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MpunoxeHue 13

MpousBoACcTBO NnekapcTBeHHbIX CPEeACTB ANA KMMHMYECKUX uccrneaoBaHumn*

OOLue NonoxeHus

NekapcTBeHHble CpeAcTBa ANs KNMHUYECKMX UCCeoBaHUA OOMKHbLI ObiTb N3rOTOBMEHbI B COOTBETCT-
BUW C MpaBunnamv Npov3BoACTBa NiekapCTBeHHbIX cpeacTs (GMP), nsnoxxeHHbIMM B HACTOSALLEM CTaHAAPTe.

CnepyeT npuMHMMaTh BO BHMMaHWe U Apyrme pykoBOACTBA C y4eToM cTaaumu pa3paboTkv npenapara.
MeToaukm paboTbl AOMKHbI BbiTb TMOKUMW U JOMNYCKaTb BHECEHME U3MEHEHUI NO Mepe MoNyyYyeHus Aonon-
HUTENbHbIX OAHHbIX O NPoLecce 1 COOTBETCTBOBATL CTaaumn paspaboTkn npenapara.

Mpn KNMHUYECKNX UCCNEeaoBaHUAX MOXET BO3HUKHYTb AOMNOMHUTENBHBIA PUCK ANs CyObeKkToB nccne-
OOBaHWI MO CPaBHEHUIO C NauMeHTaMu, KOTopble MPUHUMAT UMeloLMnecs Ha pbiHke npenapaTtbl. Lenbio
npasun GMP B npuMeHeHMn K NPOV3BOACTBY NEKapCTBEHHbIX CPEACTB AN KIMHUYECKUX UccregoBaHui
ABMAETCA UCKIIOYEHMEe pucka AN CyObeKToB McCrnenoBaHUM U BAMSAHUS Ha pe3ynbTaTbl KNMHUYECKUX UC-
crnefoBaHUn HedoCcTaTouHbIX 6e3onacHocTy, KadecTsa unm 3deKTMBHOCTM, 0BYCNOBNEHHbIX HeaocTaTka-
MW B NpounsBoacTBe. B paBHoW mMepe 3Tn TpeboBaHMA npegHasHayeHbl Ans obecneyeHnss NoCcTosHCTBa OT
Ccepun K cepum OOHOro U TOro Xe NeKapCTBEHHOro CPeAcTBa Ans UCCrnefoBaHUN, UCMONb3yeMoro B 04HOM
WM B pasHbIX KIMHWYECKNX MCCNeaoBaHusX, a Takke OOKYMeHTanbHOro odopmrneHms u o60cHOBaHWSA n3-
MEHEHMWI B NpoLiecce pa3paboTku nccnegyemoro fiekapcTBeHHOro CpeacTBa.

[Mpon3BoacTBO MekapCTBEHHbLIX CPEACTB AN UCCMeAOBaHUM CBA3AHO C AOMOSHUTENbHOW CHOXHO-
CTbIO MO CPaBHEHUIO C 3apPerMcTPUpOBaHHBIMWU NEKapCTBEHHbIMW CPEeACTBaMU U3-3a OTCYTCTBUS YCTaHOB-
MNEHHOro MOpsAKa, PasHbIX CXEeM KIMHUYECKUX UCCNeaoBaHW 1, Kak crieacTene, pasHblx TpeboBaHun K yna-
KOBKaM, HeOBX0AMMOCTMN paHAOMU3aLnUn U KOAUPOBaHUSA (MacKMPOBaHUSA, UCMONb30BaHUSA CNEnoro MeToaa),
a Takke m3-3a 60oMnblIOro pucka NepeKkpecTHbIX 3arpsa3HEeHnin U nepenyTbiBaHWs npenapatos. bonee Toro,
AaHHble 06 aP(EKTNBHOCTM M TOKCMYHOCTU npenapaTta MoryT ObiTb HEMOSHbIMU, NPOLIECC MOXET BbITb He
aTTecTOBaH B NOMHOM O6beMe MM MOryT MCMOMb30BaTbCH 3aperncTpupoBaHHbIe feKapCTBEHHbIe CPeacT-
Ba, KOTOpPble OblNY NepeynakoBaHbl N MOANMULMPOBAHDI.

B cBs3n ¢ aTMM nepcoHan OOoMmKeH B NOMHOW mMepe noHuMaTb npasuna GMP B OoTHOLWeEHWW nekapcT-
BEHHbIX CPEACTB AN UCCNeaoBaHUi 1 NPONTM COOTBETCTBYIOLLYIO MOArOTOBKY. [OMKHO ObiTh YCTAHOBMEHO
B3anMMOENCTBNE CO CMOHCOPaMU KITMHUYECKNX UCCNeaoBaHNA, Ha KOTOPbIX NEXUT BCA OTBETCTBEHHOCTb MO
BONPOCaM KITMHUYECKUX UCCNENOBAHWI, BKIHOYasA Ka4eCTBO NEeKapCTBEHHbIX CPEACTB AR nccneoBaHui.

Bospoclias CnoXHOCTb TEXHOMOTMYECKMX MpPOLEeccoB TpebyeT NPUMEHEHWs BbICOKOI((EKTUBHOM
cucTembl 0becneyeHns KayecTBa.

B gaHHOM npunoxeHuu Takke yCTaHOBMeHbl TpeboBaHusA Kk ohopmIeHnto 3aka3os, OTrpy3ke, TpaHC-
NOpPTUPOBAHMIO N BO3BPaTy MaTtepmanosB AN KIUHUYECKMX UCCNedOBaHMN, KOTOpble B3aMMOCBSA3aHbl U 00O-
MOMHSAIT PYKOBOACTBO NO KNUHWYeckum uccnegosaHmam (Good Clinical Practice).

MpnmevaHuns

1 INlekapcTBeHHble CpeAcTBa, He NpeAHa3Ha4YeHHbIe ANA uccneaoBaHusA

CybbeKkTaM KIMHUYeCcKnx nccnefoBaHunin MoryT 6biTe NpegocTaBrieHbl NpenapaThl, KOTOPble He SABNATCA UCTbl-
TyeMbIM npenapaTom, nnauebo unu npenapatom cpaBHeHusi. Takve npenapaTbl MOTYT NPUMEHATLCA ANA CONYTCTBYIO-
e Tepanun unu Ans okasaHus MeAULMHCKOW MOMOLLM C Lenblo NpodunakTukn, AUarHOCTUKN UMK neveHust, u/nnm
BCneacTeme HeobxoaumocTn obecneyeHns agekBaTHOrO MeAMLIMHCKOro yxoda, NPeayCMOTPEHHOro Ans CybbekToB nc-
cnepoBaHuin. Takne CpeAcTBa Takke AOMycKaeTCHd MPUMEHNATb B YCTAHOBIIEHHOM MOpPSAKe ANA TOro, Ytobbl BbI3BaThb
U3MoNorMyecKyo peakumio. Tu npenapaTbl He SBMNSIOTCS NEKapCTBEHHbIMU CPeACcTBaMy ONA UCCREeAO0BaHUA N MOryT
ObITb NpefoCcTaBneHbl CNOHCOPOM MK uccnegosateneM. CnoHCOP AOIMKEH rapaHTUMpoBaTh, YTO AaHHble npenapaTbl
COOTBETCTBYIOT 3aMpocCy (3asBKe) Ha paspeLleHVe NPoBeAeHUS KINMHNYECKNX uccneaoBaHuii n nmetoT Tpebyemoe Kave-
CTBO C y4eTOM Lienu nccnefosaHui. Mpyn 3TOM OH AOMKEH NPUHATL BO BHYMaHWE UCTOYHMK MpenapaTtos, SABNSIOTCA N
OHMW 3aperucTpupoBaHHbIMK NeKapCTBEHHBIMW CpeacTBamMu M ObiNu N OHW NepeynakoBaHbl. PekomeHayeTcs npusne-
KaTb K 3TO paboTe yNnoNnHOMOYEHHOE MWL U YYUTbIBaTb €10 MHEHME.

2 IluueH3npoBaHMe NPOM3BOACTBA U NOATOTOBKA K MPUMEHEHUIO

Kak Bce npou3BoACTBO, Tak 1 OTAENbHbIE CTaguv NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB ANA UCCreaoBaHui, a
TaKkke pasnuyHble NPOLECChl UX pasgeneHus, YNakoBKU UM X nepegaya nognexar nuueHsampoBaHuio. JlnueHsns Ha
NMPOU3BOACTBO NEKAPCTBEHHBIX CPEACTB He TpebyeTcs Ans MoAroTOBKM K MPUMEHEHUIO NeKapCTBEHHbIX CpeacTB Ans
nccnenosaHuin. [oa NoAroToBKOM K NPUMEHEHMIO MOHMMAaETCs NMPOCTOW NPOLIeCC, KOTOPbLIN BKIoYaeT B cebsi:

- pacTBOpPEHWEe UK AMCneprupoBaHe NekapcTBEHHOIo CpeacTsa Ans UccrneaoBaHvn Ansa ero BBeAeHWs nauueH-
Ty, Unn

- pa3BefeHve Uy CcMeluMBaHue fiekapCcTBEHHbIX CPedcTB ANS NCCrefoBaHWi ¢ ApyrMM BeLLecTBOM (BeluecTBa-
MU), NUCMONb3yeMOro(bIX) Kak HOCUTENb C LieNbio BBEAEHUS NIEKApCTBEHHOIO cpeacTaa.

CwmeluvBaHue HeCKONMbKUX UHrpeaueHTOB BMECTe, BKIoYas OEeWCTBYHLLEee BELLECTBO, C Lenbilo MonyvyeHus re-
KapCTBEHHOro CPeACTBa ANA MCCNefoBaHWN He ABNSETCA NOArOTOBKOW K MPUMEHEHMIO.

* [lna obecnedyeHuss udeHmuyHocmu mekcma c [pasunamu GMP EC 8 HeM COxpaHeHbl CCbIIKU Ha HOpMamueHO-
npasosbie dokymeHmbI EC (npum. paspabomyuka cmaHdapma). .
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”eKapCTBeHHOG cpencTeso ond nccneaoBaHuin QOMKHO OblTb B HANMUMKM 4o npouecca noarotoBkn! K NpUMeHeHUIo.

[Mpouecc NOAroTOBKM K NPUMEHEHMIO crieayeT BbINOMHATL HENOCPEACTBEHHO Nepes BBeAeHMEM.

Onucanne Takoro npouecca cnenyet npuBectu B 3adABl1IEHUN Ha Bblgavy pas3pelleHna Ha nposegeHne KnnHunye-
CKOro UCCrefoBaHMsa U/unu B 4ocbe Ha nekapcTBeHHOEe CPeaCTBO ANS UccneaoBaHui U B MPOTOKOSE KIMHUYECKOro Uc-
cnepoBaHus nubo B COOTBETCTBYKOLLEM OOKYMEHTE, HaxogdAlwemMcda B MeCcTe npoBeaeHnA nccrnengosaHna.

TepMVIHbI n onpeapeneHunsa

cnenown mertopA, kogupoBaHue, MmackupoBaHue (blinding): MNpouenypa, npu KoTopon oaHa unn 6o-
nee CTOPOH, y4acTBYIOLLUX B UCCNEOOBaHMMN, OCTalOTCA B HEBEAEHUN OTHOCUTENbLHO Lenu(en) gaHHOro uc-
cnepoBaHusa. EguHM4YHBING cnenonm meTo O3HayaeT HEeOCBEAOMIIEHHOCTb CYOBLEKTOB WCCMNeaoBaHud, a
OBOVHOM cnenow MeTof — HEOCBEAOMITEHHOCTb O Liensax KIMHUYECKOro uccnenoBaHnsi CydobekToB nccneao-
BaHWs, uccriegopatenen, Habnogatenen u, B HEKOTOPbIX Cryyasx, fvu, aHanu3upylowux MonyyYeHHble
OaHHble. B oTHOWEHNN NekapcTBEHHOrO CPeACTBa AN KIIMHUYECKMX NCCNeoBaHUi Crienon MeTod o3Hada-
eT npefHamMmepeHHOe MacKMpoOBaHNe NAEHTUYHOCTU 3TOro flekapCTBEHHOIO CpeacTBa B COOTBETCTBMM C YKa-
3aHMsAMM croHcopa. [lekogupoBaHue (CHATME MacKMPOBKM) O3HaYaeT pacKkpbiTue nHopmMaummn o6 ngeHTuy-
HOCTM nNpenapara.

KnuHuyeckoe uccneposaHue (clinical trial): ViccnegoBaHue, NpoBoAMMOE C y4acTMEM 4YerioBeka B
KayecTBe CybObekTa AN BbIABNEHWUS UMW MOATBEPXKOEHUSA KITMHUYECKMX, (DapMaKonormyeckux u/mnmn apyrnx
dhapmakognHamm4eckux apeKkToB nccrnegyemMoro fieKapCTBEHHOrO CPeacTBa, WUNM HexenaTenbHbIX pe-
aKkuMm Ha Hero, u/vnu n3y4yeHns ero BcacbiBaHWs, pacnpegeneHuns, metabonuama v BbiBedeHUS C Lenbio
OLEHKM ero 6esonacHoCcTu U/unu adEeKTMBHOCTHN.

npenapart cpaBHeHUA (comparator product): Pa3pabaTbiBaemoe uUnu MMeloLLeecs: Ha pbiHKE Nekap-
CTBEHHOE CpeACTBO (ANsi MONOXUTENbHOro KOHTPONs) unn nnauebo, ncnonb3dyemoe Ans Lenen cpaBHEHUS
Npy NPOBEAEHUUN KITUHUYECKUX NCCNE0BaHNNA.

neKapcTBeHHOE cpeAcTBO ANA uccrnepoBaHum (investigational product): [losvpoBaHHas nekapcr-
BEHHasi hopma akTUBHOWM hapMaLeBTMYEeCKon cybcTaHuum unm nnauebo, uccnegyemas unm ncnorb3yemas
B Ka4yecTBe npenaparta CpaBHEHWS MpU NPoOBEeAEHUN KNMHWYECKOTO UCCNeLoBaHUs, BKIIOYas yXe 3apernct-
pPYpPOBaHHbIE NEKAapPCTBEHHbBIE CPEACTBA, ECNN CNOCOO MX NPUMEHEHMS UM NPOM3BOACTBA (NeKapcTBeHHas
cdhopma unm ynakoBka) OTnM4aeTcs OT 3aperncTpupoBaHHON POpMbl, UMK B Cydae MX UCNONb30BaHUSA Mo
elle He ogo6peHHBIM MOoKa3aHWsaM, UNN s NONyYeHUsa OONOMNHUTENbHON MHopmaunm ob yxe 3apernct-
pYPOBaHHOW A03UPOBAHHOWN NEKapPCTBEHHON hopMe.

uccnepoBarensb (investigator): JIuo, oTBETCTBEHHOE 3a NPOBEAEHUE KITMHNYECKOTO UCCrefoBaHus B
MecTe ero BbiNnonHeHus. [Npu npoBeAeHMn KINMHUYECKOro UCCNeaoBaHns rpynnon nuy, nccnegosatenemM SB-
nseTcsa pykoBoguTenb rpymnnbl, KOTOPbIA MOXET Ha3blBaTbCH BeAYLUMM UCCneaoBaTenem.

npousBoauTenb/MMNoOpTEp NEKaAPCTBEHHOro CpeaAcTBa AMA KIMMHUYECKUX UccrnegoBaHum (man-
ufacturer/importer of investigational medicinal products): Jluuo, umetowee npaso Ha NPOU3BOACTBO (UMNOPT)
nccrnegyemMoro fiekapCTBEHHOIO CPeACcTBa, 0POPMIIEHHOE B YCTAHOBIIEHHOM MOpPSiAKe.

3aka3 (order): 3agaHue Ha MpPUroToBREHME, YNaKOBKY W/MNKN OOCTaBKY ONpeaerieHHOro Konmnyectsa
€0WHWL, NTeKapCTBEHHOro cpeacTBa Ans KNMHUYECKUX UCCIef0BaHNA.

Jocbe Ha nekapcTBeHHoe cpeactBo (product specification file): Komnnekr gokymeHTOB, cogepxa-
LUMX BCIO MH(popmaumio, Heobxoanmyto AN COCTaBneHus NoAPOGHbBIX MHCTPYKUMIA NO U3rOTOBMEHUIO, yna-
KOBKE, KOHTPOIIO Ka4ecTBa, Bblgade paspeLleHns Ha peanu3auunio cepum 1 oTrpyske NnekapcTBEHHOro cpea-
CTBa ANS KNMHUYECKUX NCCregoBaHni.

paHaomusauums (randomization): MNpucBoeHne cybbekTam UccrefoBaHNA UM KOHTPOISbHBLIM rpynnam
0603HavYeHnn, cogepXKalLmx 3NeMeHT CNy4anHOCTU, C LEeNbl CHMXKEHUA BO3MOXHOCTN HEOOBLEKTMBHOMO 3a-
KMoYeHus.

koA paHgomu3auum (randomization code): lNepeyeHb, cogepxalimMin ONUCaHWE feYeHUsT Kaxgoro
cybbekTa nccneoBaHui ¢ y4eTOM paHOoOMMU3aLun.

oTtrpy3ka (shipping/dispatch): Onepaunn no ynakoBke M TPaHCMOPTMPOBaHMWIO 3aka3aHHbIX feKapcT-
BEHHbIX CPeACTB ANst KNMHUYECKNX UCCIEeL0BaHWUNA.

cnoHcop (sponsor): dusnyeckoe Unu LpUNYECKoe NULO, ABMASIOLEECS MHULNATOPOM KIMHUYECKOrO
nccrnegoBaHust U Hecylllee OTBETCTBEHHOCTb 3a €ro opraHn3aumio n UHaHCMpoBaHue.

ObecneyeHune KayecTBa

1 Cuctema obecneveHus ka4yecTBa, pa3paboTaHHasi U MPOBEPEHHAs NPOU3BOANTENEM UMM UMMOPTe-
pOM, AOIMKHa COOTBETCTBOBATb TPeOOBAHMSIM HaCTOSILLEro CTaHAapTa, OTHOCSALUMMCS K fleKapCTBEHHbIM
cpeacTtBaM Ans UCCNefoBaHWiA, [oSKHA OblTb AOKYMeEHTanbHO odopmMieHa M GbiTb AOCTYMHA CHOHCOPY
KMMHUYECKOro NccrneqoBaHus.

2 Cneundukaumm U TEXHOMOMMYECKNe MHCTPYKLUUM Ha NeKapCTBEHHble cpeacTBa Ans KMMHUYECKUX
nccnegoBaHuini MOryT U3MEHSATLCS B MpoLiecce Ux paspaboTku. B cBA3W ¢ 3TUM [ormkeH ObiTb opraHvM3oBaH
NX KOHTPOSb M NPOCNEXMBAEMOCTb BCEX U3MEHEHWIA.
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MepcoHan

3 Becb nepcoHarn, MMeLWMIn OTHOLLIEHME K NEKapCTBEHHbIM CPeAcTBaM [ANsi KITMHUYECKMX uccrneno-
BaHWI, OOMKEH NPONTU MOArOTOBKY, CBSA3AHHYI0 CO cneumduKoi 4aHHOro BMAa NpoayKuun,

[axe B cnyyasix ManovmncrieHHOCTU NepcoHana ans Kaxmaow cepuy AOSMKHbI OblTb Ha3HauYeHbl nuua,
OTBETCTBEHHbLIE 3@ NPOM3BOACTBO N KOHTPOSb Ka4ecTBa.

4. YNonHoOMO4YeHHOE NunLo HeceT 0cobyto OTBETCTBEHHOCTb 3a TO, YTOObI BbINOMHANMCL BCe TpeboBa-
Hna GMP. [Ins 3TOro oHO OOMKHO MMETb XOPOLUYH NOAroTOBKY B obnacTtu pa3paboTku npenapartos, nNpo-
LLeCCOB U KNMHUYECKUX MccnenoBaHui. PykoBoACTBO AN YNONHOMOYEHHOMO nuua rno oueHke (cepTuduka-
LK) NekapCTBEHHbIX CPeACTB ANS KNMHUYECKUX uccrnenoBaHun npueedeHo B nyHkTax 38 — 41 HacTosLero
NPUINOXEHNS.

MomelieHusa n obopynoBaHue

5 lNpn paboTe c nekapCTBEHHbIMW CpeacTBaMu AN MCCrnefoBaHun MHGOpMAauUns O TOKCUYHOCTW,
3(PPEKTUBHOCTU U CEHCUBNNN3NPYIOLLIEN CNOCOBHOCTM MOXET ObITb HEMOJHOW, B CBSA3M C YeM crneayeT yae-
nnTb 0coboe BHMMaHWe CBEAEHUI0 K MUHUMYMY pUCKa NepeKkpecTHbIX 3arpasHeHun. KoHcTpykuns obopyno-
BaHUS U NPOEKT NOMELLEHUA, MeToAbl UCMbITaHUA N KOHTPONSA U AONYCTUMbIE KOHLEHTpauum ocTaTKoB Mo-
Crne OYUCTKU OOIDKHbI y4MTbIBaTh Npupoay aTnx puckos. CnegyeT 06paTtuTb BHUMaHWE Ha OpraHm3aumio pa-
60Tbl UMKNamn (kamnaHusamu), ecnm 3To LenecoobpasHo. Mpu BeiIbOpe MotoLero cpeacTea cnegyeT y4ecTb
pacTBOPMMOCTbL B HEM Mpenapara.

JokymeHTauus
Cneuundmkaumm m NHCTPYKUUN

6 Cneuudukaumm (Ha NCXOAHblE MaTepuarbl, MePBUYHbIE YNAKOBOYHbIE MaTepuarbl, MPOMEXYTOYHbIE
NPoAyKTbl, HepacdacoBaHHY0 W FOTOBYIO NPOAYKUMIO), MPOMBbILMEHHbIE perfiameHTbl, TeXHONornyeckne
WHCTPYKUMW, a Takke MHCTPYKLUUWM MO YNakoBKe MPOOYKUMM AOIMKHbI ObITb, MO BO3MOXHOCTU, NOMHLIMU AN
CyLLeCTBYIOLLEro ypoBHs 3HaHWI. [1o mepe pa3paboTku npenapaTta nx cregyeT nepmoguyeckn nepecmaTpu-
BaTb (Npu HeobxogumocTn). Kaxkgas HoBasi Bepcusi AOKYMEHTa AOMKHa y4uTbliBaTb NocrneaHne gaHHble, Uc-
nonb3yemylo TEXHOMOrni, HopMaTuBHblE U hapMakonenHbole TpeboBaHUS CO CCbINKOW Ha MnpeabiayLuyto
Bepcuio ang obecneyeHus npocrnexunsaemocTu. Jliobble n3MeHeHus, KOTopble MOryT MMEeTb MOCneacTBus
ONs KayecTBa npenapara, B YacTHOCTM ANS ero cTabunbHOCTM 1 BUOIKBMBANEHTHOCTK, CrieayeT BHOCUTL B
COOTBETCTBUW C NMCbMEHHBbIMM TpeBoBaHUSAMM.

7 Jliobble n3meHeHus crnegyeT oopmnsaTb JOKyMeHTanbHo. MocneacTens aons kadectsa npenapata
1 Ha nocneayoLme KIMHUYeCKne UCMbITaHUs HeobX0AMMO aHanu3npoBaTb 1 0POPMAATbL JOKYMEHTarbHO.

3akas

8 3aka3 pomkeH cogepxaTb TpeboOBaHME Ha WM3rOTOBIIEHWME W/WMKW YNAKOBKY OMpedeneHHoro vuicna
eOVHUL, NPoaYKLMK U/unn ee oTrpy3ky. 3aka3 NpoM3BOAUTEN0 JAETCA CMOHCOPOM UMW NMLOM, OENCTBYHO-
LWMM NO ero nopy4yeHuto. 3akas gormkeH ObiTb 0POPMIIEH B MMCbMEHHOM BMAeE (HO MOXET nepefaBaThCs U
3NEKTPOHHBbIM CNOCOOOM) M ObITb JOCTAaTOYHO YETKMM BO M30ExaHue pasHouTeHu. 3aka3 OOmKeH ObiTb
oduumanbHO YTBEPXKAEH U MMETb CChINIKY Ha YTBEPXOEHHOE J0Che Ha NeKapCTBEHHOE CPeacTBO UMM Mpo-
TOKOJ KNMUHUYECKUX UCTIbITAHWMNA.

Hdocbe Ha NeKkapcTBeHHOe cpeacTBO

9 [locbe Ha nekapcTBEHHOE CPeacTBO AOIMKHO HemnpepbiBHO OOHOBMATLCA NO Mepe pa3paboTku npe-
naparta, obecneuymBas NOMMYECKY0 CBA3b C MpedbiayliMMy BepcusiMy. [Jocbe OOMMKHO BKMYaTb B cebs
cnepywoLmne AOKYMEHTbI (MU cogepKaTb Ha HUX CCbINKN):

- cneunduKaLn 1 aHanUTUYeckme METOOUKM AN UCXOLHbIX U YNAKOBOYHbLIX MaTepuarnos, NPOMeEXY-
TOYHOW, HepacdacoBaHHOW 1 rOTOBOM NPOaYKUUU;

- TEXHOMOrM4Yeckmne nNpoLecchl;

- METOOMNKM BHYTPUMNPOU3BOLCTBEHHOIO KOHTPOSS;

- YTBEPXXAEHHYIO KOMUIO STUKETKM;

- MPOTOKObI KITMHUYECKMX NCCIEAOBAHUNA 1 KOAbl paHAoMu3auum (Npy HeobxogMmocTw);

- TEXHUYECKMNE COrnaLLeHNs C 3aKa34ymKamm No KOHTpakTam (Mpyu HeoBxoaAMMOCTK);

- JaHHble 0 cTabunbHOCTK;

- YCINOBUS XpPaHEHUSI U TPAHCNOPTMPOBAaHWS.

[aHHbIN NepedeHb He ABnsieTcs ncyepnbiBatowmnM. OH MOXET U3MEHNATLCS B 3aBUCUMOCTU OT npena-
paTta u ctagum ero paspaboTtku. Cogepxallasacs B HEM MHGOPMaLMA JOJKHA CNYXUTb OCHOBOW MpU OLEHKe
FOTOBHOCTU ANsl NMPUEMKN M BblAa4Yn paspeLleHuss Ha BbIMYCK YMOMHOMOYEHHbLIM JIMLLOM, KOTOPOE LOJPKHO
UMeTb JOCTYN K 3Ton uHcopmaumn. Ecnmn pasnmyHblie NpoM3BOACTBEHHbIE CTaAMM NPOBOAAT B pa3HbIX Mec-
Tax, OTBETCTBEHHOCTb 3@ KOTOPbIE HECYT pa3sHble YMNONHOMOYEHHbIE NNLA, AONYyCKaeTcs BECTU OTAENbHbIE
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[OoCbe C OrpaHNYeHHON NHOopMaLMen, OTHOCALLMECS K onpeaeneHHOMY MecCTY.
MpoMbIlNeHHble perfamMeHTbl U TEXHONOrM4eckmue MHCTPYKLUN

10 Kaxgasi npoM3BOACTBEHHAs onepauus Uiy ornepauus No oTrpy3ke OOSKHa BbIMOMHATLCS B COOT-
BETCTBME C YETKOM W [JOCTATOYMHO MOJIHOW MUCbMEHHOW WHCTPYKLMEW U COMPOBOXAATbCA OhopMMeHUeM
npoTokona. Ecnu onepauus He siIBNsieTCS NOBTOPSIEMONM, TO He 00s3aTeNbHO COCTaBMSATb MPOMbILLINEHHbIN
pernamMeHT 1 TeXHoMormyeckme MHCTpyKUmMK. MpoTokonbl MMeT ocoboe 3HayeHne A5 NoArOTOBKM OKOH4Ya-
TeIbHbIX TEKCTOB JOKYMEHTOB, KOTOpPbIE 6y,EI,YT ncnonb3oBaTbCA MNMpu CepVIVIHOM npon3BoAcCTBe nocrne nony-
YeHnda permcTpaumMoHHOro yaoctoBepeHus.

11 UHdopmaumio, cogepallyrocs B 4OCbe, criefyeT Ucnonb3oBaTtb Npu paspaboTke NnogpobHbIX UH-
CprKLI,I/II7I Nno N3roToBleHno, ynakoBke, UCMbITaHNAM 054 KOHTPOIA Ka4eCTBa, YCIoBUAM XpaHeHUA U TpaHC-
NopTUPOBaAHUS.

MHCTpyKLMM NO ynakoBKe

12 NlekapcTBeHHbIE CpeacTBa ANA UCCNeAoBaHuii OOMKHbI YNaKoBbIBAaTbCA UHAMBMAOYANbHO ANS KaX-
[0ro cyobekTa uUcnbiTaHui. KonnyectTso eauHUL, ynakoBbIBaeMoW NpoayKUUn OOMKHO ObITb onpeaeneHo Ao
Hayamna onepauuii Mo ynakoBKe C y4eTOM KONMUYecTBa eAMHWL, HeoBGXxoauMbIX AN NpoBedeHUs KOHTPOnS
KayecTBa, U apXuBHbIX 06pas3LoB. [Tocne OKOHYaHMA YNakoBKWM U MapKUpPOBKM HeobxoauMmo noasecTu ba-
naHc (BbINOMHWUTL COMOCTAaBIIEHNE) KaXAO0ro BMAa YNakoBOYHbIX MaTepuarnos, HepacqacoBaHHOW U rOTOBOM
NpoayKUUW AN KaXkaoh cTagun Npon3BoaCTBa.

npOTOKOﬂbI npoun3BoacTBa, MUCNbITaHUN U ynakoBKu cepuun npoayKkuummn

13 MNpoToKoMbl NPOM3BOACTBA U YNAKOBKM Cepumn NPOAYKLMM OOMKHbI CoaepaTb NogpobHy0 MHAOpP-
MaLumio, AOCTaTOYHYIO AN NPOCMEXMBaHMSA BCEW NocrnegoBaTenbHOCTH onepaunii, a Takke Bce CyLeCTBEH-
Hble 3aMeyYaHus, AalLne HOBYK MH(OPMaUMo O NPOAYKTE U BHECEHUIO N3MEHEHWI, MO3BONSAIOLWMX NONy-
YNTb JOMOSNHUTENbHbIE AAHHbIE O NPOAYKLMWN, YCOBEPLUEHCTBOBATb NPOM3BOACTBEHHbIV NPOLIECC N TEXHONO-
rMyeckKne UHCTPYKLMMN.

14 lNMpoTokonbl NPOM3BOACTBA CEPUI MPOAYKLUUM OOSMKHbI XPaHUTbCA He MeHee NATW feT nocrne 3a-
BepLleHns unn odnumanbHOro npekpaLleHns nocrnegHero KNMHWYECKOro UCnbliTaHus, B KOTOPOM Obina uc-
nonb3oBaHa aTa cepusa’.

MpousBoacTeoO
YnakoBoOYHbIe MaTepuanbl

15 B cneundukaumax u MHCTPYKUMSX (METOAUKAX) KOHTPOIS KavyecTBa AOJKHbI ObiTb yKa3aHbl Mepbl
Mo NPeAOTBPALLEHUIO CyYaHOrO CHATUS KOAMPOBAHMSA (MAacKMpOBKM) N3-3a pasnuyMin BHELLHEro BMaa pas-
HbIX CEPUI YNakOBOYHbIX MaTeEpPUanos.

TexHonornyeckue onepauuwu

16 Ha ctagum pa3paboTku nekapcTBEHHOro CpeacTBa crneayeT onpeaennTb KpUTu4eckue napameTpbl
1 BUObl BHYTPUNPOM3BOLACTBEHHOIO KOHTPONS ANS KOHTPOMS TEXHONOrMYeckoro npouecca. BpemeHHble na-
paMeTpbl U BUAblI BHYTPUNPOU3BOACTBEHHOIO KOHTPOSA MOTYT ObITb MOMYyYEeHbl U3 MPOLUIIOro OnbiTa, B TOM
yucne, U3 NpegblayLwmx uccnegoBaHmn. PykoBoaswWMiA nepcoHan AoMmKeH yaenate ocoboe BHMMaHWE pas-
paboTKe MHCTPYKUMIA M NOCTOSTHHOMY WX pPasBUTUIO C YYETOM OMbiTa, NpuobpeTaemMoro B npouecce npouvs-
BoAcTBa. KoHTponvpyemble napamMeTpbl OMKHbI ObiITb 0O0OCHOBaHbI B COOTBETCTBUMN C MMEKOLLENCS B AaH-
Hoe Bpemsi MHopMaumnen.

17 He 0o6sas3aTenbHO NpOBOAMTbL aTTecTauuio (MCNbITAHNA) TEXHONOMMYECKUX NPOLLECCOB NPOM3BOACT-
Ba fleKapCTBEHHbLIX CPEACTB AN MccrnenoBaHui B obbeme, npegycmaTpuBaeMoM AN CEPUIAHOMO Mpoun3-
BOACTBA, HO MOMeLLeHMs 1 obopyaoBaHue AOMMKHbI ObiTb aTTeCTOBaHbl. [Nsi CTEPUIIbHBIX NEKAaPCTBEHHbIX
CPeAcTB aTTecTaums (UCnbiTaHMs) NPOLIECCOB CTEPUNU3ALINN OOIDKHA NMPOBOAUTLCS MO TEM Xe CTaHAapTam,
4YTO M AN CEPUNHOrO NPOM3BOACTBA NPOAYKLNN, paspeLlEHHOM K peanusaumm.

AHanornyHelM obpasom (nNpy HeobxoouMoOCTW) criegyeT NoATBepxAaTb 3(PEEKTUBHOCTb MHAKTMBA-
unn/yaaneHuss BUPYCOB M /Unu Apyrux 3arpsisHeHU Guonormyeckon npupogebl ans obecneyeHus Gesonac-
HOCTM MpoayKuMn BUOTEXHOMOMMYECKOro NPOM3BOACTBA, B COOTBETCTBMU C MPUHUMNAMKU U METOLAMM, CO-
JepXalyMmMmcs B pyKOBOACTBaxX B JAHHOW obnacTu.

18 ATTectaums (MChbiTaHUs) acenTUYECKMX MPOLECCOB NpeAcTaBnsieT ocobyo TPYAHOCTL NPY ManbIxX
pasMepax cepui NpoAaykumun. B atnx cnydasx 4icno eguHuL, HanomHAEMbIX CpefamMu, MOXET ObiTb paBHO
HanbonbLlemy pasmepy cepum npoaykumm. Mo BO3MOXHOCTM (B TOM Yucre Ans MMuTauuMu npouecca) cre-
OyeT HanonHATb cpegamm 6onbliee YACHo eanHnL Npoaykuumn ansa obecneveHms 6onbllen JOCTOBEPHOCTH
pe3ynbTatoB. HanonHeHne n repmeTmnsaums siIBNAKTCS, NPEUMYLLECTBEHHO, PYYHBIMU UM MONyaBTOMaTK-

" Omu mpebosaHusi ycmaHoseHsl 8 cm. 9 [upexkmuest 2003/94/EC.
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YecKMMU orepaumrsiMui, NpeAcTaBnsoWUMK PUCK ANs CTEPUIBHOCTU. B CBSI3n ¢ 3TUM crieayeT yaenvTb no-
BblLLEHHOE BHYMaHWe 06y4eHUto nepcoHarna v attectauuy MeTO40B acenTuYecKkoro NPOM3BOACTBA AMs KOH-
KPETHbIX ONepaTopOB.

Tpe6GoBaHMA K NpenapaTty CpaBHeHUs!

19 Mpu CyweCTBEHHbIX M3MEHEHUSAX NEKAPCTBEHHOIO cpeacTBa obbem uHpopmauum o0 HeM (Hanpu-
Mep, MO CTabUNbHOCTU, CPABHUTENbLHOW PacTBOPUMOCTU, BMOAOCTYNHOCTM) OOMKEH OblTb AOCTYNHBIM AN
OEMOHCTpaLMK TOr0, YTO 3TV UBMEHEHMSI HE OKaXYT CYLLECTBEHHOMO BIMAHWUSI HA UCXOAHbIE NapaMeTpbl Ka-
YecTBa 3TOro fIeKapCTBEHHOrO CPeACTBa.

20 Cpok rogHoCTu npenapaTa CpaBHEHWs!, yKa3aHHbIN Ha NepBOHaYanbHON yrnakoBke, He MOXET ObiTb
TakMM Xe ANs nepeynakoBaHHOrO B APYryto ynakoBKy rpenapaTa, MNOCKOSIbKY Mpu 3TOM MOXeT OblTb He
obecneyeH 3KBMBArNEHTHbIN YPOBEHb 3aLLMTbl UMW HapyLLeHa COBMECTUMOCTb C NPOAYKTOM. Mo3ToMy CMoH-
cop (unu nuuo, AencTBytoLLee OT ero MMeHn) 06s3aH onpeaenuTb COOTBETCTBYHOLLNIA CPOK FOAHOCTH (C yye-
TOM BuAa npenapara, XxapakTepuCTUK YNaKkoBKM U YCITOBUI XpaHeHus1). HOBbIN CpOK rogHOCTM AOIMKEH ObITh
00OOCHOBaH M He MOXET MpeBbIWAaTb yKa3aHHbIA Ha MepBOHaYarbHOM yrnakoBKe. OTOT CPOK AOIMKEH ObiTb
COBMECTVM CO CPOKOM XpaHEeHWsi U ONUTENbHOCTBIO KITMHUYECKMX MCCIEea0BaHNN.

Onepauum No KOAUPOBaHUIO (MACKMPOBaHUIO)

21 Tlpn NpUMEHEHUN KOAMPOBAHUS (MackMpoBaHWsA) OOSPKHA CYLLEeCTBOBaTb CMCTEMa, rapaHTupyio-
Lias MacKkvpoBKy M ee nogdepxusaHue. B To e Bpems aTa cuctema AOrKHa No3BONATb MaeHTUduLmMpo-
BaTb, NpyY HEOOXOOUMOCTM, KOLAMPOBAHHLIN («CNnenow») npenapar, B TOM Y1Cre HOMepa Cepuii 40 Mackupo-
BaHus. CnegyeTt npeaycMOTPETb BO3MOXHOCTb BLICTPOro CHATUSA MaCKMPOBKN B S3KCTPEHHbIX Cry4vasx.

Kop paHaomMusauuun

22 B VMHCTPYKUMAX JOIMKHBI ObITh YETKO ONMUcaHbl Bce onepauun (opMmmnpoBaHue, pacnpocTpaHeHune,
obpalleHne n xpaHeHue) ¢ nobbiM KOOOM paH4OMM3aLMKU, UCNONb3YEMbIM ANs YNAKOBaHHbIX NIEKapCTBEH-
HbIX CPeACTB ANS KMMHUYECKUX UCCNEeAOBaHWI, a Takke MeTodbl CHATUS koga. CnegyeT BBECTU COOTBETCT-
BYIOLLIYHO JOKYMEHTaLNIO.

Onepauunm no ynakoBke

23 lpu ynakoBbIBaHWM NEKAPCTBEHHOIO CPeACTBa ANA UCCMNELOBaHMIN MOXET okasaTbCa Heobxoau-
MbIM OHOBpEMeHHOe obpalleHne C pasfUYHbIMW NPOAYKTAaMMU Ha OLHOW M TOW Xe YNakoBOYHOW NUHMMU.
Puck nepenyTbiBaHMS MPOOYKTOB AOMKEH ObiTb CBEAEH K MMHUMYMY 33 CHET MPUMEHEHMS cheuunanbHbIX
MeToao0B paboThbl u/mnu cneunann3npoBaHHOro odopyaoBaHus n obyveHns nepcoHana.

24 Onepauum No ynakoBKE M MapPKUPOBKE INEKApCTBEHHbIX CPeACTB AMs UCCreAoBaHUn MoryT ObiTb
bonee CrnoXHbIMK N NOABEPXKEHHBIMM OLLIMOKaM (KOTopble TpyAHEE BbISBNATL), YeM MpU NPOM3BOACTBE AN
peanusaumn, 0COOEHHO NpY KOOUPOBAHMM NPOAYKTOB C MOXOXUM BHELUHUM BUAOM. B cBA3M ¢ aTum Tpeby-
eTCa NpuHMMaTb 0cobble Mepbl MO NPeaoTBPaLLEHN0 OLIMOOK B MapkUpoBKe, HanpuMep, 3a CYeT BeaeHUus
DOanaHca (conocTaBneHus) 3TUKETOK, OYUCTKU NUHWUW, BHYTPUMNPOM3BOACTBEHHOINO KOHTPOMSA cneuunansHo
MOAroTOBIIEHHBLIM NMEPCOHANOM.

25 YnakoBka JoMmkHa rapaHTMpoBaTb COXPAHHOCTb NIEKAPCTBEHHOIO cpeacTea B Tpebyemom coctosi-
HUM NPY TPAHCMOPTUPOBAHUUN N XPaHEHUM B MPOMEXYTOYHbIX MyHKTax. BTopuyHaa ynakoBka OosfmkHa ObiTb
Takom, 4Tobbl GbINO cpasdy 3ameTHO Noboe HapyLleHWe ee LIeNOCTHOCTY NPY TPaHCMOPTUPOBaHUN.

MapkupoBka

26 B Tabnuue npuBeneHsl TpeboBaHus, cogepkalmecs B nyHkTax 26 — 30 HaCcTOALLEro NpUIoXeHus!.
MapkupoBka [ormkHa obecneuvvBaTh 3alWMTy CyObekTa MccnegoBaHuiA, BO3MOXHOCTb MPOCIEXMBAHUS U
noeHTnmkauumn npenaparta M UCNbITaHUS M CNOCOBCTBOBATL NPaBUIIBHOMY MPUMEHEHUIO NIEKAPCTBEHHOIO
cpencTBa Anst uccnegoBaHuinx. MapkupoBka JoMmkHa coaepkaTth criefyoLlyto nHdopmaumio, ecnm He oboc-
HOBaHO ee OTCYTCTBME (HanpuMep, NPU HanM4Yumn LLeHTpPannM3oBaHHON 3NEKTPOHHON CUCTEMbBI PaHOOMU3NPO-
BaHHOrO KOAMPOBaHMS):

a) HanmeHoBaHue (Ums), agpec 1 TenedoH CNoHCOopa, KOHTPAKTHOW MCCrefoBaTENbCKOM OpraHu3a-
UuKn MnmM uccnegosatens, padboTarowmnx Mo KOHTPaKTy (OCHOBHOM KOHTAKT AMis Mony4vyeHus nHdopmauum o
npenapaTte, KIMHUYECKUX UCCNEAOBAHMAX U AKCTPEHHOM AEKOANPOBaHWN);

b) nekapctBeHHyt0 hopmy, cnocob BBeAEHMS, KONMMYECTBO AO3UPOBAHHLIX €AMHUL, U B cCryyYae npo-
BeAEHUS1 OTKPbITOr0O WCCredoBaHUS — HauMeHoBaHue/lundp nNekapcTBEHHOro cpeacTBa M ero akTuB-
HOCTb/3(OPEKTUBHOCTL;

C) HOMep cepun U/unn kog AN MAEHTUUKaLUN COEPXXMMOro 1 ornepauum rno ynakoBkKe;

* Omu mpeboeaHusi ycmaHosneHbi cm. 15 [Jupekmusasi 2003/94/EC.
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d) Homep (koa) nccnegoBaHnsi, MO3BONAOLWMA MASHTUDULMPOBATL UCCregoBaHue, MegULMHCKOE Y-
pexaeHue, UCCneaoBaTens 1 CNOHCopa, eCnu 3TO HE yKa3aHo B APYromM MecCTe;

€) MOEHTUPUKALNOHHBIV HoMep/neYebHbIN HoMep CcyObekTa KITMHUYECKOTO NCCreoBaHNs U Npu He-
06Xx04MMOCTN HOMEP MOCELLEHUS;

f) dpamunuio n nHMUManbl nccriegoBatens (ECnv He yka3aHo B nepeyuncneHmsx a) unm d));

g) VIHCTPYKUMM MO NPUMEHEHMI0 (MOXeT ObiTb NpMBeAEHa CChbifIka Ha NMCTOK-BKNaabiw, nmbo apyron
NOSACHUTENbHBIN OOKYMEHT, NpeAHasHadYeHHbIN Ans cybbekTa KNMHUYECKOro NccrnefoBaHns Unv nuua, Koto-
poe BBOAUT npenapar);

h) Hagnuce «Tonbko Anst KNTMHUYECKMX NCCReA0BaHNny UnNu aHanorndyHas (oopmMynupoBka;

i) ycnoBusi XpaHeHus;

j) cpok ncnonbk3oBaHWsA C ykasaHMeM Mecsila 1 roga Takmum obpasom, 4ytobbl n3bexaTb nwbor Heon-
peaeneHHocTn (MoxeT BbITb ykasaHa gaTa, 4O KOTOPOW HEOBXO0AMMO MCnonb3oBaThb NpenapaTt, CPOK FO4HO-
CTW 1NV gaTa NOBTOPHOrO KOHTPONs);

k) Hagnuch «XpaHUTb B HEOOCTYMHOM Afsi AeTel MecTe» 3a WCKMYEeHMeM CryyaeB, korga npenapart
npegHasHa4yeH A58 UCMOoNb30BaHMS TONbKO B YCINOBUSAX CTauMoHapa.

27 Appec n Homep TenedoHa OCHOBHOIO KOHTaKTHOrO nvua Ans nepefayn nHdopmaumu OTHOCU-
TenbHO npenapara, KMMHUYECKOro UCCNeAoBaHMs U CPOYHOro AeKOAMPOBaHUSA MOryT ObiTb HE yKa3aHbl Ha
3TUKETKE, eCnn CyObEKTY MCCneaoBaHns NpeaocTaBreHbl NMCTOK-BKNAAbIW UMK KapTo4vka, Ha KOTOPOW yka-
3aHbl 9TW JaHHble, a Takke AaHbl MHCTPYKUNS AepxXaTb Ux npu cebe NoCTosiHHO.

28 [aHHble gomkHbl BbiTb NpMBedeHbl Ha oduumnanbHOM a3bike (S3blkax) CTpaHbl; rae dyaeTt npume-
HATbLCA NEKapCTBEHHOE CPeACTBO ANdA uccnegoBaHvin. [laHHble, npuBedeHHbIE B NyHKTe 26 AaHHOro npuno-
XeHUs, OOMKHbl HAXOANUTLCH Kak Ha NEPBUYHON, Tak U HA BTOPMYHOM ynakoBKe (4aHHble MOryT BbITb He yKa-
3aHbl Ha NEePBMYHON yNaKOBKe B Cy4asx, ykadaHHbIX B nyHkTax 29 n 30 HacTodwero npunoxexus). Tpebo-
BaHMS K MHGOpMauuK, NPUBOANMON Ha NEPBUYHON M BTOPUYHOWM yMakoBKax, NpuBedeHbl B Tabnuue 13.1.
Takke Ha aTMKeTKax MOXeT ObITb MpuBeAeHa MHopMaLmsa Ha OPYrux A3biKax.

29 Ecnv npenapat NoAroToBreH Ans cyObekTa uccnefoBaHMm Unu nvua, KOTopoe BBOAWT npenapar,
TO Ha NEepPBWYHOW yMakoBKE BMECTE CO BTOPWMYHOM YMaKOBKOW, KOTOpbIE criedyeT OCTaBnsATb BMECTE, U Ha
BTOPWMYHOW yMaKkoBKe OOMKHblI COAepXaTbCs AaHHble, MPUBEAEHHbIE B NMYHKTE 26 HACTOSALLEro NPUMOXEHNS.
Ha aTukeTke nepBUYHON ynakoBKuM (Mnu MOOro yKynmopeHHOro A03UpYLEero yCTPOMCTBa, coAepXKallero
NepBUYHYIO yNakoBKy) HEOBXOAMMO ykasaTb CrieayoLyo MHopMaumio:

a) HaumeHoBaHue (MMs1) CNoHCOpa, UCCregoBaTeNnbCKOro yupexaeHus unu nccnegosarens, pabo-
TaloLLMX MO KOHTPAKTY;

b) nekapcTBeHHy opmy, cnocob BBeaeHMs (MOXHO He yKasblBaTb AN TBEPAbIX JIEKAPCTBEHHbIX
hopM AN opanbHOro NPUMEHEHNsT), KONMMYECTBO OO3NPOBAHHbBIX €ANHUL, U B CNyvae NpoBedeHnst OTKPbITO-
ro uccrnegoBaHusl, HauMeHoBaHme/lWMdp NekapcTBEHHOro CPeACTBa, a Takke aKTMBHOCTL/A(PHEKTUBHOCTD;

C) HOMEp cepumn U/unu Kog, No3BONALINE NOEHTUPULMPOBATL COAEPXKMMOE M onepauun no ynakoBKe;

d) Homep (Koa) MccnegoBaHWs, NO3BONALNE OEHTMDULMPOBATL NCCrefoBaHNe, MeULMHCKOE Yu-
pexaeHue, UccnefoBaTens U CrnoHcopa, ecrnv Bce 3TO He YKasaHo B APYroM MecCTE;

€) WOEHTUMVKALNOHHBIA HOMep/NevyebHbI HoMep CyObeKkTa KMMHUYECKOro NUCCrefoBaHus 1, Npu He-
06Xx04MMOCTH, HOMEP Ero NOCELLEHNS.

30 Ecnv nepBMUYHON YyNakoBKOW SBMASETCS GnucTep unm oHa MMeeT Marnbii pa3mep, Hanpumep amny-
Mbl, Ha KOTOPbIX HE MOryT BblTb pasmeLLeHbl AaHHbIe, MPUBEAEHHbIE B NMyHKTE 26 HACTOSALLEro NpUIoXeHus,
AorkHa b6bITb NpegycMOTpeHa BTOPWUYHAs ynakoBKa C 9TUKETKOMW, cogepxawen atv gaHHble. OgHako Ha
nepBUYHON YNakoBKe OOMKHbI ObITb yka3aHbI:

a) HaumeHoBaHue (MMs1) CNOHCOpa, UCCReAoBaTENbCKOro yupexaeHus unm mnccregosatens, pabo-
TaloLLMX MO KOHTPAKTY;

b) cnocob6 BBegeHUs1 (MOXHO He yKasbiBaTb Anst TBEPAbIX NIeKapCTBEHHbLIX (POPM A1 OpanbHOro npu-
MEHEHUS) N B Cry4ae NpoBedeHMs OTKPbITbIX UCCNeoBaHUA, HaMMeHOBaHWE/LLIMGP NeKapCTBEHHOMO cpea-
CTBa, a TakKe aKTUBHOCTb/3(P(PEKTUBHOCTD;

C) HOMep cepumn U/unu Kog, No3BONALINE NOEHTUDULMPOBATL COAEPXKMMOE M onepauun no ynakoBKe;

d) Homep (koA) uccnenoBaHUst, NO3BONAOLWNIA MOEHTUDULMPOBATE NCCNeaoBaHNe, MeANLINMHCKOE YY-
pexaeHue, UccnefoBaTerns U CNoHcopa, eCnv BCe 3TO HE YKasaHo B JPYroM MeCTE;

€) NAeHTUMMNKaLMOHHbIN HoMep/ne4ebHbI HoMep CybbeKTa KINMHUYECKOTO NCMbITaHUA 1 Npu Heobxo-
OVMOCTW HOMEP €ro NoCeLLEHUS.

31 [ns nosicHeHWs ykasaHHOM Bbilie MHGOPMaUMM MOTyT ObiTb MCMOMb30BaHbl CUMBOSbLI UMW MUKTO-
rpammbl. MoXeT GbITb NpeAcTaBneHa AONONHUTENbHAA MHAOPMaLMs, NpegoCcTEPEXEHNE U/ UHCTPYKLUK
no obpallyeHnto ¢ npenapaTom.
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32 B HEKOTOpbIX Cryyasx* npu NpoBeAeHUN KIMHUYECKUX UCCIedoBaHUiA Ha NepBUYHOA ynakoBke ao-
NOSIHUTENbHO OOMKHbLI GbiTb NpUBEAEHbI CredyoliMe AaHHble (Tak, YToObl OHM He 3aKpblBanu nepBoHa-
YarnbHyto 3TUKETKY):

i — HaMMeHoOBaHWe (MMs1) CMOHCopa, UCCreaoBaTENbCKOrO YUYPEXAEHUS UK UccrneaoBaTens, ¢ KOTo-
PbIM 3aKJTO4YEH KOHTPAaKT;

i — Homep (kog) uccrenoBaHus, NO3BONSOWNIA UOEHTUPULMPOBATbL MEAULMHCKOE yyYpexaeHve, uc-
criegoBaTens U cyGbekTa uccrnegoBaHuii.

33 Ecnv HeobxoayMo M3MEHWTb AaTy WCMONb30BaHUS JIeKapCTBEHHOrO CPeacTBa, CrieayeT HaHecTu
Ha ynaKoBKY AOMOMHUTENbHYI0 3TUKETKY. Ha ononHUTensHoM aTUKeTke AoMmKHa BbiTh YKasaHa HoBasa aaTta,
[10 KOTOPOW credyeT UCMonb3oBaTb Npenapar, a Takke NOBTOPHO ykasaH HoMep cepun. [ononHUTENbHYO
3TUKETKY MOXHO HaKMeuBaTb NOBEpX CTapoi AaTbl UCMONb30BaHMSA, HO OHa He JOSKHA 3aKpblBaTb MCXO4-
HbIi HOMEP CepuK, YTO CBA3AHO C KOHTPONeM KayecTBa. ATy onepaumio MOXHO OCYLIECTBNATb Ha Npous-
BOACTBEHHOM Yy4acTKe, KOTOpbIii MMeeT Ha 3To npaso. [pu HEOBXOAMMOCTU 3TO MOXET OCYLUECTBNATLCS B
nccnenoBaTenbCKOM yupexaeHun dhapmaleBToM, NMPOBOASALLMM KIIMHUYECKME UCMbITaHUsA NGO noa ero Ha-
GnogeHneM, a Takke ApYruM MeAMLMHCKUM pabGoTHUKOM B COOTBETCTBUM C TpeBOBaHUSIMU AEVCTBYHOLErO
3aKkoHogaTenbcTBa. Ecnn aTo HEBO3MOXKHO, onepauuio MoXeT OCYLLECTBISATb JIMLO, KOTOPOE MPOLLSIO COOT-
BeTcTByloLee obyyeHne. Onepauuio creayeT OCYLIeCTBATb cornacHo npuHumunam GMP B cOOTBETCTBUM CO
cneumanbHbIMKA M CTaHOAPTHLIMU METoAMKaMU U, NPY HEOOXOAUMOCTU, MO KOHTPaKTY; onepauuto AOSHKHO
KOHTPONUPOBaTb BTOpoe NuuUo. [OMNonHUTENbHOE 3TUKETMPOBaHWE criedyeT TulaTellbHbIM 06pasom [AOoKy-
MEHTMPOBATb KaK B JOKYMEHTaX KMMHUYECKMX UCCNEeaoBaHNM, Tak U B MPOTOKOMAaxX Cepuu.

KoHTponb KayecTBa

34 TlockonbKy npouecchl MOryT OblTb HE CTaHAAPTHbIMU UMM HE B MOMHON Mepe aTTeCTOBaHHbIMMU,
BO3pacTaeT 3HayeHve WUCMbITaHMN Ans obecneyvyeHus rapaHTMM TOro, YTO Kakgas cepusi NpoAyKuMm CooT-
BETCTBYeT cneumdmrkauum Ha Hee.

35 KoHTpomnb KayectBa HeobXOAMMO OCYLLECTBMATb B COOTBETCTBMM C AOCbe Ha feKapCTBEHHOe
CpPeAcTBO U cornacHo MHdopmaummn, NpPegocTaBIeHHON CMOHCOPOM KOMMETEHTHOMY OpraHy npu 3anpoce
paspelleHnst Ha NPOBEAEHUE KIMHUYECKUX MccrnedoBaHuii™. CneagyeT NpoBoAMTb NPOBEPKY 3PEKTUBHO-
CTW KOAMPOBaHUA M pe3ynbTaTtbl ee 0OPMNATb AOKYMEHTambHO.

36 Heobxoammo xpaHuTb obpasupbl ANA AOCTWKEHWS ABYX Lienew: Bo-nepBblX, ANs NPOBeAeHNs aHa-
NUTUYECKNX UCCreaoBaHUn, BO-BTOPbIX, YTOOLI MMeTb obpaseL roToBoro npoaykra. B cBsisn ¢ atum obpas-
ubl MOryT 6bITb pasgeneHsl Ha ABe rpynmbl:

KoHmponbHbIl 0bpasey: obpasel, n3 cepuii UCXOAHbIX U YNakoBOYHbIX MaTepuanos, NpodykTa B nep-
BMYHOWN yNakoBKe M rOTOBOro NPOAYKTa, KOTOPble XpaHATCS AN uenen aHanusa, B cnyvae HeobxoanmmocTu.
Ecnu ycnoeusa ctabunbHOCTM NO3BONSIOT, TO crieayeT XpaHuTb 06pasLbl MOCNe KPUTUYECKUX MPOMEXYTOY-
HbIX CTagui (HanpuMep, Nocne KOTopbIX TpebyeTca aHanUTUYECKUI KOHTPOSMb U BbIMYCK) UM MPOMEXYTOY-
HOWM NpoAyKuuW, KOTopas TPaHCNoOPTMPYeTCS 3a Npeenbl KOHTPOMS NPOM3BOAUTENS.

ApxusHbili obpasey: obpaseL, ynakoBaHHOW edunHMLbI MPOAYKUMM U3 Cepun roTOBON NPOAYKLMU A5is
Kaxkgoro nccrnepoBaHus. XpaHutea ANns NoATBEepXAeHWs UAeHTUYHOCTW. Hanpumep, B TedeHne cpoka xpa-
HeHNs cepun MoxeT noTpeboBaTbcs OcMOTp obpasua unyM ynakoBkv, MapKUPOBKWU, MHCTPYKUMK MO Npume-
HeHWIo, Nony4yeHne nHdopmMaumm 0 HoMepe Cepun U CpoKe rOAHOCTU.

Bo MHOrMMx cnyyasix KOHTPOSibHbIE N apXMBHble 06pa3Lbl FOTOBOW NPOAYKLMM MOEHTUYHBI U SABMSIOTCA
eQuHMLaMmM NPOAYKLMN B OKOHYATENbHOWM ynakoBke. B Takmx cnydasx KOHTPOMbHbIE M apXuBHble 06pasLbl
MOTyT paccMaTpuBaTbCs Kak B3aumosameHsieMble. KOHTponbHble 1 apxmBHble 06pas3ubl uccnegyemoro re-
KapCTBEHHOro cpeacTBa, B TOM YMCe 3aKOOUPOBAHHOIO NEKapCTBEHHOro CPeAcTBa, AOMKHbI COXPaHATLCA
He MeHee ABYX NeT Nocrne 3aBepLlleHns Unmn npekpaweHns nocrnegHero KMMHUYeCKoro MccnegoBaHus, B KO-
TOPOM MCMONb30Banach AaHHas cepus (B 3aBUCMMOCTM OT TOrO, KaKOW 13 NeprvoaoB AOrbLUE).

CnepnyeT yoensaTe BHUMaHWE XpaHEHMIO apXMBHbIX 06pa3LoB 4O Tex nop, noka He 6ygeT odopmneH
OTYET O KIMHMYECKOM uccnegoBaHuu, ans obecneyeHns BO3MOXHOCTM NOATBEPXKAEHUS MOEHTUYHOCTM Nne-
KapCTBEHHOro CpeacTBa, YTo HeobXoAMMO MpW paccrnefoBaHUsIX HenpeaBUAEHHbIX CrlydYaeB UM NpoTUBO-
peyrBbIX pe3ynbTaToB UCCreoBaHUM.

37 MecTo XxpaHeHUsi KOHTPOSbHBIX U apXMBHbIX 0Opa3L0B OOMKHO ObiTb OnpedenieHo B cornalleHun
MeXAy CrMOoHCOpOM M npowussogutenem(samu). K Takum mectam Heobxoanmo obecrneunTb CBOEBPEMEHHbI
[OCTYN NpeAcTaBUTenen Haa30pHbIX OPraHoB.

KoHTponbHble obpa3ubl roTOBOro fekapCTBEHHOIO CpeacTBa crefyeT XpaHuTb COXpaHsiTbes B Poc-

* QTW cnyyam ykasaHbl B ctatbe 14 Oupektunbl 2001/20/EC n oTHOCATCS K cUTyauusiM, Koraa:
— HET HeobxoaMMOCTH B pasfesbHbIX NpoLeccax NPOU3BOACTBA UMW YNAKOBKM;
— NpW nccnegoBaHnM UCMONb3YIOTCS NEKapCTBEHHbIE CPEACTBA, 3apErMCTPUPOBaHHbIE, MPON3BEAEHHbBIE UMM UMMOP-
TUPOBaHHbIE B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOAATENBCTBOM,;
— B UCCNEAOBaHNAX NPUHUMAIOT y4acTue NauneHTbl ¢ TeMU 3aboneBaHNaAMU, KOTOPbIE COOTBETCTBYIOT NOKa3aHUAM K
NPUMEHEHMIO, YKa3aHHbIM B UHCTPYKLUMM MO NPUMEHEHUIO, YTBEPXKAEHHON NPY perncTpaLmm nekapcTBEHHOro CpeacTBa.
*x QTN TpeboBaHusA ycTaHoBneHbl B ¢T. 9(2) Anpektusbl 2001/20/EC.
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cuiickon denepaunm unu B TpeTbeln cTpaHe, ecnu mexay Poccunckon depepaumeinn n TpeTben CTpaHOM-
9KCMOPTEPOM CYLLIECTBYIOT COMMaLLEHNsi, KOTOpblE rapaHTUPYOT, YTO NPON3BOANTENb MCCedyeMoro rnekap-
CTBEHHOrO cpeAcTBa BbiNonHseT npasuna GMP, TpeboBaHMsa KOTOPbIX HE HWXKe TpebOoBaHUM HACTOSLLEro
cTangapTa. B ncknioumtenbHbIx Criydasx KOHTPOSibHble 0Opa3ubl FOTOBOMO JIEKAPCTBEHHOIrO CpeacTBa MoryT
XpaHUTbCS y NPOM3BOAMTENS B TpeTben cTpaHe. B aTtom cnyyae cneagyet gate ob6ocHoBaHne oopmMut 4o-
KyMEeHTanbHO COrfnalleHne mexagy CnoHcopoM, umnoptepom B Poccuickyo ®egepaumio n nponssogutenemM
nekapcTBEHHOro CpeaCcTBa B TPETbEWN CTPaHE.

KonnyecTtBO KOHTPOIMbHbIX 06pa3uoB AOMKHO ObiTb AOCTATOYHBIM AN NPOBEAEHUS HE MeHee ABYX
NOMHbIX aHaANUTUYECKUX UCCNEeAOBaHUA Cepun NPoayKUuUM B COOTBETCTBMM C TpeboBaHMAMM OOCke Ha ne-
KapCTBEHHbIV npenapar, NoO4aHHOro B YNOMHOMOYEHHbIV doefeparnbHbii OpraH UCNONHUTENBHON BNacTu Ans
nony4yeHus paspeLleHnsa Ha NpoBeaeHNEe KITMHUYECKOro ccneaoBaHms.

[nsa apxuBHbIx 06pa3sLIOB AONYCKaeTCs XpaHUTb UHPOPMALIMIO B OTHOLLEHUMW NEKapCTBEHHbIX CPeacTB
B OKOH4YaTeNbHOWM yMaKkoBKEe B MUCbMEHHOW UIN 3NEKTPOHHOW hopMe, ecrim 3To obecneynBaeT AOCTATOYHO
nonHyto nHcpopmauuo. B nocnegHem cnyyae cuctema XxpaHeHust 4OPKHa COOTBETCTBOBAThL NpunoxeHusa 11
HacTosLLero ctaHgapTa.

Bblgaya pa3pelueHus Ha BbiMyCK cepum

38 He ponyckaeTtcs Bblgada paspelleHus Ha BbIMYCK NeKapCTBEHHbIX CPEeACTB AN MCCneaoBaHum
(cm. NyHKT 43 HacToSALWEro NPUIOXeHWs) 4O TeX Nnop, Nnoka ynosIHOMOYEHHOE NMLO He YAOCTOBEPUT BbINOS-
HeHWe yCTaHOBMNEHHbIX TpeboBaHWU N TpeboBaHMIM AAHHOTO NPUMOXEHUs* (CM. NYHKT 39 HacToswero npu-
NOXeHust). YNONMHOMOYEHHOE NMLUO AOIMKHO yYnTbiBaTb (PaKkTopbl, NpuBeAeHHble B nyHkTe 40 HacTosLero
NPUNOXEHNSI.

39 Ha BbINONHEHWEe YNONMHOMOYEHHbIM NMLIOM CBOMX 00S3aHHOCTEN B OTHOLLUEHMU NEKapPCTBEHHbIX
cpencTB Ans UCCNefoBaHNM BAMSAIOT pasHble aKkTopsbl.

B 6onbliMHCTBE criyqyaeB HEOOX0AMMO y4nTbIBaTh cnegytoulee ( Tabnvua 13.2):

a) npenapaT npou3BeaeH B Poccunckon ®egepaumn, Ho He 3apernctpmpoBaH B Poccuiickon denepa-
uun: HeobxoaMMOo ykasaTb, YTO NIeKapCTBEHHbIE CPeACTBa AN NCCneoBaHnn NpousseaeHsbl U MPOBEPEHbBI B
cooTBeTCTBMU ¢ TpeboBaHuasMn GMP, N3noxeHHbIMU B HACTOsALWEM cTaHAapTe, JOCbe Ha NeKapCTBEHHOE
cpencTBo M MHdopmaumen, NpegoCcTaBneHHOW CMNOHCOPOM KOMMETEHTHOMY OpraHy npw 3anpoce paspelue-
HWs1 Ha NpoBeAeHNE KIMHUYECKUX UCCNEeLOBaHUM**;

b) npenapaT HaxoguTca Ha pbiHke Poccunckon egepauumn, NnocTaBnsieTcss NponsBoauTenem unn au-
CTpMOBLIOTOPOM, KOTOPLIN MMEET Ha TO MpPaBo, U 3apeructTpupoBaH B Poccuickon denepaunm He3aBUCMMO
OT TOro, rae npousBoanTca npenapaT. Ero 0693aHHOCTM yKka3aHbl Bbille, HO 06beM NpeAcTaBneHHbIX AaH-
HbIX MOXET OblTb OrpaHUYeH NOATBEMKAEHNEM TOrO, YTO NpenapaTtbl COOTBETCTBYIOT yBEAOMIIEHNI0/3anpocy
Ha paspelLeHne NpoBeAeHNs KINMHUYECKUX nccnegosaHni u nobon nocnegytollen obpaboTku ¢ uenblo Ko-
AVpPOBaHUs, cneunanbHOW yNakoBKM UMW MapKUPOBKM ANS 3TOro uccrnegoBaHus. [locbe Ha nekapcTBeHHoe
CpencTBO Takke MOXET ObITb OrpaHNYEHHbIM N0 06BbEMY (CM. MYHKT 9 AaHHOIO NPUMNOXEHUS);

C) Npenapar BBE3eH 13 OPYrov CTpaHbl: HEOOX0AMMO yKa3aTb, YTO OH NPOM3BEAEH U NPOBEPEH B CO-
oTBeTCTBMM € TpeboBaHmAMN GMP (kak MMHUMYM, 3KBUBANEHTHbIMW U3MNOXEHHbLIM B HACTOSILLLEM CTaHOap-
Te), 4OCbe Ha feKkapCTBEHHOE CPeAcTBO U MHpopmMauuein, NpegocTaBieHHON CMOHCOPOM KOMMETEHTHOMY
opraHy npw 3anpoce paspelleHust Ha NpoBefdeHUe KIMUHUYECKOro UCCNeaoBaHmsa ™**. Ecnv nekapcTBeHHbIe
cpencTBa ANA UCCNeLOBaHUN BBE3EHbI U3 APYrOoN CTpaHbl U ABNSOTCA OOBLEKTOM cornalleHus, NpUHATOro
mexay Poccunckon depepaumen n 3ToM CTpaHOW, HaNnpUMep TakuM, Kak cornalleHne o B3aMMHOM NpusHa-
HuM, noboe nogobHoe cornaiwleHve npegycMaTpuBaeT NMPUMEHEHUE 3KBMUBANEHTHbIX cTaHgaptoB GMP B
OTHOLLEHMM 3TOro npenapara. [pu oTCyTCTBUM cornalleHms 0 B3aMMHOM NPU3HAHWUM YNONHOMOYEHHOe U0
Ha OCHOBE MHOpMaLuM O CUCTEME KayecTBa NPOU3BOAUTENS AOMKHO YCTAHOBUTb, YTO MPUMEHSAKOTCH 3K-
BMBaneHTHble ctaHgapTel GMP. 3Ty nHdopmauuio, kak Nnpasuno, nomny4yalT NyTem yyacTus B aygute cuc-
Tem KayecTBa npou3BoguTenen. VI B nepsom, u BO BTOPOM Criy4ae YMOSTHOMOYEHHOE NULO MOXET BbINosi-
HWUTb OLIEHKY COOTBETCTBMS Ha OCHOBaHWW OOKYMEHTauuu, NpedoCcTaBfeHHOW Npou3BOAMTENEM U3 OpYroun
cTpaHbl (CM. NYHKT 40 4aHHOro NPUNOXeHUs);

d) npv BBO3e nNpenapaTtoB CpaBHEHUS, KOr4a HEBO3MOXHO MOMYYUTb FapaHTUIO TOrO, YTO Kaxadas ce-
pvsi NPoAyKLMK Gbina nponssegeHa B COOTBETCTBMM C 3KBUBANEHTHbIMKU cTaHdapTamm GMP, ynonHomo4eH-
HOe N0 OOJMKHO yKasaTb, YTO Kaxadas Npou3BedeHHas cepusi MpoLuna Bce Heobxoaumble BUAbI KOHTPOMSA
N UCMbITaHU, HeobxoauMble ANSA NOATBEPXOEHMSA €€ KayecTBa B COOTBETCTBMU C MHAOpMaLUMen, npeaoc-
TaBMNEHHOW CMOHCOPOM KOMMETEHTHOMY OpraHy npuv 3anpoce paspeLleHns Ha NpoBeAeHNE KITMHUYECKMX UC-
CnefoBaHUn ***,

* B EC TpeboBaHusi k BblAaye pa3peLleHust Ha BbiMyCK NekapCTBEHHbIX CPEACTB, NpeAHa3HauYeHHbIX Ans uccrnenosa-
HWUI, YNONHOMOYEHHbBIM NMUOM n3noxeHbl B ¢T. 13.3 Oupektnebl 2001/20/EC.

*x CM. cTaTtbio 13.3 nepeuncnenue a) Aupektusbl 2001/20/EC.

xxx CM. cTaTblo 13.3 nepeuncnenue b) Aupektusel 2001/20/EC.

*xxx CM. cTaTbto 13.3 nepeuncnenue c) Oupektnebl 2001/20/EC.
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40 lMpn oueHKe KaxXOow cepuu Npoaykuuu nepeq Bblgaven paspelleHusi Ha BbINYCK criegyeT pac-
cMmaTpuBaTb:

- MPOTOKONbI CEpUX, B TOM YMCE NPOTOKOSbl KOHTPONS KayecTBa, NPOTOKOSblI BHYTPUNPON3BOACTBEH-
HOro KOHTPOMSA Y AOKYMEHTaLUuo, CBUAETENbCTBYIOLLYIO O COOTBETCTBUN AOCbE Ha NeKapCTBEHHOE CPEACTBO
3aKasy v kogy paHgoMm3aunn. B aTv npoToKkosbl AOMKHbI ObITb BHECEHbI BCE OTKIMOHEHWS UM BHECEHHbIE B
NNaHOBOM Nopsiake M3MEHeHWs, a Takke Nobble JOMONHUTENbHbIE NPOBEPKN UMW MCMbITaHus. MNpoTokonbl
OOMXKHbI OblTb MOMHBIMU N COrfAacOBaHHbLIMKU C MEPCOHANoM, YNOfHOMOYEHHbIM Ha 3TO B COOTBETCTBUU C
CUCTEMOW Ka4ecTBa;

- YCNoBuMs NPOU3BOACTBA;

- AaHHble OT aTTecTaummn (MCNbITaHUSX) TEXHUYECKMX CPeacTB, NPOLIECCOB 1 METOA0B;

- MIPOBEPKY OKOHYATESbHOWN YNaKoBKW;

- pesynbTaTthl NobbLIX aHaNM30B UK UCMbITAHWUIN, NPOBEAEHHbIX MNOCHe NMMOPTUPOBaHUSA, €CNn HEeO6-
XOAUMO;

- OTYeThbl 0 CTabMNbBHOCTK;

- AaHHbIE O NOCTaBLUUKE Y NPOBEPKE YCNOBUW XPaHEeHWS N TPaHCMOPTUPOBaHUS;

- 0TYeThbl 06 ayaMTax CUCTEMbl Ka4ecTBa NMPOM3BOAUTENS;

- JOKYMEHTbI, NoATBepXKAalLlme nNpaBo NPoM3BOAUTENS Ha NMPOU3BOACTBO fEeKapCTBEHHbIX CPEACTB
ANa “ccnefoBaHWmM, UNN COOTBETCTBYIOLLME AOKYMEHTbI Ha SKCMOPT, BblAaHHbIE KOMNETEHTHBIMU OpraHamMm
CTpaHbI-3KCNopTEpPa;

- Npu HeobxoaMMOCTW, HOpMaTMBHbIE TpeboBaHNA B perncTpaumMoHHON JOKYMEHTauuy (MUeH3nmn) no
npumeHeHuto ctaHgapToB GMP n nobble oduumansHble NOATBEPXKAEHMS BbiNONHeHNs TpebosaHun GMP;

- BCe gpyrne akTopbl, KOTOPblE YNOMHOMOYEHHOE NNLO CYMTaeT 3HaYNMbIMU A8 KadecTBa cepuun.

3HaveHune BblwenpuBeaeHHbIX (DaKTOPOB 3aBUCUT OT CTpaHbl, B KOTOPOW MNpOU3BOOAT npenapar,
npeanpusaTUA-NpPoM3BOANTENS, a Takke cTaTyca npenapaTta Ha pblHKe (SBNSETCA M OH 3aperncTpupoBaH-
HbIM, 3aperncTpmpoBaH nn oH B Poccuiickon degepaunm nnu B Apyrux ctpaHax), a Takke oT dasbl paspa-
6oTKM.

CnoHcop gomkeH ybeoutbCs B TOM, YTO BCe (PaKTOPbl, NPUHATHIE BO BHUMaHWE YNONTHOMOYEHHbIM
NMUOM, BbIMOMHALMM OLEHKY Cepuu, COOTBETCTBYIOT MHOpMauun, NpefocTaBfeHHON KOMMEeTEHTHOMY
opraHy npu 3anpoce paspelleHns Ha NpoBeAeHMe KMMHUYECKUX UCCneaoBaHnii (CM. Takke MyHKT 44 AaHHO-
ro NPUNOXeHUs).

41 Ecnun nekapcTBEHHble cpeacTBa AN MCCneaoBaHWMn NPOU3BOASAT M YNaKoBbIBAKOT HA pasHbIX y4ya-
CTKax, 3a KOTOpble HeCyT OTBETCTBEHHOCTb pasHble YNONHOMOYEHHbIE nuua, HeOBX0AMMO BbINOMHATL Tpe-
BoBaHUs NpUNoxeHns 16 K HacTosLeMy CTaHAapTy.

42 Ecnu cormacHo OencTBYHOLEMY 3akoHOOATenbCTBY YrMakoBKa WU MapKUpOBKa OCYLLECTBISEeTCS B
nccrnegoBaTeNnbCkOM yupexaeHun apmaueBToM, NMPOBOAMBLLUM KIMHUYECKME WCCRedoBaHus, nog ero
HabniogeHnem, nnMbo ApyruM MeauLMHCKUM PabOTHMKOM, TO KOHTPOSfb 3TON AEATENbHOCTU He BXOAWT B
0643aHHOCTM YMOMHOMOYeHHOro nuua. OgHako CNOHCOP HeceT OTBETCTBEHHOCTb 3a [AOKyMeHTarbHoe
odpopmneHne paboTbl 1 BbINONHEHNE ee B COOTBETCTBUMM C TpeboBaHusmMn GMP. o atomy Bompocy OH
OOIDKEH NOMyYnTb MHOPMaUMIO OT YNOMHOMOYEHHOro nuua.

OTrpy3ka

43. JlekapcTBeHHblE CPEACTB ANA UCCrefoBaHN AOMKHbLI OCTaBaTbCs MOA KOHTPOMEM CrioHcopa Ao
3aBepLUeHNs ABYX3TanHoW npoueaypsbl Bblgadun paspelleHns Ha BbiMyCK: OLLEHKU COOTBETCTBUS YMNOMHOMO-
YeHHbIM NULIOM Y Bbi4a4u CMOHCOPOM paspeLleHns Ha BbIMyCK AN UCMOMb30BaHUA B KITMHUYECKOM UCCrie-
AoBaHWUM nocne cobniogeHns yctaHoBneHHbIx TpebosaHui. Oba aTtana AOMmMKHbI ObiTb OOOPMMAEHbI AOKY-
MeHTanbHO (dopma cepTudpmkata Ha cepuio npuvsegeHa Hwke). [lokymMeHTaumMs OormkHa XpaHUTbCS Heno-
CpPeOCTBEHHO Yy CMOHCOpa UNu y nuua, KoTopoe AencTByeT OT ero umeHun. CnoHcop AOmkeH ybeauTbes B
TOM, YTO YCIOBUS 3asiBKM Ha NpoBefeHUe KMMHUYECKUX UCCIefOBaHUA U NPUHATbIE BO BHUMAaHWE YNOMHO-
MOYEHHbIM MMLOM COOTBETCTBYIOT OKOHYATENbHOMY peLUEeHN0 HaA30pHOro opraHa. [omkHbl ObiTb NPUHATDI
Mepbl, obecrneyunBatome BbINOMHEHME 3TUX TpeboBaHWi. Jlyuwmm cnocobom Anst 4OCTWKEHUS 3TON Lenuv
MOXeT ObITb KOHTPOSb BHECEHWUSI N3MEHEHWI B cneundukaumio Ha NPoAyKUMIO U COOTBETCTBYIOLLEE TEXHU-
Yyeckoe cornaweHve mexay ynornHoMOYEHHbIM NULOM U COHCOPOM.

44 TpaHcnopTupoBaHWe NnekapCTBEHHbIX CPeacTB ANA MccrnegoBaHUi crnefyeT OCYLEeCTBNATb B CO-
OTBETCTBUU C UHCTPYKUNSAMU, NPeJoCTaBNEHHbIMU B PACMOPsSXKEHWe CMOHCOPOM UMW NULIOM, OENCTBYOLWMUM
OT ero MMeHwu.

45 [1o nocTaBKM NeKapCTBEHHbIX CPeacTB ANns UCCrnegoBaHU K MeCTy MpoBeAeHna nccrefoBaHun
OOMKHbI ObITh 3aKYeHbl COrMalleHns No 4eKOAUPOBAHMIO YNIONTHOMOYEHHBIM Ha TO NEPCOHANOM.

46 CnegyeT XxpaHUTb NOAPOGHbLIN NepedeHb OTIPYKEHHOW MPOAYKLUMW, COCTaBMEHHbIV NPON3BOANTE-
nem unum umnoptepoM. Ocoboe BHUMaHWe crnegyeT yaensaTb TOYHOCTU yka3aHus HaMMeHOBaHWs 1 agpeca
nonyyartens.

47 Tepepady nekapcTBeHHbIX CpeacTB AN UccnefoBaHWi U3 OQHOrO MecTa NpoBefeHus uccrepno-
BaHW Ha Apyroe cnegyet NpoBOAUTb TOMBKO B UCKMIOYUTENbHBLIX cryyasx. Nopsgok nepefayn OOmMKeH
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OblTb YCTaHOBMEH MHCTPYKUMen. CrieqyeT NpoBEPUTL UCTOPUIO JIEKapCTBEHHOTO CPeACTBa 3a TOT nepuop,
KOrZla OH HaxoAMWIICs BHE KOHTPOSS NPOV3BOAUTENS, HANPUMEp, C NMOMOLLbIO OTYETOB O KITMHUYECKUX Uccre-
AOBaHUSIX UM OOKYMEHTOB 00 YCIOBUSIX XpaHEHWs Ha NpedblaylliemM MecTe NpoBedeHWUst UCCIedoBaHui.
Takasi NnpoBepka AOMMKHA YYUTbIBATLCS MPY OLLEHKE MPUIOAHOCTM K TPAHCTMOPTUPOBAHMWIO C YYETOM MHEHUS
ynonHomMo4eHHoro nuvua. Mpu HeobxoauMocTu, nNpenapat creayeT BepHYTb NPOU3BOAUTENIO UMK ApYromy
MMeloLLEMY Ha TO MPaBO NPOU3BOAWTENIO AJ1si MOBTOPHON MApPKUPOBKW U AN €r0 OLEHKWU YNOTHOMOYEHHbIM
nuuom. CrniegyeT XpaHUTb NPOTOKOIMbI 1 06ecrnevnBaTh NonHoe oTCNexusaHue NogobHbIX Nepeaau.

Peknamauun

48 PesynbTaTthl NobOro paccrnefoBaHusi, CBA3aHHOIO C Ka4eCTBOM npenaparta, AOMKHbl BbITb pac-
CMOTPEHbI NPOU3BOAUTENEM UMM UMMNOPTEPOM U CMOHCOPOM. B 3TOM [OSKHBLI y4acTBOBaTb YNONIHOMOYEH-
HO€e NULIo U N1LAa, OTBETCTBEHHbIE 3a NPOBEAEHNE KINMHUYECKUX MccnenoBaHuii, YTobbl OLLEHUTbL BO3MOXHOE
BIUSIHWE Ha UCMbITaHUs!, pa3paboTKy npenapaTta U CyGbeKTOB UCCref0oBaHWUI.

OT3bIBbI U BO3BpaThl

OT3bIBbI

49 TMopsgok Bo3BpaTa fekapCTBEHHbIX CPEACTB ANA UCCNeAOoBaHUA 1 ero OKyMeHTarnbHOro opopm-
neHnsa JorkeH OblTb COrNacoBaH Mexay CMOHCOPOM U MPOM3BOAMTENEM unu nMmnopTtepom. Viccnegosartens
n Apyrue nuua SOrmKHbl NOHUMAaTb CBOM 06A3aHHOCTU MPW BbINOMTHEHUN BO3BpaTa.

50 CnoHcop gorkeH ybeauTbCA B Hanuuuv y MOCTaBLUMKA MpenapaTa CpaBHEHWs Wnu Opyrux rne-
KapcTB, UCMOMb3yeMbIX B KITMHUYECKMX UCCIEQOBaHUSX, a Takke CUCTEMbl A58 U3BELLEHUS CMOHCopa O He-
obxogmmocTn oT3biBa Nobor cepun npenapara.

Bo3BpaThbl

51 JlekapCTBEHHbIE CpeacTBa AN UccneaoBaHUn criegyeT BO3BpallaTh B COOTBETCTBMM C TpeboBa-
HUAMW CNIOHCOPA N MHCTPYKLUMEN.

52 BosBpallleHHble NeKapCTBEHHbIE CPEACTBA ANS UCCreaoBaHUA SOIMKHbI ObiTb YETKO 0603HAYEHbI.
Wx crnepyeT xpaHuTb B crieuuanbHO OTBEAEHHOW KOHTponvpyemMon 3oHe. CnegyeT COXpaHATb LOKyMEHTa-
LU0 Ha BO3BpPALLEHHbIE NIEKapCTBEHHbIE CPeaCTBa.

YHUUYTOXEHue

53 CnoHcop HeceT OTBETCTBEHHOCTb 3@ YHUUTOXEHUE HENCMNOMb30BaHHbIX W/WMWM BO3BPALLEHHbIX fe-
KapCTBEHHbIX CPeAcTB ANs MccrnefoBaHMW. He gonyckaetcsi YHUUTOXEHWE NeKapCTBEHHbIX cpeacTB Ans
KMMHUYECKNX nccnegoBaHnii 6e3 nonyyeHms paspeLleHnst oT CrnoHcopa.

54 [Ina kaxgoro Mecta nposefeHus uccnefoBaHuin 1 Kaxaoro nepyvoaa uccrnenoBaHnn CroHCOp Unu
n1uo, OencTByloLLEe OT ero MMEHWU, AOMKEH COoCTaBnAaTb GanaHc 1 NpoBepuTb KONMYECTBO npenapaTta, Ko-
TOpoe MNOCTaBNEHO, WCMOMb30BaHO W BO3BPaLeHO. YHUYTOXEHWE HEeucnorib30BaHHbLIX JeKapCTBEHHbIX
CpeAcTB AN uccnefosaHvun Ana AaHHOro MecTa NpoBefeHnsa nccnegosaHuii Unu 4aHHoro nepuoaa ncene-
AOBaHWI cnegyeT OCYLWeCTBNATb TOMbKO MOCcre NpoBeAeHUs paccrnegoBaHus, npegoctaBneHns obbscHe-
HMI NOObIX HECOOTBETCTBUI N cocTaBneHus 6anaHca. [JokymeHTanbHoe ocopmieHne onepauuii No yHUY-
TOXEHWIO npenapata HeobxoaMMo BECTU Takum obpasoM, 4TOObl MOXHO OblNO NpPeAcTaBUTbL OTYET O BCEX
onepauusx. MNpoTokonkl criefyeT XpaHuTb Y CnoHcopa.

55 B cnyyae yHUYTOXEHUS NpenapaToB, CNOHCOPY AOMKHO ObiTb MpeAcTaBneH akT ¢ yka3aHueM aaThbl
Unu Apyron OOKYMEHT 06 yHUYTOXeHuM. B aTux JoKymMeHTax criedyeT 4eTKO yka3aTb HoMepa cepuii u/vnm
HOMepa nauneHToB (Mnn obecneynTb BO3MOXHOCTb UX OTCNEXMBAHWSA) U KOSMYECTBO YHUYTOXEHHBIX Mpe-
naparos.
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Tabnuuya 13.1 — O6wasa nHbopmMmaumsi 0 MapkupoBke (MyHKTbl 26 — 30)

a) HanmeHoBaHue (ums), agpec 1 TenedoH CnoHcopa, uccrie-
[oBaTenbCKoW opraHM3aummn unu nccnegosaTtens, paboratole-
ro Mo KOHTPaKTy (OCHOBHOW KOHTAKT ANS nonyyYeHus uHdopma- O6wun cnyyan

UMM O npenapare, KIMHUYECKUX UCCreaoBaHUAX U SKCTPEHHOM [N nepBMYHON 1 HapY>KHON
OeKoanpoBaHun); yMaKoBOK (MyHKT 26)

b) nekapctBeHHas chopma, cnocob BBEAEHWS, KONUMYECTBO A0-
3MPOBaHHbIX eOMHUL, U B Cryyae OTKPbITOrO WCCreaoBaHus
HavMeHoBaHMe/lMdp NekapcTBEHHOro cpeacTsa U ero akTue-
HOCTb/3h(PeKTUBHOCTb;

C) HOMep cepun Wwnu Kog Ans MAeHTUMMKaLMM CoaepXUMOoro
1 onepaumm no yrnakoBKe;

d) Homep (koa) nccnenoBaHWs, NO3BONSANOLWMIA NAEHTUDULMPO-
BaTb WUCCNefoBaHWe, MeOMLMHCKOE YyYpexaeHue, uccrnenosa-
Tens u CroHcopa, ecrnv BCce 3TO He yKa3aHo B pPYyroM MecCTE;

€) MAEHTUMUKALMOHHBIA HoMep/neyebHbln Homep cybbekTa
KIMMHUYECKOro WCCrefoBaHUs U npu HeobxoaMMOCTUM HoMep
noceLleHus;

WHdopmaums,
yKasaHHas B NyHKTax a'- k Tabnu-
bl

f) damunua n nHMumanel nccnegosartens (ecnv He ykasaHo B
nyHkTax a) unu d) Tabnuubl);

g) VIHCTPYKUMM MO NpUMEHEHNIo (MOoXeT ObiTb NpUBEAEHa CCbif- MepBUYHasA ynakoBKa

Ka Ha NMCTOK-BKNafblll nMbBo ApYro MNOACHUTEMbHBLIA [OKY- Ecnv nepBrYHyio ynakoBKy 1 BTOPUYHYIO ynaKkoBky
MEHT, NpefHa3Ha4YeHHbIN Ans cybbekTa KIMHUYECKMX nccneqo- XpaHAT BMecTe (MyHKT 29)

BaHWIA UNM nMua, KOTopoe BBOAUT npenapart);

h) Hagnuck «TONbKO ANS KIMMHUYECKUX UCMbITAHUI» UK aHano-
rMyHas hopMynmpoBKa;

i) yCroBumsi XpaHeHus:; a’b’cde
j) CPOK MCMNOnb30BaHNsA C yka3aHWEM MecsiLa U roga Takmum o6-
pa3om, 4TobObl M3bexaTb nobon HeonpeaeneHHOCTU (MoxeT
ObITb yKasaHa fgarta, A0 KOTOpow HeoGXoaMMO MCronb3oBaTh
npenapar, CPOK roAHOCTM UMK AaTta NOBTOPHOTO KOHTPOrs);

k) Hagnucb «XpaHuWTb B HEQOCTYMHOM AN AeTen mecTe» 3a

NCKINo4YeHMemM cny4yaeB, Korga npenapat npegHasHadeH Ond

MCcnonb3oBaHUA TONbKO B CTauMOHape. nepBMqHaﬂ ynakoBKa
BJ'IVICTepr Mnn ynakoBku

Manoro pasmepa (nyHkT 30)°

a’b*cde

T Anpec v Homep TenedoHa OCHOBHOTO KOHTAKTHOTO MWL Ans nepeaadn MHAopMaLi OTHOCUTENbHO Npenapara, KiuHuYe-
CKOro MCCneaoBaHns U CPOYHOTO AEKOAMPOBaHNS MOXeT BObiTb He yKasaH Ha 3TUKeTKe, ecrnin cybbekTy uccrnegoBaHuin npefoc-
TaBfeHbl NIMCTOK-BKMaAbILL UM KapTo4ka, Ha KOTOPOW yKasaHbl 3TW AaHHbIe, U AaHa UHCTPYKUMSA AepxaTtb ux npu cebe nocto-
AHHO (CM. MyHKT 27 JAHHOTO NPUIOXEHUS).
2 Afpec 1 HoMep TenedoHa OCHOBHOTO KOHTAKTHOTO fMLa ANns nepeaays MHGOPMaLMM OTHOCUTENBHO Mpenapata, KnHuYe-
CKOro MccrnefoBaHUsi M 3KCTPEHHOTO AEeKOANPOBaHNSA Ha 3TUKETKE He yKa3blBaloT.
% Cnocob BBeaeHNs aonycKaeTca He ykasbiBaTb TOMbLKO [N1A TBepAbIX NEKApCTBEHHbLIX (IOPM 11 OPanbHOMO NMPUMEHEHNS.
‘5‘ [lonyckaeTcs He yka3blBaTb NeKapCTBEHHYO (hOPMY M KONMYECTBO 403UPOBaHHbIX €ANHWLL.

Ecnv Ha BTOpPMYHOW yNakoBKe COAEPXUTCS MHAOpMaLMs, NpuBeAeHHast B NyHKTe 26 AaHHOTO NPUMOXEHWS.
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Tabnuya 13.2 — VHdopmaums o Bbligaye paspeLleHns Ha BbINyCK CEpun NekapCTBEHHOIO CPeACTBa AN nccrnenoBaHui

YuutbiBaemble cakTopbi(3)

MpenaparT, umerowmincsa Ha

MMnopTupyembii npenapaT

pbIHKe
Mpenapar, Mpenapar, Mpu otcyT- | Mpu Hanu- | MpenapaTt cpaBHeHUA, Koraa He
npou3BeaeH- | Npou3BeneH- CTBUU NU- 4ynm nu- MOXeT ObITb Nosfly4yeHa AOKy-
HbI B P® 6e3 | HbIh B PO npu LeH3UMn LeH3UMn MeHTauusa, noaTeepxaaoLas,
nvueH3un Hanu4uu nu- YTO OH Npou3BeAeH B COOTBET-
LeH3nm CTBUM C YCTaHOBIIEHHbIMU Tpe-
60BaHUAMM
[o npoBefeHusi KNMHUYECKUX UccnesoBaHUN
a) Ycnosusi TpaHCMOPTMPOBAHUSA U XpaHeHUst Oa
b) ®akTopbI(1), noaTBEPX)KAAKOLWME, YTO Kaxaas cepusi Npou3BeaeHa 1 pa3peLueHa Ans Bbinyc-
Ka B COOTBETCTBUM C YCTAHOBMEHHbIMY TpeboBaHnAMM Aa Oa (2)
vwnu npasunamm GMP. -
¢) [lokymeHTauus, CBUAETENbCTBYOLAsA, YTO Kaxaas cepus Obina paspelleHa Ans Bbinycka B Oa
COOTBETCTBUM C TpeboBaHussMn GMP.
d) JokymeHTaumsi, noaTeepxaaLLas cooTBETCTBME NpenapaTta yCTaHOBMEHHbIM TpeboBaHNSIM Oa
K permctpaumm 1 Bblgade paspeLleHus Ha Bbinyck.
e) Pe3ynbTaThl BCeX MPOBEPOK U UCMbITAHWUA, OCYLLECTBISEMbIX A5 OLEHKU KavyecTBa BBE3EH-
HOW cepuu, B COOTBETCTBUU C TPEOOBaHNAMMU, YCTAHOBIIEHHLIMU NPY perucTpauum - Oa -
UNWN A0CbE Ha NeKapCTBEHHOE CPEACTBO. Oa - Oa
Ecnu atn npoBepku 1 ucnelTaHnsi npoBeaeHbl BHe Poccuiickon denepauun, cnegyeT npea-
CTaBUTb HEOOXOAUMbIE JAOKYMEHTbI, @ YNONHOMOYEHHOE MU0 AOIMKHO YKa3aTb, YTO OHU Obinn Da Oa Oa
npoBeaeHbl B COOTBETCTBUU C TpeboBaHnaMu GMP, kak MUHUMYM, 3KBUBANEHTHbIMU HACTOSI-
LeMy CTaHdapTy.
MNMocne npoBeAeHNA KNMUHUYECKUX UCCnefoBaHUN
f) B pononHeHune Kk oOLeHKe, OCyLLEeCTBNSAEMON nepes NPOBEAEHNEM KIMHUYECKMX UccrenoBa- Oa
HWIA, BCe JononHuTenbHble hakTopbl(1), noaTBEpPXKAAOWME, YTO Kaxaas cepus Gbina kogupo- ha (2)

BaHa, ynakoBaHa B cneuuanbHylo yNnakoBKYy OnA UCCnenoBaHWA, MapkmMpoBaHa U UCMbiTaHa B
COOTBETCTBUWN C YCTAHOBJIEHHbIMU TpeGOBaHVIF!MVI
1Unu npasunamm GMP, kak MWHUMYM 3KBUBAJNIEHTHbIMU HACcToALLEMY CTaHAAPTY.

(1) 31n chbakTopbl NprBeaeHbl B NyHKTe 40 HACTOSILLLErO NPUIOXKEHUS.

(2) Ecnn nmeeTtca cornalleHe o B3aMMHOM NPU3HaHUM UK ApYroe cornatleHne N NPUMEHsIITCS 3KBUBaNeHTHbIe HOpMbl GMP.
(3) JomkHbl BbITb Y4TEHbI YNOMHOMOYEHHBIM JIMLIOM, KOTOPOE OLIEHMBAET COOTBETCTBUE CEpUM Nepes BbiAavein paspeLleHns Ha BbIMycK.

12




Mpasuna GMP EC 2019

[FonoBka 6naHka opraHn3auun-NPON3BOAUTENS]

CopepxaHue cepTudmkaTa cepum

1. HaumeHoBaHve npogykTa (NPOAYKTOB) B COOTBETCTBUM 0B6O3HAYEHUSMU B 3asiBKE HA KIMHUYECKUE
nccnegosaHus, ecnm Tpebyertcs.

2. KogoBoe 0b603Ha4yeHne B COOTBETCTBUM C YCTaHOBJIEHHbIMUA TpGGOBaHVIFlMVI N HOMEep Koaa CroHCOo-
pa, eciin OH eCTb.

3. OdbheKkTMBHOCTL

Ykasbigaemcsi udeHmuguKkayUoHHbIlU HOMEP (HauMeHo8aHue) u Konu4yecmso 8 0o3e 0ns Kaxdou ak-
mueHoU cybcmaHyuu 0ns kaxdoeo fiekapcmeeHHoeo cpedcmea 0 uccriedosaHuli (8knoyas nnayebo).
Criocob ¢popmuposaHusi amux OaHHbIX QOIMKEH He Hapywamb MackUupOosKY.

4. losanpoBaHHasi hopMa (hapmaveBTnyeckas opma).

5. Pasmep ynakoBku (COAEPXMMOro B KOHTENHepe) n ee Tvn (Hanpumep, rakoHbl, 6yTbinku, 6nmctepsi).
6. Homep cepun

7. CpoK rogHOCTM unun gata noBTOPHOIO KOHTPONS.

8. HanmeHoBaHue un agpec npoussoguTena, N0 KOTOPOMY pacrnosioXXeHOo yrnoJIHoMo4YeHHoe NnLo, Bbl-
AaBLlee cepTudukarT.

9. Homep pervcTpaumMoHHOro AOCbe NMPOU3BOANTENS ANA NMAOWAAKKN, YKa3aHHON B M. 8.
10. NMpumevaHus.

11. Jiobasa gononHuTensHas MHopMaLms Mo YCMOTPEHMUIO YNONIHOMOYEHHOIO nnua.
12. 3akntoyeHne o cepTMdunKkaumm.

13. «HacTosiwmm 51 ynoctoBepsito, 4TO cepust COOTBETCTBYET TPEOOBAHUAM ....».

14. ®amnnus, NMsi 1 OTYECTBO YNOSIHOMOYEHHOIO Nuua, BblAaBLLEro ceptudmkar.

15. MNognuce

16. daTta
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