIE PUCKW,
Kacarolmecs Crny4yamHoro BHYTPUBEHHOIO BBeOEHMWS, O4eBMAHO, He OydyT kacaTbCs NeKapCTBEHHbIX MpenapaToB
ANsi nepopanbHOro BBEAEHUS);

B) pWCKM, CBA3aHHbIE C LieneBon nonynsuunen. MNeguatpuyeckas nonynsumsa npegcrasnset cobon Hanbonee
OYEBUAHBIN MpUMep LeneBor Nonynsiuun, B OTHOLUEHUN KOTOPOW MOTYT NPOSIBNATLCA AONOSHUTENBHBLIE PUCKN,
KacaroLmecs HU3nM4ecKoro, NCUXM4ecKoro U MosioBoro pasBuTus, YTO He ByaeT NPUMEHMMO K fieKapCTBEHHOMY
npenapaTy, NpeAHasHa4eHHOMY UCKITIYUTENBHO A8 B3POCHbIX NALUEHTOB;

r) pUcku, CBsi3aHHblE C MepexoaoM Ha OTMYyCK NekapCTBEHHOro npenaparta 6e3 peuenTa.

6.2.5.2.7.3. Mopgynb CVII MNYP. Pasgen "WaeHTuduumpoBaHHble U NOTeHUManbHble B3auMOOENCTBUS,
BKITIOYAKOLLME B3aUMOAEVNCTBUS C APYTMMM NIEKAapCTBEHHBIMM NpenapaTamMmmn 1 NpogyKramu nutaHms".

MpeHTuduunpoBaHHble 1 NoTeHUumanbHble  hapMakoKMHeTudeckue 1M hapMakoguHammyeckme
B3auMMOAeNCTBUS HEOBX0OMMO paccMaTpmBaTh KakK B OTHOLLEHWM CXEM feyeHus No og4oOpeHHbIM MoKas3aHusAM K
NMPUMEHEHWIO, TaK U B OTHOLIEHWW HamMboree 4acTo UCMNOMb3yeMbliX B LENeBON MOMNynauMm fekapCTBEHHbIX
npenapaToB. [Ona kaxgoro BO3gencTBMS criegyeT o600WnTb MMelWmecs gaHHble UM gokasaTenbHylo 6aay,
NOATBEPKAAILLYI0 B3aMMOAENCTBME U BO3MOXHBIN MexaHu3M. [MpoBoANTCA OueHKa MOoTeHUManbHbIX PUCKOB AN



3[0pO0BbSsi, BO3HUKAKOLWMNX MO pasfnnyHbIM NOKas3aHUsIM U B pasnuyHbIX rpynnax HaceneHus. KnuHuyeckn BaxHble
B3aMMOJencTBMa HeobxoamMmMo BkNouMTb B pasgen MYP 06 naeHTMduumpoBaHHbIX U NOTEHLMANbHbIX pUCKax.
6.2.5.2.7.4. Moaynb CVII MYP. Pasgen "®apmakonormyeckme KraccoBble addekTbl”.

B paHHOM pasgene [JaloTca  XapakTepUCTMKAa WM OLUEHKa BaXHbIX PUCKOB, CBOWCTBEHHbLIX AnS
hapmakonormyeckoro knacca. OUeHMBaeTCd COOTHECEHWE 4acTOTbl Pa3BUTMS HEXenaTerbHbIX peakuuin npu
NMPMMEHEHMN NEKapCTBEHHOro npenapaTta C 4acTOTOW, XapaKTepHOM AN OPYrMX fekapCTBEHHbIX MnpenapaToB
OaHHON hapMaKkoorM4eckon rpynnol.

Ecnn puck, BO3HMKHOBEHME KOTOPOro SBNSETCA OOWMM AONnsS OpyrMx JeKapCTBEHHbIX MpenapaToB
dhapmakonormyeckoro knacca, He cumtaetrcd npobrnemon no 6Ges3onacHOCTM B OTHOLIEHUU NEeKapCTBEHHOro
npenapaTa W, cnegoBaTenbHO, He BKMOYAETCA B NepeyeHb MAEeHTUPULMPOBAHHBIX M NOTEHLManNbHbIX PUCKOB, B
AaHHOM pasfgerne HeobxoAMMO NpeAcTaByTb NoATBEPXKAALWMNe 3TO AoKasaTenbCcTBa.

6.2.5.2.8. Moaynb CVIII MYP - 0606wweHHas nHchopmauus no npobrnemam 6e30nacHOCTH.

B mopyne ykasbiBaeTca 0000weHHas wmHopMauua no onpegensiembim npobrnemam no 6GesonacHoCcTw,
KoTOpas knaccuduumnpyeTcs Kak:

a) BaXkHbI NOEHTUOULMPOBAHHBIN PUCK;

©0) BaXkHbIN NOTEHLManNbHbIA PUCK;

B) BaxkHasi OTCyTCTBYOLWasa MHpopmauus.

Ecnun T1YP BkmYaeT HECKONbKO FEeKapCTBEHHbIX MpenapaToB, LenecoobpasHo B AaHHOM moayrne
pasgeneHne o600LeHHoN nHdopMaummn no npobnemam no 6€3onacHOCTU Ha rpynnbl (@HaNoOrMYyHO NPEeACTaBNEHNIO
OaHHbIX B pa3genax moayns CVII TYP). lNpu atom gonyckaeTcsi MCNonb3oBaTb NpeacTaBrneHne nHgopmaummn B
BMAE Cnegyowmx rpynn:

npobnemsbl N0 6€30NacHOCTK, CBA3aHHbIE C ENCTBYHOLLUM BELLECTBOM;

npobnemsbl No 6e30NacHOCTU, CBSA3aHHbIE C onpedeneHHbIM COCTaBOM Uy cnocobom BBeAeHUS;

npobnemsl No 6e30NacHOCTU, CBSA3aHHbIE C LieNeBor nonynsunen;

npobnemsl No 6e30nacHOCTU, CBA3aHHbIE C MEPEXOOoM Ha OTMYCK fieKapCTBEHHOro npenapata 6e3 peuenTa.

6.2.5.3. YacTtb Il MYP - nnaH no dhapmakoHaasopy.

Llenbto nnaHa no dapmakoHaasopy SIBNAETCA OnpedeneHne Toro, kKakum obpasom gepxaTtenb
pervcTpaumMoHHOro yooCTOBEPEHUSA NNaHMpyeT Aanee BbISIBNATb M (MNM) XapakTepu3oBaTb PUCKW, YKa3aHHble B
TpeboBaHuax no OesonacHocTu. naH no dapmakoHag3opy npeacTaBnsieT COOOM CTPYKTYPUPOBAHHLIA NIlaH,
pa3paboTaHHbIN C Lenbto:

BbISIBITEHNSI HOBbIX Npobnem no 6e3onacHoCTy;

AanbHelnLen XxapakTepucTnkn M3BECTHbIX Npobrem no 6e3onacHOCTW, BKNoYasd onpegeneHve akTopos
puCKa;

nccneaoBaHmsa 0eNCTBUTENBHOMO HanNMuMs NoTeHumManbHbiXx Npobnem no 6e3onacHocTy;

onpeeneHns MeTodoB NOsTyYeHUs BaXXHOW OTCYTCTBYIOLLEN NHOopMaLmK.

MnaH no chapmakoHaz3opy AormkeH 6biTb OCHOBaH Ha Nnpobnemax no 6esonacHoOCTH, 0600LLEHHbIX B MOAYNe
CVIll yactu Il TTYP - cneundukaumsa no 6e3onacHoCTy.

HeaTensHoCTb MO hapmakoHaA30py NOApasfdensieTcs Ha PYTUMHHbIE MeponpuaTUS Mo hapmakoHaa3opy u
OOMONHUTENbHbIE MeponpusaTus no apmakoHaasopy. B oTHoweHun kaxpgon npobrembl no 6e3onacHocTu
aepxaTenb PerMcTpauMoHHOro yO4OCTOBEPEHUS OOMMKEH MNEPEYMCMTL 3amnfaHUpPOBaHHbIE CO CBOEW CTOPOHBI
MeponpusTus no papmakoHagsopy. lNnaHbl o dhapmMakoHag30py 4OIMKHBI ObITb COpas3MepHbl pyckam NPUMeEHEHNS
nekapcTBeHHOro npenapara. Ecnu pyTnHHble meponpusitua no gpapmakoHaa3opy 060CHOBaAHHO OLEHMBAKOTCH Kak
AocTaTouHble Ans obecneyeHns Hagnexallero NoCTPerncTpaLMoHHOro MOHUTOpMHra 6e30nacHoOCTM 1 He TpebyloT
OONONHUTENbHBLIX AEUCTBUIA (Hanpumep, nccrnegoBaHun 6esonacHoCcTH), He0b6XoaNMMO OCHOBBLIBATLCS Ha "PYTUHHOM
dapmakoHaa3ope", HanpaBneHHOM Ha JanbHenwyo paboTy ¢ npobnemamu no 6e3onacHoCTy.

6.2.5.3.1. Yactb lll MYP. Pasgen "PyTuHHbIE MeponpusaTUsa No papmMakoHaasopy".

PyTvHHbIE MeponpuaTMa No dapMakoHag3opy NpeacTaBnsioT COOON KOMMIEKC MeponpusaTUA, perynspHo
NPOBOAMMbBIX AepXaTerneMm perncTpaLmoHHOro yooCTOBEPEHMS C Lenblo obecnedyeHuns BbINONHEHUs TpeboBaHui
3aKoHoAaTenbCTBa No hapMakoHaA30py rocygapcTB-yneHoB. Mactep-cann cuctemsl hapmakoHag3opa CoaepXuT
nogpobHyto MHopMaLIMIO O CUCTEMAX 1 NMpoLEeccax, peanuayemMblx AepXaTenem permcTpaumoHHbIX YA4OCTOBEPEHWN
ONsl OCTUXKEHWS yKa3aHHOW uenwu, AaHHasi uHdopmauuns He aybnupyetca B MYP.

YNONMHOMOYEHHBIA OpraH rocygapcTBa-yfieHa BrnpaBe MNPeasioknTb AepxaTento  perncrpaloHHOro
yOOCTOBEPEHUS] M3MEHWUTb [OeWCTBylOWME npouenypbl cbopa, BepudmKkauuum, OLEHKM W NpencTaBrneHus
NHGOPMAaLIMK O HeXenaTeNbHbIX peakLmMsaX, NoNyYeHHOW B pamMKax CMOHTaHHOro penopTMpoBaHus. B aTom criyyae B
OaHHOM pasfene gepxaTenb PermcTpaLMoHHOro yaoCTOBEPEHWS NPUBOAUT NOSACHEHWE MO U3MEHEHUSAM B PYTUHHbIX
MeponpusTUSX No  (apMakoHag30py, BHECEHHbIM COrfacHO MpeasnioXeHMsM  YNONHOMOYEHHOro OpraHa
rocygapcrBa-yneHa.

Ecnv ana BbINONHEHWUS PYTUHHBLIX MepornpuATUA No apmakoHan3opy AepxaTernio peructpauuoHHOro
yaocToBepeHuss TpebyeTcsi COCTaBUMTb cCheumarnbHble OMPOCHWKM MO nocriegywowemMy HabnogeHuio 3a
HexernaTenbHbIMW peakuMsIMn UM ecnm OH MIaHUpyeT UCMONb30BaTh CrneumanbHble ONPOCHUKM ANs NOsydYeHus



CTPYKTYPMPOBAHHOMW MHDOPMaLUM O BbISIBNEHHbIX HEXeNaTernbHbIX peakumsax, NpeacTaBnsaoLmMx ocobbli MHTEpeC,

TO B npunoxeHun N 6 k MYP gepxaTtens permctpaumoHHOro yaooCToOBEPEHUS AOMKEH NpeaCcTaBUTb KOMUU AaHHbIX

OMNPOCHMKOB. Vicnonb3oBaHWe crneumanbHbIX ONPOCHMKOB MO nocreytowemMy HabnoaeHuio 3a penopTupyeMbiMu

nogo3peBaeMbIMU HexenaTenbHbIMU peakunsMN OTHOCUTCS K PYTUHHBIM MepPONpUATUAM No bapMakoHaasopy.
6.2.5.3.2. Yactb Il MYP. Pasgen "[JononHntenbHble MeponpuaTusa no papmMmakoHaasopy".

Hepxatenb perMcTpaumoHHOro YyAOCTOBEPEHUS AOMKEH OLEHUTb CUTYaL MK, B KOTOPbIX TPebyeTcsa NpuHATHE
OOMNOMHUTENbHBIX Mep No hapMakoHaa3opy MO MNPUYMHE HEBO3MOXHOCTU OOCTWXKEHWS Lenu no Hagnexailen
OLIEeHKE N N3YYEeHUI0 prcKa Npu NOMOLLM PYTUHHBLIX METOAOB hapMmakoHaasopa.

Llenn pononHuTEenbHbIX MeponpuATUn No hapmakoHaA30py, Kak Npasumnio, pasnuyarnTcs B 3aBUCUMOCTU OT
npobnem no 6e3onacHOCTH, Ha KOTOpble OHU HanpaeneHbl. iccnegosaHnsa B paMkax nnaHa no dapmakoHaasopy
OOIMKHbI ObITb CcBA3aHbI ¢ Npobnemamu no 6e3onacHocTn, 0603Ha4YeHHLIMI B crieundukaumm no 6e3onacHoOCT, BHe
3aBUCUMOCTM OT TOrO, HaLleNeHbl UCCNELOBaHNS Ha BbISBMEHUE U XapaKTEePUCTUKY PUCKOB UMK TOMbKO Ha OLEHKY
3(pPEeKTUBHOCTM MEPONPUATUN MO MUHUMMU3ALUN PUCKOB. [lepXaTenb perMcTpaLmoHHOro yaoCTOBEPEHUS AOIMKEH
BKIIOYMTb ClOAa BCE MCCNeAoBaHWs, HanpaBeHHble Ha udyvyeHue un oueHky npobnem no 6esonacHocTu, a Takke
nccrnegoBaHusi, KOTopble MOTyT MpefoCcTaBuMTb MOME3Hy uHGopMauuio no 6Ges3onacHoCTW, XOTS Npu 3TOM
oueHnBaemble B paMkax [TYP npobnemsl no 6e3onacHOCT! MOTyT HEe BXOAUTb B YMCIIO NPUOPMTETOB MCCIEAO0BaHMS.
OTn nccnepoBaHust BKITIOYAOT B cebsi MOCTpPerncTpaunoHHble uccreoBaHuss 6e3onacHocTu, nccnegoBaHust B
obrnactn apmakoanMaeMmornorn, apmMakoKMHETUYECKME WCCIeAoBaHWs, KIMHUYECKUE WCCNefoBaHus wunm
JononHUTEmNbHble  OOKNWHWYeckune wuccnepoeaHvs. [lpu  npoBedeHWM OaHHbIX — UccnegoBaHuMW — cnefyeT
PYKOBOACTBOBaTbCS  MEXOYHApOAHbIMW  [OrOBOpaMuM M akTtamu, cocTaBnswoowmmm npaBo Cowsa, U
3aKoHO4ATENbCTBOM roCyAapCTB-4MEHOB.

lMpoTokonbl MccnegoBaHMM B pamkax nnaHa no dapmMakoHaasopy U pes3iome OTYETOB Mo pesynbraram
NccneaoBaHUN, BbIMNOMHEHHbLIX B paMKax OOMOMHUTENbHbIX MEPONpUSATM MO dapMakoHaA30py, OOMKHbI ObiTb
npeacTasneHbl B npunoxeHusax k MYP.

BnusHne HOBbIX AaHHbIX Ha COOTHOLWIEHMe "nonb3a - PUCK' NekapcTBEHHOro npenaparta LOSMKHO ObiTb
TLLATeNbHO OLEeHeHOo, cneundurkalmsa no 6esonacHocTu, nnaH no apmMakoHaa30py M MaH No MUHMMU3aLMM PUCKOB
OOIMKHbI BbITh OpaboTaHbl COOTBETCTBYHOLLMM 00Pa3oM C y4ETOM MOMYYEHHbIX AAHHbLIX N0 6€30MacHOCTY.

6.2.5.3.2.1. Ocobble cuTyauumn nNo NocTperncTpaLnoHHbIM UCCrie4oBaHNSAM Mo 6e30nacHOCTH.

WccnepoBaHns addeKkTUBHOCTM Mep N0  MWHAMM3AUMW  PUCKOB criedyeT BKMIOYMTbL B MNfaH no
dhapmakoHag3opy BMecTe C ocobbiMM pakTopamum OMacHOCTW, a Tawkke noApobHO onucaTb B MnaHe Mo
MUHMMUM3aUUM puckoB. OHM JOMKHbI BKMOYaTb CredytolimMe OCHOBHbIE acnekTbl (HO He orpaHMYMBaTbCs UMK):

nuccnegoBaHMs  UCMONb30BaHWUS  NIEKAPCTBEHHbIX MpenapaToB  MOryT npoBoAUTbCS Mo TpeboBaHuio
YNOMHOMOYEHHbIX OPraHOB rocy4apCTB-YNEHOB ANA MOHUTOPUHIA UCMOMb30BaHMA NeKkapCTBEHHbIX NpenapaToB Ha
OnpeaeneHHoW TeppuTopuu, 4YacTo B CBSA3M C OLIEHKOM MEXaHW3MOB KOMMEHCaLuW rocyaapCTBOM HaCerneHuio
CPEeACTB, 3aTpayMBaeMbiX Ha npuobpeTeHMe nekapCTBEHHbIX npenapaToB. [aHHbIN TuUN  UCCNeaoBaHUn
HenocpeacTBEHHO He npedHas3HayeH Ans M3y4YeHUst acnekToB 0e30macHOCTM MeKapCTBEHHbIX MpenapaToB, HO
MOXET AaTb NOMNe3Hy MHAOPMALMIO O TOM, ABMSOTCS N MEPONPUSTUS MO MUHUMMU3ALUN PUCKOB 3WEKTUBHBIMMU,
a Takke 0 gemorpadum LenesBblX rpynn HaceneHus;

COBMeCTHble uccriegoBaHusa. Ecnn npobnema no 6esonacHoctu pacnpocTpaHseTca 6ornee 4yem Ha oavH
nekapcTBeHHbIN npenapaT (nNMbo Ha OOHO [OeWCTBYyHLlee BeELEeCTBO MNPUXOAUTCA HECKOMbKO AepxaTernen
perncTpaumoHHOro yooCTOBEPEHUS), YMOMHOMOYEHHbI OpraH rocygapcTBa-yuneHa [OMmKeH npeanoXuTb
JepxatensMm perucTpauMoHHOro yaoctoBepeHust nposectu coBmecTHoe [MPUB. TllpoBegeHne COBMECTHbIX
NCCNeaoBaHUN TaKkke MOXET ObiTb HEOOXOOMMBIM B Criydasix, KOraa KonmyecTBO NaumMeHTOB OrpaHuMYeHo (pegkve
3aboneBaHusa) unu HebnaronpuATHbIE peakuun HabngaTcs peako. YNOonNHOMOYEHHbIM OpraH rocyaapcraa-yneHa
OOMKeH cnocobCcTBOBaTh COMMAaLUEHUI0 3auHTEPECOBaHHbLIX AepXaTenen perncTpauMoHHbIX YAOCTOBEPEHUN
paspaboTtatb eguHbin npoTtokon ana NMPUB n coBmMecTHO npoBoauTb uccnegosaHve. Ecnv B TeueHume cpoka,
onpeaeneHHoro YMOSTHOMOYEHHbIM opraHom rocygapcTBa-yneHa, 3aMHTEepecoBaHHble  depxaTenu
PErncTpaumoOHHbIX YOOCTOBEPEHUA TaK M HE CMOMU MPUNTU K COMMaleHM0 O CO3daHuM eOMHOro npoToKona,
YMONTHOMOYEHHbIV OpraH rocygapcrBa-ynieHa BnpaBe HasHauuTb npoBegeHne [MPUB n onpepenntb obwmn
OCHOBHOW NPOTOKOI UNU KIMOYEBbIE 3NeMeHTbI NPOTOKOoNa, KOTopble AepXaTenu perncTpaumoHHOro yaoCcToBepeHUs
OOImKHbI ByayT cobntogatsb B TpebyeMble CpoKu;

perucTp, KoTopbIi NpeacTaBnseT cobol BMa NPOCNEKTUBHBIX HEMHTEPBEHLMOHHBIX KOFOPTHBLIX UCCIIE0BaHWUA.
PekomeHayeTcst NnpeyCMOTPETb B PEMMCTPE BKIOYEHME IPYNNbl CPAaBHEHWS, B CBA3W C 3TMM pernctp 3abonesaHun
OymeT SBMATbCA, Kak npaBwuio, Ooree npegnoyvTUTENbHLIM, YEM PErncTp, OrpPaHWYEHHbIA OMNpeaeneHHbIM
NeKapCcTBEHHbIM npenapaTtoM. [MpoTokon peructpa AOMKEeH npefycMaTpuBaTb BHECEHWE B PEEecTp AaHHbIX MO
naumeHTaMm, KOTOPbIM BbINMUCaHbl COOTBETCTBYHOLLIME NTEKAPCTBEHHbLIE MpenapaTthbl UM KOTOPbIE MMEKT OOHO U TO Xe
3aboneBaHve.

6.2.5.3.3. Yactb Il TIYP. Pasgen "lNnaHbl [enuctBMA MO  AOMNOSIHUTEMbHBIM  MEepPonpuUATUAM Mo
dapmMakoHaa3opy B OTHOLEHMM npobnem no 6e3onacHocTn”.

Mpy HanuMuMM OOMOMNHUTENbBHBIX MEePOoNPUATUIA NO hapMakoHaa3opy, NnaH AeNCTBUA B OTHOLLEHUN Kaxdown



npobnembl No 6e3onacHOCTM JoMKeH BbITb NpeacTaBneH B COOTBETCTBUM CO CrieaytoLen CTPYKTYpOn:

npobrnema no 6e3onacHoCTy;

Lenb npeanaraemMbix ENCTBUNA;

npegnaraemMble OENCTBUS;

OCHOBHbI€ 3Tarnbl OLEHKN 1 OTYETHOCTMW.

OpHow 13 cocTaBndAlWNX Mep, NpeanaraeMblX B OTHOLIEHMU Kaxaowm npobnembl no 6e3onacHocTu, Bcerga
OyOeT SBNATbLCA PYTUHHBLIN hapmakoHaasop. [NomMumo nepeyncneHvs OOMONHUTENbHBIX MEPONPUATUA B MYHKTE
"Mpeanaraemble pencteua" gaHHoro pasgena [YP, B npunoxennn N 5 k TYP Heobxogumo npeacTtaBuTb
NPOTOKONbI ANs NPpoBeAeHUs MobbIX nccrnegoBaHui (B BUAE NpoekTa Unm Apyroro AOKYMeEHTa).

6.2.5.3.4. Yacte Il MYP. Pasgen "CeogHas Tabnuua no AOMOMHUTEMBHBIM MEpPONpUATUSAM MO
dapmakoHaasopy".

B naHHom pasgene gomkHa 6biTb NpeacTaBneHa cesogHas Tabnvua Bcex ONOMHUTENbHBIX MEpPoNpUaTUA No
hapmakoHaa3opy, BKNoYas nraHMpyeMble AaTbl 3TanoB UX BbINOMHEHNS.

6.2.5.4. Yactb IV MYP - nnaH noctperncTpaumoHHbIX nccnegoBaHmi 3oekTMBHOCTH.

TpeboBaHUs K MOCTPErncTpauuoHHbIM MCCNedoBaHMAM MO 6Ge30MacHOCTU OTHOCATCHA WCKMOYUTENBHO K
0[000peHHBIM NMOKa3aHUsIM NIekapCTBEHHOMO NpenapaTta, a He K UCCneaoBaHnaM AOMNOMHUTENbHbIX, HE 000OPEHHbIX
nokasaHun. MiccnegosaHna no 6esonacHocTn, aensowmecs ocobbiMm 0b6a3atenscTBamn u (Mnv) ycnosuem Ans
nony4YeHns ygoCcTOBEPEHMS O TOCYydapCTBEHHOW perncTpauum, HeobxoanMo Takke BKITHOYMTb B AaHHY0 YacTb [TYP.

6.2.5.4.1. Yactb IV MYP. Pasgen "TNpeactaBnenne gaHHbix 06 acpdekTneHocTmn".

C uenbio O0OBACHEHMA MNPUYMH  NPEANOXEHHbIX UcCneaoBaHWi  3MMEKTUBHOCT U BKIHOYEHUS
obocHoBbIBaLWMX AaHHbIX B [TYP B gaHHOM pasgene npeacrasnseTcsa obobatowas nHpopmauus no JokasaHHON
3(PPEKTUBHOCTN MEKAPCTBEHHOIO nNpenaparta, a Takke yKasaHue, Ha KaKuX KIWHWYECKMX MWCCRefoBaHuaX U
KOHEYHbIX TOYKax OCHOBaHa AaHHas oueHka. [JomkHa ObiTb BbIMOMHEHa OueHKa TBepAOCTU KOHEYHbIX TOYeK, Ha
KOTOPbIX OCHOBaHa OLeHKa ah(PeKTUBHOCTL.

B paHHOM pasgene npuMBOAMTCA  KpaTkasd oOueHka HeobxoaMMOCTM MpoBeAeHWUs  AanbHewnwmnx
NOCTPErncTpaunoHHbIX NccrneaoBaHnii apPEKTUBHOCTU MO CrEeAYOLWNM acneKkTaM:

NPUMEHUMOCTb AaHHbIX 06 3¢pPEKTMBHOCTU ANA BCEX NALMEHTOB B LIENIEBON NONYyNAuum;

dakTopbl, KOTOPbIE MOryT MOBNUSATbL Ha 3(EKTMBHOCTb EKAapCTBEHHOrO Mpenapata B MOBCEOHEBHOM
MEeOULMHCKOW MPaKTUKE;

BapuabenbHOCTb TepaneBTUYecKoro adhdekta B cybnonynaumsix.

B paHHOM pasgene gomkHa ObiTb MpeacTaBrneHa cBogHas Tabnvua 3anfnaHUpoBaHHbIX UCCNEeLOBaHUNM C
yKa3aHMeM CPOKOB W OCHOBHbIX 3TanoB BbIMNOMHEHWs. [1poekTbl MPOTOKOMNOB AN  AaHHbIX  KIMHUYECKUX
nccnegoBaHun, BknoyaTea B npunoxeHne N 7 k MYP.

6.2.5.5. Yactb V [YP - mepbl N0 MMHUMU3ALIMN PUCKOB.

B cooTtBeTcTBMM CcO cneumdukaumen no Ges3onacHOCTM gepXkaTenb PerncTpaumoHHOro YAOCTOBEpPEHUS
OOMKEH OLEHUTb, Kakne MeponpusaTUa No MUHUMU3aLUN PUCKOB HEOBXOAMMbI B OTHOLLEHUN Kaxaow npobnemb no
6esonacHocTy. NNaH N0 MMHUMMU3ALMN PUCKOB AOIMKEH BKMOYaTbh NogpobHY0 MHOpMaLMo O MepONpUATUSIX NO
MUHMMM3ALUN PUCKOB, KOTOPbIE AOIMKHbI OblTb NPOBEAEHbI C LIENbIO YMEHbLUEHNSI PUCKOB, CBSI3AaHHbIX C KaKaow 13
YCTaHOBMEHHbIX Mpobnem no 6esonacHoctu. lNMpegnaraemble Mepbl MMHMMM3aUWM MO PUCKOB MO KaXdow M3
npobnem no 6esonacHoOCT! MOryT BKMOYaTh Gonee 0gHOro MepoNpUATUAS MO MUHUMN3ALMN PUCKOB.

MeponpusaTvsa No MMHMMM3aLUUM PUCKOB MOTYT COCTOATb U3 PYTUHHBIX MEPOMNPUATUIA MO MUHUMM3ALUN PUCKOB
N OOMNOMHUTENBHBIX MEPONPUSATUIA NO MUHUMMU3ALUKN PUCKOB. Bce MeponprsaTsa No MUHUMN3aLUN PUCKOB AOIDKHbI
NMETb YeTKO 0B603HAYEHHYIO Lierb.

6.2.5.5.1. Yactb V MNYP. Pasgen "PyTuHHbIE MEPbI MO MUHUMM3ALMKN PUCKOB".

PyTvHHbIE MEPbI MO MUHUMM3aLUKN PUCKOB BKNIOYaKOT B cebst MeponpusTus (4encTBnst), KOTOpble NPOBOASATCA
B OTHOLLUEHMU KaXKAoro fekapCTBEHHOro npenapaTta. PyTUHHbIE Mepbl pacnpoCTpaHATCS Ha:

oxnn;

MapKMPOBKY NekapCTBEHHOro npenapaTa;

VM (J1B);

pa3Mepbl yNaKoBKY;

PErynsTopHbIN CTaTyc fiekapCTBEHHOrO Npenapara.

OXJM n UMM (JIB) 9BRat0TCA BaXKHBIMU MHCTPYMEHTaMU MUHUMMU3ALMN pUCKa, MOCKOIbKY MpeacTaBnsitoT
cobOI KOHTPONMpYEMbIA U CTaHAApPTU30BaHHbIM hopmMaT UHAPOPMUPOBAHMSA MEOULMHCKUX U dhapMaLeBTUYECKMX
pabOoTHMKOB, a Takke MNaUUEHTOB O JIEKapCTBEHHOM Mpenapare.

Pasmep ynakoBkM, MNO3BONSAKLWNA OrpaHWYNTbL KOMMYECTBO €AMHUL,  BbINMMCAHHOTO  FEeKapCTBEHHOrO
npenapaTa, SBMSETCS elwe OAHMM W3 PYTMHHbIX MEPONPUSATUA MO MWHMMM3AUWMUM PUCKOB. [pyn orpaHnyeHum
KOnmM4ecTBa eAuHMIL, BbIMMCAHHOIO NTEKapCTBEHHOro NpenapaTta nauueHT BbiHYXAeH 00pallaTbCs K neyailemy Bpady
Yepes MeHbLUNE NPOMEXYTKN BPEMEHU, YTO ONTUMMN3MPYET NPOLLECC KOHTPOMS €r0 COCTOSIHUS U COKPAaTUT BPEMSI ero
HaxoxaeHus 6e3 cooTBeTCTByOLWEro HabnogeHus. Bbinyck ynakoBok Ha He6oMbLIOe KONMYECTBO A03UPOBaHHbIX
eanHny, (B ocobbix crny4vasix - Ha OOHY AO03MPOBAHHYH €AMHMLY) Takke MOXeT OblTb MOnesHbIM B Cryvae, ecrnu



O[HUM N3 OCHOBHbIX PUCKOB CYMTAETCA Nepeo3npoBKa.

PerynaTopHbIn cTaTyc nekapcTBEHHOro npenaparta, Npu KOTOPOM BBOAMTCS KOHTPOSb YCIOBWUA €ro oTnycka
HaceneHuo, MoXeT NOMOYb CHU3UTb PUCKU, CBA3AHHbIE C €ro UCNONb30BaHNEM UMW HENPABUIbHBLIM MPUMEHEHNEM.
OTO MOXET ObITb AOCTUIHYTO NyTEM PEryfiMpOBaHUs YCIOBUIA, NPY KOTOPbIX JIEKapCTBEHHbIV NpenapaT MOXeT ObITb
Ha3HayeH, UNn yCrioBUN, Npu KOTOPbIX NaLUEHT MOXET NOoMy4uUTb NeKapCTBEHHbIV npenapar.

B pervnctpaunoHHoe yaoocTtoBepeHne Heobxoaumo BKMOYUTbL NOAPOOHY MHAOpPMaLuio O MobbIX YCroBuMsX,
OrpaHNYeHUAX MNOCTaBOK WIIM UCMOSb30BaHUM NEeKapCTBEHHOro npenapara, BKoYas YCNoBus, MPU KOTOPbIX
NeKapCTBEHHbIN npenapaTt MoXeT cTaTb AOCTYMNHbIM Ans nauneHToB. OObIMHO 3TO HasbiBaeTcs "perynsitopHbIM
cTatycom" rnekapCTBEHHOro npenapata. [aHHbli cTaTyc BKnodaeT B cebsa nHpopmMauumio 0 TOM, NOANEXUT Nu
nekapcTBEHHbIN npenapaTt npogaxe no peuenty unu 6e3 peuenta. OH Takke MOXET OrpaHuM4MBaTb MecTa
pacnpocTpaHeHus (Hanpumep, orpaHu4yeHne NpUMEHEHMEM TONbKO B CTaUMOHaApHOM ydpexaeHun). B oTHoweHun
nekapCTBEHHbIX npenapaToB, MNpuobpecTM KOTOpble MOXHO TOMbKO MO peuenty, HeOoBXOAMMO BBECTU
OONOMHUTENbHbIE YCMOBUA, @ MMEHHO KnaccuuumnpoBaTb MX Ha NEKapCTBEHHble npenapatbl, KOTOpble MOXHO
nprMobpecTn TONBLKO MO creumansHOMY peuenTy.

BonbwurHcTBO npobnem no ©Ge3onacHoCcTM MoOryT ObiTb COOTBETCTBYHOLMM 00pa3oM peLleHbl Mpu
OCYLLECTBMNEHUU PYTUHHBIX MEPONPUATUI MO MUHUMM3ALMN PUCKOB. TeM HE MeHee B OTHOLUEHUW HEKOTOPbLIX PUCKOB
PYTVHHBIE MEPOMPUATUS MO MUHUMU3ALUN PUCKOB MOTYT OblTb HEAOCTATOYHbIMK, MO3TOMY MOryT notpeboBaTbCs
OOMNOMNHUTENbHbIE MEPONPUATUS NO MUHUMMU3ALIMUN PUCKOB.

6.2.5.5.2. Yactb V INYP. Pasgen "[ononHuTenbHble MEPONPUATUA MO MUHUMMN3ALUN PUCKOB".

JononHuTtenbHble MEPONPUATMS MO MUHUMMU3ALMU PUCKOB (TO €CTb MEPONPUATUS, KOTOPbIE HE OTHOCATCS K
PYTUHHBIM MEPOMPUATUAM MO MUHUMMU3ALMM PUCKOB) OOIMKHbI ObiTb MPeanoXeHbl, Koraa pyTUHHbIE MEPONPUSTUS
SBNAIOTCA HEAOCTaTOYHbIMKU ANnA obecneyeHnss 6e3onacHoro n apPEKTUBHOIO NCMONb30BaHUS NEKAPCTBEHHOMO
npenapata. Pag  OOMOMHMTENbHBIX  MEPOMNpPUSTUM N0 MMHMMM3aLMM  PUCKOB OCHOBaH Ha cnocobax
NHOOPMUPOBAHUSA, KOTOPbIE BbIXOAAT 3a pamku OXIIM n MMM (J1B).

Mo gononHUTENbHBIM MEPOMPUATUSM MO MUHUMU3ALMWM PUCKOB MPEACTaBMATCA AeTanbHOEe OnucaHue u
0060CHOBaHME HeOOXOAMMOCTM WX NpumeHeHus. B paHHbIi pasgen TMYP HeobGxoguMMo BKIIOYMTH TOMbKO Te
MeponpusiTUsl, KOTOpble CBS3aHbl ¢ 6e3onacHbIM 1 3PPEKTMBHLIM UCMONb30BaAHMEM, OHWU TaKKe AOIDKHbI ObiTb
Hay4HO 060CHOBaHHbLIMU, pa3paboTaHHBIMW U BbIMOTHATLCA CeunanMcTaMm ¢ COOTBETCTBYOLLEN KBanMdUKaunen.

JdononHuTernbHble MEpPONnpUATUS N0 MUHMMMU3AUUU PUCKOB MOCME MX COrnacoBaHus C YNONTHOMOYEHHbIM
OpraHoM rocydapCTB-YfeHOB CTaHOBATCA YCrOBUEM [ANis MOfyYeHus perncTpaumoHHOro yaoctoBepeHus. B
COOTBETCTBYIOLUMX Cry4asx MosiHas nHopMaums 0 AONONHUTENbHbLIX MEPOMNPUATUAX MO MUHMMU3ALUUWN PUCKOB (B
TOM YMCre YepHOBOW BapmnaHT y4ebHbIX MaTepuanos) gomkHa ObiTe NnpeactasneHa B npunoxeHun N 9 k MYP.

Obyvaowme martepuanbl He [AOMXKHbl HOCWUTb pEeKNaMHbI - XapakTep. YMNOMHOMOYEHHble OpraHbl
rocygapCTB-4YIeHOB COrnacoBbIBalOT U yTBEPXKAAT obydalolwme MmaTepuarns!, paspaboTaHHble B paMkax nnaHa no
MWUHUMMU3ALUN PUCKOB.

[ns nekapcTBEeHHbIX MpenapaToB, CoAepXalluMx OAHO U TO e AENCTBYLlee BEeLLeCTBO, pekoMeHayeTcs
paspabaTtbiBaTb MakcumanoHo 6nmskue no gopme u cogepxaHuo obyvarowme matepuansl U maTepuansl Ans
nauneHToB.

6.2.5.5.3. ®opmart nnaHa (NnNaHoB) N0 MUHUMMU3ALMN PUCKOB.

Kaxxgas npobrnema no GesonacHocTu, onpegerneHHas B cneuudukaumm no 6e3onacHoCcTW, AOMKHA ObiTb
npoaHanusnpoBaHa B faHHOM pasfene NMYP no cneaytouwein opme:

onncaHue npobnemsl No 6e3onacHocTy;

uenb NpeanoXeHHbIX AeNCTBUM;

PYTUHHbBIE MEPbI MUHMMM3ALLMN PUCKOB;

OOMOMHUTENbHbIE  MEPONPUATMA MO  MUHMMU3ALMM PUCKOB (ECNKM  UMEKTCH), 3agadn No  Kaxaomy
OOMNONHUTENBHOMY MeponpuATUIO U 060CHOBaHME HEOBXOAMMOCTY;

cnocob oueHkM 3PAEKTUBHOCTU MEPONPUATUIA MO MUHUMM3ALMU PUCKOB C TOYKU 3PEHUSA LOOCTMKEHMS
NOCTaBIEHHbIX LIeNen;

Lernb MUHUMU3aLUUN PUCKOB (KpUTEPUN OLLEHKU YCMELUHOCTU MPUHATBIX Mep);

OCHOBHbI€ 3Tarbl OLUEHKN 1 OTYETHOCTH.

ANsi pyTUHHBIX MEp N0 MUHUMMU3ALMU PUCKOB TekcT, npeanaraembii B OXJIM n UMM (J1B), gomkeH ObiTb
npeactaBneH BMeCTe C AeTarnbHbiM OMNUCaHuem APYrux PYTUHHBLIX MEepPonpUATUA MO MUHUMWU3aALUN PUCKOB,
npenioXeHHbIX B CBSA3M ¢ NpobrnemamMu no 6e3onacHocTu.

6.2.5.5.4. O6HOBMNEHMSA NNaHa N0 MUHUMM3ALMN PUCKOB.

Mpn o6bHoBneHun TMYP p[ormkeH BKYATh OLEHKY BbIMOMHAEMbIX PYTUHHBIX W (MNM) AOMONHUTENbHbIX
MEepOonpUATUIA N0 MUHUMU3ALUN PUCKOB. Pe3ynbTaTthbl oduumanbHOM OLEeHKM MeponpUsiTUn No MUHUMU3ALLNN PUCKOB
TaKke [OO0SPKHbI OblTb BKIIOYEHbl B [aHHbI pa3gen. B pamMkax [aHHOW KPUTUYECKOW OLIEHKM fepXaTenb
perncTpaumMoHHOro yAOCTOBEPEHUss OOMKEH BbISBMAATb M OUeHMBaTb (PaKTopbl, KOTOpble NMBO crnocobCcTByOT
OOCTWDKEHWIO NMOCTaBMNEHHbIX Lenen No MMHMMM3aunmM pucka, nnbo nokasblBaloT HU3KMIA YPOBEHb 3PEEKTMBHOCTU
MEpoNpuSATUA MO  MUHMMM3aUUM puckoB. [omkeH OblTb JaH KOMMEHTapuMn B  OTHOLUEHWMM BO3MOXHOW



HeobxoOMMOCTU BBEAEHUS AONOSNHUTENbHbIX MEPONPUSATUN U (MNN) N3MEHEHUS BbINOMHAEMbIX MEPONPUSATUI NO
MUHMMU3aLNN PUCKOB MO Kaxaoun npobneme no 6esonacHoCcTM.

6.2.5.5.5. Yactb V MNYP. Pasgen "OueHka 3¢pHeKkTUBHOCTM MEPONPUATUIA MO MUHMMMU3ALMN PUCKOB".

MeponpusaTvs MO MWHMMM3aUMM PUCKOB MNPEACTaBNSAlT Ccobon  OeWCTBUsl, HanpaerieHHble Ha
npegoTBpalleHne pasBUTUS HeXernaTernbHbIX Peakuui, CHWKEHWE YacToTbl PasBUTUSA WIIM CTENEHW TSXKECTU
HexenaTenbHbIX peakUumn, a Takke MUHUMKU3aL Mo HebnaronpuaTHbIX NOCNEACTBMI BO3OENCTBUS Ha NauMeHTa npu
pasBUTMU HEeXenaTenbHOW peakuun Ha JekapcTBeHHbIM npenapat. OueHky 3pdEKTUBHOCTU AEATENbHOCTM MO
MUHMMM3ALUN PUCKOB NPV peanuaaumm 3Tux Lernen criegyeT BbiMOMHATbE Ha MPOTSHKEHNM BCErO XM3HEHHOMO LMKIa
nekapcTBEHHOro npenapara, 4tobbl ybeautbcAa B TOM, 4YTO HebnaronpusTHble MNOCNEeACTBUS, CBA3aHHbIE C
HexenatenbHbIMKU  peakuMsiMuM, MUHUMU3UPOBAHbI W, CcrnefoBaTenbHO, COOTHOWeHMe "nomb3a -  puck”
nekapCcTBEHHOro npenapara onTMMU3NPOBaHO.

B cnyyae BbiiBNeHMs He3ah(PEKTUBHOCTM KOHKPETHOW cTpaTterMM no MMHUMMU3aUMU PUCKOB HEoBXoammo
paspabotaTb U BHeOpUTb anbTepHaTUBHbleE MeponpuaTuss. B onpegeneHHbix cnydasix B pesynbTaTte OUEHKU
cTpatermm mMoxeTt OblTb caenaH BbIBOA, YTO MeEpPONpUATUA MO MUHUMM3ALUN PUCKOB HE MOTYT KOHTPONUPOBAaTb
puckun B Tpebyemown cteneHun ans obecnevyeHnsi (puMeHeHns NieKapCTBEHHOro NpenapaTta nNpy NpeBbILEHNN NOMb3bl
Hag pWUCKOM, YTO O3Ha4aeT HeOOXOAMMOCTb OT3biBa NEKAPCTBEHHOMO MpenapaTta C pbliHKA UMW OrPaHUYEHUS ero
NPUMEHEHWS TONMbKO TOW NOArPYNMnov NauneHToB, B OTHOLLEHMM KOTOPOW Nofb3a NepeBeLLInBaET PUCKN.

6.2.5.6. Yactb VI IYP - pestome nnaHa no MUHUMU3ALMN PUCKOB.

Pestome MYP gnsa kaxagoro nekapcTBEHHOro npenapara AOJKHbl ObiTb JOCTYMNHbLI 06LLecTBEHHOCTU. Pe3tome
OOIMKHO BKIKOYATh KItoyeBble anemeHThl [TYP ¢ 0cobbiM BbiaeneHnem MeponpusTuii No MMHMMM3aUmMmM puckos. Yto
kacaeTca cneumdvkaumm no ©Ges3onacHOCTM paccMaTpuMBaeMoro feKapCTBEHHOro npenapara, OHa [AOSKHa
cogepXatb BaxHYyl UWHQopMauuio 06 wuAeHTUMUUMPOBAHHLIX W MOTEHUManbHbIX puUckax, a Takke o6
OTCYTCTBYIOLLEN MHOpMaLMK.

HanHas vacTb [MYP gomkHa cogepxaTtb cnegyrowme oboblieHHble pasgensl nHopMaLlmm, OCHOBaHHOW Ha
mogynax Cl, CVIll vactu I MYP nvactax IV n V MNYP:

0630p anuagemuonorun 3abonesaHui;

0606LLeHHbIE AaHHbIE MO OLeHKe 3PEKTUBHOCTU U NOSb3bI;

OTCyTCTBYIOLLAsA MHpopMauus no adhPEKTMBHOCTM U MOSb3E;

0000LeHHas MHdopmauus no npobrnemam no 6es3onacHoCTyH;

Tabnuubl:

cBogHas Tabnuua MeponpuaTMA N0 MWHUMWM3aLMWU PUCKOB B OTHOLUEHMM KaXaow npobrnembl Mo
©e3onacHocTy;

nnaHMpyemas MnocTperncrpaumoHHas [OedTenbHOCTb MO oueHke IPQEKTUBHOCTM W PasBUTUIO
hapmakoHaasopa, BKMOYalolas getanbHoe onucaHve M OBbACHEeHVMEe MO BCEM MEpPONpUATUSM, ABMSOLWLMMCS
YCMNOBUSIMW MOMYYEHUS PEMNCTPALMOHHOIO Y4OCTOBEPEHNS.

6.2.5.6.1. Yactb VI MYP. Pasgen "O630p anvaemumonorum 3abonesaHuns n ob6obLeHHbIe JaHHbIe MO OLEHKe
3 PEKTUBHOCTU U NOSb3bI".

Hepxatenb permcTpaLmoHHOro yaoCcToBEPEHNS A0MKEH 0006LWNTb AaHHbIE NO anugemuonorumn 3abonesaHns
WUNN COCTOSHUS, ABMSIIOLLEroca MokazaHMEM K Ha3Ha4YeHWIO NeKapCTBEHHOro npenaparta, ¢ y4eToM AeTarnbHOro
onucaHua B mogyne Cl wactu Il MYP. lNMpn aToM uHdopmaums OOHOCUTCA A0 LeneBol nonynsuMmM mMeToaoMm
N3NoXeHNs1 (PakToB M Ha COOTBETCTBYIOLLEM HEeCneunanM3npoBaHHOM si3blke. Ecnv nekapcTBeHHbIN npenapat
NPUMEHSIETCA B Ka4eCTBe OMarHOCTUYECKOro CpeAcTBa, UCMOMb3yeTCst MpU aHECTE3UN UNN UMEET MHbIE CXOAHbIe
nokasaHus, He CBA3aHHbIE C KOHKPETHbIM 3aboneBaHneM MM COCTOSIHMEM, AaHHbIA pasgen ob3opa MoxeT ObiTb
OnyLLEeH.

6.2.5.6.2. Yactb VI MYP. Pasgen "O6o6weHHas nHdopmaums no npobrnemam no 6e3onacHoOCTU (M3NoXeHHas
Ha JOCTynHOM Ans notpebutens asbike)".

B paHHOM paspgene crnegyeTt KpaTko onucaTb npobrieMbl Mo 6e30MacHOCTM Ha A3blke, MOHATHOM AOns
nauMeHTOoB (Nnu, OCYLLECTBNSAIOLWMX yX04 3a nauneHtamu). Pasgen Takke BKIOYAET ONMcaHue 4acToThl U CTENEHM
TSKECTU COCTOSIHUIA, 0OyCrnoBMneHHbIX npobrnemMamu no 6esonacHocTu. YTo KacaeTcss BaXHbIX MOTEHLManbHbIX
pUCKOB, HEOBXOOMMO pPa3bACHUTL MPUYMHBI  BO3HMKHOBEHMS [OaHHbIX pPUCKOB, a TakKe BO3MOXHbIX
HeonpeaeneHHOCTEN B UX OLIEHKE (HanpyvMep, PUCK XapakTepeH Ansi COeQMHEHUA OaHHOro Kracca, HO He Obin
BbISIBIIEH B KIMMHWUYECKUX MCCNEAOBaHMAX MPU Ha3HAYeHUM OAHHOrO fieKapCTBEHHOro npenapaTa). B oTHoweHun
Ba)XHOW OTCYTCTBYIOLLEN MHCpOPMALMN YKa3biBAETCS, Kakoe BIUAHME 3TO MOXET OKasaTb Ha LieNeByo NONynsauuo 1
Kak oTpaxkaeTcs Ha pekoMeHaaunsx (Hanpumep, Hannyne NPOTMBOMOKa3aHWA, NPELOCTEPEXEHUIA).

6.2.5.6.3. Yactb VI MNYP. Pasgen "CeoagHasa Tabnuua MeponpuatTMin no MMHMMM3aunM PUCKOB B OTHOLLEHMWU
Kakgow npobnembl no 6e3onacHocTn".

B paHHOM pasgene Heobxooumo nepeymcnutb npobnembl Mo ©6e30nMacHOCTM U MNPeAcTaBUTb pestoMe
MEpPONPUSTUIA MO MUHMMU3ALMM PUCKOB, NPEANIOXKEHHbIX NS Kaxaon npobnembl no 6e3onacHoctu. Mpu Hanuumm
bonee o0gHOro nraHa MMHUMKU3aUMM pUCKoB (NpeacTaBneHHbIX B yactu V MYP) gns kaxgoro M3 HUX He0bxoammo
npeacTaBvTb OTAENbHYIO Tabnuuy.



6.2.5.6.4. Yacte VI TYP. Pasgen "lNnaHupyemas nocTpernctpauuoHHasi OedATenbHOCTb MO OLeHKe
appekTnBHOCTM 1 pas3BuTUIO chapmakoHaasopa”.

B naHHOM pasgene gomkeH ObiTe MpeAcTaBieH CNUCOK (B TabnuyHom doopmate) nnaHMpyemMbiX MEPOMPUATUN
B OTHOLUEHUWN MCCnepoBaHus 3EKTUBHOCTM U AdanbHenwero mM3yyeHus npobnem no 6esonacHoctu. Llenbio
ABNsieTcAa npeactaBneHne o63o0pa 3annaHMpOBAHHOTO MOCTPErMCTPALMOHHOIO pPa3BUTUS  JIEKAPCTBEHHOIO
npenapaTa B OTHOLLEHUN OLEHKM 3PPEeKTUBHOCTU 1 (hapMakoHaa3opa, a Takke pacCMOTPEHUE OCHOBHbIX 3Tarnos,
CBSI3aHHbIX C KaXOdblM MCCredoBaHMeM unm meponpuatreM. [daHHas Tabnvua gormkHa obbeanHAaTb Tabnuupl n3
nyHKTOB 6.2.5.3.4 1 6.2.5.4.1 HacTosawwmx MpaBun. B kaxxgon cTpoke Tabnuubl ykasbiBaeTCcs Npu4MHa npoBeaeHuns
nccnenoBaHus, HasBaHWe N KpaTKOe ONUcaHue UccrneaoBaHus, CPOKM U OCHOBHbIE 3Tanbl BbIMOMHEHUS.

6.2.5.6.5. Yactb VI MNYP. Pasgen "Pe3iome nsameHeHui, BHECEHHbIX B NMaH ynpasrneHus puckammn”.

B pa3sgene npeacraBnsieTcs nHopmaL s B TabnuyHon oopmMe ¢ nepedHemM BCeX CyLLLeCTBEHHbIX U3MEHEHNN,
BHeceHHbIX B [1YP, B xpoHonormnyeckom nopsagke. MHdopmauma gomkHa BKNYaTb, HanpuMep, AaTy BKIOYEHUS B
nnaH HoBbIX NpobrieM No 6e30NacHOCTM NNKU UCKMOYEeHNA 0603HaYEHHbIX paHee, AaTbl 40DaBNEeHUA UM OKOHYaHUs
HOBbIX MCCneaoBaHuM ©e30nacHOCTU, KpaTkoe pes3loMe U3MEHEHMWW, BHECEHHbIX B MNaH MeponpuaTui no
MWHUMM3aLUUKN PUCKOB, a Takke AaTbl COrnacoBaHnsa AaHHbIX USMEHEHUI.

6.2.5.7. Yactb VII MYP - npunoxexuns k MYyP.

MYP pormxeH cogepxaTb Crieayrowme npunoXxeHus:

npunoxerue N 1 k NMYP: Tekywas (unu npegnaraemas, eCnm NekapCTBEHHbIN NpenapaT He 3aperMcTpMpoBaH)
Bepcusa OXJIMN n UMI (J1B);

npunoxerne N 2 k [YP: KpaTkuii 0030p BbIMNOMHAEMbIX WM 3aBEPLUEHHbIX MpOrpamMmMm  KIMHUYECKNX
nccnegoBaHUiA;

npunoxeHne N 3k TYP: Kpatkmn 0630p BbINOMAHAEMbIX WM 3aBEPLUEHHBIX  Nporpamm
dhapmMakoannaeMmonorm4ecknx nccneaoBaHun;

npunoxerve N 4 k MYP: MNpoTokonbl npegnaraembix U NPOBOAMMBIX uccrnegoBaHum no vactu Il MYP;

npunoxeHne N 5 k [YP: CneuunanbHble ¢opmbl nocnegytowero HabnogeHus 3a HexenaterbHbIMU
peakumamu;

npunoxexune N 6 k MMYP: MNMpoTokonbl npeanaraeMbix U NPOBOAUMbIX UccregoBaHui no yactu IV MYP;

npunoxexune N 7 k IMYP: HoBble goCTyrnHble 0T4eTbl 06 NCCrneqoBaHUSIX;

npunoxerHne N 8 k MYP: MNMoapobHasa MHdopmauus o NPeasioKeHHbIX AOMONHUTENbHBLIX MEPONPUATUSAX NO
MUHMMM3ALUN PUCKOB (ECNU NPUMEHUMO);

npunoxexue N 9 k MYP: [dpyrve BcnomoraTtenbHble AaHHbIe (BKMOYasi CCbINTOYHbIV MaTepuan);

6.2.6. Bzanmocssab mexay MNYP u nepnoanyeckum o6HoBNsSiEMbIM 0TY4ETOM No 6e30nacHOCTM.

OCHOBHbIMW NOCTPErncTpPauUMoOHHbIMK OOKYMeHTamu hapmakoHaasopa ssndotes MYP n NOOB. MasHom
uenbto NMOOB aBnaeTca uHTerpupoBaHHas NOCTPErMCTPaLMOHHAs OLEHKa pUcKa 1 Nonb3bl, B TO BPEMS Kak Lierbio
MYP saBnseTcst npe- U NOCTPErMcTpaLMoHHOEe ynpaBreHne 6anaHcom pucka M Mofb3bl U NIIAHUPOBAHWE, TakUM
006pa3oM faHHble OOKYMeHTbl SABnstoTcsa B3aumogononHsawwmumu. NOOB paccmaTpuBaeT obwmn npodunb
6€e30MacHOCTU KaK YacTb MHTErpMPOBaHHOM OLEHKM PUCKA U MOMb3bl FIEKAPCTBEHHOTO Npenapara B yCTaHOBMNEHHbIE
BpEMEHHbIE Mepuodbl, NMO3TOMY B HEM ByaeT paccmatpuBaTbest 06LWMIA Npodunb pucka 1 Nosb3bl NIEKAPCTBEHHOTO
npenapaTta (B ropasago 6ornee WMPOKOM AMana3oHe BO3MOXHbLIX HEXemnaTenbHbIX peakuuit). NpegnonaraeTcs, 4to
nvwb Hebornbluas YacTb puckoB ByaeT knaccudumumpoBaTbCa Kak BaXkHble MOEHTUMULMPOBAHHBLIE MMM BaXXHble
noTeHuMarnbHbIE PUCKN 1 paccMaTpmBaTbCs B kKayecTBe npobnem no 6esonacHocTu B pamkax MYP.

B cnyyae ecnu MNMOOB u IMYP npegctasnsatTca ogHoBpeMeHHo, NYP gormkeH oTpaxaTtb 3aknoyeHue no
npodunto 6esonacHocTn n adpcpekTnBHocTH, caenanHoe B NOOB. Hanpumep, ecnu B NOOB caenaH BbiBOA O
BbISIBNIEHMM HOBOIO CUrHana u ero OTHECEHUM K YNCITY BaXKHbIX MOEHTUMULMPOBAHHBIX UM BaXXHbIX MOTEHLMANbHbIX
PUCKOB, AaHHBIN PUCK AOMKeH BbiTb BKMOYEH B YMcno npobnem no 6esonacHocT B o6HOBMNEHHYo Bepcuio MYP,
npencrasnsemyto ogHoBpemeHHo ¢ MNOOB. MNMnaH no dapmakoHaa30py U NnaH No MUHUMU3ALMN PUCKOB AOMKHbI B
3TOM crniyyae ObiTb COOTBETCTBYHOLWMM 00OpasoM OOHOBMEHbI C OTPaXEeHWEM NpPeanoXeHun pepxarens
pPErncTpaumoHHOro YyAOCTOBEPEHUA MO AaNbHENLEMY N3YYEHMIO AaHHOM NpobnemMbl No 6e30nacHOCTU U MepaMm no
MUHUMU3aLUKN CONPSXKEHHOIo pucka.

6.2.7. MpuHuMnbl oueHkn MYP.

OcHOBHble BOMPOCHI, KOTOPbIE AOMKHbI ObITb PacCMOTPEHbl Mpu NoaroToBke unu nepecmotpe MYP gns
nekapcTBEHHOro npenaparta, BKM4YalwT aHanu3d uHGopMaLuMK, BbIMNOMHAEMbIA € y4eToM  npodumns
COOTBETCTBYIOLLIEro JOKYMEHTa CUCTEMbI (hapMakoHaa30opa, U aHanua MeponpusTUin No hapMakoHaasopy.

6.2.7.1. Cneundukaums no 6e3onacHOCTV aHanM3npyeTcs No CreayoL M BoNpocam:

ObInM 1K BKIOYEHBI B crieumdunkaL Mo no 6€3o0nacHOCT BCe COOTBETCTBYHLLNE YaCTH;

ObINM NN NEPECMOTPEHDBI BCE COOTBETCTBYHOLLME AaHHbIE MPX COCTaBNeHUN crneumdukaumm no 6e3onacHocTH,
TO €CTb MMEITCS NN BaXkHbl€ (HEpELLEHHbIE) BOMPOCKI U3 APYrnX pa3faerioB OChe, KOTOpbIe He OblNv pacCMOTPEHbI
B cneumdmkauumn no 6e3onacHocTy;

€Ccnn 4acTb LieNneBon nonynauumn He Obina M3yyeHa, Obin N BKIKOYEHbI COOTBETCTBYOLME NMPobnembl Mo
6e3onacHOCTV B CBA3W C MOTEHLMANbHBIMU PUCKaMW U OTCYTCTBYIOLLEN MHpOpMaLuuen;



Kakne CyLLeCTBYIOT orpaHudeHuss 6asbl AaHHbIX No 6e30MacHOCTM M KaKyl CTeneHb YBEPEHHOCTU OHa
obecneynBaeT B OTHOLLUEHUN MPAaBUITLHOCTU OLLEHKM Npoduns no 6e30nacHOCTM NekapcTBEHHOIO Npenapara;

BKMNtoYaeT nu cneundumkaums no 6e30nacHOCTM OLEHKY cneunguyeckmx puCKoB, Takux, Hanpumep, Kak
NPUMeHeHne He No OJ0GPEHHbIM MOKa3aHWAM, PUCK HENPaBUITBHOTO MPUMEHEHUS N Pa3BUTUS 3aBUCMMOCTU, PUCK
MeAMLMHCKOM ownbkn, nepeaayun MHPEKLUNOHHBIX areHToB;

npegcraenseT nv cneundukauma no 6esonacHoOCTN peanbHoe oTpaxeHue npobnem no 6esonacHoCcTU (TO
€CTb BaXHble BbISIBIEHHbIE PWCKW, BaXKHble NOTEHUMasnbHble PUCKU M BaxHas OTCyTCTBywLWasa MHdopmauus),
KacaloLLMXCcs neKkapCTBeHHbIX NpenapaTos;

coaepxuT nun cneundukaumnsa no 6e3onacHOCTU reHepUYECKOro NekapcTBEHHOro npenapara sce NpobnemMsbl no
6e3onacHOCTH, YCTaHOBIEHHbIE ANA pedepeHTHOro nekapCTBEHHOro nNpenapara;

COOTBETCTBYET MM yKasaHHOE MeCTO JieKapCTBEHHOro nMpenapata B TepaneBTUYECKOM apceHarne
npeanonaraeMoMy HasHa4YeHuo U COBPEMEHHON MELMULIMHCKON NPaKTUKE.

6.2.7.2. lNnaH no chapmakoHaA3opy aHanM3npyeTcs no cneaylowmum Bonpocam:

BCe nun npobrnembl No 6e3onacHOCTH, yCTaHaBnMBaeMmble crneundurkaunen no 6e30nacHOCTU, BKMAOYEHbI B
nnaH no goapmMakoHaasopy;

AOCTaTOYHO N PYTUHHBIX MEPONPUATUIA MO hapMakoHaA30py (Kak 3TO NMpeAcTaBneHo B ONMCaHnM CUCTEMBI
hapmakoHaa3opa) unu ectb He0BX0AUMOCTb B MPOBEAEHNM OOMOSTHUTENbHbLIX MEPONPUATUIA MO hapMakoHaa30py;

AaHo M YeTKoe orpegeneHne n onnucaHue AeAaTenbHOCTU Mo hapmMakoHaa3opy B niaHe no dpapmakoHaasopy,
ABNSAETCA NU [aHHas WHdopMauus [OCTaTOYHOW ANA UAEHTUMUKaLUK, WNN XapakTepUCTUKU PUCKOB, WU
npeacTaBneHns OTCYTCTBYOLWEN HdopmMmaumu,

BkrtovaeT nn NMYP cooTeeTcTBYIOWME M ageKBaTHbIE NPEANOXEHUS AN MOHUTOPMHIA MEAULMHCKUX OLLUMBOK
npu NpMMEHEeHUN NekapcTBEHHOro nNpenapara;

ABNAIOTCHA NY NPEeAnoXeHHbIe JONONHUTENbHbIE NCCregoBaHUsa HeO6X0aNMbIMM U (UNN) NONE3HBLIMU;

COrnacHoO MpeAcTaBfeHHbIM MpOEeKTamM MNPOTOKOMOB WUCCReAOBaHUW  SBMSATCA NM  npegnaraemble
nccrnegoBaHuns B NnaHe no dpapmakoHag3opy agekBaTHbIMU AN U3YyYeHMS HayyYHbIX BOMPOCOB U BbIMOMHUMbIMY;

onpeferneHbl N COOTBETCTBYIOLUME OCHOBHbIE CPOKM W 3Tanbl B OTHOLIEHWW npeAnaraeMblX Mep,
npeacTaBreHns pesynbTaTtoB U OOHOBNEHMS NnaHa no dapMakoHaasopy.

6.2.7.3. TnaHbl NOCTPErncTpaumMoOHHbIX WCCReaoBaHM 6e30nacHOCTM aHanM3MpYTCa MO CrneayroLnm
BOMpoOcaMm:

COOTBETCTBYOT NN onucaHne 3dpEKTUBHOCTN JfeKapCTBEHHOro npenapata W WHdopmauus 06
nccrnegoBaHNUSX U KOHEYHbIX TOYKaX, Ha KOTOPbIX OHa OCHOBbLIBaNach, COAepXaHuIo JOCkE;

HOCAT Nn Kakue-nmbo 13 npeanoxXeHHbIX UCCNeaoBaHNi peknaMHbIn XxapakTep (TO eCTb He SBNSATCSA NN OHU
nccrnegoBaHNsIMU, KOTOpblE He CTaBAT neped cobori JOCTOBEPHbIN Hay4YHbIV BONPOC B KaYeCTBE NepBooYepeaHON
Lenu 1 KoTopble npefHasHavYeHbl Ans NoBbILWEHWS CNpoca Ha NeKkapCTBEHHbIN npenapar);

HaCKOJbKO HafeXHbl AaHHble Mo 3PEKTMBHOCTU U CyLLECTBYET N HeobxoanMoCTb 3anpoca Ha NpoBeAeHne
AanbHenwnx ncenegosaHnii 3PgEKTBHOCTM B Ka4eCTBE YCNOBUSA NONYYEHUS PErMCTPaLMOHHOIO YAOCTOBEPEHUS.

6.2.7.4. MeponpuaTns No MMHUMU3ALMN PUCKOB aHaNN3MpYyTCH MO CriegyroLmmM Bonpocam:

COOTBETCTBYHOLWMM N obpa3oM uHGOpPMauUMs O IeKkapCTBEHHOM Mpenaparte oTpakaeT BCe BaXHble
BbISIBITEHHbIE PUCKU U BaXKHYO OTCYTCTBYIOLLYIO MH(bOpMaLWIo;

HeobX0AMMO NK BKMOYMTE B MHCpOPMaL Mo O fiekapCTBEHHOM Npenapare noTeHumarnbHble PUCKKU, JOCTaTOYHO
aKkTyanbHble B OTHOLWeHUn 6e30nacHoro n addekTMBHOro NMPUMEHEHNS NekapCcTBEHHOro nNpenapaTa;

COOTBETCTBYET N Npeanaraemas (oopmynmpoBKa 0 puckax U Ux BbIBNEHUN MHopMaLny n pekoMeHgaunsm
B OXJIT;

pPaccMOTPEHbI MNYTU CHUXEHUSA pUCKa MEAMLUMHCKMX OLUMBOK Npu NPpUMEHEHUN NiekapCTBEHHOMO Npenapara;

Obl N MeponpuATUS N0 MWHMMMU3aUMM pUCKa MCMONb3oBaHbl Mpu paspabotke OXJIIM, UMM (J1B),
cneumanbHbIX Mep NPUMEHEHUS NeKkapCTBEHHOro npenapata (BkMwoyas pa3paboTKy cneumanbHOM KOHCTPYKLUMK
yCTpONCTBa BBOAA W KOHTENMHEPOB B Crly4ae HeOOXOAMMOCTM) U An3ariHa yNakoBKu;

OblNn Ny NPeanoXeHHbIe MeponPUATUS N0 MUHUMMU3aLMM PUCKOB adekBaTHbIMU PUCKaM M OCTaTOYHbIMY;

ObinM NN NpeanoXeHbl AOMNOMHUTENbHbIE MEPONPUATUS MO MMHUMM3ALMMA PUCKOB M MOTYT NN OHU ObITb
OLEeHEeHbI KaK copa3mMepHble puckaM U afeKkBaTHO 060CHOBaHHbIE;

BKIIOYEHO 1M NoAapobHOe onvcaHue NPeanoXeHHbIX MeTOAWMK AN U3MepeHUs U oueHKn 3dhpeKTUBHOCTU
MepPONPUATUIA MO MUHMMMN3ALIUN PUCKOB U SIBMSIKOTCS NN OHY LienecoobpasHbiMY;

ObinM N KpuTepun oueHkn 3pdEKTUBHOCTU AOMNOMHUTENBbHBIX MEPONpPUATAA MO MUHUMU3ALUMU PUCKOB
onpeaerneHbl n3HavyanbHo.

6.2.7.5. lNpu oueHke HeobxoanMOCTH NOAroToBkM o6HoBNeHus [MYP aHanusnpytoTcsa cnegyoLume BONpocChl:

OblNn NV HOBbIE AaHHbIE BKIHOYEHBI B cneumdmkauuio no 6esonacHocTy;

Oblnn M B nNnaH nNo papMakoHag30py BHECEHbl COOTBETCTBYHOLLME U3MEHEHMS (ecrm 3To Heobxoammo ¢
YyY4€TOM HOBbIX OAHHbIX);

HaCKONbKO ah(peKTMBHbIMU BbiNM BBEOEHHbIE MEPOMNPUATUS MO MUHUMN3ALMN PUCKOB;

Oblnn K B cnyvyae HeobXOAMMOCTU NpeasioXeHbl N3MEHEHWS B MEPONPUATUS MO MUHUMMN3aLMN PUCKOB;



CBMAETENbCTBYIOT NN HOBbIE JaHHbIEe O TOM, YTO TpebyeTcsa oduumanbHas oueHKa COOTHOLLEHMS "nonb3a -
puck" (ecnm aTo ewe He 6bino caenaHo B [OOB).

6.2.8. Cncrtembl ka4yecTBa 1 yrnpaBneHne AoOKyMeHTaLnen.

HecmoTps Ha To 4TO B Npouecc HanucaHus NMYP moxeT ObiTb BOBMIEYEHO MHOMO 3KCMEPTOB, OKOHYATENbHYIO
OTBETCTBEHHOCTb 3a €ro KayecTBO, TOYHOCTb M HaAy4HYH LIEMOCTHOCTb HECYT YMONIHOMOYEHHblE IMua no
hapmakoHaa30py B rocyaapcrBax-yneHax. [lepxxaTtenb permctpauuoHHOro y4oCTOBEPEHWS HECET OTBETCTBEHHOCTb
3a obHoBneHue [1YP, korga CTaHOBMTCA AOCTYMHOW HOBas MHoOpMauus, U AOMMKEH MPUMEHATb MPUHUMUMbI
obecneyeHns KayecTBa, W3MNOXEHHble B pasgene 2 Hactoawmx [lpasun. [OepxaTtenb perncrpauuoHHbIX
yOOCTOBEPEHUN [OMmKeH obecneuntb KOHTPOMb WM AOKYMEHTMpOBaHuWe npouenypbl npeactasneHus [YP B
YNOMHOMOYEHHbIE OpraHbl FOCYAapCTB-UNEHOB C YKasdaHuem AaT npeacTaBneHns U BCex 3HaYnTENbHbIX U3MEHEHW,
BHECEHHbIX B kKaxayto Bepcuio [MYP. [anHble 3anvcu, MYP u nobble OOKYMEHTbl, UMELMne OTHOLLUEHME K
uHpopmaumm B pamkax [MYP, mMoryT noaBeprHyTbCA nNpoBepke KBanuULUMPOBaHHLIMKU WHCMEKToOpamMu Mo
dapmakoHaasopy.

6.3. TpeboBaHus Kk NpeacTaBnNeHnto

6.3.1. Cutyaummn, B KOTOPbIX AOMMKeH ObiTb NpeacTasneH MYP.

Mpenctaenenne MNYP unu (B COOTBETCTBYHOLLMX Chy4vasx) ero obHoBneHuss moryT notpeboBaTbcsa B noboe
BPEMS B TEYEHUE XU3HEHHOro LuKNa nekapcTBeHHOro npenapara.

6.3.1.1. Tlpn nepBMYHON nNoOAavYe 3asABIEHMS HaA pPerucTpauuio nekapcTBeHHoro npenapata [1YP
NpeAcCTaBnsieTCs B CeayoLwmX criyyasx:

npyv nogaye Ha perncTpauuto NekapcTBEHHOro npenapara, COAEPXAaLLEero paHee He 3aperncTpupoBaHHoOe
rocyaapCTBOM-4fIEHOM OENCTBYIOLLEE BELLECTBO;

npyv nogade Ha perucTpauumio NekapCTBEHHOro npenapara, coAepallero paHee He 3aperMcTpuMpoBaHHYHO
rocyaapCcTBOM-4rIEHOM KOMOMHALMIO ENCTBYIOLNX BELLECTB;

npu 3asiBNEHNM Ha PErMCcTpaLmio NNEKAPCTBEHHOIO nNpenapaTa OMoNorM4eckoro MPONCXoXAEHNUS.

YNONHOMOY€EHHBIN OpraH rocygapcrBa-yfieHa Bnpase notpebosaTe npeactasnenne MYP npu 3assneHun Ha
perucTpauuio NekapCTBEHHOTO Mpenapata B MHbIX Cryyasix, korga obecnevyeHne MpUMEHEHUS NEKapCTBEHHOIO
npenapaTa nNpv MpeBbILEHNM MOMb3bl Hag PUCKOM TpeOyeT BBEAEHWUS] [OOMOSNHUTENbHBLIX MEpPONnpUATUA MO
hapmakoHaa30opy UM MeponpuaTUin N0 MUHUMN3ALIUU PUCKOB.

6.3.1.2. YnonHOMOYeHHbIA opraH rocygapcTea-yfieHa BrpaBe noTpeboBaTb npeacTaBnexHve [1YP B
cneayroLwmx crny4vasx:

npy BHECEHWUM 3HAYUTENbHbIX W3MEHEHMN B CYyLIECTBYKLLEE perucTpaumMoHHOe YAOCTOBEpEeHue
NeKapCTBEHHOro npenapara, 0bnacte NPUMEHEHUs, acnekTbl NPOM3BOACTBEHHOrO npouecca (Hanpumep, HoBas
nekapcTtBeHHast opma, HOBbLIN C€noco® BBeAeHMs, HOBbIM Ccnocob npou3BoacTBa OGUOTEXHONMOrMYECKUX
NEeKapCTBEHHbIX MpenapaTtoB, BBeAEHVWE MeAuMaTpU4ecKMx MoKasaHui, Apyrne 3HauvuTernbHble M3MEHEHUs B
NMoKa3aHusIX);

€crnu cylecTByeT npobrema no 6e30nacHOCTH, OKa3bliBatoLLas BIIMAHME Ha COOTHOLLEHME "Monb3a - pUckK”;

npu MNOATBEPXAEHUU perncTpaumn (nepeperucrtpaumm) nekapCTBEHHOro npenapaTa, ecriv B OTHOLUEeHWUU
nekapcTBEHHOro npenapara umeeTcs cyulectaytowwmmn MYyP.

6.3.1.1. TpeboBaHMsi B 0OCOOLIX CUTyaLUsIX.

Kak npaBuno, Heobxoaumo npeactaenaTb Bce YacTu [MYP. Tem He MeHee B HEKOTOPbLIX CryYasix, ONMCaHHbIX
HWXe, B COOTBETCTBMM C KOHLIENLMEN MPONOPLMOHANBHOCTM HEKOTOPBIE YacTu UM MOLYNM MOTYT ObiTb ONyLLEHbI,
€CNN TOMBKO YNONTHOMOYEHHbIW OpraH rocyaapcTBa-yrieHa He NpeacTaBnsaeT MHbIX TpeboaHun. Jliobbie npobnemsl
no ©e30nacHOCTW, BbISIBMIEHHbIE B OTHOLIEHUW pedepeHTHOro IeKapCTBEHHOrO npenapata B pasgerne,
ncknyYeHHoMm 13 obuero npegctasnenns MNMYP, Heobxogumo BkntoumTe B mogynb CVIII MYP, 3a ucknioveHnem
cny4vaes, Koraa oHu GorbLUe He ABMSTCS akTyanbHbIMU.

lMepBuYHasa Nnogaya Ha perncTpaumio reHepUIECKMX NEKAaPCTBEHHbLIX NpenapaTos.

B cnyyae nepBu4YHOM NOJauun Ha perucTpaLumio reHepuyecKknx nekapcTBeHHbIX NpenaparTos, ANd KOTOpbIX Mo
OpUrMHanbHbIM NlekapcTBEHHbIM NpenapaTtam BeegeH MNMYP, moaynu Cll - CV cneuudmkaumm no 6esonacHoctu MYP
MoryT ObiTb onyuweHbl. Mogyne CVI cneumdwmkauum no ©Oe3onacHoctn [MYP pomkeH 6biTb OCHOBaH Ha
npenctaBneHun uHcopmauum o npobnemax no ©Ge30MacHOCTW, YCTAHOBMEHHbLIX AN OPUrMHANbHOTO
NnekapcTBEHHOro npenapaTa, eCnn TONbKO FeHepUYEecKni NekapCTBEHHbIN npenapaTt He OTNU4aeTcsl MO CBOUM
CBOWICTBaAM HaCTOSbKO CYLLIECTBEHHO, YTO 3TO MOXET MOBMUATbL Ha npodunb 6esonacHoctu, NMBoO ecnun MHoe He
TpebyeT YMNONMHOMOYEHHbIN OpraH rocygapcTBa-yneHa. Ecnv B OTHOLWEHWM OPUTMHANBHOIO NeKapCTBEHHOIo
npenapata He BBEOEHO HUKAKUX [OOMOSHUTENbHBbIX MeponpuaTUiA No dapMakoHaZ30py WNu NpPOoBEAEHUIO
ncecnenoBaHUn apEKTUBHOCTM B KaYECTBE YCOBUA A5 MOMYyYEeHUs perncTpaumoHHoro yagoctosepeHus, yactu lli v
IV IMYP v pasgen o nnaHMpyemMoM NocTperncTpaunoHHomM passutum B Yactu VI MYP moryT He npeacTaBnaTbLCS.

Mpn npencraeneHnn obHoenewust NYP B ero Heobxogumo Bkmounte Moaynb CV crneumdwukaumm no
6esonacHocTn MYP.



lMogaya Ha BKMOYEHME HOBOMO NOKasaHus No MeAUUMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenapara,
3aperncTpupoBaHHOIO Ha TEPPUTOPUSIX FOCyAapCcTBa-yneHa Ha NpoTskeHun nocnegHux 10 net.

Mpn nogave 3asBNEHWs1 Ha BKITHOYEHME HOBOrO MoKasaHMsl Ha yXXe 3aperMcTpyMpoBaHHLIN Ha MPOTSXKEHUN
nocnegHux 10 neT Ha TeppuUTOPUSIX TOCYOapCTB-UYNIEHOB JEKapCTBEHHbIM MpenapaTt AaHHble KIMHUYECKUX
NCCneaoBaHusl, CBsI3aHHble C Y€ O0O0DpeHHbIMU MokKaszaHusAMKM, MOryT OblTb MCKMYeHbl M3 moayns Cll
cneumdukaumm no 6esonacHoctn MYP, a mogynb CIV cneundukauum no 6esonacHocty MNMYP gomkeH Bkno4vaTb
MHpOpMaUMO TOMBbKO B OTHOLUEHUM UeneBbiXx rpynn nonynsauMm Mo HOBOMY MOKa3aHWio, €Crnv  TOSbKO
YMNOSIHOMOYEHHBIA OpraH rocygapcTBa-yfieHa He MpeacTaBrsieT MHbIX TpeboBaHuiA. TemM He MeHee MoryT ObiTb
BKIMOYEHbl AaHHble 006 OnbiTe MCMOMb30BaHUS yXe 3aperncTpupoBaHHbIX NEKApPCTBEHHbIX MpenapaTtoB y 0COoObIX
rpynn HaceneHus, KoTopble aHanusnpytotca B moayne ClV cneuyudumkaumm no 6esonacHoctm MYP.

Mpn nogave 3asdABNEeHMI Ha MEPBUYHYKO rOCYOApPCTBEHHYKO peructpauunio TpeboBaHus K npeacTaBrneHuto
nHcpopmaumm no Yactam NYP npuseaeHsl B Tabnuue 1.



Tabnuua 1. TpeboBaHua K NpeacTaBneHM0 MHOpMaLUKM NO YacTaM

MYP npu nogaye 3aaBneHMs Ha perncTpawmio

Bua Yact Yactb Il Yactun
nekapcTBeHHoro | bl

npenapaTta Cl| Clly|cuj|Clv |cv CVI CVla CVi CVII [ v | V | VI Vi
HoBoe + + + + + + + + + + + + + + +
JencTeyollee
BELLLECTBO
BuoaHanormyHbin  + + + + + + + + + + + + + + +
(6rionoaobHbIN)
NeKapCTBEHHbIN
npenapat
"eHepuyecknin + + + + + * * + * +
NeKapCTBEHHbIN
npenapaTt
®uKcupoBaHHble + + § § + + + + + + + + 4+ + +
KOMOUHaLun
MbpuaHbIN + + * * + + + + + + + + + +

neKapCTBEHHbIN
npenapat




MpumeyaHusa: 1. Cumson "§" o3HavaeT, 4TO MHGOPMAaLMA NO AaHHOMY pasfeny MOXeT He NpeacTaBnAaTLCH B
OTAENbHbIX criy4Yasx (Mpy HanMYMM AOKYMeHTanbHOro 060CHOBaHUS).
2. CnmBon "*" 03Ha4aeT, YTo NpeabsaBnsatnTcs MoANULMPOBaHHbIE TPEeOOBaAHNSA K COCTABIIEHUIO YacTu.

MepBoHavanbHbIi MMYP NS nekapcTBEHHbIX MpenapaTtoB, HaxXOAsLWMXCS B obpalleHWM Ha TeppuTopusiX
rocygapcTtea-yrneHa Ha npoTtskeHun 10 ner.

Ecnn ynonmHOMOYeHHbI opraH rocygapcTBa-yneHa He onpegenseTr umHble TpeboBaHWs, TO AepXaTenu
perncTpaumoHHbIX YAOCTOBEPEHUN, KOTOPbIE AOMKHbI NPeacTaBuTb NnepsoHadaneHbin MYP ang peanusyembix Ha
pblHKE rocydapcCTBa-yneHa nekapCTBEHHbIX npenapaTtos, moryT onyctute mogynu Cll n CIV cneuyudmkaumm no
6esonacHocTy [MYP npu cobnoaeHnn Bcex crneayowmx ycroBum:

nekapcTBeHHbI npenapat Obin pasMmelleH Ha pbliHKe B TedeHue nocnegHux 10 net wnm paHee Ao
ycTaHoBneHus TpebosaHus k [YP;

TpebosaHue k [MYP He cBsi3aHO ¢ nojaden 3asiBKM Ha BHECEHWE 3HAYUTENBHOMO M3MEHEHUS B CyLLIECTBYOLLEe
perucTpauMoHHOe yOOCTOBeEpeHne, obnacTb NpMMEHEHWs!, acnekTbl MPOU3BOACTBEHHOrO npouecca. Ecnn gaHHoe
yCIoBME HE NPUMEHMMO, AaHHbIE KITMHUYECKNX UCCNEeAOBaHUN, CBA3aHHbIE C 3TUMW U3MEHEHUSMU, JOIDKHbI ObIThb
npeactaBneHsl B mMoayne CIlll cneuudmkaumm no ©6esonacHoctn YP, a mogyne CIV cneumdukaumm no
6e3onacHocTy [YP MoxeT ObITb UCKIIOYEH.

OO6GcyxaeHne CyLLEeCTBYIOLWMX MOCTPErMCTPaLMOHHBLIX OAaHHLIX U UX MPUMEHMMOCTU K LENeBbiM rpynnam
naumeHToB OOJMKHO ObITb NoApobHO pacnucaHo B pasgene CV cneundmkauyumn no 6esonacHoctu MYP.

6.3.2. OBHOBMNEHNA NNaHa ynpaBrieHns pUckamu.

Ecnn MYP 6bin paHee npenctaBneH gepxaTtenem perucTpaLMoHHOro yAOCTOBEPEHUA Npu npouenype
pernctpaumm Anst 4encTBYOLEro BellecTBa, Nobble nocneayowmne npeacTaBneHnsa OOMKHbl NnogaBaTbCcsa B BUAE
OBHOBMEHNs 3a MCKMNIOYEHNEM CNny4aeB, Korga oroBapvBanucb MHble TpebosaHus. Kaxgoe npeactasnenune MYP
OOMKHO UMETb YEeTKUI HOMEpP Bepcun 1 BbITb AaTMpoBaHO. ATO OTHOCUTCS K NpeacTaBneHuio NMYP nonHocTbo nnm
TOMbKO K ero 4actu unv moaynio. Bepcun ¢ nsmeHeHmamu, umeroLme MAEHTUOULNPYOLLYIO MHOPMaLMIO, OMKHbI
ObITb NMpeacTaBneHbl BMECTE C COMPOBOAMTENBHBIM MUCBMOM, BKIOYaLWUM noapobHoe onucaHne M3MeHeHun ¢
MOMeHTa nocriefHen npeacTaBneHHoN BepCUn.

Cpokn npeacraBneHus ooHosneHun MYP ycTaHaBnmBaloTCs Npy ero BBEAEHUM U TaKkKe ABMSIOTCSA YCIOBMEM
COXpaHeHUs perynaTopHoro cratyca. [laHHble yCTaHOBMNEHHbIE CPOKU ABNAKTCA MakCUManbHO JONYCTUMbIMU N He
CHUMaIOT OTBETCTBEHHOCTb C AepXaTensa perMcTpaumoHHOro yaocTOBEPEHMS MO KOHTPOIO Npodunsa 6esonacHocTu
NeKapCcTBEHHOro npenapaTta v TpeboBaHuin no npeactaBneHuto obHoeneHHoro [MYP B cnyvae BbiABNEHMS
3HaAYNTENbHbIX UIBMEHEHUI B OLEHKE COOTHOLLEHUS "Nonb3a - pUcK" COOTBETCTBYHOLLMX NIEKAPCTBEHHBIX NpenapaTos,
BKINIOYEHHbIX B [TYP, BHe ycTaHoBneHHoro rpadmka nogayn 06HOBAEHNN.

Ecnn ¢ momeHTa nocnegHero npeactasneHuss B [MYP He ObiNno BHECEHO HWKaKMX M3MEHeHun (TO ecTb
nnaHoBoe OOHOBMEHME MPOMCXOOUT BCKOPE MOCMe OKOHYaHWs npouenypbl), OepxaTenb perncTtpauuoHHOro
yOOCTOBEPEHUSA MOXET NPeacTaBUTb MUCbMO, B KOTOPOM OO BACHAETCH OTCYTCTBME U3MEHEHWIA, U MO COrMacOBaHMIO
C YMOSITHOMOYEHHbIM OpraHoM rocyapcTBa-yreHa He NpeacTaBnsaTb o6HoBneHune MYP.

Ecnu He oroBopeHo uHoe, B criyyasix, korga NOOB n MNYP aBnswTcs HeoOX04UMbIMW AN1S NIEKAapCTBEHHOTO
npenapaTa, nnaHoBble o6HOBNeHus MYP pOomkHbl ObiTb MpeacTaBneHbl B TO e BPEMsi, YTO W MNiaHoBble
o6HoBnenust NMOOB.

Mocne obHoBnexusa MYP nnaH no MMHUMM3ALMK PUCKOB NPU HEOBXOOAMMOCTM LOIDKEH BKMOYaTb OLIEHKY
3P PEKTUBHOCTM U pe3ynbTaTOB PYTUHHBLIX U (UNIKM) AOMOMHUTENbHBIX MEPOMNPUATUIA MO MUHUMMU3ALMU PUCKOB (B
COOTBETCTBMU C TpeboBaHuAMY nognyHkTa 6.2.5.5.4 HacToawmx MNpasun).

6.3.3. [Npo3payHocTb.

YNONMHOMOYEHHbIE OpraHbl rocyaapCTB-4YNeHOB obecneyvvBaloT B3aMMHYK [OOCTYNMHOCTb OTYETOB O
pesynbTaTtax oueHku npegcrasngemoix [MYP u pestome MYP Yepes MHTerpyupoBaHHy0 MHGOOPMAaLMOHHYO CUCTEMY
Coto3a.

7. Opranunsaumnst paboTbl ¢ MHOpMaL e 0 HexenaTenbHbIX
peakuusix Ha NekapcTBEHHbIe nNpenapaTbl

7.1. CTpyKTypbl U NpoLeccsl

Hactosiwun pasgen onpenenseT OCHOBHblE MPUHUMNBI Npoueayp cbopa, perncrpaumm n npencraBreHus
COODBLLIEHUI O NOJO03PEBAEMbIX HEXENaTerNbHbIX PeakLMAX Ha NIeKapCTBEHHbIE NpenaparTbl.

7.1.1. C6op coobLueHni 0 HexenaTenbHbIX peakumsx.

YNONHOMOY€EHHbBIM OpraHam rocygapCTB-YrIeHOB U AepXaTensm perncTpauuoHHbIX yOOCTOBEPEHU crieqyeT
NMPMHUMAaTb COOTBETCTBYHOLLUME Mepbl, YTOObI MPOBOAUTE COOP M ynopsgovyeHue coobLleHMn O MOAo3peBaeMbixX
HexernaTenbHbIX Peakuusix, CBHA3bIBAEMbIX C MNPUMMEHEHWEM IeKapCTBEHHbIX MNpenapaTtoB, MOMYYEHHbIX W3



pasnuyHbIX UCTOYHMKOB 6e3 NpeaBapuTEnbHOro 3anpoca 1 NOCTYNUBLLUX NO 3anpocy.

B uenax obGecnevyeHnss BO3MOXHOCTM cOopa [OCTAaTOMHOrO KONMyecTBa COOOLUEHUN O HexenaTerbHbIX
peakumsax U Ux nocrieayroLlen Hay4Ho 060CHOBaHHOM OLEHKM HEOOX0AMMO pa3BuBaThb CMCTEMY hapmakoHag3opa.

Cuctema pormkHa OblTb paspaboTaHa TakMMm obpas3om, 4ToObl OHa obecneuymBana Hagnexallyl OLEHKY
KayecTBa COBpaHHbIX COOBLUEHUA O HexenaTenbHbIX peakuusx (B OTHOLIEHWM MOAJSIMHHOCTK, pPa3bopuMBOCTH,
TOYHOCTW, NOCNEeA0BaTENbHOCTI), BO3MOXHOCTU BbINOSTHEHUS MPOBEPKM M MaKCMMaribHOW NOMHOTE AaHHbIX ANs UX
KNMUHWUYECKOW OLIEHKM.

CnepyeT CTpyKTypMpoOBaTb CUCTEMY TakMM 00pa3oM, 4Tobbl OHa NO3BOMANIa CBOEBPEMEHHO BanvaMpoBaTb
OTYeTbl O NOJO3PEBAEMbIX HEXenaTerbHbIX peakumsax M oOMeHMBaTbCs UMW C YNOSTHOMOYEHHbIMU OpraHamu
rocydapcTB-YMeHOB W AepXaTtensMy  pPerucTpaLMoHHbIX  yOOCTOBEPEHWUA B CPOKW, YyCTaHaBnMBaeMble
3aKkoHOAaTenbCTBOM rocy4apCTB-UEHOB.

7.1.1.1. CoobLeHns, nony4yeHHble He MO 3anpocy.

7.1.1.1.1. CnoHTaHHble coObLLEeHuns.

CnoHTaHHOe coobLleHue - 3To cooblieHne, KOTopoe cneunanmcT CUCTEMbI 30PaBOOXPaHEHNS, NALNEHT UNK
noTpebuTenb HanpaBnseT B agpec YNOSTHOMOYEHHOro OpraHa rocygapcTBa-yreHa, AepXxaTtens permcTpaumMoHHOro
YOOCTOBEPEHUS UINMKM APYroW OpraHu3auun (Hanpumep, peroHarnbHbI LEHTP, TOKCUMKOIOMMYecKuid LieHTp) 6es
npeABapuTENbHOrO 3anpoca U KOTOpoe ONUCLIBAET OAHY U 6onee Nogo3peBaeMbIX HeXenaTenbHbIX peakumin y
naumeHTa, KOTOPOMY HasHauvasncs oauH unu bornee nekapCcTBEHHbIX nNpenapaToB. K CNOHTaHHbIM COOOLLIEHMAM He
OTHOCATCS COOBLLEHNS, NOSYYEHHbIE B XO4€e UCCNea0BaHUIA UMK UHbIX BUAOB OpraHn3oBaHHOro cbopa AaHHbIX.

[MepBONCTOYHMKOM MOAO03PEBAEMON HeXenaTenbHOW peakunn sBnsSieTcs Nuuo, KOTopoe MpeAacTaBuilo
nHpOpMaUMIO O Ccriyyae pasBUTUS HexenaTtenbHouW peakuun. B cnyyae ecnm uHdopmaums o6 ogHoun
HeXxenaTtenbHON peakuMyM NOCTyrnaeT OT HECKOSIbKMX MEPBOMCTOYHMKOB, B TOM 4ucre OT paboTHWMKa CUCTEMBbI
34paBOOXpaHeHNs], NauneHTa unm noTpebutens, AaHHbIe N0 BCEM NEPBOUCTOYHMKAM AOMKHbI ObiTb BKIHOYEHBI B
pasgen "lMepBonCcTo4HUK" (POPMbI COOBLLEHNST O HEXENATENBHOW peakummn.

MonyyeHune coobLieHni B OTBET Ha Mepbl CTUMYNMPOBaHUS B BUAE pacchinkm "ObpaleHunn K cneymanuctam
CUCTEMbl 34paBooOXpaHeHus", nybnukauuii B npecce, oOnpoca CNeuManucToB CUCTEMbI 34paBOOXPaHEHUS
NnpeacTaBUTENAMU AepXaTenen perncTpaumoHHbIX YOOCTOBEPEHUN UM cyaebHbIX MCKOB B OTHOLUEHUWM Knacca
NeKapCTBEHHbIX CPeacTB, CrieyeT Takke CUNTaTb CMOHTaHHbIMU COOBLLEHNSMN.

CoobuieHnsa naumeHTa WnM NOTpedbuTens O HexenaTenbHbIX peakuusix cnegyeT obpabaTbiBaTb Kak
CMOHTaHHbIe COOBLLEHNS HE3aBNUCUMO OT Mocneaywero MeamuMHCKOro NOATBEPXKAEHUS.

B cnyyae nony4yeHUss CNOHTAHHOTNO COOOLIEHUS O pasBUTUN HeXenaTenbHOro SBfEHUsi, B KOTOPOM
OTCYTCTBYET YyKasaHWe Ha Hanuume MnpuUYNHHO-CNEACTBEHHON CBA3W, [aHHOE HeXernaTenbHoe sBheHue
paccMmaTpuBaeTCs Kak HexenatenbHas peakuusi. Takum obpas3om, BCe MOCTynawLiMe CMOHTaHHble COOOLLeHus,
npeacTasnsieMble paboTHUKAMU CUCTEMBI 30PaBOOXPaAHEHUS, NALUUEHTaMn Unm noTpedbutenamu, paccmaTpuBaroTcst
Kak nogo3peBaeMble HexXenaTternbHble peakunmn NCXOAst U3 TOro, YTO UX MPEeACTaBneHMe COLEMKNT NPeanoNnoXeHne
NEepPBOUCTOYHMKA COOOLUEHNS O HanuuuyM B3auMOCBA3WN. WCKMYeHne COCTaBMsT COOOLEHUsA, B KOTOPbIX
penopTepoM CAenaHo ykasaHue Ha OTCYTCTBME B3aUMOCBSA3N MeXAy HexenaTenbHbiM SBMEHVWEM U MPUEMOM
noao3peBaeMoro NiekapCTBEHHOro npenapara.

7.1.1.1.2. CoobLieHunsa 0 HexenaTenbHbIX peakuusix, onyorMKoBaHHbIE B MEOULIMHCKOW NMTepaType.

HayyHaa meguuuHcKasi nutepatypa SBMASETCA BaXHbIM WMCTOYHMKOM MHGOpPMauun Anst MOHUTOPUHra
npoduns 6e30nacHOCTM N COOTHOLLUEHMSI "Monb3a - PUCK" NeKapCTBEHHbIX MpenapaTtoB, B OCOOEHHOCTU B
OTHOLUEHMN OOHAapPY>XEeHWs1 HOBbIX CWUrHamnoB, CBs3aHHbIX C 6e30MacHOCTbi, NMOO akTyanbHbIX BOMPOCOB MO
6e3onacHocTu. [lepxxatensim permcTpauuoHHbIX YA0CTOBEPEHUN crieqyeT ObiTb MHPOPMUPOBAHHBIMU O BO3MOXHbIX
nyGnvkaumnsax nyTem BbINOMIHEHNSI CUCTEMaTUYeCKOro 063opa nuTepaTypsbl, LUIMPOKO UCMOMb3yeMbIX CNpaBoYHbIX 6a3
OaHHbX (B Tom uucne Medline, Excerpta Medica unu Embase), He pexe 1 pasa B Hegenw. [epxaTento
PErncTpaumMoHHOro yaooCTOBEPEHMS criedyeT YOOCTOBEPUTbCS, 4YTO 0030p nuTepaTypbl BkNovaeT B cebsa
ucnonb3oBaHne 6a3 AaHHbIX, KOTOpble codepXXaT MaKkCMMasibHOE KOMMYECTBO CChIFIOK Ha CTaTbW, UMEOLne
OTHOLLEHME K MOHUTOPUPYEMOMY NekapCTBEHHOMY npenaparty. [lomumo aToro, cnegyeT npegycMoTpeTb, YTOObI
npeacTaBuMTENBbCTBA BCEX KOMMAHUM ObiNM OCBEAOMMEHBI O NYGNUKALMAX B MECTHbIX MEAMUUHCKMX U3AaHUAX U
COOTBETCTBYOLUM 06pa3om MHOOPMUPOBaNM 0 HUX OoTAen 6e30nacHOCTM KOMMaHUW.

HepxaTtensiM permcTpauuoHHbIX YOOCTOBEPEHWI credyeT npocMaTpuBaTtb COOOLLEHMS O MOAO3PEBAEMBbIX
HexenaTenbHbIX peakuusx, nybnukyembix B Hay4YHO-MEeOWMUMHCKOW nuTepatype, B TOM 4MCNE BaXHble
onybnuKoBaHHbIE Te3uCbl B MaTtepuanax KOH(EepeHUUn unu npoekTbl MoOHorpaduin, 4YToObl BbIABNATL U
perncTpupoBaTb COODLLUEHNST O HexenaTenbHbIX peakuusiX, CBSI3aHHbIX C JIeKapCTBEHHbIMWU npenapaTamu,
npeacTaBnsowmne cobor CrnoHTaHHbIE COOBLLEHNST UM COOBLLEHMS!, BbISIBNIEHHbIE B X04€ HEWHTEPBEHLMOHHbIX
NMOCTPErnCTPaLUMOHHbIX UCCNEeSOBaHMWMN.

Ecnm B nybnukaumm ynoMMHaeTCs HECKONbKO JIEKAapCTBEHHbIX MpenapaTtoB, TO COOTBETCTBYHOLLEMY
JepXXaTento perncTpaumMoHHOro yAOCTOBEPEHUST CriegyeT paccmaTpuBaTh JIEKApCTBEHHbIE Mpenaparbl, KOTopble
onpegenalTca aBTopamMu Nyonvkauun Kak MMerLWmne no MEHbLUeNn Mepe BO3MOXHYK MPUYUHHO-CNEACTBEHHYHO
B3aMMOCBSA3b C BbISIBIEHHbIMM MOA03PEBAEMbIMU HEXENATeNbHbIMU peakumsiMn. OTO OTHOCUTCHA Takke U K



coobLeHnsM, onybnmnKoBaHHbIM B Hay4YHO-MEAMLMHCKON nutepaType B rocydapcTBax, B KOTOPbIX AepKaTerib
PerncTpaumMoHHOro YyAOCTOBEPEHUSI WMEET YAOCTOBEPEHME O peructpaumu, HO HUKOrda He OcCyLecTBnssn
KOMMep4eckoe BHeJpeHWe nekapCcTBEHHOro npenapara.

Coo0LleHns, OUEHEHHble Kak BanugHble, nognexart MnpeacTaBfeHU0 B  YMNOMHOMOYEHHbIE OpraHbl
rocygapCTB-4YIEHOB COrMacHo TpeboBaHWsIM 3akoHOAATENbCTBa rocyapCTB-4NeHOB. Havyano otcyeta BpeMmeHw,
YCTaHOBMEHHOrO Ansi NPeACTaBeHns COOBLLIEHUS O HeXenaTenbHOW peakLummn, onpegenserTca ¢ MOMeHTa, Korga B
pacnopspkeHumn gepxaTensa perMcTpaumMoHHOro yaqocToBEepeHUs okasanacbk UHopMauns o cryvyae HexenaTenbHon
peakuuu, oTBevawwas TpeboBaHUSAM K MUHUMAanNbHOW MHAOPMauMu Ofis CPOYHOro penopTupoBaHusa. Cneayet
0PopMNATbL OAMH Criydal HeXenaTenbHOW peakunn AMs Kaxaoro uaeHTUmumMpyemoro nauueHta, 0 KOTOpOM
coobLiaeTcsd, U B COOOLEHUN NPEACTaBnATb BaXHYK ANS OLEHKN MeAMUMHCKY uHdopmaumio. Ccebinku Ha
nybnukauuy cnegyet NpUBOANTbL Kak MCTOYHUK COOBLLIEHMS O HeXenaTenbHON peakumm.

7.1.1.1.3. CoobLieHuns 13 gpyrmx MCTOYHUKOB.

Ecnu gepxaTento perncTpaumoHHOro yaoCToBEPEHNs CTAHOBUTCS U3BECTHO O COOBLLEHNM O NO03PEBAEMOMN
HexenaTenbHOW peakuum U3 HEMEeAMUMUHCKOro NCTOYHMKA, Hanpumep, 13 HenpoMuibHbIX NeYaTHbIX N3A4aHUA Unu
OpYrvMX CpeacTs nHdopmaumm, emy cregyet obpabaTbiBaTh €ro Kak CnoHTaHHoe coobuieHune. CnegyeTt NpunoXnTb
MakKCMMyM YCWMMK, 4YTOObl nNpopaboTaTb cnydanW Ans MOSlydeHus MUHWMarnbHOW Heobxoaumon uHdopmaumu,
KoTopas npefcTasnsieT cobow BanuaHoe cooblleHne O HexenaTtenbHon peakuuun. K gaHHomy Tuny cooOLieHui
npuMeHsTca TpeboBaHWs B OTHOLLEHWM BpPEMEHW MNpeacTaBreHUs COOOLLEHWA, KaKk MU Ansi BCEX CMOHTaHHbIX
COOOLLIEHUA.

7.1.1.1.4. WHdopmaums o] noao3peBaeMbIx HexenaTenbHbIX peakumsix n3
NHOPMALIMOHHO-TENEKOMMYHUKaLNOHHON ceTu "UHTepHeT" nnun undpoBbIX cpeacTs MHopmaumm.

Oepxatensm permcTpaumoHHbIX yOOCTOBEPEHUN cnegyet perynspHo npocmaTpuBaTb B
NHOPMALIMOHHO-TENEKOMMYHUKaLMOHHON ceTn "UHTepHeT" unmn umdpoBbix cpeactesax MHgopmauun Beb-canThbl,
BebOCTpaHuubl, 6Grorn, BMOeobnoru, couuanbHble CEeTW, WHTEPHET-POPYyMbl, BMAeOoYaTbl, NopTanbl NoO Teme
3[4paBOOXPAHEHUs, HaxoaswWmecs nog vx yrnpasneHueM WM OTBETCTBEHHOCTbIO, Ha HamnuuvMe noTeHuManbHbIX
COODBLLIEHUI O MOAO3PEBAEMbIX HEXENAaTENbHbIX peakuusix. B gaHHOM KoHTeKkcTe LndpoBble cpeacTea MHdopmaLmm
CUMTalOTCA CMNOHCUPYEMbIMW KOMMaHWER, ecnv JepxaTtenb perncTpauuoHHOro YyAoCTOBEpeHus Bnageer,
onnaynBaeT UM KOHTPONMpPYeT Ux (Npu 3TOM NoXepTBOBaHME ((PUHAHCOBOE MMM MHOE) B aApec opraHv3aunm unm
canTa npousBoauTeNneM fnekapCcTBEHHbIX MpenapaTtoB UMW AepxaTeneM perucTpauumoHHOro y4OCTOBEPEHUs He
ABNAETCA BNageHneMm, npu YCrnoBuM, 4YTO MNPOU3BOOUTENb NEKapCTBEHHbIX MNpenapaToB WNU AepxaTesnb
pervcTpaumMoHHbIX YOOCTOBEPEHUN HE KOHTPONMMPYET OKOHYaTenbHOe cofdepxaHue cawrta). CnegyeT obecneyuntb
Takylo NepuvoOAUYHOCTb MPOCMOTPA YKa3aHHbIX WMCTOYHMKOB, 4YTOObl BbINOMHANOCL TpeboBaHMe B OTHOLUEHUM
BpEeMeHW NpeacTaBneHns NoTeHunanbHbIX BanvMaHbIX COOBLLEHNIN O HexXenaTenbHbIX peakunsix B YNONHOMOYEHHbIE
OopraHbl rocyaapCcTB-4NEeHOB, Ha4YMHasg € Aathl, korga nHpopmauus beina pasmelueHa.

OepxatensM perncTpaunoHHbIX YAOCTOBEPEHWU PEeKOMEeHOyeTCH BbIMONIHEHWE aKTMBHOMO MOHMTOPWHra
cneumanbHbIX MUHTEPHET-CauToB N LMGPOBbLIX CPEACTB MHAOPMALMK, B TOM YUCTIE CaUTOB NOAAEPKKM NaLMeHTOB
unu rpynn ¢ onpegeneHHbiMn 3aboneBaHnaMK, 4TOObl MPOBEPHATb, OMWUCHIBAKOT MW OHWM BaXKHble BOMPOCHI
Ge3onacHoCcTW, KOTopble MOryT MoTpeboBaTb COCTaBMEHMS COOOLEHMS B COOTBETCTBMM C TpeboBaHUAMMW.
lMeprMoanMYHOCTb MOHUTOPUHIA 3TUX CAaNTOB UNKU LG POBLIX CPEACTB UHopMaLMK [OMKHa oNpeaensiTbCs pUCKamu,
CBSAA3aHHLIMW C MOHUTOPUPYEMbIM fIeKapCTBEHHbLIM MpenapaTomMm.

Cnyyan nogo3peBaeMblx HexenaTenbHbIX peakLmi, onMcaHHble B MUHHPOPMaLMOHHO-TENEKOMMYHUKALMOHHON
cetu "NHTepHeT" nnu undpoBbIX cpeacTBax MHGopmMaumm, nonyveHHsle 6e3 3anpoca, cnegyet obpabaTtbiBaTh kak
CMOHTaHHble COOBLLEHNS C NPUMEHEHNEM K HUM TpebOoBaHMN B OTHOLLUEHUN BPEMEHU PENopPTUPOBaHUSA, Kak Ans
WHBIX CMOHTaHHbIX COOBLLEHNN.

B oTHOweHnn cnyvaeB HexenaTenbHbIX peakuuin, OnMcaHHbIX B UHGHOPMALMOHHO-TENEKOMMYHMNKALMOHHOM
cetn "VHTepHeT" unm umndpoBbIX cpeacTBax WHOPMauuMM, UAEeHTUMUUMPYEMOCTb COCTaBMTENS COObLIEeHMS
OTHOCUTCA K MpOBEpKe CyLeCTBOBaHWUSA pearnbHOro nuua, TO €CTb BO3MOXHOCTM NPOBEPUTb MPaBUITbHOCTb
KOHTaKTHbIX OaHHbIX COCTaBuTens otyeTta (Hanpumep, Obin NpeacTaBneH AeWCTBUTENbHbLIN agpec dNeKTPOHHON
nouTbl). KOHTaKkTHble AdaHHble criedyeT MCMOoNb3oBaTh TOMbKO AN uenen apmakoHaasopa. Ecnu otcyTtcTByeT
CTpaHa NepBOUCTOYHMKA, TO B KQYeCTBe CTpaHbl MEPBOUCTOYHMKA CneayeT UCnonb3oBaTh CTpaHy, rae MHdopmauus
Oblna nony4veHa, B 3aBUCUMOCTU OT TOrO, A€ BbINOSHAETCA MOHUTOPWHT.

Ecnu pepxaTento perncTpaunoHHOro ya4oCTOBEPEHNS CTAHOBUTCS U3BECTHO O COOBLLEHNM O MO403pEBAEMOM
HexxenaTenbHOW peakuun, onMcaHHOW B LUMPOBLIX cpeacTBax MHAOpMaLMn, CIOHCOPOM KOTOPbLIX KOMMAHWUS He
ABMNsieTCs, criegyeT oLeHUTb coobLleHne, YTOObI onpeaennuTb, NoanagaeT N OHO nog TpeboBaHMs O BbINOMHEHUN
CPOYHOrO pPenopTUPOBaHMS.

7.1.1.2. CoobLLeHns 0 HexenaTenbHbIX peakunsix, MOMy4YeHHbIe Mo 3anpocy.

Coo6LeHnsa 0 Nogo3peBaeMbiX HexenaTenbHbIX peakuusix, NofyYyeHHble Mo 3anpocy, - 3TO COoOobLeHus,
nony4YeHHble OT CUCTEM OpraHn3oBaHHOro cbopa AaHHbIX, KOTOPbIE BKITHOYAKOT B ce6S KNMHMYECKME NCCNeaoBaHns,
HEeVHTEPBEHLMOHHbIE  UCCMEeOOBaHUs,  PEerucTpbl, MNEepCOHaNU3NpPOBaHHbIE  NpOrpaMMbl  UCMOMb30BaHWSA
He3aperMcTpUpoBaHHbIX NeKapCTBEHHbIX NpenapaToB, Apyrne NporpaMmmbl UCMOMb30BaHWS HE3apPEerMCTPMPOBaHHbIX



nekapCcTBEHHbIX NPenapaTtoB B CBA3WN C UCKITIOYUTENBHBIMU OBCTOATENBCTBAMN N3 COOBpaXKeHWin cocTpagaHusa u
MOHUTOPWMHra 3abonesBaHWin, OMNPOCbI MNAUMEHTOB WNU  MEAULMHCKMX paboTHMKOB unn cbop AaHHbiX 06
3(PPEKTUBHOCTN UNN MPUBEPKEHHOCTM NaumeHToB. CooOLeHns O HexenaTerbHbIX peakuusix, NoflyvyeHHble OT
Kakon-nnbo 13 aTux cuctem cbopa JaHHbIX, HE criedyeT CYMTaTb CMIOHTaHHBbIMU COOBLLIEHUSMN.

B pamkax npouenypbl penopTupoBaHns COOBLLEHMS O HeXenaTenbHbIX peakuusx, NofyyYyeHHbIe No 3anpocy,
cnegyeT KnaccuduumpoBaTb Kak COOOLLEHMS, MOSlydeHHble B XOAEe WCCNedOBaHUW, W BbIMOSHATL OLEHKY
NMPUYMHHO-CNEACTBEHHOW CBA3N C LIEMbI0 X COOTBETCTBUS YCMOBUSIM CPOYHOIO PENOPTUPOBAHKS.

7.1.2. Banupauus coobLueHuii.

7.1.2.1. Cpo4HOMYy penopTMpOBaHWIO MOAMEXaT TONbKO WHAMBMAYaNbHblIE COOOLUEHUS O HexenaTenbHbIX
peakumsix, KOTopble UMEIOT NOMNOXUTENbHbIE pe3ynbTaThl Banuaaumun. C Lernbio BbINonHeHNs aToro TpebosaHus Bce
COOBLLEHNS O HexenaTernbHbIX NEeKapCTBEHHbIX peakuusx A0 WX NpeacTaBfeHns B YNONIHOMOYEHHbIE OpraHbl
rocyaapcTB-4NeHOB AOMKHbI OblTb NOABEPrHYThHl Banvaaunm Ha Hannume MnHMuMansHon Tpebyemon nHgopmarmm.
MwuHumansHasa Tpebyemasn nHdopmaLums BkoyaeT B cebs:

naeHTuurumpyembli penopTtep (MEPBOUCTOYHUK), KOTOPbIN MOXET ObiTb MOEHTUMULMPOBAH NO UMEHU UNK
WHMUManam, agpecy unu keBanuduvkauumm (Hanpvmep, Bpad, nNpoBu3op, apMaueBT, OPYrod MeLVLUHCKUN
cneumanucT, nauueHt, noTpebutenb wWnM dpyroe nuuo, He sBnAlLleecs crneuuanuctom B cdepe
3gpaBooxpaHeHust). PenopTep cuuTaetca UOEHTUMUUMPYEMbIM B CIlydae HanuuuMs KOHTAKTHbIX AaHHbIX,
obecneynBatoLLMX BO3MOXHOCTb MOATBEPANTL COOBLLLEHME UNK BLINOMHUTE Nocneayollee HabnwogeHue, ecnm 31o
Heobxogumo. CriegyeT, YTOObI ObINN MAEHTUDULMPYEMBIMU BCE CTOPOHbI, KOTOPbIE NPEACTaBNAT NMHPOPMALIMIO O
crnyyae HexenaTenbHOW peakuuun, B TOM Yucie OOMOSNHUTENbHY MHgopMauuio no 3anpocy. Ecnn penoptep He
XenaeT NpeAacTaBnsaATb KOHTAKTHbIE AaHHbIE, CredyeT cuMTaTbh COobLeHne 0 HexenaTenbHON peakuun BanMaHbIv
npu yCrnoBuUW, YTO OpraHvM3auusi, NPOMH(OPMMPOBaHHAas O criyyae, cnocobHa noATBepAMTb €ro HanpsiMylo C
penopTepom;

naeHTUUUMPYEMbIA MaUUEHT, KOTOPbIA MOXET ObiTb MOEHTUMUUMPOBaH NyTEM yKa3aHWs ero UHWLManos,
NMOeHTUMMKaALNMOHHOrO HOMepa, AaTbl POXAEHMs, BO3pacTa uUnM BO3pacTHOW rpynnbl U nona. MHgopmauns ob
naeHTumrKaumMm naumeHTa 4omkHa ObiTb MakcumarnbsHO MOSTHOW;

Mo MeHbLUEN Mepe OAWH NOA03PEBAEMbIN NIEKAPCTBEHHbIV Npenapar;

Nno MeHbLUEN Mepe ofHa Mnofo3peBaemasl HexenaTenbHasi peakuusi. Ecnv nepBOMCTOYHMKOM caenaHo
yTBEPXAEHNE B MpsiMOA (QOPME O TOM, YTO WCKIKYaeTCA HanuumMe MPUYMHHO-CNEACTBEHHOW CBS3M Mexay
HasHayeHWeM NeKapCTBEHHOMO npenaparta WU HeXenaTenbHOW peakumen, n nonyyarens (YNorHOMOYEHHbIA opraH
rocygapcrBa-ufieHa wnu gepxartenb pPerncTpaumoHHOrO YAOCTOBEPEHMS) cornaceH C  3TuM, coobLlleHve
onpegenseTcs Kak HeBanuaHoe WHAMBMAYyanbHOE coobweHne O HexenaTtenbHOMW peakuuu, MNOCKOMbKY
MUHMManbHasa Tpebyemas uHdopmauma asnaetca HenonHon. CoobleHre Takke onpeaensdeTcs kak HesanugHoe
nHAMBMOyanoHoe CcooOLWeHne O HexenaTtenbHOW peakuun, ecrnm CcooblaeTcs, YTO nauuMeHT nepeHec
HexenaTenbHyl0 peakuulo W He MpeacTaBneHo ykasaHve Buga HexernaTenbHOW peakumm unu  onucaHue
nepeHeceHHON HexenaTenbHON peakumu.

7.1.22. Tlpn cbope coobuweHnn O nNOAO3pPEeBaeMbIX  HexenaTenbHbIX  peakuusax  4epes
WH(POPMAaLIMOHHO-TENEKOMMYHUKALUMOHHYO ceTb "MHTepHeT" unu umdposble cpeactBa MHdOpMauum TepMuH
"noeHTnUUMpyemMbli"  OTHOCUTCA K BO3MOXHOCTM MPOBEPKU CYLLUECTBOBAHWS penoptepa (coctaButens
co0bLLEeHNS) N NaumeHTa.

7.1.2.3. OTcyTCTBUE KAKOro-nNMbo 13 3TMX 4 3NEMEHTOB MUHUMAIbHON MHAOPMaLMK O3HAYaEeT, YTO Cryyan
CYATAETCHA HEMOSHbIM M He MNOANEXWUT MPoLedype CPOYHOro MpeacTaBfeHus CooOLEeHMs O HexenaTenbHOMW
peakunn. YNOMHOMOYEHHbIE OpraHbl roCyAapCTB-4YNeHOB 1 AepXaTeny perncTpaumoHHbIX y4OCTOBEPEHWIN SOIKHbI
nNposiBNATL 0COOyIo TWwaTenbHOCTb B paboTe no cbopy HeAoCTalOWMX INEMEHTOB AaHHbLIX B cOOOLEHMAX. Tem He
MeHee COODLLUEeHUs O HexenaTenbHbIX peakunsx, MUHUMarnbHas MHGOpPMauus O KOTOPbIX SBNSAETCS HENOMHOMW,
crnegyeT peructpupoBatb B paMkax CuCTeMbl dhapMakoHag3opa C LUeNnbld MX WCMONb30BaHMA B TeKyluen
AeaTenbHOCTM No oueHKke 6e3onacHOCTw.

7.1.24. Ecnu ogHoOW CTOpOHe (YNOMHOMOYEHHOMY OpraHy rocydapcTBa-dneHa wnu aepxarternto
pervcTpaumMoHHOro yooCTOBEPEHMS) CTAHOBUTCS W3BECTHO, YTO penopTep Mor coobuwmTb O Mogo3peBaeMoMn
HexxenaTenbHOW peakumm Takke U Opyron 3anHTepecoBaHHON CTOPOHE, Takoe coobLleHe TeM He MeHee cneagyeT
cuuTaTh BanuaHbIM coobLLEHNEM O HexenaTternbHoOW peakumn. CooblieHne O HexenaTenbHOW peakunu OOIMKHO
BKIIOYATb BCHO BaXKHY0 MHApOpMauuto, Heobxoammyto anst o6HapyxeHusa aybnmpytowero coobLeHus.

7.1.2.5. Ecnn wuMmeeTcsa Hecornacue Mexagy wccriegoBaTenemM U gepxaTtenem  perncrpauyoHHOro
yOOCTOBEPEHUS] UMM CMOHCOPOM MCCIEeAOBaHMS B OLIEHKE MPUYUHHO-CNEACTBEHHOW CBSI3W MeXAy Ha3HayYeHueMm
NMO4O3peBaemMoro JlekapCTBEHHOro mnpenapata M pasBUTMEM HeXernaTenbHOW peakuun npu  nNpoBedeHum
NMOCTPErNCTPaLMNOHHBIX HEUMHTEPBEHLMOHHbBIX MCCNEeAOBaHWN, He criegyeT NepeBoauTb Cryvyal HexenaTerbHOM
peakuum B 6onee HM3Ky0 MO CTeneHyn JOCTOBEPHOCTM B3aMMOCBSA3W KaTeropumio. B coobieHnn o HexxenatensHon
peakuuu crnegyeTt nNpeacTaBuUTb MHEHWS UCCMedoBaTens W AepXaTtens perncTpauvoHHOro YAOCTOBEPEHUS UMK
CMOHCcOpa uccrnegoBaHus.

7.1.3. Nocnepaytouwas paboTta ¢ COOOLEHNAMN O HEXeNaTeNbHbIX PeaKLmsX.



7.1.3.1. Ecnu npu nepBoHa4anbHOM NOyYeHUN COOOLLEHNST O MOAO03PEBAEMbIX HeXenaTenbHbIX peakumnsax
WHpopMaUns B HUX HenomnHas, crnegyeT NpoBOAMTb Mnocriefylollyo paboTy ¢ Takumu CooBLeHUsiMKU, 4TOObI
NonyyYnTb LOMOMHMTENBHYIO NOAPOOHYH WHOPMaLMIO, ABMSIOLLYIOCA BaXKHOW ANs HAy4YHOM OLEHKU CriyYyaeB
pasBUTUA HeXenaTenbHbIX peakuni.

7.1.3.2. lNpMeHsieMble MeToabl BOCCTAHOBIEHMST MH(pOpMaumy crieayeT HauenuMTb Ha onTumMu3aumio cbopa
HegocTawwen unHoopmMaumm. 1o BO3IMOXHOCTM crnegyeT nonyyvyaTb MUCbMEHHOE MNOATBEPXAEHWEe CBedeHUN,
npeacTaBneHHbIX B yCTHOW dhopMe. DTy CTaHOapTHYH AeATENbHOCTb MO hapMakoHag30py cneayeT OCyLecTBAATb
C NPMMEHEHVEM Mep, NMOOLLPSIOLLMX NEPBOUCTOYHMK (penopTepa) NpeacTaBnsaTe HOBYIO MHCpOpMaLUio, BaXHYHO A5is
Hay4HOM OLEHKMN penopTrupyemMoro Bonpoca 6e3onacHocTu.

7.1.3.3. Ecnu uHcopmaums nonyyeHa HENOCPEACTBEHHO OT NauMeHTa unu notpebuTtens, npegnonaratoLero
Hanuume HexenartenbHON peakunn, u SBNSeTCA HENONHOW, cneayeT NPeanpUHATL NOMNbITKA NONyYEHUst cornacus Ha
npeacTaBneHve LONONHUTENBHOM MHAQOpMaUMM Yy COOTBETCTBYIOLLEro MeauuuHckoro paboTtHuka. Ecnum
MeOMLMHCKUI paboTHUK noaTBepavn (MOMHOCTbIO MMM YaCTUYHO) Criyyan HexenaTernbHOW peakuuu, UCXOOHOe
coobLuleHne no KOTOpPOMY npeacTaBrneHo notpebutenem unuM naumeHToM, crnegyeT TOYHO OTpas3uTb OaHHYH
NHGOPMaLMIO B MHOVBMAYaNbHOM COOBLLEHMN O HEXeNnaTenbHON peakunn.

7.1.3.4. B oTHOWweHMM nodo3peBaeMbIX HexenaTernbHbIX peakuuin, CBA3aHHbIX C feKapCTBEHHbIMU
npenapatamm OUOMNOrMYECKOrO  MPOUCXOXAEHWUs, OCOOY0 BaXHOCTb MMeeT TovHad uaeHTudurkaums
COOTBETCTBYIOLLEro NeKapcTBEHHOro npenaparta B OTHOLIEHUW ero U3rotoeneHus. NMostomy cnegyet npuHUMaTh
BCe Haanexalime Mepbl 515 TOYHOro ykasaHus TOProBoro HaMMeHOBaHWUS NekapcTBEHHOro npenapaTa nu Homepa
napTum nekapcTBEHHOro npenaparTa.

7.1.4. YnpaBneHne gaHHbIMMU.

7.1.4.1. ODNEeKTPOHHbIE AaHHblEe U COODLWEHNA Ha ByMaXHbIX HOCUTENAX O MOAO3PEBAEMbIX HEXENaTenbHbIX
peakuuMax cnenyeTt XpaHuTb M 06pallaTbCst C HUMKU Taknum xxe 06pasoM, Kak U ¢ pyruMyM MegULUHCKUMUN 3anncamm
(BKkntoyas BbinonHeHne TpeboBaHM No obecnevyeHnio KOHMPMAEHUNANbHOCTM B OTHOLLEHUN MOEHTUMDNLNPYEMOCTH
nauMeHTOB W penopTepoB), B COOTBETCTBUM C TpeboBaHMAMM 3aKOHOAATENbCTBA rOCyAapCTBa-yneHa o
HENpPMKOCHOBEHHOCTM [AaHHbIX. Crnefyetr XpaHWTb B TalHe uaeHTudMUMpyeMble MNepcoHalbHble CBEAEHUS O
COCTaBMALLMX OTHETHI CneynanMcTax CMCTeMbI 34paBoOOXpaHeHmMs (penopTepax).

7.1.4.2. Ytobbl 06ecneunTb COXpaHHOCTb M KOHMAEHUMANbHOCTb AaHHbIX No dapMakoHaa3opy, cregyeT
obecneyntb CTPOrMin KOHTPOMb AOCTYNa K AOKyMeHTaM 1M 6a3aM AaHHbIX M NpefoCcTaBuTb NPaBo AOCTyna TONbKO
yMONTHOMOYEHHOMY nepcoHany. [laHHoe TpeboBaHue no obecneyeHnto 6e30nacHOCTM AaHHbIX pacnpocTpaHsaeTcs
Ha Bce aTanbl MPOXOXAEHWs n obpalleHnss AaHHbIX. B cBsis3n ¢ 3aTmm crnegyeT peanu3oBaTb Mpoueaypbl
obecneyeHns 6e30NacHOCTM N COXPAHHOCTW AaHHbIX BO BPeMs nepegadv AaHHbIX.

7.1.4.3. Ecnn nepegava AaHHbIX MO hbapmakoHaA30py MPOUCXOAMT B Mpedenax opraHv3auuv unm Mexay
opraHusaumsimm, crnegyet NPUMEHATb Takon MexaHu3Mm, Npuv KOTOPOM UMeeTCs MOATBEepXAeHue Toro, 4Yto BCe
yBeAOMINEHNs1 nony4veHbl. B gaHHOM crniydae cnegyeTr obecneunTb Npouecc MOATBEPXAEHUS U (Mnun) CBEPKU
nHdpopmaumm. MHdopmaumen o cooblieHnn o criydyae pa3BUTUS HexenaTenbHOW peakumm MoryT obMeHuBaTbCs
TONbKO 3aMHTEPECOBAHHbIE N B aHOHUMHOM hopmarTe.

7.1.4.4. XpaHeHVe OaHHbIX B 9MEKTPOHHOM BuAe AOMKHO obecneyvmBaTth K HUM AOCTYM YNONTHOMOYEHHbIX ML
B peXMMe pearnbHOro BpeMeHMu.

7.1.4.5. Tlpouegypa wuCNonb3oBaHWs creuuanbHOM  TEepMUHONOMMM  Npu  BBOAE [OaHHbIX  AOMMKHA
MOHUTOPUPOBATbLCA W ObITb BanUMOUPOBAHHOW MyTEM BbINOJSIHEHMA ayauta no obecneyeHuto KayecTBa
cucTemaTmyeckm nubo nocpeacTBOM MpOBeAEHUst Nepuoanyeckor BbiIbopodHON oueHku. MepcoHan gomkeH ObiTb
NMPOVHCTPYKTMPOBaH O NpoLeaype BBOAA AaHHbIX C UCMOMb30BaHUEM TEPMUHOMOMK, KBanMdukaums nepcoHana
OOKHa nepuoguyveckm noateepxaaTbca. CooOlweHua o HexenaTenbHbIX —peakuusiX, MofyYeHHble OT
nepeBouCToYHMKa (penopTepa), criegyetr obpabaTbiBaTb HenpenB3aTo, 6e3 TpaHcdopmauum mHdopMaum wu
BMeELLATENbCTBA B €€ TEKCT, BO BpeEMSA BBOAA AAHHbLIX UIM Nepedayn 3MeKTPOHHbIX AaHHbIX criegyeTt m3beratb
nameHeHnn (gobasneHuns wunu yganexwus wuHdopmaumm). CoobleHns AOMKHbI BKMYAaTb OOCIOBHbIA TEKCT,
ncnonb3yemblin B MNEPBOMCTOMHWUKE, WMUW €ero TOYHbIA nepeBod. McxogHbIii [OOCHOBHBIA TEKCT criegyet
nepekoavpoBaTth C UCMNOSb30BaHWEM COOTBETCTBYIOLLEN TEPMUHONOMMN.

7.1.4.6. XpaHeHune faHHbIX B SMEKTPOHHOM BUAE AOMKHO obGecneynBaTh NpocnexmnsaemocTts ("ayanTopCcKui
cnen") Bcex BBEAEHHbIX UMM U3MEHEHHbIX AaHHbIX, B TOM Y1Cre AaTbl U UICTOYHMKOB NOJTyYEHHbIX AaHHbIX, a Takke
JaTtbl U1 MeCTa, B KOTOpOe 3TW aHHble nepefatoTcs.

7.1.4.7. CnepyeT perynspHO npoBOAMTb MNpoBepKy 6asbl faHHbIX Onst obHapyxeHus u obpaboTku
ayonupyoLwmx coobLLEHN O HeXenaTenbHbIX peakumsX.

7.1.5. YnpaBneHue Ka4eCcTBOM.

7.1.5.1. YNonHoOMOYeHHbIM OpraHamM rocygapCcTB-4YfieHOB 1 epXaTensm pernctpaumoHHbIX YO0CTOBEPEHUN
cnepyet pa3paboTaTb U BHEOPUTb CUCTEMY YNPaBEHUS KA4eCTBOM, YTOObI rapaHTMPOBaTbL COOTBETCTBUE CUCTEMBI
dapmMakoHaa3opa HeobXxoAMMbIM CTaHAapTaM KayecTBa Ha Kaxdow crtagum obpalweHuss ¢ coobLieHusaMu O
HeXenaTenbHbIX peakuusix (HanpuMmep, Ha Takux CTagusix, Kak cbop AaHHbIX, nepegada OaHHbIX, ynpaBneHue
OaHHbIMW, KOONPOBAHNE U apXUBMPOBAHNE AaHHbIX, Banvaauums criyydas, oLueHka crny4yasi, nonyydeHme nocnenyowen



nHdpopMaumMm n npeactaBneHve UHAMBUMAYanbHbIX COOBLLEHWA O HexenaTtenbHbIX peakuusx). CooTBeTcTBUE
COXPAaHEHHbIX AaHHbIX UCXOOHbIM COOBLLEHUSIM U COOBLLEHUAM, codepxalumMMm MHpopmauuio o nocreayloLlen
OLeHKe, criefyeT NpoBepsTh C MOMOLLbIO Mpoueayp KOHTPOMs KayecTBa, KOTopble AeNnatT BO3MOXHOW Banuaaumo
COXPaHEHHbIX AaHHbIX COMOCTaBMEHNEM C UCXOOHBIMU OAHHBIMU UM X N306pakeHusamun. B cBA3u ¢ aTum cnegyet
MMETb MOCTOSHHBIN OOCTYN K AaHHbIM MEPBOMCTOMHUKA (Hanpumep, K MMCbMaMm, COOOLLEHUSAM, MOfyYEeHHbIM
(nepegaHHbIM) MO 3MEKTPOHHOW MNoyTe, 3anucsiM TenedoHHBIX Pa3roBOpOB, KOTOpble codepaT nogpobHble
CBeeHMs O peakuun) unm n3obpaxeHnsam AaHHbIX MCTOYHMKA.

7.1.5.2. NMucbmeHHble COIN gomkHbI rapaHTUPOBaTb YeTKoe pacnpeaeneHme posen n 00s13aHHOCTEN, ICHOCTb
NMocTaBMneHHbIX 3agady Ang Bcex ydyacTBywux B paboTe ¢ uHpoOpmauven O HexenatenbHbIX peakumsx Ha
nekapcTBeHHble npenapaTbl CTOPOH. [JOrmKHO BbITb pa3paboTaHo M BHEAPEHO NOMIOXKEHUE O HaAnNexallem KOHTpone
n npu HeobxogmmocTn 06 M3MeHeHuM cucTembl. [JaHHoe TpeboBaHMe pacnpoCTpaHseTcs Ha AesATenbHOCTb,
OCYLLIECTBMNEHME KOTOPOWN NPON3BOAMUTCS MO KOHTPAKTY C TPETbMMU CTOPOHaMU, NnucbMeHHble COlT KoTopbIX cneayet
npoBepsTb, YTOOLI yaoctoBeputbes, 4To Takme COIll aBNsOTCA COOTBETCTBYHOLWMMA N OTBEYAKOT NPUMEHAEMbIM
TpeboBaHusM.

7.1.5.3. Cnegyet npoBoauTb Hagnexatlee obyyeHve nepcoHana, KoTopbli HENOCPEACTBEHHO OCYLLECTBRAET
OeAaTenbHOCTb Mo hapMakoHaaA30py, a Takke nepcoHana gpyrmx oT4enos, KOTOpble MOMyT 3aHMMAaTbCS MOJTyYeHNEM
unun obpaboTkon coobweHun no 6es3onacHocTM (Hanpumep, NoAapasdernieHvs Mo KNMHWYeckon paspaboTke,
npogaxam, MeOUUMHCKOW wHdOpMaumun, puanyeckon pabote, KoHTpono kavectBa) OOyyeHuMe [OIMKHO
NPOBOAMTBLCS MO COOTBETCTBYIOLMM pa3genam 3akoHogaTenbCTBa M PyKOBOACTB B cdhepe dpapmakoHagsopa, a
TaKke BKIo4YaThb cneynansHoe obyyeHne no BbINOMHEHUO 06paboTkn OTHETOB.

7.1.6. Ocobble cutyauuu.

7.1.6.1. Ncnonb3oBaHne nekapCTBEHHbLIX NpenapaToB BO BpeMsi 6epeMeHHOCTH U KOPMAEHUS rPyAbIO.

7.1.6.1.1. bepemeHHOCTb.

Cnepgyet obecneynTb nocnegyolliee OTCNEXMBaHWe Criyvyaes, Korga aMmopuoH unm nnog Mor noasepraTbes
BO30EWNCTBUIO NeKapCTBEHHbIX CpeacTB (MOCpPeacTBOM BO3AEWCTBUS Ha maTb nNMbO nepepayvv rnekapCTBEHHOro
cpencTBa Yepes crnepmy nocre Bo3gencTBms Ha oTtua), 4Tobbl cobpate MHpopmauuo 06 ncxoge 6epeMeHHOCTM 1
BO3MOXHOM BITMSIHMM NIEKapCTBEHHOIO Npenapara Ha pa3suTue pebeHka. Ecnn gencreytoulee Bewectso (Mnu 1 m3
ero MetTabonnToB) UMeET ANUTENbHbIV NEPUO NONyBbIBEAEHWS, 3TO criegyeT NpUMHUMaTh BO BHUMaHMWE Mpu OLEHKe
BO3MOXHOCTM BO3[ENCTBUS JEKApCTBEHHOrO Npenaparta Ha Mfod, B CryYyae ecnu NeKapCTBEHHbIN npenapat
npyMHUMancs go 3adaTusi.

Cnegyet obecneunTb HanmuuMe MakcMMarnbHO MNOAPOOHbIX CBeOEHWM B COOOLIEHUSX O BO3OEWCTBUM
nekapCTBEHHbIX MpenapaTtoB Ha OpraHM3M MaTepu U nnoga BO BpeMs 6EepeMEeHHOCTM C Lenblo BO3MOXHOCTU
NPOBEAEHUS OLEHKN NPUYNHHO-CIEeACTBEHHOW CBA3M. [Ns oueHKkn Takmx coobLieHuin moryT 6biTb paspaboTaHsl 1
NCMNonb30BaTbCs CTaHAAPTHbLIE BOMPOCHUKM.

OTgenbHble crnyyam C HexenatenbHblM WUCXOAOM, CBSi3blBAaeMble C BO3[4ENCTBMEM J€KapCTBEHHOro
npenapaTta BO Bpemsi 6epeMeHHOCTM, KnaccuduumpyloTcs Kak cepbesHble HexernaTerbHble peakuuun, KoTopble
noanexaT CPOYHOMY PernopTUPOBAHMIO B COOTBETCTBMU C TpeboBaHWAMM MexOyHapOAHbIX OOrOBOPOB M aKTOB,
cocTaBnsawoLwwmx npaso Coto3a, 1 3akoOHOAAaTENbCTBOM rOCYy4apCTB-4IIEHOB.

Takue cny4daun BKIIOYaAIOT:

COO06LLEHNSA O BPOXAEHHBIX aHOManusax Unn oTcTaBaHUMKU B pa3BuTuM y nnoga unv pebeHka;

CcoO06LLEHNSA O CMEePTH NIo4a 1 CaMonpon3BOSIbHOM abopTe;

COO06LLEHNSA 0 NOAO03PEBAEMbIX HEXENATENBHBIX PeaKUMaX Y HOBOPOXOEHHOTO, KOTOPbIE KnaccuguumpyroTcs
Kak cepbesHble.

He nognexat CpOYHOMY pEMOPTUPOBAHUIO TakWe WHble Cry4Yyan, Kak CcoobLeHus O npepbiBaHWM
B6epemeHHoCTM 6e3 ykasaHus MHopMaLum 0 HaNMYUM NN OTCYTCTBMU BPOXKAEHHOrO NOPOKa pa3BUTUS, COODLLEHMS
0 BO3JEeNCTBUM NEKApPCTBEHHOrO npenapara Ha TevyeHme 6epemMeHHOCTU 6e3 gaHHbIX 06 ucxoae unm coobLueHus, B
KOTOPbIX COAEPXUTCH MHGOPMAaUMS O HOPMaNbHOM WMCXO4E, MOCKOMbKY B HWX HE COOEPXUTCS OOHO3HAYHOro
yKa3aHuMa Ha Hanuuue nogo3peBaeMon HexenartenbHon peakumn. OgHako faHHble cooblieHus criegyeT
obpabaTbiBaTh Takke, Kak 1 Apyrme coobLLEHMS O HeXenaTemnbHbIX Peakuusix Ha NieKapCTBEHHbIN nNpenapar.

B onpegeneHHbIx cny4yasax Bce coobLUeHNss 0 BO3OENCTBUN NIEKapCTBEHHOMO Npenaparta Ha opraHMam maTepu
“ nnoJa Bo BpeMsi 6epeMeHHOCTM MOTyT noasiexarb CPOYHOMY penopTuMpoBaHuio. [laHHoe TpeboBaHue (ycnosue)
MOXeT ObiTb BkntoveHo B IMYP u, kak npaBuno, oOYyCMOBMEHO HanvyinMem MNpOTUBOMOKA3aHMS MO MPUMEHEHMUIO
nekapCTBEHHOro npenapaTta Bo BpemMs 6epeMeHHOCTU UMK ero BbIPaXXEHHOW TEPATOrEHHOCTLI0 U HEOOXOAMMOCTbIO
06s3aTenbHOro  TWaTenbHOro  Mocrneaylwero  MoHuWTopuHra 6esonacHocTM  (Hanpumep, B OTHOLUEHUM
nekapCTBEHHbIX CpeAcTB, NOA0OHbIX TanMaoMuay, U30TPETUHOUHY).

CnegyeT He3amMeanuTenbHO YBEAOMMSATb YMNOMHOMOYEHHbIE OpraHbl FOCYAapCTB-UNIEHOB O BbISBEHUN
CMrHamna o BO3MOXHOM TepaToreHHoMm adpdekTe (Hampumep, curHana o rpynne Cxo4HbIX aHOManbHbIX UCXOO0B
GepemeHHoCTH).

7.1.6.1.2. KopmneHue rpyablo.

Cnepgyet coobuaTtb 0 Nogo3peBaeMbIX HexXenaTenbHbIX peakumsx, KOTopble BO3HWUKAKOT y MNadeHUeB nocrne



BO30EWCTBUSA Ha X OpraHn3M feKkapCTBEHHOMO npenapata Npu ero NPOHWKHOBEHWW B FPYAHOE MOSIOKO.

7.1.6.2. cnonb3oBaHWe NekapCTBEHHOro nNpenapara B neauaTpun Uy NOXunbIX Noaen.

CnegyeT npeanpvHATE BCE BO3MOXHbBIE MeEpbl A1 YCTaHOBIMEHWUS] U yKa3aHus BO3pacTa WM BO3PacTHOM
rpynnbl NaumneHTa, ecnu o cny4ae HeXxenaTenbHOro AerNcTBKS coobLiaeT cneumanucT CUCTEMbl 30paBOOXPaHEHUS,
naumeHT mnuM noTpedbuTtenb, Ans TOro 4Tobbl MMETb BO3MOXHOCTb YCTAHOBUTb MOTEHUMArbHbIE CUrHanmbl Mo
6e3onacHocTy, cneunduydHble Ans onpeaenieHHoN BO3pacTHOW rpynibl HACENeHus.

Ecnu ncnonb3oBaHmne nekapCTBEHHOroO nNpenapaTa pacnpocTpaHeHo cpeau rpynn naumMeHToB, He BKITHOYEHHbIX
B opobpeHHyto OXIIM, BaxHO, 4YTOOblI YMONHOMOYEHHbIE OpraHbl [OCYAapCTB-YNIEHOB W AepXartenu
perncTpaumoHHbIX yOOCTOBEPEHUI OCYLLECTBSANN MOHUTOPUHT NoBbIX NocreayoLwwmx npobrnem no 6€3onacHoOCTM u
nNpYHMManu CoOTBETCTBYIOLLME Mepbl MO paboTe ¢ curHanamm 06 aTtux npobnemax. [epxatensamMm pernctpaunoHHbIX
YyOOCTOBEPEHUA M YNOMHOMOYEHHBIM OpraHaM rocyAapCTB-4YNIEHOB CreayeT NOoOoWpsTb CreumanucToB CUCTEMbI
3[paBOOXPaHEHNs COCTaBNATb U NPeACTaBNATb CO0bLeHns 060 BCcex NOA03pEBAEMbIX HEXenaTenbHbIX peakumsx,
Aaxe ecnu 9TU peakuMn MMEelT MEeCTO cpeam rpynn HaceneHus, He BKIIOYEHHbIX B 0406peHHyl obnacTb
NpUMeHeHWs nekapcTBeHHOro npenapata cornacHo ero OXJIM.

7.1.6.3. CoobLieHnsa o nepego3npoBke, 3noynoTpebneHmn n HenpaBUbHOM NMPUMEHEHUW NeKapCTBEHHOMO
npenapaTa, a Takke O MEOULMHCKMX OLmMbKax unu BO3LENCTBMU JIEKapCTBEHHOrO Mnpenaparta, CBA3aHHbIX C
npodeccnoHanbHON AeATENbHOCTLIO.

B cnyyae ecnv nepeno3upoBka, 3roynotpebnexHve, HenpaBubHOE NPUMEHEHNE, MeAMLUHCKas ownbka nnm
BO3JENCTBME NEeKapCTBEHHOro npenapara, CBsf3aHHble C Mpod)eCcCUOoHanbHOW OeATenbHOCTLI, He npuBenu K
pa3BUTUIO HEXeNaTeNbHOW peakunu, CBEAEHMS O HMX He noanexar npoueaype CPpOoYHOro penopTUpoBaHus. OTu
OaHHble cnegyeT BHOCUMTb B cooTtBeTcTBytowmi MNOOB w MYP (ecnu npumenumo). Ecnv gaHHble coobuieHns
cogepxar AaHHble No 6e30nacHOCTK, BRMSIOLWME HA COOTHOLLEHUE "nonb3a - pUck” nekapCcTBEHHOro npenapaTta, o
HUX crnegyeT yBeAOMMATb YMONHOMOYEHHblE OpraHbl roCygapCTB-4YNIEHOB B COOTBETCTBMM C TpeboBaHuAMU
3aKkoHogaTenbCTBa rocygapcrBa-yneHa.

7.1.6.4. OTcyTCTBME TEpPaANEBTUYECKON IPPEKTUBHOCTM.

CoobueHnsa o6 oTcyTcTBMM TepaneBTudeckon 3h(PEeKTUBHOCTM criedyeT pPermcTtpupoBaTb WM BbINOMHATb
nocneayowyto paboTy No NonyYeHuto NOofnHON MHdopmMauuun. [aHHble coobLieHUs, Kak MpaBuro, He noanexar
CpOYHOMY penopTupoBaHuio 1 yudutbiBaloTcd B [MOOB. B onpegeneHHbix crnydasix MOXeT noTpeboBaTtbcs
npeacTaBrieHne coodLeHnn 06 oTCYTCTBUM TepaneBTU4eckon 3ddEKTUBHOCTU B TeueHne 15-gHeBHOro cpoka. K
Takum crny4asiM OTHOCATCS OTCYTCTBME TepaneBTU4eCcKon 3(pEeKTUBHOCTU MPU MPUMEHEHUU MNOA03peBaeMoro
nekapCTBEHHOro npenapara ans neyeHuns 3aboneBaHui, NpeAcTaBnSIOWMX YIPO3Y XU3HM (BKITOYasa yrpoxatome
XU3HW  WH(EKUMOHHble  3aboneBaHusl,  BbI3BaHHble  YyBCTBUTEMbHBIMW  MUKpPOOpraHuaMamum  nmbo
CONpoBOXAalLWnecss MNOSIBMEHMEM HOBOIO YCTOMYMBOrO LUTaMMa MMUKPOOPraHuama, paHee cyMTaBLuerocs
BOCMPMMMYMBBLIM), @ TaKKe B Cryvyae ecriv nogo3peBaemMbIiMU NNEKapCTBEHHbIMU NpenapataMu ABNSTCH BaKLUMHbI U
KOHTpauenTuBbI.

Ons BakuuH cnegyeT coobwatb O cryyasx OTCYTCTBUS 3PPEKTUBHOCTM, B HYACTHOCTU, YTOObI BbliAENUTb
NOTEHUManbHbIE CUrHamnbl O CHWXEHHONW WUMMYHOre€HHOCTM B MOArpynne BakuWH, CHWKEHHOM WMMYHUTETE Win
3amelleHun WTamMa. Takme curHanel MoryT notpeboBaTb OnepaTMBHBLIX AEWCTBUA U AanbHENLLIEro U3yyYeHus B
NOCTPErnCTPaLNOHHbIX UCCeaoBaHNAX 6€30MacHOCTH.

7.1.7. CpoyHoe npeAcTaBneHve WHAOMBMAYalnbHbIX COODOLIEHUM O HeXenaTenbHbIX peakumsax W WHOW
nHdopmaLmm no 6e3onacHoOCTV fiekapCTBEHHOMO Npenapara.

MpencTaBneHnto B YNOMMHOMOYEHHbIE OpraHbl FOCYAapCTB-YSIEHOB MOAMEXaT TOMbKO CoobLeHnss o
HexenaTtenbHbIX peakuusx, npowegwme Banupauunio. OTCYET BPEMEHU BbIMOMHEHUS Mpoueaypbl CPOYHOro
penopTMpoBaHns COObLLEHU HayuMHaeTcsa C TOro MOMEHTa, Korga MHdopmauus, cogepXawas MUHUMarbHble
KpuTepuu Ans npencraBneHns cooblleHus, ctana AOCTynHa AepXaTentio perncTpauumoHHOro YAOCTOBEPEHMWS
(BKIHOYass MeAMUMHCKMX NpeacTaBuTenen M noapsayvvkoB). ATa gaTa cuMTaeTcsa JaTon Hadamna otcyeta ("OeHb
HomMb").

Ecnu gepxaTtenb permctpaumoHHOro yAOCTOBEPEHUS OTAaeT YacTb AeATeNbHOCTU No hapMakoHag3opy Ha
ayTCOPCUHT, HeobxoanMo obecneynTb Hanuume NpPUHATBIX B POPME MUCBMEHHOTO AOKYMEHTAa TOYHbLIX Mpoueayp
WNW 3aKIMYEHHBIX COornalleHnin o pasaeneHun obsi3aHHoOCTeN B obnacTu doapmakoHaa3opa Mexay ayTCOPCUHIOBOM
opraHusauuen (NMMuUoM) 1 gepxatenemM permcTpauvoHHOro y4OCTOBEPEHMS O71S BbINOMHEHUss 006A3aTenbCTB No
NnpeacTaBneHnio CoobLLEHUA O HexenaTemnbHbIX peakumsax B NofHoM obbeme. [aHHble npouenypbl OOIMKHbI
onpeaensaTb, B YaCTHOCTU, Npouecchl obMeHa nHdopmaumen no 6e3onacHoCcT NekapCTBEHHOMO npenapaTta, B TOM
yucne BPEMEHHbIE WHTepBanbl NpeacTaBrieHnss MHopMauun u 06s3aHHOCTb NpeacTaBnATb COOOLEeHMS O
HexernaTenbHbIX peakuMsix B yNOmHOMOYEHHble opraHbl rocygapcTte-uneHoB. Crnegyet usberate gyonvpoBaHusi
nepegayn coobLeHni B ynonmHOMOY€EHHbIE OpraHbl roCy4apCTB-4/1EHOB.

B oTHOweHuM wuHOMBMOYyanbHbIX COOOLLEHMIA O  HeXenaTemnbHbIX  peakuusiX, OMUCaHHbIX B
Hay4yHO-MeOULMHCKON nuTepaType, oTcyeT BpemeHun ("OeHb HOMb") HaumHaeTcs C gaTbl YBEOOMIIEHUSA O
nybnukauun, copgepxawen MvHumanbHyl uHdopmaumio. Ecnu ¢ ayTCOpPCMHIOBBIM MMLOM WM OpraHu3aumen
YCTaHOBMEHbI [OrOBOPHbIE OTHOLUEHUS Ha BbINMOMIHEHWE MOWCKA MO NUTEepPaTypHbIM UCTOYHMKAM u  (Mnn)



COCTaBMeHNe COOBLLUEHUN O HexenaTernbHbIX peakumsx, Heobxoammo, 4Tobbl 6binv odopMeHbl MUCbMEHHbIE
noapobHble cornaweHns o pacnpegeneHun 06s3aHHOCTEN, MNO3BONSALWME rapaHTUpPOBaTb, YTO AepxaTernb
perucTpaumMoHHOro yAOCTOBEPEHNSI CMOXET BbINOMHWUTL TPebOoBaHWS 3akoHogaTenbCTBa rocygapcTBa-yfieHa no
penopTMPOBaHNIO.

Ecnun nonyyeHa pononmHuTenbHas BaxHas WHdOpMauus O paHee npeacTaBleHHOM coobweHnn o
HexxernaTenbHOW peakuMun, OTCHET BpEMEHW Afsi COCTaBMNeHMs Nocneayowero cooblleHns B OTHOLWEHMN OAaHHON
peakumny Ha4YMHaEeTCs 3aHOBO (TO eCTb CPOK MOAAa4M NocneayoLwero CoobLEHUS OTCUNTBLIBAETCS C AaThl MOMYYeHWs
Ba)XHOW nocneayowen nHdopmaumm). MNMpu cocTaBneHnM coobLLEHMST BaXXHOW OOMOMHUTENbHOW MHopMaumen
cyMTaeTCcd HoBas MeaMUMHCKas WNu agMuHUCTpaTMBHas wHGOpMauus O NoJo3peBaeMOn HexenaTernbHOW
peakumu, KOTopas MOXeT oka3aTb BfUAHME Ha OUEHKY WX ynpasrieHWe CriydaeM Unv MOXeT MU3MEHWUTb €ero
Knaccudukaumio no cteneHu Tskectn. HecyllectBeHHas gononHuTensHas nHopMaLmsa BkNo4aeT OOHOBMEHHbIE
KOMMEHTapuM OTHOCUTENbHO BbINOMIHEHHOW OLIEHKM CRydYaeB WNM ucrnpaBneHus Tunorpadmnyecknx ownbok B
npeablgyliem cooblieHnm o cny4ae.

7.1.7.1. TpeboBaHMsa N0 CPOYHOMY NMPEACTaBMEHUIO COOBLLEHUI O HEXeNnaTeNbHbIX peakuusx.

HepxaTtenu perncTpaumoHHbIX yOOCTOBEpPeHWn B TedeHue 15 kameHgapHbIX OHEW C Aatbl MOMyyYeHus
aepxxaTeneMm perncrpauuoHHOro YAOCTOBEPEHUS UMM €ro YMOSIHOMOYEHHbIM MpeacTaBuTeNneM MUHUMAarbHON
Tpebyemon nHdopmaLmm B COOTBETCTBUMN C MYHKTOM 7.1.7 HacTosAwmx MpaBun npeactaBnsaoT B YNOMHOMOYEHHbIN
OopraH rocygapcrBa-uneHa:

CcoobLLEHNE O Cepbe3HOW HeXenaTenbHOW peakunM Ha JeKapCTBEHHbIA nNpenapar, BbIIBIEHHON Ha
TEPpPUTOPUM rOCY4apCTBaA-YIIEHE;

coobLleHne O Cepbe3HOV HenpeaBUWAEHHOW HeXenaTenbHOW peakuuMm Ha fekapCTBeHHbIW npenapar,
BbISIBIIEHHON Ha TEPPUTOPUAX UHBIX FOCYAapCTB.

YCTaHOBMNEHHbIN CPOK PENOPTUPOBAHMS PacnpoCTpaHAETCs Ha NePBUYHYIO 1 AOMOMHUTENBHYIO MHAOPMaLMIO
0 HexxenaTenbHOW peakuMm Ha NeKkapCTBEHHbIV npenapar.

B cnyyae nepeBoga HexenaTenbHOW peakuuyn W3 KaTeropum Cepbe3HOW HexenaTenbHOW peakuun B
HecepbesHyH HexernaTenbHyH peakumio AaHHas MHopmauns ormkHa OblTe NpeAcTaBnieHa B YNOMHOMOYEHHBIN
opraH rocygapcrBa-yrneHa B TedeHne 15 kaneHgapHbIX HEWN.

7.1.7.2. Cnocob n hopma npeacTtaBreHnst COOOLLEHN O HeXXenaTerbHbIX peakuusx.

MuouBmayanbHble coOBLLEHNS O HexXenaTenbHbIX peakumsax Aep)aTensaMm perncTpaLmoHHbIX YA4OCTOBEPEHWN
cnegyeT nNpeacTaBnATb B YMONIHOMOYEHHbI OpraH rocygapcrBa-yfieHa B 9MNekTpoHHoMm Buge. dopmat
WHAMBUAOYaNbHbIX COODOLLEHNI O HEXeNaTerbHbIX peakLMsax OJPKEH COOTBETCTBOBaTL (QOPMaTy, YCTaHOBIIEHHOMY
pykoBoAcTBOM MexayHapoaHOM KOH(IEpPEeHUUM MO rapMoHU3aumMm TexHu4ecknx TpeboBaHui K nekapCTBEHHbIM
npenapatam Ans MeAUMUUHCKOro npumMmeHeHus (ganee - ICH) "YnpaBneHue p[JaHHbIMM MO KIMHUYECKOW
6e3onacHOCTW. JneMeHTbl AaHHbIX AN nepegadn coobuieHun 06 MHAMBMAYyaNbHbIX CryyYasx HexenaTenbHbIX
peakunn" (E2B).

7.1.7.3. TpeboBaHUs N0 CPOYHOMY MPeACTaBrEHN0 MHOM MHopMauun nNo 6e3onacHOCTM NeKapCTBEHHbIX
npenapaTos.

CpoyHOoMy npefcTaBrieHuo B TedeHne He Bonee 15 kanenOapHbIX OHEW NoANexuT chnegylowas BaxHas
nHdpopmauma no 6e3onacHOCTU, KOTopas MOXeT CBMAETENbCTBOBATb 00 U3MEHEHUSIX B COOTHOLLEHMM "nonb3a -
pucK" NekapcTBEHHOro nNpenapaTa:

NpeBbILLEHNE OXMAAEMON YacTOThl Pa3BUTUS CEPbE3HBIX HEXeNaTeNbHbIX peakunii, KOTOPOEe MOXET OKa3aTb
BMMSIHME Ha COOTHOLLEHME "NoMnb3a - PUCK" NekapCTBEHHOIO Npenapara;

OrpaHN4eHnst B pacnpocTpaHeHMn nekapcTBEHHOro npenaparta, OT3blB JIeKapCTBEHHOro npenaparta C pbiHKa,
HenpoaneHne, aHHynNMpoBaHWe NNy NPUOCTaHOBKa OEWCTBUS PErMCTPaLMOHHbBIX YAOCTOBEPEHUI (pa3peLleHnin Ha
MapKeTWHI) Ha TeppUTOPMAX APYrMx rocy4apcTB No NpUYMHaM, CBA3aHHbIM C 6e30MacHOCTbIO U 3PEKTUBHOCTLIO
NnekapCcTBEHHOro npenapaTa, a Takke WMHULMMPOBAaHHbIE YNOMHOMOYEHHBIMW OpraHamu rocygapCTB-YiieHOB UMK
aepxxaTensiMyM perMcTpaumoHHbIX yAOCTOBEPEHUI AaHHOTO NeKapCTBEHHOrO npenapara;

BHECEHMEe CYLLIEeCTBEHHbIX U3MEHEHUIN B pPEeKOMeHAauun no MeauUMHCKOMY MPUMEHEHUI0 Ha TeppUTOPUSX
OPYrvX rocygapcTs Nno npuyvMHam, cBs3aHHbIM ¢ 6e30NacHOCTLI0 NeKapCTBEHHOMO Npenapara;

npobrnema no 6e30MacHOCTW, BbISABMEHHAs B XOAE HEWHTEPBEHLMOHHOTO MOCTPErMcTpaunoHHOro
nccrnegoBaHust, KNMHUYECKOTO CCNEAOBaHNS UNN OOKITMHUYECKOTO NCCNe0BaHNS;

AaHHble no 6e30nacHOCTM, KOTOPbIE YCTaHOBMEHbI B pe3ynbTaTte AeATernbHOCTU MO BbISIBIEHUIO cUrHana u
MOryT OKa3aTb BMMUsiHME Ha COOTHOLLEHUe "nonb3a - puck";

npobnembl No 6e30NacHOCTU, CBSA3AHHbLIE C NPUMEHEHNEM JIEKAPCTBEHHOIO NpenapaTta He B COOTBETCTBUU C
OXTJrT;

npobnemsl No 6esonacHoCcTH, cBA3aHHbIe ¢ owmnboyHon nHdopmaumen B OXIM, UMM (JIB) nnn mapknpoBke
nekapCcTBEHHOro npenapara;

HegocTaToyHas 3(PPEKTMBHOCTb  NEKAPCTBEHHbIX MpenapaTtoB, MNpPMMEHSEeMbIX MpU  NaTonorvu,
NpeacTaBnsioLLEn Yrpo3y XNU3HN YenoBeka, a Takke BaKUMH M KOHTPaLENTUBHLIX CPEACTB (MM ee OTCYTCTBUE);

npobrnemsl no 6e30MacHOCTM, CBA3aHHbIE C WCXOAHBbIM Chipbe€M AN MPOM3BOACTBa JlEKAPCTBEHHOIro



npenapata v (Unu) ero NocTaBkamu.

HaHHaa nHpopMauma no 6e3onacHOCTU MpeacTaBnseTcs B NMCbMEHHOM BuAE B YNOMHOMOYEHHbIA OpraH
rocygapcTBa-yfieHa, Ha TeppuTopuM KOTOPOro 3aperucTpyMpoBaH MOAO3pPEeBaEMbIi NEKapCTBEHHbIA Mpenapar.
MpeacrtaBneHne ykasaHHOW WHdopMaumm no 6e3onacHoCTU MM 3PEEKTUBHOCTU JIEKapCTBEHHOrO npenapara
cnegyeT BbIMOMHATbL HE3aMeaMTENbHO, NOCIe TOro, Kak O Hel CTano M3BECTHO AepXaTesilo perncTpaumoHHOro
YOOCTOBEPEHMS UMK ero yNosIHOMOYEHHOMY npeacTaBuTento. B npeacraBnsiemon Hdopmauum criegyeTt NpUMBeECTU
ONUCaHue BbllEeyKa3aHHbIX AaHHbIX MO 6e3onacHOCTM uUnu 3PGEKTUBHOCTU NOLO3PEBAEMOrO JIEKapCTBEHHOMO
npenapaTta, OeNUCTBUSA UNN Mepbl, Npegfaraemble B OTHOLIEHUW MOAO3PEBAEMOro fekapCTBEHHOro npenapara.
YKkasaHHble acnektbl npocduna 6Ge3onacHOCTW noanexat BKKYEHUO B COOTBETCTByOWMe pasgensl MNOOb
NeKkapcTBEHHOro npenapara u aHanusy.

7.2. C60p coobLyeHn 0 HexXenaTernbHbIX peakumsix.

7.2.1. O65a3aHHOCTM rocyaapCTB-YSEHOB.

YNONMHOMOYEHHbIE OpraHbl KaXgoro rocygapcTBa-yfieHa [JOJbKHbl pacnonaraTte cuctemon cbopa u
permctpaumMm Bcex COOOLEHU O MOAO3PEBAEMbIX HeXernaTerbHbIX peakuusix, KOTOpble BbIABMASIOTCA Ha ero
TEppUTOpMM U Ha KoTopble obpalialoT BHMMaHWE CheunanucTbl CUCTEMbl 34PaBOOXPAHEHUS, MNaAUMEHTHI,
noTpebuTenu nny gepxatenu perMcTpaumnoHHbIX YA0CTOBEPEHUN.

YNONMHOMOYEHHbBIE OpraHbl KaXXgoro rocygapcrBa-ynieHa OOMKHbI NMPUMEHSATb COOTBETCTBYHOLLME Mepbl OIS
MOOLLPEHUS CNELMNANMCTOB CUCTEMbI 30PaBOOXPAHEHUSI HA CBOEWN TEppPUTOPUM K NMPEACTaBMEHMIO COOOLLEHUI O
NnoJo3peBaeMbIX HeXenaTerbHbIX peakuMsx Ha feKkapCcTBEHHble npenapatbl B YNOMHOMOYEHHbIN OpraH
rocygapcrtea-yneHa. Kpome Toro, ynonHOMOYEHHbIV OpraH rocygapcTBa-yfieHa Bnpase HanoXnTb Ha cneynanmcToB
CUCTEMbI 30pPAaBOOXpaHEHMs cneuunanbHble 0b0si3aTenbCTBa NO NPeacTaBfeHno coobLlueHM O MoAo3peBaeMbixX
HexxenaTenbHbIX peakUunsix Ha NekapCTBEHHbIE NpenapaThl B YNOMHOMOYEHHBI OpraH rocygapcrea-yneHa.

B uensax ontummsaumm npouenypbl NpeacTtaBneHns nHpopMaLmm 0 HexenaTtenbHbIX peakumax cTaHgapTHbIe
hopMbl OaHKOB C BO3MOXHOCTBIO MX HEMOCPEACTBEHHOrO 3amnofiHEHUS MOfb30BaTENEM OOJPKHbI HAaXOAMTbCS B
cBobOAHOM [OCTYyNe Ha oduuManbHbIX CaWTax YNOMHOMOYEHHBIX OpPraHoB (YMOSTHOMOYEHHbIX OpraHu3auun) B
MHOPMaLMOHHO-TENEKOMMYHUKALUMOHHON ceTu "VIHTepHeT" BMecTe € WMHdopMaumen O pasnuyHbix crnocobax
npeacTaBneHns MHPOPMauUMM O NOAO03PEBAEMbIX HEXenaTenbHbIX peakuusix, CBSI3aHHbIX C MPUMEHEHMEM
nekapCTBEHHbIX NpenapaTos.

AbB3ay naTeii nognyHkTa 7.2.1 nyHkTa 7.2 BcTynun B cuny ¢ 1 noHa 2016 roga.

YNONMHOMOY€EHHBIMW OpraHamMy rocyfapCcTB-YfEHOB OOJMKHO ObiTb 06ecrneyeHo BKIOYEHWE B eauHyto Gasy
OaHHbIX HeXXenaTerNbHbIX peakuun rocygapCTB-4IeHOB BCEX COOOLLEHNIA O Cepbe3HbIX HeXenaTenbHbIX peakumsx,
BbISIBITIEHHbIX HA TEPPUTOPUSAX rOCy4apCTB-UNEHOB, NPeacTaBneHHbIX B COOTBETCTBYOLLMIA YNTONTHOMOYEHHbIN OpraH
rocygapcTBa-yfieHa U OLEHEHHbIX Kak BanuaHble.

YNonHoMo4YeHHbIM opraHam rocyapcTB-4neHoB crieyeT NPUMeHsATb Mepbl "BblpaXeHust npusHatensHocTn"
3a paboTy No npeAcTaBneHno COOOLLEHNI O HeXenaTenbHbIX peakuusx, BKIYas npeacraBneHve penoprepam
OONOMHUTENBbHOW MHGOPMaLMKU O pesynbTaTax AdanbHEWWero pacCMOTPEHUs COOBLEHMI O HexenaTenbHbIX
peakuusix Ha NekapcTBEHHbIe npenapaTsbl.

Mpu npeacTaBneHny cOOBLLEHUI O HEXeNaTeNbHbIX PeaKUMaX Ha NleKapCTBEHHbIE NpenapaTbl AepXaTensamm
pPerncTpaumoHHbIX YAOCTOBEPEHWUA, YNONMHOMOYEHHbIE OpraHbl rocyapCTB-UNEHOB, Ha TeppUTOPUSX KOTOPbIX
uMmerna MecTo nofo3peBaeMasi HexernaTenbHas peakuusi, Bnpase npuenekaTtb AepxaTernen perncrpaumoHHbIX
yOOCTOBEPEHUI K mocneaytoLlen pabote no AaHHbIM COOBLLEHMSAM.

Kaxxgoe rocygapcTtBo-uneH OoMmkHO obecneunTtb, YTobbl €ro ynofTHOMOYEHHbIN OpraH, OTBETCTBEHHbIN 3a
KOHTpONMb OOpalleHnss nekapcTBEHHbIX MpenapaTtoB, 6bin  NpouHdopmupoBaH ©O MwboON nogo3peBaeMon
HexenaTenbHOW peakuumu, Ha KoTopyl obpatunu BHMMaHWe chneunanucTel MbOro Jpyroro opraHa
rocygapCTBEHHOMO ynpasrieHusi, BEAOMCTBa, YYPEXAEHUS UMW OpraHv3aumm, OTBETCTBEHHbIX 3a GesonacHocTb
nauMeHTOB B JaHHOM rocyaapcTse, 1 4Tobbl 3T coobLeHns Bbinv NpeacTaBneHbl B HaLMoHanbHyo 6a3y AaHHbIX. B
crnyyasx Korga coobLieHns 0 nogo3peBaeMbIX HexXenaTernbHbIX peakumsax Obinn HanpasneHbl HENOCPEACTBEHHO B
MHble OpraHbl rOCYJapCTBEHHOro ynpaBleHus, BeAOMCTBA, OpraHu3aumm v (Mnv) ydpexgeHuss B AaHHOM
rocygapctBe-yneHe, YMNonHOMOYEHHbI opraH rocygapcrBa-yneHa, B  MOMHOMOYMS  KOTOPOro  BXoAuUT
ocyulecTBrneHne apmakoHagsopa B cdepe oOpalleHus NeKapCTBEHHbIX CPEACTB, OOMMKEH WMETb C HUMMU
cornaweHns o6 obmeHe faHHbIMKW, ANst TOro, YTobbl 3TN COOBLLEHUSA HANPaBNSNMCb B AaHHbIA YNONIHOMOYEHHbIN
opraH rocyaapcTtBa-yreHa. YkasaHHoe TpeboBaHMe pacnpocTpaHsaeTCcs Takke Ha criyqan pasBuTUs HexxenaTenbHbIX
peakuuii Ha NekapCTBEHHbIE NpenapaThbl, KOTOpble SBUNCH CNEACTBUEM MEANLIMHCKUX OLUMOOK.

7.2.2. O6s3aHHOCTY fepXaTenen perncTpaumoHHbIX YOOCTOBEPEHUIA.

Kaxgbin gepxatenb perncTpauumoHHOro yAoCTOBEPEHUs AOMKEH YCTaHOBUTL W MoAadepXuBaTb cuUcTtemy
cbopa mn peructpaumm Bcex COOOLIEHUA O MOoJO3pPEeBaEMbIX HEeXenaTenbHbIX Peakuusix Ha neKapCTBEHHble



npenapaTbl, KOTOPblE NOCTYNAaKOT B €ro pacnopsiXeHne Kak B paMmkax CoOHTaHHOro penopTupoBaHus creymanmctamm
CUCTEMbI 30paBOOXPaHEHUs], NAUMEHTaMX U NoTpedutenamm, Tak U B Xo4e NpoBeaeHMst NOCTPErMCTPaLMOHHbIX
nccnenoBaHun. [lepxxaTenu perucTpaumoHHbIX YAOCTOBEPEHUI OOMKHbI CO3a4aTh MexaHuambl, obecneymBatoLime
BO3MOXXHOCTb MPOCNEXnBaHUsS coobLLEHNI 1 nocnenyowen paboThl C COOBLLEHNSIMN O HeXenaTerbHbIX peakuusx.

O06si3aHHOCTL NO cOOpy CBedeHMM O MOAO03PEBAEMbIX HeXenaTeNbHbIX peakuunsx gepxatensmm
PErNCTPaALUMOHHbIX YAOCTOBEPEHUA pacnpoCTpaHseTcs B TOM UMCNe Ha COoOOWeHuUs, OTHocsawmecs K
NeKapCcTBEHHbIM NpenapaTtam, BfiageHne KOTOPbIMUN HE MOXET ObITb MCKIMIOYEHO MCXOAS N3 YKa3aHHbIX B COODLLEHN
O MOoAO03pEeBaeMoON HexenaTenbHOM peakuMyM Ha JeKapCTBEHHLIN npenapaT HauMeHOBaHMS OENCTBYHOLLErO
BellecTBa, COCTaBa, HOMepa napTuu, cnocoba BBeOeHUs, rocyaapCTBa MNEepBOUCTOMHMKA MMM rocyaapcTBa
pa3BUTUSA NOo03peBaEeMON HeXenaTernbHOM peakunu.

7.2.2.1. CnoHTaHHble COOOLLIEHUS.

Hepxatenn pernctpaumoHHbIX YOOCTOBEPEHWU OOMMKHbI PErMcTPMpPOBaTh BCE CMNOHTaHHblE COOOLLEHUS O
noJo3peBaeMbIX HexernaTenbHbIX peakuusax, BO3HMKAKLWMX Ha TEeppUTOPUSAX FOCYAapCTB-YNEHOB WM 3a MX
npegenamu. Takume CcooOWEHMS BKMOYAOT BCE CUrHambl O MNOAO3PEBAEMbLIX HeXenaTesbHbIX peakuusx,
noflydeHHble B SfIEKTPOHHOM BMAE WM KakMMU-NnGo ApyrMMmmn  noaxogswmmm  cnocobamu. [epxatenu
PErncTpaumMOHHbIX YAOCTOBEPEHUA MOTYT MCMOMb30BaTh CBOU CalTbl B MHOPMAaLVNOHHO-TENEKOMMYHUKALMOHHOWN
cetn "MIHTepHeT" onsi cogencTBus cbopy CBEAEHMI O NOA03PEBAEMbIX HEXENaTeNbHbIX peakumsX, NpegocTaBmB Ha
HUX 6NaHKM 4Ns 3anofHeHUs1 COOBLLIEHMI O HeXXenaTeNbHbIX peakUnsx UM COOTBETCTBYIOLLME KOHTAKTHbIE JaHHble
ONsl HeNoCpPeACTBEHHOWN CBA3MW.

7.2.2.2. CoobLeHus1, NoNy4YeHHble No 3anpocy.

Hepxatenn perncTpaLmoHHbIX YAOCTOBEPEHNI OOIMKHBI PErMCTPMPOBaTh BCe COOOLLEHUSA O NOA03PEBAEMbIX
HeXxenaTenbHbIX pPeakuusix, BO3HUKAKOLWMX Ha TEPPUTOPUSIX TFOCYAapCTB-UNEHOB MMM 3a WX npegenamm wu
BbISIBMEHHbLIX B XO4E MOCTPErMcTpaLMoHHbIX MccnenoBaHui. B gaHHble coobLweHns, nonyyeHHble Mo 3anpocy,
BXOOAT COOOLLEHUs, NomnyYeHHble Mo pesyrbTaTamM OpraHM3oBaHHOrO cbopa AaHHbIX, KOTOPbIA MHULMMPYETCH,
ynpaBnseTcs unm uHaHcupyeTcs gepXatensammn permcTpaumoHHbIX YAOCToBepeHn. [JaHHble coobLleHns Takke
BKIMOYAlOT CBEAEHUsl, TMOCTYMMBLUME B XOAE BbLIMOSIHEHUS HEWHTEPBEHLMOHHBIX MOCTPErMcTpaLnNoHHbIX
nccnegoBaHU, MporpaMM  UCMONb30OBaHWSI JFIEKAPCTBEHHONO Mpenapata B CBSA3M C  UCKIOYUTENbHLIMU
obcTosiTenbCcTBaMn M3  coobpaxkeHuWn CcocTpadaHusl, MNepCOHaNM3NpPOBaHHbIX MNPOrpaMM  MCMOfb30BaHMUS
He3aperMcTpMpoBaHHOIO NIEKapCTBEHHOrO npenapara, ApYyrMx nporpamMmm noadepkkv nauueHTOB M MOHUTOPUHra
3aboneBaHuin, NporpaMm NoaaepXKkn nauneHToB U cbopa MHopmauumn ob 3ppeKTUBHOCTM NN NPUBEPKEHHOCTU
naumMeHTOB NEYEHUIO, a Takke BeQeHUs peecTpoB.

Hepxatenn pernctpauuoHHbIX yOOCTOBEPEHUN [OOSMKHbI BHEOPUTb M MCMOMb30BaTb MexaHu3mbl cbopa
MOMHOM N BCECTOPOHHEW WMHGOPMauMM O Crnydasx MOA03peBaeMblX HexernaTernbHbIX peakuui npu nepBUYHOM
COCTaBMEHUN COOOLLEHUIN O MOAO3PEBAEMbIX HEXeNnaTenbHbIX peakuusax no pesynbTaTy MonyYeHUs CroHTaHHbIX
COOOLLEHNI O TaKUX peakumsx B Liensix obecnevyeHns BO3MOXHOCTM NPOBEAEHUST HAANexXallen oLueHKM coodLLeHus
1 BbINOSIHEHUSI TPEOOBaHMIA MO CPOYHOMY PENOPTUPOBAHMIO B YNOMHOMOYEHHbBIE OpraHbl FOCy4apCTB-Yr1eHOB (ecnu
NPUMEHNMO).

7.2.2.2.1. CooOLeHus, NonyyYeHHble B Xo4e NPOBeAEHNS HEMHTEPBEHLMOHHBLIX UCCNEL0BaHWUNA.

Ecnn paHHble O nogo3peBaeMOW  HexXenaTernbHOW  peakuuu MoflydeHbl B XO4e  BbIMOMHEHUS
HEMHTEPBEHLMOHHbLIX UCCMEeLOBaHUN, criedyeT pasfenbHO aHanMaupoBaTb AaHHble MCCnedoBaHMM co cbopom
NepPBUYHBLIX JAHHbLIX HanpsiMyto OT NauMEHTOB U CMELNanncToB CUCTEMbI 34PAaBOOXPAHEHUSA U NCCNef0BaHMAMU C
TakMMM Ou3alHaMu, KOTOpble OCHOBaHbl Ha BTOPWYHOM WCMOMb30BaHWM AaHHbIX (Hanpumep, uccrnegoBaHus,
OCHOBaHHbIE Ha NepPecMoTpe MEeOMULMHCKUX KapT UMK SMNEKTPOHHbIX 3anvMcen 30paBOOXPaHEHUsl, CUCTEMATUYECKNE
nepecmoTpbl UM MeTa-aHanusbl).

CoobLLeHne cocTaBnsdeTcd, ecnv pernopTepoM unu gepxatenem perucTpaumMoHHOro yAoCTOBEpPEHUs
npeanonaraeTca HanuumMe, Kak MWHUMYM, BO3MOXHOW MPUYMHHO-CNEACTBEHHOW CBSI3M C NOAO3pPEBaeMbIM
nekapcTBeHHbIM npenapatoMm. CooOLeHNss 0 HexenaTenbHbIX SBMEHUSIX, B KOTOPbIX MPUYMHHO-CIEACTBEHHas
CBSA3b OLEHUBAETCS KaK COMHUTENbHAs, CrieQyeT BKNoYaTb B 3aKNIOYMTENbHbIA OTYET 006 nccnegoBaHum.

B OTHOLLEHMN HEMHTEPBEHLNOHHbBIX UCCNEAOBAHWI C NEPBUYHBIM COOPOM AaHHbIX HANPSMYHO OT NALUEHTOB U
CrneumanmcToB CUCTEMbI 34pPaBOOXPaHEeHUs NpeACTaBEHUIO NOANeXaT CoObLLEHNSI O HeXenaTernbHbIX peakuusx, B
OTHOLLEHMU KOTOPbIX PENOPTEP UNW AepXaTeNb PEerMcTpaurMoHHOro ya0CTOBEPEHUS MO4O3PEBAET, YTO UMEETCS, Kak
MUHMMYM, BO3MOXHasi MPUYNHHO-CINEACTBEHHON CBSI3b C MOA03PEBAEMbIM JIEKapCTBEHHBIM npenapatoM. [poyne
COOOLEHN O HexenaTellbHbIX peakuusix, B OTHOLUEHUM KOTOPbIX MMEETCH MOAO3PEHME, YTO OHU CBSI3aHbl C
NeKapCTBEHHLIMU MpenapatamMmu, KOTOpble He BXOOAT B YMCIIO MCCredyeMblX JNEKapCTBEHHbLIX MpenapaTtoB U B
KOTOPbIX HE YCTaAHOBIIEHO B3aMMOLEWNCTBME C MCCIeayeMbiMU NIEKAapCTBEHHBIMU MpernapaTamu, uccnegoBartensam
cnegyeT HanpaenATb B YNOSIHOMOYEHHbIE OpraHbl FOCY4apCTB-YI1EHOB (€CNN 3TO NPUMEHNMO).

Mpn npoBeAeHMN HEMHTEPBEHLMOHHBIX UCCIef0BaHNA, OCHOBAHHbLIX Ha BTOPUYHOM UCMOSIb30BAaHUN AAHHbIX,
npeacTaBrieHne COoOOLIEHNA O BLISIBMASIEMbIX HeXenaTenbHbIX peakumsx He Tpebyetcd. Bce paHHble no
BbISIBNIEHHbLIM HEXENaTerbHbIM peakuusamM CYMMUPYHOTCS B 3aKOYMTENIBHOM OTYeTe 00 nccrnegoBaHum.

Hepxatenb perncTtpauuoHHOro YAOCTOBEPEHUS BMpaBe YTOYHUTL TpeboBaHWs MO nNpeacTaBeHuto



CcoO0BLLEeHU 0 HexXenaTenbHbIX PeakLmaxX B COOTBETCTBYIOLLMX YNOMHOMOYEHHbIX OpraHax rocyjapcrea-yrneHa.

OepxaTtento perncTpaunoHHOro yAOCTOBEPEHUsI cnegyet cobnogatb 3aKoHoOaTenNbLCTBO
rocygapcrBa-ufieHa, NpMMeHAeMoe K NpeAcTaBeHnto COOBLLEHNA O Crydasx NoAo3peBaEMbIX HeXenaTerbHbIX
peakuui B He3aBUCUMMble 3TUYECKNE KOMUTETBI FOCYJapCTB-YNIEHOB U UCCredoBaTeENAM.

7.2.2.2.2. Tlporpamma WCMNOMb30BaHUSA FEKapCTBEHHOrO mnpenapata B CBA3M C  UCKMIOYUTENbHBIMU
obcToATenbCTBaMM M3 COODpPakeHUM cocTpajaHusl, MepcoHanu3vMpoBaHHasi nporpaMMa  WCMoSib30BaHus
He3aperncTpupoBaHHOIo NekapCTBEHHOrO npenapara.

Ecnn pepxaTenb peructpauuoHHOro YAOCTOBEPEHUS UMM  cneuuanuct CUCTEMbl  34paBOOXpPaHeHus
n3BeLleHbl 0 akTe NOAO3pEeBAEMON HeXenaTtenbHON peakuny Unn BbISBASIOT NOOO3PEBAEMYI0 HeXenaTenbHyo
peakuMio B paMKax MpoBeAeHWs nporpaMMbl MCMOMb30BaHWMS NEKApCTBEHHOro npenapata B CBA3UM C
UCKNIOYUTENbHBIMW 0BCTOATENBCTBAMU U3 COOBpaKeHUn COCTpagaHua UNu nepcoHanu3npoBaHHOW MpOorpamMmebl
NCNONb30BaHNSA He3aperMcTpMpoOBaHHOrO NeKapCTBEHHOMO npenapara, COobLEeHNs O HexenaTenbHbIX peakLmsax
npeacTaBnsaoTCcAa cnegyowmm obpasom:

B Crlyvae ecnu HexxenaTenbHas peakums Obina BbiBNeHa NyTeM akTMBHOIO noucka, crnegyeT NnpeactaBndaTb
COODLLEHNS TOMBKO O HeXenaTenbHbIX peakuusix, y KOTOPbIX MPUYUHHO-CNEACTBEHHAs CBA3b C MPUMEHEHUEM
NMo4O3peBaeMoro JieKapCTBEHHOrO npenapaTta onpeaensieTcs NepBOMCTOMHMKOM COOOLLEHMS vnn AepXaTenem
perncTpaumMoHHOro yooCTOBEPEHUSA Kak BO3MOXHas (kak MUHUMYM). OTK cooOLLeHnsa cnegyeT paccmaTpuBaTth Kak
COODBLLEHNS O HEXenaTenbHbIX peakUumsax, NoMyYeHHbIX Mo 3anpocy;

B Cryyae ecnu HexxenaTenbHas peakuusi Obina BbiiBNEHA HE MyTeM aKTMBHOMO MOWCKa MW 3anpoca, Bce
HexxenaTtenbHble U HenpegHaMepeHHble peakuum Ha nekapCTBEHHbIN npenapaT cnegyeT paccmaTpmBaTbh Kak
coobLeHna o nogo3peBaeMoV HexXenaTtenbHOW peakuun, MOoSlyYeHHOW He Mo 3anpocy, M MpPeAacTaBnsiTb Kak
COOTBETCTBYIOLLEE COObLLEeHMe.

7.2.2.2.3. porpamma NOAAEPKKM NaALMEHTOB.

lMporpamma nNoggepXKkn NauueHToB ABMSHOTCA pa3HOBUOHOCTBIO CUCTEM OpraHm3oBaHHOro cbopa AaHHbIX,
npy KOTOPbIX AepXaTenb PeErMcTpaumMoHHOIro0 yaoCcTOBEPEHNS cCOOMpaeT AaHHbIE, OTHOCALLMECS K UCMOMb30BaHMIO
nekapcTBeHHOro npenaparta 6ofblWyMKM rpynnaMmy nauuMeHToB. [lpyMepamu NOCTPEerucTpauMoHHbBIX NPOorpamm
NOAAEPXKKA NAUMEHTOB SBMSIOTCA MNPOrpamMmmbl MOHMTOPMHra 3aboneBaHWii, MOHWTOPWHra nauueHToB, cbopa
WHpopMauMM O MNPUBEPXKEHHOCTM MNAUUEHTOB JIeYEeHUD, MOHUTOPUHIa B pamMKax CUCTEM KOMMeHcaumu
(BO3MeELLEHNS).

HonyckaeTcsa npoBefeHWe aKkTUBHOIO MOUCKa HeXxenaTerbHbIX peakuui B XoAe BbIMOMHEHUS PasfnyHbIX
BMOOB CUCTEM OpraHM3oBaHHOro cbopa AaHHbIX, B 3TOM CIlydae 3TW HexenaTenbHble peakuuun crieqyeT yumTbiBaTbh
Kak coobLueHuns, nonyyeHHble no 3anpocy. OTyeTbl criegyeT COCTaBMATb TOMBbKO O HeXenaTernbHbIX peakuusx, B
KOTOPbIX PENOPTEPOM WUNU AepXaTenem perucTpaLmMoHHOro YAOCTOBEPEHUS MPUYMHHO-CNEACTBEHHAs CBS3b
yCTaHOBMEHa Kak BO3MOXHas (Kak MUHUMYM).

B cnyyae ecnu B pamkax CUCTEMblI OpraHM30BaHHOINO cbopa AaHHbIX HexenaTenbHas peakuus 6bina
BbISIBNIEHA HE B MPOLECCe aKTMBHOrO nomucka (3anpoca), BCe HexernaTernbHble U HenpeaHaMepeHHbIE peakumn Ha
NEeKapCTBEHHbIM npenapaT, KoTopble ObinM  COOOLIEHbI AepXaTentd  PerucTpauuoHHOro  y4OCTOBEPEHMS
MeaULMHCKUM paboTHMKOM Wi MAuUEHTOM, CrieyeT paccMaTpyBaTh Kak COOBLLEHNSI O MOMNYyYEHHONM He Mo 3anpocy
No4o3peBaEMOW HeXenaTenbHON peakun 1 NpeacTaBnsiTb COO6LLEHME COOTBETCTBYHOLMM 06pa3om.

7.2.2.3. CoobLeHunsi, onybnmnkoBaHHblE B HAy4YHO-MEONLIMHCKOW nuTepaType.

HepxatensiM perucTpaumMoHHbIX YOOCTOBEPEHMI CrnedyeT OCYLWECTBNATb MOHUTOPUHN nybnukauum B
Hay4YHO-MeaMLMHCKON nuTepaType BO BCEX rocyfapcTBax, B KOTOPbIX paspeLleHo npuMeHeHne cOOTBETCTBYHOLLMX
NEeKapCTBEHHbIX NpenapaToB, W NpeacTaBnaATb OOHapyXeHHble COObOLWEHMs O HexenaTernbHbIX peakunsax B
YNOMMHOMOYEHHbIE OpraHbl FOCy4apCTB-YNEHOB COrfacHo TpeboBaHMAM MeXAyHapOAHbIX [OOrOBOPOB W aKTOB,
cocTtasnsawoLwwmx npaso Cotosa.

Cpo4yHOMY penopTMpPOBaHUIO HE MNOoAMeXaT Crneaylolne BbISIBIIEHHbIE NPU MOHUTOPUHIEe nyGnvkauum
Hay4YHO-MeLMLMHCKON NuTepaTtypbl CO00LLEeHUs (MHOopMaLUA) O HeXenaTenbHbIX PeakUnsixX:

ecnn BrnajeHve reKapCTBEHHbIM MpenapaTtoM gep)aTenem perncTpauuoHHOro yaoOCTOBEPEHMST MOXHO
WCKIMIOYNTb HA OCHOBaHUWN YKa3aHHbIX B COOOLLEHMN HauMEHOBaHWUM OENCTBYIOLLErNO BeLLlecTBa, cocTaBe, cnocobe
BBEEHMUS, CTpaHe MEPBOMCTOYHMKA COOOLLEHMS UMM CTpaHe MPOUCXOXAEHWS MOAO3PEBAEMOW HeXenaTerbHON
peakuumu;

COO06LLEHNSA HA OCHOBE MHAOPMAaLMKM HayYHbIX MyOnukauui, koTopble npeacTtaBnsalT coboi 06o0LeHHbIe
aHanuabl OaHHbIX M3 o0LenocTynHbIX 6a3 JaHHbIX UNM cofepXaT CBedeHMsl O nauMeHTax B Buae Tabnuvy vnu
NMOCTPOYHbIX NepeyvmcneHunin. JaHHbI BUL HAyYHbIX MyOnvkauui onucbiBaeT HexenaTernbHble peakuun, KoTopble
pa3BMBalOTCA B rpynne nauMeHToB, NPUHUMAaIOLLIMX ONpenerieHHbI NTeKapCTBEHHbIN Npenapar, C LieNbto BbiiBNIEHUS
U KONMYECTBEHHOM OLIEHKM yrpo3bl Ansi 6€30MacHOCTU YenoBeka, CBSI3aHHOW C FIEKapCTBEHHLIM NMpenapaToM.
[laHHbIE CTaTbM YACTO CBsI3aHbl C hapMaKko3MMAEMMNONONMYECKUMIN UCCTIEA0BAHNSIMU, UX TMaBHOW LIENbIO ABNSAETCA
obHapyXeHue Unu oLeHKa onpeaeneHHbIX PUCKOB, KOTOPbIE MOrnM Obl MOBNUATL HA COOTHOLLIEHME "Nonb3a - puck”
nekapCcTBEHHOro npenaparta B LiefioM.

CeepneHus no 6e3onacHOCTM, NpeacTaBlieHHbIe B TaKMX Hay4YHbIX NybGnvkauusix, cnegyeT paccmaTpuBaTh B



cooTtBeTcTBYOWMX pa3genax MNOOB n OHM OOMKHBI NPUHUMAaTLCA BO BHUMaHWE NPU aHanuMse BIUSHUS 3TUX
CBEOEHUN Ha COOTHOLLeHWe "nonb3a - puck" nekapcTBeHHoro npenaparta. O nobon HoBOM MHAOpPMaLUKU MO
6Ge3onacHoCTW, KOTopasi MOXET NOBMMATbL HA COOTHOLLEHME "Nonb3a - pUcK' NekapCcTBEHHOroO npenapara, cnegyet
He3aMeanuTenNbHO YBEOOMMATb YMNOMHOMOYEHHbI oOpraH rocygapcTBa-yuneHa, Ha TepputopunM KOTOPOro
3aperncTpupoBaH fekapCTBEHHbIN nNpenapar.

7.2.2.4. Tlopo3peBaeMble HexenaTternbHble peakuuMu, CBA3aHHble C OedeKTOM KayecTBa wnu
dhanbcuduLnMpoBaHHbIMKU NeKapCTBEHHbIMK NpenapaTamu.

Ecnun coobuleHrne o nogo3peBaemMon HexenaTenbHOM peakuuMn CBA3aHO C MPUMEHEHUEM feKapCTBEHHOMO
npenapaTta, danbcudukauma KoToporo nogospesaeTcss NGO ycTaHOBMEHa, UMW fEeKkapCTBEHHOro npenapara
HeHagnexawero kadecTBa, JaHHOe cooOLWeHWe MNOANEXUT pPernopTUPOBaHMIO (B Clyvae OTHECEeHuUs ero K
BanmagHoMmy coobLLeHuto).

B aTux cnyyasix B uensdx oxpaHbl OBLECTBEHHOro 340pOBbs MOXeT noTpeboBaTbCA NpoBedeHue Takux
CPOYHbIX Mep, Kak OT3blB C pbiHka 1 AedeKkTHOW cepum nekapCTBEHHOro npenapata wunu 6onee. OepxaTtenam
perncTpaumMoHHbIX  YOOCTOBEPEHUM  criegyeT  WCMonb3oBaTb  CUCTEMY, obecneyuBalowlylo  nposefeHve
HesameOnUTenbHOW OLEHKM W paccrnedoBaHMe MOJTyYEHHOro coobLeHNss O NoJo3peBaeMON HexenaTerbHON
peakuuu, CBA3aHHOW C anbCUULMPOBAHHLIM fEeKapCTBEHHbIM MpenapaTtoM unuM AedekToM KayecTBa
nekapcTBeHHOro npenapata. B cnyyae noatBepxaeHus Hamuvuua  gedpekta kadvectBa  Tpebyetcs
HesameanuTenbHoOe YyBeAOMNEeHWe [fepxaTenem perucTpaumMoHHOro  yAOCTOBEPEHUs  HenocpefCTBEHHOro
npovsBoauTENS NekapcTBEHHOro npenapara 1 YNnosIHOMOYEHHbIX OpraHoB rocy4apCcTB-UeHOB.

7.2.2.5. Nopo3peBaemas nepenada MHPEKLNOHHOIO areHTa Yepes NekapcTBEHHbIN Npenapar.

MHdEeKUMOHHBIM areHToM cumTaeTcs nbon MMKPOOPraHnaM, BUPYC UNn MHpeKUMoHHas Yactuua (Hanpmumep,
MPWOH, NPOTENH, NepedaroLne TPaHCMUCCUBHYIO ryb4aTyto aHUuedanonaTumio), NaToreHHbIe M HenaToreHHbIe.

Mopo3peHue Ha hakT nepeaayn MHMEKUMOHHbBIX areHTOB Yepes NekapCTBEHHbIN NpenapaTt paccmaTpyBaeTcs
KaKk cepbesHas HexenaTtenbHas peakuus, nognexawas CPOYHOMY pPenopTUPOBAHMIO B COOTBETCTBUM C
TpeboBaHMAMM 3akoHOOATenbCTBa roCyaapcCTB-yneHoB. [laHHoe TpeboBaHMe pacnpocTpaHseTcs Takke Ha
BaKLUMHBbI.

Mepenaya B03byauTeEns WHEEKUMM MOXET NOAO3PEBATbCA Ha OCHOBAHWMM KIMHUYECKUX MPU3HAKOB WU
CMMNTOMOB, a Takke nabopaTopHbIX Pe3ynbTaTOB WCCNEAOBaHWA, YKasblBalOWMX Ha HanuMume WHdekumm y
nauveHTa, MNoABeprerocs BO3OEWCTBUIO NekapCTBEHHOro npenapata. Cnegyet yaensitb ocoboe BHUMaHue
0OHapyXeHuto MHeKuun nnn Bo3byautenen MHEKUUR, O KOTOPbIX UMeeTcsl MHOpMaLMK, YTO OHM CMOCOOHbI
nepegaBaTbCa Yepes rekapCTBEHHbIN npenapart, HO Npu 3TOM creayeT YYuTbiBaTb TakKe W PUCK MOSABIEHUA
Hen3BeCTHbIX BO3byautenen.

OueHky nogospeBaeMon nepefadvm MHMEKUMOHHOrO areHta NoCpeacTBOM JieKapCTBEHHOro npenapara
crnepyeT NpoBOAMTbL C 0COBOW OCTOPOXKHOCTBIO N 06ecneunBaTb, HACKOSBLKO 3TO BO3MOXHO, pa3rpaHuYeHne npuymH
WH(PMUMPOBaAHNS  (HanNpUMep, WHBbEKUUS Wnu npuem), WCTOYHMKA WHdekumun (Hanpumep, KOHTaMuHauus
nekapCcTBEHHOro npenapaTta) 1 KIMHUYECKOro COCTOSHUS NauMeHTa Ha MOMEHT npeAnonaraemMoro MHMLMpoBaHns
(vMMyHOaENpeccuBHOE COCTOSIHME UMW NpeLecTBYoLWas BakLMHaLNS).

MooTBepxaeHWe KOHTaMuHauuMM  (BKMYash HECOOTBETCTBYIOLWLYIO WHaKTMBaumi wnu  ocnabneHue
BMPYNEHTHOCTU (aTTeHyauuto) BO30yamTenen MHPEKLMN Kak akTUBHbBIX BELLECTB) NOA03PEBAEMOrO JIEKAPCTBEHHOIO
npenapaTa MoBbIlWAET CTENEHb AoKa3aTeNbHOCTU Nepedayn Bo3byautenst MHpeKUNM 1 NoJo3peHNs Ha Hanuime
JedbekTa KayecTBa nekapcTBeHHOro npenapara.

7.2.2.6. MNepuog mexay nogaden 3asBneHUs Ha rocygapCTBEHHYIO perucTpaLumio nekapcTBeHHOro npenapara
1 NonyyYeHMem yaoCTOBEPEHMS O ero rocy4apCTBEHHON perncTpaumm.

B nmepuog BpemeHn Mexay nopaden 3asBneHuWs Ha roCcydapCTBEHHYK perncTpauuio NekapcTBEHHOro
npenapaTa u nonyyYeHnem yaoCTOBEPEHUS O ero rocy4apCTBEHHON perncTpauum y gepxaTtens pernctpaumoHHOro
YOOCTOBEPEHUA MOXET MOSABUTLCHA MHAIOPMAaLMSA, U3MEHSsIoWas COOTHOLEeHWe "nomnb3a - puck” rnexkapcTBeHHOro
npenapata. B o06A3aHHOCTM gepxaTend  perucTpauuMoOHHOro  yAOCTOBEpeHus  BXOAuT  obecneyeHue
Hes3ameanuTenbHOro npeacTaBneHus AaHHOW MHAdOopMauuM YNONHOMOYEHHOMY OpraHy rocygapcrBa-yneHa,
KOTOPbLIN MPOBOAUT SKCNEPTU3Y N perucTpaLmio nekapcTBEHHOro npenaparTa.

7.2.2.7. Tlepnog nocne npUOCTAHOBNEHUA AEUCTBUMS WNU OT3blBa PErMcTpaLMoOHHOrO YOOCTOBEPEHUS
nekapcTBeHHOro npenapara.

Hepxatenb perncTpauMoHHOro yaoCTOBEPEHUS AOMKEH NpoaomkaTb cobmpaTbe CBeAEHUSI O NOL03PEBAEMbIX
HeXenaTenbHbIX  peakUuusix, CBS3aHHbIX C paccMmaTpvBaeMbliM  FeKapCTBEHHbIM npenapaToM, nocne
NPUOCTaHOBIIEHUSA AENCTBUS €ro permcTpauMoHHOro yaoCTOBEPEHMUS C BbINOMHEHWEM PENOPTUPOBaHUS B Criyyasix,
KOTOpble yOOBMETBOPSAOT KPUTEPUSIM CPOYHOIO PENOPTUPOBAHKS.

B cnyyae oT3biBa perncrpauuoHHOrO YAOOCTOBEPEHWS YMNOMHOMOYEHHbIE OpraHbl AOMKHbI MOHYXAaTb
aepxaTenss  perucTpauMoHHOro  yaoCTOBepeHus npogormkaTe cobupaTb CBedeHus O  NoJo3peBaeMbixX
HexernaTenbHbIX peakunsax Ha NekapCTBeHHbIN npenapat (Hanpumep, AN obnerdeHus BbIMOMHEHWUS OLEHKU B
cryyae pasBUTMS OTCPOYEHHbIX HeXenaTernbHbIX peakuvMn unu Ans norydeHus peTpOCNEeKTUBHBLIX COOBLWEeHn o
HexernaTenbHbIX peakumsx).



7.2.2.8. CocTaBneHne 0TY4ETOB B NepUOA YpesBblvariHbiX CUTYaLUuii B cdepe 30paBOOXpaHeHUs .

UpesBblyanHasa cutyaums B cdhepe 30paBoOXpaHeHns - 370 yrpo3a obLeCTBEHHOMY 340POBbIO, OhmumansHo
ycTaHoBneHHass BcemupHOW opraHusauuen 3gpaBooxpaHeHusi. B cnyyae 4pesBbldanHOWM cuTyauumn B cdepe
3[0paBOOXPAHEHNS YMOJSIHOMOYEHHbIE OpraHbl BMpaBe BHOCUTbL MOMpPaBkM B TpeboBaHWs K perynspHocTu
COCTaBMEHUS OTYETOB O NOJO3PEBAEMbIX HEXENATENbHbIX peakumsax. Takme nonpasku NPUHUMAOTCS OTAENbHO Ans
Ka)kgoro cryvyasl 4pesBbl4aiHOM CUTyauun M U3BELLEHUS O HMX pasMeLllaloTcsd Ha oduumanbHbIX canTax
YNOSIHOMOYEHHbIX OPraHoOB roCyA4apCTB-YNeHOB B MH(OPMaLMOHHO-TENEKOMMYHMNKALMOHHON ceTh "UHTepHeT".

7.2.2.9. CoobLLeHNs, OCHOBaHHbIE Ha CyAeOHbIX MCKax B OTHOLUEHUW Bpeda, MPUYMHEHHOTO NMPUMEHEHUEM
neKapCcTBEHHbIX NpenapaTos.

C coobuieHnamMum, BO3HMKaWLWMMKU MO pe3ynbTataMm pacCMOTPEHUs CcyaebHbIX WCKOB B OTHOLUEHWUU
NpUMEHeHNs NeKkapCTBEHHbIX MpenapaToB, cnefyeT paboTaTh Kak ¢ coolbLeHnamn, nonydeHHbiMm 6e3 3anpoca.
CnenyeT npeactaBnsaTb COOOLLEHNS TONBKO O HEXeNnaTenbHbIX peakumsax, B KOTOPbIX PenopTepoM uUnm aepxarenem
perncTpaumoHHOro yaoCTOBEPEHMS npeanonaraeTca Hanmume Kak MUHUMYM BO3MOXHOW NPUYMHHO-CNEACTBEHHON
CBSI3N HexenaTenbHOro BO34eNCTBUS C NoJo3peBaeMbiM NekapCcTBEHHbIM npenapatoM. B aTux cnydasix
HesamennuTenbHOE penopTUMpOBaHWE OCYLLECTBMSIETCH, €ecnu  cooblieHne yOoBrEeTBOPSAET  KPUTEPUSIM,
YCTaHOBMEHHBIM MEXAyHapoaHbIMM A0roBOpamMmn 1 aktamu, coctasnsowmmm npaso Coto3a 1 3akoHO4aTENbCTBOM
rocygapCTB-UIieHOB.

7.3. MNMoaroToBka MHAMBUAOYaNbHBIX COOOLLEHUIA
0 HexenaTenbHbIX peakunsax

7.3.1. WNHopmaumus o0 nogospeBaemblX, B3aMMOLEWCTBYIOLUMX W  COMYTCTBYOWMX FeKapCTBEHHbIX
npenapaTtax.

B coobuweHnn o HexenaTenoHOW peakuuy criegyeT ykasblBaTb HauMMEHOBaHWs Nogo3peBaeMblX,
B3aUMOAENCTBYIOLMX U (MNn) COMYTCTBYIOLUMX FIEKapCTBEHHbLIX NpenapaToB, UX PEeXUMbl AO3MPOBaHWUS M AaThbl
Ha4ana u OKoHYaHus Tepanuu. [ns KOMOMHMPOBaHHBLIX NEKAPCTBEHHbIX NpenaparToB, KOTOpble cogepxaTt bonee
OOHOro AeNCTBYIOLLEro BellecTBa, HEOOX0AMMO OTAENbHO yKa3blBaTb KaX4oe OeNCTBYHLLEee BELLECTBO.

Ecnn B coobweHun onucbiBaeMbli CryyYal HexenaTenbHONW peakuuu YKasaH KakK CBS3aHHbIA C
TepaneBTMYECKMM KIacCOM JieKapCTBEHHbIX NpenapaToB, Takoe COObLLeHNe CUMTaEeTCa HEMOSHLIM U He oTBeYaeT
KpUTEpMAM He3ameanMTenbHOro NPeacTaBeHNs B yNONHOMOYEHHbIe OpraHbl. B 3Tom criyyae nuuo, 0TBeTCTBEHHOE
3a npeacTaBneHne coobLleHns B YNONIHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB, AOMMKHO NPUHATE Heobxoammble
Mepbl No cbopy HegocTatoLen MHpopmauun 0 NoJ03peBaeMOM NEKapCTBEHHOM npenapare.

7.3.2. Nopo3speBaemas HexenaTtenbHas peakuus.

B coobweHnn o HexenatenbHOW peakuuu [JorkeH ObiTb ykasaH BWA WM MPUMBEAEHO OnucaHue
noJo3peBaeMon HexxenaTensHoON peakumu.

7.3.3. OnncaHmne HexenaTenbHOW peakuun 1 OueHKa NPUYMHHO-CNEeACTBEHHON CBA3N.

Ons kaxgoro oTAenbHOro coobleHns NpeacTaBnseTcs BCA UMeWwascs MHdopMaumsa no pasBuBLUENCS
HexxenaTenbHON peakunn. MHdopmauma O pasBuTMM HexenaTenbHOW peakuuy gorkHa ObiTb npegcTaBneHa B
FIOrMYECKOM N BPEMEHHOW NocriefoBaTeNbHOCTH, B COOTBETCTBUM C XPOHOMOMMEN N3MEHEHMWS COCTOSIHUA NauneHTa,
BKIOYAs KMUMHWYECKoe TeuyeHue, TepaneBTUYeckue Mepbl, UCXOL4 W MONyYeHHYK nocrneayoLlyo nHgpopmaumio.
OnvcaHve A0MKHO BbITb BCECTOPOHHMM M BbICTYMNaTb Kak CaMOCTOATENbHbIA MEANLMHCKAIA OTYET, COAepKallmin Bce
N3BECTHblE BaXKHble KMMHWYECKMe AaHHble U CBA3aHHble C HUMK cBedeHus (nabopaTopHble, AMarHoCTUYeCKue U
WHble CBeAEHUS), BKMOYas XapaKTepucTUKy mauueHTa, AeTanu3aumio neyvyeHuns, uctopmio 6onesHu, KnmHnyeckoe
TeYeHne NposIBNEHUN, AMarHO3, HexenaTternbHble peakuMn U UX UCXOA, BaxkHble nabopaTopHble AaHHble 1 Nobyto
ApYrylo MHdopMaumio, koTopas MOATBEPXAaeT WM onposepraeT MOAO3peBaemMble HexenaTenbHble peakuuu.
JomkHbl 6biTb 0606LLEHbl BaXHble pe3ynbTaTbl BCKPbITUS MMM pe3ynbTaTbl MOCMEPTHOrO MCCnedoBaHus (ecrnu
NPUMEHNMO).

YNONMHOMOY€EHHbIE OpraHbl rOCyAapCTB-UYNIEHOB U AepXaTenu perncTpauroHHbIX yOOCTOBEPEHWA Brnpase
caenatb KOMMEHTapWKU B OTHOLLEHWM XapakTepa M OLeHKN NPUYMHHO-CNEACTBEHHOM CBA3M MeXAy Nogo3peBaeMbiM
fiekapCTBEHHbIM MpenapaToM W HexenaTenbHOW peakuuen OOMOSIHUTENbHO K OLEeHKe MPUYUHHO-CreaCTBEeHHOW
CBS131, KOTOPYIO caenan nepBouCTOYHUK (penopTep), ecny aTa oueHKa npeacTaBneHa.

7.3.4. Pe3ynbTaTbl aHann3oB U UHCTPYMEHTanNbHbIX UCCIeA0BaHUN.

B onucaHun HexenatenbHOW peakuuy cnegyeT UKCUpoBaTb pes3ynbTaTbl aHanvM3oB M npouenyp,
BbIMOSIHEHHbIX C LeNnbio ANarHOCTUKN UNWN NOATBEPXAEHNA peakuum (ABneHuns) (BKMoYas aHanusbl, NpoBeAeHHbIe
ONsl ICCNeaoBaHNSA NPUYNHBI, HE CBA3aHHOW C NTeKapCTBEHHbIM NpenapaToM (Hanpumep, ceposiormyeckme aHanusbl
Ha WHMEKUMOHHBIN renatuT Npu NOAO3PEHUN Ha renaTuT, BbI3BaHHLIN NeKapCTBEHHbIM npenapatom)). Cneayet
coobLaTh O NONOXMTENBHbIX M 06 OTpULAaTenbHbIX pe3ynbTatax aHanM3oB U MHCTPYMEHTAaIbHbIX NCCIeg0BaHNN.

7.3.5. Nocnepytowas nHdopmauus.

OTnpaBuTenio CoobLLEeHNS O HeXXenaTensHON peakummn cnegyeT HanpasnAaTb NOCNeayoLLYyo MHopMaumIo No
HexernaTenbHOW peakumMm He3aMeanuMTenbHO, eCriv Nofy4vyeHa HoBasi BaXkHas MeauuuHckas nHdgopmaums. BaxHas



HoBas MHGOPMaLMa O3Ha4yaeT B TOM YUCME HOBble MOAO3PEBaeMble HexenaTerbHble peakuun, U3MeHeHue B
OLEeHKe MNPUYUHHO-CNEACTBEHHON CBA3M U Mobyld HOBYHO WHAMOPMAUUIO WM  AaHHble 06 Un3MeHeHun
nepBoHavanbHON (nNpeawecTByloLllen) MHdOpMauMn O cryyae, €CnvM OHW BIUSOT Ha MEeOULMHCKYK OLEHKY
HexxenaTtenbHon peakunn. ViaeHTudunkaumsi BaxXHON HOBOW MHGOpMaLuK, TpebytoLlen cpouHOro penopTUpPOBaHNS,
BCerga Hy>gaeTcsi B MEAMNLIMHCKOM 3aKIioYeHWN.

CnegyeT yunTbiBaTb KakK 3HAYUTENbHbIE M3MEHEHUS WHOPMaUMM O HeXemnaTenbHbIX peakumsax nobblie
CuUTyauun, Npy KOTOPbIX MO OTAEMbHBIM CIlyYasiM HeXenaTernbHbIX peakuuid NPOUCXOOUT MOHKEHNE KpUTEpUEB
CEpbe3HOCTM M (UNN) OLEHKM MPUYMHHO-CIEACTBEHHOW (Hanpumep, nocnegyowas uHdopmauns npuBoauT K
N3MEHEHNIO KPUTEPUEB CEPbE3HOCTM C CEpPbe3HOW HexenaTtenbHOW peakuMnm Ha HecepbesHyl WM OueHKa
NPUYUHHO-CMEACTBEHHON CBSA3WM U3MEHSETCH C MMEIOLENn Kakom-nnbo ypoBeHb B3aMMOCBS3M Ha COMHUTENbHYIO
B3aMMOCBA3b) 1 cO00LaTh O TakMx Cnyyasax cornacHo TpeboBaHMsAM K CPOYHOMY NpeacTaBneHnto MHopmauum o
HexenaTenbHbIX peakumsx.

B cnyyae ecnu nocnegywoowas WH(oOpMaLns BHOCUT He3HauyuTerbHble W3MEHEHUS B MNepBOHAaYanbHble
OaHHbIE W OUEHKY HeXenaTerbHOM peakuuu, OHa He MNoANexwuT He3aMeanuTenbHoMy npeacTaBneHuto. Kak
He3HauuTernbHblE M3MEHEHMsI paccMaTpyBalOTCs M3MEHEeHMsI OTAErNbHbIX XPOHONOMMYECKMX gaT B npouecce
ONMcaHus 1 OLLEHKMN HeXenaTenbHOM peakumn 6e3 BrusHMA Ha oueHKy nNnbo nepegady criyyas unm mcnpasreHus
onevyaTok B npegbiaywien Bepcun cnydas. Cnegyet TeM He MeHee MOoNyyYnTb MEeAULUHCKOE JKCNEpPTHOE MHeHue
OTHOCUTENBHO 3HAYMMOCTM MocneayLen MHpopmauun, Tak kKak doopmaribHasi OLeHKa SBMSeTCS HeZOCTaTOYHOWN
(HanpumMep, n3MeHeHne B COOOLLEHMM O HEXenaTenbHON peakuun AaTbl POXAEHWS NauMeHTa NnpeacTaBnsaeT cobow
CYLLECTBEHHOE W3MEHEHWe MHopMauum O Bo3pacTe MauueHTa, ecrnv NpMBOOUT K MepeHocy MHdopMauun o
HexenaTenbHOM AeVCTBUM NeKapCTBEHHOTO Npenapara Ha MHYH BO3PaCTHYIO rpynny nauneHToB).

7.3.6. AHHYNMpoBaHue cny4yaes.

AHHYNMPOBAaHHLIN Criyyan - 3TO cryyan, uHopmauuio o kotopom 6onee He cregyeT yuuTbiBaTh B
npouegypax OueHKW. AHHYNMpOBaHWE BbINOMHSAETCH, ecnu 6bino obHapyxeHo, YTo BCSA MHOpMauns O cnyvae
AaBnseTca owunboyHoW mnu B crnydae AybnupoBaHuMsi OTYETOB O Criydae HexenaTernbHow peakumu. [lpouecc
aHHYNMPOBaHUSA Criydasi BbINOJHAETCA NOCPeACTBOM YBEAOMIIEHUS OTNPaBUTENEM MonydaTtens o ToM, YTOo criyyan
bonee He paccMaTpuBaeTCs Kak AencTBUTENbHbIN. OgHako coollieHue npu 3TOM criegyeT coxpaHuTb B Gase
OaHHbIX hbapmakoHaa3opa oTrnpaBuTensi.

MyHkT 7.4 BcTynun B cuny ¢ 1 uioHsa 2016 roga.

7.4. CoTpyaHmnyecTBo co BcemumpHon
opraHm3aumen 3apaBooXpaHeHNs

YNONMHOMOYEHHBIMM  OpraHamy  rocygapcTB-unieHoB — obecneumBaeTcd  perynspHoe npeacTaBreHune
COODBLLIEHUI O BbISIBMIEHHbBIX HA UX TEPPUTOPUSX N NOJO3PEBAEMbIX HEXeNaTenNbHbIX Peakunsax Ha neKkapCTBEHHbIe
npenapatel B CoTpygHMYalOWnMiA LeHTp BcemupHOW opraHusaumu 34paBOOXpaHEHUst C Lenbl  BKIYEHUS
nHdpopmaumm 06 a3TMx crnydasx B 0a3y [daHHbIX HexenaTenbHblXx peakuni BcemwupHonm opraHusaumu
3paBoOOXpPaHEeHNs.

8. MNMepuroanyecknin obHOBNsIEMbIN OTYET NO 6e3onacHOCTU

Mepuvoanyeckunn obHoBnsiembln oTdeT Mo 6esonacHoctu (MOOB) npeactaBnAeTr cobol OOKYMEHT Mo
hapmakoHaa30py, KOTOpblA MO3BOMSET AepXaTenio perucTpaumMoHHOro yAOCTOBEPEHUS NPeAcTaBUTb OLEHKY
COOTHOLLEHMA "nomnb3a - puUck" nekapCcTBEHHOro npenapata Ha onpeferneHHbIX aTanax nocTperncTpauyoHHOro
nepuoaa.

YNOMHOMOYEHHBIMW OpraHamun rocyaapCTB-YNeHOB OOMKHA BbINOMHATLCA oueHka NOOB ¢ yctaHoBneHnem
BO3MOXHbIX HOBbIX BbISIBIIEHHbIX PUCKOB M UX BIMSIHUSA HA OLIEHKY COOTHOLLEHMS "Monb3a - puck” nekapCTBEHHOMo
npenapata. Mo pesynbtatam oueHkn [1OOB ynoNHOMOYEHHbIM OpraH rocyfapcTBa-yfieHa onpegenseT
Heo6X0OMMOCTb BLINOMHEHUST JANbHENLLUX UccnenoBaHuin 6e3onacHoCTn nnn 3pPEKTUBHOCTM NEKAPCTBEHHOTO
npenapata, NPUMEHEHUS TeX WU UHbIX AEUCTBUW B OTHOLUEHWU PErucTpauMoOHHOro cratyca neKkapCTBEHHOro
npenapaTta unuM BHeceHus nameHeHun B ero OXJIM B uenax obecneyeHust ero NPUMEHEHUsI NPU NPEBbILLEHWN
Nonb3bl HaJ PUCKOM.

8.1. LUenn NMNOOB
8.1.1. OcHoBHON uenbto MOOBE saBnAeTca npeacTaBfieHNE MCYEPMbIBAKOLWEro U KPUTMYECKOro aHanuaa

COOTHOLLEHMS "MOMb3a - PUCK" NeKapCTBEHHOrO npernapata C y4eToOM BCEX HOBbIX AaHHbIX MO 6e3onacHoCcTU u
KYMYTSITUBHOIO BIIMSIHUA 3TUX AaHHbIX Ha Npodunb 6e30nacHOCTU u 3 EKTMBHOCTU NIEKAPCTBEHHOTO Npenapara.



MOOB saBnsieTCA UHCTPYMEHTOM MOCTPErnmcTpaLMOHHON OLEHKM COOTHOLEHMS "nomnb3a - pUCK" nekapCTBEHHOro
npenapaTa Ha onpefeneHHbIX aTanax }XU3HEHHOro LMKa NekapCTBEHHOro npenapara.

8.1.2. lepxaTenem perncTpauuoHHOro YAOCTOBEPEHUST AOMKHbI MOCTOSHHO BbIMOMHATHCA OLEHKa U aHanu3
BMMSIHWSA HOBbIX JaHHbIX HA COOTHOLLEHME "NMonb3a - pUCK”, NPOBOANTBLCS NepeoLeHKa JaHHOro Nokasarterns, a Takke
onpeaenaTbcs HeobxoaMMOCTb ONTUMM3aLUN COOTHOLLEHMS "NoMb3a - puck” NyTeM BBeAeHUS 3(PDEKTUBHBLIX Mep
MO YMpaBfEeHUIO puUCKaMM W WX MUHUMU3AUMU NpU  BbIIBNEHUM HOBOW MWHopmauus no 6esonacHocTy
nekapCcTBEHHOro npenaparta B Npouecce ero NocTperncTpaLMoHHOro NPUMEHEHUS.

8.2. MNprHUMNbI OLLEHKM COOTHOLIEHUS "nonb3a - puck" B NOOB

OueHka cooTHOLWeEHUs "Momnb3a - pUCK" OOSMKHA HOCWUTb HEMPEpPbIBHbIN XapakTep Ha NPOTSXKEeHWUUM BCEero
XXM3HEHHOTO LMKMa NekapcTBEHHOro npenaparta B Lensax obecneyeHms 3awmTbl 300pOBbs HACENEHNS U NOBbLILLEHNS
6e30nacHOCTU NaLMeHTOB NOCPeACTBOM peanusaumm 3PdEKTMBHbBIX Mep No MUHUMM3aUmMK pucka. MIHpopmaumsa no
B6esonacHoCT M 3PPEKTUBHOCTM NEKapCTBEHHOrO npenapara, cobupaemas Ha NPOTSAXKEHUU COOTBETCTBYHOLLMX
NMPOMEXYTKOB BPEMEHW, KOTOpblE COCTaBMAKT OTYETHble MEPMOAbl, SBMSETCS OCHOBOW Afsi TaKOW OLEHKM U
aHanm3a. OueHka BKIoYaeT crnegyoLme atansl.

8.2.1. Kputnyeckun aHanm3 Bcen MHdopmauum no 6e30macHOCTM, MOMyYEeHHOW 3a OTYETHbLIN nepuopn, C
onpeaeneHneM BO3MOXHbIX BbISIBIIEHHbIX HOBbIX CUIHAroB, CBUAETENbCTBYHOLWMX O HOBbIX MOTEHUMaNbHbIX UIn
NMOEHTUULMPOBAHHBLIX pUCKax MO0 AOMONIHEHMN MHPOPMaLMEN STUX CUTHATIOB YXKE UMEIOLLMXCH 3HaHUI Mo paHee
NOEHTUPULMPOBAHHBIM PUCKaM.

8.2.2. Kputnuyeckoe obobLieHne Bcen Nony4yeHHOW 3a OTYETHbIM nepuof MHdopmaumm no 6e3onacHoCTy 1
3pPeKTUBHOCTM NeKapCTBEHHOMO npenaparta (Kak B paMkax KIMHUYECKMX MCCneaoBaHui, Tak U Npu NpMMEHeHUN
nekapCTBEHHOro npenapara B MeAVLUMHCKOW MpaKTMKe) U OUEHKa BMAUSHWUS 3TOW MHAOPMaLMn Ha COOTHOLUEHMe
"none3a - puck" nekapcTBEHHOro npenaparTa.

8.2.3. BbINOMHEHWEe WHTerpanbHOro aHanmu3a COOTHOWeHMs "nonmb3a - pUCK' Ha OCHOBaHUM BCEX
KYMYNATUBHBIX OAHHbLIX, HAYMHasa C AaTbl MEPBOM perMcTpaumy NekapCTBEHHOrO npenaparta wunu gatbl NepBoro
paspeLleHnsi Ha NPoBeAEHNE MHTEPBEHLMOHHOMO KITMHNYECKOrO NCCeaoBaHNs B KAKOM-NMB0 13 rocygapcTs.

8.2.4. O6o6weHne wHdOpMaLMM MO MepaMm MWUHMMU3AUUWM puUcKa, KOTOPbIE MOIMU BbIMOMHATLCA WK
NNaHupyTCS.

8.2.5. OnpegeneHune nnaHa OLEHKM CUrHaroB, PUCKOB M (MNK) NpeasioXKeHUn No AOMNOMHUTENBHBIM Mepam Mo
dapmakoHag3opy.

8.3. MpuHumnel noarotosku NOOB

[epxartenb pernctpaumoHHOro yaoCTOBEPEHUST OOMKEH roToBuTb eanHbin NMOOB gna Bcex NpovM3BogUMbIX
NeKapCTBEHHbIX MpenapaToB, CoAepXXaLlmx OOHO U TO e OEeNCTBYIOLLEE BELLECTBO UMM OOHY U Ty XXe KOMOMHaLMIo
OENCTBYIOLLMX BELLECTB N0 BCeM 04006pEeHHBIM NOKa3aHUAM ANS OaHHbIX NIEKAPCTBEHHbIX NpenapaTos, cnocobam ux
BBeEeHMs, hopMaM BbIMyCcKa U pexxmmam A03upoBaHus. B yacTHbIX cnydasx MoxeT noTpeboBaTbCcs NpeacTaBnexHe
OaHHbIX MO OTAenbHbIM NMoKasaHuaM, copMaM BbiMycka, crnocobam BBEOEHWUs UNU pexrMMaM [A03UPOBaHUS Kak
oTtgensHoro pasgena NMNOOB ¢ cooTBETCTBYHOLLMM ONMCAHMEM Y aHaNM30M acnekToB npodunsa 6esonacHocTn n 6e3
noarotoBkn otaensbHoro MOOB. MogrotoBka otaenbHoro NMOOB Mo)eT OblITb 060CHOBaHa B UCKITOYUTENbHbLIX
cnyyasx (Hanpumep, nNpy HanmuMm OOpPMbl BbIMYCKA C MOSTHOCTBIO OTIMYHBIMK MOKa3aHWSIMU K MELULUHCKOMY
NPUMEHEHWIO aHHOMO NNEKapCTBEHHOrO Npenapara oT Apyrux ero hopm BbINycKa).

8.4. Cogepxanue NOOB

8.4.1. NOOBb pomkeH BKMOYaTb KyMynNATMBHbIE [AaHHble, HauyMHas C AaTbl MEpBOM perncrpauuu
nekapCTBEHHOro npenapara 1 BblaensaTb HOBYIO MHOPMaLUIO, MONyYEHHYI0 3a OTYETHbLIN nepuog. KymynatvueHas
nHdOopMaLma paccmaTpvBaeTca Npu nNpoBefeHun obLlen oueHkn 6e30nacHOCTM NeKapCTBEHHOrO npenapara u
WHTErPUPOBaHHON OLEHKN €ro COOTHOLLEHMS "nonb3a - puck".

MOOB pomkeH BkMtoYaTh 0006LWatoLLy0 MHGOPMaLMo 060 BCEX MCTOYHMKAX MOMYYEeHNst 3HAYUMbIX JaHHbIX
no achpeKTUBHOCTM N 6Ge30MNacHOCTM NIEKAPCTBEHHOIO NpenapaTta, KOTopble AOMKHbI YYUTLIBATLCSI MPU BbIMONTHEHWM
oyepenHoOM OLEHKM COOTHOLWEHMS "momb3a - puck” M KOTOpble [AOCTYMHbl AepXaTento pPerncTpalyoHHOro
yOo0CTOBEPEHUst. YKasaHHas MHpopMaLms BKIOYaeT:

o6o6LatoLLyo MHopMauuo 0 pesynbTatax MeaMLMHCKOro MpUMEHeHNs NekapCTBEHHOMO npenapara:

AaHHbIE CMOHTaHHOIo PenopTUPOBaHUS;

AaHHble MeOULMHCKON NuTepaTtypbl;

AaHHble, MOJTyYeHHble B XO4E€ MCMOMb30BaHUS aKTUBHbIX METOOOB MOHWUTOPWMHra (Hanpumep, aHanu3
BHYTPEHHUX UK BHELIHUX 6a3 AaHHbIX);

curHanel No 6e30MacHOCTH, KOTOPbIE eLLe NPOXOASAT PACCMOTPEHME M OLEHKY AepXXaTenem perMcTpaunoHHoro



yOOCTOBEPEHUS;

WHopMaLMIO, MOMYYEHHYIO OT MAPTHEPOB MO MapKETUHTY NN ANCTPUBLIOLINK;

0606LLatoLLYy0 MHOPMALUIO O KINMHUYECKUX UCCIIeQ0BaHUSAX:

0606LLeHNne OaHHbIX MPOAOIHKALWNXCA KIMHUYECKUX WUCCNEAOBAHWIA WM WHbIX WCCNEAOBaHWNA, KOTOpble
BbIMOSMHAOTCS Aep)XaTernem permcTpaunoHHOro yAoCTOBEPEHMS UMW ero npeactaBuTenem, Nnbo Gbinm 3aBepLUEHbI
B OTYETHBIN Nepuos;

AaHHble TepaneBTUYECKOro NPMMEHEHMS UCCegyemMoro fniekapCTBEHHOMO Npenapara;

AaHHble 06CcepBaLMOHHbBIX UMW ANUOEMMNONOTMYECKUX NCCNe0BaHNN;

AaHHble ccneaoBaHUN Mo OLeHKe UCNONb30BaHWUS NeKapCTBEHHOrO npenapara;

OaHHble JOKNMUHNYECKUX MCCnesoBaHui (TOKCUKONOMMYECKMX U UccrnegoBaHuii in vitro);

OaHHble  KNWHUYECKUX UCCNedoBaHUN, BbINOMHAEMbIX MNapTHepamu gepxaTensd peructpalyMoHHOro
yOOCTOBEpEHUs N0 pa3paboTke Unv pasMeLLeHntio Ha pbiHKe NeKkapCcTBEHHOro npenapara;

OaHHble KNMUHUYECKUX MWCCreaoBaHuiA, B KOTOPbIX Oblna BbisiBeHa HeaocTaTodHasd TepaneBTuyeckas
3(pPEKTNUBHOCTb, YTO MOXET OKa3aTb BMMUsIHME Ha OLEHKYy COOTHOLIEeHMs "nonb3a - puUcK" nekapcTBEHHOro
npenapaTa;

0606LLatoLLYy0 MHOPMaLUIO U3 OPYrMX UCTOYHUKOB:

AaHHble, MOMYyYEHHble W3 WHbIX MCTOYHWUKOB, WMEILIUX OTHOLIEHUE K OueHke 3PQEKTUBHOCTUM WK
6Ge3onacHOCTW NekapCTBEHHbIX MpenapaToB aHanorm4yeckon hapmakoTepaneBTMYeCcKon rpynnebl;

AaHHble uHbIX NMOOB unmn oTyeToB Mo 6Ge3onacHOCTM paspabaTbiBaeMblX NEKAPCTBEHHbIX NpenapaTos
(HanpyMep, KOHTPaKTHbLIX NAPTHEPOB UM MHULMATOPOB NCCNE0BaHNN);

BaXXHYI0 MHOPMaLMIo, NonyYeHHyto nocne 3asepeHuns nogrotosku MOOB.

8.4.2. TIOOB gomxeH BknoYaTh creayoLwmne pasgens:

8.4.2.1. TUTyNbHbIA NNCT, BKIKOYast NOANUCH NULAa, OTBETCTBEHHOrO 3a noarotoeky MOOB.

8.4.2.2. KpaTtkoe nanoxeHue (pestome) NMOOB.

8.4.2.3. CopepxaHue MNOOE B TabnnyHom chopmarTe.

8.4.2.4. BeegeHue.

8.4.2.5. PernctpaumoHHbI CTaTyC NieKapCTBEHHOro npenapara B MUpe.

8.4.2.6. Mepbl, NPUHATLIE 3a OTYETHLIN Mepuofd, B CBSA3N C MOCTYNMBLUMMW AaHHbIMKA MO ©6e30nacHOCTU
nekapCTBEHHOro npenaparTa.

8.4.2.7. 'ameHeHus1, BHECEHHbIE B CIPaBOYHY MHpopMaumio no 6e3onacHOCTM NekapCTBEHHOO Npenapara.

8.4.2.8. OueHka yucrna nauMeHToB, NOABEPTLLMXCS BO3AENCTBMIO NIEKAPCTBEHHOIO NpenapaTa:

a) obulee 4Mcno nauueHToB, MOABEPTLUMXCHA BO3AEWCTBMIO JIEKAPCTBEHHOrO npenapaTta B KIMHUYECKMX
nccnenoBaHusXx;

0) obuiee 4ncno nauMeHToB, NOABEPILUMXCH BO3AEWCTBUIO NEKApPCTBEHHOro npenapata Nno AaHHbIM ero
NPUMEHEHMUS Ha PbIHKE.

8.4.2.9. O600LLeHHble TabnuyHble AaHHbIE:

a) cnpaBoYHas nHopMaLms;

0) 0606LeHHas MHOpMaLNA MO CEPbE3HBIM HEXeNaTeNbHbIM PEaKLMAM, BbISIBIIEHHbIM B XO4€ KITMHUYECKMX
nccrnegoBaHum;

B) 0600L1eHHas nHdopmMaLms No JaHHbIM NOCTPErNCTPaALMOHHOTO NPUMEHEHUS NTEKapCTBEHHOIO Npenapara;

8.4.2.10. Pe3toMe 3Ha4YMMbIX AaHHbIX, MOMYyYEHHbIX B XOA4e KITMHUYECKMX UCCNeJoBaHWi 3a OTYETHbIV nepuoa;:

a) 3aBepLUEHHbIE KINMHUYECKNE UCCIeA0oBaHWS;

©) npogomkarLmMecs KIMHUYeCcKne nccnegoBaHus;

B) ANWUTENbHbIV NOCNEAYHOLLNA MOHUTOPUHI COCTOSIHUS NaLMEHTOB;

r) MHOe TepaneBTUYECKOEe NPMMEHEHME NEKapCTBEHHOrO NpenaparTa;

[) HOBble AaHHble MO ©e30MacHOCTU MpU UCMONb30BaHUM FIEKAPCTBEHHOrO npenaparta B (PUKCMPOBAHHBIX
KOMOUMHaLUMsX J03.

8.4.2.11. JaHHble HEUHTEPBEHLMOHHBIX UCCIeL0BaHNN.

8.4.2.12. laHHble OpyruxX KNUHUYECKUX NCCNeaoBaHUN 1 AaHHbIe, NONyYeHHble U3 APYrMX UCTOYHUKOB.

8.4.2.13. [1aHHble OOKNNHUYECKNX NCCNEea0BaHUN.

8.4.2.14. /\cnonb3oBaHHbIe UCTOYHUKN NUTepaTypbl.

8.4.2.15. [Ipyrne nepuoguyeckne o6HOBSiEMble OTYEThLI MO 6€30MacHOCTW.

8.4.2.16. HepocTtaTtouHada TepaneBTuyeckas ageKTMBHOCTb NeKapCTBEHHOro npenapaTa, yCTaHOBNEeHHas B
KOHTPONMMPYEMbIX KITUHUYECKUX NCCIEOOBAHUSIX.

8.4.2.17. BaxHada nHdopmMauus, nonyvyeHHas nocne 3asepLueHus nogrotosku NOOB.

8.4.2.18. O630p curHanoB (HOBble, paccCMaTpvBaeMble 1 3aBEPLLEHHbIE).

8.4.2.19. CurHanbl 1 oLeHKa pucka:

a) obobatowasa nidopmaumsa no npobnemam 6e3onacHoOCTY;

©0) oueHka curHana;

B) OL€HKa PMCKOB 1 HOBOW MHbopMauny;



r) XapakTepucTnKa PUCKOB;

4) 3PP EeKTUBHOCTL MEP MO MUHUMMU3ALIUN PUCKA (€CIIU OHWU MPUMEHSMUCH).

8.4.2.20. OueHka nornb3bl:

a) BaxkHasa 6asucHas MHdopmMauusa no apPEeKTMBHOCTU NEKAPCTBEHHOrO npenapaTta, NofnyvYeHHast B xoae
KMMHUYECKNX NCCNeaoBaHNA U NMPUMEHEHWS B MEAMLUHCKON NPaKTUKe;

©0) HoBasl BbIsiBNEeHHasi MHpopMauus no 3PgEKTUBHOCTH, NONyYEHHAs B XO4€e KIMMHUYECKNX UCCNegoBaHni 1
NPUMEHEHWS B MEOULMHCKON MPaKTUKe;

B) XapakTepucTuKa nosb3bl.

8.4.2.21. lHTerpnpoBaHHbI/ aHanmM3 COOTHOLLEHMS "Nomnb3a - pUck" No oaobpeHHbIM NOKa3aHUsAM:

a) WHTErpMpoBaHHbIA aHanmM3 B KOHTEKCTe COOTHOLIEeHMS "nomb3a - puck" (BKMYad MEeOULMHCKYHO
NoTpeBbHOCTb N BaXXHble anbTepHATUBbI);

©) oueHka npouenypbl aHanusa CoOTHOLLEHMS "nonb3a - puck”.

8.4.2.22. 3akntoveHue NMNOOB u npeanaraemble nocneayoLiMe AeACTBUS B KOHTEKCTE CAeNaHHOW OLIEHKN.

8.4.2.23. lMpunoxeHus k NOOB.

8.4.3. TUTYNbHbINA NACT.

Ha TtutynbHOM nucte gomkHbl ObiTb ykaszaHue Homepa NMOObBb (MOOBb fomkHbl MMEeTb NocrneaoBaTeNbHYHO
HymepaLmio), HauMEHOBaHWE NEKapCTBEHHOIO Nnpenaparta, MexayHapoaHas gaTta permctpaumm, OTYETHbIN nepuog
(nMbo ykasaHme Ha BHeoyepegHow nopsigok nogayn [MOOB no 3anpocy YMONIHOMOYEHHOrO OpraHa
rocygapctBa-yfieHa), faTta COCTaBIeHWst OTYeTa, [aHHble AepXaTens perncrpauuoHHOro yO4OCTOBEPEHMS U
yKasaHue Ha KoHguaeHUuanbHOCTb MHdopmauun, BrtodeHHon B NOOB. TutynbHbid nuct NMOOB gomkeH ObiTb
3aBepeH NoANUCHIO.

8.4.4. KpaTtkoe nanoxeruve (pestome) NMNOOB.

Llenblo kpaTKOro M3nNOXeHUs COoAepXaHus SBNSAETCA KpaTkoe npeacrtaBneHMe B 0606LieHHOM Buae
cogepxaHua n Haubonee BaxHoW wnHdopmaumm, coctasnsawwen MOOB. [aHHbin pasgen OOMKEH BKNoYaTb
crnepyoLyo MHoOpMaLumio:

BBEJEHME, yKasdaHne Homepa oTyeTa 1 OTHYETHOIo Nepuoaa;

HaVMEHOBaHWe neKapCTBEHHOrO npenaparta, apmakoTepaneBTUYECKUA KNacC, MEXaHu3M [elCTBUS,
nokasaHusl K MpuMeHeHmno, oopma BbIMycka, 403a, cnocob BBEAEHMUS;

OLEHKa KyMyNnATMBHOIO BO3OENCTBUS B XO4€E KITMHUYECKUX UCCNEeAoBaHWN;

OUEeHKa WHTepBana MOCTPErMCTPaUMOHHOIO MNPUMEHEHUS W KYMYNSATMBHOMO BO3O4ENCTBMSA 3a  3TOT
NOCTPErncTpaLnoHHbIA NepUo;

nepeyeHb rocyaapcTs, Ha TEPPUTOPUAX KOTOPbIX paspeLleHo NPpUMEHEHNe NekapCcTBEHHOroO npenapara;

0600LweHHas nHdopmauusa ob oLleHke COOTHOLLEHUS "nonb3a - puck";

NPUHATbIE W Npeanaraemble AEWCTBUS, CBfA3aHHble C acnektamu npocunsg ©esonacHocTW, BkIoYas
CYLLLECTBEHHbIE U3MEHEHUS, BHECEHHbIE B OPOLUOPY MCcneaoBaTensi Ha aTane KMMHUYECKUX UCCRedOBaHUn U B
OXIIMM Ha nocTperncTpaumoHHOM dTane, Unn MHble Mepbl N0 MUHUMMU3aUMU PUCKE;

3aKIo4eHme.

8.4.5. Pasgen KpaTKOro U3noXeHUs CoAepXXaHusi oTyeTa JOSKeH COMpoBOXAATbCA Tabnuuen copgepxaHus
MOOB.

8.5. TpeboBaHus k cogepxxaHuto kaxgoro pasgena NOOB.

8.5.1. Pasgen MNMOOBb "BeeaeHne".

BBeneHve gOmKHO cogepkaTth crieayoLyo nHopmaumio;

MexayHapoaHasi AaTa permcrpaunm, OTYeTHbIA Nepmoa U NopsiAKoOBbIA HOMEP OTYETa;

HauMeHOBaHMEe IeKapCTBEHHOro npenaparta, ¢apMakoTepaneBTUYECKUA Knacc, MexaHu3M OenCTBus,
nokasaHus K npumeHeHuo, opmMa Bbinycka, 4o3a, cnocod BBeAEHNS;

KpaTkoe onucaHue nonynsumim, KOTopble NoyYyatoT feYyeHne ¢ Ha3HavYeHMeM NeKapCTBEHHOro npenapara unm
ObINM BKMOYEHbI B KNMHUYECKUE UCCINEOOBAHNS;

KpaTKoe OMucaHWe u pasbsicHeHue Nbol umetowen oTHoweHue Kk Tpebyemon mHdopmaummn B MOOB,
KoTopasi He Obina BkntoveHa B nogaaembit NOOB.

8.5.2. Pasgen MNMOOB "PerncrpaunoHHbIN cTaTyc NekapcTBEHHOro npenapaTa B mupe".

B naHHom pasgene NOOB gomkHa ObITh NpeacTaBneHa kpaTkasi 063opHas MHdopMauus, BKNoYatoLwas aatbl
NepBUYHBLIX perMcTpauui B rocygapcrBax, 0fobpeHHble NokazaHusa K NPUMEHEHWIO, 3aperncTpMpoBaHHbie OOpMbl
BbIMyCKa 1 JO3MPOBKU C yKasaHWeM AeNCTBYOLWUX pernctpaumi Ha gaty nogrotosku MOOB.

8.5.3. Pasgen MNOOB "Mepbl, NPUHATBIE 3a OTYETHLIN MEpuon, B CBA3M C AaHHbIMU MO ©e30macHoOCTU
nekapCcTBeHHOro npenapaTta”.

B pasgene npeacTaBnsieTCsl OMMCaHME CYLLECTBEHHbIX Mep, MPUHATBIX YMNOMHOMOYEHHBIMW OpraHammu
rocydapcCTB-YNEHOB, AepXaTenemM perucTpaLyoHHOIO YAOCTOBEPEHUs), CMOHCOPOM KITMHUYECKUX WUCCIeLOBaHUN,
KOMUTETOM MO MOHUTOPWHIY U OLEHKE AaHHbIX, KOMUTETOM MO 3TUKE HA OCHOBAHMM LAHHbIX MO Ge3onacHoCcTH 3a



OTYETHbIN NEPUOA KaK B OTHOLLEHWUM NPOSOIDKAOLLNXCH KITMHUYECKMX UCCRefOBaHUA, Tak U NOCTPEerncTpayuuoHHOro
NPUMEHEHUS, KOTOpPbIE:

oKasanu CyLleCTBEHHOE BIIMSIHME Ha COOTHOLLUEHUE "Mofb3a - pUCK" 3aperncTpMpoBaHHOIO fiekapCTBEHHOIO
npenapaTa;

oKasanu BMnvsiHWE Ha NPoBeAeHVEe KOHKPETHOTO KIMHUYECKOro MCCredoBaHUs uUnm B LIEIOM Ha nporpammy
KNMHU4ecKkon pa3paboTKM fekapCTBEHHOTO npenapara.

B pasgene JomkHbl ObiTb ykasaHbl OCHOBaHWS ANS MPUHATUS OaHHbIX Mep M Npu HeobxoauMMocTu
AononHuTenbHas nHopmaums (Npy Hanuuum).

8.5.3.1. Mepbl, NpuHATbLIE B OTHOLLEHUU UCCNeayeMOro NiekapCTBEHHOMo npenaparta, MOoryT BKoYaTh:

a) oTKka3 B Bblgade paspelleHust Ha NpoBeAeHMe KIMMHUYECKOro uccnegoBaHms no acnekram 6esonacHocTu
WU 3TMYECKNM BOMpoOCcaM;

©) yacTuyHas nnm nonHasa NPUOCTaHOBKA KITMHUYECKOro NCCneaoBaHnsa MO0 NoMnHasi OCTaHOBKa KIMHUYecKas
UccneaoBaHUs paHee NNaHWpyemoro cpoka MO MNpPUYMHE BbISIBMEHHbIX AdaHHbIX M0  6e3onacHoCcTM wnm
HeQoCTaTOYHOW TepaneBTUYeCcKkon adhdEKTUBHOCTY;

B) OT3bIB UCCMEQYEMOrO NIeKapCTBEHHOrO NpenapaTta unm npenapaTa CpaBHEHUS;

r) oTka3 B Bblgaye paspelleHVs Ha MPUMMEHEHWE MO MOKa3aHWK, UCCNedyeMOMy B XOO€ KIMHWYECKOro
nccrnenoBaHus, BKMoYas JOOPOBObHbIA OTKAa3 OT NoAayun 3asiBIEHUS Ha perncTpaumio;

4) BBEAEHME MEep MO MUHMMM3ALUN pUCKa, BKIOYasi:

N3MEHEHWsI, BHOCMMbIE B MPOTOKOM MCCNeaoBaHuMs U OOyCnoBMEHHbIE AaHHbIMM MO 6Ge3onacHoCTU UMK
3(PPEKTUBHOCTN (HANpMMeEp, WU3MEHEHWE pexMMa [O03UPOBaHWS, W3MEHEHUS KPUTEPUMEB BKIIOYEHUS WK
HEBKITIOYEHNS, BBEAEHWE [AOMOSHUTENbHBIX MEpP MO MOHUTOPUHIY CYOBEKTOB WCCNEeAOBaHWUA, OrpaHudeHue
NPOAOCIMKUTENBHOCTM UCCNeoBaHNs);

orpaHnyeHus nccnegyemon nonynaumm Unm nokasaHui K NpUMeEHeEHMIO:

N3MEHeHNs1 MTHPOPMUPOBAHHOMO COrnacusl, CBA3aHHbIE C acnekTamu npodunsa 6e3onacHoCcTy;

N3MEHeHNs1 COCTaBa flekapCTBEHHOrO npenapaTa;

JONoNHNTENbHOE TpeboBaHME YMNOMHOMOYEHHBIX OPraHoOB rOCYAapCTB-YNIEHOB MO 0COGOMYy MOpsiaKy
npeacTaBneHnsa nHgopmMauum no 6e3onacHOCTM NeKapCcTBEHHOrO Npenapara;

cneynanbHoe MHpopMUPOBaHKe Bpader-nuccriegoBaTenen U MeauUMHCKNX paboTHNKOB;

nnaHMpoBaHWE NPOBEAEHNS HOBbIX UCCNEAOBaHMI N0 OLEHKE acnekToB npoduns 6e3onacHoOCTy.

8.5.3.2. Mepbl, NpUHATBIE B OTHOLLEHWM 3apPErMCTPMPOBAHHOIO JIEKapCTBEHHOIO Npenapara, BKIYaoT:

a) 0TKa3 B NPOANIEHMN OENCTBUS PETMCTPALMOHHOIO YAOCTOBEPEHNS;

©) NnpnocTaHoBKa MM OT3bIB PEMMCTPALMOHHOIO YAOCTOBEPEHUS;

B) BBEAEHME NiiaHa N0 MUHMMN3aLUMK pUCKa, BKITOYas:

CYLLECTBEHHbIE OrpaHUYEHMs B pacnpoCTPaHeHUN UNn BBeAEHUE UHbIX MEP MUHUMU3ALIUN PUCKa;

cywiectBeHHble uameHeHns OXIIM, koTopble MOryT MnOBAWUSATb Ha nporpammy paspaboTku, Bko4as
OrpaHUYeHUs NOKa3aHU K HA3HAYEHUIO UK TPyMn NaLMeHTOB, KOTOPLIM Ha3HaAYaeTCs NeKapCTBEHHbIN Npenapar;

cneumanbHoe NHHOPMMPOBAHUE MEAUNLIMHCKUX PabOTHMKOB;

TpeboBaHNE YMONTHOMOYEHHbLIX OPraHOB FOCYAapCTB-YIEHOB MO MNPOBEOEHMIO MOCTPErncTpaLMoHHOro
nccrnegoBaHus.

8.5.4. Pasgen T1OOB "M3meHeHMsi, BHeCeHHble B CMpaBOYHyl WHGopmauuio no OGesonacHoCTU
nekapcTBeHHOro npenapaTta”.

B paHHOM pasgene nepeuncnsaeTca MHopMauus 000 BCEX CYLLIECTBEHHBIX W3MEHEHUAX, BHECEHHbLIX B
CrpaBoYHy uMHGopMaumio no ©6e30nacHOCTU NEeKapCTBEHHOro npenapata 3a OTYeTHbIM nepuon. [aHHble
CYLLECTBEHHbIE M3MEHEHUs BKNIO4YalT B ceba M3MeHeHus B pasgernbl NpOTUBOMOKa3aHWi, NPenocTepexeHun,
0COObIX YyKasaHui, [OOMOMHEHME MWHGOPMaLMEN O Cepbe3HbIX HeXenaTerbHbIX peakumsX, HexenatesnbHbIX
peakumsax, NpeacTaBnaoLLnX 0CobbIA NHTEPEC, peakuusax B3anmMogencTBus, BaXHble AaHHbIE NPOOOIMKAOLWNXCA U
3aBEpPLUEHHbIX KITMHUYECKUX UCCrefoBaHNiA, BaXHble AaHHbIE JOKIMHUYECKUX UCCNeaoBaHMmM (Hanpumep, usyvyeHune
KaHLeporeHHocTn). MHdopMaumss 0 OaHHbIX U3MEHEHMAX OOMKHa OblTb NpeacTaBfieHa B COOTBETCTBYHOLLMX
pasgenax [MOOB. B npunoxeHun k TMOOB pomkHa cogepXaTbCs BepCcUsl CnpaBOYHOM WMHopmaumm no
6e30nacHOCTY NeKapCTBEHHOTO Npenapara ¢ COOTBETCTBYHOLLMMU U3MEHEHUSIMMN.

Hepxatenb perncTpauuoHHOrO YAOCTOBEPEHUS Takke npeacTtaBnseT WMHAOPMAaLMIO O BHECEHHBIX WU
HaxodslWmnxca Ha aTane BHeceHUs u3meHeHusx B OXJIM Ha ocHoBaHMM OOHOBMEHHOW BEPCMM OCHOBHOM
nHdpopmaumm no 6Ges3onacHoOCTU [epXaTens perucTpaunoHHOrO YAOCTOBEPEHUSI C NPeACTaBlieHMEM ee B
NPUNOXEHUMN.

8.5.5. Pazgen NMOOB "OueHka yMcna naumMeHToB, NOABEPTLUNXCS BO3AENCTBMIO JIEKAPCTBEHHOrO npenapara”.

MOOB pormkeH coaepXaTb TOYHYK OLEHKY 4YMCria MNauueHTOB, KOTOpble MNOABEPINMChH BO3OEWCTBUIO
NeKapCTBEHHOro npenaparta, BKoyasa Bce faHHble 00 06beme npoaax 1 KonmyecTBe HasHayvyeHun. [laHHasi oueHka
OOJDKHA COMPOBOXAATbCS KAYECTBEHHbIM M KONMYECTBEHHLIM aHanM30M MPUMEHEHUS B peanbHON MeAULMHCKON
NMpaKkTUKe C yKazaHMeM TOro, Kakum 00pasomM 3TO MOXET OTNIM4aTbCs OT 0A0OPEHHOIO NPUMEHEHMS, OCHOBLIBASACh HA
BCEX [AaHHbIX [OOCTYMHbIX AepXaTemnt PerncTpauuoHHOro yAOCTOBEPEHUsI M pe3ynbTaTtax HabnopgaTenbHbIX



nccrnegoBaHui Mo OLEHKE MCNONb30BaHUA NEKapCTBEHHOrO npenapara.

B paHHOM pasgene pomkHa ObITeb npeAacTaBrneHa oueHka obbema UM XxapakTepucTUKM  Nonynaumm,
noABepriiencsa BO3AENCTBMIO NNEKapCTBEHHOIO NpenapaTa (BKIoyas KpaTkoe onucaHue UCnonb3yeMoro s OLEeHKN
MeTo4a U ykaszaHusl He4OCTaTKOB UCMONb3yeMOro metoaa).

Cornacytowmecs MeToabl MO OLEHKe BO3OENCTBUSA Ha CyObeKTa UM NaumeHTa AOSKHbI UCNONb30BaTbCs BO
Bcex pasgenax NOOB ansa ogHoro nekapcTBeHHOro npenapaTta. Ecnv ymecTHon sSBnsieTcst 3aMeHa UCnosib3yemMoro
MeToa OLUeHKM, 06a MeToda 1 pacdeThbl Mo HUM OOIMKHbI 6bITh NpeacTaBneHbl B [NTOOB ¢ o6bsicHeHeM 3aMeHbI.

8.5.5.1. Mogpasgen MNMOOB "O6wee u4ucro nauveHTOB, MOABEPTLLUMXCA BO3AEWCTBUIO EKApPCTBEHHOIO
npenaparta B KINMHUYECKNX nccnegoBaHmsax".

HanHbin nogpasgen NMOOB gomkeH cogepaTb Creaylowyo MHAOPMaLMIo O NauueHTax, BKNHOYEHHbIX B
KMMHUYECKne nccneaoBaHns (pekomeHayeTcs ucnons3oBaTb TabnnyHbin popmar):

a) KyMynsiTUBHOE 4MCrno CyOBbEeKTOB UCCNeaoBaHMsl, BKMOYEHHbIX B NPOAOIDKalolmnecs U 3aBepLueHHble
KNMHUYECKne nccnegoBaHvsa U NOABEPrLLMXCA BO3AENCTBUIO UCCeayeMOoro fekapcTBEeHHOro npenapara, nnauebo
1 (MNKn) aKkTMBHOIO NpenapaTa CpaBHEHUS C MeXayHapoaHOW AaThl 0AobpeHus paspabaTbiBaeMOoro nekapcTBEHHOro
npenapaTta. [ns nekapCcTBEHHbIX MNpenapaToB, ANUTENbHOE BPEMSA HaxogslMXcs B obpaleHun, ykasaHHas
aeTtanbHas nHdopMaumst MOXeT OblTb HEOCTYMHA;

©0) Gonee geTanbHas KyMynsaTMBHas nHgopmMaumsa o cybbekTax nuccnegoBaHusi, NoABEPTLLMXCS BO3AENCTBUIO
(Mpn Hanuumm) (HanpMMep, CrpynnUMpoBaHHas Mo BO3pacTy, MOy, PAacOBOW NMPUHAOIEXHOCTM MO BCEW NporpamMmme
pa3paboTku);

B) BaXkKHble pas3nunums Mexay MccrnefoBaHnsMM B OTHOLLEHMN Ha3Ha4YaeMbIX 003, NyTen BBEAEHUs], nogrpynn
NauueHToB;

r) B cCriydae ecnv KrvMHU4eCcKMe uccrnegoBaHust NPOBOAMMNCH Ha OCOObLIX rpynnax nauueHToB (Hanpumep,
OepeMeHHbIe XKEHLLMHbI, NaUMEHTbl C HapyLUEHUSMN (PYHKUMM MOYEK, NeYeHU, CEpAEYHO-COCYAUCTON CUCTEMBI,
NaumMeHTbl C KIMMHUYECKN 3HAYUMbIM FEHETUYECKMM MONMMOP(U3MOM), AOMKHbI ObiTb NpeacTaBneHbl AaHHbIE O
BO3[ENCTBUN;

4) NpuM  HanMMiuyM CYLLECTBEHHbIX pPas3NMuuini MO BpeMEeHW BO3AEWCTBUMA Mexay cyObektamu,
paHOOMU3NPOBAHHBIMI Ha MONyYeHNe UccreayemMoro NieKapCTBEHHOro npenapara Uiy npenapara CpaBHEHUs!, Unx
HECOOTBETCTBUIA MO MNPOAOIMKUTENBHOCTM BO3AEWUCTBMS MeXAY KIMHUYECKMMU UCcnegoBaHMsiMM Heobxoammo
NPOBECTM OLIEHKY BO34ENCTBMS B BblpaXeHUN CyObeKT-BpeMsi (MauueHTo-AHW, -MeCsiLbl UK -rofbl);

€) AaHHble 0 BO3OEWCTBUM MCCNedyeMOro npenapara Ha 340poBbIX OOPOBOSMbLEB MOTYT UMETbL MEHbLLYIO
3HA4YMMOCTb ANS OUeHKU npoduns 6e30nacHOCTU NeKapCTBEHHOrO CPeAcTBa B LENIOM B 3aBMCMMOCTW OT Tuna
HabngaemMbix HeXxenaTenbHbIX peakLmi, B 0COOEHHOCTM eCnv NauneHTbl NOABEPratnTCcs BO3OENCTBUIO €ANHUYHOWN
0o3bl. [MogobHble AaHHbIE JOMKHBI ObITh NPeACTaBneHbl OTAENBHO C MOSICHEHUAMM (NPU HEO6XOOMMOCTN);

X) B cny4ae ecnu B OBOOLLUEHHOM WHOPMaUUM O HexenaTenbHbIX peakuusiX, BbIIBMEHHbIX B XoA4e
KNMUHUYECKUX MCCNeaoBaHWNA, YKasaHbl Cepbes3Hble HexenaTeNbHble peakuuMu, AOMKHO ObiTb MO BO3MOXHOCTU
cOenaHo COOTBETCTBYHOLLIEE YKa3aHUe Mo OLeHKe BO3AENCTBUS Ha NaUMEHTa;

3) Ons onpefeneHHbIX 0Co60 BaXHbIX KIMHUYECKUX WCCrefoBaHUM gemorpaduyeckas xapakTepucTmka
naumMeHToB JOJMKHa ObITb NpeAcTaBreHa OTAENbHO.

8.5.5.2. Mogpasgen MOOB "O6wee 4uCno nauveHTOB, MOABEPTLLUMXCA BO3AEWCTBUIO EKAPCTBEHHOIO
npenapaTa, Mo AaHHbIM ero NPUMEHEHMS Ha PbIHKE".

Mo BO3MOXHOCTM AOIMKHbI ObITb NPeACTaBEeHbl OTAENbHAs OLEHKA KYMYNSTUBHOIO BO3AeNCTBUS (HaunHas ¢
MeXAyHapOo4HOW [aTbl perMctpauuu) U BO3AENCTBUA 3a ONpPeAeneHHbln MHTepBan (C AaTbl OKOHYaHWsi cbopa
AaHHbIX no npeawecteyowemy NMOOB). B pasgene AomkHbl ObiTb NpuBeOeHbl OLEHKa KOnmM4yecTBa NauMeHTOoB,
NoABEPrINXCA BO3LENCTBUIO, U METOZ, C MOMOLLbIO KOTOPOTO BbIMOMHSANMCE onpeaeneHne un oueHka. [JJomkHo bbiTb
npeacTasneHo o60CHOBaHMeE, ECNN HEBO3MOXHO NPOBECTM pacyeT YMcna nauneHToB, NOABEPTLLMXCHA BO3AENCTBUIIO.
Ecnv HEeBO3MOXHO BbINOMHWUTL OLIEHKY 4YMCria MauMeHTOB, OOSMKHbl ObiTb MpeacTaBrieHbl anbTepHaTUMBHbIE
BapuaHTbl OLEHKN C YKa3aHWEM MeToAa WX BbIMOMHEHUS. ANbTepHAaTUBHLIMM MOKa3aTeNsaMn OLEHKN BO3LENCTBUSA
SBNSAIOTCA NokKasaTenb NauMeHTo-gHEN U YNCIO Ha3HaYeH (BbINnUCbIBaHMI). TONbKO B TEX Cry4vasix, kKoraa AaHHbIe
nokasaTenu HeJoCTYMNHbI, MOXET ObITb UCMOMb30BaHa OLEeHKka obbema NpoAax, BbipaXXeHHas B BECOBbIX eANHMLAX
unn gosax. MoxeTt ObITb MPMMEHEHa KOHUENLMS ycTaHoBNeHHoNM cyTodHorn o3kl (Defined Daily Dose, DDD) ans
Nony4YeHns OaHHbIX O BO34ENCTBUM Ha MauVEHTOB.

[aHHble O BO34ENCTBMM [OMKHblI ObiTb MpUBEAEHbl MO  CreayllwmMM  KaTeropusiM  UCMoSib30BaHus
nekapcTBeHHOro npenapara:

8.5.5.2.1. NocTpeructpaynoHHoe npuMeHeHue (3a UCKIIYEHUEM KIUHUYECKUX NCCNeaoBaHUNn).

HomkHa 6bITb NpeacTaBneHa obuias oueHka. [JaHHble OOMKHbI ObITb NpeAcTaBneHbl ¢ pa3dyBKon Mo nony,
BO3pacTy, MokasaHusiM, go3am, dopmam BbiMycka W perMoHam, ecnu 39TO NpumeHumo. B 3aBucumocTn ot
NEKapCTBEHHOro npenapaTta WHble NepeMeHHble MOryT ObiTb MpMBEAEHbl, kakK 3HavMMble (Hanpumep, 4YMcno
BbIMOJSIHEHHbIX BakUMHaAUMA, cnocob BBEOEHUSA N MPOLOIMKUTENBHOCTD NIeYeHns).

B cniyyae ecnu 6bina BbisiBrieHa cepus COOOLLEHUI O HEXenaTenbHbIX peakuusax, npeanonaratolas Hanmume
curHana, AormkHbl ObiTb MO BO3MOXHOCTU MPEACTaBreHbl JaHHbIE MO BO3OENCTBUIO NTIEKAPCTBEHHOrO NpenapaTta Ha



COOTBETCTBYIOLLYIO MOArpynny naLnMeHToB.
8.5.5.2.2. MNocTpernctpaumoHHOe NpUMMeHeHne y 0cobbixX NONYNAUMOHHBLIX rpynn.

B cnyyae ecnu Ha NOCTperucTpauMOHHOM 3Tarne JeKkapCTBEHHLIN MnpenapaT MCronb3yeTcs Yy 0cobbix
NonynAUMOHHbBIX FPYNM, AOMMKHbI ObITb NPeAcTaBneHbl AOCTYNHAA MHAOPMaLUUa 0 KyMYNATUBHOM YMCe NauMeHTOB,
NoABEPrLLUNXCA BO3AEWNCTBUIO, M WCMOMb3yeMbIA MeTod pacyeTa. VICTOUHMKM 3TUX AaHHbIX MOIYT BKIOYaTb
HEVHTEPBEHLMOHHbIE UCCNeaoBaHusl, pa3paboTaHHble HEMOCPEACTBEHHO ANSi MOJTyYEeHWs AaHHbIX MO 0COObIM
nonynsaAuMOHHbLIM MOArpynnam, BKMAYasa perncTpbl. Monynaumm, BKAOYaemble B OLIEHKY MO OAaHHOMY pasgeny,
BKITOHAOT B TOM YUCIIE CrieaytoLlee:

a) negmatpudeckas nonynauuns;

©) nonynaumst NOXUoro Bo3pacTa;

B) XXEHLUMHbI B Nnepuod 6epeMeHHOCTU 1 KOPMITEHUS;

r) NAUMEHTbl C HapYyLWEeHNAMM PYHKLUN NeYeHn n (Mnu) noyex;

4) NauneHTbl C MHON BaXKHOW COMYTCTBYIOLLE NaToNorneu;

€) naumMeHTbl, CTeneHb TSKeCTU 3aboneBaHUs KOTOPbIX OTMAMYHA OT MCCNegyeMOW B XOAE KIUHUYECKMX
ncecrnegoBaHum;

X) cybnonynsaumm ¢ HOCUTENBCTBOM reHETUYECKOro NoMMopdur3ma;

3) NauUMeHTbl C UHOW PacoBOW UMW STHUYECKON NPUHAOSEXHOCTDIO.

8.5.5.2.3. OcobGeHHOCT NPMMEHEHUS NNEKaPCTBEHHOTO Npenapara.

B cnyyae ecnu gepxaTteno pPerMcTpauMoHHOro YyAOCTOBEPEHUsI CTaHOBUTCS M3BECTHaA MHdopmauusa ob
onpeneneHHbiX 0CODEHHOCTAX MPUMEHEHUST NeKapCTBEHHOro npenapaTta, AOJPKHO ObiTb NPUBEAEHO OMNMUCaHue
OaHHbIX 0CODEHHOCTEN N caenaHa COOTBETCTBYHOLLAA OLEHKa U MHTeprpeTauusa aaHHbIx no 6esonacHocTtu. K umncny
Taknx 0COB6EHHOCTEN OTHOCUTCA B HaCTHOCTM NPUMEHEHME NEKAPCTBEHHOrO Npenapara B MeMLMHCKON NpaKkTuKe no
NMOKa3aHWsAM, He BKIIOYEHHbIM B 4YMCNO OAOOpeHHbIX. Ecnn mMmeloTcss COOTBETCTBYHOLWME AaHHble, AepXKaTenb
PErncTpaumMoOHHOrO yOOCTOBEPEHMS MOXET caenaTb KOMMEHTapui O TOM, HACKOMbKO [AHHOE NpUMEHeHue
noagepXuBaeTCsl KMMHMYECKMMU NPOTOKONaMu, [[okasaTenbHOW 6a3on KNUHWYECKMX WuccrnegoBaHunm nmbo
00yCrnoBNeHO OTCYTCTBMEM B LIENIOM 3aperncTtpupoBaHHbIX anbTepHaTmB. [omkHa OblTb MpeacTaBrieHa
KONnn4yecTBeHHasi oueHka 00bemMa A4aHHOro NPMMEHEHUS MPY HaNMYnKn NoAobHbIX AaHHbIX.

8.5.6. Pasgen NOOB "O606LeHHble TabnuyHble AaHHbIE".

Llenbto ganHoro pasagena NMNOOB saBnsieTcs npeacTaBnenHne aHHbIX 0 HEXeNaTenbHbIX peakunsix U SSIBIEeHNSX,
BbISIBMIEHHLIX B X04€ KIMHMYECKUX WCCredoBaHui, B ¢dopme 006006LeHHbIX TabnuyHbIX AaHHbIX. [epxaTtenb
PErncTpaumnoHHOIo YAOCTOBEPEHUS MOXET NPUBECTU ONpederieHHble acnekTbl AaHHbIX B rpaduyeckoMm Buae C
uenbio obneryeHnsa BOCNPUATUS U MOHUMAHUS.

OTHeceHue curHana K YMCny Cepbes3HbIX HexenaTenbHbIX peakumi B 0606LLEHHbIX Tabnu4yHbIX OAaHHbIX
OOJPKHO COOTBETCTBOBATb KNaccudumkaLlmm aToro curHana no pesynbraram OLUEeHKU MHANBUAYANbHbIX COOOLLEeHN O
HeXenaTtenbHbIX Peakuusax C WCMNOMNb30BaHWEM KPUTEPUEB CEPbE3HOCTM, YCTAHOBMEHHbIX 3aKOHOAATENbCTBOM
rocydapCTB-YMEHOB WM MEXAYHapoLHbIMM [OroBopaMm M aktamu, cocTasnswowmmn npaso Coto3a. OueHka
CEepbE3HOCTU HE AOMMKHA M3MEHATBLCA MPU NOArOTOBKE AaHHbIX Ang BktodeHus B NMOOB.

8.5.6.1. Noapasgen NMOOB "CnpaBo4vHas nHdbopmaumsa".

B maHHOM nogpasgerne ykasbiBaeTcs BEpPCUS TEPMMHOMOMMYECKOro Knaccudumkaropa, Mcnonb3yemoro Ans
aHanusa HexxenarterbHbIX SBIEHWIA U peakUni.

8.5.6.2. lMogpasgen MOOB "O6GobGuweHHas WHdOpMaUMss NO Cepbe3HbIM HeXxenaTelNbHbIM peakuusiv,
BbISIBMIEHHbLIM B XO€ KNMMHUYECKUX UccreaoBaHuin'".

B nanHom nogpasgene NOOB gomkHo BbITb NprBegeHo 060CHOBaHUE MO MPUIOXKEHMWIO, KOTOPOe BKIOYaeT
KyMYNsiITUBHbIE 0O0O06LLEHHbIe TabnuuHble OaHHbIE MO CEepbe3HbIM HeXenaTernbHbIM SBMEHMAM, KOTOopble Obinm
BbISIBNIEHbI B XOAE KNMMHUYECKUX NCCNEA0BAHUN, OPraHN30BaHHbIX AepXaTeneM permcTpauuoHHOro yaoCTOBEPEHNS,
HayMHas ¢ MexayHapoaHon aatel ogobpeHnsa paspabaTbiBaeMoro nekapCcTBEHHOro npenapaTa 4o AaTbl OKOHYaHUs
cbopa gaHHbIx no Tekywemy NOOB. [epxatene perncTpaunmoHHOro yaoCcToBepeHUsl OIMKEH AaTb 06 bsCHEHMS NO
BCEM WCKMNIOYAEMbIM [aHHbIM (Hanpumep, AaHHble pe3ynbTaToB KIMHUYECKOro WCCNeAoBaHUA MOryT ObiTb
HEeOCTYMNHbI Ha MPOTSXXEHUN HECKONbKUX NneT). [aHHble B TabnmyHon chopme OOImKHbI ObiTb CrpynnuMpoBaHbl B
COOTBETCTBMM C KNaccUUKaLMOHHBIM OTHECEHNEM HeXenaTerbHbIX peakuuii Mo opraHo-CUCTEMHbBIM KIlaccam Anis
nccregyemMoro fiekapCcTBEHHOIO Npenapara, a Takke ANns npenapaToB cpaBHeHMS (akTUBHbIX U nnauebo). Korga ato
ABNsieTcA LenecoobpasHbiM, OaHHble OOSPKHbI ObITb NpefcTaBrneHbl B rPynnMpoOBaHHOM BUAE MO KMMHUYECKUM
nccrnegoBaHUsIM, NOKa3aHWAM, MyTAM BBEOEHUS U UHBIM MEPEMEHHbIM.

JomkHbl ObITb PACCMOTPEHbI CNeAyoLLMe acnekTbl:

npeacTaBneHne OUEHKU NMPUYMHHO-CNEACTBEHHOW CBSA3M MO PedKUM HexenaTenbHbiM peakumam. Cnegyet
NPeAcTaBnsATb OaHHble 000 BCEX CEpbe3HbIX HEeXernaTeNibHbIX SIBMIEHUSX ANsi UCCNeLyeMOro JieKapCTBEHHOro
npenapaTta v Ons npenapaToB CpaBHEHUSA (akTMBHbIX M nnauebo) ¢ TemM, 4Tobbl Gbina BO3MOXHOCTb caenatb
rpynnoBoe CpaBHEHWe, B TOM 4WCIie B OTHOLUEHMM 4YacToTbl. [MonesHbIM SABMSIETCA NpencTaBlieHNE LaHHbIX,
oTpakawolliee B3aUMOCBSA3b Ha3Ha4YaeMon 003bl U YacTOoThl;

0000LeHHble TabnuyHble AaHHbIE OOJMKHBI BKIIOYATb KaK OCMNEMNSEHHbIe, TaK U Pa3oCcrensieHHble AaHHble O



Cepbe3HbIX HexenaTernbHbIX SBMEHUSIX B KMMHUYECKUX uccnenoBaHusx. PasocnenneHHble AaHHble MOryT ObiTh
npeacTaBneHbl NO pe3ynbTaTaM 3aBepLUEHHbIX KIMHUYECKUX WCCNeaoBaHUMM U OTAENbHbIM WHAMBUAYANbHbLIM
cny4asM, KoTopble Obinn pasocnensieHbl Mo onpeaenieHHbIM NpUYnHam (HanpuMep, No acrnekTam 6e3onacHoOCTM Unm
ONs BbINONHEHUs TpeboBaHWIA He3aMeaIMTENbHOro penopTupoBaHus). CNOHCOpPbI KIMHUYECKOrO uccrnenoBaHms m
aepxxatenu pernctpauuoHHbIX YOOCTOBEPEHUN He BbIMOMHAT pas3ocriensyieHne HenocpeacTBEHHO B CBSI3U C
noarotoskon NMOOB;

onpegerneHHble HexenaTtenbHble peakuun MoryT ObiTb UCKIOYEHbI U3 obobLiatoLlleln nHopmaummn, HO Bce
noaobHble UCKMYeHNs JoImkHbl ob6ocHoBLIBaThCS B [TOOB. Hanpumep, HexenaTtenbHble peakumu, koTopble Obinmn
onpeferneHbl B NPOTOKOMNE Kak UCKIYalLWmecs n3 npoueaypbl HesameanmTenbHOro penopTUpoBaHus U TOMbKO
BKIMoYaemble B 06LLy0 6a3y AaHHbIX NO MPUYUHE TOro, YTO OHWU ABMSKOTCA NPUCYLLUMMK LIeNeBON NONynsauun nunm
COBMagatT C KOHEYHbIMM TOYKaMM.

8.5.6.3. MNogpasgen NOOB "O606LeHHasa nHdopmaLma NO AaHHbIM NOCTPErMCTPALMOHHOIO MPUMEHEHMS
nekapcTBEHHOro npenapata”.

B gaHnHom pasgene MNOOB npeacraBnaetcs 060CHOBaHWE NO MPUMOXEHMWIO, BKMOYaoLWeMy B TabnvyHOM
dopme ob6obLarLLme AaHHbIe O HeXenaTelbHbIX peakuusix KyMynsaTUBHO 3a BECb Mepuo 1 3a OTYETHLIN Nepuoa,
OT [faTbl MeXAyHapOoAHOW perncTpaumm nekapCcTBEHHOro npenapata OO AaTbl OKOHYaHMs cbopa [aHHbIX,
BKITOMAIOTCH CBEAEHMUSI O HeXenaTesbHbIX peakumsiX, NoNyYeHHbIX B XO4e HEMHTEPBEHLMOHHbIX UCCeaoBaHUN m
CMOHTAHHOIrO pPENoOPTUPOBAHUSA, BKMOYas [OaHHble OT MEeOUUMHCKUMX U dapMaueBTUYEecKMXx paboTHUKOB,
notpebutenen, nNauueHToB, YMNOSIHOMOYEHHbIX OpPraHOB [OCYAapCTB-YNIEHOB W [OaHHbIX, OMyONMKOBaHHLIX B
MeaumumHckon nutepaType. CepbesHble N HeCcepbe3Hble HexenaTenbHble peakunn OOIMKHbI ObiTb NPeaACcTaBMeHbl B
oTAenbHbIX Tabnuuax. B Tabnuue paHHble [0MMKHBI ObITb pacnpegeneHbl COrmacHo Knaccudpukaumm no
opraHo-yHKUMOHanbHbIM  knaccam. [lo ocobo BaxHbIM acnektam npodwuna 6esonacHoCTM MoOryT ObITb
npeacTaBneHbl OTAeNbHble Tabnuubl HexenaTenbHbIX peakuuMi C rpynnMpoBaHMEM AaHHbIX MO MOKa3aHWUsM,
cnoco®y BBeOEHUS 1 MHbIM NapameTpam.

8.5.7. Pasgen MNOOB "Pestome 3Ha4YMMbIX OAHHbIX, MOMYYEHHbLIX B X04€ KIUHUYECKMX UCCNeAOBaHUN 3a
OTYETHbIN Nepuog".

B npunoxeHun K gaHHOMY pasfgeny AepaTenb perMcTpaumoHHOro yaoCTOBEPEHUSI OOIDKEH MPEeACTaBUTb
nepeYncrieHne opraHn3oBaHHbIX UM UHTEPBEHLMNOHHBLIX KIMHUYECKUX UCCNeaoBaHWI, KOTopble ObiNn 3aBepLUEHbI
WNW NPOAOCSHKAT BbIMOMHATLCA B OTYETHbIM Nepuod, C Lenblo BO3MOXHOCTU MaeHTUudMKaLnmn, XxapakTepucTukmi 1
KONMYeCTBEHHOW OLIEHKM YPOBHS PUCKOB, NOATBEPXKAEHMS Npodunsa 6e3o0nacHOCTM NekapCTBEHHOMO nNpenapaTa unm
OLIEHKN 3PPEKTUBHOCTN MEP MO MUHMMU3ALMM pUCKa.

Mo BO3MOXHOCTM [OaHHble criegyeT pa3buTb Ha KaTeropum MNO MOMIOBOMY M BO3PacCTHOMY Mpu3Haky (B
0COBEHHOCTM B3POCIYHO U AETCKYIO MONYNsLmMKM), NOKa3aHUsM, peXxmMmam O3UPOBaHUSA 1 pervMoHam.

CurHanbl, BbiiIBNEHHbIE B XO4E KIMHUYECKMX WUCCRedOBaHUW, OAOIMKHbI OblTb NMpeacTaBneHbl B TabnuyHom
¢opme B pasgene NOOB "O63op nNo curHanam: HOBble, HaxoadaLmMecs: B paboTe unu 3aBepLueHHble”. [poBoanTcA
OLleHKa CUrHamnoB Ha NpegMeT OTHECEHUS X K NOTEHUNanbHbIM UM MAEHTUMULMPOBAHHBIM pyckam. PUck gormkeH
ObITb OLlEHEH 1 XxapakTepu3oBaH B nogpasgenax NMOOB "OueHka p1ckoB 1 HOBOW MHpopMaumn" n "Xapakrtepumctumka
puckoB".

B naHHom pasgene NMNOOB gomkHa GbITh NpeacTaBneHa obobwarLwas nHhopMaumsi O KIMHUYECKN BaXKHbIX
OaHHbIX Mo 3dhpeKTUBHOCTM 1 6e30NacHOCTU, MOMYYEHHbIX U3 CNEAYOLNX UCTOYHUKOB 3a OTYETHbIN Nepuos;

8.5.7.1. Noapasgen NMOOB "3aBepLUeHHbIE KITMHUYECKME nccrnegoBaHns".

HanHbin nogpasgen NMOOB gomxeH NpeacTaBnAaTh KpaTKy0 MHPOPMAaLMIO O KITMHUYECKU BaXHbIX JAaHHbLIX MO
ahpekTMBHOCTM 1 BE30NacHOCTU, MOMYYEHHbIX B pe3ynbTaTe 3aBEepLUEHHbIX 33 OTYETHbIA Nepuos KITMHUYECKMX
nccnegosaHui. JaHHaa nHdopmaums gormkHa bbiTb NpeacTaBneHa B ckatom Buae unu B popme cnHoncuca. OH
MOXET BKMOYaTb MHGPOPMALUIO, KOTOpas NOATBEPXKAAET UMM ONpOBepraeT paHee MAEHTUULNPOBAHHbIE CUTHaMbI
no 6e3o0nacHOCTK, a TakkKe AoKa3aTesnbCTBa MO HOBbIM CUrHanam no 6e3onacHocTu.

8.5.7.2. Nogpasgen NOOB "TpogomkaroLwmecs KnMHUYECKMe ncenegosaHms”.

B cnyyae ecnu pgepxatento perncTtpauuoHHOro yOOCTOBEPEHMSI CTAHOBUTCA M3BECTHA Kakasi-nmbo
KNMMHUYECKN BaXXHasa Hdopmaums, kotopas bbira nonydeHa B Xo4e NPOAOIHKaLLMXCS KNMHUYECKUX MCCIeaoBaHWN
(Hanpumep, BbISIBNEHHAs B XO4e MPOMEXYTOYHOro aHanusa 6e30macHOCTU unu B pesynbTaTe pasochensieHus
BbISIBITIEHHbIX CEpPbe3HbIX HEeXemnaTesNbHbIX SBMEHW), B JAHHOM pa3gene JoJbkHa ObiTb KpaTKO M3roXeHa HoBas
MHopMaums no 6esonacHocTU. ATOT NoApa3aen Takke MOXET BKMoYaTb MHOpMaLUo, koTopas noaTBepXXaaeT
WUNU ornpoBepraeT paHee MAEHTUMUUUPOBAHHbIE CUrHamnbl MO ©e30nmacHOCTU, a Takke AokasaTeNnbCTBa HOBbIX
curHanos no 6esonacHoCTy.

8.5.7.3. Nogpasgen NOOB "OnuTenbHbI NOCNEOYHOLLNA MOHUTOPUHT COCTOSIHUS NauMeHToB".

Ecnu umetoTca gaHHble 0 ANUTENbHOM NOcreayoLem HabnigeHN NauneHToB, BKITHOYEHHBIX B KMTMHUYECKNE
uccnenoBaHus, B NoAapasgene nNpUBOAUTCA  MHGOPMaUMA O MOMyYeHHbIX B pesyrnbrate  OfIMTENbHOro
nocnenyowero HabnOeHNA 3HAaYNMbIX C TOUKU 3peHUst Npochmnss 6e30NacHOCTU OAHHbIX.

8.5.7.4. Noppasgen NOOB "MHoe TepaneBTMYECKOE NMPUMEHEHNE NIEKapCTBEHHOIO npenapara”.

[aHHbIN nogpasgen A0MMKEH BKITHOYATh KITMHUYECKM BaXKHYHO MHGOPMAaLMIO No 6€30NacHOCTH, NONyYEHHYIO B



pe3ynbTate Apyrvx nporpamm, NPOBEAEHHbIX AepxaTenemM perncTpaumoHHOro yaoCToBepeHus, No cneumnansHbIM
npotokonam (Hanpumep, nporpaMMmbl paclUUMPEHHOro AocTyna, nporpaMmbl  WUCMONb30BaHWSE B CBA3UM C
NCKMIOYNTENBHBIMU 0OCTOATENBCTBaMM U3 COODpaXKeHWI CoCTpaaaHus, MHOUBMAYanbLHOro AocTyna u ap.).

8.5.7.5. MNopgpasgen lNMOOB "HoBble gaHHble MO 6Ge30MacHOCTU MPU UCMONb30BaHUWN FEeKapCTBEHHOIO
npenapaTa pMKCMpOBaHHLIX KOMOMHaLUMAX 403",

B cnyyae ecnu mHoe He onpegeneHo YMNorHOMOYEHHbIMW OpraHamMy rocy4apCTB-YIIEHOB, B OTHOLUEHWM
KOMOMHMPOBaHHOW Tepanumn JOIMKHbI ObITb NPeAcTaBneHbl crieayowme JaHHbIE:

a) B Cryyae ecnu JIeKapCTBEHHbI MpenapaT ogobpeH Ans Ha3HayeHWst B KavyecTBE KOMIMOHEHTa
(PUKCUPOBAHHON NEKapCTBEHHOW TepanuM WM MHOFOKOMMOHEHTHOTO pexuMa IekapCTBEHHOW Tepanuu, B
nogpasgene [OmkHbl ObiTb 0000LEHbl BaxHble OaHHble MO 6e30nacHOCTM NPUMEHEHUS KOMOWHMPOBAHHOM
Tepanuu;

©) B cnyyae ecnv nekapCcTBEHHbIN NpenapaTt siBNseTcs KOMOMHMPOBAHHbLIM NEKApCTBEHHbIM MpenapaTomMm,
AaHHbIM nogpasfen AomkeH obobwaTb BaXkHY0 HopMaLmio No 6€30NacHOCTM NO KaXXaoMy M3 UHAMBUAYANbHbIX
KOMMOHEHTOB.

8.5.8. Paszgen MNMOOB "[JaHHble HEMHTEPBEHUWOHHbLIX NCCIeA0BaHNA".

B paHHom paspgene obobuwaetca uHdopmaums no 6e3onacHOCTM MMM faHHble, KOTOpble MOMyYeHbl MO
pesynbTaTaM HEWHTEPBEHLMOHHBIX KITMHUYECKMX MCCnepoBaHui (Hanpumep, obcepBauMOHHBIX MCCRenoBaHWN,
AMMAEMUNONOIMYECKUX UCCMNELOBAHMN, pPErucTpoB, MpPOrpaMM akKTMBHOIO MOHUTOPUWHIA), OpraHW30BaHHbIX
aepxxaTenem perncTpauuoHHOrO YAOCTOBEPEHWs, CTanu OOCTYMHbl B OTYETHbIA NMEPUOL W BIUSIOT Ha OLEHKY
COOTHOLIEHUSA "Momnb3a - PUCK" fekapCTBEHHOro npenaparta. Pasgen [ormmkeH BKMAYaTb AaHHble, MMeloue
OTHOLLUEHME K acnektam npoduna 6e30mMacHOCTU U MNOSyYeHHble MO pesynbTaTam MCCnegoBaHWA MO OLEeHKe
NCNONb30BaHUA NEKapCTBEHHOro npenapara.

[epxatene perncTpaunoHHOro yaoCTOBEpPEHMS OOMMKEH BKNoYaTh B npunoxeHue k NOOB nepeveHb Bcex
HEVHTEPBEHLMOHHBLIX UCCMNEeAOBaHUN, OpPraHU30BaHHbIX AepXaTenem perucTpauMoHHOro yAOCTOBEPEHUS U
BbINMOSIHEHHBIX C LIENbI0 BbIABNEHUS, XapakKTEPUCTUKM U KONTMYECTBEHHOM OLEHKM BbI3blBAOLLMX ONACEHUSA aCNeKToB
npodmns Ge3onacHocTy, noaTBepxaeHus npoduna 6e3onacHOCTM NEeKapCTBEHHOro npenaparta WM OLEHKK
3P PEKTUBHOCTN MEP MO MUHMMM3ALMM PUCKa, KOTOpbIE ObifM BbIMOMTHEHbLI UITN BbIMOMHAKTCA B OTYETHbIA Nepunog
(HanpvmMep, NoCTperncTpaunoHHbIe UccrnegoBaHms 6e3onacHocTy).

OT4yeTbl O CTaguM BbLIMOJTHEHUS UMW WUTOTOBbIE OTYETHI, KOTOPbIE ObINM MOATOTOBMEHbI HAa MPOTSXKEHWM
OTYETHOro nepuoaa, AOMMKHbI BKMoYaTbes B npunoxeHne k NMOOB.

8.5.9. Pasgen MNMOObBb "[daHHble OPYrMX KIMHUYECKMX MCCeagoBaHWA M OaHHble, MOJyYeHHble U3 Opyrux
NCTOYHMKOB".

B pasgene gomkHa 6bITb 0606LweHa nHdopmaLums, KoTopas OTHOCUTCS K OLEHKe COOTHOLWEeHUs "nonb3a -
puck" nekapcTBEHHOro Npenapara 1 noryyeHa no pesynbTaTam MHbIX KITMHUYECKMX UccrefoBaHui nnbo nonyveHa
N3 MHbIX UCTOYHUKOB, K KOTOPbIM Y AEPXKaTEeNs PerMcTpaLMoHHOro YaA0CTOBEepeHNS Obln JOCTYN 3a OTYETHbIV NEpUoA
(Hanpumep, pesynbTaThl MeTa-aHanU30B pPaHAOMU3MPOBAHHBIX KIMHUYECKUX WCCNeaoBaHWM, AdaHHble Mo
6e3onacHOCTV NnapTHepoOB Mo pa3paboTke NekapCTBEHHOro npenapaTta v ap.).

8.5.10. Pazgen NOOB "[JaHHble OOKNUHNYECKUX UCCreaoBaHnin".

B pasgene npegcraensietcs 0006LeHHas nHPOpMaLmsa 0 3Ha4YMMbIX B OTHOLLEHUN npoduns 6e3onacHocTy
OaHHbIX, MONyYEHHbIM B pe3ynbTaTe OOKIMHUYECKUX UCCegoBaHui in vivo 1 in vitro (Hanpumep, nccnenoBaHus
KaHLEepOreHHOCTUN, PenpPoayKTUBHOM TOKCUYHOCTM UITM UMMYHOTOKCUYHOCTH), BbIMOJTHAEMbIX UIN 3aBEPLUEHHbIX B
oT4eTHbIN Nepuod. OueHka BUSAHMSA NOSyYeHHbIX AaHHbIX HA Npodub 6e3onacHoOCTM AomkHa OblTh NpeacTaBneHa
B pasgene NOOB "CwurHanel u oueHka pucka" un pasgene NMNOOB "UHTerpupoBaHHbIN aHanM3 COOTHOLLEHUS "nonb3a
- pucK" No ogoBpeHHbIM NokasaHnaM".

8.5.11. Pasgen NOOB "Ncnonb3oBaHHbIE UCTOYHMKN NUTEPATYpPbI”.

B pasgene npegcrtaenaetca o606LieHHass MHGOpMaUnss O MOMYYEHHbIX HOBbIX M 3HAYMMbIX OaHHbIX MO
6e3onacHocTH, KoTopble Bbinv ony6NMKoBaHbl B MPOLUEALLIEN SKCNEPTHYIO OLLEHKY Hay4YHOW nuTepaType nnbo Gbinu
nony4eHbl U3 HeonybnmMkKoBaHHbIX MOHOrpadui, KOTOpble OTHOCATCHA K NEeKapCTBEHHOMY npenapaTty u cranm
OOCTYMHbI AepXaTento perncTpaunoHHOro YyA0CTOBEPEHUS] B OTUYETHBIN Nepuog.

JintepatypHbin nouck anst nogrotoBkm [MOOB pomkeH ObiITb WMpe, 4eM nMTepaTypHbIA  MOUCK
WHAMBUAOYaANbHBIX COOOLLEHUI O HEXEeNaTeNbHbIX PeakUmsaX, MOCKONbKY AOIMKEH BKITOYaTb TAaKKe UCCeAoBaHus, B
XO[le KOTOPbIX ObINN OLleHEHBbI UCXOAbl C TOYKU 3peHnst 6e30MacHOCTK B rpynnax cy6bekToB UccrefoBaHus.

Ocobble acnekTbl npoduns 6e30nacHOCTW, KOTOpble OOMMKHbI NMPUHMMATLCA BO BHMMaHWE MNpu Moucke
MHGOPMaLMK, HO KOTOpble MOTyT ObITb HE BbISBIEHbLI NPWU BLIMOMHEHUM NMOUCKA C LENbIo NOMyYeHUst AaHHbIX MO
MHONBMAYANbHbLIM CNyYasM HeXenaTterbHbIX peakLui, BKIOYatoT:

ucxogbl 6HepemeHHOCTM (BKM4Yas npepbiBaHne 6GepeMeHHOCTM), KOTopble He COMnpoBOXA4anuncb
HexenaTenbHbIMU NOCNEeACTBUAMMY;

NnpUMeHeHNe NekapCTBEHHOrO nNpenapara B NneanaTpuyecKkon nonynauuuy;

NPUMEHEHNE NEKAPCTBEHHOrO npenapara no nporpaMMaM UCMOSIb30BaHUS B CBS3M C UCKIHOYUTENbHBIMA
obcTosiTenscTBamMmn N3 coobpakeHuii CocTpagaHnst U NepCoHaNM3NpPOBaHHbIM MporpaMMamM HasHadYeHus;



oTcyTCTBUE IPEKTUBHOCTM flEKapCTBEHHOTO Npenapara;

acuMnToMaTtudeckas nepefosvpoBka, HecooTsBeTcTBylowee OXIIM 1 HenpasBunbHOE NPUMEHEHUE
nekapcTBEHHOro npenapara;

MeOULMHCKME OLNOKKN, HE CONPOBOXAABLUMECS Pa3BUTMEM HeXenaTernbHbIX ABMEHWUN;

BaXkHble pesyrbTaTbl JOKIUHUYECKMX UCCNeLOBaHNUN.

B cny4ae ecnu 310 NnpyMeHMMO, B JaHHOM pasfene Takke JoJKHa ObiTb MpoaHanvanpoBaHa uHgopmaums o
OPpYrnux akTUBHbIX BeLLecTBax hapMaKkonorniyeckon rpynmnbl, K KOTOPO OTHOCUTCH NeKapCTBEHHbIW npenapar.

8.5.12. Pasgen NOOb "[pyrue nepunoanyeckne obHoOBsieMble 0TYeThI MO GesonacHocTn".

HanHbin pasgen NMOOB cospgaetcs Tonbko B Tex cny4vasx, korga no JOrOBOPEHHOCTU € YNONHOMOYEHHbLIMU
opraHamu rocyfapcTB-4neHOB AepXaTenemMm permcTpaunuoHHOro yaoctosepeHus nogrotaesnmeaetcd 6onee 1 NMNOOB
Ha MeKkapcTBEHHbIM npenapaT (B Cnyyae nekapCTBEHHOro npenapata ¢ (OUKCUPOBaHHOW KOoMOMHauuen [os3,
NnekapCcTBEHHOro npenapata C MHOXECTBEHHbIMU MOKa3aHUAMWU ANS NPUMEHEHNs U (UNn) pasnuyHbiMu popmamu
Bbinycka). Kak npaBuno, aepxartenb PerncrpaumoHHOro yaoctoBepeHuss gorkeH nogrotosutb 1 NMOOB Ha 1
AelcTByolee BelwecTBO. B yacTHbIX criyyasx MO pPEeLUEeHUto YMNOSTHOMOYEHHbLIX OpraHoB roCy4apCTB-YreHOB
aepxaTtenem nogrotaesnveaetca cepusa NMNOOB gna ogHoro nekapcTBeHHoro npenaparta. [pu 3ToM B AaHHOM
pasgene kaxpgoro nocrnegywouwero NOOB Takon cepun [OMKHbI ObiTb 00OOLLIEHBI 3HAYUMMbIE [AHHbIE MO
6e3onacHocTn u3 gpyrux NOOB, ecnu Tonbko Takoe oboOLleHe He MpeACcTaBneHo B MHbIX pasgernax AaHHOro
MOOBb.

Mpu HanNM4umM JocTyna Ha OCHOBAHWW KOHTPAaKTHbIX JOrOBOPEHHOCTEN K AaHHbIM NMOOB apyrux gepxartenen
perncTpaumoHHbIX YOOCTOBEPEHNIA, CMIOHCOPOB KIMMHUYECKUX UCCIIeL0BaHNA UMW UHBIX MapTHEPOB Ha aHanorMyHble
nekapcTBeHHble npenapaTbl AepXaTenb permcTpaumMoHHOro yaoCToOBEpEeHNS JOIMKEH NpeacTaBuTb B 0606LEeHHOM
BMAE 3HauYMMble AaHHble no 6e3onacHoOCTK, NonyyYeHHble n3 npeacrtasnsemblx vy NOOB 3a oTyeTHLIN Nepuoa.

8.5.13. Pasgen MNOOB "HepoctatouHas TepaneBTMyeckaa 3¢pdeKTMBHOCTb NEKapCTBEHHOro npenaparta,
YCTaHOBMEHHAs B KOHTPONUPYEMbIX KITMHUYECKUX UCCneaoBaHusaxX".

Ecnn npyv BbINOMHEHWM KIMHWYECKMX WCCMEeAOBaHUW Ans  NeKapCTBEHHbIX MNpenapaToB, KOTopble
NCMNOMNb3yTCS ANst NeYeHns 1 NPpoUNaKkTUKN CePbe3HbIX U XXM3HEYrpoXatLwmux 3abonesaHnii, NONy4YeHbl AaHHbIE,
KOTOpble MOryT CBUOETENLCTBOBATL 06 MX HEAOCTATOYHON TepaneBTUYeckon apeKTUBHOCTU NMBO HEAOCTAaTOYHOM
TepaneBTM4ecKon 3PPEKTUBHOCTU B OTHOLLEHUN MPOBOAUMOrO NeYeHnsl, TO Takne AaHHble YKa3blBaloT Ha Hannyme
3HAYMTENbHOrO pucka AN UeneBon Nonynsauum v OOSMKHbI ObiTb NpoaHanuanpoBaHbl U 0600LEHbl B AaHHOM
pasgene MNOOB.

B cnyyae ecnv 3T0 NpUMEHMMO K OLEHKE COOTHOLLEHMS "Monb3a - pUcK", AaHHble, KOTopble NoslyYeHbl Npu
NPOBEAEHUN KIMMHUYECKUX WUCCMedOBaHMM U NOATBEPXOAlT HeOOCTaTOYHYH TepaneBTUYECKYH feKapCTBEHHbIX
npenapaToB, He MpeAHa3HaYeHHbIX ANS JEeYEeHUs XU3Heyrpoxatowen naTonorMm, AOIMKHbl Takke ObiTb
npoaHanuanpoBaHbl B AaHHoM pa3sgene MNOOBb.

8.5.14. Pasgen NOOB "BaxHas nHdopmauums, nonyyeHHas nocne 3asepLueHns nogrotosku NOOB".

B paHHom pasgene [1OOB o6ob6warwTca noTeHuManbHO BaXHble [AaHHble no  6e3onacHocTM w
3P PEKTUBHOCTH, KOTOPbIE ObINKN MOMyYeHbl NOCMe OKOHYaHWUs cbopa AaHHbIX, HO 4O MOArOTOBKM OKOHYaTernbHON
pegakummn NMOOB. Citoga OTHOCATCA 3HaAYMMble KIMMHWYECKME OaHHble HOBbIX MyOnvKauuin, 3HauyMMmble OaHHble
nocrnegyowero HabnwaeHnss 3a nauMeHTaMu, KIMHUYECKW BadKHble TOKCUKOMOTMYeckue fAaHHble, a Takke Bce
OencTBua  JepxaTtenss perucTpauyMoHHOro YOOCTOBEPEHUs, HE3aBUCUMbIX KOMUTETOB MO OUEHKe [AaHHbIX,
YMONTHOMOYEHHbIX OPraHOB rOCy4apCTB-YNEHOB, NPEANPUHATBIE B OTHOLLEHMM NPO6neM, CBSA3aHHbLIX C Npodunem
6Ge3onacHOCTW NekapCTBEHHOMO npenapaTa. HoBble HAMBUAYaNbHbIE COOBLLEHUS O HEXENaTeNbHbIX PeakUnax He
OOMKHbI BKITIOYaTbLCS B pa3gen, 3a UCKMYeHneM CriyvyaeB, Korga OHM MOryT NpeacTaBnaTh NPUHLMNNANBHO BaXKHbIN
crnyyan, noAreepXgalownii akT HanMuns HexenaTenbHOW peakuuu (Hanpumep, nepBbivi 3aperncTpupoBaHHbIN
cryyan pa3BuMTUS BaXXKHOMO HexXenaTernbHOro SABMEeHNs Y YernoBeKka) Uiy BaXkHbI curHan no 6esonacHocTy.

[aHHble pasgena [omkHbl ObITb YYTeHbl MpW cocTaBneHuyn nogpasgena "OueHka pUCKOB M HOBOW
nHcpopmaumn" pasgena NOOB "CurHanel 1 oueHka pucka”.

8.5.15. Pasgen NOOB "O630p curHanos (HOBbIE, paccMaTpMBaeEMble N 3aBEPLUEHHbIE)".

Llenbto gaHHOro pasgena siBnseTcsa NpefcTaBneHme MakcumarbHO MOSTHOro 0630pa BbISIBNIEHHbIX CUrHANOB
(oueHka KOTOpbIX elle He HayuHanacb), CurHanoB, KOTopble Mofy4YeHbl B Mepuo MpoBedeHUA OLEHKN
HeXenaTtenbHbIX peakunii, a TakKe CUrHanoB 3a OTYETHbIV Nepuos, oueHKa KOTOpbIX yXe 3aBeplLueHa.

HepxaTtenem perncTpaumoHHOro YOOCTOBEPEHUS AOJKHbI ObITb NPeAcTaBeHbl KpaTkoe onncaHue MeToAa,
KOTOPbIN NCNONb3YeTCH ANSA BbIABMEHUS CUrHANOB, U UICTOMHUKOB [aHHbIX AN BbIIBNEHUSI CUrHAMOB.

K HOBbIM BbISIBMEHHLIM CUrHamam OTHOCSITCA CUrHarbl, KOTOpble OblNn BbISIBMEHbI 3@ OTYETHbIM nepuod. K
paccmaTpvMBaeMbIM CUTHanaM OTHOCSITCA CUrHarbl, KOTOpPblEe NPOXOAWMY NPOLEAYPY OLEHKN Ha MOMEHT OKOHYaHMWSA
cbopa gaHHbIX. K 3aBepLleHHbIM OTHOCATCSA CUrHarmbl, OLEHKa KOTOPbIX Oblfa 3aBeplleHa 3a OTYETHbIN Nepuoa.
CwvrHanbl, KOTOpble 3a OTYETHbI MEPUOA SABMNSATCA OAHOBPEMEHHO HOBBIMU W 3aBEPLUEHHBIMU (B OTHOLLEHMU
npouenypbl NPOBEAEHUS NX OLIEHKM), AOMKHbI OblTb OTHECEHBI B pa3gen 3aBepLUeHHbIX CUrHAOB.

Pasgen MNMOOB pomkeH BKMYaTh OaHHbIE MO pacCMaTPUMBAEMbIM U 3aBEPLUEHHBbIM 32 OTYETHbLIN MEpPUoL
CurHanam, npegcraerneHHble B TabnmyHon dopme. Tabnmua asnsetca npunoxeHmem k NMOOB. Mo ycmoTpeHuto



Jepxatens perucTpaLMOHHOIO YAOCTOBEPEHUs AaHHasi MHOpMauUs MOXET TakkKe BKMYaTb KYMYNSATUBHbIE
JaHHblEe NO curHanam (BkNio4vas paHee 3aBepLUeHHble CUrHanbl), Npy 3TOM AOMMKHa ObiTh yKasaHa aaTta, C KOTOpoMu
OTCUMTBIBAETCS CPOK BbINOSIHEHHOIO 0606LLIEHMS NO CUrHanam.

HeTanbHasa oueHka curHanoB BkoyaeTcs B nogpasgensl NOOB "OueHka curHana" n "OueHka pUCKOB U
HOBOW MHopMaLmn"”.

8.5.16. Paszgen MNMNOOb "CurHanbl u oueHka pucka".

8.5.16.1. NMopgpasgen NOOB "O6o6watowas nHdopmaumsa no npodbnemam 6esonacHocTn".

8.5.16.1.1. Llenbto nogpasgena NOOB saBnsieTca npefcraBneHne 6asmcHon obobwatowen nHdopmauumn no
BaXkHbIM acnektam npoduna 6es3onacHoOCTW, KoTopble ABMASATCA npobnemamy 6e30nNacHOCTU NeKapCTBEHHOroO
npenapaTta, C ykazaHMeM MO KaxXAoMy acnekTy no 6es3onacHoOCTU CBeAeHM O TOM, Kakas HoBast MHdopmaumsa 1
HOBasA OLEHKa MO AaHHbIM acnektam MOXeT ObiTb caenaHa. lNpu onpegeneHnn BaXKHOCTU KaXKAOro U3 acnekToB
pucka cnefyet paccMoTpeTh crneayolme akTopbl:

a) Cepbe3HOCTb puUcka, CBA3AHHOIO C NeKapCTBEHHbIM NpenapaTtoM ¢ MeAULIMHCKON TOYKM 3peHns, BKMoYas
BNUSIHME Ha UHAUBMAYANbHOE COCTOsIHME NALNEHTOB;

©0) yacrtoTa, npeackasyemMocTb, NPeAoTBPaTUMOCTb M 0OPaTMMOCTb pUCKa;

B) MOTEHUManNbHOE BIMSIHNME Ha OBLLLECTBEHHOE 300pOBbe (YacToTa pMcKa B NOMNynsauuun, pasmep nonynsauum,
noABEpPrnicsa BO3OENCTBUIO);

r) oLueHKa 0bLLECTBEHHON MPMEMIIEMOCTI pPUCKa B Cryvasix BO3MOXHOIO BIUSIHUS NIEKAPCTBEHHOrO npenapaTta
Ha o6LLeCcTBEHHOE 340pPOBbLE (HAaNPUMeEpP, 0TKa3 OT NPOrpamMmMbl BaKLMHALNK).

8.5.16.1.2. O6obwarwas nHpopmauns gormkHa NpeAcTaBnsaTb UMEHLNECS CBEAEHUS NO JIeKapCTBEHHOMY
npenapaTy oT Havana ot4yeTHoro nepuoga NMNOOB n oTpaxaTs:

BaXXHbl€ WOEHTUULMPOBAHHbBIE PUCKY;

BaXHble NOTEHLMaNbHbIE PUCKMU;

BaXXKHYI0 OTCYTCTBYHOLLYO MHAhOPpMALNIO.

8.5.16.1.3. B oOTHOWeEHNM nekapCTBEHHbIX MpenapaToB, UMelLWuX cneumdurkaumo no 6He3onacHoCTw,
WHopMaumns, BkNOYaemMass B AaHHbIA nogpasden, AOoMkHa coBnagaTb C obobuwatowen WHdopMaumen,
npeacTaBrieHHONM B TeKyLlen Bepcun cneumndmkaumm no 6e3onacHoCcT Ha gaTty Hadana otyeTtHoro nepuoga NMOOB.

B oTHOWeHUN nekapCTBEHHbIX MpenapaTtoB, He MMewWwmux cheundurkauuo no 6es3onacHoOCTW, AaHHbIN
nogpasaen OOIMKeH NpeacTaBnaTb MHAPOPMAaLMIO O BaXHbIX MAEHTUMULNPOBAHHbLIX, NMOTEHUMAaNbHbIX pUckax u
Ba)XKHOM OTCYTCTBYIOLLEN MHGOPMAaLMK, CBA3AHHOW C MPUMEHEHMEM JIEKapCTBEHHOro npenapara Ha OCHOBaHWUM
AaHHbIX NPeAperncTpaLmMoHHOro U NoCTperncTpaunoHHoro neproga. lNMpumMepbl MOryT BKOYaTh B cebs cnegytoLlyto
nHdopmaumio:

BaXXHble HeXenaTenbHble peakLmu;

CBeLEeHMNs 0 B3aUMOAENCTBUMN C APYTMMU NEKapCTBEHHbIMW Npenaparamu;

BbISIBMIEHHbIE MEOULUHCKME OWMOKM WM npomaxu, B Cly4dasix, He COMpPOBOXOAKLWNXCA pPas3BUTUEM
HexenaTenbHbIX peakuuii;

B3aMMOENCTBME C MPOAYKTAMM NUTAHNUS UMW MHBIMU BELLECTBaMU;

pe3ynbTaTbl BO3OENCTBUSA NPU BbINOSIHEHMN NPOdECCUOHANBHON OEATENBHOCTY;

Knaccosble hapmakorniornyeckme adpeKThbl.

O6o06LLieHNne MO BaXHOW OTCYTCTBYHOLLEN MWH(OPMaUUN [OIMKHO OLEHUTb KPUTMYHOCTb NpobenoB B
NUMEIOLLNXCA 3HAHUSIX MO onpeAerneHHbIM acnektam npoguns 6e3onacHocTv Anst Lenesbix Nonynsuui.

8.5.16.2. MNMoapasgen NMOOB "OueHka curHana".

8.5.16.2.1. Undopmaums, npeactaBngemMas B nogpasgerne, AomkHa 0606wWwaTh pe3ynbTaThl OLEeHKM CUrHanos
no 6e3onacHocTu, KoTopas Obina 3aBepLueHa B OTYETHbIN nepuog. MoryT 6biTb JBE OCHOBHbIE KAaTErOpUN:

a) curHanbl, KOTopble NO pe3ynbTatam OLEHKM MOryT ObiTb OTHECEHbl K KaTeropum noTeHumarnbHbIX WMnv
naeHTumLumMpyembix PUCKOB, BKMOYas OTCYTCTBME TepaneBTudeckon addpektnBHocTn (pasgen [100bB
"HepoctatoyHas  TepaneBTudeckas SEKTUBHOCTbL  eKapCTBEHHOro npenapara, YCTaHOBMNEHHas B
KOHTPOSMPYEMbIX KITMHUYECKNX NCcneaoBaHuax");

©0) curHansl, KoTopble No pe3yrbTaTtam OLEHKM ObINv OTKIIOHEHBI KaK NMTOXHbIE CUrHANbl HA OCHOBAHUM Hay4YHOW
OLIEHKMN MMEeloLLIECS Ha AaTy NpoBedeHus npoueaypbl MHpopmauun. Mo 4aHHOM KaTeropmum CUrHanoB JOJXKHO ObITb
npeAcTaBrieHo OnucaHne Kaxaoro curHana ¢ Lenbio 000CHOBaHUS ero OTKINOHEHUsI OT KaTteropumn curHana. [JaHHoe
onucaHve MoXeT ObITb BKIOYEHO B OCHOBHOM TekcT NMOOB nnu B npunoxeHue k otyeTy.

8.5.16.2.2. [Ins curHanoB, no koTopbiM Obina 3aBeplueHa npouedypa OLEHKM 3a OTYETHbIN nepuos,
pekomeHayeTcsi COOMoAeHNe COOTBETCTBUSI Mexay OObeMOM WM feTanu3aumelrt AaHHbIX MO OLEHKe curHana u
3HAYMMOCTbIO [JAHHOro acnekra npodunsa Ge3onacHOCTM AN OOLWEeCTBEHHOro 3[40POBbs, @ TaKKe CTEMNEHbIo
OOCTaTOYHOCTM foKa3aTenbHon 6a3sbl, KOTOpas BKOYaeT B cebs crieqytolme acnekTbi:

a) UCTOYHUK U NoOyaUTENBHBLIN MOMEHT (POPMUPOBAHUS CUTHANA;

©0) obocHoBaHME, MMeKoLLEE OTHOLLEHNE K OLLEHKE;

B) METOAbI OLEHKM, BKIMOYAS UCTOYHMKWN AaHHBIX, KPUTEPUM MOUCKa NN aHanNUTUYeCckue noaxonpl;

r) pesynbtaThl (0606LWeHHas MHopMaLNs) KPUTUYECKOrO aHann3a AaHHbIX, pacCcMaTpuBaeMbIX Npy OLIEHKe



curHana;

4) obcyxxaeHue;

€) 3aKmnyeHve, BKIoYasa npeanaraemole 4eNCTBUIS.

8.5.16.3. MNMopgpasgen NOOB "OueHka pUCKoB M HOBOW MHopmaLun”.

Hepxatenb perucTpauMoHHOrO YAOCTOBEPEHWS [OJPKEH NpeacTaBUTb KPUTUYECKYKD OLEHKY HOBOW
MHGOPMAaLIMM 3a OTHETHBIN NepUo B OTHOLLEHUN HOBbIX UITM PaHEee BbISIBIIEHHbIX PUCKOB (BaXKHYHO UMW MHYHO).

Hannbin nogpasgen NMNOOB gomkeH cogepxatb ONMCaHUE U OLIEHKY BCEX PUCKOB, BbISIBIEHHBIX 32 OTYETHbIN
nepuod, a TakKe OLEHKY BNUSHUSA HOBbIX JaHHbIX Ha paHee BbisiBNEHHble pucku. B pasgen He Bkniovaetcs
obobuatowasa unu nosTopsaoLasca nHdopmauus, BknoveHHaa B apyrue pasgensl [OOB, Ho npeacrasnseTcs
WHTEepnpeTauuns 1 oLeHKa HOBOM UHOPMaLIMM NMPUMEHUTENBHO K XapakTepucTuke npoduns pucka.

HoBas nHcopmaLma gomkHa ObiTe NpeacTaBneHa no crnegyowmm pasgenam:

HOBbIE NOTEHLManNbHbIE PUCKMY;

HOBblE€ UOEHTUPULIMPOBAHHbIE PUCKY;

HoBasi MHpopmMaLms NO paHee BbIABMEHHbIM pUckam (MOTeHUNanbHbIM U MAEHTUDULNPOBAHHBIM);

OOHOBNEHME MO BaXXHOW OTCYTCTBYHOLLEN MHGOPMaLMK.

MpencTaBnsieTcss KpaTKOe OMUCaHWE BaXKHbIX PUCKOB. NS pPUCKOB, OTHOCUMBIX K WMHBIM pUCKaM U He
OTHOCMMBIX K "BaXkKHbIM" pyckam, No KOTopbiM Bbinia nonyvyeHa HoBas MHGOPMaLMS 3a OTYETHBIN Nepuog, YPOBEHb
Jetanusaumm OOIDKEH COOTBETCTBOBAaTb MMEIOLLENCH AoKas3aTernbHOW 6a3e Mo 3TMM pucKkam M 3HAYMMOCTU KX
BMMSHWSA Ha 00LLECTBEHHOE 300POBbE.

Bcsa HoBas MHopmaumst No BIMSAHWIO NEKapCTBEHHOIrO npenapara Ha nonynauuio nubo AaHHble No paHee
OTCYTCTBYIOLLEN MHADOPMALUKN OOIMKHbI ObiTb KPUTUYECKM OLEHEHbI. YKa3blBalOTCH, Kakne M3 acnektoB npodunen
©e30MacHOCTH, BbI3bIBAKOLLMX ONACEHWUs], U HESICHBIX acnekToB Npodunst 6€30nacHOCTU OCTaNUCb HEBBISICHEHHBIMMU.

8.5.16.4. Nogpasgen NMOOB "Xapakrepnuctmka puckos".

B nogpasgene gaetcsa xapakTepucTuka BaXKHbIX MOEHTUMUUMPOBAHHbBIX PUCKOB U BaXKHbIX MOTEHLUMANbHbIX
PUCKOB Ha OCHOBaHUW KYMYMSITUBHbIX AaHHbIX (B TOM 4YWUCNEe He OrpaHu4MBaeMbIX OTYETHbIM MEPUOOOM) WU
OonucbiBaeTCA BaxkHasi OTCYTCTBYOLAA MHpopMauus.

8.5.16.4.1. C yyeTOM MUCTOYHMKA AaHHbIX MHAOPMaLMa MO pucKaMm AOfHKHa BKMYaTb B cebs cnepyouiee
(ecnn npymeHnMO):

a) yacToTa;

©) YUMCno BbISIBNEHHbIX CIyYaeB (YNCNNTENb) U TOYHOCTb OLIEHKN;

B) 06beM HazHa4YeHUN (3HaMmeHaTenNb), BbIPaXXEHHOE KakK YMCO NauneHToB, NauneHTo-MecsueB (NeT) u ap. u
TOYHOCTb OLEHKM;

r) OLleHKa OTHOCUTENbHOrO pUCKa N ee TOYHOCTb;

4) oueHka abConTHOro pMCcka U ee TOYHOCTb;

€) BUsiHue Ha naumeHTa (CUMNTOMBbI, KA4ECTBO XU3HN);

X) BNMsiHME Ha obLecTBEHHOe 300P0BbE;

3) dakTopbl pucka (Hanpumep, WHAMBMAyanbHble akTopbl pucka (BO3pacT, GepemMeHHOCTb, nepuof
nakTaumu, HapylweHue yHKUMU NMEYEHU UIN MOoYek, 3Hayumasi COMyTCTBYHOLLAs MaTosIorusl, CTEMNEHb TSHXKECTU
3aboneBaHniA, reHeTUYECKUA NONMMopPdU3M, pacoBast U (UNK) STHUYECKast NPUHALSIEXHOCTb, [03a);

1) NPOAOIMKUTENBHOCTL NIEYEHUS], NEPUOL, PUCKA;

K) npegoTBpaTUMOCTb (OLleHMBaeTCcs MpeackasyemMocTb, BO3MOXHOCTb MOHWTOPUPOBATb COCTOSIHME MO
WHAOMKATOPHBIM CMMNTOMaM unu nabopaTopHbIM NapaMeTpam);

n) o6paTUMOCTb;

M) NOTEHUManbHbIA MEXaHN3M;

H) YPOBEHb [OKa3aTernbHOCTM W HEOMpedeneHHOCTU, BKMYad aHanu3 npoTtmeopevawux daktos (npu
HanmMuum).

8.5.16.4.2. Mpu nogrotoske NOOB Ans nekapcTBeHHbIX NpenapaToB C HECKOMbKMMM NoKa3aHusamMu, oopmMmamu
BbINyCKka MnM cnocobamu BBEAEHUS B Criyvae HanuuMs CYLLECTBEHHbIX pasnuyuuMi no uaeHTUUUMpPOBaHHBIM Y
noTeHUManbHbIM pUCKaM MOXeT ObiTb 0OOCHOBaHHLIM MPEACTaBMEHNE [aHHbIX MO puUCKaMm OTAeNbHO Mo
nokasaHusMm, dopmam Bbinycka unm cnocobam BeegeHus. MoryT ObiTb NpeAcTaBneHbl crneaytolme pasgernbi:

a) PUCKN, XapaKTepHble AN AeNCTBYIOLLENO BELLECTBA;

©) pyckn, xapakTepHble s onpeaeneHHbix opM BbiMycka Unu cnocoboB BBeAeHUS (BKIOYas BO3AENCTBUE
Npw BbINOMHEHUN NPOdECCMOHaNbHOM AEeATENBbHOCTI);

B) PUCKM, XapakTepHble ANsi onpefeneHHbIX Nonynauuni;

r) pUCKW, CBSI3aHHbIE C MpUMeEHeHuem 6e3 Ha3HayeHus Bpaya (4ns OEeNCTBYHOLUMX BELECTB, KOTOpble
npegcTaeneHbl B hopmax, oTnyckaemblx No peuenty 1 6e3 peuenta);

4) npobriembl No 6€30MacHOCTU, CBA3AHHbLIE C OTCYTCTBYIOLLEN MHCpOPMALIEN.

8.5.16.5. MNogpasgen NMOOB "3 HeKTUBHOCTE MEP MUHMMU3ALMKN PUCKA (€CIM OHW NPUMEHSANUC)".

Mepbl MUHMMM3AUUM pUCKa BKMAYalOT B ceba  OeWCTBMS, HanpaeleHHble Ha npefoTBpalleHue
HeXxenaTenbHbIX peakuui, CBA3aHHbIX C BO3OENCTBMEM JIEKAPCTBEHHOTO npenapara, fiMbo CHMKEHWE CTENeHn MX



TSDKECTM MPU BO3HUKHOBEHUW. Llenbio AeaTenbHOCTM MO MUHUMMU3ALMKM pUCKa ABMSETCA CHWXKEHWE BEPOSATHOCTMU
pa3BUTUSA UIK CTEMEHUN TSXKECTU HeXenaTenbHbIX NekapCTBEHHbIX peakuuin. Mepbl MUHUMU3aL MU pUCKa BKINIOYAKOT B
cebs pyTUHHbIE Mepbl MUHUMM3aALUK pucka (Hanpumep, mameHeHus B OXJIM) unu gononHWTENbHbIE MeEpbl
MUHMMK3AUUN puUcKa (Hampumep, NpsiMOe MH(OPMMPOBAHWE CNELMANUCTOB CUCTEMbI 30PaBOOXPAHEHUN UMK
obpasoBareribHble MaTtepuarnsl).

B nogpasgene oomkHbl ObiTe NpeacTaBneHbl pe3ynbTaThl OLUEHKN 3P(EKTUBHOCTA MEP MUHUMU3ALIMM pUCKa.
B 0606LweHHOM Buae npeacTaBnsgeTcs CoOOTBETCTBYOLWAA MHpopMauust No 3dEKTUBHOCTY U (MNN) OrpaHNYEHNAM
KOHKPETHbIX MEP MUHMMM3aLUN pUCKa MO BaXKHbIM MAEHTUMULMPOBAHHBIM pUCKaM, koTopasd Gbina nornyyeHa 3a
OTYETHbIN Nepuoa. PesynbTaThl OLLEHKU 3a OTYETHBIA NepUoa NPEeACTaBnsTCA B MPUMNOXEHUMN K OTYETY.

8.5.17. Pasgen NMNOOB "OueHka nonb3bl".

8.5.17.1. MNoapasgen "BaxHasa 6asncHas nHdopmaumsa no 3 OEKTMBHOCTM NEKAapCTBEHHOro npenapara,
nony4yeHHas B Xoe KNMHUYECKNX UCCneaoBaHUn u npuMmeHeHmns B meguuuHckon npaktuke" NMOOB.

B nogpasgene cymmupyeTcs OCHOBHas MHGopmaums no adgekTUBHOCTY NeKapCTBEHHOMO Npenapara B xoae
KNUHUYECKUX UCCredoBaHuin n 3(PEKTUBHOCTb, MPOAEMOHCTPUPOBAHHAA MPU MPUMEHEHUU B MEAULIMHCKOMW
MpakTMke OT Hayana oT4yeTHoro nepuoga. [daHHas mHdOopMauus OOIPKHA MMETb OTHOLWIEHUE K OAO0OpPEHHbIM
NOKa3aHWSAM K NPUMEHEHWIO.

[nsi nekapcTBEHHbIX MpenapaToB C HECKOMNBbKMMMW NOKa3aHUsIMU, LeneBbIMU Nonynsaumsamm n (unun) cnocobamm
BBeJEHMS MOMb3a JOIPKHA OblTb OXapakTepu3oBaHa B OTAENbHOCTU MO KaxaoMy hakTopy.

[nsi nekapcTBEHHbIX MNpenapaToB, Y KOTOPbIX 3@ OTYETHbIA Mnepuog Obiny BbISIBNEHbI CYLECTBEHHbIE
n3MeHeHns npocuna 6GesonacHoCcT unM 3PQEKTUBHOCTU, AaHHbIA MNoAapas3gen LOIbkeH BkMovaTb B cebs
OOCTaTO4HY0 MHOopMaUuio No 060CHOBaHMIO OGHOBNEHHONM XapakTEPUCTUKM MOMb3bl NIEKAPCTBEHHOIO Npenapara,
OTpaxeHHoW B noapasaene "Xapakrepuctuka none3bl" NOOB. CogepxaHune n cTeneHb geTanu3aunm nHdopmaumu,
NpeacTaBeHHONW B pasfgene, MOXeT BapbMpoOBaTbCHA MO  Pas3nuMyHbiM  NIEKApCTBEHHbIM npenapaTtam (npu
Heobx0AMMOCTH) creaytoLmne acnekTbl:

3aNMAEMMNONOrnNs U NpoucxoxaeHme 3abonesaHus;

XapakTepuctka nonb3bl  (Hanpumep, AWarHocTuyeckasi, npodunaktudeckas, CcuMnToMaTuyeckas,
6onesHb-MoanuLmpyoLas);

BaXXHbl€ KOHEYHbIE TOYKM, MOATBEPXKAAOLWME Nonb3y (Hanpumep, BAUSHUE HA CMEPTHOCTb, CUMNTOMATHUKY,
ncxogpl);

JoKasaTenbcTBa a(pPeKTUBHOCTU B KIMHUYECKNX UCCNEe0BaHUAX U MEAULMHCKON NPaKTUKe No CPaBHEHUIO C
npenapaTtom CpaBHEHWsi (Hanpumep, CpaBHUTENbHbIE KIMHUYECKME WCCNEAOBaHWUA C aKTUBHBbIM KOHTPOMEM,
MeTa-aHanu3bl, 06cepBaLMOHHbIE NCCIIEL0BaHUS);

TeHAeHUMM 1 (unu) JokasaTenbCTBa MOMb3bl MO BaXHbIM MNOMYNAUMOHHBIM MOArpynnam (Hanpumep,
BO3pPACTHbIM, MOMOBbIM, 3THUYECKUM, MO CTENeHn TsHKeCTU 3aboneBaHusi, FeHeTMYecKoMy nonumopdusmy) B
cny4vae, ecnv 310 UMeeT OTHOLLUEHUU K OLleHKe COOTHOLLEeHMA "nonb3a - puck”.

8.5.17.2. Nopgpasgen NMNOOB "Hoas BbiABNEHHas nHdoOpMaums No dPMEKTMBHOCTM, NOMyYeHHasa B xode
KNUHUYECKUX NccnegoBaHUM U NPUMEHEHNSA B MeANLNHCKON npakTuke".

[nsi HeKOTOpPbIX JIEKapCTBEHHbIX MpPenapaToB 3a OTYETHbIW MNepuog MOXeT ObiTb MnofnyvyeHa HoBas
nHdopmMaLms No apHEKTUBHOCTU B KITMHUYECKUX UCCIEA0BaHMAX 1 MEOULIMHCKON NPaKTUKe, KoTopas AOIMKHa ObiTh
npencrtaeneHa B nogpasgene. OtaensHast nHopMaumsa no gokasaTtenbHon 6a3e B OTHOLIEHMU HeoO0OpPEHHbIX
noKasaHuin MO NPUMEHEHU0 He BKMNOYaeTcs B pasfen, 3a UCKMYEHWeM criydyaes, ecnu 9ToO UMeeT OTHOLLEHUe K
OLIeHKe COOTHOLLUEHNS "nonb3a - puck”.

Ocoboe BHUMaHWe B nogpasgene yaensietcs BakuMHaM, aHTUUMHMEKLMOHHBIM U UHbIM Mpenapatam, Ans
KOTOPbIX U3MEHEHUSA TepaneBTUYECKOW cpefbl MOTryT MOBMAWSATL Ha COOTHOLLUEHME "nonb3a - pUcK' C TeYyeHnem
BPEMEHM.

CogepxaHne w cTeneHb pfgetanusaumm WHopMauum, nNpeacTaBnNgeMos B [aHHOM pasgene, MoXeT
BapbUpOBaTLCA B 3aBMCMMOCTU OT NEKapCTBEHHOro npenaparta. B cnyyae oTcyTcTBMA HOBOW MH(popMaumu 3a
OTYETHbIN Nepunod MOXeT MPUBOAMTCH CCbinka Ha pasgen "BaxHasa 6asuncHas mHgopmauns no apeKkTMBHOCTU
nekapcTBEHHOro npenapaTta, NonyyeHHass B Xo4e KMWHUYECKUX MUcCnegoBaHui U NPUMEHEHUs B MeOULMHCKON
npaktuke" NOOBb.

8.5.17.3. Moapasgen NMOOB "XapakrepucTuka nosb3abl”.

B nogpasgene npeacrtaBnsetcs obbeavHeHHas WHgopmaumst no 6a3ncHbIM M HOBbIM  [AaHHLIM MO
TepaneBTMYECKOW MONb3e, KOTOpbIE CTanu M3BECTHbI 3@ OTYETHbIN NepMog No 04006PEHHBIM MOKa3aHNUAM.

B cnyyae oTCyTCTBMS HOBbIX AaHHbIX MO NPOMUI0 NOMNb3bl U OTCYTCTBUS 3HAUYUTENBbHBIX UBMEHEHUN Npoduns
©e30nacHOCTK, AaHHbIN NoApa3aen AOMMKeH cogepXXaTth CCbiNky Ha nogpasgen "BaxHas 6asncHas nHdopmauus rno
3(pPEeKTUBHOCTM NEKAPCTBEHHOIO Npenapara, NoslydyeHHasi B Xo4e KIMMHUYECKUX UCCNeaoBaHUA U MPUMEHEHUS B
mMegmumHckon npaktuke" NOOB.

B cnyyae ecnu 3a oT4YeTHbIN Nepuog Gbinia nonyyeHa HoBasi MHpOpMaLMs Mo TepaneBTUYECKOM Norb3e N He
ObINIO 3HAYUMbIX U3MEHEHNI Npodunga 6e3onacHOCTU, B pasgernie KpaTko NpuBoaATca 060beguHEHHbIE JaHHbIE MO
6a3ncHON 1 HOBOW MHOPMAaLNK.



B cnyyae Hanmuusa cyLleCTBEHHbIX U3MeHeHU npodunsg 6esonacHoCTn NMBo nonyvYeHUst HOBbIX OaHHbIX,
npeanonaralwmnx 3HaYUMTENbHO MEHbLUMKA YPOBEHb TepaneBTUYECKOW MOMb3bl MO CPABHEHUIO C U3Ha4anbHO
NpO4EeMOHCTPMPOBaHHbIM, B pasaerne AormkHa bbiTb NpMBeAeHa KpaTkasa KpUuTudeckas oueHka gokasaTenbHon 6asbl
no 6e3onacHoCTV M 3P(EKTUBHOCTM B XOA4E KINMHUYECKMX UCCNEeAOBaHUN 1 MEAMLMHCKON MPaKTUKN C yKa3aHWeMm
cnenyoLen nHopmauun:

KpaTKoe onucaHue [OoKa3aTeNbHOro YPOBHSl AaHHbIX MO TepaneBTUYecKOW Mnonb3e (NpoBOAWUTCS OLEHKa
CpaBHUTENbHOIO acnekta 3dEKTUBHOCTW, CTEMEHU BbIPaXXEHHOCTU 3addpekTa, NpaBUNbHOCTM CTAaTUCTUYECKON
06paboTkn, cnabbix U CUMNBbHBIX aCMEKTOB METOL00MMMW, COOTBETCTBUSA AaHHbIX B pa3HbiX UCCNeAoBaHMWSX;

HoBasi MHpopmaLms, NOCTaBMBLUAA MOL COMHEHME CyppOraTHbIe KOHEYHbIE TOUKU (MPU Hanu4um);

KNUHMYeckas 3Ha4YMMOCTb BblpaXKEHHOCTU TepaneBTUYecKoro apdexTa;

obobLaemMocTb TepaneBTMYeCcKOro acbdekta Mexay uenesbiMy nogrpynnamu (Hanpumep, nHdopmauusa o
HeJOoCTaTOYHOCTU TepaneBTUYECKOro 3ddeKTa No Kakon-nnmbo NonynsiLMoOHHON noarpynne);

a[leKBaTHOCTb XapaKTepPUCTMKK "A03a - TepaneBTU4EeCKMi oTBeT",

NPOAOIMKUTENBHOCTb 3P EKTA;

cpaBHUTENbHAA 3 HEKTUBHOCTD;

onpegeneHune cTeneHun, B KOTOPOWN AaHHble N0 3PPEKTUBHOCTU, NONYYEHHbIE B KITMHNYECKUX UCCNeaoBaHunsX,
MoryT 6biTb 0006LEHbI C MonyndunMen, B KOTOPOW MPUMEHSETCHA JIeKapCTBEHHbIN npenapat B MeOMLUHCKON
npakTuke.

8.5.18. Pasgen MNOOB "MHTerpuMpoBaHHbIN aHanM3 COOTHOLIEHMs "Monb3a - puck” no ogobpeHHbIM
nokasaHuam".

B pasgene pepxaTtenem pernctpaumoHHOro yAOCTOBEpPEeHUs OofpkHa ObiTb npeactaBneHa o6obuieHHas
OLeHKa Monb3bl W puUCKAa IEeKapCTBEHHOro npenapata npu ero MNpMMEHEHMM B KITMHUYECKOM NpPaKTuKe.
MpeacraBnaeTca KpUTMYECKUIA aHanu3 n obbegmHeHHast HopmMaums No NpeabiAyLMM pasgenam B 4acTu Nosib3bl
n pucka 6e3 gybnupoBaHua ¢ wuHcopmaumen B nogpasgenax "OueHka PUCKOB M HOBOM MHdopmaummn" u
"Xapakrepuctuka nonbasl" NOOB.

8.5.18.1. Nogpasgen NOOB "VIHTerpMpoBaHHbI aHanu3 B KOHTEKCTE COOTHOLLEHMS "Nonb3a - puck” (Bkovas
MeOMLMHCKYH NOTPEBHOCTb U BaXHble anbTepHaTMBhbI)".

B nogpasgene npeacraBnsieTcst KpaTkoe onncaHme MeauLMHCKOM NoTPebHOCTU B NIeKapCTBEHHOM NpenapaTe
no ogobpeHHBIM NOKa3aHMAM 1 CyMMUPOBAHHO MO anbTepHaTMBaM (MeQUKaMEHTO3HbIM, XMPYPIMYECKMM UITN NHBIM
nokasaHusiM, BKIoYasi OTCYyTCTBME NEYEHUsT).

8.5.18.2. NMopgpasgen NOOB "OueHka npoueaypbl aHanM3a COOTHOLLEHMS "Nofb3a - puck”.

CooTHoweHre "nonb3a - puck" MMeeT pasnMyHoe 3HadeHMe B 3aBMCMMOCTU OT MOKas3aHWh U LieneBbIX
nonynaumi. CnegoBaTtenbHo, ANs NIEKapCTBEHHbIX NPenapaToB, 3aperncTPUPOBaHHbIX MO HECKONBKUM MOKa3aHUsIM,
COOTHOLIEHWEe "nonb3a - pUCK" JOMKHO OblTb OLEHEHO OTAEeNbHO MO KaxaoMy nokasaHuo. B cnyvae Hanunuuns
CYLLECTBEHHbIX Pas3nuyMin COOTHOLUEHUS "nonb3a - puck' Mexagy noarpynnamui B pamkax 1 mnokasaHus oueHka
COOTHOLLEHMS "nonb3a - pUCK" OOIMKHA ObiTb NpeacTaBneHa OTAENbHO U ANs NOMNYMSAUUMOHHBIX MOArpynn (ecnu
NPUMEHNMO).

8.5.18.2.1. OcHOBHblEe BONPOCHI B OTHOLUEHWWN NOSIb3bl U PUCKOB:

KrntoyeBas nHdopmaums, NpeacTaBneHHas B NpeLwecTBYOWNX pasgenax no nonb3e u pucky, AormkHa ObiTb
06bearHeHa C Lernbio OLEHKN NX COOTHOLLIEHUS;

OLleHUBAETCS KOHTEKCT NPUMEHEHNs NekapCTBEHHOro npenaparta (usneveHuve, npodunakTuka, gMarHocTuka),
CTeNeHb TSXECTU U cepbe3HOCTb 3aboneBaHus, LenesBas nonynsaums (OTHOCUTENbHO 340POBbIE, XPOHWUYECKMe
3aboneBaHus);

B OTHOLLUEHWM MOSb3bl OLIEHMBAETCH €€ XapaKkTep, KNMHNYeckas 3HaunMoCTb, MPOAOIHKUTENBHOCTb 3hdEKTa,
0600LaeMoCTb, AoKa3aTensCTBO 3W(PEKTUBHOCTM Y MALMEHTOB, HE OTBEYAKLUUX Ha anbTEpPHATUBHOE NeveHue,
BbIpaXX€HHOCTb achdekTa, MHAMBUAYarnbHbI€ 3NIEMEHTbI MOMb3bl;

B OTHOLIEHWN pUCKa OLIEHMBAETCHA KIMHWYEeCKas 3HA4YMMOCTb (Hanpumep, XapakTep TOKCUYHOCTH,
Cepbe3HOCTb, YacToTa, NpeackasyemMocTb, NPeaoTBPaTUMOCTb, O6PaTUMOCTb, BNUSAHME Ha MauMeHTa), a Takke
acnekTbl pucka, CBA3aHHbIe C NPUMEHEHNEM He Mo 0406pEeHHBIM NMOKa3aHMSAM, HOBbIM NMOKa3aHMSAM, HENPaBUIbHBbIM
NpUMEHeHWEM;

npv popMynMpoBKe OLEHKM COOTHOLLEHMS "Mosb3a - pUCK" paccMaTpuBaroTca criabble U CUMbHbIE CTOPOHBI, a
Takke HeonpeaeneHHOCTU AokasaTenbHom 6asbl C ONMcaHNEM UX BIUSIHUA Ha OLeHKy. [pMBoanTCA XxapaktepucTuka
OrpaHNYeHUN BbINONHEHHOW OLIEHKN.

8.5.18.2.2. TMpenctasnalTca onNucaHne W aprymeHTaums WUCNonb3yeMor MeTodonornn Ans  OueHKU
COOTHOLLEHMS "nonb3a - puck":

a) NpeanonoXeHnsi, paCCMOTPEHNE, COOTHECEHUS, KOTOpble NOATBEPXKAAIT CAENaHHbIA BbIBOA MO OLEHKEe
COOTHOLLEHMS "nonb3a - puck”;

0) KOMMEHTapun B OTHOLUEHNM BO3MOXHOCTU BbIPaXXEHMS MOMb3bl U pyUCKa B NPeacTaBNEHHOM BUOE U UX
COMOCTaBIEHUS;

B) ecnu npegcTaBfieHa KONMYEeCTBEHHAs! OLIeHKA COOTHOLLIEHWS, BKIKOYaeTcst 0600LLeHHOe onnucaHne MeToaoB



OLIEHKM;

r) 9KOHOMMYECKasi oueHka (Hanpumep, "CTOMMOCTb - 3(PPEKTUBHOCTL") He AOMKHa paccMmaTpuBaTbCs Mpu
OLIeHKe COOTHOLUEHNS "nonb3a - puck”.

8.5.19. Pazpgen NOOB "3akntoueHne MOOB u npegnaraemMble NocreaylolmMe AEUCTBUS B KOHTEKCTE
cOenaHHOM OLeHKN".

BaknountenbHbin pasgen NMOOB pomkeH copepxaTb 3akrflyYeHWe O BIUSAHWMM HOBOW MHGOpMaLuu,
BbISIBMIEHHOW B OTYETHbIA Nepuod, Ha OOLLYH OLEHKY COOTHOLLUEHMS "Monb3a - PUCK" MO KaxXaoMy oaobpeHHoMy
nokasaHuto, a Takke no NoArpynnam nauneHToB (ecnu NPUMEHNMO).

OcCHOBbIBasACb Ha OLEHKe KyMYNATUBHbIX JAaHHbIX N0 6€30MacHOCTU U aHanu3y COOTHOLLEHUS "nonb3a - puck”,
Jepxartenb perucTpaumMoHHOro yaoCTOBEPEHUS OOMMKEH OLEHUTb HeobXoouMMOCTb WU3MEHeHus unHdopmMaumm o
nekapcTBEHHOM npenapaTe 1 NPeanoXnTb KOHTEKCT COOTBETCTBYIOLLMX U3MEHEHUIA.

3aknioyeHne gOMKHO BKNoYaTh B cebs npegsapuTenbHble NpeanoXeHns no ontumMusaumm Unu gansHenwen
OLeHKe COOTHOLLUEHUS "nonb3a - pUCK" C Lenbio UX nocreaytowero obCcyxaeHns ¢ ynornHOMOYEHHbIMMU OpraHamu
rocygapcTtB-4neHoB. [laHHble NpeanoXXeHnsa MoryT BKnoyaTb B ceba Mepbl MMHMMMU3ALMK pUCKa.

B OTHOLLIEHMM NeKapCTBEHHbIX MpenapaToB, MMEKLWMX NiiaH no gapmakoHag3opy M MUHUMMU3ALMU pUcka,
NpeanoXeHnst A0SMKHbI ObITb BKIHOYEHbI B NilaH No hapmakoHag3opy v nnaH MUHUMU3aLUM pyUcka.

8.5.20. Pazgen MNMOOBb "MpunoxeHus k NMNOOB".

Pasgen normkeH BktoyaTb B cebs creaytoLime NpunoXeHus:

a) cnpaBo4vHas MHoOpMaLms;

0) KymynaTvBHble oOo6OuWawwmne TabnuyHble [AaHHble MO CEPbE3HbIM HEeXenaTenbHbIM - SBMEHUAM,
BbISIBITEHHbLIM B XO4€ KIMMHUYECKNX UCCrneaoBaHnii;

B) KYMynsATMBHblE M MHTepBalnbHble obobawme TabnuyHble AaHHbIE MO Cepbe3HbIM U HeCcepbe3HbIM
HexenaTtenbHbIM peakuMsM Mo AaHHbIM NOCTPErMcTPaUMOHHOIO NMPUMEHEHUS;

r) TabnuyHble AaHHbIE MO cUrHanaw;

[) OLeHKa CurHanos (ecnv NPYMeHUMO);

€) nepeyeHb BCEX NOCTPErMCTPALMOHHBIX MCCNeA0oBaHMM Mo 6e30NacHOCTY.

8.6. Cnctema kavectBa NNOOB Ha ypoBHe gepxaTens
PErncTpauUmoHHbIX YAOCTOBEPEHUI

Hepxatenb perncTpaumMoHHOro yAOCTOBEPEHUS OOIMKEH UMETb COOPMUPOBAaHHbIE CTPYKTYpPbl U NpoLecchl
ANsi NOAroTOBKMW, KOHTPONSA KadecTBa, o63opa u npeactasnexus NMOOB, Bkntovas KOHTPOMb UCNOMHEHUS B NpoLecce
M nocne ux oueHkn. [laHHble CTPYKTYpbl M NpOLEecChl AO0MKHbI BbiTb onMcaHbl B npouedypax, NPUHATbIX B BMAE
NMUCbMEHHOrO AOKYMEHTa, CUCTEMbI KadeCTBa AepxaTens perMcTpaLnmoHHOro YA0CTOBEPEHNS.

Mpoueccbl dapmakoHagsopa BkMNwYawT B cebd pag  HanpaBneHww, KoTopble  MOryT — okasaTb
HenocpeacTBeHHOe BnusHME Ha kavecTBo NOOB (Hanpumep, 06paboTka coobLLeHMI O HexXenaTenbHbIX peakumsix,
MOMyYeHHbIX B paMKax CMOHTAHHOIO PEenopTUPOBaHUS WX KIMHUYECKMX uccregoBaHuin, obs3op nutepaTypsl,
BbISIBNEHVe, BanMaauus U oueHka curHana, AononHUTerbHbIE Mepbl Mo hapMakoHaA3opy U NOCTPErncTpaLMoHHON
nccnegoBaTenbCKon AeaTenbHOCTU, Npoueaypbl 06paboTkm n 06beanHeHNs AaHHbIX NPU OLEHKe NoSb3bl U pyUcka U
ap.). Cuctema kavectBa [OJKHaA OMUCHIBaTbL B3aMMOCBA3b MeXAy npoueccamu, KaHarnbl UHPOPMUPOBaHUS U
06s3aHHOCTM Mo npoueaypam cbopa Bcer MMetoLLen OTHowweHWe MHopmauny anst BknodeHms B NMOOB. JormkHbl
ObITb pa3paboTaHbl U BHeApPEeHbl AOKYMEHTMPOBAaHHbIE Npouedypbl NO KOHTPOMIO KayecTBa MPOLLECCOB C Lenblo
obecneyeHnst NONHOTLI M TOMHOCTU AaHHbIX, npeacTasnsembix B NMOOB. BaxHOCTb MHTErpupoBaHHOW OLEHKM
COOTHOLLEHUS "nonb3a - puck" onpegenseT HeobxoAMMOCTb obecrneyeHns BKkNaga pasnuyHbix genapTaMeHToB nnu
otgenos npu nogrotoske MNOOB.

MOOB pgomxeH cogepxkaTb OLEHKY cneumarnbHbIX 3anpocoB No acnektam npodumns 6e30nacHoCTN CO CTOPOHbI
YMONTHOMOYEHHbIX OpraHOB rocyAapcTB-YreHOB. Y Aepatens perncTpauMoHHOro yaoCTOBEpeHuUst JOMmkeH ObiTb
paspaboTtaH W BHeapeH MexaHu3Mm, obecnedvBaloWuin Hagnexaiwlyw o06paboTky M OTBeTbl Ha 3anpochl
YMOSTHOMOYEHHbIX OpraHoB rocyAapCTB-4IEHOB.

MpeacTtasneHve o6o6LwatoLwmx TabnmMyHbIX JaHHbIX AOSMKHO noABepraTbes npoueaype Bepudumkaumn gaHHbIX
B OTHOLWEHWM 6a3 AaHHbIX AepxaTens perucTpauvoHHOro yAOCTOBEPEeHUs C uenbto obecrneyvyeHust TOYHOCTU U
MOSMHOTBLI NPeACTaBNsSeMbIX AaHHbIX B OTHOLLUEHUW HexXenaTenbHbIX peakumin n seneHun. MNpoueccol pasMmeLleHus
3anpocoB B 6a3e AaHHbIX, UCNOSb3yeMble MapaMeTpbl AN U3BNeYEHNS AaHHbIX U KOHTPOIb KayecTBa OOMKHbI ObiTb
Hagnexalym ob6pa3oM OKYMEHTMPOBaHSI.

Hagnexaiwasa cuctema KayectBa gepxaTens permcTpauMoHHOro yAOCTOBEPEHNSI AOMKHA MCKIMIOYMTb PUCK
HeBbINOJIHEHMS AepXxaTeneM perncTpaLmoHHOro yaocTtosepeHus TpeboBaHnii 3akoHOAATENbCTBA, TaknNX Kak:

HenpeacTaBneHne otyeTa: nonHoe HenpepctaeneHne MNOOB, HapyweHne rpadmka nnu CpokoB nopaun
MOOBb (6e3 npeaBapuUTENBHOIO COrNnacoBaHMs € YNOMHOMOYEHHBIMW OpraHamMu rocyapCTB-4IieHOB);

HeobOCHOBaHHOE HenpeacTaBneHne 3anpoLUeHHON MHopmaunw;

HM3KOEe KayeCcTBO OTYETOB (MMOXOe AOKYMEHTUpOBaHMe nMbo HepocTaTtodHasd WHOpMauns MM OLEHKa,



npeacTaBneHHble NS BbINOMNHEHWUS aHanu3a HOBoW MHdopMaLmmn no 6e3onacHoOCTU, curHanoB no 6e3onacHoCTH,
OLIEHKM pUCKa, OLLEHKN NOSb3bl U UHTErPUPOBAHHOIO aHanM3a COOTHOLLIEHWs "Nornb3a - pUCK", OTCYTCTBME yKa3aHus O
HenpaBUIIbHOM MPUMEHEHWMN, OTCYTCTBUE CTaHOAPTHOW TEPMWHOMOIMMW, HEOOOCHOBAHHOE WCKMYEHUE CIydaes,
HenpeacTasneHne nHdopmauum no akTopam prcka);

npeactaeneHne NOOB ©e3 oOTpaxeHUs paHee MOJyYEeHHbIX 3anpocoB OT YMNOMHOMOYEHHbIX OpPraHoB
rocygapCTB-UIieHOB.

Bce 3HauMMble OTKMOHEHMS OT npouenypbl MOAroTOoBKM M npegctasneHns [1OOB  [ormkHbl ObiTh
OOKYMEHTUPOBAHbI U MPUHATbI COOTBETCTBYHOLLUME KOPPEKTMPOBOYHbIE W MpeaynpeavTenibHble MeponpuaTus.
[aHHaa gokymeHTaumsa gormkHa ObiTe 4OCTYNHa B Nioboe Bpewmsi.

B cnyyae penervpoBaHusi o6sa3aHHoOcTe no nogrotoeke [1OOB TpeTbMMm CTOpoOHaMm AepxaTenb
pPerncTpaumoHHOro yaoCTOBEPEHUS OOMKEeH obecneunTb Hanuuue y TpeTbeWn CTOPOHbl Haanexailenh CUCTeMbl
KayecTBa, COOTBETCTBYLLEeN TpeboBaHnsaMm npaBa Coro3a 1 3akoHOA4aTeNbCTBA rOCYJapCTB-YNEHOB.

8.7. ObyyeHue nepcoHana npouenypam no NOOB

OTBETCTBEHHOCTBIO NMLA, YNONHOMOYEHHOro no hapMakoHaasopy, sABnseTcs obecrnedyeHne Haanexallen
KBanudukauum, onbita n obyyeHnss nepcoHana no apmakoHaasopy, OLeHKe MeAWMLMHCKOW WHopmauun wu
KOHTpOMs KayecTBa, 3aAeWCTBOBAHHbIX B npouedypax NOAroToBkW, 0630pa, KOHTPOMSA KavyecTBa, OLEHKM U
npeactaeneHns NMNOOB. CnegyeT ocylecTBnATb HeobxoaMmoe obyyeHue Mo pasnuyHbiM NpoueccamM, acnekram
3HaHW 1 HaBblkaM, CBA3aHHbIM C dhapmakoHag30poM. HanpasneHns obyyeHns OOMmKHbI BKNoYaTh B cebs acnekTbl
npaa Cor3a U 3aKkoHOAaTenbCTBa rOCYAapCTB-UYNEHOB, PYKOBOACTB, HAY4HYHO OLEHKY AaHHbIX, MUCbMEHHbIe
npoueaypbl no acnektam nogrotosku NOOB. [okymeHTMpoBaHWe npouecca obyvyeHns AO0MMKHO NOATBEPXKAaTb ero
NpoXoXaeHve A0 Havana BbINONHeHUsA cooTBeTcTBYOWMX yHKUMn no MOOB.

8.8. Nopspok npeactasnenns NMOOB

8.8.1. CtaHgapTHbI nopsigok npeactasneHus NMNOOB.

MepuogmnyHocTb M cpokn npeactaBnenna NMOOB nekapcTBeHHbIX MpenapaToB OnNpeaenstTcs CornacHo
NnepeyvHto, yTBEPXXAAeMOMY YMNONHOMOYEHHbIMM OpraHamun rocyaapcTB-4reHOB.

[nsa nekapcTBEHHbIX NpenapaToB, MeXayHapoaHoe HenaTeHTOBAaHHOE HAMMEHOBaHWE UMK TPYNNMPOBOYHOE
HaMMEHOBaHME KOTOPbIX He BKMYEHbl B YKa3aHHbIA MNepeyYeHb, nepuoguyHocTb npeacTtaBnexHns [10OOB
COCTaBIsET:

Kaxkable 6 mecsaueB OT MEXAYHapOAHOM AaTbl perucTpaumm B Te4eHUe nNepBbIxX 2 NeT;

€XEerogHo B TeYeHue nocneayroLmnx 2 ner;

nanee - kaxnaple 3 roga.

Cpok nogaum NMNOOB coctaenseT He 6onee 90 kaneHAapHbIX AHEWN C AaTbl OKOHYaHWA c6opa AaHHbIX.

8.8.2. BHeouepegHas nogayva MOOB.

MOOB noanexuT nogadve HesameanutensHo. Moarotoeka NMOOB gomkHa ocylecTBNATLCS He Gonee Yem 60
KaneHngapHbIX OHeN ¢ AaTbl NONy4YeHUsi MMCbMEHHOIO 3anpoca yNoHOMOYEHHOIo opraHa rocygapcTBa-yneHa.

8.8.3. ®opma nogaum MNOOB.

MOOB nognexut nogade B 3NIEKTPOHHOM BUAE C BO3MOXHOCTBHO TEKCTOBOIO NMOMCKa Ha PYCCKOM si3blke UIK
aHIMUCKOM A3blke C 0bsi3aTenbHbIM NEPEBOAOM HA PYCCKUIA A3bIK CreAyoLmnX pasferioB: KpaTKoe WU3NoXeHue
OCHOBHOTO COAEPXKaHUSA, MHTErPUPOBaHHbIA aHanM3 COOTHOLLEHMS "NoMb3a - pUCK” No 0400PEHHBIM NOKa3aHUAM 1
3akntodeHve. [lo 3anpocy YMNoONMHOMOYEHHOro oOpraHa rocygapcTBa-yneHa JAepXaTtenb perncTpauuoHHOro
yoocTtoBepeHus 06a3aH B TedeHnmn 30 KaneHaapHbIX JHEN CO OHSA NONyYeHust Takoro 3anpoca NpeacTaBvUTb NEPEBOL
Ha pycckun a3bik gpyrux pasgenos NOOB.

8.9. Mpouecc oueHkn NOOB Ha TeppuTopUaAX rocygapCcTB-4rieHOB
YNONHOMOYEHHBIMW OpraHamMmun rocyapCTB-YNeHOB OOJMKHO obecneunBaTbest BbinonHeHue oueHkn NOOB ¢
Lenblo onpegeneHus cooTBeTCTBMA TpeboBaHusiM NpaBa Coto3a 1 3akoHoAaTeNbCTBa rocyAapCTB-4IIEHOB, a TaKkke
BO3MOXHbIX U3MeHeHWU npoduns 6e3onacHoCTV NeKapCTBEHHOrO npenapaTta M BIMSAHUSA 3TUX M3MEHEHMI Ha
OLIEHKY COOTHOLLIEHMS "NoMb3a - pUCK" NekapCTBEHHOro npenapara.
9. YnpaBneHue curHanom

9.1. CTpyKTypbl 1 NpoLeCChI

9.1.1. VICTOYHMKM NOMyYeHMs curHanoB 1 ux obpaboTka.
9.1.1.1. CTOYHMKM nony4YeHns curHanoB BKMOYalT B cebs Bce AaHHble, Mofyvyaembie npv NpUMeHEeHUn



NeKapcTBEHHbIX MpenapaTtoB, BKMAYas OOKNMHUYECKME W KIMHUYECKMEe AaHHble, [aHHble MeTOAOoB
dapmMakoHaa3opa M CUCTEMbI KOHTpoONnd kadecTtBa. [laHHble MOryT BKMYaTb B cebs cBefeHus, noryyvyaemble
CUCTEMOW CMOHTAHHOrO pPEnopTMPOBAHWUS, CUCTEMaMy akTUBHOMO MOHWUTOPWHra, B pesyfbTaTte MpOoBEeAeHUsI
HEVMHTEPBEHLMOHHbIX UCCIeQ0BaHUN, KITMHUYECKMX UCCNEAO0BaHWN 1 U3 OPYTUX UCTOYHUKOB MHADOPMaLUN.

9.1.1.2. CurHanbl M3 CMOHTAHHbIX COOBOLLUEHUA MOXHO OOHApPYXWTb B WHAMBUAYANbHbIX COOOLLEHUSIX O
HexXernaTenbHbIX peakuusix, BKIHOYEHHbIX B 0a3sbl AaHHbIX O HeXenaTenbHbIX peakuusix, CTaTbsX U3 Hay4YHOW
nutepatypsl, NOOB nnu gpyron nidopmaLmun, NpeacTaBneHHON AepXaTensaMu permcTpaLoHHbIX YAOCTOBEPEHWN
B pamMkax npoueayp, onpegeneHHbix npasoM Cow3a M 3aKoHOOATENbCTBOM FOCYAapCTB-UNEHOB (Hampumep,
M3MEHEHNST W [OOMNONHEHWs, npoaneHne, obsisaTenbCTBa NO MNOCTPErMCTPALMOHHBIM  UCCNEeAOBaHUAM) UMK
NMOCTOSIHHO BbINOSTHAEMOr0 MOHUTOPMHIA COOTHOLLIEHMS "NOMb3a - PUCK" NeKapCTBEHHbIX NpenapaTos.

9.1.1.3. CurHanbl MoryT ObiTb BbISiIBNiEHbl NPU MPOBEOEHUN PA3MNUYHbIX BUAOB MCCNeaoBaHWMW, BKMO4as
OOKMNMNHUYECKNE, WHTEPBEHLMOHHbIE W HEWHTEPBEHUWOHHbIE MWCCNeaoBaHusi, cuctemaTuyeckue 0063opbl,
MeTa-aHanu3bl. PasnnyHble BuAbl aKTUBHOMO MOHWTOPMHIa MOMyT MOMOraTb B BbISIBEHWM CUrHarNoB, a Takke
CTMMYNUPOBAaTb NPOLLECC PENOPTMPOBAHMSA cneynanuctTaMmm onpeaeneHHbiX TUMOB HeXenaTernbHbIX peakumn.

9.1.1.4. [lpyrne UCTOYHMKN MHOPMaLUKN BKNOYAOT B cebs1 MHOPMaLNOHHO-TENEKOMMYHUKALMOHHYO CeTb
"MiHTepHeT", uMdpoBLie cpeacTBa (00LWenocTynHble BeO-calThl, counanbHble ceTun, 6norm) nnu gpyrme CUCTeMb,
Yyepes KOTopble NauMeHTbl U NoTpedbuTenn MorytT coobwmTb 06 OMbITe Pa3BUTUSA HeXenaTenbHbIX peakuuMn Ha
nekapcTBeHHble MpenapaTbl.

9.1.2. MeToaonorus o6paboTkn CUrHarnos.

9.1.2.1. OBHapyXeHne curHanoB A0SMKHO NPUAEPKNBATLCS CTPYKTYPUPOBAHHOM U MPU3HAHHOM METOO0S0MMHU,
KOTOpas MOXeT BapbMpOBaTbCHA B 3aBMCUMOCTU OT BMAa NIEKApCTBEHHOro npernapata, B OTHOLIEHUM KOTOPOro
BbINOSHAETCS npoueaypa.

9.1.2.2. C uenblo OLEHKN OoKa3aTeNbHOM OCHOBbI, MOATBEPXAAOLEN MOCTYNMBLUMIA CUrHarn, Heobxogumo
NPUMEHSITb CTPYKTYPUPOBAHHYIO M MPU3HAHHYK METOAOMNOrMo, KOTopas AOSMKHA Y4YMTbIBATb KITMHUYECKYHO
3HAYMMOCTb, CTENEeHb [OCTOBEPHOCTM B3aMMOCBS3W, COIMAacOBaHHOCTb [AaHHbIX, B3aUMOCBSA3b CTEMEHU
BO3OENCTBMA UM peakuuun,  MPUYMHHO-CMNEACTBEHHYID  CBA3b,  OMOMoOrMyeckyto  npaBgonogoOHOCTb,
3KCnepvMeHTasnbHble pe3ynbTaThbl, BO3MOXHbIE CXOOHbIE MO XapakTepy sIBNEHUS OaHHbIE.

9.1.2.3. lNpun NprMopuTM3aLM CUrHANOB y4YUTbIBAOT HOBU3HY BbISIBIIEHHON B3aUMOCBSI3N UK NEKapCTBEHHOTO
npenapaTa, (akTopbl, UMelLMe OTHOLIEHME K 3HAYMMOCTW B3aUMOCBSI3W, CEPbE3HOCTM COOTBETCTBYHOLLEN
peakunn 1 akTopbl, UMEILLNE OTHOLLEHUE K JOKYMEHTUPOBAHNIO COOBLLIEHUS.

9.1.3. Npouecc 06paboTkM cUrHanos.

9.1.3.1. BeegeHue.

9.1.3.1.1. lMNMpouecc 0bpaboTkn curHanos BkMo4YaeT B cebsa cTaamu OT BbISIBNEHWS CurHana Ao BblpaboTku
pekomeHaauui. NpaBuna BbINONMHEHUA 0OpPaboOTKM CUrHArNoB UMEKT OTHOLUEHWE KO BCEM 3avHTEPEecOBaHHbIM
CTOpPOHaM, y4acTBYHOLLMM B KOHTporne 6e30MacHOCTM 3aperncTPUpPOBaHHbIX JIEKAPCTBEHHbIX NpenapaTos.

9.1.3.1.2. Npouecc 06paboTkm curHanos BKIOYAET B cebs cneayolime cragum:

a) BbIsiBMeHMe curHana;

©0) Banugaums curHana;

B) aHarnu3 v npuop1T13aLmsa curHana;

r) oueHka curHana;

[) pekomeHgauuun no AenCTBUAM;

€) o6MeH nHdopmaumen.

9.1.3.1.3. llpeacTtaBneHHble Bblle cTagum npouecca o06paboTKM  M3MOXEHbl B NOrM4yeckon
nocnepoeartenbHocTU. PaboTta ¢ oTAenbHbIMWM OOCTYMHBIMU UCTOYHMKAMU WHOpMaUMK, UCMoNb3yemMbiMU A5
obHapyxeHus curHanoB, MoxeT noTpeboBaTtb rmMbkocT B 06paboTke cMrHanos, B YaCTHOCTHU:

ecnn obHapyxeHune curHanoB 0GasupyeTcs Ha o0630pe MHAMBUAOYalnbHbIX COOOLLUEHUN O HexenaTenbHbIX
peakuusax, npouenypa MOXET BKMOYaTb BepUUKALMIO M NpeaBapUTENbHYIO NPUOpUTM3auunio 0BHapYy>XeHHOro
curHana;

€CINn cuUrHan BbISBIEH N0 00beAVHEHHbIM pe3ynbTaTaM UCCNeoBaHus, Kak NpaBuio, HEBO3MOXHO OLEHUTb
Kaxkgoe uHamBuayanbHoe coobLieHne, u B pe3ynbTate Banugaunm MoXeT noTpeboBaTbcsa cOop AOMONHUTENbHBIX
OaHHBIX.

PekomeHgaumm no genctemam (C nocnenyrowmmMm NpUHATMEM PELLEHUS] B COOTBETCTBUM C MEXAYHAPOAHLIMM
OOroBopamMu M aktamu, cocTaensowmmu npaso Coko3a, M 3akOHOAATENbCTBOM FOCYAapCTB-UYNEHOB) U 0OMeH
nHdopMaLmen SABNATCSA KOMMNOHEHTAMK, KOTOpPble HEOBXOAMMO YUUTEIBATb HA KaXK4OW CcTaamu npoLecca.

9.1.3.2. BoigBneHwe curHana.

9.1.3.2.1. Ko Bcem meToaam BbISIBNIEHMS cUrHana npumeHsitoTcs cnegyowme TpeboBaHus:

a) ncnonb3yembli METOA AOJMPKEH COOTBETCTBOBATL 0OBbEMY [aHHbIX (HanpuMep, UCMONb30BaHME CrOXHbIX
CTaTUCTMYECKNX METOOO0B MOXET HE NOAXOAUTb AN1s HebonbLloro o6bema AaHHbIX);

©0) Heo6Xx0OUMO YyUuTbIBATh AaHHbIE N3 BCEX COOTBETCTBYHOLNX MCTOYHUKOB;

B) [OOMKHbl OblTb BHEAPEHbI CUCTEMbI, FapaHTUPYHLUME KAYeCTBO BbINOIHAEMOW AEATENbHOCTM MO



0oBHapyXeHUI0 AaHHbIX;

r) pesynbtatbl 0030pa KyMynATUBHbLIX [AaHHbIX [OIDKHbI CBOEBPEMEHHO W Hagnexawum obpasom
OLeHMBaTbCs KBannuUUUpOBaHHbIM NNLIOM;

4) Npu oBbHapyXeHUn yrpo3bl 06LLECTBEHHOMY 340POBbLI0 AOJPKHBI MPeanpUHUMaTbCa He3aMeanMTeNbHbIE U
adhPeKTUBHLIE AENCTBUS;

€) npoLecC BbISBMEHUA CWUrHamnoB [OMKeH ObiTb Hagnexawum obpa3oM AOKYMEHTMPOBaH, BKIoYas
0b60CHOBaHWE MeToa U NEPUOAUYHOCTU BbIMOJTHEHWS AEWCTBUA N0 OOHaPY>KEHUIO CUTHAMOB.

9.1.3.2.2. OBHapyxxeHvne curHanoB no 6e30nacHOCTU MOXHO OCYLLIEeCTBNSATb Ha OCHoBaHuM ob63opa 6a3
OaHHbIX MHOMBUAOYanNbHbIX COOOLLUEHMI O HeXenaTerbHbIX peakuusx, CTaTUCTMYecKoro aHanusa 6onblinx 6a3
OaHHbIX UM HA OCHOBAHUM KOMOMHUPOBAHHOIO NOAX04a, OCHOBAHHOIO Ha COMETaHUM 3TUX METOAO0B.

9.1.3.2.2.1. O630p MHAMBMAYAmNbHBIX OTY4ETOB N0 6€30MacHOCTU.

MHavBuayanbHble cOOBLLEHNS O HeXenaTenbHbIX peakunsax MoryT 6biTb NOMyYeHbl N3 CNOHTAHHOW CUCTEMBI
penopTMpPOBaHMUs, akTUBHbIX (HOPM MOHUTOPUHIA, KITMHUYECKUX UCCREeAOBaHUA unu MoryT ObiTb ony6nukoBaHbl B
MeguLuMHCKONn nuTepatype. Hanuume 1 coollieHus O Cepbe3HOW UMM TSKENOW HexenaTenbHOW peakuuu
(Hanpumep, 06 aHaUNaAKTUYECKOM LLOKE) MOXET ObITb 4OCTATOYHO AJ1S TOro, YToObl 06paTUTL Ha 3TO CO0bLEHNE
BHUMaHWE 1 NPeanpuHATE JanbHenwune aencTeus. MiHdopmaums, nognexaiias oLueHKe, OJPKHa BKYaTh B cebs
KONMM4ecTBO COOOLLUEHUA (MOCNEe WCKITYEHUS MOBTOPSIOLNXCA COODOLEHUA 1 coobLeHun, O0dOPMIIEHHbIX
HeHagnexawmm obpasom), gemorpadumyeckme AaHHble MauueHTa (Hanpumep, BO3pacT W Mos), Nogo3peBaembll
NneKapCTBEHHbIN npenapaT (Hanpumep, BBEAEHHAs [03a) U HexenaTemnbHyl peakuuio (Hanpumep, NpU3Haku u
CMMNTOMbI), BPEMEHHYO B3aMMOCBSI3b, KITMHUYECKMI MCXO B CBSA3M C NPOAOIHKEHNEM UMW NPEKpaLLEeHNeM npuema
NEeKapCTBEHHOro rnpenapara, Hanuvume nOoTeHuuarnbHblX anbTEPHATMBHBIX MPUYMH PasBUTUS HexenaTenbHOro
SIBNEHNS, OLEHKY OTNpaBuTeNnem coobLleHns NPUYNHHO-CNEACTBEHHOW CBA3N N AOCTOBEPHOCTb OMonormyeckon u
dhapMaKkonorn4yeckon cBAsm.

9.1.3.2.2.2. CtaTnctnyeckne aHanuabl B 6onbLUMX 6asax AaHHbIX.

CyLlecTBYlOT pasfnnyHble CTaTUCTUYECKMEe MEeToObl aBTOMaTMYECKOrO BbISIBIIEHUS CUrHaAnNoB ucxogs w3
HenponopLUMOHANbHOCTU  KONMMYecTBa OTYETOB, TO €CTb 0Ooree BbICOKMA YpPOBEHb pPEnopTUPOBaHWUS O
npegnonaraemon Nogo3peBaeMON HexenaTenbHOW peakuun Ha COOTBETCTBYHOLLEE AENCTBYIOLEE BELLECTBO MU
NeKapCTBEHHbIN MpenapaTt Mo CpPaBHEHUIO C ApYrMMX OEeNCTBYHOLWMMW BeLeCTBaMW WUIU  JIEKAPCTBEHHLIMM
npenapaTamv B 6a3e AaHHbIX. Micnonb3oBaHWe CTaTUCTUYECKUX METOLOB MOOAXOAMT He Anst Bcex cutyauun. MNpu
MCMOMb30BaHWM CTaTUCTUYECKNX METOOO0B U BblOOpe KpUTEpPUEB MAEHTUMKALMM CUTHANOB CRNeayeT yuuTbiBaTb
06BbEM AaHHbIX, NOMHOTY AOCTYNHOW MHOPMAaLMK N CEPbE3HOCTb HEXEeNaTernbHON peakuun.

[MeprMogMyHOCTb BbIMOMHEHUS CTAaTUCTUYECKOro aHanmnsa 6asbl AaHHbIX U TEHEPUMPOBAHUS CTaTUCTUYECKOrO
oTyeTa 3aBMCUT OT XapaKTEPUCTMKU OENCTBYIOLLEro BELLECTBA WNWU NEKapCTBEHHOro npenapaTa, nokasaHuh K
NPUMEHEHMIO U NOTEHUMANBHBIX UNN MOEHTUMULMPOBAHHBIX PUCKOB.

9.1.3.2.2.3. KomBu1Haumsa ctaTtucTmyeckux MeTogoB 1 063opa nHAnBMAyarnbHbIX OTY4ETOB N0 6e30nacHOCTY.

Cratuctmnyeckne oTyeTbl MOryT ObITb NpegHasHayeHbl ANS BbISIBIIEHUSA NOO03PEBAEMbIX HEXenaTenbHbIX
peakuui, COOTBETCTBYHWOLINX NpeaBapuUTENbHO OMpeaeneHHbIM  KPUTEPUSIM  YacTOTbl, CTEMEHU TSDKECTH,
KMMHUYECKOW 3HAYUMOCTW, HOBM3HbI UMW CTATUCTUYECKON B3aMMOCBA3W. Takue unbTpylowme MeToabl MOoryT
ynpocTutb OTOOp Hambonee BaXHbIX WHAMBUAyaANbHbIX COOOLIEHWA O HeXenaTemnbHbIX —peakuusix,
paccmaTpvMBaeMbIX Ha NepBoW cTaguu npouenypbl. MNMpegenbHoe 3HavyeHWe nokasaTterns, UCMosib3yeMoe B 3TOM
dvnbTpytowem npouecce (Hanpumep, He MeHee 3 COOOLLEHWUI), MOXET BapbuMpoBaTbCA B 3aBUCUMOCTU OT
KMMHUYECKOW 3HAYMMOCTU MOLO3PEBAEMON HEeXenaTenbHOW peakumyM WM CuUrHana, BnuaHUSA Ha obLlecTBeHHoe
3[0pPOBbE 1 CTENEHN PacnpPOCTPaHEHHOCTU UCMONb30BaHNS NEKAPCTBEHHbLIX MpenapaTos.

Mpn ncnonb3oBaHWN aBTOMATUYECKOTO CKPUHWUHIA B npouecce oOHApY>XeHUS CUrHaroB COOTBETCTBYHOLLME
MHOUBMAYanbHbIE COOBOLLEHNS O HEeXenaTenbHbIX peakuusax cneayeTt B AanbHenWweM n3y4vaTb No OT4ENbHOCTH.

HesaBucumo OT MCMonb3yemMoro CcTaTUCTUYECKOro MeToda npoueaypa OOHapyXeHust curHanoB Bcerga
OOJDKHA BKNOYATh B Ce0s KNMMHUYECKYH OUEHKY. CTaTUCTUYECKMN MEeTon ABMSETCA OOMNOMHUTENbHBIM METOO0M
BbISIBNEHWSI U Banugauuu curHana.

9.1.3.3. Banugauwus curHana.

9.1.3.3.1. lNpwu BbISABNEHN CUrHaNa BbIMOSHAETCA OLEeHKa AaHHbIX C LieNnblo Bepudmkaumm n nogTBEPKAeHNSA
Toro cpakrta, 4YTO Q[OCTynHas WHopMauns COAEPXKUT [OCTaTOYHblE [OKa3aTenbCTBa BbISIBIIEHUS HOBOW
NnoTeHUManbHOM NPUYNHHO-CIIEACTBEHHOMW CBS3W WM HOBOFO acrekTa paHee YCTaHOBMEHHOW B3avMOCBA3W.
PesynbTaTthl Banugauum onpeaensioT HeobxoanMocTb fanbHENLLEN OLIEHKM cUrHana.

Mpu BbINONHEHMM NpouUeaypbl Banvaauum curHana He3saBUCUMO OT UCTOYHMKA €ro nosyyeHust Heobxoaumo
YyYnThIBaTD:

9.1.3.3.1.1. KnuHnyeckasa 3Ha4MmocCTb, Hanpumep:

YPOBEHb O0Ka3aTENIbHOCTU B OTHOLUEHUWN MPUYUHBI SBMNEHUS (HanpumMep, KONM4ecTBO COOBLLEHUA C y4eTOM
BO3AENCTBUS, BPEMEHHOWN B3aUMOCBS3U, NPaBAoNOA00HOCTY (BEPOATHOCTM) MEXAHU3MA Pa3BUTUSA HEXENATENbHOM
peakuuu, pe3ynbTaTtoB OTMEHbl W MOBTOPHOrO Ha3HAaYeHWsl JIEKAPCTBEHHOro npenapara, anbTepHaTMBHOMO
00BACHEHNS NN MHBIX NMPUYMHHBIX (haKkTOpOB);



CEepbE3HOCTb HeXenaTenbHOW peakummn n ee ncxog;

HOBM3Ha peakLuuu (HanpuMmep, HOBbIE U Cepbe3HbIE HeXenaTenbHble peakLmm);

KNMMHUYECKUIA KOHTEKCT (Hanpumep, Nogo3peHne Ha KITMHUYECKMIA CMHOPOM, BKMOYas Opyrue peakumu);

BO3MOXHbI€ JIEKAaPCTBEHHbIE B3aUMOAEVNCTBUS U peakuum y ocobbIxX rpynn nalMeHToB.

9.1.3.3.1.2. lNpeawecTBytowas nHgpopmauus:

nHopmauums yxe BkritodeHa B OXJI unu UMI (J1B);

CWrHan yxe OLEHEeH YNOSIHOMOYEHHbIM OpraHom rocyaapcTtea-ynerHa B NOOB unu MYP, nnbo obcyxaeH Ha
YPOBHE Hay4HOro 3KCMNepTHOro KOMUTETA, NMNOO ABNSANCS OCHOBAHWEM ANsi PErYNSTOPHON Npouenypsbl.

Kak npaBuno, Banupauuu noanexaT CurHanbel, He OTHOCALUMECS K BblweykasdaHHbIM. OfHako Mo yxe
M3BECTHbIM CUrHanam MOXeT noTpeboBaTbCs MpPOBEAeHWe Banvpauum B criyyae nogo3peBaemMoro BbiSBIEHUS
OTNMYUA MO YacToTe pa3BUTUHA, OANUTENBHOCTU NMEPCUCTUPOBAHUS, CTEMNEHW TSXECTU UnM mcxopa (Hanpumep,
BbISIBNEHHbIN BO B3aMMOCBSA3M NeTarnbHbIA UCX0A) NO CPABHEHUIO C AAHHBIMU UM XapakTePUCTUKOMN, BKIMHOYEHHbBIMU
B OXJ1IM nnn paHee paccmaTpmMBaeMbIMU YNOSTHOMOYEHHBIM OPraHOM rocyapCTBa-yreHa.

9.1.3.3.1.3. Hanuuve pgpyrux WCTOYHUKOB WHpopmaumm, 06bem [aHHbIX KOTOPbIX MO OnpeaerieHHown
HexxernaTenbHOW peakumn NpeBbilaeT NpeawecTByLWYy MHPOopMaUuIO;

a) NMTepaTtypHble JaHHble 0 NOAOOHbLIX COOBLLEHNSAX;

0) akcnepumeHTanbHbIe pe3ynbTaThl UK Gronornyeckne MexaHn3mel;

B) 0630p 6Oonee KpynHbix 0a3 paHHbIX (OO0befuHEeHHble ©0asbl AaHHbIX  YNONIHOMOYEHHbIX OpraHoB
rocyapCTB-UIiEHOB).

9.1.3.3.2. CurHan npuobpeTtaeT craTyc BanMAMPOBAHHOIO, €Cnn npouecc Bepudmkauum BCENn MMeoLLEen
OTHOLLEHME OOKYMEHTauuUn CBUOETENbLCTBYET O NPEeAnonoXuTeribHO HOBOW MPUYMHHO-CIIEACTBEHHON CBA3W WU
HOBOM acnekTe U3BeCTHON B3aMMOCBSA3U, U, Crie40BaTENbHO, ABMSIETCS 000CHOBAHNEM AanbHENLLIEN OLLEHKM.

9.1.3.3.3. CurHan, ons KoToporo B Npouecce Banugauny He Obina NoATBEPXKAEHA NPEeAnoNoXUTENbHO HOBas
NMPUYNHHO-CNEACTBEHHAS CBSA3b UIM HOBBIN AcNeKT M3BECTHOW B3aMMOCBA3U, MOXET noTpeboBaThb BbIMOMHEHUSA
AanbHeWlWero aHanus3a, Hanpumep, B  Cryyasx HeQOCTaTOMHOCTM — KOMMYecTBa  OOKYMeHTauuu Mo
COOTBETCTBYIOLLEMY CINy4atlo HeXenaTenbHON peakummn. B nogo6HbIx criyyasix HoBble COODLLEHNSI O HEXenaTeNnbHbIX
peakumsix WnuM pesynbTaTbl MNOCMAedylwero HabnwogeHus Mo paHee MOoSlyYeHHbIM Ccrnydasm u3 nepvoga
NMOCTPErncTpaLnoHHOro HabngeHns OOMKHbI NepecMaTpmMBaTbCs Yepe3 COOTBETCTBYHOLNE NEPUOAbl BPEMEHMN C
uenblo obecnevyeHns: y4yeta 1 pacCMOTPEHUS] BCEX COOTBETCTBYHOLLMX COOOLLEHMWIA.

9.1.3.3.4. [lepxatenn perncTpaumoHHbIX YOOCTOBEPEHWI U YNOSTHOMOYEHHbIE OpraHbl roCyAapCTB-YS1EHOB
OOIMKHbI UMETb CUCTEMbI OTCIIEXMBAHNSA C LieNblo yyeTa pe3ynbTaToB Banuaauum CUrHanoB, BKIIHOYas U3yvyeHue u
OTCNEeXnBaHWe MPUYUH, MO KOTOPLIM CUrHamnbl He ObiNy NPUHATLI Kak CBUOETENLCTBYOLWME O NPeAnOIOKUTENBHO
HOBOM MPUYMHHO-CNEACTBEHHOW CBA3M WM HOBOM acrnekTe M3BECTHOW B3auMMOCBA3W, a Takke uHdopMauumu,
koTopas nomorna 6bl B noncke NogobHbIX CriyYaes 1 OLEeHKE CUTHAarOB.

9.1.3.4. AHanu3 n npuop1TU3aLmsa CUrHanos.

9.1.3.4.1. KnioyeBblM 3nemMeHTOM npouecca YynpaBfeHWs CurHanamm SBnsieTcs He3ameanuTenbHoe
onpegeneHne Mx BNUSHUSA Ha OOLECTBEHHOE 300pOBbE UMM COOTHOLWEHWe "momnb3a - PUCK' NekapcTBEHHOro
npenapaTa y nauneHToB, NoABepraLwmnxcsa Bo3gencTauto. NpoLecc npuopmtnsanmm AormKeH BKItovaTh B cebs:

a) [oKa3aTenbHOCTb M COrMacoBaHHOCTb MHGOPMaLMK, HanpuMep, Gruonormyeckas LOCTOBEPHOCTb, GonbLioe
KONMMYEeCTBO JOCTOBEPHbIX CMy4YaeB, COODLLUEHHbBIX B TEYEHUE HEMPOAOIMKUTENBHOIO NEepnoga BPEMEHU, BbICOKME
3HaYeHus nokasartens o AUCMPONOPLUOHANbHOCTU, BbICTPOE YyBENMYEHUE 3TOrO NOKa3aTens ¢ TeYHEHNEM BPEMEHM,
naeHTumrKaumsa curHana B pasHbiX YCNOBUSIX MPUMEHEHUS (Hanpumep, B aMOynaTOpHON M KIMHUYECKOW NPaKTUKe),
WCTOYHMKWN NN CTPaHbl, U3 KOTOPbIX NOSTyYeHbl AaHHbIE;

©0) BNMsSIHME Ha NaLMEHTOB B 3aBNUCUMOCTM OT CTEMNEHN TSXKECTU, 0OPaTUMOCTU, NOTEHLMana npeaoTBpaLleHns
N KIMMHMYECKOro UCX04a HeXenaTenbHOW peakuun, pesynbTaTbl NPeKpaLlleHnsa NnevyeHns NPUMEHNTENBHO K TEYEHUIO
3aboneBaHua 1 gpyrve TepaneBTUYECKNe nokasartenu;

B) BNMsiHME Ha OOLeCTBEHHOE 340pOBbe B 3aBMCMMOCTM OT CTEMEHU WCMNOMb30BaHWUS JeKapCTBEHHOro
npenapata B 0OWen rpynne nauMeHTOB W B NOMYMNSAUMOHHBIX Tpynnax pucka (Hanpumep, NeKapCTBEHHble
npenapaTbl, WUCNonb3yemble 6GepeMeHHbIMU KEHLMHAMKW, AETbMW WU  MNOXWMbIMKM - NoAbMM) M crniocoba
NCMNonb30BaHWs NleKapCTBEHHOTO NpenapaTta (HanpuMep, HenpaBWUibHOE NCMOJTb30BaHWNE UM UCMONb30BaHME He No
3asBMEHHbIM NMoKa3aHuaM). BnusHue Ha obLiecTBEHHOE 340pOBbLE MOXET BKIHOYaTh B CeOsi OLlEHKY KonuyecTBa
NaLMeHTOB, Y KOTOPbLIX MOXET pa3BUTbCHA Cepbe3Has HexenaTterbHas peakuusi, 3TO KONMMYECTBO OOIMKHO ObiThb
M3y4yeHO MO OTHOLWIEHMID K obuwen BbIOOpke nauMeHTOB B oOLWen rpynne, rpynne nauMeHTOB C LENeBbIM
3aboneBaHneM U1 rpymnne nalMeHToB, NOABEPTLLNXCA BO3OENCTBUIIO;

r) NOBbILLEHHAs YacToTa UMK CTENEHb TSHKECTU N3BECTHOMO HEXEeNaTenbHOro AeCTBUS;

A4) HOBM3HA MNOAO3PEBaEMON HeXenaTenbHOW peakuuun, Hampumep, ecnv Heu3BecTHas Nofo3peBaemas
HexernaTenbHasi peakuus pas3BMBaeTCA BCKOpe MNocre MOCTYMfEeHUs HOBOrO JIEeKapCTBEHHOro npodykra B
MELMLMHCKYHO NMPaKTUKY;

€) ecnu 3asiBNieHMe Ha MofyyYeHne PerncTpaLmoHHOro YAOCTOBEPEHMS HOBOMO OEWCTBYIOLLEro BellecTBa
HaxoAWTCs Ha PacCMOTPEHMM B YNOMHOMOYEHHOM OpraHe rocygapcTBa-yreHa n curHan no 6e3onacHocT nNomnyyeH



U3 TpeTben CTpaHbl, B KOTOPOW 3TOT NEKapCTBEHHbIN npenapaTt 3aperucTpupoBaH, Unu B MHon Base AaHHbIX Mo
HexxenaTenbHbIM peakunsiM obHapyXeHa Tsbkenas HexxernaTenbHas peakuns U3 TpeTben CTpaHbl, 3TOMYy CUrHamny
TakKe JOJMKHO ObITb yAereHo BHUMaHue.

9.1.3.4.2. B HekoTOpbIX crny4yassx NPUOPUTETHOE 3HA4YeHMEe OLEHKM MOXEeT OblTb OTAAHO CurHanam,
MOMyYeHHbIM B OTHOLUEHMM JIEKAapCTBEHHbBIX NPenapaToB UNn SBMEHUIN C NOTEHUManbHO BbICOKMM BHUMAaHWEM CO
CTOPOHbI CpeacTB MaccoBOW WMHGOPMaUMM W 3avHTEpPECOBaHHbIX CTOPOH papMakoHag3opa C  LUenbio
He3amennUTenbHOro JOHeCEHUs 40 0BLLECTBEHHOCTU Y MEAMUUHCKMX pabOTHUKOB pe3ynbTaToB TaKOW OLIEHKN.

9.1.3.4.3. PesynbTar npoueaypbl NpMopuUTU3auMM CUrHamna [OJDKEH BKNOYaTb B cebs pekomeHgauuio Mo
BPEMEHHbIM pamMKaM OLeHKM curHana.

9.1.3.4.4. Pe3synbTaT npouenypbl NpMopuTn3aLmm curHana aomkeH ObiTb 3aHeCEH B CUCTEMY OTCIEXMBAHUS C
0B60CHOBaHNEM NPUCBOEHHOMO YPOBHS NPUOPUTM3ALMU CUrHana.

9.1.3.5. OueHka curHanos.

9.1.3.5.1. Lenblo oueHkn curHanoB SIBNSETCA WU3yYeHWe [oKa3aTernbCTB MPUYUHHO-CNEACTBEHHON CBS3U
HexenaTenbHOW peakuMn 1 MOA03PEBAEMOro NEeKapCTBEHHOro cpeacTBa C LEnbil KONMUYECTBEHHOW OLEHKM
B3aMMOCBA3N (NpeanovytTuTenbHO B abCONIOTHbIX BenuuYMHax) W onpegeneHuss Heobxogmmoctn cbopa
OOMONHUTENbHBLIX  OAHHbIX  WNW  MPUHATUS  perynaTtopHbeix  Mep. OueHka COCTOUT U3 TWAaTenbHOro
chapMakonormyeckoro, MeauLMHCKOro M 3NMAEMMUOSIOTMYECKOrO U3y4YeHUs1 BCEN MMeloLencs uHopmauum no
cooTBeTCcTBylOWEMy curHany. O030p [OOMKeH BKIHOYaTb AOCTYNHble (hapMaKonormyeckne, OOKIMHUYECKNE |
KNMMHUYECKME [aHHble W OOMKEH ObiTb MakCUManbHO MOSMHBIM MPUMEHUTENBHO K WCTOYHUKAM MOMyYeHUs
nHdOpMaLMK, BKNoYasa OaHHble AOCbE NEeKapCTBEHHOro npenapara npu nogayve 3asiBMEHUs Ha perncTpauuio u
nocnenyowme N3MeHeHns, nuTepaTypHble CTaTbl, CMOHTaHHbIE COOBLLEHMA U HEONYONMKOBaHHYO MHAOPMALUIO
OT [epxaTernen perncTpaumMoHHbIX YAOCTOBEPEHUN W YMNOMHOMOYEHHbIX OpraHOB TFOCY4apCTB-YNEHOB. Takke
HeobXoOMMO Yy4YMTbIBaTb PEKOMEHAALMM BHELIHUX 3KcnepToB. Ecnv mHopmauusa nomnydeHa M3 HECKOSbKMX
WCTOYHMKOB, HEOBXOOMMO YUYNTbIBATh YPOBEHb MX 4OKA3ATENbHOCTM U OrPaHUYEHUs C LIeNbio OLEHKN MUX BKNaaa B
oLeHKy Bonpoca no 6esonacHocTn. CoBOKynHasi nHGopMaumsa M3 pasHbIX UCTOYHMKOB Takke TpebyeT BbiGopa
MEeXOyHapO4HOW MPU3HAHHOW TEPMMHOMOIMM  MEAWLMHCKMX sABneHun. B cnyyae oTcyTCcTBUSt  Takoro
TEPMUHONOMMYECKOro onpeaeneHns Heo6xXxoaAMMO onepaunoHHOE OnpeaeneHne.

9.1.3.5.2. B HEKOTOPbLIX Cryyasix cMrHanbl HEO6XO4MMO OLLEHUBATL COrNTAacHO TepaneBTUYECKOMY YPOBHIO UK
Knaccy cucTeMbl OpraHoB NubBo Ha ypOBHEe CTaHO4ApTM3MPOBAHHOIO 3anpoca (Npwv MCNoNb30BaHUWM CrioBaps
meguumHckon TepmuHonormm MedDRA). TMouck uwHopmauum MoxeT noTpeboBaTe BKIOYEHUS  OpPYIUX
nekapCTBEHHbIX NpenapaToB OAHOrO Kracca U ApYrnx HexxenaTenbHbIX peakuuin, HanpuMmep, OTHOCUTENBHO OPYrnX
TEPMMHOB, MMEIOLMX OTHOLUEHME K CIOXHOMY 3aboneBaHuio (Hanpumep, HEBPUT 3pPUTENBHOrO HepBa Kak
BO3MOXHbIN NEPBbIN MPU3HAK MHOXECTBEHHOrO CKreposa), paHHen CTaauMu peakuum (Hanpumep, YANWMHEeHue
uHtepana QT) unu KIMHUYECKUM OCMOXHEHMSM COOTBETCTBYIOLLEN HexenaTenbHOMW peakumm (Hanpumep,
06e3BOXUBaHME MUIM OCTpas NoYeYHas He4OCTaTOYHOCTb).

9.1.3.5.3. Cbop MHpopmauum 13 pasHbiXx MICTOYHMKOB MOXET 3aHATb Bpems. B uenax ontummnsauun npouecca
MOXeT ObITb MCMOMb30BaH, HaMpMMep, NOLLIAroBbii METOA, OUEHKM curHana. B OTHOwWweHMM HOBOro curHana o
TSKEnon HebnaronpUSTHOWM peakumm MOXXHO MPUHSITb BpEMEHHbIE MEPbI, ECNW B pe3ynbTaTte NepBO CTaAumn OLEHKN
Ha OCHOBaHUW [OCTYMHOW WHGOPMaUMM CAENaH BbIBOA4 O MOTEHUMarbHOM pUCKe, KOTOpbIN HeobGXxogumo
npegoTBpaTUTb.

9.1.3.6. PekomeHagaumm no 4enMcTBUAM YNONTHOMOYEHHbIX OpraHoOB rocyapCTB-4Y1eHOB.

9.1.3.6.1. PekoMeHOaumy no pesynbTatam OLEHKM MOTYT BapbMpoBaTbCA B COOTBETCTBMU C TpeboBaHMAMN,
YCTAHOBMEHHbIMW akTamu opraHoB Col3a unM 3akoHOOATENbCTBOM [OCYOApPCTB-YMEHOB, U BbIBOAAM MO
pe3ynbTataM OLEeHKU curHana.

HecmoTps Ha TO, YTO pekomMeHAaLMn COCTaBMSITCH MOCMe OLUEHKM CurHana Ha OCHOBaHWW COBOKYMHOW
nHdopmaumm, HeobxoAUMOCTb OENCTBUIN OLEHNBAIOT B XOA4E BCEro npouecca ynpaBneHUss CUrHanom, onpegenss
0B60CHOBaHHOCTbL U1 Lenecoobpa3HocTb 6omnee paHHMX 4ENCTBUIN MO MUHUMMU3ALUN pUcCKa.

9.1.3.6.2. [enictBns no pesynbratam OLEHKU curHana MoryT BknoyaTb B cebs AONONHUTENbHOE n3yveHue
PUCKOB M MepPbl MUHUMWN3ALMN PUCKOB, ECIIN MEXAHW3MbI Pa3BUTUsSi NOO3PEBAEMON HEOGNAronNnpuUATHON peakLmm
YKa3blBalOT Ha BO3MOXHOCTb NPeAynpexaeHnUs UNn CHDKEHNE CTEMNEHU TSHKECTU HexenaTenbHou peakuun. Ecnn
BbIBOZ, OCHOBaH Ha OrpaHW4YeHHOW WuHdOpMauuMu, MOXeT noTpeboBaTbCA MpPOBedEeHME MOCTPErncTpaLuoHHOro
nccrnenoBaHusi 6e30MacHOCTU C LIENbIO U3yYeHUsl MOTEHLMANbHOro Bornpoca unu npobnemsl no 6e3onacHocTu.

9.1.3.6.3. Ecnv ynonHoMo4eHHbIN opraH rocyfapcTBa-yneHa 3anpallvBaeT y AepxaTtens peructpayunoHHoro
yOOCTOBEPEHUSI MTPOBeAEHNE AOMONTHUTENbHBLIX AEACTBUIA, B TAKOM 3anpoce HeOOX0AMMO YKka3aTb CPOK BbIMOJTHEHMS
OENCTBUIA, BKIOYas OTYETbl O OOCTUTHYTBIX LENAX U NMPOMEXYTOUYHbIX pe3ynbTatax NMpornopuMOHanbHO CTEMEHU
TSDKECTM U BRMAHUIO NpoGnembl No 6e3onacHOCTM Ha 0OLWecTBEeHHOE 300poBbe. [lepXaTernb perncTpauuoHHOro
YOOCTOBEPEHUS U YNMONTHOMOYEHHbIE OpraHbl rOCy4apCTB-YNEHOB AOSMKHbI yYNThIBATb BO3MOXHOCTb NMPOBEAEHMS
nccrnegoBaHusi B YCTaHOBIIEHHbIE CPOKM C y4€TOM NapamMeTpoB UccregyemMoro Bonpoca 6esonacHocTu, Hanpuvep,
4acToTbl pa3BUTMS U NOTPEOHOCTM B NMPOCMEKTMBHOM Au3aniHe uccrnenoBaHus. CriegyeT yuntbiBaTb BPEMEHHbIE
mMepbl no obecneveHunto 6e3onacHoro n aheKTMBHOro NPUMEHEHNS NTEKapCTBEHHOTO NpenapaTta UM yCTpaHeHu o



pucka, BKMYas BO3MOXHOCTb BPEMEHHOrO MNPUOCTAHOBMEHUS AEWCTBUS PEerucTpauuoHHOro yaoO0CTOBEPEHUS
nekapcTBEHHOro npenapara.

9.1.3.6.4. B cnyyae oTcyTCTBUS puUCKa 4SS NaLMEHTOB YNOSIHOMOYEHHbIN OpraH rocygapcrBa-yfieHa MOXeT
NPUHATL peLleHne 06 OTCYTCTBMM HEOOXOAMMOCTU AanbHEWLen OLEHKN UNn AanbHENLWNX AENCTBUN.

9.1.3.7. ObMeH UHopmaunen.

9.1.3.7.1. Cnepyer o00ecneunTb BO3MOXHOCTb BbIMOMHEHUS oOOMeHa MHQOpMauuen  Mexay
YMOSTHOMOYEHHbBIMX OpraHamu rocy4apcTB-YNEeHOB, AepXaTensiMM permcTpauMoHHOro YA4OCTOBEPEHMS U APYrMMU
yyYacTHMKaMM C LeNblo pacnpocTpaHeHus MHopMauum o curHanax, céopa AONONHUTENbHbIX AaHHbIX, JaNbHenWwen
OLleHKn Bonpoca 6e30MacHOCTU 1 NPUHATUS peLleHmns O 3alluTe 300pOoBbA NaumeHToB. BpeMmeHHble TpeboBaHus no
obmeHy MHdopmauunen MoryT BapbupoBaTbCs B 3aBUCMMOCTM OT npobnembl no 6e3onacHocTy, HO UHpopmaums o
curHanax JofbkHa ObiTb pacnpocTpaHeHa He3amennuTernbHO Mocre BbIMOMHEHUs Mnpoueaypbl UX Banuaauum u
NpU3HaHUA NX BannanpoBaHHbIMM.

9.1.3.7.2. lepxaTtenun perncTpaumoHHbIX YAOCTOBEPEHUN NepeaaoT BCIO COOTBETCTBYHIOLLYO MHDOPMALNIO O
curHanax B YMNONHOMOYEHHble OpraHbl rOCy4apCTB-YMEHOB (4TO COCTaBNgeT 4acTb 00a3aTtensCTB Mo
dhapmMakoHaa30py M MOHUTOPUHIY COOTHOLLEHMS "Monb3a - pUCK" NekapcTBEHHOro npenapaTta). BanvampoBaHHbie
CWrHarmbl, KOTOpble MOryT OKa3blBaTb BNWsIHWE Ha OOLIECTBEHHOE 3[40pPOBbE M COOTHOLIEHWe "Momnb3a - puUcK"
NeKkapCTBEHHOro npenapaTta, QJOJKHbl ObiTb He3aMeanuTenbHO nepefaHbl B YMONHOMOYEHHbIE  OpraHbl
rocygapCTB-UYIEHOB, @ TakKe B COOTBETCTBYIOLLMX Cryyasx MpeacTaBneHbl MNPearnioXeHUss no BO3MOXHbIM
JEeNCTBUSAM.

9.1.3.7.3.  YNONMHOMOYEHHbLIE OpraHbl OCYyAapCTB-YIEHOB nepefalT pesynbTaTbl OLEHKA CUrHanoB
aepxxatensim perucTpaLMoHHOro yaoCTOBEPEHMS.

9.1.4. TpeboBaHuA k KayecTBy.

9.1.4.1. MNMpocnexnBaemMocCTb.

Banupauus, npuoputnsaumsi, oueHka, BpEMEHHbIE CPOKU, PELUEHUs, 4ENCTBUS, MnaHbl, penopTUpoBaHue, a
TakKe MWHblE KNIOYEBble Npoueaypbl OOMKHbI Haanexawmm obpas3om [AOKYMEHTMPOBATbCS WM Nepuoamnyvecku
oTcnexusaTbcsi. CUCTEMbI OTCNEXNBAHNS TakkKe AOMKHbI ObITb JOKYMEHTUPOBAHbI U BKITIOYaTb B cebs curHarnkl, B
pesynbTaTte NPOBEPKM KOTOPLIX ObIN cAenaH BbiBog 06 OTCYTCTBUM HOBOW NOTEHLMaNbHON NPUYNHHO-CNEACTBEHHOWN
CBSI3M MMM HOBOTO acneKkTa M3BECTHOW B3aMMOCBSI3M, TaK Kak OHW MOryT npuBriedb ocoboe BHMMaHWE B crlyvae
nocrnegytowero aHanusa. Bce 3anvcy JomkHbl nognexaTb apXMBUPOBAHWMIO M XPaHEHWI0 B COOTBETCTBUM C
OEeNCTBYOLLMMM NpoLeaypamu.

9.1.4.2. CnucteMbl kKa4yecTBa U JOKYMEHTaLUS.

9.1.4.2.1. BaxHon ocobGeHHOCTbI cucTtembl 06paboTKM CUrHanNoOB SBNSAETCS YETKOE AOKYMEHTMPOBaHME C
uenbto obecrnedeHns Hagnexawiero un  3PEEKTUBHOrO  (PYHKUMOHMPOBAHWUS CUCTEMBI, CTaHgapTu3auum
0b6s3aHHOCTEN U TpebyeMbIx EeVCTBUW, BbINOMHEHUS 3TUX AENCTBUI NULLAMN C COOTBETCTBYIOLLEN KBanudukaumen
N WX MNOHMMaHWs BCEMUW BOBMEYEHHBIMU CTOPOHaMM, OCYLLECTBIIEHUA Hagnexallero KoHTpona u (npwu
HeobXx0AMMOCTH) YCOBEPLUEHCTBOBaHUS cUCTeMbl. Micxoaa u3 aaHHbix TpebosaHui gomkHa 6biTb padpaboTtaHa
cucTema obecneyeHns 1 KOHTPONs KayecTBa B COOTBETCTBUM CO CTaHAApTaMM CUCTEMbI KQYECTBa, KOTOpas AOMMKHA
NMPUMEHATLCA KO BCEM MNpoLeccaMm ynpaBneHuss curHanamu. [omkHbl ObiTb pa3paboTaHbl, AOKYyMEHTanbHO
ocbopMrieHbl M BHeApPeHbl NoapobHble Mpouedypbl cucTembl KadecTBa. Heobxogumo pacnpenenvTb yHKUMU Y
00683aHHOCTN BHYTPM KOMMAaHWM OTHOCUTENBHO AEWCTBUA W BeOEHWUS [OOKYMEHTauWMW, KOHTPONsS U U3yyYeHus
BOMPOCOB Ka4ecTBa, a TaKKe MPUHATMSA KOPPEKTMPYIOWMX U npegynpeavTenbHbix Mep. Cioga Takke LOSIKHbI
OTHOCUTbCHA 00513aHHOCTM NO ayauTy obecrnedeHus kayecTBa B CUCTEME YMNpaBlieHMs curHanamu, Bkm4dast aygut
cybnoapsiAYMKOB KOHTPAKTHBLIX CTOPOH, BBIMOSIHAKLLMX KakMe-rnmbo paboTbl No AaHHOMY HanpasneHuto. [JomkHa
ObITb rapaHTUpoBaHa KOHUAEHUMANBHOCTb AaHHbIX U OOKYyMEHTauun, 6e30nacHOCTb U OOCTOBEPHOCTb OaHHbIX
(BKIHOYas LENOCTHOCTL NpY Nepenade).

9.1.4.2.2. Cncrtema oTCnexuBaHusl OofmkHa obecneyvBaTb MOMyYeHUE BCEMM BOBMEYEHHBIMU CTOPOHAMMU
OaHHbIX MO pe3ynbTaTtamMm ayauToB C YKasaHMeM AEeWCTBUIN No 06paboTke CUrHanoB, COOTBETCTBYHOLLMX 3aNpoCOB U
ux pesynbTatoB. [onyyeHHasa MHgopmMaums, NOUCK, pe3yrnbTaTbl MOUCKA, OLLEHKU U pelleHns (MoNoXMUTENbHbIE U
oTpuuaTenbHble) MO MOTEHUMAnNbHbIM CUrHanam, a Takke pe3ynbTaTbl MNPOBEPKM CUrHana noanexar
apxmBMpoBaHuto. [laHHble JOSMKHBI BKIIOYATh pe3ynbTaThl Banvaauum curHana.

9.1.4.2.3. MoxeT noTpeboBaTbCs N3y4yeHve JOKYMEHTaUunN gepxaTensi permcTpauuoHHOro yaoCTOBEPEHUS O
co6noaeHNM AaHHbIX NMOMOXEHUIA 40 U NOCIe NpoLeaypbl perMcTpaumm B LIENSX BbINOMHEHNS OLEHKM BbINONTHIEMON
OEeATENBHOCTU UMM UHCMEKTUPOBAHUS.

9.1.4.3. Oby4yeHue.

MepcoHan pomkeH ObiTb cneynanbHO OOy4YeH BbLIMOSTHEHUIO OENCTBUMA MO oOpaboTke CUrHamoB COrMacHo
pacnpegeneHHbiM QyHKUMAM u obsazaHHocTaAM. [lpouecc MOXeT BKMo4YaTb B cebs nepcoHan oTgena no
dapmMakoHaa3opy, a Takke nepcoHar, KOTOPOMy MOXET CTaTb M3BECTHO O MOTEHUMAbHbBIX CUrHaNax Ui KoTopbIn
y4yacTByeT B npouecce ob6paboTKM CUrHamoB, Hanpumep, NepcoHan aaMUHUCTPATMBHOIO (NpaBOBOro) otaena,
OOKIMMHUYECKNX, MEANLMHCKMX, (hapMakoanMAEMUONIOrMYEeCKMX U MapKETUHIOBbIX uccnegoBaHui. O6ydeHune
OOJDKHO BKINOYaTb B Ce0s1 TEPMUHOMNOMMIO U AOCTYNHble 6asbl AaHHBIX C UCTOYHMKamMu curHanoB. [poueaypbl



CUCTEMDI O6y‘-IeHI/IF| N pasmMelleHne gaHHbIX no o6yqumo OOMXKHbI ObITb HAANEXaLmm 06pa30M OOKYMEHTUPOBaHhI,
pe3tomMme cneumnanncToB 1 onncaHme BbiNOJMTHAEMbIX d)yHKLI,IAIZ noanexat apxXnBnpoBaHUIO.

9.2. Ponun n ob6a3aHHoOCTW.

9.2.1. Ponu n 0683aHHOCTN YNOSTHOMOYEHHbIX OPraHOB rocy4apCTB-4/1EHOB.

YNonHOMOYeHHbIN opraH rocygapcrea-yneHa:

KOHTpONVpyeT [AdaHHble Ha CBOeN TeppuTopuu, BKMNOYAs AaHHble, MNOJTyYeHHble U3 WHbIX WCTOYHUKOB,
yKasaHHbIX B nogpasgerne 9.1.1 Hactoawumx Npaswun;

BbINOMHAET Banuaauui U WHble 3Tanbl npouenypbl 06paboTkum CUrHamnoB, MOMNyYEHHbIX W3 AOCTYMHbIX
NCTOYHMKOB;

nepegaeT curHansl, npowleline Yepes npoueaypbl BanvaaumMm n oLeHKM, B COOTBETCTBYIOLLME IKCNEPTHbIE
KOMUTETbI FOCYAapCTB C LEenbio onpefeneHus LenecoobpasHoCTn nocneaylwmx OencTBUA NO AanbHenwemy
N3y4YEeHUIO UMM MUHUMN3ALIMM PUCKA;

BbINOMHAET WMHMOPMUPOBAHNE APYruUX YMNOMHOMOYEHHbIX OpPraHoB roCyAapCTB-YNEHOB O BbIABMEHHbIX
CUrHanax, npoweawmnx BanMgauuio, u paspaboTaHHbIX Mepax.

9.2.2. PyHKUMM 1 06S3aHHOCTUN AepaTens perncTpaLmoHHOro yaoCTOBEPEHUS.

Hepxartenb perncTpaumoHHOro yaoCTOBEPEHUS:

KOHTpOMnUpYeT BCe MMeKoLMECs AaHHbIE U MHAOPMALUIO MO cUrHanaw;

KOHTPONMpYeT BCE MOSABMAOLMECH OaHHble B 0a3ax AaHHbIX M BbINOMHAET MeXOyHapo4HOe OOHapyeHue
curHanoB. OOHapyxeHue curHamnoB [AOSMKHO BKMYaTe B ceba wx Banugaumio C y4eTOM KOMMOHEHTOB
npeacTaBnsieMon nHgopmaumu, ykasaHHon B nogpasgene 9.1.3.3 Hactosawmx MNMpasun;

BbIMOSHAET Banugauuio BCeX ODOHapYXEHHbIX CUTHamnoB U COOOLLAeT O HUX B YMONTHOMOYEHHbIE OpraHbl
rocyaapcCTB-YrEeHOB;

yBELOMMSET YNONIHOMOYEHHbIE OpraHbl rocyAapCTB-4YIEHOB B Cllyyae BbISIBNEHUSA 9KCTPEHHOW Npobnemel no
Ge3onacHoOCTK B pe3yrnbTaTe OCYLLECTBNEHUS AEATENBHOCTU MO OBHaPY>XEHNIO CUrHarnoB;

COTpyAHWYaeT C YMNOMHOMOYEHHbIMW OpraHamu rocydapcTB-YreHOB B BbINOMHEHUW npouenyp OUeHKU
C/rHarnoB nyTem npeacrasBneHus no 3anpocy AONOMHUTENbHOW NHOopMaLMK;

obecneynBaeT Hanu4uMe ayauTopcKoro crefa no Bcem npoueaypam BbIsIBIIEHWS curHana.

9.2.3. lNpouecchbl nocneaywLero perynmpoBaHns.

B cnyyae npuHATMA YNOMHOMOYEHHLIM OpPraHOM FOCYAapCTB-UYNIEHOB pelleHuMss O HeobxoaMMOoCTM
OONOMHUTENbHBIX OEWCTBMMA CUrHamn OLEHMBAKOT M COrMacoBbIBAOT MNOCReayllme OENCTBUA B OTHOLUEHUM
pPErncTpaumMoHHOro yoOCTOBEPEHUS B Mpefenax BPEMEHHbIX CPOKOB, COPA3MEpPHbIX CTEMNEHM M CEepPbe3HOCTU
npobnembl No 6esonacHocTu. Mo pesynbTatam npoueayp MOryT ObiTb NPUHATHLI CNeayoLWne peLleHNs:

OOMNOMHUTENbHbIE OLeHKa N AencTBus He TpebytoTcs;

aepxartenb pPerncTpaumoHHOro yOOCTOBEPEHUS OOIDKEH MNPOBECTM LOMOSMHUTENBHYI OLEHKY OaHHbIX U
NpeAcTaBuUTb pe3ynbTaTbl TAKOW OLEHKM COrflacHO YCTAaHOBMNEHHBIM BPEMEHHbBIM CPOKaM;

Aepxartenb perucTpaLmoHHOro yaoctosepeHus gomkeH npegoctasutb [NOOB ¢ y4eToOM BbISIBIEHHOMo HOBOMO
acnekTta npodgwuns 6esonacHocTy;

aepxartenb perucTpauMoHHOro YAOCTOBEPEHUs [OMKeH npodMHaAHCUMpoOBaTb MNOCTperncTpauuoHHoe
uccnegoBaHue B COOTBETCTBMM C COrfacoBaHHbIM MPOTOKOMNOM U NPedoCTaBUTb 3akmouuTenbHble pesynbTaThbl
Takoro uccrefoBaHus;

aepxaTernb perncTpaunoHHOro yaocToBepeHus AormkeH npeactasntb [MYP nnm ero 06HOBNEHHbIN BapuaHT;

aepxartenb perncTpaumMoHHOIro yOOCTOBEPEHUS OOIMDKEH MPUHATE Mepbl, Tpebyemble ans obecneyeHus
6e3onacHoro 1 achHEKTUBHOIrO NPMMEHEHMS NNEKAPCTBEHHOIO Npenapara;

PErnMcTpauUmMOHHbIN CTaTyC MOANEXUT U3MEHEHMWIO, OEWCTBUE PETMCTPALMOHHOIO YAOCTOBEPEHUS OOJPKHO
ObITb NPUOCTAHOBMNEHO, OTO3BAHO UIN HE MPOASEHO;

OOJIMKHbI OblTb BBEAEHbBI CPOYHbIE OrpaHNYeHuss No 6e3onacHoOCTy;

HeOOXOAMMO BbIMOSIHEHWE BHEMMAHOBOIO WHCMEKTUPOBAHUA CUCTEMbl (hapMakoHaz3opa C  Lenbio
NOATBEPKAEHUSI TOrO, YTO OepXaTeNb PerucTpauMoHHOrO yOoCToBepeHus cobrnogaeT TpeboBaHusa K cucTeme
hapmakoHaa3opa, ycTaHOBMNEeHHble akTamun opraHoB Coto3a 1 3akoHoA4aTeNbLCTBOM roCy4apCTB-4reHOB;

HeOOXOAMMO BKIOYEHME NOJO3PEBAEMOro JIEKAPCTBEHHOrO Mpenapata B MepeyeHb NpoayKuuu, KoTopas
noanexuT AONONHUTENbHOMY MOHUTOPUHTY.

KoHcynbTaHTlM0C: npumeyaHue.
Hymepaunsa noanyHKTOB AaHa B COOTBETCTBUM C odhuLnanbHbIM TEKCTOM JOKYMEHTa.

9.2.5. OTKpbITOCTb.
"ocymapcTBa-yneHbl JOIMKHbI OCYLLECTBNATE KOHTPOMb CBOEBPEMEHHOCTU JOBEAEHUS A0 OOLLECTBEHHOCTH
BaXHOM uHdopMaumm O npobrnemax no ©e30nacHOCTM, BbISIBIIEHHbIX CUCTEMOW apmMakoHaz3opa, nyTem



ny6nvkauum Ha Beb-nopTane u npyv NOMOLLM APYrMX AOCTYNHbIX CPEeaCTB AOBeAEHUs MHOopMaLU.
10. MNocTperncTpaunoHHble nccneaoBaHusa 6esonacHocTn
10.1. BBegenue

MocTperncTpaumoHHoe uccnegoBaHme 6esonacHoctn (aanee - NMPUB) nekapcTBEHHOro npenapara MoXeT
MHULMNPOBATBLCHA, KOHTPONMMPOBATLCA WM (PUHAHCUMPOBATLCSA OepXaTenemM pPerucTpauyMoHHOIO YyAOCTOBEPEHUSI
006pOBONBLHO MMM B COOTBETCTBUM C 00A3aTENBCTBOM, HanaraembiM Ha HEro YNOMHOMOYEHHbIM OpraHoMm
rocydapCTB-UMEHOB Kak YCMoBME BbidauuM  PErncTpaumMoHHOro  yAOCTOBEPEHMS UMW  Nocne  Bbigauun
pPeErncTpaumoHHOro YAOCTOBEPEHUS, €CNW CYLLEeCTBYEeT NPEAnonoXeHMe O Hanuumm pUCKOB, CBA3AHHbBIX C
3aperncTpupoBaHHbIM NEKAPCTBEHHbIM NpenapaTomM, TpebyoLmMX JONONHUTENBHOIO U3yYeHUst MyTeM NpPoBeaAEHMS
nccnenoBaHus.

MPUB moxeT npeactaBnsTb cOO0OM KNMHNUYECKOE UCCeaoBaHNe NN HEMHTEPBEHLMOHHOE UccrneaoBaHue.

10.2. CTpyKTypbl 1 NpOLECCHI

10.2.1. O6nacTb NPUMEHEHNS.

TpeboBaHus paHHOrO pasgerna nNPUMEHMMbI K HEWHTEpBEHUWMOHHbIM [MPUB,  mMHMUuMpOBaHHbIM,
KOHTpONMVpyeMbIM UM MHAHCUPYEMBIM  [epXaTenemM perucTpauMoHHOrO YAOCTOBEPEHUS Ha TeppuTopum
rocyaapcTB-4neHoB [JOOpOBOMBHO UMM B COOTBETCTBUM C 00A3aTensCTBamMuv, HanaraembiMW Ha Hero
YNOMHOMOYEHHbIMW opraHamu rocygapcte-yuneHoB. [MPUB BknovaloT B cebsa nccneqosaHusi, B NpoLiecce KOTOPbIX
cobuvpaloTcs AaHHble OT NaLMeHTOB U pabOTHMKOB CUCTEMbI 30PAaBOOXPAHEHMS, @ TakKe UCCrenoBaHusi, KOTopble
MOBTOPHO WUCMOMb3YIOT AaHHble, MOMyYeHHbIE paHee ONs OPYrov LEenvM U XpaHsAWMecs B MeOMLMHCKUX KapTax
naumMeHToB nnun gpyrux (B TOM YMCrne 3NEKTPOHHbLIX) OPMaxX XpaHEHUS AAHHbIX.

Ecnu MNMPUB npenctaBnsieT cobow KNMHUYeCKoe nccrnegoBaHne, npy ero NpoBeAeHUnN AOMKHbI BbINOMHATHCSA
TpeboBaHMsA, NpefyCMOTPEHHble akTtamu opraHoB Cows3a UM 3aKOHO4ATENbCTBOM  OCYAapCTB-UNIEHOB, K
opraHm3aumm n NPoBEAEHUIO KITMHNYECKMX MCCNeaoBaHWN.

10.3. TepmuHonorus

B HacTodwem pasgene ncnonb3yloTcs CneayoLwme NOHATUS, KOTOPbIe 03HaYatoT criegytoLuee:

"maTta Havana uccnegoBaHua" - gata Hadana cbopa AaHHbIX;

"Havyano cbopa AaHHbIX" - gaTa perncTpauumn AaHHbIX No NEpBOMY NaUMEHTY, BKITIOYEHHOMY B UCCriegoBaHue,
B chopme (6ase) cbopa AaHHbIX MCCNeoBaHMsA UK B Criydae NOBTOPHOIO UCMOMb30BaHMSA AaHHbIX - aTa Havyana
N3BMNeYEeHNs AaHHbIX;

"KoHeL, cbopa aaHHbIX" - AaTa, korga BnepBble NONHOCTLIO AOCTYNHA aHanuTnyeckasa 6asa gaHHbIX.

10.4. Obwue NpuHUMNbI

MaBHOM LUenblo HeuHTepBeHUuoHHoro MMPUB pomkHO ObiTb MOMyYeHUE Hay4HbIX AaHHbIX, UMEKLUX
NOTEHLUMamNbHYIO KIUHUYECKYI0 3HAYMMOCTb UMW BaXXHOCTb A58 300pOBbsA HaceneHusa. Takne uccrefoBaHus He
OOJDKHBI MPOBOANTLCS, €CNU UX NPOBeAeHNEe CNocoBCTBYET NPOABMKEHMIO NTEKAPCTBEHHOMO Npenaparta Ha pbiHKe.

Bagaum MPUB moryT BkntoyaTth B cebs:

KOMNMNYECTBEHHYIO OLEHKY MOTEHLUMANbHbIX UNN NOEHTUHMULMPOBAHHBLIX PUCKOB, HanpuMep, oLeHKa 4acToTbl
BO3HMKHOBEHUS, OTHOCUTESBbHBIX PUCKOB MO CPaBHEHMIO C NONYNSALMEN, HE NPUMEHSBLLIEN AaHHBIN NTEKAPCTBEHHbIN
npenapat, vnu nonynsumMen, npuUMeHsBLLUEN [APYrov IeKapCTBEHHbIN Mpenapat WM Knacc rekapcTBEHHbIX
npenapaToB, a TaKkKe u3yyeHue (PakTOpPOB pucka M hakTopoB, MOANMUUMPYIOLWUX AEUCTBUE feKapCTBEHHOro
npenapara;

OLEHKa PUCKOB JleKapCTBEHHOrO npenapara, NPUMEHSEMOro MO OAOOPEeHHbIM MoKa3aHuaM Yy Trpynn
NaLMeHTOB, KOTOPbIE HE U3y4arnucb UNKn GbINM HEAOCTATOYHO U3yYeHbl HA AOPEerncTpauuoHHoM atane (Hanpumep,
GepeMeHHbI€e XXEHLLMHbI, 0cObble BO3pacTHbIE rpynbl, NALUEHThI C MOYEYHOW UM NeYEHOYHON HE4OCTAaTOYHOCTLIO);

OLleHKa pucKa, CBA3aHHOro C ANUTENbHbLIM NPUMEHEHNEM NeKapCTBEHHOro npenapara;

noaTBepXAeHe OTCYTCTBUS PUCKOB NeKapCTBEHHbIX Npenaparos;

OLEeHKa CTaHOapTHOM KITMHUYECKOM MNPaKTMKU Ha3Ha4YeHWsl feKapCTBEHHBLIX MpenapaTtoB C MONyYEeHUEM
OONONHUTENbHBIX CBEeAEHMI MO 6e30MacHOCTN MeAMLUMHCKOM MPOoAyKUuMM (Hanpumep, nokasaHusi K NMPUMEHEHMIO,
O03MPOBKM, COMYTCTBYOLLAs Tepanusi, MEAULMHCKME OLUNGKK);

oueHka 3(dEKTMBHOCTU Mep MO MUHUMMU3AUUKM pucka (Hampumep, U3yYeHue acnekToB WCMONb30BaHUS
NeKapCTBEHHOro npenapara, onpoc NauneHToB U MEANLMHCKUX PabOTHUKOB).

Mpu pa3paboTke MPOTOKONOB WCCNeAoBaHWWA, MPOBEAEHUM WUCCHEeQOBaHUA U COCTaBneHun oT4eToB 06



nccneaoBaHUsAX AepXaTenamy PerncTpauMoHHbIX YOOCTOBEPEHU [OOMKHbI YYUTbIBATLCA COOTBETCTBYIOLLME
Hay4Hble pyKoBOACTBA. YNOMHOMOYEHHbLIM OpraHam rocy4apcTB-UreHOB AN OLEHKM NPOTOKONOB UCCNeaoBaHWiA 1
oT4yeTOoB 06 MCCRedoBaHUsIX TakkKe credyeT NPUHUMAaTh BO BHUMaHWe akTyasbHble BePCUMU MPYMEHUMBIX HayYHbIX
PYKOBOACTB, MeToANYECK/e cTaHaapTbl N0 hapMaKkoanuaeMmosnoriu.

Ons MPWB, crnoHcupyeMmbix [epXaTeneM pPermcTpauMoHHOro YOOCTOBEPEHUSs U paspabaTbiBaeMblx,
MPOBOAUMBIX W aHanu3vMpyeMblX MOMHOCTbIO UMM YacTUYHO WCCredoBaTensiMU, He SIBNSIOWUMUCH HaeMHbIMU
paboTHMKaMK JepxaTens pPerMcTpauMoHHOTO YAOCTOBEpPEHUsl, AepXKaTefb PerucTpauroHHOrO YAOCTOBEpPEHWS
[OJKEeH rapaHTMpoBaTh, YTO UccredoBaTenun obnagatoT HeoGxoamMmon KBanudukaumein B o6nactu o6pasoBaHus,
NOArOTOBKW W ONbITa AN BbINONHEHUS CBOUX 06A3aHHOCTENA.

10.5. lNpoTokon nccnegoBaHus.

Bce [MPUB pomkHbl BLIMNONHATLCA COMMAacHO HayyHO OOBOCHOBAHHOMY MPOTOKOMY MCCNeaoBaHus,
pa3paboTaHHOMY NMLLAMKN C COOTBETCTBYIOLLIENA HAYYHOW MOArOTOBKOM U OMbITOM.

[nst 106poBONBHO MHMUMMPOBaHHbIX [NTPUB gepxaTtento perMcTpaunoHHOro yaoCTOBEPEHNST peKOMeHayeTcs
nepegatb NPOTOKON MCCNeAoBaHMa 4O Hadvana cbopa JaHHbIX B YNOMHOMOYEHHbIA OpraH rocyaapcTBa-yrieHa, Ha
TEPPUTOPUN KOTOPOro NMaHMpyeTca npoBedeHne MNOCTPEerucTpaumMoOHHON0 HEWHTEPBEHLMOHHOIMO MccnegoBaHus
Ge3onacHOCTM NekapCcTBEHHOTO Npenapara.

Ona TPUB, uHUUUMPOBaHHLIX JdepxaTeneMm perucTpauuoHHOro YAOOCTOBEPEHWs B COOTBETCTBUM C
0683aTenbCTBOM, HaNOXEHHbLIM YNOMHOMOYEHHBIM OPraHoOM rocydapcTBa-yreHa, AepXaTernb PerncTpalyoHHOro
yOOCTOBEpeHNss OOoSmkeH obecneuntb npeacTaBneHne uHdopmaunn o6 wnccnegosaHuM, BKIKOYas MPOTOKON
nccrnegoBaHunsi, B YNOMHOMOYEHHbBIM OpraH rocydapcTBa-yneHa, KoTopbiM 6binvM HanoxeHbl obssaTenscTea Mo
npoeegeHuto NMPUB, oo Hayana cbopa gaHHbIX. B cnyyae nposegeHus MNMPUB Takke Ha Tepputopumn Apyrux
rocygapcTB-uneHoB cnegyet obecnednTs WHGOPMUPOBAHME YMOMHOMOYEHHbIX OpPraHoB 3TWX rOCYAapcTB C
npeacTaBneHnem KpaTKoro onnucaHms NnpoToKora nccrnegoBaHums.

B uenax BbINOMHEHUA [gepXaTenem permcTpauMoHHOro YAOCTOBEPEHWst CBOMX 00s3aTenbCTB MO
OCYLLECTBMEHNIO AEATENBHOCTM N0 hapMakoHaA30py YMNOMHOMOYEHHOE NULIO NO hapMakoHaa30py AOSMKHO ObiTb
3a[eiCTBOBAHO B pPacCMOTPEHUUM WU YTBEPXKOEHUM MPOTOKOMOB uccnegoBaHui. KoHTakTHoe nuuo no
ocyLecTBNeHU0 hapMakoHaa3opa Ha HauMOoHarbHOM YPOBHE LOIMKHO ObITh NpouHdopmupoBaHo o ndom NMPUB,
NpPOBOAMMOM Ha TEPPUTOPUN COOTBETCTBYIOLLLErO rocyAapCcTBa-4neHa, a Takke JOMKHO noryyaTb KOMuIo NpoTokona
nccnegoBaHus.

10.5.1. dopmaT u cogep>kaHne NPOTOKoNa UCMbITAHUNA.

lMpoTokon nccnegoBaHns AOMMKEH coaepxaTh criegylolme pasgensi:

10.5.1.1. HaumeHoaHue lNPUB: nHdopmaTMBHOE HaMMeEHOBaHWe, BKMtovawlee obeynotpebutensHyto
TEPMUHOMOMMIO, onpegensiowee AnM3aiH UCCrneoBaHNs M UccrnedyeMblil NekapCTBEHHbIN npenapaTt unu rpynny
nccrnegyemMoro nekapcTBeHHOro npenapara, a Takke Mog3arofioBOK C yka3aHveM pefakumv u aaTbl nocnegHen
pegakumm.

10.5.1.2. [epxaTenb perucTtpauuoHHOro YyAOCTOBEPEHUSA: HauMMeHOBaHWe W ajpec Jdepxartens
perncTpaumoHHOro yaoCTOBEPEHNS.

10.5.1.3. OTBETCTBEHHbIE CTOPOHbLI: UMEHA, LOSMKHOCTW, KBanudukauuu, agpeca M CBeLeHUs MO BCEM
OTBETCTBEHHbIM CTOpPOHAaM, BKIKOYas MepBOro aBTopa NPOTOKOMa, MMaBHbIX UccregoBaTenen, uccnegosarenen -
KOOPAMHaTOPOB KaXaoWn CTpaHbl 1 UcCcrefoBaTenbCKMX LLEHTPOB, B KOTOPbLIX NPOBOAUTCA UccnegoBaHue. lNepeyeHb
BCEX BOBIIEYEHHbIX B MCCNEeAOBaHWEe y4vpexaeHund n uccrnepgosaTtenen JomkeH OblTb JOCTyneH no 3anpocy
YMOSTHOMOYEHHbIX OPraHoB rocy4apCTB-4MEHOB.

10.5.1.4. KpaTtkoe onucaHue: oTAoenbHoe pesiomMe NPOTOKOMa WCCNedoBaHus, BKMAYawlwee crnegyowne
nogpasgensi:

HavMeHOBaHWe MccrnegoBaHMs C No43arofioBKamu, BKMNOYas BEPCUIO pedakuun u gaty npoTokona, a Takke
nms 1 cBegeHns 06 OCHOBHOM MecTe paboTbl NepBOro aBTopa NPOTOKONa;

060CHOBaHME 1 NPeanochINk1 NPOBEAEHNS;

Luernb 1 3agayn uccnegoBaHus;

An3ariH nccnegosaHus;

uccnegyemMas nonynauns;

MOHUTOpPUMpYEeMble NoKasaTenu;

WUCTOYHUKMN JaHHbIX;

pa3smep uccrnenoBaHus (06bem BbIOOPKK);

aHanu3 gaHHbIX;

OCHOBHbIE 3Tarnbl.

10.5.1.5. N3meHeHnss 1 OGHOBNEHWs: BHeceHue mboro CyleCTBEHHOTO W3MEHEHUs U OOHOBMEHUSA B
MPOTOKOJ UCMbITAHWIM NOcne Havana cbopa gaHHbIX, BKNoYasd 060CHOBaHME Kaaoro n3MeHeHns unm obHoBNeHus,
OaTbl KKOOr0 M3MEHEHUS 1 CChINIKY Ha pasgen NpoToKona, B KOTOPbIN BHECEHO U3MEHEHME.



10.5.1.6. OcHOBHble aTanbl: JaHHble B TabnuyHonm cdopme C 3annaHMpOBaHHbIMW JaTaMu MO BbINOMHEHUIO
CrneayLWwmnx OCHOBHBIX 3TarnoB UCCrefoBaHUS:

Hayano cbopa gaHHbIX;

OKOH4YaHue cbopa AaHHbIX;

OTYeTbl O XOAEe BbINOMTHEHUSA NCCMEA0BaHNS;

NPOMEXYTOUHbIE OTYETLI O pesynbTaTax uccnegoBaHus, ecrnv 310 NPUMEHUMO;

WTOrOBbLIN OTYET O pesynbTaTax uccnegoBaHus.

HomkHbl ObITe NpeAcTaBneHbl AaHHbIE MO MOOLIM APYTYM BaXKHbIM 3Tanam NpoBeAeHWUst UCCrefoBaHus.

10.5.1.7. OB6ocHoBaHue ¥ NpeanocChinkM MNPOBEAEHUS: onucaHne npobnembl nNo HGesonacHocTu, npoduns
6e3onacHOCTU unu Mep No YMNpaBneHW0 puUcKamMu, KOTOpble MPMBENU K WHULMALUK UCCMedoBaHus, a Takke
KPUTMYECKUA aHanmM3 BCEX OOCTYMHbIX OMNyGrMKOBaHHbLIX M HEOoMyGrMKOBaHHbIX AaHHbIX, COAepXallMX OLEHKY
COOTBETCTBYIOLLEN MHPOPMALMM NO 6e30NacHOCTU MMK yKasaHue HeOoCTalLMX 3HaHuM no Ge3onacHoCTW, Ha
nony4YeHue KOTopbIX HanpasneHo uccregosaHne. O63op MoXeT BKMoYaTb B cebs pesynbTaTbl COOTBETCTBYOLLMNX
9KCMEPMMEHTOB Ha XXMBOTHbIX, KIMMHUYECKNX UCCNEeSOBaHMIA, CTaTUCTUYECKME NONYNALUNOHHbIE AaHHble U AaHHble
npegplaywmx anmgemMuonormyeckux nccregosannin. O63op SOMKEH coaepaTb CCbIIKM Ha pe3ynbTaTbl CXOXUX
nccneaoBaHUn 1 oXnaaemblin BKnag AaHHOro uccrnefoBaHus.

10.5.1.8. 3apaya M uUenu wuccnedoBaHus: 3agada  UccregoBaHusi, O0bACHAWLWaAs, KakuMm obpasom
nccrnegosaHne byget cnocobcTBOBaTb PELLUEHUI0 BOMPOCA, KOTOPLIM MPMBEN K €ro MHUUMauMK, a Takke Lenu
nccrnenoBaHus, BKIoYasi nodble npeasapuTenbHbIE TMNOTE3bl U OCHOBHLIE TE3MChI, OMWCHLIBAIOLLME CBEAEHNS UK
NMHGOPMaLIMIO, KOTOPbIE AOIMKHbI ObITb MNONyYeHbl B pe3ynbTaTe NpoBeAEHUS UCCNEOOBaHNS.

10.5.1.9. MeToapbl uccnegoBaHus: onucaHne MeETOAOB UCCNeaoBaHUS, BKINOYas:

10.5.1.9.1. lnsanH nccnegoBaHus: onucaHue gusanHa uccnegosaHusi 1 060cHOBaHMe ero Belbopa.

10.5.1.9.2. YcnoBus: nonynauua uccnegoBaHus, onpegensemas B kKaTeropmsx nuu, MecTa, nepmoaa BpeMeHm
n kputepueB Bblbopkn. Heobxogumo Hannume OBBHLEKTUBHOTO OOOCHOBaHUSA BCEX KPUTEPUEB BKIOYEHUS U
HEBKITHOUYEHMST N OMUCAHNS UX BIUSHUSA HA KONMYECTBO CyObEKTOB UCCreaoBaHus, OOCTYMHbIX AN NocrneayoLwero
aHanu3a. Ecnu npoBogutcsa nodas Bbibopka M3 LeneBon nonynaumMm, HeEOOXOAMMbI HanMyMe OnMcaHusa LiereBon
nonynauMM 1 nogpobHocTM MeTogoB BbIOOpkM. Ecnn  gusaiH  mvccnepoBaHus  npeacTaensieT  cobon
cuctemaTMyeckmn ob3op wnM MeTa-aHanu3, HeobxoguMMo OObsICHeHMEe KpuTepueB BbiGoOpa M MPUrOSHOCTU
ncecrnegoBaHun.

10.5.1.9.3. lNepemeHHbIe: nCcxoabl, BO3AEUCTBUA N OpYrne NEepEMEHHbIE, B TOM YMCNEe n3MepsieMble aKkTopbl
pucka, noTeHuuanbHble akTopbl, UCKaxarolime pesynbTaThl, U akTopbl, MoaudULmMpyoLwme 3deKT, BKNoYas
onepauuoHHbIe ONpeaeneHns.

10.5.1.9.4. VICTOMHMKM OaHHBIX: CTpaTerns n UCTOMHWUKU OaHHbLIX ANS OnpeaeneHns Bo3aencTBuii, MCXO40B 1
BCEX [OPYrMx MNepemeHHbIX, 3Ha4YMMbIX AN Lenen uccneoBaHusi, TakMX Kak MoTeHuuanbHble hakTopsl,
nckaxarowme pesynbTatbl, U dakTopsbl, Moanduumpyowme addekt. MNpu uncnonb3oBaHMM BanNUONPOBaAHHbLIX
WUCTOYHMKOB [aHHbIX, MHCTPYMEHTOB U M3MEPEHMI Heobxooumo onucaHve mMeTtoda Banuaauumn. Ecnn meTtoabl
NOMny4YeHns OaHHbIX UMW MHCTPYMEHTOB WCMbITLIBAOT B MUIIOTHOM UCCMEeAoBaHUKU, HEODXOAUMMO MpeacTaBreHue
NnaHoB MpPOBEAEHUS NMUNOTHOTO uccrnefoBaHua. Heob6xogvMMo npeacTaBuTb OMMCaHUE BCEX 3a4eNCTBOBAaHHbIX
KOMWUTETOB 3KCMEPTOB M NPOLIEAYP OLEHKU, KOTOpble OyayT MCNONb30BaHbl A4S Banugaumm guarHo3os. B cnydae
NCNONb30BaHNSA B UCCNEAOBaHUN CYLLECTBYIOLLEro UCTOYHWKA AaHHbIX, TAKOro Kak 3reKTPOHHble MeAWULMHCKME
KapTbl, HEOOXOAMMO ykasaHue nodon nHhopmaumm B OTHOLLEHUW BanMaHOCTU 3anncen U KoOAUMPOBaHUSA AaHHbIX. B
crnyyae cuctemartmyeckoro ob3opa MM MeTa-aHanusa HeobXoOUMO Hanuune onMcaHusa cTpaTern U NpoLEeccoB
noncka, a Takke nobbix METOO0B ANSA NOATBEPXKAEHUS AaHHbIX UCccnegoBaTenen.

10.5.1.9.5. O6bem BbIOGOpKK: NMNaHuMpyembii OObem BbIOOPKW, MNaHUpyemass TOYHOCTb pe3ynbTaToB
nccnepoBaHus 1 pacyeT obbema BbIOOPKU, KOTOPbLIE MOTYT MUHUMAIbHO ONpeaennTb NpeaBapuTenbHO 3a4aHHbIN
PWCK C NpeaBapuTENbHO 3a4aHHOW MOLLHOCTbIO.

10.5.1.9.6. YnpaBneHne gaHHbIMUK: ynpaBneHwe AaHHbIMWM M CTaTUCTMYECKoe NMporpamMmMHOe W annapaTHoe
obecneyeHne, kotopoe OydeT MCMNonb3oBaHO B xode wuccnegosaHus. [Mpouenypbl cbopa, BOCCTAHOBMEHUSA WU
NOArOTOBKU A@HHbIX.

10.5.1.9.7. AHann3 OaHHbIX: BCe BaHble 3Tanbl OT HeoOpabOoTaHHbIX AaHHBIX OO MOMYyYEHUS MTOrOBOro
pesynbTara, BKIOYas METOAbI, UCMOMb3yeMble AN KOPPEKTUPOBKN HECOOTBETCTBUI MIN OLLIMOOK, HEAOCTOBEPHbIX
3HayeHuin, mogudmkaumm HeobpaboTaHHbIX AaHHbIX, KaTeropMsauun, aHanusa u nNpeacTaBneHns pesynbTaTos, a
Takke npoueaypbl 418 KOHTPOMIS NCTOYHMKOB MOMPELLHOCTEN U UX BIIUSHUS Ha pe3ynbTaThl, Nodble CTaTUCTUYECKUE
npoueaypbl, MPUMEHMMbIE K AaHHBIM AN NOfy4YeHUs TOYEYHOW OLIeHKU U OBEPUTENbHbIX UHTEPBANIOB N3MepPeEHUI
YacTOTbl BO3HVMKHOBEHMWS UMW B3aMMOCBSA3M U N0OOro aHanm3a YyBCTBUTENbHOCTY.

10.5.1.9.8. KoHTponb kauyecTBa: onuMcaHue MexaHW3MOB M npouedyp Ans obecnevyeHus KadyectBa W
LENTIOCTHOCTM [AaHHbIX, BKIHOYasi TOYHOCTb U UYMTAEMOCTb MOJTYYEHHbIX OAHHbIX WM MEPBUYHON [AOKYMEHTaLMM,
XpaHeHWe 3anvcen U apxXmBMpOBaHWE CTATUCTMYECKUX MPOrpamMMm, OonmucaHue AOCTYMHbIX AaHHbIX MO Banugauuu
npoueayp Bepudmrkauumn 3annucen 1 BanvaaumMm KOHeYHbIX To4Yek. BkntovaloTca gaHHble no cepTudmnkaumm n (unm)
kBanudukaumm nobor BcnomoratenbHon nabopatopum unu nccrnegoBaTensCkUx rpynn (€Crnm NpUMMEHUMO).



10.5.1.9.9. OrpaHnyeHnss MeToOOB MWcCcnedoBaHus: nobble NOTEHUManbHble OrpaHNYeHns ausanHa
nccneaoBaHusl, UCTOYHUKOB AaHHbIX U aHanUTUYecKUX METOAO0B, BKIOYas NpobremMbl UCKaKeHUs pesyrnbTaTos,
ownboK, reHepanus3auum n cryvarHon norpewHocTn. Heobxogumo ob6cyxaeHMe BeEPOSTHOCTU ycrexa Mep,
HanpaBlieHHbIX HA YMEHbLUEHNE KONMYEeCTBa OLUNOOK.

10.5.1.10. 3awuTa cyOBLEKTOB UccrneaoBaHus: mepbl 6e3onacHoOCTM C Lenbio obecnevyeHnss COOTBETCTBUSA
TpeboBaHMsM 3akoHOAATeNbCTBa rocygapcTBa-ynieHa no obecnedeHuto GrarocoCcTosiHUS UM npaB Y4YacTHUKOB
HEWHTEPBEHLMOHHbIX NOCTPErMCTPALMOHHBIX UCCefoBaHMUA 6e30nacHOCTH.

10.5.1.11. ¥YnpaBneHve QAdaHHbIMW W NpeAcTaBfeHne WHoOpMaUMM O HexenaTesbHbIX SBMEHUSX W
HexxenaTenbHbIX peakumsx: npouenypbl cbopa, ynpaBneHust u npeacraBneHns coobLeHnin 06 oTaeneHbIX cry4vasx
HexenaTenbHbIX peakuun 1 Nbon HOBOWM MHAOPMaLIMK, KOTOPasi MOXET OKa3aTb BIIUSIHWE Ha OLIEHKY COOTHOLLEHUS
"nonb3a - puck" nekapcTBEHHOro nNpenaparta npy NPoBeAEHMN UCCNEeOBaHMS.

10.5.1.12. MnaHbl N0 pacnpoCTpaHEHMIO MOMYYEHHbIX AaHHbIX U COOBLLEHNIO pe3ynbTaToB MCCNenoBaHus,
BKIOYad NnaHbl Nogayn TeKYLMX OTYETOB, UTOMOBbLIX OTYETOB U NyGnvkauun.

10.5.1.13. Ccblinku.

Paszgen moxeT Bkmodatb B cebsi noby0 OOMNOMHUTENBHYIO WMAM BCMNOMOraTenbHyl0 MHAOpMaUui o
crneumduyeckmx acrnekTax, KOTopble paHee He paccMaTpuBanuch (Hanpumep, aHkeTbl, POPMbl PEMNOPTUPOBAHMS).

MccnegoBaHnst Mo OLEHKE BbIMONIHUMOCTM, NMPOBEAEHHbIE AN NOATBEPXAeHUS pas3paboTky MnpoToKona,
HanpuMep, TeCTMPOBaHMNE aHKET (ONPOCHWNKOB) UM NPOCTbIE NOACYETbI MEOULMHCKUX SABIIEHWUIA UM HA3HAYEHUI MO
0ase [fdaHHbIX C LUenbilo onpeaeneHnst CTaTUCTUYECKOM TOYHOCTW MCCneaoBaHusi, OOIMDKHbl pasMeliaTbCsa B
COOTBETCTBYHOLIEM pasfene npoToKona WUccneoBaHUA C KpaTKMM ONUMCaHMeM MeTOOOB W pes3ynbTaToB.
ViccnenoBaHnsa Mo OUEHKE BbIMOMHUMOCTU, SBMSOLWMNECH YAaCTblO MCCNeAoBaTENbCKOro npouecca, OOMKHbI OblTh
MOMHOCTLIO ONMCaHbI B NPOTOKONE (HanpuMep, NUIoTHas OLeHKa MUCMOMb3yeMOoro OrnpocHuKa Ans naumeHToB).

10.5.2. KoHTponb 3a BHECEHUEM U3MEHEHWI B NPOTOKOI MCCIeaoBaHMS.

BHeceHne wn3ameHeHW 1 OGHOBMEHUN B MNPOTOKONT MCCrefoBaHWs OOMMKHO OCYLLECTBNATbCS MO Mepe
HeobxoouMMOCTK B xo4e uccnenoBaHus. BHeceHne nobbix CyLECTBEHHbIX U3MEHEHMI B MPOTOKON MOCMe Havana
nccneaoBaHus OMKHO ObITb 3adPMKCUPOBAHO B NPOTOKOME TakuM obpa3om, YToObl ero MoXHO ObINo OTCNeanTb U
NpoBepuTb, BKMOYast AaTbl BHECEHUS U3MEHEHMIA. Ecnn BHECEHNE M3MEHEHWIN B NPOTOKOS MPUBENO K TOMY, YTO
nccnegoBaHue ObiNo NPU3HAHO MHTEPBEHUMOHHBIM KITMHUYECKMM UCCredoBaHNEM, B AaNbHENLLEM NUCCeaoBaHne
NpoBOAMTCS B COOTBETCTBMM C MeXAyHapoOHbIMW LOroBopaMm W aktamu, coctaenswowmmmn npaso Cotoza u
3aKoHOAAaTENbCTBOM FOCYAapCTB-YS1EHOB.

[nsa nobpoBonbHO MHULMKMpoBaHHbIX NMPUB aepxaTtento perMctTpaLmMoHHOro yAOCTOBEPEHNS] pEKOMEHOYETCS
nepegatb MNPOTOKON WCCRedOBaHWs C  U3MEHEHUAMW UNnu  OBHOBNEHWSIMW B YMNOMHOMOYEHHbIA  OpraH
rocygapctBa-yneHa, Ha TeppuTopum KOTOPOro MNPOBOAWUTCHA  MOCTPErMCTPauUoOHHOE HEUHTEPBEHLMOHHOEe
nccnepoBaHue 6e30MacHOCTU NEKapCTBEHHOrO npenapara.

Ona TPUWB, wuwHUuuupoBaHHbLIX [depxatenem perncTpauMoHHOro YAOCTOBEPEHUA B COOTBETCTBUU C
0053aTENBCTBOM, HANOXEHHbIM YMOMTHOMOYEHHLIM OpPraHOM rocyAapCTBa-yfeHa, aepXatenb perncTpaunoHHOro
yOOCTOBEPEHUS A0IMKEH obecneunTb NnpeacTaBneHne MHpopmaumm 0 BHECEHUM MOObIX CYLLIECTBEHHbBIX UBMEHEHUI
B MPOTOKON WUCCrefoBaHUA B YMONHOMOYEHHbI OpraH rocygapcrBa-yneHa, KOTOpbiM Obifi  HamnoXeHbl
obsizaTenbcTBa no nposeaeHuto NMPNB, 0O MOMeHTa UX BBEAEHNS.

10.6. MNpeacTaBneHve gaHHLIX NO hapMakoHaa3opy
B YMOSTHOMOYEHHbIE OpraHbl roCy4apCTB-4YIIEHOB.

10.6.1. JaHHbIe, 3Ha4YMMbIe ANSA OLIEHKN COOTHOLLEHUS "Nonb3a - pUCK" NeKapCTBEHHOroO npenapara.

[epxartenb perucTpaLMoHHOro YA0CTOBEPEHUS BbIMOMHAET KOHTPOSb AaHHbIX, NONyYaeMblX NPU NpoBeaEeHNN
uccrnegoBaHus, N OueHUBaeT UX BNUAHWE Ha COOTHOLLEHME "Monb3a - pUCK' COOTBETCTBYIOLErO JIeKapCTBEHHOro
npenapata. Jltobas HoBas WHoOpMauUusi, KOTOpasd MOXET MOBMUATb Ha OLEHKY COOTHOLIEeHMs "nonb3a - puck”
NeKapCTBEHHOro npenapara, HesameanuTenbHO coodLaeTcs yNnoHOMOYEHHbIM OpraHaM rocygapcTB-4fIeHOB, Ha
Tepputopun KoTopbix nposoautcsa NPUB 1 3apernctpupoBaH uccnegyembliin nekapCTBeHHbIN npenapat. JaHHble,
KOTOpble MOryT OKasaTb BMMSHWE Ha OLEeHKY COOTHOLUEeHUS "nonb3a - puck" nekapcTBEeHHOro npenapara, MoryTt
BKNOYaTb B cebsi AaHHble, MonydYaeMble B pe3yrfbTate aHanusa nHgopmalmm 0 Nogo3peBaeMbIX HexXenaTenbHbIX
peakumsix, Unn pesynbTaTtbl MPOMEXYTOYHOrO aHanM3a o600LEeHHbIX AaHHbIX MO 6e30nacHOCTY.

[aHHOoe vHMOopMUpoBaHME He AOMKHO BnuATb Ha MHGOpMaLMIO O pesdynbTaTax UccnegoBaHuKn, KoTopasi
npenctasnsieTca B pamkax [MOOB v B o6HoBneHusx MYP (ecnu npumeHnmo).

10.6.2. NMopgo3peBaemble HexenaTenbHble peakumMm U nHas uHdopmauusa no 6esonacHoCcTH, nognexaiias
CPOYHOMY NPEACTaBNEHMIO.

MHdopmaumsa no cepbesHbiM HenpeaBuaeHHbIM HeXenaTenbHbIM peakumMsaM W unHast MHdopmauus no
0©e30MacHOCTN JOMMKHA NPeacTaBnATbCS B CPOYHOM MOPSAKE B YNMOJTHOMOYEHHbIE OpraHbl rocyapCTB-YNeHOB B
cooTBeTCTBMU C TpeboBaHuAMK [NpaBun Hagnexawewn KIMHWYECKON npakTuku EBpasmMinckoro 3KOHOMMYECKOro
cotoza. Npouenypbl coopa MHopMaLUK NO HeXernaTernbHbIM peakuusaM, YNpaBneHnsa gaHHbIMK (BKtovas 0630p u
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OLIEeHKY, BbINOMHAEMYIO AepXaTeneM perncTpauuoHHOro yaocToBEPEHUS, ECNN 3TO MPUMEHNMO) U NpeAcTaBneHns
coobLleHnn O noao3peBaeMblX HexXenaTerbHbIX peakuMax AOMKHbl BbIMOMHATECA B LEHTpax npoBeaeHus
KMMHUYECKUX NCCIeJOBaHU U B KpaTKon (hOpMe AOIMKHbI OblTb U3MNOXEHbI B MPOTOKOSIE NCCeaoBaHus.

10.6.3. OTyeTbl 06 UccnegoBaHUAX.

10.6.3.1. lNMpomexyTo4Hast OTYETHOCTb.

YNONMHOMOY€EHHBIN OpraH rocyfapcTBa-yrieHa MOXET 3anpocuTb NpeAcTaBrieHne NpoMexXyTOYHOro oTyeTa no
BbinonHsemomy NPUB Ha nekapcTBeHHbIe NpenapaTbl, 3aperncTpMpoBaHHbIE HA TEPPUTOPUSIX TOCYAaAPCTB-YIEHOB.
3anpockl Ha nNpeacTaBneHne NPOMEXYTOYHbIX OTYETOB MOryT ObiTb cAenaHbl 40 Havana UccrneoBaHusa Wnm B
noboe Bpema B xofe npoBefeHuss nccnenosaHud. MNMpuunHonm 3anpoca MoXeT 6biTb UHpopMaLns B OTHOLLEHUM
npoduna acpdeKTMBHOCTU U (MnK) Ge3onacHOCTW, BO3HMKaKOLWAa B XO4e uccrefoBaHus, nnbo HeobxoammocTb
nonyyYeHus MHgopMauum O XOAEe BbINONHEHUA UCCMEAOBaHUSA B KOHTEKCTE PerynsatopHbIX npoueayp, a Takke
BaXkHas HopMauusa no 6e3onacHOCTU NekapCTBEHHOrO npenapara.

Bpems npeacTaBneHns NpoMexyTO4HbIX OTYETOB AOSPKHO BbITb COrnacoBaHo C YNOMHOMOYEHHLIMU OpraHamm
rocyaapcTB-UNeHOB M yKa3aHO B MPOTOKoNe mccnepoBaHuin. Xon BeinonHeHus NPUB gomkeH cooTBeTCTBYOWUM
obpasom oTpaxaTtbes B [MOOB u B o6HoBrneHusx MYP (ecnvn npumMeHuMo).

CogepxaHve NpoOMEXYyTOYHOrO oTyeTa [OJPKHO CrefdoBaTb FIOrMYEecKoW nocrnefoBaTenibHOCTM U OOMKHO
BkNOYaTb B cebs BCe [JOCTYMHble [aHHble, MPU3HaHHbIE WMEKLWNMN OTHOLEHWE K XOA4y BbIMNOSTHEHMS
nccrnegoBaHusi, HaNnpuUMep, YMCNO BKOYEHHbIX B MCCReAOBaHWE MauMeHTOB, YWCMO MauMEHTOB, MOABEPTLUMXCH
BO30EWNCTBUI0 NEKapCTBEHHOrO Mpenapara, MM YUCIO NauMEHTOB, Y KOTOPbIX 3adMKCMPOBAH MOHUTOPUPYEMBIN
NCcxXopn, CIOXHOCTM B BbIMOJSIHEHUN WUCCNEOOBaHNS U OTKIIOHEHUSA OT OXmaaemoro nraHa. [locne paccmoTpeHus
oT4eTa YNONTHOMOYEHHbBIM OPraHoOM rocyaapcTBa-yneHa MoxeT ObiTb 3anpoLleHa 4ononHUTeNbHas nHpopmauus.

10.6.3.2. ToroBbii OTYET MCCregoBaHS.

Wtoroseii otyet MNMPUB gomkeH 6biTb NogaH B YNONHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB Kak MOXHO
cKkopee nocre ero 3aBeplleHus U B TedeHue 12 mecsueB C gaTbl OKOHYaHuMs cbopa AaHHbix. [Oepxartenb
perncTpaumMoHHOro  yaoCcTOBepeHuss nogaet utoroBbii  otyeT [IPMB B ynonHOMOYeHHble  opraHbl
rocygapCTB-4IEHOB, B KOTOPbIX MPOBOAUTCH UCCIeAOBaHME.

Ons TPUB, pobpoBONBHO WMHUMUUMPOBAHHBIX [epXaTenem perMcTpauMoHHOro YAOCTOBEPEHMUS, Takke
pekomeHayeTcsi nepefaTtb MTOroBbI OTYET 06 nccnegoBaHnM YNonMHOMOYEHHBIM OpraHam rocy4apcTB-YNeHOB, Ha
TEpPpUTOPUM KOTOPbIX 3apErMCTPUPOBaH NeKapCTBEHHbIV Npenapar.

Ons TMPWB, vHMUMMPOBaHHbLIX [AepXaTenem perncTpaluMoHHOro YAOCTOBEPEHMS B COOTBETCTBMU C
06a3aTenbCTBOM, HanaraembiM CO CTOPOHbI YMOSIHOMOYEHHOTO OpraHa rocyaapcTBa-yfnieHa, ecnvm He Obino
NpegocTaBneHo paspelleHne Ha OTCTynrneHne oT TpeboBaHwuW, AepxaTenb PerncTpauMoHHOro YAOCTOBEPEHWS
OOIKEH B TeveHue 12 mecaueB C AaTbl OKOHYaHUsA cbopa AaHHbIX OOIMKEH NpeacTaBUTb UTOrOBbIN OTYET 00
nccrnegoBaHuW, BKIKOYas pestoMe uccrnegoBaHus ans nybnukauum.

B cny4ae ocTtaHOBKM wnccnegoBaHWs MOAaeTcs WTOrOBbIA OTYET C OOBACHEHMEM MPUYMHBbI OCTAHOBKM
nccrnegoBaHus.

WNtoroseini otueT NPUB gomkeH BknoyaTth B cebs cnegyolme pasgensl U uHopmaumio:

10.6.3.2.1. HanmeHoBaHue: HaMMeHOBaHwWe, BKMovatoLwee B cebs obLeynotTpebutensHyo TEPMUHOMNOTMIO 1
ykasblBawllee Ou3aiH UCCMNefoBaHUsA, NoA3arofioBkM C OaTOW WTOrOBOrO OTYeTa, MMEHEM W cBefeHusiMu 06
OCHOBHOM aBTOpe OT4eTa.

10.6.3.2.2. KpaTkoe coaepxaHue: OTAeNbHOEe pe3toMe B NpeAcTaBneHHOM Huke dopmarTe.

10.6.3.2.3. [epxaTtenb peructpaLMoHHOro yAOCTOBEPEHUSA: HAUMEHOBaHWE AepXaTensa perncTpauuoHHOro
yOOCTOBEpPEHUs 1 ero agpec.

10.6.3.2.4. ViccneposaTenu: WMeHa, TWUTyNbl, Yy4YeHble CTeneHn, agpeca u cBedeHuda o060 Bcex
nccrnegoBaTensx, a Takke nepedeHb BCEX BOBMEYEHHbIX B MCCedOBaHMe OpraHv3aumi U MecCT BbIMOMHEHUs
nccrnegoBaHus.

10.6.3.2.5. KoHTpoOnbHbIe TOYKM: 3anfiaHMpOBaHHbIE U (hakTU4eckMe AaTbl MO CNeaylowmM KOHTPOMbHbLIM
TOYKaM BbIMNOSIHEHMSA UCCNEe0BaHMS:

Havano cbopa gaHHbIX;

KoHel, cbopa AaHHbIX;

OTYETHOCTb O XOA€e UCCrefoBaHUs, 3anpoLLeHHas YNONHOMOYEHHBIM OpraHOM rocyapcTBa-4neHa;

NPOMEXYTOYHas OTYETHOCTb O pe3ynbTaTax UCCneaoBaHNs (eCny NPUMEHUMO);

WTOrOBLIN OTYET O pedynbTaTax UCCrefoBaHUS;

nodble VHble BaXHble KOHTPOSIbHbIE TOYKM, MPUMEHUMbBIE K WCCINEOOBaHWUIO, BKMYas ATy YTBEPXOEHWSA
NMPOTOKOSIa KOMUTETOM MO 3TUKE (€CNM MPUMEHNMO) U AaTy perncrpauumn UCcneaoBaHns B 9NIEKTPOHHOM peecTtpe
ncecnegoBaHun.

10.6.3.2.6. OO6GocHOBaHWe W NpPeanocbIfikKN MNPOBEOEHNS WCCNedoBaHWsa: onucaHwe npobnemMbl no
Ge3onacHoCTW, KOTOpas npuBena K MHULMaLUMU UCCReAOoBaHus, a Takke KPUTUYECKUA aHanmu3 BceX AOCTYMHbIX
OnyGnMKOBaHHbIX M HeonybNMKOBaHHbIX OaHHbIX, COAEpXKalUMX OLEHKy COOTBETCTBYKOLLEN WHgopMauun no
6Ge3onacHOCTV UNn ykasaHne HeJoCTalLWmMX 3HaHUA No 6e30NacHOCTK, Ha NOMNy4YeHne KOTOPbIX OblNo HanpaBneHo



nccnegoBaHue.
10.6.3.2.7. Lenb u 3agaum uccnegoBaHus: Lenb UCCrnefoBaHWs U 3afayvv UccneoBaHus, Bkoyasa nobble
npegBapuTenbHbIE MMNOTE3bl, B COOTBETCTBMU C MPOTOKOIIOM UCTbITAHWA.

10.6.3.2.8. N3mMeHeHUss M OBHOBNEHUS: MepeyeHb MObIX CYLECTBEHHbLIX WM3MEHEHUM N OBHOBMNEHWN
nepBOHa4anbHOro MpOTOKONa WCMbITAHMIM Mocre Hadvana cbopa [AaHHbIX, BKMYas OOOCHOBaHWE KaXdoro
N3MEHEHNS U oOHOBMNEHUS.

10.6.3.2.9. MeToabl nccneaoBaHusi, B TOM YMCHE:

AV3alH UCCNefoBaHMS: KIOYEBbIE ANIEMEHTbI AM3ariHa nccnegoBaHnst 1 060cHOBaHWe BbIOpaHHOIo AM3anHa;

YCIoBWsi: YCNOBKS, MECTa U COOTBETCTBYHOLUME AaThl NMPOBEAEeHUSA UCCref0oBaHMs, BKMoYasa nepuoasl Habopa
naumeHTOoB, nocneayoLlero HabnogeHusa n cbopa AaHHbIX, B Cnyyae cuctemaTnyeckoro ob3opa nnm meta-aHanmaa
- XapaKTepPUCTUKN NCCNeA0BaHNA, UCNONb3yeMble B KAYECTBE KpUTEPUEB NPUEMMEMOCTHU, C X 06OCHOBaHNEM;

naumneHTbl: nobas uenesasi NONyNsLUMa U KpUTEPUN BKIIOYEHMS NALWEHTOB B nccnegosaHue. JomkHbl 6biTb
yKasaHbl MCTOYHWKM M MeToabl noabopa y4yaCTHUKOB, BKIoYas (rAe NPUMEHUMO) MeTOoAbl MHAMBUAyanu3auuu
Cny4vaes, a TaKKe KONUYECTBO U NMPUYUHBI UCKIIOYEHUSA N3 UCCIeL0BaHNS;

nepemMeHHble: BCe pe3ynbTaTbl, BO3AENCTBME, NPOrHOCTUYECKNE (DAKTOpbl, MOTEHUMArbHbIE UCKaXatolime
dakTophbl 1 hakTopbl, Moguduumupyowme addekT, BKIoYas onepauuoHHble onpegenenus. lNpu HeobxoanmocTy,
npeacTaBnstoTCA AMarHOCTUYECKME KpUTEPUNY;

WUCTOYHMKN OAHHbIX M M3MEepeHMne: AN KaKOoW paccmMaTpyMBaeMON NMEpeMEHHON YKasblBalOTCA WUCTOYHMKM
OaHHbIX 1 nogpobHoe onucaHne METOOOB OLEHKUM M M3MEPEHUs (€Crnv NPUMEHUMO), a TakkKe COMOCTaBMMOCTb
MEeTOAOB OLEeHKM (Mpu Hanuymm 6onee 1 metoda). Ecnn nccnegoBaHue MCNonb3oBarno CyLECTBYHOLWUIA UCTOYHUK
OaHHbIX, TAKOW KaK 3MEeKTPOHHblE MeOULMHCKME KapTbl, AOJPKHA cooblaTbea nobas nHgpopmaums o BanngHoCcTu
3anucen n KOOUPOBaHUU JaHHbIX. B cnyyae cuctemaTtuyeckoro ob63opa nnm meTta-aHanusa 4oSKHbl O6biTb onMcaHbl
BCE UCTOYHMKM MHGPOPMALMKM, CTpaTerns noncka, Metoapl Ans Bbibopa nccnegoBaHuim, MeToabl N3BMNeYEHNst 4aHHbIX
1 nobble Npouecchl Ang NonyYeHnsa 1 NOATBEPXKAEHNS AaHHbIX uccnegoBaTenen;

OWwnBKM: onucaHue NpeanpuHATbIX OENCTBUA MM Mep NOo obpalleHuto ¢ noTeHuuanbHbIMU MCTOYHUKAMM
owmnboK;

ob6bem BbIOOpPKKM: 0ObeM BblIGOpkM M 0BOCHOBaHWE NOOOro BbLIMMCIEHUSI pa3Mepa BbIOOpPKM M MeToaa
OOCTWDKEHWsI NpeanoniaraeMoro pa3mepa BblOOpKY;

npeobpasoBaHne [aHHbIX: Npeobpa3oBaHusi, BbIYMCMEHUS UMW Onepauny C AaHHbIMK, BKIOYas MeToabl
06paboTKM KONMUYECTBEHHBIX [AaHHbIX MpU  BbLINOMHEHUM aHanu3a, OOOCHOBaHME BbIOpPaHHbIX METOAOB
rpPynnNMpoBaHns OaHHbIX;

CTaTUCTMYECKME METOAbI: ONUCaHUE NO CNeaylLwuM acnekTam:

OCHOBHble MeTOoabl 0006LLEeHNS;

BCE CTATUCTMYECKME MeTOAbl, KOTOPbIE MPUMEHSANUCH B UCCNEOOBaHMKM, BKMNoYas MeTodbl AN KOHTPOrs
NCKaXXEHW U B OTHOLLEHUN MeTa-aHanm3oB - MeTOoAbl KOMOUHMPOBAHUA pe3ynbTaToB UCCEeLOBaHNN;

nobble MeToAbIl, UCNOoNb3yeMble AN U3yveHus noarpynn 1 B3anmogencTasuni;

noaxop K peLleHunto Npodnemsl N0 HEAOCTYMHbIM AAHHbIM;

OLeHKa YyBCTBUTENBHOCTU NCCNEOOBAHNS;

BCE M3MEHEHUS MNNaHa aHanu3a AaHHbIX, TPegyCMOTPEHHOrO NPOTOKOMIOM UccrnefoBaHus, ¢ 060CHOBaHMEM
N3MEHeEHWI;

KOHTPOJb Ka4ecTBa: MexaHM3ambl 1 nNpoLeaypbl obecnevyeHns Ka4yecTBa v LIENOCTHOCTU AaHHbIX.

10.6.3.2.10. Pe3ynbTathl: npeacTtaBneHme Tabnuu, rpaddnkoB 1 UIMCTpaUMii ANst OTOOpaXeHUSA NOMYyYEHHbIX
OaHHbIX N MPOBEAEHHOro aHanumaa. [omkHbl ObiTb NPeACcTaBeHbl Kak aganTUPOBaHHbIE, Tak U HeaaanTMPOBaAHHbIE
pe3ynbtatbl. OLueHKa TOYHOCTM AaHHbIX OOMKHa OblTb BbINOMIHEHA KONMYECTBEHHO C yKasdaHMeM OOBEpPUTESNbHbIX
WHTEepBarnoB. JTOT pasfaen OOIMKEH BKoYaTh B cebsa cneayowime nogpasaenbi:

a) YYaCTHUKM: KOMMYECTBO MALMEHTOB HA KaXXAOM 3dTane uccnegoBaHvs (Hanpumep, YMcno noTeHumansHo
COOTBETCTBYIOLLMX, MpoLeanx npouesypy CKPUHMPOBAHWS, MOATBEPXOEHHbIX KakK COOTBETCTBYHLLME,
BKIMIOYEHHBIX B MCCReAoOBaHWe, 3aBepluaklux nocriegywuiee HabnwogeHne M npoaHanusavpoBaHHbBIX, @ Takke
NpW4YMHbl BbIOBITUS U3 UccrnedoBaHMsA Ha nobom atane). B cnyvae cuctematnyeckoro ob63opa unu meta-aHanusa -
KONMMYECTBO CKPUHMPOBAHHBIX, OLlEHEHHBIX HA COOTBETCTBME U BKITHOYEHHBIX B 0030p MCCNedoBaHUN C yKazaHUem
MPUYMH UCKIIOYEHMS Ha KakOoM aTane;

©) onucaTtenbHble OaHHbIE: XapaKTEPUCTUKM YYaCTHUKOB MCCredoBaHUs, MHdopmaumsa O BO3OENCTBUMN U
NoTeHUManbHbIX UCKaXalowmux ¢akTopax, a TakKe KONMUYECTBO YYaCTHUKOB C OTCYTCTBYHOLUMMWU OAHHbIMU LA
Kaxgom paccmaTtpuMBaeMon nepemMeHHonW. B crnyyae cuctemaTtmyeckoro ob3opa wnM  MeTa-aHanusa -
XapaKTepucTrka Kakgoro MCCrnegoBaHus, AaHHble KOTOporo 6binv ucnonb3oBaHbl (Hanpumep, obbem BbIGOpKH,
nocnegytouiee HabnogeHue);

B) AaHHble O pe3yrnbTaTax: KOfIMYECTBO y4aCTHNKOB MO KAaTErOPUsiIM OCHOBHBIX pe3yrbTaToB;

r) OCHOBHble pe3ynbTaTtbl: pe3ynbTaTbl HEAO4ANTMPOBAHHOM OLIEHKU (ECNM MPUMEHUMO), afanTUPOBAHHOWN
OLEHKN C Y4ETOM MCKaxalowmx (PakToOpoB U MX TOYHOCTb (Hanpumep, 95% poBepuTenbHbli nHTepsan). Ecnn
NPUMEHNMO, OLlEHKA OTHOCUTENBHOIO puUcKka AOfmkHa ObiTb nepeBedeHa B abCOMOTHBLIA PUCK AN 3HAYUMMOTO



nepvoaa BpeMeHu;

4) opyrue Buabl aHanmsa: apyrue nposedeHHble aHanu3bl, Hanpumep, aHanuabl NOArpynn 1 B3auMoaencTaus,
a TaKke aHanusbl YyBCTBUTENIBHOCTY;

€) HexenaTtenbHble SABMEHUS W HeXenaTenbHble peakuun: ynpaBneHne AdaHHbIMM W MpeAcTaBreHune
MHPOPMaLUMM O HeXenaTeNbHbIX SBMEHUSAX W HeXenaTemnbHbIX peakuusax B YMONTHOMOYEHHbIE OpraHbl
rocygapcTtB-4neHoB. B oTHoweHUW onpefeneHHblX AM3aiHOB UCCeaoBaHNN, Taknx Kak "criydam - KOHTponb" unm
PeTPOCMNEKTUBHbBIE KOTOPTHbIE MCCNeAoBaHMs, 0COBEHHO BKMYalWMX B cebs aHanmM3 OaHHbIX 3MEKTPOHHbIX
MEeOMLMHCKUX KapT, cMcTemMaTMyecKkMe MepecMoTpbl U MeTa-aHanm3bl, JOIPKHO OblTb yKa3aHO O HEBO3MOXHOCTU
NPOBECTM OLEHKM CTENEHN JOCTOBEPHOCTU MPUYNHHO-CNEACTBEHHON CBA3W HA YPOBHE MHAMBUAYANbHbLIX Cy4aes.

10.6.3.2.11. ObcyxaeHue:

a) KnYeBble pe3ynbTaTthl: KMOYEBbIE pe3ynbTaThl, UMEKLMe OTHOLLEHUE K 3afa4yam UccnenoBaHus, paHee
npoBefeHHOe uccnenoBaHve, pesynbTaTbl KOTOPOrO COrMacylTCd MMM NpoTMBOpeYaT MOMYyYEHHbIM TEeKyLUUM
pesynbTtartam, BAUsiHUe pe3ynbTaToB Ha COOTHOLUEHME "nomnb3a - pUck" NekapCTBEHHOro npenapaTta, ecrnv 3To
NPUMEHNMO;

©0) orpaHNYeHns: orpaHMYEHUs NccregoBaHNst, NPUHMMAaloLLME BO BHMMaHWe 06CTOATENbCTBA, KOTOPbIE MO
MOBNUSATb HA Ka4YeCTBO M LLEeNOCTHOCTb AaHHbIX, OFPaHUYeHNs Nogxona U MeToAoB, KOTOpble ObiNn NCNOMNb30BaHbI
AN MMHMMU3auUn UX BAWSIHUS (Hanpumep, OTCYTCTBYIOLUME UMW HEMOfHble AaHHble, MPUMEHEHHbIE OLEHOYHbIE
3HaYeHWs1), ICTOYHUKM NOTEHUMANbHbBIX OLLIMOOK M HETOYHOCTEN 1 BanMaHOCTU siBneHun. Heobxoanmo obeyxaeHune
Kak HanpasneHus, Tak n Mmacltaba noTeHumnanbHbIX OLWWOOK,;

B) MWHTepnpeTauusi: WHTepnpeTauus pes3ynbTatoOB WCCMEeQOBaHUA C Y4eToOM 3adad, OrpaHWYeHuin,
MHOXECTBEHHOCTW aHan13a, pe3ynbTaToB CXOXNX UCCNEeAO0BaHUN 1 APYrMx COOTBETCTBYIOLLMX NOATBEPXKOEHWUN;

r) obobLiaemocTb: 0606LLaeMOCTb (BHELIHAS BanuMOgHOCTb) pe3ynbTaToB UCCIef0BaHus.

10.6.3.2.12. Ccbinku.

10.6.3.2.13. [pyraa wuHdopmauus: nobas [ONONMHUTENbHAs WM BCHOMoOraternbHas WHdopMauus o
crneumduyeckmx acnekTax nccnegoBaHmsl, He paccMaTpUBaBLUNXCS paHee.

10.6.3.3. Pe3tome UTOroBOro otTyeTa UCCrneaoBaHUSA OOIMKHO BKtoYaTb B cebsa 0606LLeHHY0 nHdopmMaumo o
MeTodax v pesynbTaTtax UCCreaoBaHus, NpeAcTaBeHHyo B crieqytolemM gopmare:

a) HaMMeHOBaHWe C MOoA3arofloBKaMu, BKMYasi AaTy COCTaBMEHMS pPe3lOMe, MMS U CBeAEHMS MO MepBOMY
aBTopY;

0) «kniouyeBble cnoBa (He OGonee 5 Km4YeEBbIX CMOB, OTOOpPaXalLWMX OCHOBHbIE XapaKTepUCTUKM
nccrnegoBaHus);

B) 060CHOBaHME 1 NPEeaNoOChINKY;

r) uenb 1 3agayvv uccrnegoBaHus;

4) NnaH uccnenoBaHus;

€) ycrnosus;

X) NaumeHTbl N 06bEeM BbIOOPKY;

3) NEPEMEHHbIE N UCTOYHUKM OaHHbIX;

n) pesynbTaThl;

K) obcyxaeHue (Bkntovas (ecrnv NpUMEHUMO) OLEHKY BITUSHUS pe3yrbTaToB MCCef0BaHUs Ha COOTHOLLEHUE
"nonb3a - pucK" iekapcTBEHHOro npenapara);

n) oepxartenb perncTpauuoHHOro ya0CTOBEPEHUS;

M) UMsi U CBELEHUS MO FMaBHOMY MCCINeaoBaTento.

10.7. Ny6nukaumsa pesynbTaToB UCCNeAoBaHNSA aBTopamu.

[epxartenio perucTpaumMoHHOro YAOCTOBEPEHUs peKoOMeHAyeTCA 3apaHee corfnacoBaTb CTpaTeruio
nybnukauui ¢ rmaBHbIM UccnegosaTeneM B criyyae, eCnm uccregosaHme NPoBOAUTCH U aHaNU3nMpyeTCs MOMHOCTBIO
MNW  YacTUYHO uccrefdoBaTenaAMM, He SABMAIWMMUCA  COTPYAHWKaMW  fepxaTens  permctpauuoHHOro
yoocTtoBepeHusi. PekomeHnayeTcss onpefensatb cTpaternto nyonukaumm Takmm obpasom, 4TOObl rMaBHbIN
nccregoBaTeflb UMeN BO3MOXHOCTb CAMOCTOATENBHO rOTOBUTL MyOnvkaumm no pesynbTataMm MCCneaoBaHWs BHE
3aBMCMMOCTM OT aBTOPCTBA AaHHbIX. B 3TOM cnyvae gepxartenb perncTpauMoHHOro YAOCTOBEPEHUSA AOMKEH ObITh
YNOMHOMOYEH MpocMaTpmBaTh pesynbTaTbl M WX UHTEpnpeTauuto, BKIKYEHHbIe B PYKONUCb, WM NpPeAcTaBnsTb
KOMMeHTapu1 0O nepedadn pykonucu B nedvaTb, u3beras HeOOOCHOBaHHbIX 3adepXek nybnukaumu. 3anpochkl Ha
BHECEHWE W3MEHEHWA B PYKOMUCb [OIDKHbI ObiTb HayyHO o6oOCHOBaHbl. [epxaTenb perncrpauuoHHOro
yOOCTOBEPEHUS JOIMKEH UMETL MPaBo 3anpocuTh yaaneHue KoHduaeHunansHom nHcopmaumu.

10.7.1. TlpencrtaBnenne onyoGrMKOBaHHbIX pPe3ynbTaToOB WCCMNEAOBAaHUA B YMOJTHOMOYEHHbIE OpraHbl
rocyapcTB-4YreHoB.

[epxartenio pernctpaunmoHHOro yAOCTOBEPEHNss pekoMeHAyeTcs nepefaTb UTOrOBYHO PYKOMUChH CTaTbu B
YMNONMHOMOYEHHbIE OpraHbl rocyAapCTB-YNEHOB, Ha TEppUTOPUM KOTOPLIX 3aperncTpupoBaH reKkapCTBEHHbIN
npenapaT, B Te4yeHne 2 Hedernb ¢ AaTtbl npuema nybnvkaunv B nsgaTenbcrse.



10.8. 3awmTa gaHHbIX

lepxaTenu perncTpauMoHHbIX YOOCTOBEPEHWIn U uccnegoBaTeny AoMmkHbl cobniodaTbh 3aKoHO4aTeNbCTBO
rocyapCTB-4fIeHOB, Ha TEPPUTOPUM KOTOPLIX NPOBOAWUTCS UCCNEAOBaHUE MO 3alUUTe NINYHBIX JaHHbIX NalUeHTOoB.
[epxaTtenb perucTpaunoHHbIX YOOCTOBEPEHUI fomkeH o6ecneunTb obGpallieHre U XpaHeHue Bcel MHdopmaLmm no
nccnenoBaHWIo TakuM 06pa3oM, YTOObl ee MOXKHO GbIfIo TOYHO coobLUaTh, MHTEPNPETMPOBaTb U BepudMLMPOBaTh.
B T0 e Bpems koH(MOEHUMANBbHOCTb AaHHbIX MEAULIMHCKMX KapT NaLUeHTOB He JoJhKHa ObiTh HapyLUeHa.

10.9. Cuctembl kKayecTBa, ayauTbl U NPOBEPKU

[epxatenb perncTpauuoHHOro yaocToBEpPeHUs AOMKeH obecnevnTb BbiNONHEHNE CBOMX 0DA3aTENbLCTB MO
¢apmMakoHaa30py B OTHOLLEHMM BbINOSTHEHUS UCCNEOoBaHMWS, a Takke o6ecneyuntb BO3MOXHOCTb ayauTa, NPoBEpPKU
1 Bepudukaumm gaHHon geareneHocTu. Jlloboe nameHeHve B AaHHbIX JOMKHO hrMKeMpoBaTbes, YTOObLI obecneunTs
npocnexuBaemMocTb. [lepxaTenb perncTtpauMoHHOro YyAOCTOBEPEHWUs OOfKeH obecneunTb MopaepxaHve B
3MNEeKTPOHHOM dhopmaTte aHanMTUYecKnx HabopoB AaHHbIX W CTaTUCTUYECKMX NpOorpamm, WCMOSb3yeMblX ON1s
reHepaumn AaHHbIX, BKIOYEHHbIX B UTOFOBbLIN OTYET MO MCCNEAOBaHMIO, a TakKe MX OOCTYMHOCTb ANns ayauTa U
NMPOBEPKMW.

10.10. BnimsiHme Ha cuctemy ynpasneHus puckamm

HeuHtepBeHuuoHHble TPUB (1, B uenom, nwoboe WHTEPBEHUMOHHOE WAW HEUHTEPBEHLMOHHOE
nocTperncTpaunoHHoe nccnegosaHe 6e3onacHoOCTM), NPoBOAUMbIE AN U3ydeHus npobnem no 6e3onacHOCTH, Kak
onuncaHo B [MYP, gomkHbl Bkmtodatbes B [MYP. NpoTokon ncenegosanHmsa gomkeH npynaratbes K [MYP.

B cnyyae ecnu IMYP otcytcTByeT, gomkeH ObiTb pa3paboTtaH Hoebi [TYP, Bkntovaowmn B cebs gaHHble
MOCTPEerncTpaumMoHHOro uccregoBaHusa 6esonacHocTn. Bo Bce cooTBeTcTBylOWwMe pasgensl M mogynu [1YP
BHOCSITCA COOTBETCTBYIOLUME M3MEHEHMS C Y4YeTOM MpOoBedEeHUs MWCCrneaoBaHus, BK4Yasd cneundukaumio
GesonacHocTu, nnaH hapmakoHaa3opa v niaH MMHUMU3aLUmn PUCKOB, a Takke 0630p Mep MMHMMM3AaLMKN puUcka.

10.11. MNMpoueaypa obs3aTenbHbIX MOCTPErNCTPALMOHHbBIX
nccrnegoBaHun 6e3onacHoOCTU

B rocymapcTtBax-uneHax npoBegeHne noCTperncTpaumoHHoro uccnegosanuns 6esonacHoctu (MPUB) moxer
ABNATLCS 006si3aTenbHbIM NPU OLEHKE NEepBOHAYanbHOM 3asiBKM Ha FOCYAapCTBEHHYK pervcTpaumio Unm Ha
NOCTPErncTpaLUmMoHHOM 3Tane, ecnm ectb 06eCnokoeHHOCTb (06OCHOBAHHOE 3JKCMEPTHOE MHEHME OTHOCUTENBHO
OTCYTCTBUS BaXkKHbIX AaHHbIX, XapakTepusyowmux npoduns 6e3onacHOCTU NeKapcTBEHHOMO Npenaparta, nonyyeHune
KOTOpbIX TpebyeT BbINONMHEHUS aKTUBHbIX METOAOB W3yyYeHusi 6e30nmacHOCTM MO NPUYMHE HEBO3MOXHOCTMU
Hagnexallero M3y4YeHust WM OLEeHKM pucka (PUCKOB) NpW MOMOLUM PYTMHHBIX MeTodoB hbapmakoHaasopa) B
OTHOLWEHMN Npodunst 6e3onacHOCTU 3aperncTpMpoBaHHOIO JlekapCTBEHHOro npenapata. [OaHHoe TpeboBaHue
YMONTHOMOYEHHOIO OpraHa [OJPKHO ObiTb Haanexawmm o6pa3oM 0060CHOBAHO AaHHbIMM OUEeHKM npoduns
6e3onacHoCcTU 1 3PPEKTUBHOCTHU, LOIMPKHO ObITh 3aPMKCUPOBAHO B MMCbMEHHOM BUAE W JOIMKHO BKMOYaTb 3a4ayuum
N BPEMEHHbIE paMK/M ModayM W NpoBedeHust uccrnefoBaHusi. TpeboBaHWe MOXEeT Takke BKM4YaTb B cebs
pekoMeHZaLMmn Mo KMoYeBbIM XapakTepUCTMKaM MCCNedoBaHus (Hanpumep, AM3alH MUccnenoBaHusi, YCroBWS,
BO34eNCTBUe, UCXoAbl, Lenesast nonynsuus). B yucno pekomeHayeMbix MeTo40B MOTyT BXOAUTb MeToAbl aKTUBHOMO
MOHUTOPUHIa (HanpumMep, MOHMTOPWHI Ha OnpefeneHHbIX KIUHWYEeCcKMX 6asax, peuenTypHbli MOHUTOPWHT,
perucTpbl), CpaBHUTENbHblE HabngaTenbHble HEWHTEPBEHLMOHHbIE WCCNeAoBaHuUs (Hanpumep, KoropTHoe
nccregoBaHne (MOHUTOPUHF), UCCNeAoBaHMEe TuMa CryyYan-KOHTPOSb, UCCeAoBaHWE CEepuMn CryvyaeB U UHbIE),
KNMHUYecKkne uccrneaoBaHus, nccnenoBaHnst notTpebneHus, dapmakosanuaemMmonormyeckne UccregoBaHmus.

B TeueHne 30 kaneHOapHbIX OHEW MOCME MOSyYeHMs1 MUCbMEHHOTO YBEOOMIIEHUS OT YMOJSIHOMOYEHHbIX
OopraHoB O Has3HayeHuu npoBedeHuss MNMPUB Ha nocTperMcTpauvoHHOM 3aTane AepxaTtenb PerncTpalyoHHOro
yOOCTOBEPEHUSI BNpaBe 3anpocuTb BO3MOXHOCTb NpeacTaBneHus B kadecTtBe MNMPUB nucbMeHHbIx HabnwoaeHuin
OTHOCUTENbHO ©6e30nNacHOCTM NEKapCTBEHHOrO cpeacTBa.  YMONHOMOYEHHbIE OpraHbl  FOCyAapCTB-YreHOB
ONpeaensaoT BPEMEHHbIE paMK/M Nepuopa, 3a KOTOpbI NpeAcTaBnsAwTcA Takue HabnogeHws. Ha ocHoBaHuu
aHanmM3a faHHbIX MUCbMEHHbIX HabMAeHU, NpeAcTaBeHHbIX AepXKaTeneM perncTpauMoHHOro yaoCcTOBEPEHUS,
YMNOSTHOMOYEHHBIV OpraH rocyaapcTBa-yneHa LOMMKEeH 0TO3BaTb UK NOATBEPAMUTL 00513aTENBCTBO.

10.12. KoHTponb 3a HEMHTEPBEHLMOHHbLIM NOCTPErncTpaLMoHHbLIMU
nccnegoBaHuAMM 6e3onacHoOCTH

10.12.1. Ponb 1 0653aHHOCTU AepxaTens perMcTpaunuoHHOro yaoCTOBEPEHNS.



Jdepxatenb perncTpaumoHHOro yOOCTOBEPEHUS HeCceT OTBETCTBEHHOCTb 3a obecneyeHne COOTBETCTBUSA
nccrnegoBaHns KpUTEPUSAM HEVMHTEPBEHLMOHHOTO UCCNEA0BaHMS.

HepxaTenb permcTpauuoHHOro yaoctoseperus B otHowweHun NMPUB pgomkeH o6ecneynTb BbINOIHEHWE CBOMX
0653aTenbcTB NO hapMakoHaA30py, a Takke BO3MOXHOCTb NPOBEAEHWS ero ayauTa, MPoBepKn 1 Bepudmkaumn.

10.12.2. YNONHOMOYEHHbIE OpraHbl rocy4apcTB-4S1eHOB.

Mocne nomnyyeHns pelueHns YNOSIHOMOYEHHbIX OPraHoOB O Ha3HayYeHUW NpoBedeHUss HEeUHTEPBEHLMOHHOIO
MPUB gepxaTtenb permcTpaumMoHHOro yA0CTOBEpPeHMs paspabaTbiBaeT NPOTOKON UCCreaoBaHUs U npeactasnseT
€ro B yMONMHOMOYEHHbIV OpraH rocyaapcTea-yneHa Ha paccmoTtpeHune. B Teyenne 60 kaneHgapHbix HeN OT gaTbl
npeacTaBneHns npoekTa MnpoToKona  YrNOfIHOMOYEHHbIM  OpraH rocygapcrBa-ynieHa cocTaBnsieT  oTBeT
OTHOCUTESBLHO:

YTBEPXXAEHUS NPOEKTa NPOTOKOMNa NCCNefoBaHus;

pekomMeHAaumMmn No BHECEHUIO U3MEHEHMWI B NPOTOKOM UCCNeaoBaHuWs;

OTKasa B cornacoBaHuy NPOTOKONa UCCNeA0BaHus;

yBeOOMNEHUs AepaTens perncTpaumoHHOro yaOCTOBEPEHUs, YTO UCCNedoBaHMe ABNSETCH KIMHUYECKUM
nccnegosaHviem, nognagarvwWwyM noa TpeboBaHus MeXayHapodHbIX AOroBOPOB M aKTOB, COCTaBMANLIMX NPaBO
Coto3a 1 3aKkoHOAAaTeNbCTBO rocyAapcTBa-yeHa B 06nactv NpoBeAeHWs KINMHNYECKMX UCCNeaoBaHWUN.

OTka3 pgorkeH BKMYvaTb noapobHoe 06OCHOBaHWE NPUYMH HECOOTBETCTBMSA B MOOOM M3 crnegyroLwmnx
cryyaes:

€cnn ecTb OCHOBaHWA mnonaratb, YTO MpoBedeHWe WCCedoBaHWs CnocobCTBYET MapKeTUHrOBOMY
NPOABWXEHNIO NEKapCTBEHHOro npenapara;

€CInun NNaH UCCNefoBaHMsA He NO3BOMSET BbIMONMHUTL 3a4a4v UCCNeaoBaHus.

WcecnepoBaHme MoXeT BbITb HA4aTo TOMLKO MNOCHE NMMCbMEHHOIO YyTBEPXAEHMS MPOTOKONA YNOTHOMOYEHHbIM
OpraHom rocygapcrsa-yneHa.

Mocne Havana nccnegoBaHWs Ntobble CyLLeCTBEHHbIE U3MEHEHUS B MPOTOKON NOAA0TCHA B YNONHOMOYEHHbIV
opraH rocygapctea-dfneHa [0 WX BBeAeHWS. YMNOMHOMOYEHHbIN OpraH rocygapctea-dneHa B TedeHune 30
KaneHaapHbIX AHeN nocne nogavn U3MeHeHWN K NnaHy UCCneaoBaHNs AOMMKEH BbIMOMHUTE OLEHKY 3TUX N3MEHEHWI
1 coobLWUTL AepXKaTernto perncTpaLroHHOro YA0CTOBEPEHNS 00 NX YTBEPXKAEHWUMN NN OTKIIOHEHUN.

Mo 3aBeplueHWM uccregoBaHUS AepXaTenb PervcTpauMoHHOro YAOCTOBEpEeHWs npedcTaBnseT WTOroBbiN
oTyeT 00 wuccnegoBaHWW, BKIOYAs pesloMe uccrnegoBaHus Ans nybnvkauun, B YNOMHOMOYEHHbIV OpraH
rocygapcrBa-4neHa Kak MOXHO ckopee, HO He no3gHee 365 kaneHgapHbix gHen (12 mecsueB) nocrne OKOHYaHMS
cbopa AaHHbIX, €CrnM YMNONHOMOYEHHbIM OpraHoM rocygapcTBa-uneHa He Obifio NpegocTaBfieHO MUCbMEHHOE
paspelleHne Ha yBenuyeHve nepuoga BpPeMEeHW Ans NpeacTaBneHus oTyeTa. YNONMHOMOYEHHbIM OpraHoMm
rocygapcTBa-yfieHa BbIMONHAETCA PacCCMOTPEHUE UTOrOBOro OT4eTa C NocneayoLwWmnM NnpeactasneHmem gepxarternto
PerncTpaumMoHHOro yAOCTOBEPEHUS pe3ynbTaToB OLEHKM oTyeTa, KOTopble MOryT BKMYaTb B TOM 4ucrne
OOMNONHUTENbHbIE BOMNPOCHI K AepXaTentio perncrpauuoHHoro ygoctoBepeHus. Mo pesdynbraty paccMoTpeHus
OoT4eTa U OLEHKM BO3MOXHOIO BMWSIHUS NOMYYEHHbIX AaHHbIX Ha COOTHOLWEHME "Nonb3a - PUCK" NeKapCTBEHHOro
npenapaTa ynofIHOMOYEHHbIN OpraH rocygapcrBa-yneHa AOSPKeH onpeaenuTb HeoBXo0AMMOCTb pekoMeHgauni no
BHECEHWUI0 U3MEHEHUI B CTaTyC perncrpauvu nekapCcTBEeHHOro npenapaTa, ero npumeHexHve nvubo onpepenvTb
HeobXoAMMOCTb MPUMEHEHNS MHbIX Hagnexawmx Mep C uenbio obecrnedyeHWs NPUMEHeHUs feKapcTBEHHOro
npenapaTa npv NpesbILLEHNN NOSb3bl HA4 PUCKOM.

11. MIHcbopMumpoBaHume no 6esonacHoCcTH
11.1. CTpyKTypbI 1 NpoLecchbl

11.1.1. 3agayn nHpopmmpoBaHna no GesonacHoOCTW.

NHdopmmposaHmne no 6e30nacHOCTU HanpaBreHo Ha:

a) npeAacTaBneHe CBOEBPEMEHHOM, Hay4yHO 060CHOBaHHOM MHAdOpMaLun no 6esonacHomMy u apHEKTUBHOMY
NCMOMb30BaHUIO NEKapCTBEHHbLIX NPenapaTos;

6) cogencTBue onNTMMM3auUMM MEOUUMHCKOM MpaKTUKM (B TOM 4YMCMe NPaKkTUKM CaMoneyeHus) npu
HeobxoamMmocTy;

B) N3MeHeHWe NoAXOA0B, CIIOXUBLUENCS MPaKTUKN U XapaKTepa UCNoNb30BaHNS NekapCTBEHHbLIX NpenapaTos;

r) NogaepXxKy AesTeNbHOCTU, CBA3AaHHOW C MMHUMMN3AUMEN PUCKOB;

A) copencTtBne MpUHATUMIO OBOCHOBAHHBIX PELUeHWA O pauMoHaNbHOM WCMONb30BaHWUM feKapCTBEHHbIX
npenapaTos.

MomyMO BbILLEYKa3aHHOrO, Hagnexawias wHgopmauma no 6e3onacHOCTM CNOCOBCTBYET YKPenneHuto
O0BepVs HaceneHus K perynsaTopHon cnucTeme.

11.1.2. MpuHuUnbl HPOPMUPOBaHUSA Mo 6e3onacHoCcTy.

CnepgyeT NnpyMeHATb criegyowme npyMHUunbl HHOPMUPOBaHUA no 6esonacHocTu:

a) HeobxoaAMMOCTb MHOPMUMPOBaHKS MO 6e30NacHOCTM paccmMaTpMBaeTCs NPU BbIMONIHEHUN AeATENbHOCTH



no cdapmakoHaa3opy M yrnpaBneHuio puckamun. JaHHbIN KOMAOHEHT AOMMKEH ABMAATBCA YacTbio npouecca OLEHKU
pucka;

0) HeobOxooumocTb obecneyeHus Hagnexallen KoopAuHauMuM OedATeNbHOCTU U B3anMOZeNCTBUS MeXay
pasfMYHbIMA  CTOPOHaMW, Y4YacTBYWOLWMMUM B CO34aHMM U obmeHe wHGopmauven no 6e3onacHocTu
(ynornHomo4eHHble opraHbl FrOCy4apCTB-UYIIEHOB, VHbIE FTOCY4APCTBEHHbIE OpraHbl U AepXaTenu perncTpaunoHHbIX
yOOCTOBEPEHUI);

B) HeOOXOOUMOCTb BKIMHOYEHUS B MHpopmauuto no 6e30MacHOCTU akTyarbHbIX, YETKUX, OOCTOBEPHbIX W
KOPPEKTHbIX CBEAEHWA AN nepefavv LeneBoW ayauTopuM B YCTaHOBIIEHHbIE CPOKM B LenAx obecnevyeHus
BO3MOXHOCTU NPUHATUS COOTBETCTBYIOLLUNX MEP;

r) HeobxoammocTb aganTtauum nHgopmaumm no 6e30nacHOCTM NyTeEM MCMOMb30BaHMS COOTBETCTBYHOLLENO
A3bIKa U C Y4E€TOM PasfnyHbIX YPOBHEN 3HAHUN 1 NOTPEBOHOCTM B MHDOpMaLUKN AN pasNUYHbIX LeneBbiX ayanTtopun
(Hanpumep, nauneHToB U pabOTHWKOB cdepbl 34paBOOXPAHEHUs), MPU YCMOBUU COXPAHEHUSI TOYHOCTM MU
COOTBETCTBMSA NepeaaBaemMomn nHgopmauuu;

4) Heo6xooMMOCTb NpeacTaBneHms MHGPOPMaLIMM O PUCKaX C Y4EeTOM OBLLIEN OLEHKM NONb3bl NIEKAPCTBEHHOMO
npenapaTa, BKMYaa [OOCTYMHbIE W akTyanbHble CBEOEHWS O Cepbe3HOCTU, CTEMeHU TAXKeCcTH, 4acTtoTe
HexenaTenbHbIX peakuni, pakTopax puUcka WX pasBuTUsS, BPEMEHM Hadana, obpaTtumocTn n, ecnm BO3MOXHO,
npeanonaraeMoM nepuoge BoCCTaHOBMEHUS;

€) WHdopmMupoBaHne no ©e3onacHOCTM AOMMKHO CMOCOOCTBOBATh pa3peLLeHn0 HeomnpedeneHHoCTen B
OaHHbIX No 6e3onacHocTN. OTO OCOOEHHO akTyarlbHO B Cryyae NosiBNEHWS HOBOW MHGOPMAaLIMK MPU BbINOSTHEHWN
YMONTHOMOYEHHbIMX OpraHamMy rocyAapcCTB-4YIEHOB Mpouedyp OUEHKM [AaHHbIX no 6Ge3onacHocTw. [lonbaa
NHOOPMNPOBAHMSA HA JAHHOM 3Tane AOoMmkHa BbITb COOTHECEHA C PUCKOM BO3HUKHOBEHUS OLLUMBKN, KOTOpas MOXeT
BO3HVKHYTb B Clny4ae, €Crnv MMeBLUMECs HeonpedeneHHble acnekTbl Npoduns He CMOrnu ObiTb Hagnexawum
006pa3oM pasbsCHEHDI;

X) B onpegeneHHbIX cnyvasx npv npeacraBneHun nHgopmMauumn no 6e3onacHoOCTM Heob6XoauUMO yunTbiBaThb
KOHKYpUpYloLmne pucku (Hanpumep, puck oTkasa OT fieveHus);

3) HeODXOAMMOCTb UCMOMb30BaHNs Hanbonee 060CHOBAHHbBIX KONMYECTBEHHbIX MOKa3aTenen Nnpy onucaHnm n
CPaBHEHWM PUCKOB (Hanpumep, nokasaTerlb He TONIbKO OTHOCUTEMbHBIX PUCKOB, HO U abCoNOTHBLIX puUckoB). [ns
CpPaBHEHWsI PUCKOB IPYNMbl AOMKHbI OblTb CXOA4HBI MO CBOUM XapakTepucTukam. Takke MoryT ObiTb MCNONb30BaHbI U
apyrme cnocobbl npenctaBneHuss uWHdopmauun (rpacmdeckoe npeacTaBneHMe OLEHKM PUCKOB U (Mnu)
COOTHOLLEHUA "Nonb3a - puck");

1) HeobXxoaMMOCTb NPOBEAEHMS MPEABApPUTENBHOIO KOHCYIbTUPOBAHWUS UMM TECTUPOBAHUS MEOULMHCKNX
paboTHMKOB MM NaLMEHTOB NPU NOAroTOBKE MHhOpMauun No 6e3onacHoCTn, B 0COOEHHOCTM B CrlyYae NOArOTOBKM
nHdOpMaLMmM No CROXHbIM Npobnemam;

K) uHdopmmnpoBaHme no HGe30nacHOCTM OOSMKHO BKMYAaTb MpeAcTaBrieHvne nocnegyowen nHhopmaummn
(Hanpumep, nocnegyloWMX M3MEHEHUN B peKoMeHpauusx, paspelweHus npobnembl no 6Ge3onacHocTw) (npwu
Heob6xooMMocTN);

n) BbINOMHEHWNE oueHKN adhPeKTMBHOCTM MHOPMUPOBaHMS No BezonacHocTh (Mpu HeobxoaumocTw);

M) COOTBETCTBME MHpopMauun no 6e3onacHOCTU TpeboBaHUAM O 3aLLMTe NepPCOHanbHbIX AaHHbIX.

11.1.3. Llenesble ayautopuu.

OcHOBHOWM UEeNeBoW ayauTopueln, Ha KOTOpPYyl HanpaereHo WMHOpPMMpoBaHMEe Mo Ge3onacHoCTw,
OCYyLLeCTBMNSIEMOE  YMNOMHOMOYEHHBIMX  OpraHamMu rocyAapCTB-YNEeHOB U AepXaTtensMmy  perncTpaumoHHbIX
yOOCTOBEPEHU, SABMSIOTCA pabOTHUKM CUCTEMbI 30PaBOOXPAHEHWUs W MNaUWMEHTbl, KOTOpble WCMONb3YHT
nekapcTBeHHble npenapaTbl.

KnioueBylo ponb B OCHOBHOW LeMNeBOW ayauTopum wurparoT paboTHWKM CUCTEMbl 30paBOOXPaHEHus.
OdbdekTnBHOE MHDOPMMPOBaHUE MO Ge30nacHOCTM NeKapCTBEHHbIX NpenapaTtoB MO3BOMSEeT WM MPOBOAUTH
dapmakoTepanuio ¢ y4eToM Hambonee akTyanbHbIX CBeAeHUN No 6e30nacHOCTM U BbipaboTaHHbIX pekoMeHgauun,
a Tawkke NpeAcTaBnsATb NOHATHbIE U NOMEe3Hble CBeAEeHUs naumeHTam, cnocobcTBys obecneveHno GesonacHocTH
NauMeHTOB ¥ NOBLILLEHWIO X JOBEPUS K PEryNATOPHON CUCTEME U CUCTEME 34PaBOOXPaHEHMS.

CpegctBa MaccoBov MHOpMauUUM Takke SBRAIOTCA LeneBon ayauTopuen Ansg uWHgopmauum no
6e3onacHocT. CnocobHOCTL CPEeACTB MacCcoBOW MHAOPMaLMU OXBaTbiBaTb NAUMEHTOB, pabOTHMKOB CUCTEMBI
3[paBoOXpPaHEeHNs N LUMPOKME CIIOM HaceneHns ABMNseTCs BaXHbIM (pakToOpoOM pacnpoCcTpaHeHUs HOBOW M BaXXHOW
nHGOpMaL MM O NekapCTBEHHbIX MpenapaTtax. PacnpoctpaHeHne nHgopMauumn no 6e3onacHoCTn Yepes cpeacTea
MaccOBOM MHGOPMaLMN OKasbiBaeT BUSIHUE Ha OOLLECTBEHHOE BOCMPUATME, MOSTOMY BaXKHO, YTOObI cpeacTBa
MaccoBOW MWHcpopMauum nomnyyYanu wuHgopmaumio no 6e3onacHOCTM HENoCPeACTBEHHO OT YMONTHOMOYEHHbIX
OpraHoB rocygapCTB-UYieHOB B AOMOMHEHWE K TON MHopMauun, KOTOPYKO OHM MOMy4YalT M3 APYrMX MCTOYHUKOB
(Hanpumep, OT AepxaTenen perncTpaumoHHbIX YA0CTOBEPEHUN).

11.1.4. CogepxxaHue nHopmauum no 6esonacHocTu.

lMprHUMasa BO BHUMaHWE NPUHLNMLI, U3NOXEHHbIe B noanyHkTe 11.1.2 HacTosawmx MNpasun, nHdopmaumsa no
Ge3onacHoOCTW, JOIMKHA cogepaTb:

a) NosBNSALINECH BaXHble CBeAeHus O NoboM 3aperncTtpMpoBaHHOM fieKapCTBEHHOM npenapaTte, KOoTopble



0OKasblBalOT BMWSHWE Ha COOTHOLWLEHWE "nonb3a - pucka" nekapCcTBEHHOro npenapata npu MobbiX YCnoBuAX
NPUMEHEHUS;

0) NpWYMHBI MHMUUKMPOBaHMA MNpoueaypbl MHAPOPMUPOBaHUSA MO GEe30MacHOCTU B MOHSATHOW AN LIeneBoun
ayauTopumn dopme;

B) HeoOxoauMble pekomeHdaumn Ans paboTHUKOB CUCTEMbl 30paBOOXPAHEHUS] U NALMEHTOB, CBS3aHHbIE C
npo6riemon no 6e30nacHOCTH, B OTHOLLEHMM KOTOPOK BbINOMHAETCA MH(POPMMPOBAHNE;

) yKasaHvne Ha cornawleHve Mexay AepXaTeneM permcTpauvoHHOro yAOCTOBEPEHUSA U YMONTHOMOYEHHbIM
OpraHom rocygapcTBa-ysieHa o npeactaBneHMn nHgopmaumm no 6esonacHocTv (NpyM HEOOXOAMMOCTHW);

4) cBeaeHnst 060 Bcex NpeaniokeHHbIX UI3MEHEHUAX B MHCOpMaLIMM O NekapCcTBEHHOM npenapaTe (HanpuMmep,
B OXJIM nnn AMI (J11B));

e) ©bubnuorpamyeckum CAMCOK WM CCbIKU Ha WCTOYHWUKW, rOAe MOXHO HauTu 6onee nogpobGHyto
NMHOPMAaLIMIO O KOHKPETHOM acnekte 6e30nacHOCTK, yKkazaHHOMY B MHDOPMUPOBAHMU NO Be3onacHoOCTY;

X) HanoMuHaHMe O HeobxoaMMocTn coobwaTe O MNoJOo3peBaeMblX HexenaTerbHbIX peakumsx B
YMONTHOMOYEHHbIW OpraH rocyaapcTea-v4neHa Yepes HaunoHanbHy CUCTEMY CMIOHTAHHOIO PenopTUPOBaHUS.

Wudopmauus no 6GesonacHocTM He [JoMkHa BBOAWTbL B 3abnyxaeHve n JofkHa ObiTb npeacTaBreHa
06bekTnBHO. MHdopmauma no 6e3onacHOCTM He AofkHa codepXaTb Kakux-nmbo maTepuanoB U COOOLLEHMHN,
KOTOpble MOryT MpeAcTaBnsATb COOOM peknamy W WHYyK WHAOPMaLUMio, HamnpaBfiEHHYKD Ha MpOOBWXEHUE
nekapcTBeHHOro npenapara.

11.1.5. Cnocobbl MHOPpMUPOBAHUS MO 6e30NacHOCTH.

Mpu BbINONHEHUN WHOPMUPOBaAHMA MO Ge3onacHOCTM HeoOXOAMMO MCMONb30BaTb BECb CMEKTP
pa3HoobpasHbIX cpeAcTB nepegayn nHdopMaumn Ans SOCTUXEHUS LeneBbiX ayauToOpun M yOooOBMETBOPEHUS KX
pacTywmux notpebHocTen. PasnuyHble cpeactBa KOMMYHMKaUMM W KaHanbl nepejayn vHOpMauummn, KoTopble
cnegyeT ncnonb3oBaTth, NOAPO6GHO paccMaTpuBaroTca Hke B nognyHkrax 11.1.5.1 - 11.1.5.5.

11.1.5.1. HenocpeacteeHHOe obpalueHne Kk paboTHUKaM CMCTEMbI 34PaBOOXPaHEHUS.

Moa HenocpeAcTBeHHbIM obpalleHemM K paboTHMKaM cUcTeMbl 30paBoOXpaHeHns B HacToawmx MNpasunax
nogpasymeBaeTcs npeacTaBrieHne gepxaTtensamu pernctpaumMoHHbIX YAOCTOBEPEHUN WU YNOSTHOMOYEHHbIMU
opraHamu rocygapCTB-UNEeHOB BaXXHOW WHAOpMaumMm no 6e3onacHOCTM HanpsiMyld paboTHUKaM CUCTEMbI
3[paBOOXpPaHEHUs C Lemnblo COoobLeHMS MM O HeobXoOAMMOCTM COBEpPLUEHUSA OMNpPeAeneHHbiX AENCTBUA Unu
ajanTtaumm MX MNPakTUKM B OTHOLUEHWM FfEeKapCTBEHHOro npenapata B COOTBETCTBUMM C HOBbIMW [aHHbLIMU MO
6e3onacHocTy.

HenocpenctBeHHoe obpalleHne Kk paboTHMKaAM CUCTEMbl 34PaBOOXPAHEHUS He SABMSIeTCS OTBETOM Ha
BONPOCbl pPabOTHMKOB CUCTEMbl 34paBoOXpaHeHus nubo yyebHbiMM MaTepvanamu B pamMKax PYTUHHON
AeAaTenbHOCT N0 MUHUMU3aLUUK PUCKOB.

Paspabotka uWHMOpMaUMOHHOrO MaTepvana ang HenocpeacTBEeHHOro obpalleHunss npegnonaraet
COTPYOHMYECTBO Mexay [AepXaTenem perncrpalmoHHOro YAOCTOBEPEHUS W YNOMHOMOYEHHbIM  OpraHoMm
rocygapcrea-yneHa.

Jepxatenb perucTpaumoHHOrO YAOCTOBEPEHWs [OIDKeH nonyy4ntb ogobpeHne COOTBETCTBYIOLLErO
YNOMHOMOYEHHOr0 OpraHa rocyaapcrBa-yrieHa B 4acTu codepxaHus WHGOpMauMOHHOro MaTepuana Ans
HenocpeacTBEHHOro obpalleHuns kK paboTHUKAM CUCTEMBI 34paBOOXPAHEHUS U NnaHa MHPOPMUPOBAHMS.

CornacoBaHue Mexay YMorTHOMOYEHHLIM OpraHoM rocygapcTBa-ufieHa U gepxaTenem pernctpaunoHHOro
yOOCTOBEPEHUS] [OOMKHO OblTb 3aBepLIeHO [0 Havana pacnpocTpaHeHusl AepXaTenem perncTpalyoHHOro
yOOCTOBEPEHUS UHPOPMALIMOHHBIX MaTepuanos.

OpobpeHne ynonHOMOYEHHOTO oOpraHa rocydapcTBa-ynieHa [AOMKHO ObiTb MOMyYEeHO B  OTHOLUEHWUU
copepXaHusa niopmMauumn 1 nnaHa MHPOPMMPOBaHMS, BKIOYas LEeNeByo ayantopuio 1 rpaduk pacnpocTpaHeHns
NMHpopmaunu.

Hepxartento pernctpaumoHHOro yaocToBepeHUs HeobXOAMMO BbiAENUTb He MeHee 2 paboumx gHen ons
npeacTaBneHns KOMMEHTapMEB Ha 3aMedYaHns YNOSTHOMOYEHHOMO OpraHa rocyapcTBa-yrieHa B 4acTu cogepXaHus
NMH(OPMALIMOHHOIO MaTepuana unu nnaHa MHPOPMMPOBaHMS.

B cnyyae Heo6xoaMMOCTM Ha JaHHYO Npoueaypy MOXeT ObiTb BblgeneHo 6onbLue BpeMeHM Mo YCMOTPEHMIO
YMONTHOMOYEHHOMO OpraHa rocyfapcTBa-yreHa, Cpoku MoryT ObiTb aganTUpoBaHbl C yHETOM CPOYHOCTM CUTyauun.

Mpy HanUMuUMM HECKOMbKMX AepxaTenen perncTpaLMoHHbIX YOOCTOBEPEHUIA HA OQHO U TO Xe AelcTByloLlee
BELLECTBO, ANs KOTOPOro HeobXoAMMO BbINYCTUTL MHGOpPMauulo Ans HEeNoCpeACTBEHHOro obpalleHus K
paboTHWKaM CUCTEMBI 30PaBOOXPAHEHUS], COODLLIEHNE AOMKHO HOCUTbL €A4MHbINA COMNMAacoOBaHHLIN XapakTep.

Mpu nogrotoBke MWHpopMauuM [ns HenocpeacTBEHHOrO obpalleHusi pekoMeHOyeTcsl npuBriekaTb B
COOTBETCTBYIOLUMX Cly4asx opraHu3auun 3gpaBoOXpPaHEeHUss UNn Hay4vHble oblecTBa, YTOObl rapaHTUpoBaTh, YTO
npeacTasnsiemasi MM nHgopmauusa 6ygeT nonesHom 1 aganTMpoBaHHONM OIS LeneBov ayauTopun.

11.1.5.1.1. HenocpenctBeHHoe obpalieHne kK paboTHMKaM CUCTEMbI 30PaBOOXPaHEHNS MOXET BbICTyNaThb B
KayecTBe OOMOMHUTENbHBIX Mep MUHUMM3auun puckos MYP.

Wudopmauus ans HenmocpeacTBEHHOro ob6palleHuss K paboTHMKamM CUCTEMbl 34pPaBOOXPAHEHUSA AOKHa
pacnpoCcTpaHATbLCA MPU HeOBXOANMOCTU MPUHATUS HEOTIIOXKHBIX MEP UMM N3MEHEHUS CYLLECTBYIOLEN NPaKTUKA B



OTHOLLEHMWN NEeKapCTBEHHOrO Npenapara B Cneaywmx criyyasx:

a) NpUYOCTaHOBKa WNN aHHYNMPOBaHMe YOOCTOBEPEHUS O rOCYAapCTBEHHOW peructpaumm, obycrnoBrneHHOn
N3MeHeHnsMmM Npoduns 6e3onacHOCT NeKkapCTBEHHOMO Npenapara;

0) BaxHOe W3MEHEHMEe B peKkoMeHAauusx MO MNPUMEHEHUI0 JeKapCTBEHHOrO Mpenapata Mo Mpu4MHe
OrpaHnYeHus nokasaHui K NpUMEHEHUI0, HOBOro MPOTMBOMOKa3aHUSA UMM U3MEHEHUA B peKoMeHAyeMblxX [o3aXx,
0bycnoBneHHbIe n3MeHeHneM nNpodunst 6e3onacHOCTH NekapCTBEHHOMO Npenapara;

B) OrpaHU4eHust B JOCTYNMHOCTW WM NMpeKpalleHne NpousBoACcTBa NEKapCTBEHHOMO npenapaTta, YTo MOXeT
HebnaronpusATHO cKa3aTbCsl HA CUCTEME OKa3aHWs MeOULIMHCKOWN MOMOLLIM.

11.1.5.1.2. CuTyauuun, npu KOTOpbIX [OJBKHA paccMaTpuBaTbCs HeOBXOoAMMOCTb HemnocpencTBEHHOro
obpalleHns k paboTHMKaM CUCTEMBI 34paBOOXPaHEHUS:

a) nosiBNeHWe B peKoMeHdauusx Mo MPUMEHEHUI0 FNEeKapCTBEHHOrO rMpenapara HOBbIX BaXKHbIX
npeaocTepeXeHnn Unm ocobbix ykasaHuii;

0) HOBble AaHHble O BbISIBNIEHWN paHee HEeU3BEeCTHOro puCKa, a Takke WU3MEHEHWs 4acToTbl NN CTENneHu
TSXKECTU M3BECTHOMO PUCKA;

B) nosBreHne OOOCHOBaHHbIX [AaHHbIX O TOM, YTO JleKapCTBEHHbLIN npenapaTt SBMASETCA He CTonb
3a(pPeKTUBHLIM, Kak cYMTaNOCh paHee;

r) HOBblE peKOMEHAALMM NO NpeaoTBpaLLEHNIO Pa3BUTUS, UKW KYNMPOBAHMWIO HeXenaTenbHbIX peakumi nmbo
3r10ynoTpebreHni, NN CHKEHNIO pUCKa MeANLIMHCKNX OWnBOK;

4) VHcpopmMauus no pesynbTaTtam NOCTOSIHHOW OLIEHKM BaXKHbIX MOTEHLMAlNbHbIX PUCKOB, AOCTYMNHbIE AaHHbIE
MO KOTOPbIM Ha onpefeneHHbIi MOMEHT ABMSIOTCA HEAOCTATOYHbIMU ANt NPUHSTUSE PETYNATOPHBIX Mep (B 3TOM
crnyyae HenocpeacTBeHHoe obpalleHve [OIMKHO COoAeVCTBOBaTb TLLATENbHOMY MOHUTOPWMHIY npobnembl no
6e30nacHOCTV B KIMHUYECKOW NpPaKkTuke, MpeacTaBMeHU0 COOBLLEHMN O HexenaTemnbHbIX peakuusx, a Takke
NHOPMUPOBATL O Mepax MUHUMU3ALMM NOTEHLNANBHOIO pUckKa).

YNONMHOMOYEHHbIN ~ OpraH  rocygapcTBa-ynieHa  BrpaBe  pacnpocTpaHuTb  uHdopmaumio  Ans
HenocpeacTBEHHOro obpaleHns Kk paboTHMKaM CcucTeMbl 34paBOOXPaAHEHMS WNKU  3anpocuTb  AepxaTens
perncTpaumoHHOro yAOCTOBEPEHUA MNoAroToBUTb, CorfacoBatb W pacnpocTpaHuTb  UHQopmaumoo  Ans
HenocpeacTBeHHOro obpalleHns K paboTHMKaM CUCTEMbl 34paBOOXPaHEHUSA B cryvyae, €criv YNoJIHOMOYEHHbIV
opraH rocygapcTBa-YfieHa cuMTaeT 37O HeobxooumbiM AN ganbHenwero 6esonacHoro M 3deKTMBHOIO
MCNONb30BaHUA NeKkapcTBEHHOro npenapara.

YNONMHOMOYEHHbIE  OpraHbl  rOCy4apCTB-YNEHOB  BrpaBe OnyOnvKoBaTb  OKOHYaTENbHbIA  BapuaHT
MH(OPMALIMOHHOIo MaTepuana Ans HenocpeacTBEHHOrO obpalleHnst K paboTHMKaM CUCTEMbI 34paBOOXPaHEHUS.
YNOMHOMOY€EHHbIE OpraHbl OCYAapCTB-YMIEHOB MOryT Takke BbiMyCckaTb [OMOMHUTENbHOEe cooblieHne no
6esonacHocTy (Npy HEOBXoaMMOCTHN) U pacnPoOCTPaHATb UHOPMALMOHHBIN MaTepuan Cpeau COOTBETCTBYHOLLMX
opraHm3aumi u paboTHNKOB CUCTEMbI 34PaBOOXPAHEHMS.

11.1.5.2. Undopmaumsa ans HecneumanucTos.

MHdopmMauunoHHbIi MaTepuarn, HanucaHHbI MPOCTbIM  (HenpodeccnoHanbHbIM) S3bIKOM  (Hanpumep, B
dopmarte BOMPOCOB M OTBETOB), NOMOraeT MNauMeHTaM W HaceneHut pas3obpaTbCad B HayYHbIX AaHHbIX U
perynsTopHbIX Mepax, kacatowuxcsa npobnem no 6e3onacHocTy.

[okymeHTbl Ha HenpodeccuoHanbHOM A3blke  OOMKHbI — codepXaTb  pekoMeHZauunm U coBeTbl
YMONTHOMOYEHHbIX OPraHoOB rocyapCTB-YNEHOB MO MUHUMM3ALMN PUCKOB AMA NaLMEHTOB U pabOTHUKOB CUCTEMbI
3[paBOOXPAHEHUS B OTHOLUEHUM NpPOONEeM, CBA3aHHbIX C 06e30MacHOCTbIO, M OOMKHbI  COMPOBOXAATbCS
COOTBETCTBYIOLLEN CIPaBOYHON MHOpMaLMen.

YNONMHOMOYEHHbIE OpraHbl roCygapCTB-YNIEHOB pasMellaloT MHAOopMauui Ans  HecneumanucTtoB  Ha
MEeOMUMHCKUX WHTepHeT-nopTanax rocy4apCTB-YNeHOB M MOryT AOMOfHMTENbHO pacrnpoCTpaHsaTb UX cpeaun
COOTBETCTBYIOLLMX CTOPOH, Hanpumep, NaumMeHToB 1 OpraHM3auni 3paBoOXpPaHEHUs.

PekomeHayeTcs npvBnekaTb NauMeHToB U pabOTHUKOB CUCTEMbI 34paBOOXPaHEHMS K y4acTUO B mpouecce
MOAroTOBKM AOKYMEHTOB Ha HenpodeccnoHanbHOM HA3blke, 4YTOObI rapaHTMpoBaTb, YTO MpeAcTaBnsemas MMu
nHcpopmaums ByaeT None3Hon u aganTMpoOBaHHOW ANA LieNneBon ayautopuu.

11.1.5.3. UHdbopmaums B npecce.

K nHdopmaumu, pasmellaemMo B npecce, OTHOCATCA Mpecc-pennsbl U npecc-koHdepeHumn, KoTopble B
nepByto oyepedb NpeaHasHayeHbl Ans XypHanucToB.

YnonHoMo4eHHble opraHbl rocyapCTB-4NIeHOB MOryT HanpaBnsaTh NPEeCcC-penn3abl HanNpsMyio XXypHanmcTam B
JOMNOMHEHMe K UX pasMeLleHMo Ha canTax YNONHOMOYEHHbIX OpraHoB rOCy[4apCTB-UMEHOB, YTO MO3BONUT
XypHanuctam Hanpsmylo nonyvyuTb UHQOpMaLmio, KOTopas COOTBETCTBYET HayyHOW OLeHKe YMOMHOMOYEHHOro
opraHa rocygapcTtBa-uneHa. BsaumopgenicteBue co CMU aBnsieTca BaxHbIM crnocobom oxBaTa Gonee LUMpPOKON
ayavTopuu, a Takke CnocoBCTBYET YKPeneHno JOBEPUS K PErYNSTOPHON CUCTEME.

Hepxatenu perucTpaumoHHbIX YAOCTOBEPEHWA MOryT MOArOTOBWUTbL M onybnukoBaTb Mpecc-penns c
npegcraBneHnem CBOen no3vuum no npobrneme, cBA3aHHOM ¢ 6€30NacHOCTBLIO, HO OHW AOIDKHBI COAEPXKaTb CCbIKM
Ha BCe perynsaTopHble Mepbl, NPUHMMaeMble YNONTHOMOYEHHbBIM OPraHOM rocyAapcTB-yneHoB. COOTBETCTBYOLME
BbINMOSIHAEMbIE 0030pbl  JOIMKHbI OblTb  yKaszaHbl B nobon MHGOpMauunM, npeacTaBnaAemMon aepxarenem



perncTpaumMoHHOro yaoCTOBEPEHMS.

MockonbKy npecc-penusbl, TOMUMO >XYPHANMCTOB, MOTYT BblTb NPOYUTaHbI APYrMMU YuTaTensamMmu (Hanpuvep,
paboTHMKaMN CUCTEMbI 30PaBOOXPAHEHUs, MauUeHTaMu M LUMPOKOW ayauTopuen), B HUX HeobxoauMmo adenaTb
CCbINIKYy Ha UH(OPMAaLMOHHbBIE MaTepwuarbl, UMetoLLe OTHOLLEHWE K JaHHOW Nnpobneme no 6e3onacHocTu. B cniyyasix
€Cnv TOTOBUTCSA Takke HEeNnocpeAacTBeHHOoe obpalleHne K paboTHMKam CUCTEMbl 30paBOOXPaHEHUs], criegyet
obecneuntb uHGPOPMUPOBaHME pPabOTHMKOB CUCTEMbI 34paBOOXpaHeHus, nnbo p[o nybnukauun, nmbGo
O[HOBpPEMEHHO C nybnvKaumMen wunm pacnpocTpaHeHWeM Mpecc-penus3a, 4Tobbl NpPeaocTaBUTb BO3MOXHOCTb
MeaNLMHCKUM paboTHMKaM ObiTb NOATOTOBINEHHBIMY K OTBETAM Ha BOMPOCHI NaLMEHTOB.

B cnyyae ecnu npobnema no 6e3onacHOCTN NPeacTaBnsieT NOBbILEHHbIN MHTEPEC ANs CPeACTB MacCOBOW
nHcpopmaumm nnbo B cryvyae He0H6XOAMMOCTUN AOBEAEHMS OO HACENEHUA MHOrOMMaHoBOW U CNOXHOW NHGOpMaLLmMm
Mo BaXXKHOMY AN 300pOBbS HacerneHws BONpocCy, YNONHOMOYEHHbIMW OpraHamMun rocyaapCTB-UNIEHOB B KayecTse
adhdeKkTMBHOro mMetoda WHGOPMUMPOBaHUS OBLLECTBEHHOCTM MOXeET ObiTb pacCMOTPEH BOMPOC MNpPOBEAEHUS
npecc-koHEePEHLNN C XKypHanNuUcTamu.

11.1.5.4. Beb-canr.

Beb-cant npeacrtaBnsaeT cobo BaXHbI UHCTPYMEHT MHAPOPMMUPOBAHUSA HaceneHus (BKMoYas NauueHToB U
pabOTHMKOB CUCTEMbI 34pPaBOOXPaHEHMs1). YNONMHOMOYEHHbIE OpraHbl rOCyAapCTB-YIIEHOB, a Takke AepxaTtenwu
perncTpauMoHHbIX YOOCTOBEPEHMIN [AOIMKHbI rapaHTUpPOBaTb, YTO BakHas uWHgopMauus no 6e3onacHocTy,
pasMelleHHas Ha KOHTpPONupyembix MMn Beb-canTax, OyaeT nerkogoCTymHOW WM MOHATHOM MNONb30BaTENsIM.
MHdopMaumsa Ha canTax JOorkHa MOCTOSHHO OOHOBMATLCA, a Nnobdas yctapeBlwas nHdopmaums OomkHa ObiTb
OTMeYeHa COOTBETCTBYIOLLMM 06pa3oM unu yganeHa.

11.1.5.5. pyrne cpeacrea MHTEPHET-KOMMYHUKaLNNA.

WNudopmauus no BesonacHocTn MoXeT TaKke pacnpoCcTpaHATLCS B
NHOOPMALIMOHHO-TENEKOMMYHUKaLMoHHon cetn  "MHTepHeT" nocpeactBoM Apyrux Beb-npunoxeHwun. [pu
ncrnonb3oBaHumM bornee HOBbIX, BbICOKOCKOPOCTHbLIX KAHaroB CBA3N crieayeT NpuHATL Heobxoanmble Mepbl, YTObbI He
AONyCTUTb HapyleHus TOYHOCTW nepegaBaemMon WHgopmauun. B KOMMyHVMKaAUWMOHHOW npakTuke crneayet
yuuTbIBaTb MOSABNAIOLWLMECH HOBble CpeacTBa KOMMYHMKaUUKW, WUCNONb3yeMble  pPasfuMyHbiMU - LiefneBbiMU
ayauTopusimu.

11.1.5.6. HdopMaLMOHHbIE NUCbMa U BHONNETEHM.

MHdopmauunoHHble nucbma u OlonneTeHn npedHasHayeHbl ANs PerynspHoro npeacTaBfieHUus HOBOW
MHGOPMAaLIMKM O NeKapCTBEHHbIX Npenapartax u ux 6esonacHocTu U apdeKkTMBHOCTU. C MOMOLLBIO 3TUX MEXaHU3MOB
MHOPMMNPOBAHUS  YMOJNITHOMOYEHHbIE OpraHbl OCY4apCTB-YSIEHOB MOMyT OXBaTWTb OOnbLUylo  ayauTopuio,
ncnonb3ys Be6-npunoxeHns n gpyrne 4OCTynHble cpeacTaa.

11.1.5.7. BsaumogemncTame Mexay ynosHOMOYEHHbIMU OpraHaMm rocy4apCcTB-4reHOB.

Mpy NPUHATUM OQHUM M3 YNONHOMOYEHHbIX OPraHOB rOCYAapCTB-YNIEHOB Mep PEerynsTopHOro xapakrepa B
OTHOLWLEHWU onpedeneHHon npobnembl 6€30MacHOCTU Yy APYrMX YNONHOMOYEHHbIX OPraHoOB roCyAapCTB-YNeHOB
MOXeT BO3HWKHYTb HE0BXOONMMOCTb OTBEYaTb Ha 3anpocCkl N obmMeHnBaTbCa MHpOpMaLuer Mo 3TOMyY e BOMpocy.
PekomeHayeTCcss MCMNONb30BaTb MEXPErynaTopHble MH(OpMaunoHHble MaTtepuansl B ¢GopMe [OKYMEHTOB,
NOArOTOBIIEHHbLIX YNOMHOMOYEHHBIM OPraHOM rocyfapcTBa-yrieHa, B NOMOLLb CBOMM Kornneram Afs OTBETOB Ha
BHELLHWe 3anpockl unn obmeHa nHdopMaLmen No KOHKpeTHOM Npobrneme nNo 6e3onacHoOCTy.

11.1.5.8. OTBeTbI Ha 3anpoCkl HAaceneHus.

YNonHoMo4YeHHble OpraHbl rocyapCTB-UNIeHOB W AepXaTenn perucTpauuoHHbIX YOOCTOBEPEHUN AOMKHbI
pacnonaratb OEWCTBYIOLMMKM CUCTEMaMX pearMpoBaHWUs Ha 3anpocbl OTAENbHbIX rpaxadaH O feKapCTBEHHbIX
npenapaTax. OTBETbI AOMKHbI coaepKaTb MHpOpMaLnIO, HaXOASALYIOCS B OTKPbITOM JOCTYNe, 1 BkNoYaTb B cebs
COOTBETCTBYIOLUME pEKOMEHAALMN ANS NauMeHTOB M paboTHMKOB CMCTEMbI 34paBOOXPaHEHUs, NpeacTaBeHHble
YMOSTHOMOYEHHbLIMW OpraHamun rocygapcTB-4neHoB. Ecnm BONpock! kacaloTcs KOHCYNbTauun No MHAMBUAYaNbHOMY
neyeHuo, NaumeHTy cnegyeTt NOpekoMeHAoBaTb 00paTUTLCH K creumanucTaMm CUCTEMbl 30pPaBOOXPaHEHNs.

11.1.5.9. pyrvne cpencrtea nepegaydv nHopmaumn.

Kpome paccMOTpeHHbIX Bbille cnocoboB MHPOPMUPOBaHUS, CYLLECTBYIOT APYrne UHCTPYMEHTbI U KaHarnbl
nepegayn wuHdopmaumm no 6OesonacHoCcTU (Hampumep, MybnvMkaumMM B HayYHbIX XypHanax W XypHanax
npodeccroHanbHbIX opraHu3auunn).

HekoTopble MHCTPYMEHTbI U CNocoObl MHPOPMUPOBAHMA MOTYT UCMOMb30BaTbCA B 0bnacTu ynpaeneHus
puckamu, MeponpuaTMS MO  MUHMMM3AUMW PUCKOB YacTo BKMOYaKT B cebsa cneuvanbHble MporpaMmel
WHPOPMUNPOBAHNS O pUCKax. IHCTPYMEHTbI, UCNOMb3yeMble B 3TUX NporpaMmax, Takue Kak namsaTkv Ans nauneHToB
unu pykoBoacTea no 6e3onacHocTu Anst paboTHUKOB CUCTEMbI 34paBOOXPaHEHUS, pacCMaTpuBatoTCsi B pasgene 12
HacTosawmx MNpasun.

11.1.6. 3bdhekTUBHOCTL UHPOpMaLMK No 6e3onacHoOCTH.

Nudopmauus no 6e3onacHocTM cuntaeTcs apPeKTMBHON, ecnm nepegaBaemMoe coobLleHne NprHMMaeTcs 1
NMOHUMAaETCS LeneBov ayauTopuen Tak, kak 9To 6bIno 3agymaHo, v uenesasi ayautopus pearmpyeT Ha MHdopmaumio
NPUHATUEM COOTBETCTBYHOLWNX Mep. [na oueHkn 3PPEKTUBHOCTM UHDOPMaLMU  OOMKHbl  NPUMEHATHCS
COOTBETCTBYIOLLME MEXaHM3MbI, OCHOBAHHbIE HA YeTKUX napameTpax (nokasarensx). Ha ocHoBaHWM BbINONIHEHHOW



OLEeHKN 3PEKTUBHOCTU A0MKHbI BbITb cAenaHbl BbiBOAbI, OnpeaeneHbl NpuopuTeThl B OTHOLLEHUN AanbHenLen
OeaTenbHOCTU NO MHOPMUPOBAHMIO, a Takke Npu HeobXxoAMMOCTM BbINOMHEHa ajanTtaunst MHCTPYMEHTOB U
MPaKkTUKN B HamnpaBfieHMU COOTBETCTBUSI MOTPEOHOCTAM LeneBow aygutopun. [ns ycTaHOBNEHMS COOTBETCTBUS
nHcpopmaumm no 6esonacHoctn TpeboBaHusiM nognyHkta 11.1.2 Hactoswux [MpaBun crnegyeT MCMNONb30BaTb
MOOXOA, OCHOBaHHbLI Ha uccnegoBaHuu. [lpy NpYMMEHEHWM AaHHOro MnoAaxoda MOryT ObiTb COMOCTaBIIEHbI
pasnu4yHble pesynbTaTbl, B TOM YMCie NoBeAeHNE, OTHOLIEHUS U 3HAHUS.

HepxaTtenu permcTpauuoHHbIX YAOCTOBEPEHUI HECYT OTBETCTBEHHOCTb 3a OLIEHKY 3h(EKTMBHOCTU NPAMOro
MHOPMNPOBAHMSA MEOULMHCKMX paboTHMKOB no npobrnemam 6GesonacHocTw. [epxatenu perncrpauyoHHbIX
YOOCTOBEPEHUN AOMKHbI  MHAOPMUPOBATL YNONIHOMOYEHHbIE OpraHbl rOCY4APCTB-YNEHOB O  MOMyYEHHbIX
pesynbTtatax OueHKU 3(PPEKTUBHOCTU MPSAMOro MHPOPMUPOBAHUS, a TakkKe IoObIX BbISBMEHHbIX TPYAHOCTHAX
(Hanpumep, npobnemax CcO CNMCKOM nonyyaTenem wunu Ccpokamum W MexaHu3MamMy pacnpoCcTpaHeHus).
CooTBeTCTBYIOLLME KOPPEKTMPOBOYHbIE U NpeaynpeauTenbHble Mepbl AOMKHbI OblTb NPUHATLI BO BCEX Cry4vasx
BbISIBNEHNST HEAOCTaTOYHOW SPEKTUBHOCTM HEMOCPeACTBEeHHOro obpalweHna K paboTHMKam CUCTEMBbI
34paBOOXPAHEHMNS.

11.1.7. TpeboBaHus k CUCTEME Ka4yeCcTBa MHCPOPMUPOBaAHUSA MO Be30nacHOCTH.

B cooTtBeTCcTBMM C TpEOOBaHMAMU K CUCTEME KavecTBa MHPOPMMPOBaHUSI NO 6€30MacHOCTU, U3NOXKEHHBIMN B
pasgene 2 Hactoswwmx [lpaBun, TpebyeTrcs Hanuune COOTBETCTBYHOLIMX Mpoueayp, obecneynBaoLwmx
COOTBETCTBME MH(pOPMMPOBaHNS MO 6e30mMacHOCTU NpuHLMNaMm, onpegendemMbiM noanyHktoM 11.1.2 HacToswmx
MpaBun. JomkHO ObiTb 06ecneyYeHo BbINOSMHEHUE UM AOKYMEHTMPOBAHME KOHTPOSIbHbIX Mpoueayp B OTHOLUEHMU
nepegasaemom MHdopMaummn no 6e3onacHOCTW, NPeAcTaBnstoLLe co00n 06bEKT KOHTPONS KayecTsa.

11.2. Bsaumogericteue B 06nactv nHOOpMUpoBaHus
no 6e3onacHOCTV Ha TEPPUTOPUSAX FOCYAapCTB-YNEHOB

11.2.1. B3aumogencTeme ynornHOMOYEHHbIX OPraHoOB rocyAapCTB-yYrieHoB B 06nactv MHPOpMMpoBaHMS No
6Ge3onacHOCTM NekapCTBEHHbIX NpenapaTos.

B pamkax wvHGOPMAaLMOHHOIO B3aUMOLENCTBUSA  YNOMHOMOYEHHbIX OpraHoB  rocydapcTB-YreHoB
YMONTHOMOYEHHbLIMW OpraHamun BbINOSHAETCH PerynspHbii 06MeH WHOpMaUMeln B OTHOLUEHUU MNNaHUpPyeMOn K
pasMeLLeHuno nHdopmMaLmMm no 6e3onacHoOCTy.

11.2.1.1. HenocpeactBeHHoe oOpalieHne Kk paboTHMKaM CUCTEMbl 34paBOOXPaHEHUS MO BOMpocam
6e3o0nacHOCTM NekapCTBEHHbIX MpenapaToB, 3aperncTpMpoBaHHbLIX HA TEPPUTOPUSIX FTOCYAapCTB-4YIIEHOB

B cnyyae ecnu nekapcTBEHHbIM MpenapaT 3aperucTpypoBaH Ha TeppUTOPMM OAHOMO MIIN HECKOMbKUX
rocygapCTB-UYNEHOB, YMNOMHOMOYEHHbIE OpraHbl rOCy4apCTB-YNEHOB OOMEHMBAalOTCH MHgopMauven B 4Yactu
copepXaHusa nHdopmaumn ns HenocpeacTBeHHOro obpalleHns K paboTHMKaM cucTembl 34paBOOXPaHEHUs U
nnaHa nHPOPMMPOBaHMSA, NpoLleaWwmnX NpoLeaypy CornacoBaHus. YNOMHOMOYEHHbIe OpraHbl rocy4apCcTB-4YeHOB
0BOMEHMBaIOTCH OKOHYaTeNbHbIM BapuMaHTOM WH(OPMAaLMOHHOrO MaTepuana v nrnaHa nepegayn mHdgopmauum ¢
NCMonb30BaHWEM CUCTEMbI MHPOPMALMOHHOIO B3aUMOAENCTBUS.

11.2.2. TpeboBaHuUs k AepKaTensiMm perncTpaLoHHbIX YOOCTOBEPEHWIA.

Hepxatenb perucTpaumoHHOrO YAOCTOBEpPEHUss 00sa3aH MHOpMUpOBaTh  YMOMIHOMOYEHHbIE  OpraHbl
rocyapcTB-YreHOB, Ha TEPPUTOPUM KOTOPbLIX 3aperncTpupoBaH NekapCTBEHHbIN nNpenapaT, 0 CBOEM HamepeHuu
caenaTte nybnuyHoe cooblieHne, unu WHPOPMUPOBAHME, UNKU pasMeLleHMe WHopMauun, OTHOCALENCcs K
nHdpopmaumm no capmakoHagsopy, UM npobrnemam, CBA3aHHbIM C 6e30MacHOCTbI0, a Takke C MPUMEHEHMEM
COOTBETCTBYIOLLEr0 fnekapCTBEHHOro npenapata. [lpeacrtaesneHve uwHgopmMauum ynomHOMOYEHHbIM OpraHam
rocygapCTB-UNEHOB C LeNblo UH(POPMUPOBAHMSA U MOSTyYEHMS COrfacoBaHus OOMKHO ObiTb caenaHo C ycrnoBuem
3anpeTta Ha ee nybnvkauuio OO0 UCTEYeHMs1 CpoKa, Kak MUHUMYM 24 4aca o ee nybnukauuu. YBegomneHue
YMONTHOMOYEHHbIX OpraHoB FOCYyAapCTB-YNIEHOB OAHOBPEMEHHO C npeacTaBreHneM WHopmaunm HaceneHuto
BO3MOXHO TOSbKO B UCKIMIOYUTENbBHBIX CAyYasx U N0 BECKUM MpuUYMHaM.

K Takum cnyyasm u npuymHam OTHOCATCA OBOCHOBaHHas yrposa >XU3HW, 340pPOBbI0 Mnu Bnarononyyuio
LUMPOKUX CIIOEB HACeNEHWs, a Takke crny4vau, onpeaerneHHble u 060CHOBaHHbIE (MCXOAst U3 NPELLEAEHTHOIO onbiTa) B
PykoBoacTBe No kKayecTBy CUCTEMbI (hapMakoHaa3opa AepxaTens perncTpaunuoHHOro yaoCcToBepeHus.

Hepxatenb perncTpauuoHHOrO yOOCTOBEPEHUS HECEeT OTBETCTBEHHOCTb 3@ OOBLEKTUMBHOCTb M TOYHOCTb
npeacTaBnseMon HaceneHuo MHopmauun.

B cnyyae ecnn gepxartenb perucTpauuoHHOro yaoCToOBepeHUs nonydyaet MHOPMaLUIo O TOM, YTO TPETbA
CTOpOHa HamepeBaeTCs pacnpoCTpaHUTb MHAOPMAaLMIO, KOTOpas MOXeT MOBMUATb HA COOTHOLUEeHWe "nornb3bl -
pucka" nekapCTBEHHOro npenapaTa, 3aperMcTpUpoBaHHOIO Ha TEeppuUTOpPUSAX rOCyOapCTB-YMEHOB, AepXaTterb
pPerncTpaumMoHHOro yaoCTOBEPEHUS AOMMKEH coobwuTb 06 3TOM B COOTBETCTBYIOLUME YMNOSIHOMOYEHHbIE OpraHbl
rocygapCTB-UIieHOB.

11.2.3. Bsaumogencrteune ¢ TpeTbUMM CTOPOHaAMMU.

TpeTbMM cTOpoOHam (Hay4HbIM >XypHaram, HayyHblM oOOLlecTBam, oOpraHuM3aumsmM MauueHToB u Aap.)
pekomeHayeTcsi MHopMMpoBaTb YMOSIHOMOYEHHbIE OpraHbl FOCYAApPCTB-YIIEHOB O MOSBASHOWENCS HOBOW



I/IH(bOpMaLI,MM no 6esonacHocTtn JNIeKapCTBEHHbIX npenapaTtoB, 3apernCTpupoBaHHbIX B paMKax Coto3a. B cny4yae
€CInn ninaHunpyeTca ny6n|/||<au,m;| OaHHON MH(bOpMaLI,I/II/I, Heo6XoaMMO O3HAaKOMWUTb C HEN YNOJIHOMOY€EHHbIE OpraHbl
rocyaapcrtB-4JieHOB 0 ee ny6nv||<au,vm.

12. Mepbl MMHMMMU3aUUK pUCKa
12.1. BBegenue

Mepbl MMHMMM3aLMM pUCKa NPeacTaBnaoT cobor AeNCTBUS, HanpaBfeHHble Ha NpeaoTBpaLleHne pas3BuTus
HexenaTenbHbIX peakUnii, CHUKEHNE YacTOTbl Pa3BUTUS UMK CTENEHN TXKECTU HeXenaTenbHbIX peakuuin, a Takke
MUHMMU3aUMO0 HeBnaronpuaTHLIX MOCNEACTBUA BO3AENCTBUSA HA NAUMEHTa Npy PasBUTMN HEXeNaTenbHON peakumm
Ha nekapcTBeHHbI Nnpenapar.

Mepbl MUHMUMU3AUUW PUCKA, BKIKOYEHHblE B AaHHbIA MOAOYMb, OOSMKHbI paccMaTpmMBaTbCA B KOHTEKCTE
OCHOBHOW YacTu TpeboBaHWi K cMCTEMEe MUHMN3aLMK pUCKa B COOTBETCTBUM C pa3genom 6 HacToswwmx MNpasun.

Mepbl MUHUMU3AUUN pUCKA MOTYT BKNIOYATb PYTUHHbIE MEpPbl MUHMMMU3AUUKW pUCKa UNU OOMOMHUTENbHbIE
Mepbl MMHUMU3AUUN pUcka. PyTUHHbIE Mepbl MUHMMU3ALMU pUCKa, YKasaHHble B pasfgerne 6 HacToAwwmx MNpaswun,
pacnpoCcTpaHSITCS Ha BCe NeKapCTBEHHble npenapaThl.

BonblwMHCTBO Npobrnem, CBA3aHHbIX C 6e30MacHOCTbI0, MOryT ObITb Hagnexawym obpas3oM ynpaBnAaTbCS
PYTUHHBIMW MepaMn MMHUMMN3ALUNK PUCKa, OQHAKO B OTHOLLEHUU HEKOTOPLIX PUCKOB PYTUHHBIE MEPbLI MUHUMU3aLUn
pucka MoryT BbITb HeJOCTaTOUYHLIMU, U ANst 06ecneyveHns Haanexallero ynpaBneHnst puckamu un (Mnu) yny4dileHms
COOTHOLLIEHUS "nonb3a - pUCK" NeKapCcTBEHHOro npenapata MoHagobAaTCA AOMONHUTENbHbIE Mepbl yrnpaBneHUs
puckamu.

[daHHbIn pasgen coaepXWUT PYKOBOACTBO MO MPUMEHEHMIO AOMNOMHUTENbHbIX MEP MUHUMM3auMu pucka u
BbIOOPY MHCTPYMEHTOB MUHMMMU3ALMM pUCKa.

Mepbl MWHUMM3aUMM pUCKa OMPEOEnsTCS Ha OCHOBaHMM Mpobrem, CBSA3aHHbIX C 6e3onacHOCTbIo,
npeacTaBneHHbIX B cneumdmkaumm no 6esonacHoctu. Kaxxagyto npobnemy, cBa3aHHyto ¢ 6e3onacHoCTblo, crieayet
paccmaTpuBaTtb B UHAMBUAYaNbHOM Nopsiake, Npy Belbope Hanbonee LenecoodpasHor Mepbl MUHUMKU3AL MU pUCKa
HeoOXOAMMO Yy4YMTbIBaTb CEPbE3HOCTb MOTEHUMANbHbIX HeXenaTemnbHbIX peakuui, CTeMeHb WX TSXKECTH,
nNpegoTBPaTUMOCTb UMK KMMHUYECKNE OEeNCTBUSA, HEOOX0AMMbIE ANsi CHUXKEHUSA pUCKa, NOKa3aHUsl K NPUMEHEHNIO,
nyTb 1 cnocob BBeAEHWS NIeKapCTBEHHOIO Npenapara, uenesble NonynsumMn n TUN y4pexaeHuii 30paBooXpaHeHus,
roe nNnpYMeHsieTcs fekapcTBeHHbIN npenapar.

lMpobnema, cBsA3aHHas c 6Ge3onacHOCTbIO, MOXeT ObiTb agpecoBaHa 6Gonee yem B OOHOM Mepe Mo
MUHMMU3aUUN pUCKa, a onpegeneHHas Mepa MUHUMU3aLMn pucka MOXeT pacnpocTpaHAaTbea bonee Yem Ha ogHy
npobnemy no 6e3onacHoOCTw.

Hepxatenb perncTpaumoHHOro yAOCTOBEPEHWS HeceT OTBETCTBEHHOCTb 3a obecneyeHve Haanexalliero
KOHTPOIS BbIMOMHEHUS MEpP MWHMMWU3ALUN pUCKa, KOTOPbIE BKIKOYEHbI B COrMacoBaHHbIN YNOHOMOYEHHbIMU
opraHamu rocyaapcTts-4neHos MYP unu kotopble chopMynNMpoBaHbI KakK yCrnoBus rocyaapCTBEHHOW pernctpaumm.

YnonHoMo4eHHble opraHbl FOCy4apCcTB-YNEHOB HECYT OTBETCTBEHHOCTb 3a KOHTPOSb pe3ynbTaToB BBEAEHUS
n peanusaumm mep MMHUMM3aLMU PUCKa, KOTOpble BKNOYeHbI B IMYP nnn kotopsle cchopmynmpoBaHbl Kak yYCnoBus
rocyaapCTBEHHOW permcrpaLmu.

12.2. CTpyKTYyphbl 1 Npouecchl

12.2.1. O6wue npuHLMNbI.

Mepbl MWHMMM3aUMM puUCKa WMEIKT CBOeW Uenbl  onTummsaumio 6esonacHoro u  addekTnBHOro
NCMOMb30BaHWs NeKapCTBEHHOrO npenaparta Ha NPOTSXXEHUN BCEro >XU3HEeHHoro umkna. CooTHoweHne "nonb3a -
pyCK" NeKkapCTBEHHOrO NpenapaTta MOXeT ObITb yNy4yLeHO MyTeM CHUXEHUS PUCKa U CTEMEHN THXECTM NOCNeACTBUN
HexenaTenbHbIX peakuui, a Takke ONnTMMM3auMu Nonb3bl MyTeM Lenesoro nogdopa n (Unun) MCKNIOYEHUs
nauneHToB Nnbo nyTeM TLaTeNbHOro MOHUTOPUHIA feveHus (cneumduyeckas cxema npvema, CoOOTBETCTBYOLLNIA
nabopaTopHbI MOHWMTOPUHS, nocredylouwlee HabnogeHue 3a nauveHTamm u T1.4.). Mepbl MUHMMM3aUMK pucKa
AOIDKHbI ABNSATBCA PYKOBOACTBOM Af1st ONTUMArbHOMO MCMNOMNb30BaHWS NIekapCTBEHHOro npenaparta B MeAULMHCKON
npakTvke B LEeNnsxX rapaHTuM NpefocTaBfeHus oNTUManbHOrO NeKapCTBEHHOro npenaparta Ans onpeaesieHHoro
nauneHTa B OMTUMAarnbHOW [03e B HYXHOE BpeMs CrneuuannucToMm, MMeKLWUM Haanexallylo noAroToBKy Mo
Ha3Ha4YeHWo NeKkapCcTBEHHOro rnpenaparta M BeAEeHMI0 NauueHTa, a Takke C AOCTOBEpPHOW MHopmauunen u npu
Haanexallem KOHTporne.

CyuwiecTtByeT psg pasHoo6pasHbIX METOAOB, MCNOMb3YEMbIX B KaYeCTBe OOMOMHUTENbHBIX MEP MUHUMU3ALUN
pucka. [aHHbI pasgen perynupoBaHus obpalleHns nekapCTBEHHbIX MpenapaTtoB HaxoguTcd B CTaguu
HenpepbIBHOTO Pa3BUTUS, U MMeLLMecs MeTodbl 6yayT AONOMHATECA HOBLIMU, B TOM YMCIE OPUEHTMPOBaHHBIMM Ha
Gonee WNPOKOE MCNOMb30BaHNE MH(POPMALIMOHHBIX TEXHOIOTUN.

YcnewHoe OcCywecTBNeHne [OOMONHUTENbHBIX Mep MUHMMM3auum pucka TpebyeT y4yactus BCex



3aMHTEpPEeCOBaHHbIX CTOPOH, B TOM u4uUCMe [AepxaTternen perncTpaumMoHHbIX YAOCTOBEPEHWUN, NaLWeHTOB W
COTPYAHMKOB CUCTEMbI 30PaBOOXPaHEHMS.

JdononHuTtenbHble MePbl MMHUMMU3ALMN PUCKA OOMKHbI MMETb YETKO ONpederneHHyHo Liefb, COOTBETCTBYHOLLYIO
obwen uenM MUHMMU3aLMKM CrneumdUYeckMx PUCKOB U (M) ONTUMMU3AUUM COOTHOLLEHMSA "nmonb3a - puck”.
KoHkpeTHble Lenu 1 3apaHee onpegeneHHble napamMeTpbl OLEHKN JOCTUXKEHMS NOCTaBIEHHON LENN C KINKYEBbIMU
aTanamm JOMKHbI CTaTb PYKOBOACTBOM NMpu pa3paboTke AONOMHUTENBHBIX MEP MUHUMU3ALIMN pUCKa.

HomkeH 6bITb obecneveH Hagnexalwmnn MOHUTOPUWHT MO 3apaHee onpeaenseMblM napaMmeTpam Kak Ha aTane
BHeOpeHUs, Tak 1 3dEKTUBHOCTM B MPOLLECCE N MO OKOHYAHMIO BbINOJTHEHUS.

XapaktepucTuka npobnembl, cBA3aHHOW C 6e30MacHOCTbIO, B KOHTEKCTE XapakKTePUCTUKM COOTHOLLEHUS
nonb3bl N pUCKa NekapCTBEHHOrO npenapara, TepanesBTUYeCcKon 3HaYMMOCTU NEeKapCTBEHHOrO npenaparta, Lenesou
nonynaumm n HeoBXoAUMBIMU KIMMHUYECKMMWN AEUCTBUSMMU, HanpaBneHHbIMU HA MUHUMW3AUMIO pUCKa, ABnseTcs
dakTopamu, KOTopble HEOHBXOAMMO yUNThIBATEL NMPU BbIGOPE MHCTPYMEHTOB UMW METOAOB MUHUMMU3ALUM pUcKka U
cTpaTernm BHeAPEHUA Mep MUHUMU3ALUUKN pUCKa C Lienblo obecnedeHms JOCTMKEHUS XenaembiX pesynbTaTtoB Mo
OxpaHe OobLWeCTBEHHOro 340p0Bbs. BbiMoOnHeHWEe perynspHoW NPOMEXYTOYHOW OUEHKM 3(PEEKTUBHOCTM
peanu3yemblXx Mep MWHMMMU3aUWMM pUCKa [AOMMKHO OblTb HanpaBfieHO Ha CBOEBPEMEHHOE BbISIBIEHUE WX
HegoCTaTO4YHON 3PEKTUBHOCTU U BHEAPEHMNE COOTBETCTBYIOLLUNX KOPPEKTUPYIOLLNX MEPONPUSATUNA.

lMnaH no MUHUMU3aUUKN pyUcKa ABNAeTCH cocTaBnsowen Yactbito MNMYP. InaH no MMHMMU3aLmMn prcka AomKeH
BKIIOYATb cregyowne pasgens:

a) obocHoBaHMe HeoOXOOUMOCTU BBEAEHWsI OOMOSTHUTEMbHLIX MEep MUHUMM3auMn pucka (B CBSI3U C
onpegerneHHsiM1 NnpodnemamMm 6esonacHocTn). B gaHHOM pasgene JosmkHo ObiTe cdhopmynupoBaHo 060CHOBaHWe
NpeAnoXeHHbIX OOMNOMHUTENBbHBIX MEP MUHUMM3AUUU pUCKa, KOTOPOE AOJPKHO BKMOYaTb KOHKPETHbIE Lenu no
Kakgow 13 npeanoXeHHbix mep. [JomkHO OblTb 4aHO YeTKOe onncaHune Toro, Kak npegriaraemas 4ononHuTenbHas
Mepa MUHUMM3auumn pucka bygeT HanpaBreHa Ha KOHKPETHY Npobnemy, cBa3aHHyt0 ¢ 6e30MacHOCThI;

©) onucaHve OONONHUTENbBHBIX MEP MUHUMM3ALMKN pucka. B gaHHOM pasgene AomkHO BbiTb NpeacTaBneHo
onucaHne BbIOpPaHHbIX AOMOSMHUTENBHLIX MEpP MWHUMMU3ALMW pUCKA, BKMOYAs OMNWCaAHWE WHCTPYMEHTOB WK
MEeTOAO0B, KOTOpble OyAyT MCMONb30BaHbI, U KIMOYEBLIX ANIEMEHTOB COAEPKaHUS;

B) nnaH BbIiNosnHeHus. B naHHOM pasgene gormkHo 6biTb NpeacTaBneHo nogpobHoe onvcaHne nNpeanoXxeHun
MO BbIMOMHEHUIO [AOMOSHUTENbHLIX MEP MWHUMMU3aUMM pucka (HanpuMep, XapakTepucTuKa BMeELLAaTenbCTB,
JetanbHas WHdopmauuss O LeneBoW ayautopuu, nnaH npoBedeHUs obpasoBaTernbHbIX MNporpamMm u  (1nwm)
pacnpocTpaHeHnss obpasoBaTenibHbIX WHCTPYMEHTOB, MEXaHU3M KOOpAWHAUMM [aHHbIX Mep C  ApYrumu
aepxxaTensiMvM perMcTpaumoHHbIX yOOCTOBEPEHUIA, NPy HEOBXOANMOCTH);

r) nnaH oueHkn. B gaHHoM pasgene gomkeH 6bITb NpeacTaBneH NoApPO6HbIN NNaH C KNIYEeBbIMW 3TanamMmm no
oueHke 3PPEKTUBHOCTM LOMOSMHUTENBHLIX MEpP MWHMMM3ALMKM pUCKa C  TOYKM 3PEHUSA  BbIMOMHEHMWS
3annaHUPOBaHHOIO MpoLecca N C TOYKN 3peHUs obLLmMX nokasaTenen BruSHUS Ha UCXOoAbl (Hanpumep, CHUXEHue
pucka).

12.2.2. Mepbl MUHMU3ALNN pUCKa.

[ononHuTenbHble Mepbl MMHMMM3aLMK pUcKa NpeanaratoTcs B Criydasax, €CNM OHM OLEHMBAKOTCA KakK yCrioBust
6e3onacHoro 1 adEeKTMBHOINO UCMOMNb30BaHWS flekapCTBEHHOro npenapata. Npegnaraemble AOMOMHUTENbHbIE
Mepbl MUHMMM3AUUW puUcKa LOIMDKHbI ObITb HaydHO OOOCHOBaHHBIMW, a Takke [OOMKHbl pa3pabaTbiBaTbCA U
NpeacTaBnsaTbCs CNeunanMcTaMmm ¢ COOTBETCTBYHOLLEN KBanudurkaumnen.

JononHuTtenbHble Mepbl MUHUMM3ALUN pUCKa MOTYT MMETb pasfnyHble Lenu, Au3aiiH, LeneBylo ayauTopuio n
CMNOXHOCTb. JTU Mepbl MOMyT MCMONb30BaTbCs C Lenblo obecrneyeHus Hagnexawlen npouenypbl Bblbopa
COOTBETCTBYIOLLMX NALMEHTOB, A4S KOTOPbIX NOMb3a NPMMEHEHUS NIEKapCTBEHHOrO Npenaparta NpeBbIlaeT PUck, un
UCKIIOYEHMST MAUMEHTOB, KOTOPbIM MPUMEHEHME FEKApCTBEHHOrO npenapaTta MpOTMBOMOKA3aHO, C LUenbko
obecneyeHnss Hagnexawero MOHUTOPUHra Tepanun, NMELLIEro OTHOLLEHUE K KOHTPOJII0 BaXKHbIX PUCKOB U (Mnu)
Hagnexallero ynpaBneHnsa HeXxenaTenbHOW peakuuen B cnyyae ee passutums.

JononHuTtenbHO MoryT 6biTb pa3paboTaHbl cneumduyeckne mepbl MUHUMU3aLUKN PUCKa B OTHOLLEHMMW pUCKa
MEeLMLMHCKON OWunbKM 1 (Mnu) B Lenax obecneyeHns Hagnexallero HasHadyeHus nekapCTBEHHOro npenapara B
crnyyasix, ecnu JOCTWXKeHMe 3TOM Lenu TofbKo MOocpeacTBOM MpeAcTaBrneHus MHGPOpMauMum O fiekapCTBEHHOM
npenapate B MIT (J1B) nnn nigopmarmm Ha STUKETKE ABMASETCS NPaKTUYECKN HEOCYLLIECTBUMbIM.

Ecnu coenaH 3anpoc Ha AONOMHUTENbHbIE MEPbl MUHUMM3aUUN pucka, o6ocHOBaHMe Anst 3anpoca AOIPKHO
ObITb [JOKYMEHTMPOBaHO, a TakkKe [AOMKHO OblTb COEnaHO YykazaHMe KOHKPETHbIX Mpobnem, CBSA3aHHbIX C
6e3onacHoCTbI0, 1 NpeacTaBneHo AeTarnbHoe NaHMPOBaHNE 3TanoB BbINOSIHEHMS MEP MUHUMM3ALMN PUCKOB U UX
OLLEHKM.

JononHuTenbHble Mepbl MMHUMM3ALMN PUCKOB MOTYT BKIHOYATL CreayoLme:

a) obpasoBarernbHas NporpaMmma;

©0) nporpaMmma KOHTPONMPYEMOro 4OCTYNa;

B) ApyrMe Mepbl N0 MUHUMU3ALUN PUCKA.

12.2.2.1. ObpasoBartenbHasa nporpamma.

[ononHuTenbHbIE MHCTPYMEHTBI U MEeTOAbl MUHUMM3AUUKN puUcka, KOTOpble MOTyT ObiTb UCMONb30BaHbl B



obpasoBaTernibHON MporpaMme, OCHOBaHbl Ha LEeneBOM WHMOPMUPOBAHWUM C MNpeAcTaBneHueM uHdopMauuu,
copepxawenca B OXINM unn UMM (N1B). JTobon obpasoBaTenbHbI MaTepuan LOMKeH ObiTb OpUEeHTUPOBaH Ha
OOCTWDKEHWNE ONpederieHHbIX Lenen MMHMMM3aumnm pucka.

Llenbto obpasoBaTenbHOM nNporpamMmbl SBRSIETCS ONTUMU3aLMSA NMPYMEHEHWS feKkapCTBEHHOrO npenapara
nocpeacTBOM MO3UTMBHOIO BNUSIHUS HA AENCTBUS COTPYOHWKOB CUCTEMbI 30paBOOXPAHEHUS U MAUMEHTOB B LIENAX
MUHMMUK3auun pucka. ObpasoBaTenbHble MaTepuarnbl JOMKHbI ObiTb CO34aHbl MCXOAA U3 MpearnonoXeHusi, 4YTo
CyLLeCTBYeT NpPaKTUYeCcKn BbIMONHMMAsi M OENCTBEHHAsi peKkoMeHdauust Ons uerneBoro obpas3oBaHust M 4TO
NPpMMEHEeHVEe OaHHOW Mepbl CYUATAETCS BaXXHOW WM 3HAYUMOW ANs MUHUMM3aALMU pucka n (unu) onTummn3auum
COOTHOLLEHMS "Nonb3a - puck".

WMcnonb3yemble B KOHTEKCTE obpasoBaTenbHOW NporpaMmmbl obpasoBaTenbHble MHCTPYMEHTbLI MOTYT UMETb
HECKOMbKO pasnuyHbIX LieneBbiX ayanuTtopuin, MoryT 6biTb HanpaeneHsl 6onee yem Ha 1 npobnemy, CBA3aHHYIO C
6e3onacHOCTbIO, U MOryT nepefaBaTbCd C MCMNOMNb30BaHMEM KOMOMHAUWW MHCTPYMEHTOB M CPEACTB MacCOBOW
WHpopmaumm (Ha OymaxHOM HocuTene, ayaumo, BuAeo, B WHEHOPMALMOHHO-TENEKOMMYHUKALMOHHOW CeTH
"MHTepHeT", nepcoHanbHoe oby4deHne). PekomeHayeTcs npeacraBneHne maTepuanoB B Avana3oHe hopmaTtoB B
uensix obecneyeHus JocTyna, B TOM 4ucrne B Criyyae BbIXoga W3 CTpoOsi cpeactBa MHOPMMPOBAHUSA WK
HEBO3MOXXHOCTU UCMOSb30BaHMA MHPOPMALNOHHO-TENTEKOMMYHUKALUMOHHON ceTu "UHTepHeT".

CogepxaHue nobbix 06pasoBaTeribHbIX MaTepmnanos JOSPKHO ObiTb MOMHOCTBIO COrNAacoBaHo C AEWCTBYOLLEN
0A00peHHON nHGopMaLMen Ha nekapCTBEHHbIN npenapat, Takon kak OXIII unu MI (J1B). DnemeHTbl peknambl
(MpsiMble MnNKn 3aByanMpoBaHHbIE) HE JOJMKHbBI BKMOYATLCSA B coaepkaHne. AKLEHT obpa3oBaTenbHbIX MaTepmanos
OOMMKEH ObITb coenaH Ha pUCKW, MMEeRLME OTHOLLEHME K fiekapCTBEHHOMY npenapaTy, U ynpaBiieHne TakuMmu
puckamu, TpedyoLWmMmn AONOMHUTENBHBIX MEP MUHUMM3aLUKN puUcKa.

Jllobasi obpasoBaTenbHasa nporpamma AOMKHa OblTb MOMHOCTLIO OTAENeHa OT peKNnamHbIX OeNCTBUA, a
KOHTaKTHYt0 MH(bopmMaumilo Bpaderd M NaumMeHTOoB, MOSTyYEeHHYH MocpencTBOM obpasoBaTenbHbIX MPorpaMmm, He
crnepyeT UCnonb3oBaTh B PEKMaMHbIX Lensx.

Ob6pasoBaTtenbHble MHCTPYMEHTLI, OMWCAHHbIE HWXE, MOXHO paccMmaTpuBaTb B MHOUBMAYyanbHOM Mnopsigke
nnm B kKombuHauum npm paspaboTke o6pa3oBaTenbHON NPOrpaMMbl B LENSIX JONOMHUTENBHOM MUHUMMN3ALUN pUcKa.

12.2.2.1.1. O6pasoBaTtesibHble MHCTPYMEHTbI.

O6pa3zoBaTernbHble UHCTPYMEHTbI LOIDKHBI UMETb ONpeAeneHHY0 HanpaBneHHOCTb M BKITKOYaTb OAHO3HAYHOE
onpegerneHne pucka no paccmaTtpvBaemon npobneme, xapakTepUCTUKy AaHHOrO pUcka U KOHKPETHbIX OEWCTBUR,
KOTOpble OOMMKHbI OblTb NPeanpuHATHI PabOTHUKaMM CUCTEMbI 34PaBOOXPAHEHUSA M (MNM) NauMeHTamn B LEensix
MUHMMM3ALUN TaKNX PUCKOB.

HaHHaa uvHpopmauua [omkHa ObiTb akUeHTMpOBaHa Ha YeTKO onpedeneHHbiX OeNCTBUSIX, UMEHLLNX
OTHOLLEHME K cneumdunyeckum npobnemam no 6€30nacHOCTM B NNaHe MUHUMMU3aLUN PUCKa, U He JOMKHA BKNoYaTb
nHOpMaLMIo, KOTopas He UMeeT HenocpedCTBEHHOro OTHOLWEHWs K npobneme no 6esonacHoCTM M KoTopas
Hagnexawwmm obpasom npegctasneHa B OXJIN wnun AMIT (J1B).

OnemMeHTbl MHoOpMauuM Ons BKMAKYEHUss B obpasoBaTeNbHble WHCTPYMEHTbl WK MeTogbl MOryT
npegycmartpusaTb:

a) PYyKOBOACTBO MO HAa3HAYeHWIO fEeKapCTBEHHOrO npenapara, BkAw4Yas BbIOOp MauueHTa, KOHTPOMb U
MOHWUTOPWIHI, HanpaBeHHbIE Ha MUHUMWN3ALMI0 BaXKHbIX BbIOOPOYHbBIX PUCKOB;

©0) pykoBOACTBO MO YNpaBfeHUo TakKMMK pyckamm (4Ns COTPYAHMKOB CUCTEMBI 30paBOOXPaHEHUSs], NALMEHTOB
WUNW ML, OCYLLECTBIISIOLLMX YXOA 3@ HAMM);

B) PYKOBOACTBO MO MPEACTaBMNEHUD WMHGOPMaLMU O BbISBMEHHBIX HEeXenaTenbHbIX —peakuusx,
NpeacTaBnstoLWLmMX 0COBbIN MHTEpeC AN XapakTepUCTUKM ONpeaeneHHOro pucka.

12.2.2.1.1.1. ObpasoBaTenbHble MHCTPYMEHTbI UM MeTOAbI AN COTPYAHUKOB CUCTEMbI 30PaBOOXPaHEHNS.

Llenbto noboro obpasoBaTenbHOr0 MHCTPYMEHTa UNU MeToAa ANs COTPYAHUKOB CUCTEMbI 34PaBOOXPaHEHMs
ABMNseTCA npeacTaBneHne cneunguyecknx pekoMeHgauu no NpMMEHEHUIo, U (Mnn) NPOTMBOMOKa3aHun, 1 (1nm)
NpenocTepEexXeHN, CBA3aHHbIX C NEKapCTBEHHbIM MpenapaToM U cneunduieckumMmn puckaMmu, HyXaalwnMmncs B
OONOMHUTENbBHBIX Mepax No MUHUMU3ALUN PUCKa, BKIOYas:

a) BbIOOp NaLMEHTOB;

0) METOOUKY NeYeHUs1, PEXMM LO3NPOBAHUS, KOHTPOSb U MOHUTOPWHT;

B) cneumanbHble afMUHUCTPATMBHbIE NPOLIeAYPbl UK OTNYCK JIEKAPCTBEHHOIO NpenapaTa;

r) geTanbHasi UHopmaums, KOTopyto HeobxoanmMo NpeacTaBUTb NaLMEHTaM.

Bbibop dhopmaTa 0b6pasoBaTenNbHOIrO MHCTPYMEHTA UM METOAa 3aBUCUT OT NpeAcTaBnsiemMon nHdopmMaLumu.
Ecnu Heobxooumo coBepLUUTL onpeaeneHHoe KoNnyecTBO AEVCTBUN Nepes BbINMUCKOM peLenTa MHAUBMAYanbHOMY
naumeHTy, TO nogxogsawmmM opmMaToM MOXET ObITb KOHTPOMbHbIA NUCT. PopmaTt Hpowopbl MoxeT bbiTb 6onee
NOOXOAAWMM AN OCO3HaHWUS CrneumanucTtaMmn KOHKPETHBIX PUCKOB C aKUEHTOM Ha paHHEM BbISBEHUU U
yrpaBneHnn HexenaTenbHbIMM peakuMsamu, B TO BpemMs Kak nnakaTel MOryT cogepxaTb NpUMEHVMblEe
TepaneBTMYECKME PYKOBOACTBA WM CXeMbl MNpuveMa fekapCTBeHHOro npenapata. MoxeT ObiTb OTAaHO
npegnoyTeHve gpyrmm dopmaTtam, B 3aBMCMMOCTM OT HanpasrieHHOCTH, obbema wuHdopmaumu, Leneson
ayanToOpMmM 1 UHbIX PaKTOPOB.



12.2.2.1.1.2. ObpasoBaTtenbHble UHCTPYMEHTbI N MeTOAbl AN NAUMEHTOB M NL, OCYLLIECTBISIOLLNX YX0o[, 3a
HUAMUA.

OGpa3zoBaTtenbHble MHCTPYMEHTbI MM MeToAdbl AN MauueHTa AOMKHbl OblTb HaueneHbl Ha ynydlleHve
NMOHMMaHUA NauMeHTaMu Unu nuuamu, OCyLEeCTBNALWMMU YX0, NMPU3HAKOB U CUMNTOMOB, CYLLECTBEHHbIX AN
paHHEro BbISIBMEHUS CneLmndUYecknx HexenaTenbHblIX peakuun, Tpebyowmx NPUHATUS OOMONTHUTENbHBLIX Mep No
MUHUMM3aUUKU pUCKa, a TakkKe ONTUMU3aLMK JanbHenwero BeAeHns naumeHTta. Ecnv aTo ABnseTcs yMecCTHbIM,
obpaszoBaTernbHbIl MHCTPYMEHT UMW MeTod MOXeT ObiTb MCNoNnb3oBaH Ans npeacTaBrneHus uHdopmauum u
HanoOMWHaHWA NAUMEHTY O BaXKHbIX AEUCTBUSIX (MO BEAEHMWIO 3anncer No J03MPOBaHMIO NIEKAPCTBEHHbIX MpenapaToB
NN AWarHOCTMYECKUM Mpouedypam, KOTopble OOMKHbI BbiTb 3aperMcTpypoBaHbl MU BbIMOSIHEHbI MaUUEHTOM C
nocneayowum obcyxaeHnem ¢ paboTHUKaMM CUCTEMbl 30pPaBOOXPaHEHNs B Lensx obecneveHus cobnoaeHus
nobbIx aTanoB, HeobxoaMMbIxX AN aPEKTUBHOrO NPUMEHEHNST NEKAPCTBEHHOrO nNpenapaTa v ap.).

12.2.2.1.1.3. NamaATka Ans nayueHTa.

Llenbio AaHHOrO WHCTPYMEHTa SBNSAETCA rapaHTus TOro, YTo cneumanbHas WHGopMaums B OTHOLUEHUU
TeKyLLEero neyeHus naumMeHTa u CBA3aHHbIX C NIeYeHUeM PUCKOB (HanpuMmep, noTeHumarnbHble B3anmMoaencTBns ¢
OPYrMMX  NEeKapCTBEHHbIMW MpenapaTamMmy) BCerga MWMMEeeTcda B pacropsikKeHMM nauuMeHTa u  JoCTynHa
COOTBETCTBYIOLLEMY COTPYOHWKY CUCTEMbI 3OpaBooxpaHeHusi. Hdopmauns OormkHa cogepaTb HeoOXoauMmblv
MUHMMYM A5 nepegaydn KNioYeBblX UHCTPYKUUA MO MUHMMM3ALNM pUcKa U HeOOXOAMMbIX AEACTBUIA, obneryatoLwmx
COCTOSIHME MNpU MoObIX 06CTOATENBCTBAX, B TOM YMCIE SKCTPEHHbIX. OQHOM M3 KITHOYEBbIX XapakTepPUCTUK SAHHOMO
WHCTPYMEHTa JOKHa ObITb MOPTAaTUBHOCT.

12.2.2.1.2. lNMporpamma KOHTpPONMpyemMoro gocTyna.

lMporpaMma KOHTPONUPYEMOro 40CTyna COCTOUT U3 ONepaTUBHbIX MEP, HaLUENeHHbIX Ha KOHTPOIMb AOCTyna K
nekapcTBEHHOMY npenaparty 3a npegenamu ypoBHSI KOHTPOMs, rapaHTUPOBAHHOrO CTaHAapTHbIMWM MepaMu Mo
MUHMMU3aUNN pUCKa, TO €CTb PerynaTopHbIM CTaTyCOM feKapCTBEHHOro npenaparta. KoHTponupyembii 4OcTyn
crnepyeT paccMmaTtpuBaTb B Ka4ecTBe MeToa MMHUMU3auMn CEpbEe3HOro pucka AN NekapcTBEHHOro npenapaTta ¢
AOKa3aHHOW MOSb30M1, KOTOPYHO Henb3sA AOCTUrHYTb 6e3 AONOMHUTENbHBIX MEeP MUHMMM3aUUW BCNEACTBUE puCKa
BO3JENCTBUA Ha 340POBbE NaLUeHTOB.

Mpumepbl TpeboBaHU, KOTOPbIE JOSMKHbLI ObITh BbINOMHEHBI 4O Ha3HA4YeHWUst NIeKapCTBEHHOroO npenapaTta, u
(vnn) oTtnycka, n (MNK) UCNONb30BaHUSA B NPOrpamMMe KOHTPONMPYEMOro AOCTyna, NepeyncrnieHbl Hmke (OHU MOryT
BbINOMHATLCA UHAMBUAYANbHO UMW B KOMOUHaL MK ¢ ApyruMmu TpeboBaHusamMu):

a) crneunduryeckne MeToabl KOHTpons u (unu) obcnenoBaHns naumeHTa ons obecneyeHnss COOTBETCTBUS
onpegeneHHbIM KNMHUYECKUM KpUTEPUSM;

©) Bpay, BbINUCHLIBAKOLWMIN FEKapCTBEHHbIM npenapart, dapmaueBTU4eckuii paboTHUK, OTnycKaloLwun
nekapCTBEHHbIN npenapat, u (Mnu) nNauveHT, AOKyMEHTanbHO NOATBEpPXOalT CO CBOEW CTOPOHbI MOSyYeHue U
NOHUMaHWe MHAOPMaLUN B OTHOLUEHUN CEPbE3HOr0 pucka, COMPSIKEHHOTO C MPUMEHEHUEM IeKapCTBEHHOro
npenapaTa;

B) TOYHble Npoueaypbl N0 cUCTeMaTU4eckomy nocrnegyowemy HabniogeHnio 3a NnauMeHToM NocpeacTBoM
permcTpaumm B cneuuanbHon cucteme cbopa AaHHbIX (B pernctpe naunmeHToB) v ap.;

r) NekapcTBEHHble MpenapaTbl MOryT ObiTb MOMYyYeHbl TOMbKO B anTekax, MMEHLMX NULEH3NI0 Ha OTMNyCK
TaKkoro rekapcTBeHHOro npenapara.

B onpepeneHHbIX cnydasx B Ka4ecTBe UHCTPYMEHTA KOHTPONIMPYEMOro 4OCTyna MoryT 6biTb UCNOMb30BaHbI
TpeboBaHMA O MpPOBEAEHUM CheLManbHOro OOCNefoBaHMSA WKW KOHTPOMSA COCTOSHWA nauueHTa. Hanpumep,
KOHTPOMb COCTOSIHUA NaLuMeHTa, nabopaTopHble nokasatenu unm nHblie xapakrepuctukn (K u gp.) 4o neyexHms un
(vnn) B mpouecce neveHus, aHanusbl PYHKLMU MeYeHu, perynspHble aHanusbl KpoBW, TeCcT Ha BepemMeHHOCTb
(koTOpbIN MOXET ABNSATLCA KOMMOHEHTOM MpOorpaMmbl npegoTBpalleHns 6epemeHHocTn). Mepbl JOmKHbI BbiTh
BBeeHbl B AencTBME B Lensax obecneveHns koHTpons B cootseTcTBum ¢ OXJIM, korga ato ABnASeTCs KPpUTUYECKUM
(PaKkTOpPOM C TOYKM 3pEHNSA COOTHOLLEHUS "Nosfb3a - pUCK" yiekapcTBEHHOrO npenapara.

12.2.2.1.3. pyrve mepbl MUHUMU3aALUN pUCKa.

12.2.2.1.3.1. lNporpamma npegoTepalleHns 6epeMeHHOCTH.

MporpaMma npenoTBpalleHns GepeMeHHOCTY NpeacTaBnseT cobol COBOKYNHOCTb Mep, HanpaBrieHHbIX Ha
MUHUMMU3aUUIO pUCKa BO3AEUCTBUS NIeKapCTBEHHOro npenapaTa ¢ U3BECTHbIM UMK NOTEHUMarNbHbIM TepaToreHHbIM
JenctBneMm Ha nnop B nepuog 6epemeHHocTw. [aHHas nporpamma AormkHa obecnedvBaTb BHEOpEHME TaKoro
MexaHW3Ma KOHTPOSSA, MPU KOTOPOM MaLMEHThl XXEHCKOro nona He 6binm 6epemMeHHbIMI B Hayarne tepanvu unm He
3abepeMeHenn Ha NPOTSXKEHMM Kypca NleYeHuns 1 (Mnun) onpeaeneHHoro NpoMeXxyTka BpEMEHU Nocrie npekpaLleHns
Tepanuu. lporpamMmma npefoTBpalleHns GepeMeHHOCTU Takke MOXeT ObiTb OpMeHTUpOBaHa Ha MNaLMEHTOB
MYXXCKOFO Mofa B criyyae, ecnv npuMeHeHue feKapCTBEHHOro npenapaTta GMonornyeckuMm oTuOM MOXET UMETb
HeraTvBHbIE NOCNEACTBUA Ans ucxoga 6epemMeHHoCTy.

Mporpamma npepoTBpalleHns GepeMeHHOCTU coyeTaeT NpuMeHeHne obpas3oBaTeNibHbIX UHCTPYMEHTOB U
COOTBETCTBYIOLUMX MHCTPYMEHTOB KOHTPOMS [OCTyMna K JekapcTBeHHOMy npenapaty. Cnegywowme anemeHTbl
crnegyeT paccmaTtpuBaTb Kak UWHAMBUOYanbHO, TaK W B COBOKYMHOCTM MpU NMaHMPOBaHUKM MNporpamMmbl
npeaoTBpaLlleHns 6epeMeHHOCTH:



a) obpasoBaTerbHble WHCTPYMEHTbI, HanpaBfeHHble Ha COTPYOHWKOB CUCTEMbl 30PaBOOXPAHEHUs W
nauMeHToB, B LENSX MHAPOPMUPOBaAHWS B OTHOLUEHMU TepaTOreHHOro pucka U HeobxoauMMbIX AeNCTBUM ANS
MUHMMM3AUUN [OaHHOrO pucka (PyKOBOACTBO MO WUCMNOfb30BaHWMo Gonee yem 1 meToga KOHTpauenuuui u
PYKOBOACTBO MO pasnu4yHbIM BUAAM KOHTPaUENTMBHLIX CPeAcTB, MHAOPMauUUA ANnS nauueHtTa B OTHOLUEHUMU
ONUTENbHOCTU Nepuoda, B TeYeHne KOToporo crnegyeT usberate 6epeMeHHOCTM Mocrne NpekpalleHns NevyeHns u
Ap.);

0) KOHTpOnMpyembli [OOCTYM Ha YPOBHE HasHayeHWst WM OTMyCcKa feKapCTBEHHOro npenapata C
obecneyeHreM BbINOSTHEHMS TecTa Ha OEPEMEHHOCTb Y KOHTPONEM OTpULATENbHbLIX pe3ynbTaTtoB MEANLUHCKUM U
hapmaveBTUHeCKMM paboTHUKOM Nepes HasHa4YeHneM nnu oTMyCKOM feKapCTBEHHOro npenapara;

B) orpaHnyeHne makcumarnbHOro cpoka gencteus pevuenta 30 kaneHgapHbIMU OHAMY;

r) KOHCYNbTMpPOBaHME B Cry4ae HenpegHamepeHHo 6epeMeHHOCTM M OueHka ucxoda CriydyanHom
6epemMeHHOCTN.

CnegyeT Takke paccMmoTpeTb LenecoobpasHOCTb BHEApPEeHUs W Au3anH peructpa bepemeHHbIX Ansd
permcTpaumm gaHHbIX N0 BCEM NaumeHTam, KoTopble 3abepeMeHenn B npouecce NeYeHns unm B COOTBETCTBYHOLLMN
nepuog BpeMeHN C MOMEHTa OKOHYaHMS fieveHns (Hanpumep, B TeyeHne 3 mecaues).

12.2.2.1.3.2. HenocpenctBeHHoOe obOpalleHne K COTPYaHUKaM CUCTEMbI 34paBOOXPaHEHUS.

HenocpenctBeHHoe obGpallueHne K COTpydHMKaM CUCTEMbI 30paBOOXPAHEHUS SBMSETCS akTMBHOW HOPMOMN
nHpopMmnpoBaHms no 6e3onacHOCTW, MNOCPEACTBOM KOTOPOW WHGOpMauus NpeAacTaBnaeTca AepXaTernem
perncTpaumoHHOro YAOCTOBEPEHUS WM  YNONMHOMOYEHHbIM OpraHoM roCy[apCTB-YNeHOB HenocpeaCTBEHHO
COTPyOHVMKaM CUCTEMbl 30paBOOXpaHeHWst B Lensx WMHAOPMUPOBaAHUA MX O HeoOXOOUMOCTW NPEeAnpUHSTbL
cepbesHble 4eNCTBUSA UM aganTupoBaTh NPUHATYO MEANLMHCKYIO NPaKTUKY C LeNblo MMHUMU3aumm onpegeneHHbIX
PUCKOB U (M) CHKEHUSA TSXKECTU HexXenaTernbHbIX peakuuii NekapCcTBEHHOro npenapara, ykasaHHbIx B pasgene 11
HacToawmx MNpaswun.

12.2.3. BbInOnHEHe Mep MUHUMU3aLNM PUCKOB.

JononHutenbHble Mepbl MUHUMU3aUUM PUCKa MOTYT BKMOYaTb 1 MMM HECKONbKO aKTUBHbLIX Mep, KOTopble
OOIMKHbI BHEAPATLCA U BbIMOMHATLCA B paMKax onpefeneHHoun Leneson rpynne. Hagnexatliee BHMMaHWe OOIMKHO
yOenATbCs Kak BpeMEeHHbIM paMKam peanusas i Mepbl MUHUMU3aUumM pucka, Tak u npoueaypam, HanpaBfeHHbIM Ha
OOCTWDKEHME Lienen B LieneBow rpynne. Hanpumep, ogHoKpaTHOe BbiNoNHeHne obpa3oBaTerbHbIX MHCTPYMEHTOB
unn mMeTodoB "nepepn 3anyckoM" nporpamMMbl Mo peanu3aunm Mep MoXeT ObiTb HeJoCTaTOuHbIM Ansi obecneyveHuns
Toro, 4tobbl OXBaTUTb WHOPMAULMEN BCEX MEOMUMHCKUX COTPYOHWKOB, MOTEHUMANbHO BbINUCHIBAKOLLNX
nekapCTBEHHbIN Nnpenapar, u (unu) noTpeduTenei, B TOM YUCIE HOBbIX MEAULIMHCKUX paboOTHMKOB 1 NoTpebutenen.
MoxeT BO3HUKHYTb HEO6XOAUMOCTb B AONOMHUTENBHOM NEPUOAMNYECKOM NepepacnpeaeneHny NHCTPYMEHTOB MIn
MEeTOAOB MOCMe 3anycka nporpammbl NO peanusauun mep. Hagnexallee BHMMaHue AOMKHO yAenaTbes obwemy
dopmaty obpasoBaTernibHbIX MHCTPYMEHTOB MMM METOAOB Anis obecnevyeHnss YeTkoro pasnuyuusa C pasfnuyHbIMr
peknamHeiMM  MaTepuanamu. [lpeactaBneHne obpasoBaTefbHbIX MaTepuanos Ans  COrMNacoBaHWs B
YMONTHOMOYEHHbIN OpraH rocyAapcTBa-yrneHa OOJMKHO OCYLLEeCTBMAATbCSA OTAEeNbHO OT nepefadv peknamHoro
mMaTtepuana, npuv 3TOM B COMPOBOAUTENBHOM MUCbME OOMKHO ObiTb 0O03HAYeHo, SABNAOTCA NWM MaTtepuansl
peknamHbiMM UM obpasoaTtenbHbiMU. OBpas3oBaTenbHble MaTepuanbl criefgyeT pacnpoCTpaHATb OTAENbHO OT
peknamHbIX MaTepuanoB C yKazaHMeM TOro, YTO OHM He SIBNANTCA pekrnamHbiMU. MexaHuambl obecneveHus
KayecTBa [OOMMKHbI rapaHTUpOBaTb, YTO MMELNECH CUCTEMbI PacnpoOCTPaHEHUS COOTBETCTBYIOT NOCTaBNEHHOMN
uenu Mepbl MUHUMU3aLUM pucka u ABNAIOTCHA KOHTPONUPYEMbIMU.

12.2.4. OueHka ahHEKTUBHOCTN MEP MUHMMMU3ALNM pUCKa.

OueHka 3(PHEeKTMBHOCTM Mep MUHMMU3aUMM pUcKa HABNsieTCs HeobxoaumMon Anst  yCTaHOBMEHMWS
3(PPEKTUBHOCTN aKTUBHBIX MEP MUHMMW3aAUUW puUcka, NPUYUH HedddPEKTUBHOCTU, a Takke HeobxoaumocTu
KoppekTupyowmux gencteni. OueHka 3pdPEKTUBHOCTU Mep BbINOSHAETCSA N0 KaX4on Mepe MUHMMU3aLUUM pucka u
ANsi nporpamMmmbl B LLENOM.

OueHka 9dEeKTMBHOCTM Mep [OSPKHa paccMaTpuBaTb pasfiuyHble acnekTbl BbIMNOMHAEMON Mepbl
MUHMMU3aLUN PUCKa: CaM NPoLEecC (TO eCTb CTeneHb BbIMOMHEHMS 3anfaHMpoBaHHON NporpamMmbl), ee Bo3gencraune
Ha OCBEOOMIIEHHOCTb W U3MEHEHWsI B NMOBEOEHUM LIENEBON TPYNMbl, a Takke pe3ynbTaT (B Kakow cTeneHn Obinm
OOCTUrHYTHI Lienn MUHUMU3auumn pncka 1 3a Kakor Cpok). Bpems oueHKM Kkaxaoro acnekta akTMBHON Mepbl JOIMKHO
ObITb TWATENLHO CMNNAHNPOBaHO B pamkax MYP go uHuunmpoBaHus mep.

[nsa oueHkn adpHEKTUBHOCTU MEP MUHUMU3ALUKN pUCKa creayeT UCnonb3oBaTh 2 rpynnbl nokasaTteneu:

a) nokasartenu npowecca;

©0) nokasaTenu pesyneTara.

MokasaTenu npouecca Heobxoaumbl Ans cbopa gokasaTenbCTB YCMELHOCTU OCYLLECTBIEHNS BCEX 3TanoB
Mep MuHMMM3aumMM pucka. [aHHas rpynna nokasaTenen npouecca AomkHa obecneunTb OLEHKY CTeneHu
BbINOMHEHNS 3anfiaHnpOBaHHOW MpOrpaMmbl U OOCTMKEHWE TpebyeMoro BnusHMS Ha MOBedEeHWe uUnu AencTBUS
uenesow rpynnel. NMokaszaTenu BbINONHEHMS NPOrpaMMbl OIMKHbI ObITb OnpeAeneHsbl 3apaHee 1 OTCNeXUBaTbCS Ha
NPOTSXXEHUN BbINOIHEHUSA Nporpammbl. [lony4YeHHble AaHHbIE U ONbIT MOTYT ObITb MCMOMb30BaHbI ANs ONTMMMU3aUmm
KOPPEKTUPYIOLLNX OENCTBUI B cryyae nx HeobxogumocTn. OueHKa BbINOMHEHUS NpoLecca Takke MOXET yNyylnTb



NMOHUMaHWE MPOLECCOB N NPUYNHHBIX MEXAHWU3MOB, B CUIY KOTOPbIX AOMOMHUTENbHbLIE MEPbl MUHUMU3ALUN pUcKa
NO3BOMUIM UNWN HE NO3BONWUNY AOBUTLCA XKENaeMoro KOHTPOs cneumuyecknx puckos.

Mokasatenn pesynbTata obecneunBaloT OOLLYIO OLEHKY CTEeNeHU KOHTPOMs pucka, AOCTUrHYTOro
nocpeacTBOM BHeAPEHMs Mep MUHMMM3auuMum pucka. Hanpumep, ecrnv uenbio onepaTtuBHOM Mepbl ABMAETCs
CHWXEHVe 4acToTbl U (Mfn) THKECTU HexenaTenbHON peakuuu, KOHEeYHbI KpuTepuin ycnexa OyaeT npvBsisaH K
JaHHON uenw.

Mo pesynbTatam npouenypbl OLUEHKU 3IPPEKTUBHOCTM Mep MUHMMU3ALUW pUCKa [ernaeTcs BbiBOO O
BO3MOXXHOCTU [OaribHENLWero BbIMOMIHEHNS OLEHMBAeMOW Mepbl MUHUMM3AUMK pucka 6e3 msmeHeHun nmbo o
HeobxoamMMocTU ee nameHeHus. OueHka aPEKTMBHOCTU MEP MUHUMMU3ALIMN PUCKA MOXKET CBMAETENbCTBOBATD, YTO
AeAaTenbHOCTb N0 MUHUMU3ALMKN pUCKa ABMSETCS HEAOCTAaTOMHOM U JoMKHa BbITh yeuneHa (nocpeacTBOM BHECEHNS
n3MeHeHu B npegocTepexerHus unu pekomengauum 8 OXJIMN n UMM (JIB), ynyyweHms 4eTkocTn pekoMmeHgauni no
MUHUMU3aAUMN pucka M (MNK) NOOKMOYEHMEM AOMNOMHUTENbHBLIX MHCTPYMEHTOB MO MWHUMU3AUMKM puUcKa WIn
ynyylweHnem cyuiectsyownx u gp.). WHeiM pesynstatoMm npouenypbl OLEHKM MOXEeT CcTaTb BblSiBIEHUE
HEeCOOTBETCTBMA MEP MUHUMMU3ALMU pucka NMbBO OTCYTCTBUS B Npoueaype OueHkM Tpebyemon HanpaBneHHOCTH, B
CBSI31 C YeM MOXeT ObITb yMeHbLUeH 06beM paboT No nporpaMme unyM paccMOTPEHO ee ynpoLleHne (yMeHbLUeHne
yncna WHCTPYMEHTOB, MMM METOAOB MWHUMM3AUMUM pUCKA, WU 4acTOTbl BbLINOMIHEHUSA OTAENbHLIX Mep no
MWUHUMM3ALMM pUCKa).

B pononHeHwve Kk oueHke 3dPeKTMBHOCTM MEP MUHUMM3ALMN pyCKa B ynpaBneHun npobnemamu, CBA3aHHbIMU
c 6e3onacHOCTbiO, TakKe BaXKHO OLEHUTb, MOXET Nnu [AOMOofiHWUTENbHas Mepa MUHMMU3aUUW pucka WMeTb
HenpegHaMepeHHble (HeraTuBHblE) MOCNEACTBMA Afs paccMaTpuBaemon npobrnembl 300pOBbS HacerneHus B
NPMBAKEHHOM NN OTAANEHHOM BPEMEHHOM MHTepBane.

12.2.4 1. MNokasatenu npovecca.

MokasaTenu npouecca ABNATCS NapaMmeTpamm OUeHKn obbema BbINOMHEHNS M3HAYanbHOW MporpaMmbl 1
(vnn) mM3amMeHeHun B ee BbINOMHEHMM. [lokasaTenu npouecca [OMKHbI OOMOMHATL, @ He 3aMellaTb OLEHKY
OOCTWKEHNSI HAMEYEHHbIX Lienen nocpeacTBoOM peanusauny Mep MMHMMM3auny prcka (nokasatenu pesynbtara). B
3aBMCUMOCTU OT XapaKTepa akTMBHbIX Mep, pa3nnyHble NokasaTenun npouecca MoryT ObiTb onpeaeneHbl AN OLEeHKU
nx apPeKTUBHOCTH.

12.2.4.1.1. JocTnxkeHune Leneson Nonynsaumm.

Korga Mepbl MUHMMKU3aL MU pyUcKa BKNOYAKT npeaocTasneHe nHdopmaumm u pykoBOACTB AN COTPYAHUKOB
CMCTEeMbI 34paBoOXpaHeHns 1 (Mnn) naumMeHToB NocpeacTBOM obpa3oBaTenbHbIX METOAOB, CreayeT NCNofb30BaTh
Mepbl OLIEHKM pacnpocTpaHeHuns WHdopMauun AN nonyveHus 6as3oBbiX AaHHbIX MO BbIMOMHEHWIO. [aHHble
nokasaTenun AOMKHbI ObITb OPUEHTMPOBAaHbLI HA OLEHKY COOTBETCTBUSA MCNONb3yeMOro MHCTPYMEHTa Ans Lenesown
rpynnel (Hanpumep, COOTBETCTBYIOLMIA A3blK, PUCYHKW, AMarpammbl, rpauyeckue MHCTPYMEHTbI) MIM OLEHKY
hakTU4eCKoro Nony4yeHnss MaTeprarnos LeneBon rpynnomn.

12.2.4.1.2. OueHKa KNUHUYECKUX 3HaAHUN.

B uensx oueHKM OCBEOOMMEHHOCTM LeneBOW rPynnbl U YPOBHA 3HAHWW, MOMYyYEHHbIX MOCPencTBOM
obpasoBaTtenbHbIX onepaTuBHbIX Mep u (Mnu) npeactasneHus nHgopmaummn (OXIIMN n gp.), cnegyet NpUMEHsITb
CTporve Hay4Hble MeToAbl aHanUTUYECKNX OMpPOCOB.

AHanuTnyeckuin onpoc O0O6bIYHO BKMOYAeT OCHOBHble CTaHOAApPTHblE BOMPOCHI, OTBETbl Ha KOTOpble
JonyckaeTtcsl NpeAcTaBnsaTb No TenegoHy, B IMYHOM MHTEPBLIO UMW OTNPaBNATL MO MoYTe (SMEKTPOHHOW noyTe).
AHanuTnyeckue onpockl cnegyet Bpemsi OT BpeMEHU NOBTOPSTh.

Takoin nogxod MoxeT ObiTb a4anTUpPOBaH K KOHTPOS0 OTHOLLUEHWUS 1 OCBEAOMIIEHHOCTU B penpe3eHTaTUBHbIX
rpynnax COTPYAHMKOB CUCTEMbl 34paBoOXpaHeHust W (MAM) naumeHToB MOCPEACTBOM  COOTBETCTBYHOLMX
NMCUXOMETPUYECKNX BENWYUH. [ns BbINOMHEHMS OLEHKN crnegyeT onpeaenuTb agekBaTHbll 06bem BbIGOpKY,
BKIIOYEHME B KOTOPYIO BbINOMHATL C MCMNOMNb30BaHNEM paH4OMU3aLMK.

Hapgnexaliee BHUMaHWe cnegyeT yaenutb LIENsm aHanuTuyecKkoro onpoca, AusanHy ncenegosaHus, oobemy
BbIOOpKM U penpe3eHTaTUBHOCTM, ONepaLuoHHbIM OMNpeaeneHnsaM 3aBUCUMbIX U HE3AaBUCUMMbIX NEepPeMEeHHbIX, a
Takke CTaTUCTUYECKOMY aHanu3dy. TwaTtenbHOe BHMMaHue JOSMKHO ObiTb Takke yaeneHo Bblibopy Haubonee
COOTBETCTBYHIOLLMX MHCTPYMEHTOB MO cOOpY AaHHbIX (aHKETbl, ONPOCHUKN 1 Ap.).

12.2.4.1.3. OueHKa KITMHUYECKUX OEeACTBUN.

B uenax oueHkn 3pdeKkTMBHOCTM oOOpasoBaTenbHbIX OMepaTMBHBIX Mep U (M) MHEOPMALMOHHOIO
obecrneveHns criegyeT onpeaennTb He TOMbKO KIMHUYECKUE 3HaHWS, HO U OCHOBaHHblE Ha HUX KIMHUYecKue
OencTBUs (HanpuMmep, HasHavYeHne rekapcTBEHHOro nNpenapara).

WcecnegoBaHusa no MCMNosb30BaHMIO fleKapCTBEHHOroO npernaparta nocpeacTBOM BTOPUYHOIO UCMOSb30BaHUSA
OaHHbIX 3MEKTPOHHBIX MEONLUMHCKUX KapT cnegyeT paccmMaTpmBaTth Kak LLEeHHbIA MHCTPYMEHT OS89 KONMYeCTBEHHOM
OLIEHKW KINMUHUYECKNX OENCTBUA ANA NpeAcTaBuUTens Leneson rpynnol.

AHanu3 nNMCToB Ha3HayeHMs NekapCTBEHHbIX npenapaToB, 0CO6EeHHO BO B3aUMOCBSA3N C APYrMMU OAHHBIMU
naumeHToB (KNMHUYeckne, pemorpaduyeckne pfaHHble u Ap.), MoxeT obecneuntb OUEHKY HasHadYeHus
NeKkapCTBEHHbIX MNpenapaTtoB, BKMOYad COBMECTHOE Ha3HayeHne 2 B3aVMOAENCTBYIOWUX EeKapCTBEHHbIX
npenapaToB, COOTBETCTBME peKOMeHAauusMm no nabopaTopHOMY MOHWUTOPUHIY, a Takke BbIOOp M KOHTPOfb



COCTOSIHUA NauueHTa.

[MpumeHas cOOTBETCTBYOLUME CTaTUCTUYEeCKMe MeTodbl (aHanM3 AUHaAMUYEeCKMX pPsaoB,  aHanuabl
BbPKMBAEMOCTW, JTOTMCTUYECKAs perpeccust u Ap.) Ans KOropTbl NOTpebutenemn nekapcTBEHHbIX NpenapaToB, MOXHO
caenaTtb OLEHKY pasfMyHblX acneKkTOB HasHaYeHWs Unu npuMeHeHWs NnekapcTBEHHbIX npenapaToB, YTO MOXET
NO3BOMUTL BLINOMHUTE MNPOrHO3 MWHUMU3AUMW PUCKA, BBLIXOAALIMA 3a PaMKM UCKNIOYUTENbHO OnucaHus
nonyYeHHbIX AoKa3aTenbCTB.

12.2.4.2. lNokasatenu peaynbrara.

KoHeYHbIMM  MHOMKaTOpaMU YCMEWHOCTM nporpaMMbl  MUHUMMU3aLUW pUCKa ABMSIOTCA pesynbTaThbl
noBbIlLIEeHNs ©e30nacHOCTM MPUMEHEHUS neKapCTBEHHOro npenaparta (4actota u (Unu) cTeneHb TSHKECTU
HexenaTenbHbIX peakuuMi B CBA3M C BO3OEWCTBUMEM JEKapCTBEHHOrO npenapata Ha nauueHTa BHe pamokK
WHTEPBEHLUMOHHOIO UCCNeaoBaHusl, TO eCTb ero BO34EeWCTBME B pamMKax HEMHTEPBEHLUMOHHOro UCCrnenoBaHus).
Pesynbtatel no 6€30nacHOCTY A0MKHbI ABNATLCA UHOUKATOPaMM YCNELLIHOCTU NPOorpaMmbl MUHUMU3ALMN pUCKa.

OueHka, OCHOBaHHas Ha AaHHbIX MoKasaTensix, AOJPKHA BKMYaTb CPpaBHEHWE 3NUOEeMMONOrMYecKux mep
YaCTOTHOCTW pesynbTaTa, TakMe Kak nokasaTefb YacToTbl UMY KyMYMATUBHOM YacTOThl HEXeNnaTenbHOW peakLumu,
MOMyYeHHbIN B KOHTEKCTE NcCcrnegoBaHnii 6€3o0nacHOCTN Ha NOCTPErncTpaLuoHHOM aTane.

B cooTtBeTcTBMM C noGbIM NOAXOAOM HayYHble W NPU3HAHHbIE MNPUHLMMBI  3NMAEMMUOIIONMYECKOrO
nccrnegoBaHust Bcerga OOSPKHbl ObiTb pyKOBOOCTBOM AN OLIEHKM KOHEYHOro paccMaTpuBaeMoro nokasaTens
pesynbTarta.

CnepayeT yunTbiBaTb CPaBHEHME YACTOTbI A0 W NOCHE BbINOMHEHUSA MEP MUHUMM3ALMN pUCKa.

Korga BbINoOrHEHWE OUEHKM W pacdeTa [0 W NOCre BbINOMHEHUS Mep SBMSieTCA  NpakTUYecKn
HEeoCyLLEeCTBUMbIM (Hanpumep, Mepbl MUHUMU3ALMK pucka Obinv BBEAEHbI B AEWCTBME B MOMEHT MONyYEeHUs
pPEerncTpaumMoHHOro yaoCTOBEPEHMS), NOKa3aTenb YacTOoThl UICXOAa, NOMNYyYEHHbIN Ha 3Tane nocre BbiNOSIHEHNS Mep,
COOTHOCUTCS C 3apaHee onpenerieHHbIM pedepeHTHbIM 3Ha4YeHNEM, MOMYYEHHbIM U3 NUTEPATYPHbIX UCTOYHUKOB,
PETPOCNEKTUBHBLIX AAHHbIX MEOULUUHCKUX KapT MauueHTOB, OXWOAeMOW 4YacToTbl B obwer nonynsuymu
(Habnrogaembln aHanu3 B CpaBHEHWW C npegnonaraemMbiM U Ap.), U OOIDKEH Y4YUTbiBaTb BO3MOXHbIA 3pdeKT
CTUMYIMPOBaHNS PENOPTUPOBaHMSA. BbiGop rpynnbl cpaBHEHMS OOMKeEH ObITb Hagnexalm obpa3om 060CHOBaH.

YpOBEHb CMOHTAHHOTO PENOPTUPOBAHUA (YMCITO COOBLLEHMI O MOA03PEBAEMbIX HEXENATENbHbIX peakuusix 3a
hVMKCMPOBAHHbLIN NEpMOS BPEMEHM) HE crieyeT paccMaTpuBaTh Kak MPMEMITEMYHO OLIEHKY YacTOTbl HexXenaTernbHbIX
ABMEHUN B NOMyNALMK, MOMyYaloLwen fneyeHmne, 3a UCKIIYEHNEM 0COObIX 06CTOATENBCTB, koraa 6asucHasi yacTtoTa
HeXxenaTenbHOro SAIBNeHns B rpynne HesHavyuTenbHasa 1 CyLlecTByeT BblpaXeHHas B3auMOCBSA3b MeXAy neyeHnem v
HexxenaTtenoHOW peakumen.

Mpu Takmx obBCcTOATENbLCTBAX, KOrga NPsIMoOe onpefeneHve CTEneHu pucka B paccMaTpvBaemon rpynne
SBNAETCA MNPaKTUYECKM HEOCYLECTBMMbIM, CMOHTaHHble coobweHnsa mornu  6bl  MO3BONMUTL  caoenatb
NpeanonoXeHne OTHOCUTENbHO MPUOMM3UTENBHOrO 3HAYEHUS YACTOTbl HEXENaTenbHOW peakuuu B rpynne npu
YCNOBUWN, YTO HEKOTOpble OOOCHOBaHHblE [OaHHbIE MOryT ObITb MOMyYeHbl ANS OLEHKM MokKasaTenst ypOBHS
penopTMpPOBaHMSA B KOHTEKCTE MPMMEHEHUS NEeKapCTBEHHOrO npenapara.

XapakTepHble NOrpeLlHOCTU, KOTOPbIE BAUSIOT HA YPOBEHb PEMNOPTMPOBAHWS B OTHOLLEHUW NpeanonaraemMbix
HexxenaTenbHbIX peakuui, MOryT MPUBECTW K pe3ynbTaTam, BBOAALWMM B 3abnyxaeHue. Hanpumep, BBeaeHue
nporpaMmmbl MUHUMMU3ALIMKN PUCKa KaK peakums Ha npobnemy, cBa3aHHyo ¢ 6€30MacHOCTbIO, BbISIBIIEHHYIO Ha aTane
NOCTPErNCTPALNOHHOTO MOHUTOPUWHIA JIEKAPCTBEHHOIO Mpenapata, MOXEeT CnocobCcTBoBaTb  MOBLILLEHWIO
0CBEJOMMNEHHOCTU B OTHOLLEHUW onpeAeneHHbIX HexernaTernbHbIX peakLmi, YTO B KOHEYHOM cYeTEe MOXET NPUBECTU
K NOBbILLIEHHOMY MOKa3aTento penopTMpoBaHuUS.

Mpn Takmx oBCTOATENBCTBAX aHanmM3 CMOHTAHHOrO PEenopTUPOBaAHUS MOXET MNPUBECTUM K OLUMOOYHOMY
3aKMYEHWIO, YTO BMELIATENbCTBO OKa3anocb HeaddekTuBHbIM. CHWKEHHble nokasaTenn OTYEeTHOCTU 3a
onpenerneHHbli BpEMEHHON NPOMEXYTOK MOTYT TakKe MPUBECTU K OLULMOOYHOMY 3aKMOYEHUIO, YTO BMELLATENbLCTBO
oKasanochb 3P deKTUBHbLIM.

12.2.5. KoopguHauus.

Ecnn Heckonbko nekapCTBEHHbIX NMpenapaToB, B TOM YUCNE JfleKapCTBEHHble npenapatbl C OAUHAKOBbLIM
OeVCTBYIOLLMM BeELLECTBOM, UMEIKOTCA B HaNM4YuW Ha pbiHKE, OOMKEH ObiTb BbipaboTaH LIEMOCTHbIA MOAXO4 B
NPUMEHEHUN [OOMNOMNHUTENbHBLIX Mep MWHUMM3aUUW pucka, npesyCMOTPEHHbIA YNONHOMOYEHHbLIMU OpraHamu
rocygapcte-uneHoB. Korga BoO3HMKaeT HeoOXOOUMOCTb B KOOPAWHALMOHHBIX  OEWCTBUSIX AN rpynnbl
nekapCTBEHHbIX NpenapaToB, OoJKeH ObiTb BblpaboTaH cornacoBaHHbIA nogxon. pu Takmx obcTosiTenbcTBax
npenBapuTenbHOE MaHUpOBaHME [OJPKHO obecneuntb, 4TOObl 3(PPEKTUBHOCTL Mep MUHUMMU3ALMU pUcKa
oLeHMBanachb Ang Kaxaoro OoTAenbHOro fekapcTBEHHOro npenapaTa, a Takke Ans NekapcTBeHHbIX npenapaTos B
COBOKYMHOCTMW.

12.2.6. CnucTtembl kayecTBa MEP MUHUMMU3ALINN PUCKA.

XoTsa B pa3paboTKy U OCyLeCTBNEHNE MEP MUHUMU3ALUN PUCKA MOTYT ObiTb BOBIIEYEHbI MHOTME 3KCMNEpPThI,
OKOHYaTenbHas OTBETCTBEHHOCTb 3a KayeCTBO, TOYHOCTb M Hay4HyK LIENOCTHOCTb TakMX Mep BO3faraeTcsl Ha
aepxaTtenss  perncrpaumoHHOrO  YAOCTOBEPEHUS M YMONIHOMOYEHHOrO nuua no  dapmakoHagsopy B
rocygapcrBax-yneHax.



JJ,ep>KaTenb perncTpaumMoHHOro yaoctosepeHnda HeceT OTBETCTBEHHOCTb 3a obHoBneHne MYP B cny4ae
nosiBNEHns HOBOW MH(bOpMaLI,MM, a TakKkKe OOJDKeH NPpUMEeHATb MNMPpUHUMNbl KadecCTBa, yKa3aHHble B pasfene 2
HacToAWnX I'Ipanm. OtcnexuBaemMble Bepcumn MYP pomkHbl ObITb nepenaHbl And pacCMOTpEeHUA U BbINMOJTHEHUA
OUEHKM YNOJIHOMOYEHHbIMWX OpraHamMmun rocyaapcrtB-4J1€HOB. Otyetbl, MYP 1 BKIOYEHHbIE B MMl@H CUCTEMbI
ynpasJieHNA PUCKOM, a TaKxXe nobble OOKYMEHTbl B OTHOLUEHUN Mep Nno MMHMMM3aunn pucka MoryT nogBepraTtbCca
ayanTty nnnm NHCNEeKTnpoBaHuio.

,D,ep>+<aTenb perncTtpaunoHHOro ygocrtoBepeHuda OOoJIKeH obecneuntb, YTOObI MEXaHU3Mbl OTYETHOCTU MO
pe3ynbtatamMm nccnegoBaHin UM aHanm3oB MO OLIEHKe G(Zb(beKTVIBHOCTVI Mep MMHUMU3aunn pucka nogrsepxganncb
OOKyMEeHTallbHO. [aHHble OOKYMEHTbl MOryT noasepratbCa ayguty Unm NHCNekuunn.

12.3. OTBETCTBEHHOCTb YNONTHOMOYEHHbIX
OpraHoB rocygapcTB-4reHoB

YNONHOMOYEHHbIE OpraHbl rocyaapCTB-4YNEeHOB HECYT OTBETCTBEHHOCTb Ha HaUMOHanbHOM YpPOBHE 3a
OCYLLECTBMEHNE AOMNOSHUTENBHBIX MEP MMHUMWU3aLMX PpUCKA, MPUMEHSIEMbIX Kak ycroBue no GesonacHomy u
3P PEKTUBHOMY UCMOMBb30OBAHNIO NTIEKAPCTBEHHOIO Npenapara.

B oTHOWweHWM Mep MUHMMM3aUWMM pucka, KoTopble ObinMv BBedeHbl Mocfe BblAayn PerncTpalyoHHOro
yOOCTOBEPEHMS], YNTOSTHOMOYEHHbIE OpraHbl roCy4apCTB-4IIEHOB AOMKHbI 0b6ecnevnTb onepaTtMBHOE pacCMOTPEHUE
1 cornacoBaHme NpeacTaBreHHbIX Mep C AepXaTenemM perncTpauuoHHOro yaoCTOBEPEHUS.

YNONMHOMOYEHHbIE  OpraHbl roCyAapCTB-YNIEHOB Mpu  HeobxoaAMMOCTM MOryT oOkasaTb COOeNcTBue
COrnacoBaHUI0 BHeOPSIEMbIX Mep MWHMMMU3aUUWM pucka AnsS BOCMPOU3BEOEHHbIX NEKAPCTBEHHbIX NpenapaTos
(reHepurKoB) C O4MHAKOBbLIM AENCTBYIOLLMM BeLLECTBOM. B cnyyae HeobxoanmocTu BBeAEHUS LONONHUTENBHbIX Mep
MUHUMM3AUUN pUCKa ANS  BOCNPOU3BELEHHbIX JIEKAPCTBEHHbIX MpenapaToB (reHepukoB), OOYCNOBMNEHHbIX
npobnemamu, cBA3aHHbIMM C ©E30MacHOCTBIO  AEWCTBYIOLLEro BellecTBa, Mepbl MWHMMM3AUUU  pUCKa,
NPUMEHsIEMbIE K BOCMPOM3BEOEHHbIM FEKapCTBEHHbIM Mpenapatam (reHepukam), criegyet npuBecTM B
COOTBETCTBME C MEPAMW MUHMMU3ALNN pUCKa Ansi pedpepeHTHOro fiekapcTBEHHOro npenapata. lNMpu onpegeneHHbIx
06CcTOATENBCTBAX B OTHOLLEHUM TMOPUAHBLIX NEKAapCTBEHHbIX MpenapaToB MOryT NOHagobWUTbLCA OOMOMHUTENbHbIE
Mepbl MMHMMMU3aUUM pUCKa, MOMUMO Mep MUHMMMU3aUUWM PUCKa, BBOAMMBIX OANA pedepeHTHOro NekapCTBEHHOro
npenapaTta (Hanpumep, OOYCMNOBMEHHbIE pPa3NMuUUAMKW B cOCTaBe, Crnocobe HasHavyeHuss unu npobrnemamu
HEeCOBMECTUMOCTH).

YNONMHOMOY€EHHbIE OpraHbl FOCy4apCTB-YNEHOB A0MMKHbI 06ecnevnTb NpumMmeHeHne nboro MHCTPYMEHTa MIu
MeToga MO MMHUMM3AUMM pUCKa. YMNOMHOMOYEHHbIE€ OpraHbl FOCYAapCTB-YNIEHOB [OJPKHbI COrfacoBaTtb C
3aaBUTENEM WUNU AepXaTeneM perucTpaumMoHHOro YAOCTOBepeHus ¢opmat M cpenctBa WHCTPYMEHTOB UMK
METOOOB MUWHMMU3AUUW puUcKa, BKIOYasi MevaTHble MaTepuanbl, MHTEPHEeT-NNaTtopMbl U WHbIE ayAno-BUOEO
CPeAcCTBa, a Takke NnaHupoBaHue (rpadmk) onepaTmMBHbIX MepP Nepes BbIXOAOM NEKapCTBEHHOrO npenapara Ha ux
PbIHOK UK B ApYroe Bpems B Criydyae HeobxoauMocCTMu.

YNONMHOMOYEHHbIN OpraH rocyaapcTBa-yneHa NPUHNMMaeT CaMOCTOSTENbHOE peLLeHne B OTHOLLEHMM Bbibopa
COOTBETCTBYIOLUMX HaLMOHarnbHbIX OOpasoBaTenbHbIX MaTepuanoB W WHbIX WHCTPYMEHTOB MM METOZOB MO
MUHMMUK3ALUN pUCKa, MPU 3TOM PEKOMEHOYETCH COrfacoBaHUe YNorIHOMOYEHHbIMY OpraHamMmn rocy4apcTB-4YSIeEHOB
KnoyeBbIX anemMeHToB [MYP. YNOMHOMOYEHHble OpraHbl FOCYAapCTB-YSIEHOB Ha HaLUWOHaNbHOM YpPOBHE
OCYLLECTBMAIT KOHTPOSb Pe3ynbTaToB BBEAEHUS MEP MUHMMU3ALNM pUCKa.

12.4. OTBETCTBEHHOCTb AepXKaTenemn
pPErncTpaumoHHbIX YAOCTOBEPEHUIA

[epxaTenb perMcTpaynoHHOro yaoCcToBepeHus OOMMKeH onpeaenntb Lenu npeanoXeHHbIX JONOMHUTENbHbIX
Mep MUHUMU3ALUN PUCKa U NOKa3aTenn OLEeHKN nx acppekTneHocTu. Jliobble 4ONONMHUTENbHBIE ONEpPaTUBHLIE MEPbI
MUHUMM3aLUUKN pUcka A0MKHbI 6bITb pa3paboTaHbl B COOTBETCTBMM C OOLUMM MPUHLMNAMK, YKa3aHHbIMW B pa3genax
12.2.1 n 12.2.2 Hactoswwmx [lpaBun, U MMeTb MOMHOE AOKYMeHTanbHOe MOATBepXAeHue B nporpamMmme o
MMWHMMKU3aLMM pUCKa B COOTBETCTBUMN C pasgenom 6 HacTtoawmx Mpasun.

Mepbl, 0406pEHHbIE YNONMHOMOYEHHBIM OpPraHOM rocyapcTBa-yfieHa B MnaHe MUHUMMU3auunM pyUcka, SOJIKHbI
ObITb BbIMOMHEHBI Ha HaUMOHaNbHOM ypoBHe. [epXaTenb PerucTpaumMoHHOrO YOOCTOBEPEHUS OOJDKEH
npeacTaBnsaATb UHOPMaLMIO B OTHOLUEHUW CTaTyca BbINOMHEHUS AOMNOMHUTENBHLIX MEP MUHUMU3AUUKU puUcka no
pesynbTataMm npeasapuTenbHON JOFOBOPEHHOCTU C YNONMHOMOYEHHbIMU OpraHaMu rocyapCTB-UNEeHOB, a Takke
NMHOPMMPOBaATL YNOJTHOMOYEHHbIE OpPraHbl rOCY4apCTB-YIIEHOB B OTHOLLIEHMM NIIOObIX UBMEHEHUIA, CITOXXHOCTEN UNn
BOMPOCOB, BO3HUKAKOLLMX NPU BLINOSIHEHUW AOMOSTHUTENBHBLIX MEP MUHMMM3aUMK pucka. JTtobble COOTBETCTBYOLLME
N3MEHEHNS] B OTHOLLUEHMU WMHCTPYMEHTOB MM METOAOB BbIMNOSIHEHMSI MEP MWHUMWU3AUMU pUCKa OO0JPKHbI OblTb
cornacoBaHbl ¢ YNOSIHOMOYEHHbIMW OpraHamMu rocyAapCcTB-4NeHOB.

Mpn BBEAeHUMM B [ENCTBUE WHCTPYMEHTOB WM METOAOB Ha OCHOBE WHM(OPMAUMOHHBLIX TEXHOMOMMn
aepxartenb perncTpaumMoHHOrO yOOCTOBEPEHMST OOJDKEH MPUMEHATb TpeboBaHUS, XapakTepHble AN KaXKAoro



rocygapctBa-yfieHa, ¢ y4eToMm MNoTeHumarnbHblX Mpobnem, CBSA3aHHbLIX C OOCTYMHOCTbIO, Pacno3HaBaeMOCTbiO,
OTBETCTBEHHOCTbI0, KOH(PUAEHLUNANBHOCTLIO U 3aLLMTON AaHHbIX.

B oTHOLWEHMN BOCNPOM3BEAEHHBIX NTEKAPCTBEHHbIX NpenapaTtoB (FEHEePUKOB) AepxaTerb PerncTpaLoHHOro
yOOCTOBEPEHUs1 AOIMKEH pa3paboTaTb Mepbl MMHMMM3ALMM pUCKa B COOTBETCTBUU C 06 bEMOM, HanNpPaBEHHOCTbLIO,
cogepXaHmem M POpMaToM MHCTPYMEHTOB UMM METOAOB, MPUMEHSIEMbIX AN OPUMMHANbHOIO NeKapCTBEHHOMO
npenapaTa. CocTtaBneHne rpaduka M nnaHMpoBaHWE ONepaTUBHbIX Mep AOMKHbI OblTb Hagnexawmm obpasom
CKOOPAMHUPOBaHbI B LENAX MUHMMMU3aLNW Harpy3Kkn Ha CUCTEMbI 34PaBOOXPaHEHMS.

OueHka 3h(PeKTMBHOCTM MEp MWHMMMU3aUMM pUCKa B OTHOLUEHWMM BOCMPOU3BEAEHHbIX flEKAPCTBEHHbIX
npenapaToB (FEHEePUKOB) OCYLLECTBNSAETCA AepXaTenemM perncTpaunoHHOro yaoCTOBEPEHNS B COTPYAHUYECTBE C
YNOMHOMOYEHHbBIMW OpraHamu rocyapcTBe-yneHoB. B cnyyae o60CHOBaHHOCTY NpOBEAEHMS UCCref0oBaHNI B LIensaxX
MUHUMM3ALUUN Harpy3kM Ha CMCTEMbI 30PaBOOXPaHEHUST HACTOSATENbHO PEKOMEHAYEeTCHA NPoBeAEeHNEe COBMECTHbIX
nccnegoBaHun. Hanpumep, ecnu HasHavyeHoO NpoBeaeHMe NPOCNEKTMBHOIO KOrOPTHOrO NCCNEeAOBaHUSA, BKITIOYEHNE
B UCCrefoBaHWEe [OO0IMKHO ObiTb HE3aBMCMMbIM OT Ha3Ha4yeHUs1 NeKapCTBEHHOro npenapata C onpeaeneHHbIM
TOProBblM HAUMEHOBaHMEM UMK OT ONpeaenieHHOro NPOM3BOAMTENS NEKapCTBEHHOro npenapata. B atnx cnyyasax
peructpauMs [OaHHbIX OMpederieHHOro JieKapCTBEHHOro npenaparta SBMSeTCs BaXHOW B Uensax 6bicTpown
naeHTudmkaumm noboro HOBOro pucka, NPUCYLLLEro KOHKPETHOMY NIEKapCTBEHHOMY Mpenapary.

HepxaTtenb perMcTpaumoHHOr0 YAOCTOBEPEHWSI OOIMKEH KOHTPONMPOBaTb pe3ynbTaTbl MEP MUHUMWU3aALUK
pucka, koTopble BKItodeHbl B [MYP. O6wue npuHumnnbl oueHKM 3dEKTUBHOCTU YKa3aHbl B NyHKTE 12.2.4 HacTOsALWNX
Mpasun.

Hepxatenb perncTpaumoHHOrO YAOCTOBEPEHUS [OOMKEH MNPEACTaBUTb OTYET B  OTHOLUEHMM OLEHKU
3(pPEeKTUBHOCTM AOMNOMHUTENBHBIX MEP MUHUMM3AUUU PUCKa, MMEKLMX OTHOLIEHME K OLEeHKe COOTHOLUEHMS
"nonb3a - puck" B NMNOOB.

Odepxatenb permcTtpaumMoHHOro YyAOCTOBEPEHUS [[OIbkeH obecneyntb CBOEBPEMEHHYID CBS3b C
YNOMHOMOYEHHbBIMW OpraHamMu rocy4apCTB-4Y1eHOB ANS BbINOMHEHWS COOTBETCTBYIOLLEN PErynATOPHOM OLIEHKM.

12.5. COTPYAHWKM CUCTEMbI 30PaBOOXPAHEHUSI U NALNEHTbI

BsavmogeicTBrMe COTPYOHUKOB CUCTEMbl 30PaBOOXPAHEHUS UM MAUMEHTOB SIBMAETCA KpalHe BaXXHbIM
hakTOopoM, HeobxoOMMbIM ANS1 YCMEeLWHOro BbINONIHEHUs o6pasoBaTesnbHbIX MNporpaMM U (UnM) nporpamm
KOHTPONMPYEMOro AO0CTyna B LENsX onNTUMM3auun COOTHOLLEHUs "nonb3a - puck". Heobxoaumo yaensts ocoboe
BHMMaHWe Noboi Mepe MUHMMM3auMK pucka, KoTopasti MoXeT ObiTb BBedeHa Ans obecrneyeHuss 6esonacHoro u
3 HEKTMBHOIO MCMONb30BaHMSA NEKAPCTBEHHBIX NpenapaTos.

12.6. BnusaHne acbdekTMBHOCTN MEP NO MUHUMU3ALIMM PUCKa
Ha nnaH ynpasrneHus puckamm 1 nepmogn4ecknini OGHoBISEMbIN
oT4yeT no 6esonacHoOCTU

O6HoBneHnst NMIOOB n MYP gomkHbl BKMOYaTb CYMMapHyH OLIEHKY pesyrnbTata [OMNONHUTENbHbIX Mep
MUHUMMU3AUUKN pUCKa, BBEAEHHbIX A8 YMEHbLUEHUS BaXXHbIX PUCKOB, CBA3AHHbLIX C NPUMEHEHNEM NeKapCTBEHHOMO
npenapata. B TYP akueHT gomkeH ObITb coenaH Ha TOM, Kak BbIMOSHAEMas OeATENbHOCTb U ee pe3ynbTathl
OTpaxalTcs Ha NMaHWpoOBaHUM Mep MWHMMU3auMM pucka u (unu) cdpapmakoHagsopa. B MOOB pgomkHa ObiTb
cAernaHa oLeHKa BO3OeNCTBMA BBEAEHHbIX Mep Ha Npoduib 6e3onacHoCcTM 1 (Unn) CooTHoLWEHWE "nonb3a - puck”
NeKapcTBEHHOro npenapaTa. AKUEHT AOMmKeH ObiTb caenaH Ha WHopmauuio, KoTopasi norflydeHa B npolecce
OTYETHOro Nepmoaa Unn ¢ MOMeHTa OCYLLECTBIEHUA HEAAaBHUX MeP N0 MUHUMM3AL MU pUcka.

PesynbTathl oueHKkn 3EKTMBHOCTN MEP MUHMMU3ALMM pUCKa BO BCEX CryvasiX MOAMeXart BKIYEHUO B
MYP. Kak yacTb Takon KpUTUYECKOM OLEHKU AepxaTenb PperncTpauuoHHOro yAOCTOBEpPEeHWs AOfKeH caenatb
HabngeHUsa B OTHOLLEHUN (haKTOPOB, CNOCOBCTBYHOLLNX AOCTUXEHUIO LEeNN Uy NPUBOSALLNX K HEOOCTAaTOYHOCTU
NN HeaEKTUBHOCTU MEP MUHUMU3ALNN PUCKA. TaKon KPUTUYECKMUI aHann3 MOXeT BKIoYaTh CChINKY Ha OMbIT 3a
npegenamu rocyaapcTB-4reHoB (Mpu Hanu4um).

OueHka 3a(pPEKTUBHOCTU MEP MWHMMM3ALUMM pUCKA OOIMKHA ObiTb aKUEHTMpOBaHa Ha TO, ObINM N OHU
YCMNELUHbIMU B OTHOLLEHUN MUHMMU3aUMK LeneBoro pucka. OueHka BbIMOMHAETCS C UCMOMb30BaHMeM KoMBuHauum
nokasaTenen npowuecca M pesynbTaTa B COOTBETCTBMM MyHkTOM 12.2.4 HacToswwux [lpasun. PekomeHayeTcs
caenaTtb pasrpaHudeHve Mexay MepaMmyv MUHUMU3auun pucka, BBEAEeHHbIMW B MOMEHT BblAayu yOOCTOBEPEHUS O
rocygapCTBEHHOW peructpauuu, U TeMu Mepamu, KoTopble Obinv BBeAEHbl NO3OHEE HA MOCTPErncTpauvuoHHOM
aTarne.

OueHka 3(hPEKTUBHOCTM MEpP MUHUMM3ALUU puUcKa AOMkHa ObiTb nNpeacTaBrieHa C y4deToOM crenyroLmnx
pekomeHaaunin:

a) oLeHKa OOIPKHA NPeACcTaBNATb KOHTEKCT NyTeMm:

KpaTKoro onvcaHus BBEAEHHbIX MEP MUHMMU3ALMU PUCKA;

onpegeneHus ux uenewu;



onucaHusa BbIbpaHHOro npouecca 1 nokasaTtenemn pesynbTara;

©) oueHka OormKHa BKMOYaTb COOTBETCTBYIOLWMIA aHanM3 Xxapaktepa HexenaTernbHbIX peakuuin, BKNYas ux
CEepbe3HOCTb M NPefoTBPaTUMOCTb. [ e 3TO YMECTHO, cneayeT Takke BKIIOYUTb NOrMcTMYeckne akTophbl, KOTopble
MOTYT NOBMMATb Ha KITMHNYECKOE BbINOMHEHNE MEP MUHMMU3ALNN PUCKE;

B) OLIEHKa JOMKHa BKIIOYaTh UCCreJoBaHMe BbINOMHEHUSI MEP MUHUMMU3aLIMN pUCKa B PYTUHHOM KITMHUYECKON
MpakTuKe, BKMOYas BCE OTKIMOHEHMS OT MepBOHaYanbHOro nnaHa. Takad oueHka MOXeT BKIH4YaTb pesynbTaThl
nccrnegoBaHUM MCMONb30BaHUA NeKapCTBEHHOMO Npenapara;

r) mokasaTenu pesynbTarta (4actoTa U (A1) CEepbe3HOCTb HeXenaTenbHbIX peakuuin) OOMMKHbI SABASTHCS
KMNOYEBbIMW KOHEYHBbIMU TOYKaMu Mpu OLeHKe CTeneHu AOCTUXEHUS NOCTaBMNEHHbIX 3a4ay Npy BbINOIHEHUU Mep
MUHUMM3aLMKN pUcka.

MpeonoxeHus B OTHOLLEHUN U3MEHEHUIN MO COBEPLUEHCTBOBAHMIO Mep YNpaBreHUs puckammn AOMMKHbl ObITh
npeactasneHbl B cooTBeTcTBYyOWEeM pasgene MNOOB. MNMnaH MuHMMmU3aumm puckoB criefyeT 0OHOBNATbL C y4ETOM
nocTynatoLlen nHopmauumn B OTHOLEHUN 3PDEKTUBHOCTU MEP MUHUMM3ALUKN pUCKa.

Yactota o6GHoBneHuss YP pomkHa OblTb NponopuMoOHanbHOW puckam, CBA3@HHbIM C MPUMEHEHUEM
nekapcTBeHHoro npenaparta. O6HoBneHns MNMYP gomkHbl ObiTe akLEeHTMPOBaHbl HA NPOrpaMMy MUHUMU3aLLMK pUCKa
“ npeacTaBneHne 06HOBEHNI MO OCYLLIECTBIIEHUIO MEP MUHUMU3ALIMN PUCKA, TAe 3TO NMPUMEHUMO.

B cnyyae oOHOBRMEHUS OrpaHWYEHHOTO KONMYECTBa pas3denoB, OHW AOJKHbl ObiTb MepeyvncrneHbl B
CONpOBOANTENBHOM MMCbME NPW NPeAcTaBneHMn AoKyMeHTaumu. B crnyyae ecnm no pesynbTartam BbINOMHEHNUSI Mep
MUHMMU3aUMN pucka Tpebyetcss BHeceHue uameHeHun B OXIJII, OCHOBaHMA W AaHHbIE WM3MEHEHUSA LOJIKHbI
nogTeepxaaTbcst nogaden NOOB, oTpaxaloLero yka3aHHbIe acnekTbl.

12.7. Npo3spayvHocTb

YNOnHOMOY€EHHbIE OpraHbl rOCyAapCTB-4reHOB 06ecneymnBatoT Npo3pavyHOCTb U AOCTYNHOCTb MHOpMaLmMm No
BBEAEHHbIM MepaM MWHMMM3ALMM pUCKa MNyTeM WX pa3MELleHUs Ha COOTBETCTBYIOLUMX WMHTEpHEeT-nopranax
cnegywouwen unHdbopmaumn: gencteytowlen pegakumm OXJIIM, pestome [MYP ¢ ykasaHueM BBeOEHHbLIX Mep
MUHUMM3aUMK pUcka.

13. JononHuTenbHbIA MOHUTOPWUHT
13.1. BBegenue

dapmakoHaa3op ABNAEeTCS Heobxoanumon yHKLMEN CUCTEMbI 34PaBOOXPAHEHUS U HanpaeneH Ha BbicTpoe
BbISIBIIEH/E W pearnpoBaHWe Ha MnoTeHuuManbHble Yrpo3dbl 6e30nacHOCTW, CBA3aHHble C  UCMOMb30BaHWEM
nekapCTBEHHOro npenapara.

locygapcTBeHHas — perucTpauus  NEKapcTBEHHOro  npenapata  OCYLIeCTBMSeTCs Ha  OCHOBaHWM
MOMOXWUTENbHONO Ha MOMEHT perncTpaumm COOTHOLWIEHWUs "nonb3a - PUCK" NeKapCTBEHHOro npenapaTta Ans
OonpeferneHHbln LIeneBoW rpynnbl NauMeHTOB B npedenax oJoOpeHHbIX MoKasaHWi W pekoMeHZauui no
NPUMEHEHMIO.

OpHako He BCe PUCKM MOTYT ObITb BbISIBNIEHbI K MOMEHTY NepBOHAYanbHOM perncTpaumm, HEKOTOPbIE PUCKM
BbISABNSAIOTCA Ha MOCTPErucTpauMoHHOM 3Tane npu LUMPOKOM MPUMEHEHUN FfeKapCTBEHHOro npenapata Ha
NPOTSKEHUN BCENO XU3HEHHOTO LIMKNa NekapcTBEHHOro npenapara.

Ons obecnevyeHnss BO3MOXHOCTM BbIMOMHEHMS KOHTponsa 6e30nacHOCTM fekapCTBEHHbIX npenapaTos
NPONOPLIMOHANbHO YPOBHIO pUCKa, COMPSXEHHOMY C UX MPUMEHeHMEM, LiernecoobpasHbiM aBnseTcs hopmmpoBaHue
nepeyvHs nekapcTBEHHbIX MpenapaToB, Tpebylwmux paclmpeHHoro cbopa AaHHbIX No 6e3onacHOCTU nocne ux
permctpaumm, 4YTO O3HayaeT BBeAEHWE KOHUEenuuu AOMOMHUTENbHOMO MOHWUTOPWMHIA B OTHOLUEHMM HEKOTOPbIX
nekapCTBEHHbIX NpenapaTos.

YNONHOMOYEHHbIMY OpraHamMm rocy4apCcTB-4feHOB CO34aeTcs, NogaepXKMBaeTcs B akTyaribHOM COCTOSHUMN U
ny6nunkyeTcs eQuHbINA CNMCOK NeKapCTBEHHbIX MpenapaToB, Nogsexalux AoMNoNTHUTENBHOMY MOHUTOPUHTY (aanee -
CMUCOK) Ha TeppuUTOpUAX rocyaapcTB-yneHoB. Takue rnekapcTBeHHble npenapaTtel B OXIM u WMIT (11B)
0603HaYalTCs NepeBepHYTHLIM YepHbIM PaBHOGEAPEHHLIM TPeyronbHUKOM V | KOTOPbI COMPOBOXAAeTCs
cnegywowen MOACHUTENbLHOW Haanucbio: "[daHHbIA NekapCTBEHHbIA npenapaT MOANEXWUT OONOMHUTENbHOMY
MOHUTOPWHIY. JTO MNO3BONUT ObICTPO BbISIBUTb HOBY MHOpMauuo no 6HesonacHocTn. Mbl obpallaemcs K
paboTHMKaM CUCTEMbI 34paBOOXpaHeHuss ¢ npocbbon coobwaTtb O NbObIX MO4O3PEBAEMbIX HEXeraTerbHbIX
peakumax.".

13.2. CTpyKTyphbl 1 NpoLecchl

13.2.1. anIHLI,VII'IbI NpUCBOEHUA CTaTyCa AONOJTHUTESIbHOITO MOHUTOPUHIA NEeKapCTBEHHOMY npenapary.
PerI/ICTpaLI,I/IFl BCeX JNeKapCTBEeHHbIX npenapaTtoB OCYLeCTBIAETCA Ha OCHOBaHUWU NMPpU3HaHMA COOTHOLLEeHUA



"nonb3a - puck" NONOXUTENBbHBLIM C Y4ETOM MMEIOLLMXCA HA MOMEHT perncTpauumn ceegeHun (AaHHbIX KITMHUYECKUX
nccneaoBaHUN, KOTOpble NPOBOAUNUCH Mpu pa3paboTke nekapcTBeHHOro npenapata). OgHako HexenatenbHble
peakuuu, KOTopble BO3HUKAOT peako Nnbo pa3BMBaloTCA Npy ANMTENBHOM NPUMEHEHWMW, MOTYT CTaTb OYEBUOHBIMM
TONbKO MOCMe MPUMEHEHMS NEeKapCTBEHHOro npenapaTta Gonee LMPOKUM KPYromM MnauMeHToB u (unm) nocne
anutensHoro npuema. Kpome TOro, mpeumyliectsa U PUCKW, CBSA3AHHbIE C MPUMEHEHUEM JEKApPCTBEHHOIO
npenapaTa, BO3MOXHO, OLIEHMBANUCb B YCMOBUSAX, OTMMYAIOLIMXCA OT YCMOBMMA MNOBCEAHEBHON MEOMLMHCKON
NPaKkTVKW, Hanpumep, KINMHUYECKUE WCCNEedOBaHMS MOryT WCKMOYaTb OnNpederieHHble TuMbl MauueHToB C
MHOXXECTBEHHBIMW COMYTCTBYIOLUMUN 3a00NEBaHNSIMU UNN  COMYTCTBYIOLLMMUN JIEKAPCTBEHHLIMU MpenapaTamMu.
Takum o6pa3om, nocne BbIXo4a NEKapCTBEHHOro npenapara Ha pPbIHOK €ro MCMorb3oBaHWe pasnnyHbIMU
nonynAUMOHHbLIMM rpynnamu TpebyeT NOCTOSAHHOIrO MOHUTOPUHra. [lepxxatenu perucTpaumoHHOro yaoCTOBEPEHS
YNOMHOMOYEHHbIE OpraHbl FOCYyJapCTB-YNEHOB OCYLLECTBNSAOT MOCTOSAHHbIA  MOHUTOPUHI  NIEKapCTBEHHbIX
npenapaToB AnA NONyyYeHus nosiBnswoLiencs nHgopmaumm no 6e30nacHOCTM, a Takke BbIMOMHSAKT OLEHKY ee
BNUSIHUA Ha COOTHOLWLEHME "nomnb3a - puck' nekapcTBeHHoro npenapata. OgHaKO HEKOTOpble feKapCTBEHHbIE
npenapaTtbl TPeOylT BbINOMNHEHMA Gonee WHTEHCUBHOro cbopa AaHHbIX No 6e30MacHOCTM nocne MpPOXOXAEeHUs
rocygapCTBEHHOW perncrpaumn ¢ Tem, 4Tobbl MakcMMarnbHO ObICTPO BbISABMATE HOBble 3Ha4YMMble NMpobnemel,
CBfA3aHHble C ©e30nmacHOCTblO, W HEMeANeHHO mnpeanpuHumaTtb Hagnexawme wepbl. [Ond  noBblLEHUS
3(PPEKTUBHOCTU MOHUTOPUHra Ge3onacHOCTM onpedenieHHbIX NeKapCTBEHHbIX MpenapaToB U CTUMYNMPOBaHMS
NpeacTaBneHns CMNOHTaHHbIX COOOLLEHMI O BbISIBNIEHHbIX HEXenaTenbHbIX peakuusx BBedeHa KoHLenuus
OOMOSTHUTENBHOMO MOHUTOPUHTA.

CraTyc OONONMHUTENBHOMO MOHWTOPUHra MOXET NPMCBauBaTbCsl fleKapCTBEHHOMY MpenapaTy BO BpeEMS
BblJayn yOOCTOBEPEHUSA O rOCyLapCTBEHHOW perncrpaumm unm Ha bornee no3gHMX aTanax XM3HEHHOro LMKa
NEeKapCTBEHHOro npenapaTa npu BbISBMEHUU B NPOLECCe NOCTPErMcTpaLMoHHOrO MOHUTOPMHIa HOBOW Npobnemel,
CBA3aHHOM C 6e3onacHocTblo. B 4yacTHOCTWM, cTaTyCc [OOMNOMHUTENbHOIO MOHUTOPMHIa BaXkeH npwu Bblgaye
pPEerncTpaumoHHbIX YAOCTOBEPEHMI Ha NEKapPCTBEHHbIE NMpenapathl, cogepXallme HOBoe AENCTBYHOLLEE BELLECTBO,
ONs BCEX NeKapCTBEHHbIX NpenapaTtoB 6UMONOrMYEecKkoro NPOMCXOXOEHUSA, KOTOPbIE SIBNAIOTCA npuopuTeTamMu Ans
ocyulecTBneHuss cpapmakoHagsopa. YNOMHOMOYEHHbIE OpraHbl rocygapCTB-YNEHOB MOryT Takke notpeboBaTtb
BBeJEHMEe cTaTyca [OMOMHUTENbHOIO MOHWUTOPWMHIa Afsi JIeKapCTBEHHOro npenapaTta npwW  onpeaerneHHbIX
obcToATENbCTBaxX, Hanpumep, No pesynbTaTam NpoBeAEHMS NOCTPErMCTPALMOHHOIO nccneaoBaHnst 6esonacHocTu
UNn orpaHMYeHnn B oTHOLIEHUN Be3onacHoro 1 adeKTUBHOIO UCMOSb30BaHNS NIEKapCTBEHHOTO Npenapara.

13.2.2. O6GMeH AaHHbIMM U NPO3PaYHOCTb.

CraTyc [OMOMHUTENBLHOrO MOHMTOPUHIA [OIDKEeH [OBOAMTBCS [0 CBedeHust paboTHMKOB CUCTEMBI
34paBOOXpPaHEHNsT U MaLMEHTOB TakumMm 0bpa3oM, YTobbl YMCNo CcoobLIEHN O NpeanonaraeMbiX HexenaTenbHbIX
peakumMsax NoBbILIAnochb, HO NpyM 3TOM HE cO3daBarnach Ype3mMepHas TpeBora. OT0 MOXHO AOCTUrHYTb, Hanpumep,
nogyepkmBass HeoBXOAMMOCTb nyyllend XxapakTepuctukn npoduna 6e30nacHOCTM HOBOrO  JieKapCTBEHHOro
npenapaTta MyTeM BbISBMEHUS [OOMOMHUTENbHBIX PUCKOB, HO COOTHOCATCS 3TW NOTEHUManbHble PUCKUA C
OOKa3aHHbIMW  NpeumyLlecTBaMu W TepaneBTUYECKOM MOMb30M OaHHOro  JleKapCTBEHHOro  npenapara.
O6LLefoCTYMHBIN CMNCOK NEKApCTBEHHbIX MpenapaTtoB CO CTaTyCOM [OMOSIHUTENBHOMO MOHWUTOPMHIa AOSMKEH
NOCTOSAHHO OBHOBNATLCS YMONTHOMOYEHHBIM OPraHOM rocyAdapcTBa-yfieHa B cdepe obpalleHust NekapCTBEHHbIX
cpencTtB. Kpome Toro, COTpyAHUKM CUCTEMBI 30pPaBOOXPAHEHUSA U NALMEHTbI OOJPKHbI MMETb BO3MOXHOCTb J1Erko
pacno3HaBaTb 3TW NPOAYKTbl MO UX MapkMpoBke. [ybnukauusa cnvcka BMecTe C COOTBETCTBYHOLLMM COOBLLEHMEM
OOImKHa NobyxaaTb COTPYAHMKOB CUCTEMBI 30paBOOXPaHEHN N NaUMEHTOB coobwaTtb 060 BCex NoA03peBaEMbIX
HexxenaTenbHbIX peakLuMsax Ha NekapCTBEHHbIE Npenaparbl, nogexatime AOMNONHUTENbHOMY MOHUTOPUHTY.

13.3. KpuTepum BKItoYeHUs nekapCTBEHHOTO npenapara B CMCoK
OOMONHUTENBHOrO MOHUTOPWHTa

13.3.1. ObAsaTenbHble KPUTEPUN BKITIOYEHMS.

B cnncok nekapcTBeHHbIX npenapaTos, noanexawiux [ONONHUTENBbHOMY MOHUTOPUHIY, BKOYaTCA
crnefyloLmne KaTeropmum nekapcTBEHHbIX NpenaparTos:

a) nekapcTBEHHble npenapaTbl, perncTpupyemMble Ha TEpPUTOPUAX rocyAapcTB-4YNeHoB, CoaepXallme HoBoe
AeNCTByloLLee BeLecTBO, KOTOpoe A0 BCTYMNfeHNs B cuny HacToswmx MNMpasun He GbIno 3aperucTpMpoBaHo HU B
OOHOM U3 rocy4apCTB-UrieHOB B COCTaBe Kakoro-nnbo nekapcTBeHHOro npenapara;

6) nekapcTBeHHble npenapaTtbl GUOMOMMYECKOro MNPOUCXOXAEHWS, PperucTpupyemMble Ha TeppuTopum
rocygapcraa-yneHa nocne BCTYNNeHUsa B cuny HacTosawwmx Mpasum;

B) JleKapCTBEHHble npenapaTtbl, Ha KOTOPble YMONIHOMOYEHHBIM OpraHoM rocyAapcTBa-yrieHa Obino
3aTpebOBaHO  BLIMOMHEHWE MOCTPErMCTPaLMOHHOIO KccnegoBaHns 6Ge3onacHOCTM Ha MOMEHT  Bblgauu
YOOCTOBEPEHUA O rOCYAapCTBEHHOW peructpauuu wnu nocre BblAdayn YOOCTOBEPEHUS O rocyAapCTBEHHOW
perncrpaumn.

13.3.2. JononHuTeneHble (hakynbTaTUBHbIE) KPUTEPUW BKITHOYEHUS.

Mo 3anpocy ynNOMHOMOYEHHOro oOpraHa rocyAapcTBa-yrieHa reKapcTBeHHble npenapaTtbl MoryT ObiTh



BKIMOYEHbI B CMUCOK NoAanexalimx AONONHUTENbHOMY MOHUTOPUHIY HA OCHOBAHWUW CRefyloLmnx AONOSTHUTENbHbIX
KpUTEpUEB BKINIOYEHUS:

pekomMeHAauMm Mo MPUMEHEHUI0 JIEKapCTBEHHOrO npenapaTa COAepXaT CYLIECTBEHHblE OrpaHU4eHwus,
Heobxoaumble Anst obecneyeHus ero 6e3onacHoOro n apPEKTUBHOIO NPUMEHEHUS;

YNOMTHOMOYEHHbIM OpraHoM rocyapcTBa-yrieHa onpeferieHO UCMOMb30BaHe MHbIX Mep Mo obecrneyeHuto
6Ge3onacHOCTM NeKkapCTBEHHOTO Npenaparta B CUCTEME YNPaBIieHNs pUcKamu;

YNOMTHOMOYEHHbIM ~ OpraHoOM  rocygapcTBa-yfieHa ycTaHoBNeHO o0643aTenbCTBO  AnNs  Aepxatens
permcTpaumMoHHOro ya4oCTOBEPEHMS MPOBECTM NOCTPENMCTPaALMOHHOE nccnenoBaHne aoeKTMBHOCTN.

PelieHne no BKMAOYEHWO NEKapCTBEHHOro mnpenapata B CNWCOK NoAnexalumMx [ONONHUTENbHOMY
MOHUTOPUHIY [OO/PKHO TakKe Y4yuMTbiBaTb BOMPOC O LEenecoobpasHOCTM [aHHOro cratyca C Yy4eTOM UHbIX
OONOMHUTENbHBIX MEePOoNpUATUA hapmakoHaa3opa, npeanoxeHHbix B MYP.

13.4. Kputepun onpeneneHuns HavyanbHOro BpeMeHu
KOPPEKTUPOBKKN CNMCKa NEKapCTBEHHbIX NpenapaTos, noanexatimx
AONOSTHUTENBHOMY MOHUTOPUHTY

13.4.1. O6sa3aTenbHble KPUTEPUN.

[nsi nekapCTBEHHbIX MpenapaToB, COAEpXallMxX HOBble [OEWCTBYHOLLUME BeLlecTBa, a Takke AN BCeX
nekapCTBEHHbIX NpenapaToB BUONOrMYecKoro NPOVUCXOXAEHUS HaYarnbHbIV NEPUOL BKITIOYEHUS] COCTaBMSET 5 neT ¢
OaTbl FOCy4apCTBEHHOW perncTpauumn Ha TeppMTopumn rocygapcrBa-yreHa.

13.4.2. JononH1TeNbHbIE KPUTEPUN.

[na nekapcTBEHHbIX MNpenapaToB, BKIMOYEHHbIX CMUCOK Ha OCHOBAHWM YCTAHOBMNEHUS OnpenerieHHbIX
ycrnoBun (NpoBefeHne MOCTPErucTpaLMOHHbIX MccrnedoBaHun 6es3onacHocTy, 3dEKTMBHOCTN, TpeboBaHWA K
C/CTEME yNpaBneHnsi puckamu), Nnepuog BKNIOYEHUS B CMMCOK CBA3aH C BbINMOSIHEHNEM COOTBETCTBYIOLLMX YCNOBUIA U
00a3aTenbCTB, BO3MNOXEHHbIX Ha  AepxaTens  perncrpauumoHHOro  yAOCTOBEpPEHUsd, W onpegensercs
YMOSTHOMOYEHHbIM OPraHOM roCyAapCTB-4YIEHOB COOOPA3HO UX BbIMOMHEHUIO U NOMyYaeMbiM pesynbtaTam.

Ha npoTsbkeHUM XXM3HEHHOTO LMKIa NIEKAapCTBEHHOIO Npenaparta BO3MOXHO ero HEOAHOKPAaTHOE BKITIOYEHUNE B
CMUCOK NEKapCTBEHHbIX MpenapaToB, NOANEXALUMX AONOMHUTENBHOMY MOHUTOPUHTY.

13.5. O6s13aHHOCTM YNONTHOMOYEHHbIX OPraHOB rocyAapCTB-YNeHOB

YNONHOMOYEHHBIM OpraHam rocyapCTB-4rieHOB crieayeT:

a) nHOpPMMpPOBaTb YMOMIHOMOYEHHbIE OpraHbl APYrMxX rOCYAapCTB-YUNEHOB O MPUMHATOM peLleHUun Mo
BKITIOYEHUNIO PErMCTPUMPYEMbIX (3aperMcTpMpoOBaHHbIX) JIEKAPCTBEHHbIX MpenapaTtoB B CNWCOK MOAMexalimx
OONOMHUTENBbHOMY  MOHUTOPUHIY, obecneunTb nNpeacTaBfieHNne SMNEKTPOHHOW CCbikKM  Ha BeO-CTpaHuuy
YNOMIHOMOYEHHOrO OpraHa rocygapcrBa-yrieHa, rae OTKPbIT 00U JOCTyn K MHopMauum O nekapCTBEHHOM
npenapaTte un pesiome MNYP;

©0) onybnukoBaTb Ha calTax B WH(OPMALMOHHO-TENEKOMMYHMKAUMOHHOW ceTu "MHTepHeT" chnmcok
NeKapCTBEHHbIX MpenapaToB, 3aperucTpUpPOBaHHbIX Ha TEpPPUTOPMSX TFOCYAapCTB-YIIEHOB, KOTOpble nognexar
OOMOSTHUTENBHOMY MOHUTOPWHIY. B cnncke ykasbiBaeTCcs aNeKTpOHHAsA CChIfika Ha calT YNOMHOMOYEHHOro opraHa
rocygapcrBa-yfnieHa B MHPOPMALMOHHO-TENEKOMMYHUKALNOHHON ceTu "MIHTepHET", rae OTKpbIT obLWmMin AOCTyn K
MHdopMaLnmM 0 NiekapcTBEHHOM npenapaTte u peatome MYP;

B) MHGOPMMPOBATL YMNOMHOMOYEHHbIE OpraHbl APYrMxX FOCYAapCTB-UNEHOB O 3aperucTpupoBaHHbIX MO
HauMoHanbHON npoueaype NeKapCTBEHHbIX MNpenapaTtax, BKIIOYEHHbIX B CMUCOK JIEKApCTBEHHbIX MpenapaTos,
noanexatmx ONONHUTENBEHOMY MOHUTOPUHTY;

r) yuuTbiBaTb CMUCOK MNOAMEXALUX AOMOSHUTENBHOMY MOHUTOPUHTY NEeKapCTBEHHbLIX MpenapaToB Mpu
onpeneneHnn 4actoTbl M 0OCOBEHHOCTEN BbINOMHAEMbIX Npoueayp No 06HapY>KEHUIO CUTHANMOB;

4) nHcbopMMpoBaTb COOTBETCTBYHOLLENO AepXKaTens permcTpauMoHHOro yA40CTOBEPEHNS O NMPUHSTM PELLEHNS
MO BKITKOYEHUIO B CMINCOK NTEKAPCTBEHHbIX MpenapaToB, NoAnexalimx 4ONONHUTENBHOMY MOHUTOPUHTY;

€) NpyHMMaTb BCe Haanexalme Mepbl Ars TOro, YToObl COTPYAHUKM CUCTEMBI 30PaBOOXPAHEHNST U NALMUEHTDI
coobLianm o nMbbiXx NOO03pEBAEMbIX HEXenaTernbHbIX peakuusax Ha NEeKapCTBEHHBbIN MpenapaT, BKMYEHHbIA B
CMUCOK NEKapCTBEHHbIX MpenapaToB, NOANEXalLMX 4ONONHUTENBHOMY MOHUTOPUHTY;

X) BBINOMHATE  €XeMecs’dHoe OOHOBMEHME CNUcKa NeKapCTBEHHbIX MpenapaTtoB, MOAMEXalumx
OOMNOSNTHUTENBHOMY MOHUTOPUHTY.

13.6. Ob6si3aHHOCTU AepxaTenen perncTpaLnoHHbIX yOOCTOBEPEHUN

Hepxartenb perncTpaumoHHOro yaocToBepeHusa obs3aH:
a) BkntoumTb B OXJIMN 1 MIT (11B) cBOMX NekapCTBEHHbIX MpenapaToB, BKMYEHHbIX B CMIMCOK MOASexXaLlmx

OONONMHUTENNTbHOMY MOHUTOPUHTY, CUMBOJT 4YEepHOro TpeyrosibH1Ka \Y , @ TaKkKe CTaHOapTHOe MnodACHeHue O



OOMNOMHUTENbHOM MOHUTOPWHrE;

©) BKMIOUNTE MHPOPMaLMIO O cTaTyce AONONHUTENBHOrO MOHUTOPUHIA B Niobon maTepman, KoTopbli byaeT
pacnpocTpaHATbLCSA cpean paboTHMKOB CUCTEMbI 30paBOOXPaHEHMS U NaLMEHTOB, a TakkKe JOIMKEH NPUINOXUTbL BCe
ycunusa, 4Ttobbl CTUMynuMpoBaTb pPENOpPTMPOBAHWE HeXenaTenbHbIX peakuui, Kak 3TO COrfacoBaHoO C
YMOSTHOMOYEHHbLIMU OpraHaMy rocyapCTB-4S1EHOB;

B) MNpeacTaBWTb YMOMHOMOYEHHLIM OpraHam roCyapCTB-YMEHOB [aHHble W MOATBEPXOEHMs cTaTtyca
BbINOMHEHNS Kaknx-nnbo yCrnoBuii, HaknagbiBaeMblX AaHHBIMW YOJTHOMOYEHHBIMW OpraHamu;

r) npeacTtaBuTb cooTBeTCTBYOWME M3MeHeHus B OXJIIT n MMIT (J1B) no BKNHOYEHWIO UK yOANEHUIO YEPHOrO
CMBOMa W CTaHOAPTU3UPOBAHHOW MNOSICHUTENbHOW (OPMYNMPOBKM B MOpsiAKe, YCTaHOBMNEHHOM npaBumiamm
perncTpaumm n 9KCNepTu3bl NEeKapCTBEHHbIX CPEeACTB ANA MEeOMLMHCKOrO MNpUMEHEHWs, YTBepXaaeMbiMu
EBpasnickon 3KOHOMUYECKOW KOMUCCUMEW, M TpeboBaHMAMUM K WUHCTPYKUUM NO MEAULMHCKOMY MNPUMEHEHUIO
NeKapcTBEHHbIX MpenapaTtoB W OOLWEen XapakTepuCcTUKe FeKapCTBEHHbIX MpenapaTtoB And MeauUMHCKOro
NpUMeHeHUs, yTBepXXaaembiMu EBpasminckon SKOHOMUYECKON KOMUCCUEN.

13.7. YepHbIn CMMBON U NOSICHUTENbHAs 3anucka

Ons JNNIeKapCTBEHHbIX NnpenapaTtoB, BKIMKOYEHHbIX B CMUCOK noanexawunx AOOornoJIHUTEeJSIbHOMY MOHWUTOPUHTY,

OXJ1M v UMMM (JIB) gormkHbl cogepxaTth 0603HaYeHNe NepeBepHyTOro YePHOro paBHOBEAPEHHOTO TpeyronbHka vV
, KOTOPOE COMPOBOXAAETCA CneayoLen NOACHUTENBHOW HAANMUCHIO:

"[aHHbIN NeKkapCTBEHHbIN npenapaTt MoANeXUT AONOMHUTENbHOMY MOHUTOPUHIY. 3TO NO3BONUT ObICTPO
BbISIBUTb HOBYIO MHAbOpMaLmio no 6esonacHocTu. Mbl obpalaemcs K COTpyAHUKaM CUCTEMbI 30PaBOOXPAHEHNS C
npocbbow coobLaTtb O NbbIX NOA03PEBaEMbIX HEXenaTenbHbIX peakumsax”.

Mocne TOro kak mneKkapCTBEHHbI npenapaT BKAYEH B CMAMCOK WNW ydaneH u3 Hero, Aepxatenb
pervcTpaumMoHHOro yaocToBepeHust obsisaH BHeCTU cooTBeTcTByowme nameHennst B OXJIN n UM (J1B), 4To6bl
BKMIOYUTb MNW yAanuTb YepHbI CUMBOM (B 3aBMCUMMOCTM OT OOCTOATENbCTB), 3asBfeHVWE W CTaHOapTHYH
NOSACHUTENbHYO 3amnucky.

Ecnu pelueHve o BKNIOYEHWM NEKapCTBEHHOIO npenaparta B CUCOK Unu yaaneHn n3 cnvucka genaetcs npu
BbIMOMHEHNM npoueaypbl, YCTaHOBReHHOM npasom Co3a uNu 3akOHOAATENbCTBOM rocygapcTBa-yneHa
(npoueaypbl permctpaummn unu nepepernctpaummn, BHeceHms nameHernun B OXJN n gp.), To cogepxanne OXIM n
UMIT (JIB) TpebyeTtca 06HOBUTL 0 3aBepLUeHNs npouedypbl, YTOBbl BKMOYNTL B MHpOPMaUUO O NeKapCTBEHHOM
npenapaTe Wnv yaanuTb U3 Hee YepPHbIN TPEYroNbHUK U CTAaHOAPTHYHO MOSCHUTENbHYIO 3anuCKy.

Ecnu pelueHune o BkoYeHMN nekapCTBEHHOro npenapaTa B CNWCOK UNW yaaneHun 3 Hero NpYHUMaeTCs BHE
paMOK NpoBeAeHNs Npoueaypbl, yCTAHOBIEHHOW MeXAYHapOAHbIMW AOrOBOPaMM U akTamu, COCTaBNALLMMU NPaBo
Coto3a, unu 3akoHo4aTenbCTBOM rocy4apCTB-4MEeHOB, TO AepXaTerb PerMcTpaLMoHHOro yaoctoBepeHus obs3aH B
YyCTaHOBMEHHOM NopsaKe BHECTU COOTBETCTBYOLWME uameHeHuns B OXIM n MM (J1B).




