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CBefeHusa o cTaHgapTe

1. MoarotoBneH Accoumaumen mexayHapoaHblx dapmalesTuyecknx npoussogutenen (AIPM), MexayHapoaHom
koHbedepaumen obwects notpebutenen (KoHdOIll), Poccuiickon Akagemuen wmeguumHckmx Hayk (PAMH) no
COBCTBEHHOMY ayTEHTUYHOMY NEpPEBOAY, YKa3aHHOMY B MyHKTE 4.

2. BHeceH TexHu4eckum kommTeToM no ctaHaapTtusaumm TK 450 "JlekapcTBeHHble cpeacTaa”.

3. Y1BepxaeH [pukaszom demepanbHOrO areHTCTBA MO TEXHUYECKOMY PerynupoBaHuIiO U MeTpororum ot 27
ceHTabpa 2005 r. N 232-cT.

4. Hactoawun craHgapT wuaeHTudeH PyKOBOACTBY Mo Hagnexallen knuvHudeckon npaktuke (Consolidated
Guideline for Good Clinical Practice) MexayHapogHon KoHdepeHuMn Mo rapmMoHM3aumm TeXHWYEecKux TpeboBaHui K
perncTpaumm bapmMmaueBTUYECKUX NPOAYKTOB, NpeaHa3HauYeHHbIX Ans npuMeHeHuns YyenosekoM (International Conference
on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH).

|_|pl/l NpMMEeHeHUn HacTodlero CtaHaapTta pekoMeHAyeTCA UCMNOJS1b30BaTb BMECTO CCbITOYHbIX MeXOyHapoAHbIX
CTaHOapToB COOTBETCTBYKOLME UM HaluMOHallbHble CTaHA4apThbl Poccuitckon (Deﬂ,epal_l,l/ll/l.

5. BBefeH Brnepsble.

BBEOEHWME

Hapnexawasn knuHuyeckas npaktuka (Good Clinical Practice; GCP) npegcrtaBnser cobon MexayHapoAHbIv
STUYECKMI U Hay4yHblA CTaHOApPT MNiaHWpPOBaHWMS W MPOBEAEHMST UCCNEQoBaHM C y4acTMEM YenoBeka B KadecTBe
cybbekTa, a Takke JOKYMeHTanNbHOro ohopMIeHnst U NpeacTaBneHns pesynbTaToB Taknx UCCNeaoBaHWn.

CobniogeHne ykasaHHOro cTaHgapTa ChyXuT gns obwecTBa rapaHTMen TOro, 4To npaea, 6e3onacHoCcTb U
Gnarononyyne cybbekToB WCCNefoBaHWUS 3alluLleHbl, COrMacylTcs € MNpuvHUMNaMK, 3anoXeHHbIMU XernbCUHKCKON
aeknapaunen BcemupHon meguumnHekom accoumanmm (BMA), 1 UTO aHHble KIMMHUYECKOTO UCCnegoBaHMs JOCTOBEPHbI.

Llenbto HacTosiLero HauMoHanbHOro ctaHgapTa (ganee - HacToALWMIN CTaHgapT) SABMSETCA YCTaHOBMEHNE eAMHbIX
co cTtpaHamu EBponenckoro Cot3sa, CoeguHeHHbimMu LTatamn Amepukun u FAnoHMen npasus, 4YTO OOJMKHO
cnocobcTBOBaTL B3aMMHOMY NPU3HAHWUIO AAaHHBIX KITMHUYECKNX UCCNedoBaHUA YNONMHOMOYEHHbBIMW OpraHaMm Ha3BaHHbIX
CTpaH.

Hactoawwun ctaHgapt ngeHtudeH ICH GCP - PykoBoacTBy no Hagnexallen knuHuyeckon npaktuke (Guideline for
Good Clinical Practice) MexayHapogHoW KOH(bepeHUMM Mo rapMoOHU3aUMM TEXHUYECKUMX TpeboBaHWA K perncrpaumun
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dapmaueBTUYECKMX MPOJYKTOB, NpedHasHavyeHHbIX Ans npuMmeHeHus 4enosekoM (International Conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH), koTtopoe, B cBOt
odyepenb, pa3paboTaHO C y4vyeToM [AenCcTBYOLMX TpeboBaHWMM Hagnexallen KnMHUYEeCcKOW npakTuku EBponerickoro
Cow3sa, CoeguHeHHbix LUTtatoB Amepukn u AnoHuun, a Takke AscTpanuu, Kanagbl v BcemupHon opraHusaumm
3npaBooxpaHeHus (BO3).

OBNACTb NPUMEHEHWA

HacToawwuin ctaHgapt HeobxoamMmMo cobnoaaTe Npy NPOBEAeHUN KMMHUYECKUX UCCNEeAoBaHWUiA, AaHHbIe KOTOPbIX
3annaHnpoBaHo NPeacTaBUTb B YNONTHOMOYEHHbIE OpraHbl.

MpUHUMNBI, YCTaHOBMEHHbIE HACTOSAWMUM CTAH4APTOM, MPUMEHUMbl TakKXe W K WHbIM KIMHUYECKUM
nccnegoBaHusiM, KOTOpble MOryT okasaTb BRMsiHME Ha GesonacHocTb M Gnaromnonydve YernoBeka, BbICTynarLllero B
KayecTBe cyObekTa.

1. TEPMWHbI 1 ONPEJEJNTIEHNA
B HacTosLem cTaHaapTe NPUMEHSAIOTCA criedytolLmne TePMMUHbI C COOTBETCTBYIOLLIMMI ONpeaeneHnsaImu:

1.1. aygut (audit): KomnnekcHas 1 HesaBucMMasa MNpOBepKa OTHOCALUMXCA K UCCNEeLOBaHWUI0 OeATEeNbHOCTU U
OOKyMeHTauun, npoBoaMmas Ans NOATBEPXOEeHUS COOTBETCTBMS 3TOM AeATenbHOCTW, a Takke npouenyp cbopa,
aHanusa v npeactaBneHnss AaHHbIX MPOTOKOMY, CTaHO4APTHbIM OMepaLMOHHbIM Npouedypam ChoHcopa, Haanexaiien
KnuHndeckon npaktuke (GCP) n HopmaTMBHBIM TpeboBaHMSIM.

1.2. Gnarononyyune cybbektoB uccneposanusa (well-being (of the trial subjects)): dPusnueckoe n ncuxmyeckoe
3[10pOBbE CYOBbEKTOB, Y4ACTBYIOLLUX B KIMMHUYECKOM UCCIIeqoBaHUN.

1.3. 6powtopa uccnegoatens (investigator's brochure): CBogHoe wn3noxeHue pes3ynsTaToB KIMHUYECKOTO U
OOKIMMHUYECKOTO M3YYeHMsT UCCreqyeMoro npoaykTa, 3HauuMMblX AN ero MccrnefoBaHust Ha dernoBeke (cMm. pasgen 7
HacTosiLLero ctaHaapTa).

1.4. poroeop (contract): [aTupoBaHHOE M MOAMMCAHHOE CorTalleHne Mexay AByMms unu Goree cTopoHamu,
KOTOpOe YyCTaHaBNMMBaeT [OrOBOPEHHOCTM, Kacawlumecs pacnpegeneHvss obbema paboT u obsaszaHHOCTEN Mpu
NpoBeOeHNM KIIMHUYECKOro UCCNeqoBaHuns, a Takxke, ecrin YMecTHO, doMHaHCcoBbIX Bornpocos. OCHOBOWM AoroBopa MOXeT
CNY>XWUTb NPOTOKOMN UCCMeaoBaHUs.

1.5. pokymeHTanbeHbIM cneq (audit trail): JokymeHTaums, No3BonsioLas BOCCTAHOBUTL XO4 COBbITUN.

1.6. pokymeHTauus (documentation): Bce 3anvcu B nto6on hopme (BkNovasa 3annucu Ha BymakHbIX, SrEKTPOHHbIX,
MarHUTHbIX UK ONTUYECKUX HOCUTENSAX, CKaHOrPaMMbl, PEHTFEHOBCKME CHUMKW, SMEKTPOKapAnorpaMmel 1 T.1.), KOTOpbIe
onucblBalT NGO pPerncTpupyroT METOAbl, OpraHM3aumilo U/unu pesynbraTtbl KIIMHUYECKOro MCCNeaoBaHusl, a Takke
BMMSIOLLME Ha UccregoBaHne akTopbl U MPUHSITLIE MEPBI.

1.7. 3aknoyeHne (MpMMeHUTENbHO K HesaBncumomy atuyeckomy KommuTeTy) (opinion (in relation to Independent
Ethics Committee)): 3akntoueHne n/mnn pekomeHgaumm HesaBMCMMOro STUHYECKOro KOMUTETa.

1.8. 3aKkoHHbIN NnpeacTaBuTens (legally acceptable representative): ®usnyeckoe unu ropugmyeckoe nuLo, NN MHOM
cybbeKT npaBa, UMEILLMI B CUITy 3aKOHa MpaBo AaBaTb COMMacne Ha yyacTue B KMMHUYECKOM MCCNeqoBaHUN OT MMEHU
noTeHumManbHoro cybbekTa nccnegoBaHus.

1.9. unpeHTMdUKaunoHHbIM kod cyObekTa (subject identification code): YHukanbHbIM KOA, NpUCBanBaeMbl
nccregoBaTtenem Kaxaomy cybbekTy uccrnenoBaHust s obecnedeHnst KOHOUOEHUMaNnbHOCTM ero NIMYHbIX AaHHbBIX U
NCNonb3yeMbii BMECTO UMEHU CyObeKkTa B OTYETaX MO HeXenaTenbHbIM SBNEHUAM W/Unu OpYyrux AaHHbIX, OTHOCALLMXCA
K MCCnenoBaHuio.

1.10. wHameuayanoHas peructpaumonHas kapta; UPK (Case Report Form; CRF): [JokymeHT Ha 6ymaxHoM,
3MNEKTPOHHOM MITM OMNTUYECKOM HOcuTene, npedHa3HayYeHHbI ONS BHECEHWs BCeN NpegyCMOTPEHHOW MPOTOKOIOM U
nognexatiien nepegade CrioHCopy MHOpMaLUmn No Kaxaomy cyObekTy uccrnenoBaHums.

1.11. nHcnekuus (inspection): [lenctene ynonHOMOYEHHbBIX OPraHoB, 3akr4varoweecs B opmumanbHONn npoBepke
OOKyMeHTauun, obopyaoBaHusl, UHbIX MaTepuarioB, MMEKLUX, N0 MHEHUIO YMNONHOMOYEHHbIX OPraHOB, OTHOLUEHMWE K
KMMHUYECKOMY WCCREdOBaHUI0 M HaXOoAsWMXCs B MCCRedoBaTeNbCKOM LEHTPE, B MOMELLEHMSIX CrOoHcopa wW/wunu
KOHTPaKTHOW MCCnefoBaTenbCkom opraHn3aunm, a Takke UHbIX OpraHM3aumnsix, MUMeLWmnx, No MHEHMO YNONTHOMOYEHHbIX
OpraHoB, OTHOLUEHME K nccrnegoBaHuio.

1.12. nudpopmupoBaHHoe cornacue (informed consent): MNpoueaypa 0OGPOBONLHOIO NOATBEPXKAEHUS CyOBHEKTOM
CBOEro COrnacusi Ha yyactue B KOHKPETHOM UCCNeaoBaHUKM nocre nonydeHust nHpopmMmaumm 060 BCeX 3HaUYMMbIX OS5
MPUHATMS MM pelleHns acnektax wuccrnegosaHus. WHgopmupoBaHHOe cormacmMe [OKYMEHTUpPYeTCs MNOCPEACTBOM
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noanuncaHusl u 4aTMpoBaHusl opMbl MHPOPMUPOBAHHOO COrmacusi.

1.13. uccneposatensb (investigator): ®uanyeckoe nuuo, Hecyllee OTBETCTBEHHOCTb 3a NPOBEAEHME KITMHUYECKOTO
nuccrnefoBaHns B UCCReoBaTeNbCkOM LeHTpe. B crnyvae npoBefeHuWs UCCNenoBaHUs B MCCNEAOBATENbCKOM LEHTpe
rpynnov nuu, uccriegoBatenem (rnaBHbIM - MCCenoBaTeneM) sIBASIETCS pyKoBoauTenb rpynnbl. CM. Takke TepMUWH
"couccneposatens” (1.54.).

1.14. nccnepoBarenb-koopamHaTtop (coordinating investigator): Viccnenosartenb, oTBevalOWuin 3a KOOpPAUHALMIO
OEeSTENbHOCTM MccneaoBaTenen BCEX WMCCNEAOBATENbCKUX LEHTPOB, y4acTBYKOLUX B MHOIMOLEHTPOBOM KITMHUYECKOM
nccrnegoBaHnn.

1.15. uccnepoBartens/opraHmsauus (investigator/institution): TepmwuH, o3Havalowmi: "uccnegosartens W/mnm
opraHusauusi, B 3aBMCMMOCTUN OT HOPMaTUBHLIX TpeboBaHMI".

1.16. nccneposarenbckuii LeHTp (trial site): ®akTnueckoe Mecto NpoBeaeHNs KIMHUYECKOTO CCNeqoBaHMs.

1.17. nccnepyembinn npoaykT (investigational product): JlekapcTBeHHas chopma akTMBHOIO BelecTea nnm nnauebo,
nlyyaemasi Unu ucnornb3dyemasi Onsi KOHTPOMs B KIMMHWYECKOM WCCNEAOBaHMKU, B TOM 4YWCNE 3aperncrpyvpoBaHHBIN
NEKapPCTBEHHBIN MPOAYKT B Clydae, ecnu cnocod ero NpMMEHEHWUst OTNIMYAETCs OT YTBEPXKOEHHOro, a Takke Npu ero
ncnonb3oBaHMM NO HOBOMY MNOKasaHUK wnn Ana nonyyYeHua LI,OI'IOJ'IHI/ITeJ'IbHOI7I VIHCbOpMaLI,I/II/I no yTBepXaeHHOMY
noKasaHuio.

1.18. knuHmn4yeckoe wucnbiTaHme/uccnegosanune (clinical trial/study): Jlto6oe wccnegoBaHue, nNpPoBOAMMOE C
yyacTuem 4yenoBeka B KayecTBe CyObekTa ONa BbISIBNEHWS WU NOATBEPXKAEHWUS KIMHUYECKUX n/unm
dhapmakonornyeckmx acpdeKToB nccrnegyeMbix NPoayKTOB U/Mnv BbISIBNEHUS HEXeNaTeNnbHbIX peakuui Ha uccrnegyemble
NpoJyKThl, W/WMM U3YyYEeHWst UX BCaCbIBaHWs, pacnpeeneHunsi, metabonnaMa U BbiBEAEHUS C LENbH OLUEHUTb WX
6e3onacHOCTb U/Mnu adhpekTUBHOCTb.

TepMUHbI "KNMHMYECKOe ncnbiTaHne" n "KNMHNYeCKoe uccregoBaHme" aBnNATCA CUHOHUMaMMU.

1.19. KOHTpaKTHasA uccrnegoBaTenbckas opraHmM3auus (contract research organization; CRO): ®usnyeckoe nuuo
UnNu opraHusauunsa (Kommepyeckasi, Hay4dHO-UccrnegoBaTenbckasd UM uHas), Kotopas B pamkax 4OroBopa cO COHCOPOM
BbIMOMHAET OAHY unu 6onee u3 ero ob6sa3aHHOCTEM U (PYHKUMWA, CBA3AHHbIX C NPOBEAEeHMEM KITMHUYECKOro
nccnenoBaHus.

1.20. koHTponb KayecTBa (quality control; QC): MeToabl 1 Mepbl, ABRAAIOWMECA YaCTblo cucTeMbl obecneveHus
KayecTBa M MCMomnb3yemble Arsi MPOBEPKM COOTBETCTBMS BbIMOSMHSEMbIX MPU NPOBEOEHUWN UCCREAOoBaHWUs npoueayp
npeabsBnseMbIM TpeboBaHMSAM K UX Ka4ecTBy.

1.21. KoopaMHaAUMOHHbLIN KomuTeT (coordinating committee): KomwuteT, KOTOpbIA MOXET ObiTb OpraHu3oBaH
CMOHCOPOM A1 KOOpAVHALMM NPOBEAEHNSI MHOTOLLEHTPOBOIO KITMHUYECKOIO UCCreaoBaHus.

1.22. koHdugeHumanbHocThb (confidentiality): CoxpaHeHne B TalHe OT HEYMONHOMOYEHHLIX I1L, MHopmaumn,
npuHaanexallen cnoHcopy, UM nHopmaLmm, NO3BONSAOLEN NAEHTUMULUMPOBaTL CyObeKTa CCreaoBaHus.

1.23. MHOroLLEHTPOBOE KINIMHUYeCkoe uccnegosanune (multicentre trial): KnuHuyeckoe nccnegosaHue, NpoBoAMMOe
no eguHoMy npoTokony ©Oormee 4emM B OAHOM MCCReAOBaTeNbCKOM LEHTpe U, 3HauuTt, Gonee 4yem OOHUM
nccnegosaTenem.

1.24. MoOHUTOPUHr (monitoring): [eATenbHOCTb, 3aKnio4yawLwascs B KOHTpoMe 3a XOO4OM KIMHWYECKOro
nccrnegoBaHnsi, obecneyeHMn ero npoBefdeHusl, cbopa AaHHbIX W NPeACTaBreHUst pesynbTaToB B COOTBETCTBMU C
NMPOTOKOMOM, CTaHAapTHbIMW OMepauMoHHBIMW MpoueaypaMn, Hagnexaiwen knvHudeckon npaktukon (GCP) wu
HOpPMaTMBHbIMKU TPeOOBaHNSIMN.

1.25. Hapgnexawas knuHuyeckas npaktnka (Good Clinical Practice; GCP): CrtaHgapT nnaHupoBaHus,
opraHunsaumm, NpoBeAEHNsi, MOHUTOPWHIA, ayanTa, OKYMEHTUPOBAHNS KIMHUYECKUX UCCIIeqOBaHWI, a Takke aHanmsa u
NpeacTaBneHnst UX pes3ynbTaToB, CNYyXallMi rapaHTMen [OCTOBEPHOCTM U TOYHOCTM MOSTYYEHHBIX [OAHHBIX W
npencTaBneHHbIX pe3ynsTaToB, a Takke obecrnevymBatoLLmii 3amTy Npae, 300p0OBbsa U KOHPMAEHUNANbHOCTM CyObEKTOB
nccnenoBaHus.

1.26. HexenatenbHas peakuus; HP (adverse drug reaction; ADR): OTHOcUTENbHO npeaperncTpaLlmoHHOro
KIUHNYECKOro NMPUMEHEHUSI HOBOMO fIEKapCTBEHHONO NPOAYKTa UMM €ro NpMMeHeHUs No HOBbIM MOKa3aHUAM, 0COGEHHO
€eCnun TepaneBTUYecKne 03bl TOYHO HE YCTaHOBMEHbI, - BCE HEraTMBHbIE peakLuummn, CBA3aHHbIE C NPUMEHEHNEM fobon
[03bl NeKapCTBEHHOro npoaykta. TepMuH "CBA3aHHble C MPUMEHEHMEM feKapCTBEHHOro MNpoaykTa" O3HavaeT, 4To
cywecTByeT XoTs Obl MMHUManbHas BO3MOXHOCTb HanuMyusi MPUYMHHO-CIEACTBEHHOW CBA3W MEeXAy S1eKapCTBEHHbIM
NPOJYKTOM U HEXenaTenbHbIM SIBMEHUEM, T.€. B3aMOCBS3b HE UCKITIOYEHa.

Ons 3apPerncTpupoBaHHbIX JEeKapCTBEHHbIX MNPOAYKTOB 3TOT TEPpMUH O3Ha4YaeT BCE HeratuBHble peakunu,
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CBSI3aHHbIE C MPUMEHEHUEM FEKApPCTBEHHOINO NPOAYKTa B OObIYHBLIX [J03aX, WCMONb3yeMbIX AN NPOdUNAKTUKM,
ONarHoCTUKN UNn nedeHus 3aboneBaHnii, a Takke AN N3MeHeHUs dumanonormdecknx dyHkumn (cm. Pykosogcteo ICH
"OueHKa AaHHbIX MO KNMHU4Yeckon 6e3o0nacHOCTU: TEPMUHONOMA 1 CTaHAAPTbl AKCNPECC-0TYETHOCTU").

1.27. HexenatenbHoe sBneHve; HA (adverse event; AE): Jlioboe BbisiBNEHHOe y MauuMeHTa wunum cybbekTa
KMMHUYECKOro nccriefoBaHus nocre NpUMeHeHUs NekapcTBEHHOro npoaykta HebnaronpuaTtHoe ¢ MEeAULMHCKOM TOYKU
3peHns cobbiTne, KOTOPoe MOXET U He UMETb NMPUYUHHO-CNEACTBEHHON CBA3WM C €ro npumeHeHmem. Takum obpasom,
HexxenatenbHoe sBrneHue (HA) moxeT npeacrtaenaTe cobon nobon HebnaronpuaTHbIA CUMATOM (BKIOYas OTKITOHEHME
nabopaTopHOro nokasaTtens OT HOpMbI), Xanoby nnu sabonesaHne, BpeMsi BO3HWMKHOBEHWS KOTOPOrO He MCKoYaeT
NMPUYUHHO-CIEACTBEHHON CBSA3M C MNPUMEHEHWeM FeKapCTBEHHOro (UccrneayemMoro) npogykta BHE 3aBUCMMOCTU OT
HanuuMs unNn OTCYTCTBMSA Takon cBa3n (cM. pykoBoacTBo ICH "OueHka AaHHbIX NO KMMHWYecKkonW 6GesonacHOCTU:
TEPMUHOMNOMNA N CTaHAAPTbI AKCNpPecc-oT4eTHOCTN").

1.28. HeszaBucumbin kommutetr no MmoHutopuHry ganHblx; HKMIO (Independent Data-Monitoring Committee; IDMC
(Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)): HesaBucumbini KomMUTET,
KOTOpbIA MOXeT ObiTb 06pa3oBaH MO MHMUMATMBE CrIOHCOpa Ans Nepuoanyeckoro pacCMOTPEHUst Xoda KIMHUYECKOro
nccnefoBaHus, AaHHbIX No 6e30MacHOCTM W/MNMKU OCHOBHBLIX NapamMeTpoB 3MEKTUBHOCTU, a Takke Ans BblpaboTku
pekoMeHAaLmMn CNOHCOPY O Lenecoobpa3HOCTU NPOOOIMKEHMUS, NpeKpalleHUs UCCreaoBaHUs WM BHECEHWUS B HEro
N3MEHEHUIA.

1.29. HesaBucumbin atudeckui komutet; HOK (Independent Ethics Committee; |IEC): HesaBucumblin opraH
(3KCMepTHbIN COBET WUNU KOMMUTET, AEWCTBYIOLUMN Ha YPOBHE OpraHu3auuu, pervoHanbHOM, HauWOHarbHOM Unu
MEXAYHapOAHOM YPOBHE), COCTOALMN W3 MEAMUMHCKUX paboTHMKOB, a Takke nuu, He VMEeWMUX OTHOLUEHWUS K
MeauumHe, KoTopbli obecneuvBaeT 3awuTy npas, GesonacHocT u Grarononyums cybbekToB uUCCreaoBaHus W
BbiCTynaeT Ans oblecTtBa rapaHTOM TakoW 3aluMTbl, B 4aCTHOCTW NyTEM PacCMOTPeHWs, yTBepxaeHus/ogobpeHuns
npoToKona wuccrefoBaHus, KaHauaatyp wuccnegosaTtenen, UccnefoBaTenbCKMX LEHTPOB, a Takke MaTtepuarnos U
MEeTOAO0B, KOTOPbIE NpeanonaraeTcs UCnonb3oBaTh AS NOMyYeHUs U AOKYMEHTUPOBAHMSA UHPOPMUPOBAHHOTO COornacus
cyObeKTOB MccnegoBaHus.

MpaBoBoK cTaTyc, cocTaB, PyHKUUN, AEATENBHOCTb HE3ABUCUMbIX 3TUHMECKMX KOMUTETOB, @ Takke OTHOCSLMECS K
HUM HOpMaTMBHble TPpeboBaHMSA MOryT pasnuyaTbCsl B pasHblX CTpaHax, TeM He MeHee, HOK gomkHbl pyHKLMOHMPOBaTL
B cooTtBeTcTBUM ¢ GCP.

1.30. He3amHTepecoBaHHbI cBuaeTenb (impartial witness): duanyeckoe nuUO, HeNpuMyacTHOE K MPOBEAEHWUIO
KMMHWYECKOTO MCCreqoBaHusl, Ha KOTOpPOe He MOryT oKasaTb [OaBfieHUe YYacCTHUKM KIIMHUYECKOTO WCCNEeLoBaHWsA U
KOTOpoe B criydae, ecnv cyObekT UccneqoBaHUs UM ero 3akOHHLIN NpeacTaBUTENb HE YMEET UMM HEe MOXET 4YuTaTb,
NPUCYTCTBYET BO BpeMsi NOfy4YeHUst MHAOPMMPOBAHHOIO COrnacusl, a Takke 3a4uTbiBaeT TEKCT MHOPMMPOBAHHOIO
cornacus u niobble apyriue npeaocTaBnsiemMble cyObekTy uccrneqoBaHUst NMCbMEHHbIE MaTepuarbi.

1.31. poknuHuyeckme uccnegosaHusa (nonclinical study): BuomeguumHckue uccnegoBaHus, NpoBoAvMMble 6e3
yyacTusi YernoBeka B KayecTBe cybbekTa.

1.32. HenpeaBuaeHHasa HexenaTenbHaa peakuus (unexpected adverse drug reaction): HexxenatenbHasi peakuus,
CYLLHOCTb WX TSDKECTb KOTOPOM HEe COrmacyetcsi C U3BECTHOM MHGOpMaLMen o npoaykre (Hanpumep, ¢ Gpolutopon
nuccnegosaTensd Ans He3aperMcTpupoBaHHOIO WCCnegyemoro npoaykta MAM C JIMCTKOM-BKIadbieM/CBOAHON
XapaKTepPUCTUKON NIEKapCTBEHHOIO NPOAYKTA B Cllydae 3aperMcTpupoBaHHOro npoaykra) (cM. pykosoacTteo ICH "OueHka
OaHHbIX MO KNHMYeckon 6e30MacHOCTUN: TEPMUHONOMNS U CTaHOAPTbl 3KCMPECC-0TYETHOCTH").

1.33. HopmatuBHble TpeboBaHusa (applicable regulatory requirement(s)): Bce 3akoHbl M MNOQ3AKOHHLIE aKThl,
perynupyoLme npoBeaeHne KIMHUYECKUX UCCNeaoBaHuin nccnegyemblx NPOAYKTOB.

1.34. obecneyeHne kayectBa (quality assurance; QA): COBOKYNHOCTb CUCTEMaTMYECKMX W NNaHOMEPHbIX
OEeVCTBUN, KOTOpble UMEIOT Lenbio obecnevynTb COOTBETCTBME MNPOBEAEHUS wccredoBaHusi, cbopa, peructpauuu u
npegcTaBneHns gaHHbIX Haanexawlen knuHmdeckon npaktuke (GCP) n HopmaTBHbIM TpeboBaHUAM.

1.35. opraHusaums (megumumHckas) (institution (medical)): Jliobas opraHusaumss BHe 3aBUCUMOCTM OT ee
OpraHvM3auUMoHHO-NPaBoBoON opmbl NMBO MeauuMHCKoe, NMBO cTomaTtonornyeckoe nodpasaeneHne, rae npoBoasT
KMWHMYeCKoe nccregoBaHue.

1.36. opurMHanbHble MeguuuHckme 3anucu (original medical record): Cm. TepmunH "nepBuyHas
AokymeHTaums" (1.41.).

1.37. ocHoBHble OoKyMeHTbl (essential documents): [JokyMeHTbI, KOTOPble B COBOKYMHOCTU WNWN MO OTAEMbHOCTU
NO3BONSAT OUEHUTb XOA KIMHWYECKOro MCCnefoBaHUs U KadecTBO MONYyYEeHHbIX AaHHbIX (CM. pasgen 8 HacTosLero
cTaHgapra).

1.38. otyeT moHuTOopa (monitoring report): NMMCbMEHHbIA OTYET MOHUTOPA CMOHCOPY MOCMNE KaXAOoro BU3UTa B
nccneaoBaTernbCKUA LIEHTP W/MNK KOHTakTa C MCCredoBaTensiMuM B COOTBETCTBMM CO CTaHAapPTHbIMU OnepauvoHHbIMU
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npoueaypamu (COIT) cnoHcopa.
1.39. otuet 06 ayaute (audit report): NMncbMeHHOE 3aknioYeHne ayanTopa CroHcopa O pesyrbratax ayauTa.

1.40. OTYET O KNMHUYECKOM ucnbiTaHum/uccnegosaHum (clinical trial/study report): OtyeT B nucbemeHHon copme,
npencTaBnsamWMIA coOON oOnuMcaHne KIMHMYECKOro WcnbiTaHUs/MccnegoBaHMs Kakoro-nmbo TepaneBTUYECKOro,
NpodnNakTUYEeCKOro UM OUarHoCTUYECKOro CpeacTBa C yvyacTMEM 4enoBeka B kavecTBe CyObekTa, o0beanHsALWwmn
KNUHUYECKoe U CTaTUCTUYECKOe OnucaHusl, NpeacTaBneHne AaHHbIX U ux aHanus (cM. pykosoacTtso ICH "CtpykTypa un
cogepXaHue OT4YETOB O KIMHUYECKOM nccrnegosaHmmn”).

1.41. nepBunyHas pokymeHTauus (source documents): MicxogHble OOKYMEHTbl, AaHHble U 3anucu (Hanpumep,
uctopum 6GonesHn, ambynaTopHble KapTbl, NlabopaTopHble 3anuMcu, 3aMeTKW, OHEBHUKW CYyOBHEKTOB WCCNEeAoBaHUS,
BOMPOCHMKM, >XypHanbl BbliAayv MeaMKamMeHTOB, 3anucy aBTOMaTUYeCKUX yCTPOWNCTB, BEPUMULIMPOBAHHbBIE N 3aBEPEHHbIe
KOMUW UNu BbINWUCKA, MUKPOMULLK, (DOTOHEraTMBbl, MUKPOMMEHKA UMW MarHWTHblE HOCWUTENMW, PEHTIEHOBCKNE CHUMKW,
nobble 3anucy, OTHOCALUMECA K MNauMeHTy, B TOM u4KUClle XpaHslimecs B anteke, nabopatopusix M OTAeNneHusx
NHCTPYMEHTanbHOW ANarHOCTUKW, UCNOMb3YEeMbIX B KITMHNYECKOM NCCNEaoBaHUN).

1.42. nepBuyHble AaHHble (source data): Bca mHdopmauums, copepxallasacs B OpUrMHarbHbIX MeOULMHCKUX
3anucax M MX 3aBEpPEHHbIX KOMWUAX, ONUCbIBaKOLAA pe3ynbTaThl KIMHUYECKUX HabnwogeHuin, obcneaoBaHun u Opyron
OEeATeNnbHOCTU, MNO3BONALWAs BOCCO34aTb XOL KIMHMYECKOrOo WCCNEeAoBaHUS M OLEeHUTb ero. [lepBuyHble OaHHble
coaepxarcs B MEPBUYHON JOKYMEHTaUUK (MOAJSTIMHHUKAX UITN UX 3aBEPEHHbIX KOMKUSIX).

1.43. nonpaska (k npotokony) (amendment (to the protocol)): Cm. TepmuH "nonpaska k npotokony" (1.44.).

1.44. nonpaeka k npotokony (protocol amendment): OcdopmMmneHHoe B NMMCbMEHHOM BUAE OMMCAHWE U3MEHEHWI
nnun ouLmnanbHoe pasbsiCHEHNE NPOTOKONA.

1.45. npenapat cpaBHeHusi (comparator (product)): Wccnegyembin nnv 3aperncTpupoBaHHbIA NIEKApPCTBEHHbIN
NPOAJyKT (T.€. aKTMBHBIN KOHTPOIb) N0 nnauebo, Cnonb3yeMbln(oe) Kak KOHTPOSb B KITMHUYECKOM UCCINEAOBAHUM.

1.46. NPOMEXYTOYHBIN OTYET O KNMHUYECKOM UCTbITaHuu/uccrnegoBanum (interim clinical trial/study report): OTuet o
NPOMEXYTOYHBIX pesyrbTaTax v UX OLeHKe, OCHOBAHHbIN Ha NPOBEAEHHOM B XOA4€e KITMHNYECKOro nccreoBaHvs aHanuse
OaHHbIX.

1.47. npotokon (protocol): [JOKyMeHT, KOTOPbI ONUCBLIBAET Lienu, AU3anH, MeToA0MNorno, CTaTUCTUYecKue acnekTbl
W opraHu3auuio uccrnegoBaHund. NomMmMmo 3Toro NPOToKoN 0BbIYHO COAEPXKUT NONMYYEHHbIE paHee AaHHble 1 0OOCHOBaHME
nccneaoBaHus, OgHako aTa nHopMaums MOXeT ObiTb NMpeacTaBneHa U B Opyrux AOKYMEHTaX, Ha KOTOpbIE CChITaeTcs
NPoOTOKON uccrenoBaHns. NpUMEHUTENBHO K HAcTosWEMYy CTaHOapTy TepMuH "MpoTokon" nogpasymeBaeT Kak cam
NPOTOKON UCCNEAOBaHMWS, Tak U NOMPaBKU K HEMY.

1.48. npamon goctyn (direct access): PaspelueHne Ha M3ydeHue, aHanus, NPOBEPKY W KonupoBaHue nobbix
3anncen N oT4ETOB, HEOBXOOUMBIX OS5 OLEHKUN KITMHUYECKOro uccrenoBanus. Jluua, umetowme npaeo nNpsMoro 4octyna
(Hanpumep, nNpeacTtaBUTENU HaALMOHAMbHBIX WMAM WMHOCTPAHHBLIX YMNOMHOMOYEHHbIX OPraHoB, MOHWUTOPbLI U ayaAUTOpPbI
CMoHcopa), OOMKHbl NpWHMMaTb BCce pasyMHble Mepbl ANd coGMnoaeHWs HopMaTuMBHbBIX TpeboBaHwi Mo 3awmTte
KOH(MAEHLMANbHOCTN nHGOPMaLMK, NO3BONALWEN NOEHTUDMLMPOBATL CYObEKTOB, M MHCpOPMALMN, NPUHAAIEXaLLEN
CMOHCOpY.

1.49. paHgomumsaums (randomization): lNMpouecc pacnpeneneHms cyGbekToOB MCCNEeAOBaHNs MO rpynnamM feyvyeHns
W KOHTPONSA Cny4anHbiM 06pa3oM, NO3BOMSAOLLMNN CBECTU K MUHUMYMY CyObEKTUBHOCTb.

1.50. ceptudukar ayamta (audit certificate): [JoKyMeHT, COCTaBNeHHbI ayguTopoM B noaTBepxaeHue dakTa
npoBefeHust ayauTa.

1.51. cepbesHoe HexenarternbHoe siBneHue; CHA w/vnu cepbesHas HexenartenbHasi peakumsi; CHP (serious
adverse event; SAE or serious adverse drug reaction; serious ADR): JTlo6oe HebnaronpusaTHoe MeguumMHCKoe codbITuE,
KOTOpO€e BHE 3aBMCUMOCTM OT A03bl NIEKAPCTBEHHOIO NPOAYKTA:

- NPUBENO K CMEpTH;

- NpegcTaBnsaeT cobor yrpo3y Anst >XU3HW;

- TpebyeT rocnuTanusauumn unu ee NPoAeHns;

- MPVBENO K CTOMKON UM 3HAYNTENbHOW HETPYAOCNOCOBHOCTN NN UHBANMAHOCTY;

nnn

- npeacTasnsaeT cobor BpOXAEHHYI0 aHOManuio unu ged ekt poxageHns
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(cm. pykoBoacTtBo ICH "OueHka AaHHbIX MO KNMHUYeckon 6e3onacHoCTV: TEPMUHONOMMSA M CTaHAapThbl 3KCnpecc-
oT4yeTHOCTN ").

1.52. cneno metoa/mackupoBka (blinding/masking): Metog, npy NpUMEHEHUN KOTOPOro OAHOW UIN HECKOITbKUM
yyacTBYHOLWIMM B KIWHUYECKOM MWCCNeaoBaHMM CTOPOHAaM HEU3BECTHO, Kakoe NeyeHue HasHayeHo CcyObekTy
nccnegosaHus. pocTon crenon meTod npegycMaTtpuBaeT HEeOCBEeOOMMEHHOCTb O Ha3Ha4YeHHOM MM BUAE NeYeHus
cybbekToB MccneqoBaHus, B TO BpeMsi Kak ABOWHOMW Crenow MeTof nogpasymeBaeT HeOCBEAOMIEHHOCTb CyObekToB
nccnegoBaHus, nccnenosarenen, MOHUTOPOB U, B HEKOTOPbIX CryYasiX, fnL, BbINOMHAKLMX CTAaTUCTUYECKY0 06paboTKy
AaHHbIX.

1.53. cobniogeHne TpeboBaHWI (MPUMEHMUTENBHO K KITMHUYECKMM uccrnegoBaHuam) (compliance (in relation to
trials)): CnepoBaHne BceM CBSA3aHHBIM C KIMHWUYECKMM UCCreoBaHWEM TpPebOoBaHWSIM, Hagnexallen KIMHUYECKON
npaktuke (GCP) n HopMmaTnBHbIM TPpEBOBaHMAM.

1.54. couccnepoBaTenb (subinvestigator): Jllobonm 4neH wnccnegoBaTenbCKOrO KOMMEKTMBA, Ha3HAYeHHbIN
nuccnegoBatenieM U OCYLIECTBASKOLWNA Nog ero KOHTPONeMm 3HauMMmble npouenypbl KAMHWYECKOrO WUCCMedoBaHUSA B
nccnenoBaTenbCkoOM UeHTpe (Hanpumep, WHTEPH, OpAMHATOpP, Hay4YHbll COTpPyAHMK). CM. Takke TepMuH
"uccneposarens" (1.13.).

1.55. CrnoHCcOop (SpOﬂSOF)Z dusnyeckoe mnn ropungn4eckoe nuuo, gasndwolieecda MHUMUMAaToOpoOM  KIMMHU4YeCKoro
nccrnenoBaHuA U Hecyulee OTBETCTBEHHOCTb 3a €ro opraHnsauunro n/vnn (bMHaHCVIpOBaHI/le.

1.56. cnoHcop-uccnegoBsartens (sponsor-investigator): JInuo, koTopoe caMoCTOATENBLHO UMM COBMECTHO C ApYrumu
nMuamMm MHALMUPYET U MNPOBOAMT KMMHWYECKOe MCCredoBaHWe W nog HemnocpeAcTBEHHbIM PYKOBOACTBOM KOTOPOro
nuccrnegyembli NpPoaykT nubo HasHadalT, NMbo BblAaloT CcyObekTy uccrnegoBaHus, nNubo nocnegHu NpUHMMaeT ero.
CnoHcopom-uccnegoBateneMm MOXET OblTb TONbKO usnveckoe nuuo. OBA3aHHOCTM CNOHCOpa-uccrneaoBaTens
BKNtOYaloT B ce6s1 06593aHHOCTM KaK CnoHcopa, Tak U uccnegosartens.

1.57. ctaHgapTHble onepaunoHHble npoueaypbl; COI (standard operating procedures; SOPs): lNMogpoGHble
MUCbMEHHbIE MHCTPYKUMKW, MpefHasHa4YeHHble ANs OOCTMXKEHUS eaMHOOoOpasus Npu OCYLUECTBEHUU ONpeaeneHHow
OeATENbHOCTU.

1.58. cybbekT/cybbekT uccnegoBanus (subject/trial subject): ®unsmyeckoe nmuo, ydacteyowlee B KIMHUYECKOM
nccnegoBaHMKM B cocTaBe rpynibl, NonyyatoLen nccrnegyemblin npoaykT, NMbo B cocTaBe KOHTPOMbHOM rpynmbl.

1.59. ynonHomo4eHHble opraHbl (regulatory authorities): OpraHbl, obnagawrowmne nNpaBoOM OCYLECTBNATb
perynupytoLime yHKUuN. NpUMeHUTENBHO K HacTosAWEeMy CTaHA4apTy TePMMH "yNONHOMOYEHHbIe opraHbl” BKMOYaeT B
cebs MHCTaHUMK, YNONHOMOYEHHbIE paccMmaTpuBaTb NPEOOCTaBMEHHbIE UM KITMHUYECKUE AaHHble, a Takke MpoBOauTb
nHcnekumm (cm. 1.11.). 3T opraHbl Takke MHOrga Ha3bIBaOT KOMMETEHTHLIMU OpraHamMu.

1.60. yTBepxaeHne (MpMMEHUTENBHO K OKCNepTHOMY COBETy opraHu3auun) (approval (in relation to Institutional
Review Boards)): lNpuHAToe 3kcnepTHbIM coBeToM opraHudauumn (3CO) 3aknioveHue, noaTeepxgawwee dakT
NpOBEeAEHNsT SKCNEepPTU3bl KITMHUYECKOIO MUCCNEAOBaHMS U SBMASIOLLEECS pa3pelleHVeM Ha ero npoBefeHne B OaHHOW
opraHusaumm B COOTBETCTBUM C MHCTPYKUMsaMM QCO, HOpMaTUBHBIMM JOKYMEHTaMU MEAULIMHCKOW OpraHnu3aumm, a Takke
Haanexatllen knuHmdeckon npaktmukon (GCP) n HopmaTMBHBEIMK TpeboBaHUAMMN.

1.61. ysasBumble cybbekTbl uccnemoBaHus (vulnerable subjects): Jlnua, Ha 4be xenaHuve ydacTBoBaTb B
KNMMHUYECKOM MCCreaoBaHNM MOXET OKasaTb Ype3MepHoe BhusiHue oxuaaHuve (0O60CHOBaHHOe MM HeoBOCHOBaHHOE)
TeX UMW MHbIX NPEUMYLLECTB, CBA3AHHbIX C y4acTUEM B UCCMEeQOBaHUN, UNN CaHKLMW BbILLECTOSALWUX B nepapxum nuy, B
criydae oTkasa OT yyactus. B kavecTBe npvmMepa YreHOB Mepapxuyveckmx CTPYKTYp MOryT ObiTb HasBaHbl yvalumecs
BbICLUNX U CPEAHNX MEAULIMHCKMX, (hapMaLeBTUYECKMX U CTOMATONOrMYecknx y4ebHbIx 3aBegeHunn, Mnaawvin nepcoHarn
KNMMHWK 1 nabopatopui, cnyxawme dapmaueBTUYECKUX KOMMaHUA, BOEHHOCMYXallMe U 3aknoveHHble. K ya3BuMbIM
cybbekTaM uccnenoBaHWsi Takke OTHOCATCA OonbHble, CTpajawlivMe HeusnevyMMbiMu 3aboneBaHuaMM, nuua,
Haxogswmeca B gomax Mo yxody, Huwme un 6e3paboTHble, NaumeHTbl, HaxXOASLWMECs B HEOTNOXHOM COCTOSHMMU,
npegcraBuTenu HauWoOHamnbHbIX MEHbLUMHCTB, 6e300MHble, KOYEeBHUKM, OexeHubl, HeCOBEepLUEeHHOMNeTHNe wu nuua,
HaxogsLLuMecs Nof ONeKOon Unu NonevYmMTenbCTBOM, a TakkKe nuua, HecnocobHble AaTk cornacue.

1.62. OkcnepTHbIM coBeT opraHusaumm; ACO (Institutional Review Board; IRB): HesaBncumbIin opraH, cocTosLwmm
n3 nuy, paboTalowmx B 06MacTM MeauuuHbl, B TOM YMCIle Hay4yHOW, a TakKe He OTHOCSLUUXCA K MeauuMHe
cneumansHOCTEN, KOTOPbLIN obGecneynBaeT 3awmuTy npae, Ges3onacHOCTU M Gnaronony4dmsi cybbekToB MCCrnenoBaHUs u
npegocTaBnsaeT 0OLLEeCTBEHHYIO rapaHTUIO TaKOoW 3alUnTbl, B TOM YUCIe NYyTEM PacCMOTPEHUS, yTBepXaeHus/oqobpeHmns
NpoOTOKOMa wuccneaooBaHMA U NonpaBoOK K HeMy, a TakKke MartepuanoB U MeToaoB, KOTOpble npeanonaraetTca
ncnonb3oBaTh 4151 NONy4YeHNs U 4OKYMEHTUPOBAHUSA MHOPMMPOBAHHOIO Cornacus cybbekToB CCneaoBaHus.

2. MPNHLUMNBI HAONEXALLEN KMTMHUYECKOW MPAKTUKW (GCP)

2.1. KnuHuyeckme uccrnedoBaHWUs AOMKHbI MPOBOAUTBCA B COOTBETCTBMM C ITUYECKUMW MPUHLMNAMMU,
3anoXeHHbIMU XenbCuHKCkon aeknapaumen BMA n otpaxeHHbiMn B GCP 1 HopMaTUBHLIX TpeboBaHUsX.
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2.2. [o Havana uccregoBaHWs OOMmkHa OblTb MpPoBeAeHa OLeHKa COOTHOLUEHMSI MPOrHO3Mpyemoro pucka u
Hey#obCcTB ¢ oXxuaaeMol Monb3oi Ana cybbekTa uccregoBaHust U obliecTBa. MccnegoBaHue MOXeT ObiTb HayaTo U
NPOAOIMKEHO TONBKO B TOM Clly4ae, ecnu oxuaaemas nonb3a onpaeabIBaeT pUCK.

2.3. I'IpaBa, ©e3onacHocTb 1 6narononyqv|e Cy6'beKTa nccnenoBaHnAa MMEKT nepBoOCTeneHHoe 3HadYeHue wun
OOJDKHbI npeBanupoBaTb Hag MHTepecaMn Haykm 1 obuecTsa.

2.4. NHpopmauus (DOKNMHMYECKas N KnMHU4Yeckasl) o6 nccnegyemMom npoaykte OOSmKHa ObiTb JOCTaTOMHOW Ans
060CHOBaHNA NpegnonaraeMoro KNMHUYeCcKoro nccrnegoBaHus.

2.5. KnuHnyeckue nccnenoBaHusi OMKHbI OTBeYaTb HayYHbIM TpeBoBaHNUsAM 1 ObiTe YETKO M NOAPOGHO OnMcaHbl B
npoTokore.

2.6. KnuHnyeckoe wuccnegosaHue [OMKHO MPOBOAUTECS B COOTBETCTBUM C MPOTOKOMOM, YTBEPXKOEHHbIM/
0006peHHbIM JKCnepTHbIM coBeTOM opraHusaumm (3CO)/HesaBucumbim atndeckum kommutetom (HIK).

2.7. OTBETCTBEHHOCTb 3a OKa3blBAaEMYIO CyObeKkTy MEeAMLUHCKYI0 NMOMOLLb U MPUHATUE peLleHUd MeauLMHCKOro
XapakTtepa HeceT Bpau.

2.8. Bce npuBnekaemble K NpoBeAEHUIO UCCReaoBaHWS nvua OOMKHbI MMETb COOTBETCTBYOLWME obpasoBaHue,
MOArOTOBKY WM OMbIT ANS BbINOMHEHWS BO3NOXEHHbLIX HA HUX 3aday.

2.9. [lo6poBonbHOE NHPOPMNPOBAHHOE Corfnacue JOSMKHO ObITh NOMYYEHO Y KaXO0ro CyobekTa 40 ero BKIHYEHWS
B UccnegoBaHue.

2.10. Bclo nony4YeHHyto B KNMHUYECKOM UccrnegoBaHny nHpopmauuio Heobxoammo permctTpupoBats, nepegasathb U
XpaHWUTb Taknm obpas3om, YTobObl GbIM o0becneveHbl TOYHOCTbL M NPaBUITbHOCTb €e NpeacTaBneHusl, MHTepnpeTauumn m
Bepumkauuu.

2.11. KoHcmaeHuManbHOCTb 3anuMcen, MO3BONSOLWMX MOEHTUMUUMPOBATL CYyObEKTOB MCCenoBaHUs!, AOIMKHA
ObITb obecneyeHa c coOniogeHMEM MpaBa Ha YacTHYI XXM3Hb W 3aWUTYy KOHMAEHUMANbHOCTU B COOTBETCTBMMU C
HOPMaTUBHbIMWU TPeOOBaAHNSMN.

2.12. lMpou3BOOCTBO W XpaHEHUE WCCreQyeMbIX MNPOAYKTOB, a Takke obpalleHMe C HUMKU Heobxooumo
OCYLLeCTBMATL B COOTBETCTBUU C NMpaBmunamMmn Haanexatilen npomsBoactBeHHon npaktukm (good manufacturing practice;
GMP). Viccnegyemble NpogyKTbl AOMKHBI MPUMEHATLCH B COOTBETCTBUM C YTBEPXKOEHHbLIM NMPOTOKOMNOM.

2.13. [Ina obecneyeHuns kKa4yecTBa KaXKOoOro acrnekra uccrnegoBaHus AOMMKHbI ObiTb BHepeHbl COOTBETCTBYyOLLME
CuctemMbl 1 onepaunoHHble npoueanypbl.

3. OKCMEPTHbIV COBET OPIrAHV3ALW/HE3ABUCKMbBIN
STNHECKUN KOMUTET (3CO/H3K)

3.1. OBsaAzaHHOCTN.

3.1.1. OKCnepTHbIN COBET opraHuMsauuv/HesaBUCUMbIN 3TUYECKUA KOMWUTET NPU3BaH 3aluwaTtb npaea,
6e3onacHoOCTb M Brarononyyve Bcex CyOLEKTOB MCCnefoBaHus. ViccnegoBaHusIM C yvacTMEM YA3BUMBIX CyObEKTOB
OOIMKHO ObIThb yaeneHo ocoboe BHUMaHMeE.

3.1.2. DCO/H3K pgomkeH nony4ntb criegyrolime JOKYMEHTbI:

- NPOTOKON UCcriefoBaHMs/NonNpaBky;

- MUCbMEHHYI ¢opMy MHGPOPMMPOBAHHOIO corflacus U ee Mocleaylowue pedakumu, npegnaraemMblie
nccnegoBaTeneM Ans UCMofb30BaHUS B UCCIEA0BaHUY;

- OofucaHWe [OeWCTBWUI, HampaBreHHbIX Ha npuBreYeHne CcybbEKTOB K yyacTuio B uccredoBaHuu (Hanpumep,
peknamMHble 06bABNEHNS);

- MMCbMEHHbIE MaTepmarbl, KOTopble OyayT NpegocTaBneHbl CyobekTaM;
- BpoLutopy nccnenoBaTens;

- U3BECTHYIO MHGOPMALMIO, KacaroLLyocst 6e30nacHoCTY;

- MHOPMALMIO O BbIMMaTax U KOMNeHcauusx cyobekTaM nccrneqoBaHus;

- TeKyllylo Bepcuio HaydHon Ouorpadum wnccneposatens (curriculum vitae) w/unu gpyrne matepuansl,
noagTeepXaatoLLme ero ksanudukaumio;



- nobble ApyrMe JOKYMeHTbI, koTopble MoryT notpeboBatbca ACO/HOK anst BbINONHEHWsT ero 06513aHHOCTEN.

OCO/H3K gomxeH paccMOTpPETb BONPOC O NMPOBEAEHMM NpeasiaraemMoro KimMHUYEeCKOro UCCrnegoBaHns B pa3yMHble
CPOKW U [OKYMEHTanNbHO 0hOPMUTL CBOE MHEHUE, YETKO MAEHTUMLNPYS CCreqoBaHUE, PacCMOTPEHHbIE AOKYMEHThI U
AaTbl NpU BbIHECEHUN CreayoLWNX PeLLeHW:

- yTBepXaeHus/ogobpeHms;

- TpeboBaHNS O BHECEHUN N3MEHEHWI, HEODOXOAUMBIX OS5 NOSy4YeHUs yTBepXXaeHns/oqobpeHns;
- OTpMLATENbHOrO 3aKI4eHns/HeogobpeHus;

- OTMEHbI/NPUOCTaAHOBMNEHNS AaHHbIX paHee yTBepxaeHns/ogobpeHus.

3.1.3. 3CO/HBK pomkeH oueHUTb COOTBETCTBME KBanMdMKaLMm UccnegoBaTens npeanaraemomy UccneaoBaHuio
Ha OCHOBaHWW €ero HaydHon Owuorpadum (curriculum vitae) w/wnu apyrom COOTBETCTBYHOLWEN OOKYMEHTauuu,
3anpotueHHon 3CO/H3K.

3.1.4. 3CO/HO3K pomkeH paccmaTpuBaTth Kax4oe Tekyllee UccregoBaHme ¢ NepuognyHocTbio, afekBaTHOM PUCKY
Ansi cyGbeKTOB MCCefoBaHmMsl, HO He peXe OAHOro pasa B ro.

3.1.5. 3CO/H3K moxeT notpeboBaTtb, 4YTOObI CyObekTaM McCnegoBaHMs MOMUMMO WMHOpMaumM, ykasaHHOW B
4.8.10., ObiNnn NpegocTaeneHbl OOMNOMHUTENbHbIE CBedeHust 06 uccnegoBaHuu, ecnv, no MHeHuto JQCO/HJIK, aTta
MHdOopMaLMsA NO3BONMUT CYLLECTBEHHO MOBLICUTL CTEMEHDb 3aLLMTbI NpaB, 6e3onacHoCTn u/nnu Gnarononyynst cybLEKTOB.

3.1.6. Ecnu cornacve Ha yyactue cybbekTa B MCCReAoBaHWM, HEe CBA3AHHOM C NeYeHWeM, 4aeT ero 3aKOHHbIN
npeactasuTens (cm. 4.8.12. n 4.8.14.), OCO/H3K pomkeH ybeautbcs, YTO NpeaoCcTaBneHHbIN NPOTOKON u/unu apyras
OOKYMEHTaLMs COOTBETCTBYIOT 3TUHECKUM HOPMaM U HOPMAaTUBHbLIM TpeboBaHUAM A8 Takux nccrnegoBaHun.

3.1.7. EcnvM npoTokon npegycMaTpuBaeT HEBO3MOXHOCTb MOMYYEHWUsi COrnacusi Ha ydactve B WUCCINEAOBaHUU y
cybbekTa unu ero 3akoHHoro npegcrtasutens (cMm. 4.8.15.) 0o MomeHTa BkodeHust cybbekTa B uccnegosaHme, 3CO/
HOK pomxeH ybeouTbcs, YTO MpefoCTaBfiEHHbIN NMPOTOKON W/unu gpyrasi AOKYMEHTaLMsl COOTBETCTBYIOT 3TUYECKUM
HOpMaMm 1 HopMaTUBHbLIM TpeboBaHUSM AN TAKUX UCCIefoBaHMin (HanpuMep, NPy HEOTMOXHbLIX COCTOSHUSIX).

3.1.8. OCO/H3K paccmartpuBaeT pas3Mep WM MOPSAOK BbinNnat cyObekTy wuccrnemoBaHusl, 4ToObl ybeantbcsi B
OTCYTCTBMM HEOBOCHOBaHHOW 3aMHTEPECOBAHHOCTU WM MPUHYXAEeHUs cybbekToB uccrnegoBaHus. Pasvep Bbinnat
cybbektam formkeH ObiTb 3apaHee onpefdeneH W He [OOMKeH LENMKOM 3aBUCETb OT TOro, 3aBepLunii CyObekT
nccrnegoBaHne NOMHOCTBLIO UMK HET.

3.1.9. 3CO/H3K pomxeH ybeoutbca B TOM, YTO MHGOPMaLMS, Kacalowasacsa BbinnaT cybbektam uccrnenoBaHus,
BKIIOYas MeTOoAbl, CYMMbl W rpadouvK BbINMAaT, OTpaxeHa B NMCbMEHHOW hopMe MHPOPMMPOBAHHOIO cornacus 1 nobon
APpYron nucbMeHHoW WuHdopmaumu, npegoctasnsemon cybbektam. [OmkHO ObiTb yka3aHo, kakum obpasom Oyget
onpegeneH pasmep Bbinnar.

3.2. CocTtaB, yHKUMM 1 NOPSZOK paboThl.

3.2.1. OCO/H3K pomkeH uMMeTb B CBOEM COCTaBe [AOCTATOMHOE YWUCMO Ivu, CyMMapHO obrnagatoLmnx
HeobX0AMMbIM OMbITOM M KBanudukaumen ansg oueHKM HayYHbIX, MEOULMHCKMX U 3TUYECKUX acrnekToB npepnaraemMoro
nccrnegoBaHus. PekomeHayetcs, 4tobbl B ACO/HOK Bxogunu:

a) He MeHee NATU YIIEHOB;

0) KaKk MMHMMYM OOMH YSIEH, YbM MHTEPECHI NeXaT BHE Chepbl HayKu;

B) K&K MUHMMYM OAVH YfeH, KOTOPbIA HE 3aBUCUT OT OpraHM3aunn/vccnegoBaTernbCKoro LeHTpa.

[onocoBatb/BbipaXaTb MHEHME MO UCCNEefOBaHMI0 MMEIOT NpaBo Torbko Te YneHsl 9CO/HOK, koTopble He 3aBucAT
OT uccnegosaTenst U cnoHcopa AaHHoro uccnegosaHus. ACO/HIK gormkeH BECTU CNMCOK CBOMX YNIEHOB C yKa3aHUEM UX

KBanudukauuu.

3.2.2. 3CO/H3OK pomkeH ocywecTBnATb OEATENbHOCTb B COOTBETCTBMM C MUCbMEHHLIMM MpoLedypamu,
OOKYMeHTUpoBaTb CBOI paboTy, BECTM NPOTOKONbI 3acefdaHunit, a Takke cobntogate GCP 1 HopmaTuBHbIE TPeOOBaHNS.

3.2.3. 3CO/H3K npmvHMMaEeT pelleHnss Ha 0ObSIBNEHHbIX 3acefaHusaX Mpu HanM4yMm KBopyma, yCTaHOBITEHHOMO ero
MUCbMEHHBLIMW NpoLEeaypamMu.

3.2.4. TpaBo ronocoBartb/BbiCka3biBaTb CBOE MHEHME U/MMN PEKOMEHZALMN UMEKT Tonbko Te yvneHbl QCO/HOK,
KOTOpblE y4acTBYIOT B PaCCMOTPEHUM JOKYMEHTALUMMN 1 06CYKOEHUN.
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3.2.5. NccnegoBatenb MOXET NpedocTaBnsTe MHGOPMaLMIO Mo MoObIM acnektaMm UCCNeaoBaHusl, HO HE MOXET
y4acTBOBaTb B MPEHMAX UMK B roriocoBaHmun/BbipadoTke MHeHnss SCO/HOK.

3.2.6. 3CO/H3K moxeT obpallatbCs 3a MOMOLLILIO K 3KCnepTaM, He SBMSIOLUMCS ero YreHamu.

3.3. lMpoueaypsl.

OCO/H3K pomkeH paspaboTaTth, [OKYMEHTanbHO 0opMUTL 1 cobrogaTb CBOM Npoueaypbl, onpegenstoume:
3.3.1. Ero coctaB (hamvnmm n KBanuukaumio YneHoB) 1 Y4peamBLUNIA ero opraH.

3.3.2. lMopsaok HasHavyeHwWs 3acefaHvA, OMOBELLUEHUS €ero YNeHOB O MPeAcTosWMX 3acedaHusx, a Takke
opraHusaumio 3acegaHui.

3.3.3. NMopsagok NnepBUYHOIO 1 NOCNEAYIOLWEro PAaCCMOTPEHUS OKYMEHTaLMN MO UCCNea0BaHUIo0.
3.3.4. NMeprognyHOCTb NocreayoLLero paccCMOTPEHNS AOKYMEHTALIMM NO UCCNEeAOBaHNIO.

3.3.5. MNopsagok, cornacHo HopMaTUBHBIM TPeboBaHMAM, YCKOPEHHOTO PacCMOTPEHUs 1 yTBEPXAeHUs/oaobpeHus
He3HauYUTENbHbIX UBMEHEHWI NS UCCNEeaoBaHWIN, paHee yTBepXaeHHbIX/0Q06BpEeHHbIX UM Xe.

3.3.6. HeponyctMmocTb BKMOYeHUsi CyObekToB B MccriegoBaHne o Toro, kak OCO/HIK Bbigact nucbmMeHHoe
yTBepxaeHue/ogobpeHne Ha npoBeaeHne UCCneaoBaHus.

3.3.7. HegonyCTUMOCTb OTKMOHEHMI OT MPOTOKOMa WM ero uaMeHeHun 6e3 npeaBapuTENbHOrO yTBepXaeHus/
opobpeHna cootBeTcTBylOWMX nonpaBok QCO/HOIK, kpome Tex cnyyaes, kKorga HeobXoAuMMO yCTpaHUTb
HENOCPEACTBEHHYHO Yrpo3y CyObekTam NCCreqoBaHnst UM Korda M3MEHEHUS KacaroTCs TONbKO aAMUHUCTPATUBHbBIX UIA
TEXHUYECKMX acNeKTOB MCCrefoBaHUs (Hanpumep, 3ameHa MOHUTOpPa, U3MEHeHVEe HoMepa TernedoHa) (cm. 4.5.2.).

3.3.8. ObsaA3aHHOCTb UccnegoBaTtens HedameanuTenbHo coobwate ACO/HIK:

a) o6 OTKMOHeHWAX OT MPOTOKOMa WAN M3MEHEHMUSX MNPOTOKONa, MNPOM3BEOEHHbIX ANs YyCTpaHeHus
HEenoCcpeaACTBEHHOM yrpo3bl cybbekTam uccrnegoBanus (cMm. 3.3.7., 4.5.2., 4.5.4.);

0) 06 M3MeHeHMusX, YBENMMUYMBAIOLLMX PUCK ONs CYOBLEKTOB W/MNKU CyLECTBEHHO BMUSIOLUX Ha MNpPOBEAEeHME
nccrnegoBanus (cm. 4.10.2.);

B) 000 Bcex HexenartenbHbIX peakuuax, KoTopble ABNATCA OQHOBPEMEHHO Cepbe3HbIMUN U HenpeaBNaeHHbIMU,

F) O HOBbIX [AaHHbIX, KOTOpble MOTyT CBUOETEeNbCTBOBATb O BO3pacCTaHUM pUCKa AOnd Cy6'beKTOB nnn
H66J'IaI'OI'IpVIF|THO NOBINNATbL Ha X0 UccreaoBaHUA.

3.3.9. O6sa3aHHOCTE QCO/HIK HeszamennmMTenbHO B MMCbMEHHOM BUAE coobLaTh nccnegoBaTento/opraHn3aumm:;

a) O CBOMX peLUEHUsIX/3aKIMOYEHNSIX, KacatoLWmMXCs UCCregoBaHmns;

©) 0 NpUYNHaxX NPUHATUS PELLEHWNIA/3aKMIoYEHUN;

B) 0 nopsiake o6kanoBaHWs ero peLleHnin/3aknio4eHni.

3.4. JlokymeHTaLms.

OCO/H3K pgomkeH XpaHuTb BCe OOKYMEHTbI (Hanpumep, CBOWM MpoUEaypbl, CMMCKU YNIEHOB C yKasaHWeM popa
OEeATENbHOCTM U MecTa paboTkl, NpeacTaBeHHbIE HAa PAaCCMOTPEHUE JOKYMEHTbI, MPOTOKONbI 3aceaHnii U Nepenncky) B
TeYeHNe MUHUMYM Tpex NeT nocre 3aBepLueHusi UccrenoBaHust U NPEeLOoCTaBATb UX MO 3anpocy YNOSHOMOYEHHbIX

opraHoB. WccnegosaTtenu, CMOHCOP, YMOMHOMOYEHHbIE OpraHbl MoryT 3anpawwmBatb y QCO/HI3K ero npoueaypbl 1
CMUCKM YIIEHOB.

4. NCCNEOOBATEJb
4.1. Ksanudumkaums n obsisatenbcrTBa uccrnegosarterns.

4.1.1. ViccnegoBaTtenb AOMKEH MMeTb obpa3oBaHue, NpodeccnoHanbHyo NOArOTOBKY M OMbIT, MO3BONAOLNE eMy
MPUHATL Ha cebs OTBETCTBEHHOCTb 3a Haanexallee MpoBedeHMEe KIMHUYECKOro uccnegoBaHus. Keanudukaums
nccnegoBaTensa [OOfMKHA COOTBETCTBOBATb HOPMATUBHLIM TpebGoBaHWsIM U ObiTb NOATBEPXKAEHA €ro Hay4YHon
Guorpadpment (curriculum vitae) n/vnn apyrumm JoKymeHTamu, KoTopble MoryT ObiTb 3anpoLueHsl cnoHcopom, QCO/HIK
n/1nNun ynonHOMOYEHHbIMIU OpraHamum.

4.1.2. VccnepoBatenb OOMKEH OeTanbHO 3HaTb, Kak NPUMEHATb I/ICCJ'Ieﬂ,yeMbIIZ npoayKT B COOTBETCTBUM C
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MPOTOKOMNOM, TeKyllei pedakumert Gpoliopbl uccregoBaTens, UHgopMaumeid 0 NpoayKTe U OPYrMMUM WUCTOYHMKAMMU,
npeaocTaBnseMbIMy ClIOHCOPOM.

4.1.3. ViccnegoBarenb AommkeH 3HaTb U cobntogate GCP 1 HopmaTuBHbIE TPeOOBaHNS.

4.1.4. VccnepoBaTernb/opraHu3aumst He OOMKHbI NPensaTCTBOBaTb MOHUTOPUHIY U ayauTy CO CTOPOHbI CMIOHCOpa, a
Takke UHCNEKUUSIM YNOTHOMOYEHHbIX OPraHoB.

4.1.5. VccnepoBaTternb OOMKEH BECTU CNUCOK obnagatolimx HeobxogmMmon KBanudukaumen nuu, KoTopble Mo ero
MOPYYEHMIO OCYLLIECTBMSIOT ONPeAeNneHHy AeATENbHOCTb B paMKax UCCre40BaHus.

4.2. COOTBETCTBYIOLUMNE PECYPChI.

4.2.1. WccnepoBaTtenb [omkeH ObiTb cnocobeH nNpoaeMOoHCTpupoBaTb (Hanpumep, Ha OCHOBaHWUMU
PETPOCNEKTUBHbIX [AaHHbIX) BO3MOXHOCTb Habopa B Te4YeHMe OroBOPEHHOro nepuoga Tpebyemoro konvyecTea
nogxoaswmx cybbeKToB nccneqoBaHus.

4.2.2. Wccneposatenb [OOMKeH MMeTb [0OCTaTOMHOE KONMUYECTBO BpeMeHu, 4YToBbl Haanexawum o6pasom
NPOBECTU U 3aBEPLUNTL UCCMEAOoBaHNe B TEYEHNe OroBOPEHHOro nepuoaa.

4.2.3. ViccnepoBaternb OOMKeH pacnonaratb 4OCTATOYHbIM KOMMYECTBOM KBanMUUUPOBaHHbLIX COTPYAHUKOB W
MaTepuarbHbIX pecypcoB (NomelleHusi, obopynoBaHMe) B MEepUo uccrenoBaHus Anst Toro, 4Tobbl MpoBecTn 3TO
nccnenoBaHue Hagnexaiwumm n 6esonacHoiM o6pasom.

4.2.4. NccnepgoBaTenb oTBeYaeT 3a TO, YTOObl BCe 3aHATble B KMMHUYECKOM WUCCrenoBaHWWM COTPYOHUKN Obinu
XOPOLLIO 3HaKOMbI C MPOTOKOIOM U 1ccriegyembiM NPOAYKTOM, a TakKe CO CBOMMU (DYHKLMAMU 1 06S3aHHOCTAMM.

4.3. OkazaHve MeguLUMHCKON NOMOLLM CyBObekTaM nccnegoBaHus.

4.3.1. dAenamwmnca wuccnegosaTtenieMm WAnM couccrniegosaTenieM Bpavy HeCceT OTBETCTBEHHOCTb 3a Bce
I'IpI/IHI/IMaeMbIe B paMKax nccrnegoBaHud peLIJeHVIH MegnumHCKoro xapaKTepa.

4.3.2. Bo Bpemsi 1 No 3aBepLleHMU ydacTusi cyObekTa B UCCRegoBaHUM MccneqoBaTenb/opraHM3aunst SOMKHbI
obecneunTb okaszaHuMe CyObekTy HeobxooMMOon MEeaMLMHCKOM MOMOLLM B cinyyae NobbiX CBA3AHHbLIX C UCCNeaO0oBaHUEM
HexxenaTerbHbIX SBNEHUN, BKMOYas KNMHMYECKU 3HaYMMble M3MEHeHUs nabopaTopHbix nokasaTenen. Vccnepoeatens/
opraHusaumnss 06si3aHbl MHOpPMMpOBaTb CYOLEKT O CTaBLUMX W3BECTHbIMWM WCCMEAOBATEN WHTEPKYPPEHTHbBIX
3aboneBaHusix, TPEOYOLWNX MEQULIMHCKON MOMOLLM.

4.3.3. WccnepoeaTenio pekoMeHAoyeTcsi COOOLWMTb NedalleMy Bpadvy, ecrnv TakoBol uMeeTcsi, 06 yyacTum
cyGbekTa B UCCreoBaHMM NPU YCIOBUK, YTO CYGLEKT He BO3paXkaeT NPOTUB MHCPOPMUPOBAHUS Nevallero Bpaya.

4.3.4. Xota cybbekt He obsizaH coobwaTtb O MpuuMHax, NOOyAMBLUMX €ro AOCPOYHO MpeKpaTuTb ydyacTve B
nccnegoBaHuu, uccnegoBaTerb AOMKEH NONbITaTbCa YCTAHOBUTL 3TU MPUYUHBI, NPOSBASS NPU 3TOM MOSTHOE yBaXKeHue K
npasam cybbekTa.

4 4. KoHTtaktbl ¢ OCO/H3K.

4.41. Mepen Tem Kak HayaTb UCCregoBaHWE, MccnedoBaTterb/opraHn3auns OOMKHbI NOMYyYMTb MUCbMEHHOE U
gatuposaHHoe yTBepxaeHue/ogobpeHne I3CO/HOK npoTtokona wuccnepgoBaHusl, NMUCbMEHHOW OPMbI
NMHOPMMPOBAHHOIO COrnacus M ee nocrnefyrLlmx pegakuvin, Mep, HanpaBreHHbIX Ha npuBredYeHne cyObekToB K
y4yacTuio B UCCrneaoBaHuy (Hanpumep, pekrnaMHbix 06bsiBneHuin), 1 nobbix ApyrMX MMCbMEHHbLIX MaTepuanos, KoTopble
npeanonaraeTcs NPefocTaBUTb CyGbekTam.

4.4.2. BmecTe C JOpyrMMm OOKYMEHTaMM WccnegoBaTternb/opraHnsauns AOofkHbl npegoctaButb QCO/HOK
nocregHiol pedakumio Gpolutopbl ccnegoBatens. Ecnu Gpoltopy uccnegosatenst JOMNOMHAT B XO4e UCCefoBaHus,
nccrnegoBartens/opraHnsanms 06s3aHbl npegoctasutb ACO/HIK HoByto pefakumio 6GpoLutopbl UccrnenoBaTens.

4.4.3. B Te4deHue wuccnegoBaHUa WuccriegoBaTternb/opraHmM3aumns OomkHbl npegoctaBnatb QCO/HOK Bce
noanexatime pacCMOTPEHUIO JOKYMEHTbI.

4.5. CobntogeHne npoTtokona.

4.5.1. WccnepoBaTenb/opraHnsauusa AOMKHbI NPOBOAWUTL MCCNEeAoBaHWe B COOTBETCTBUM C MPOTOKOMOM,
COrnacoBaHHbIM CO CMOHCOPOM W, NPY HEOBXOAMMOCTM, C YNONMHOMOYEHHBIMW OpraHamu, 1 yTBepXXaeHHbIM/ogobpeHHbIM
OCO/H3K. B noateepxaeHne OOrOBOPEHHOCTM MccrnegosaTtenb/opraHn3auus U CrOHCOP NoAMNMChIBaOT NPOTOKON UMK
OTAENbHbIN JOroBop.

4.5.2. NccnepoBaTenb He OOMKEH OTKMOHATLCA OT MPOTOKOMA UMM BHOCUTbL B HEro MaMmeHeHus 6e3 cornacus
croHcopa u 6e3 npegBapuUTENbHONO PAaCCMOTPEHUS U LOKYMEHTanbHO O(OpMIEHHOro yTBepXaeHusa/ogobpeHus



nonpaBku k npotokony JCO/H3K, kpome Tex crnyyaes, Korga HeoBXoguMO YCTpaHUTb HEMOCPEACTBEHHYI Yrposy
cyGbekTam UccredoBaHUs UMW Korga W3MEHEHUs! KacaloTcsl TONbKO aAMUHUCTPaTMBHBIX UMM TEXHUYECKMX acreKToB
nccnenoBaHus (HanpyMMmep, 3ameHa MOHUTOpa, M3MeHeHVe HoMmepa TenedoHa).

4.5.3. NccnepoBatenb UnNu HasHa4YeHHOE UM NULO AOMKHO OOBLSACHATH U LOOKYMeHTallbHO Od)OpMJ'I‘ilTb nobble
OTKITOHEHUA OT YyTBEPXKXOEHHOro nNpoToKona.

4.5.4. NccnepoBaTernb MOXET OTKINOHATLCS OT MPOTOKOMa WM BHOCUTH B HErO0 U3MEHEHUS AN yCTpaHeHus
HenocpeacTBEHHON Yrpo3bl cybbekTam uccnegoBaHus 6e3 npegBaputensHoro yreepxaeHus/ogobperns 3CO/HIK. B
KpaTyanllme CpOKU OMuCaHUe OTKIMNOHEHUA WM M3MEHEHUMM C YyKa3aHMemM WX MNPUYUH U, Npu HeobxoammocTw,
npeanaraemble NONpPaBKy K MPOTOKOMY AOSMKHbI ObITb HanpaBfeHsb!:

a) ACO/HJIK ansa paccMoTpenns n yTeepxaeHus/ogodpeHms;
©) cnoHcopy Ans cornacoBaHus C HUM;

B) YNOMHOMOYEHHbIM OpraHam, ecrnm Heobxoanmo.

4.6. ccnegyemble nNpoayKThbl.

4.6.1. OTBETCTBEHHOCTb 3a ydyeT wuccnegyembiX MNpoOAYKTOB B WUCCnenoBaTesibCKOM LEeHTpe BO3Jl10XKeHa Ha
Mccnep,OBaTenﬂ/opraHmaau,wo.

4.6.2. Ecnn ato paspelueHo/TpebyeTcs, uccrnegoBaTens/opraHu3auus MoryT/QoMmKHbl nepeaatb HeKoTopble Unu
BCe 00513aHHOCTM uccregoBaTens/opraHM3aumMn no y4veTy uccriegyemblX NPOAYKTOB B WUCCMeOoBaTeNbCKOM LEHTPe
anTeyHoMy pabOTHUKY MU MHOMY 1LY, NOAKOHTPONbHOMY UCCneaoBaTento/opraHm3aL .

4.6.3. ViccneposaTtens/opraHnsaumsa u/vnu antevHbii paboTHUK MM UMHOE YMNOMHOMOYEHHOe uccnegosatenem/
opraHusaumen nuuo AOSMKHbI BECTW Yy4eT MOCTaBOK MPOAYKTOB B MCCRedoBaTeNbCKUA LEHTP, MX (akTU4eckoro
KONM4yecTBa B LEHTPE, MCMONb30BaHUSA KaxAbiM CyObeKkToM, a Takke BO3BpaTa CMOHCOPY NMOO MHOMo pacrnopsiKeHus
HeMCrnonb3oBaHHbIMU MPOoAyKTaMun. 3anucy nNo y4yeTy OOMKHbl BKMOYaTb B cebsa AaTtbl, KONMMYeCcTBO, HOMepa napTui/
Cepuvi, CPOKU rogHOCTU (rae MPYMEHWMO) U YHUKanbHble Koabl MccrnedyeMblX NPOAyKTOB U CyObEKTOB MCCneqoBaHus.
WccnepoBatenb JOMKEH BECTU 3anucu, noareepxgatolwme, Yto cybbekThl nonyyvanu ncecnegyemole NpogykTbl B 403aX,
NpegyCMOTPEHHbIX MPOTOKOMIOM, B KONMMYECTBax, COMMacylLWMXCa C OBLWMM KONMMYECTBOM MCCneayeMbiX MpogyKToB,
MONy4YeHHbIM OT CMOHCOopA.

4.6.4. Viccnegyemble MpoayKTbl CrieQyeT XpaHUTb B COOTBETCTBUM C MHCTPYKUMSMWU CrnoHcopa (cm. 5.13.2. un
5.14.3.) n HopMmaTuBHBIMK TpeboBaHMAMMN.

4.6.5. WNccnepoBatenb [OMmMKeH obecneyvnTb, 4TOObl Mccrnegyemble MPOAYKThl ObiMM MCNONb30BaHbl TOMbKO B
COOTBETCTBUM C YTBEPXKAEHHBIM NMPOTOKOSIOM.

4.6.6. ViccnegoBarenb My yrnoriHOMOYEHHOE MUccreqoBaTtenem/opraHMsaumen nmuo AoMKHO OObSICHUTL KaXXaomy
cybbekTy npaBuna NpUMeEHEHNs1 uccriefyemblx NPOAYKTOB U Yepe3 Npuemsnemble MHTEPBasbl BPEMEHU (B 3aBMCMMOCTU
OT nccnefoBaHus) NPOBEPATL COONOAEHNE 3TUX MHCTPYKLMIA KaXXabIM CYyObEKTOM.

4.7. PaHgoMmsaums n packpbiTue Koga.

WccnepoeaTenb fomkeH cobnoaatb NpedyCMOTPEHHYHO B UCCIIeQOBaHNM METOAMKY paHAOMM3aLUM, eClM TaKoBast
nMeeTcs, U obecneynTb packpbiTUe Koda TONbKO B COOTBETCTBMM C MpoTokonoM. Ecnu uccneposaHue nposoauTcst
crienbiM MeToAOM, MccrieqoBaTefb [OOMKEH He3ameanuTenbHO AOKYMEHTanbHO OOpMUTb U OBBACHWUTL CMOHCOPY
noboe npexaeBpeMeHHOe packpbiTUe Koda uccrieqyeMbiX MPOAYKTOB (Hanpumep, CrydalHoe packpbiTve Koga,
pacKpbiTe Kofa B CBSI3U C CEPbe3HbIM HeXernaTenbHbIM SBeHNEM).

4.8. IHchbopmumpoBaHHOEe cornacue cyObeKToB NCCNeLOoBaHNS.

4.8.1. lMpun nony4yeHnn N OOKYMEHTarbHOM O(OPMIIEHNN MHAPOPMUPOBAHHOIO COrMacus UccnegoBaTenb OOMKeH
cobntogate HopmaTtuBHble TpeboBaHus, npuaepxmneaTecs GCP 1 3TMYECKNX NPUHUMNOB, 3aNOXEHHBbIX B XENbCUHKCKOW
aeknapaunm BMA. [lo Ha4yana nccnegoBaHus uccnegoBaTternib AOMKEH NONy4mMTb MMCbMEHHOE yTBepXaeHne/ogobpeHue
OCO/H3K nucbmeHHON dopMbl MHOPMUPOBAHHOIO corfnacus u nbbiXx OpPYrMX MNUCbMEHHBIX MaTepuanos,
npefocTaBnsieMbix CyObeKkTam.

4.8.2. TluceMeHHasa dopma MHDOPMUPOBAHHOIO cornacua n nwbble Apyrme MNUCbMEHHble MaTepuansl,
npegocTaBnseMble cybbekTam, crieqyeT OOMONHATL/MCMPaBnATb N0 Mepe MOSIBNEHWs HOBOW BakHOW MHdopMaumu,
KOTopasi MOXeT OKa3aTbCsl CYLLEeCTBEHHOW Ansi cornacusa cyobekTta. Jliobasi gononHeHHas/mcnpasneHHas NUCbMeHHas
dopma WHEMOOPMUPOBAHHOIO cornacus u nwbble Apyrve OOMONHEHHbIe/MCNpPaBneHHble MUCbMEHHbIE MaTepuansl,
npegoctaensemble cybbekTtam, OOMMKHbl ObiTb yTBepxaeHbl/ogobpeHbl OCO/HOK po ux ucnonb3oBaHusA B
nccriegoBaHni. CyObEeKT UNM ero 3akoHHbIW MpeacTtaBuTeNb OOMKEH ObiTb CBOEBPEMEHHO O3HaKOMISIEH C HOBOW


%5Cl%20Par367%20%20%5C
%5Cl%20Par374%20%20%5C

nHcpopMaumeir, CnocoGHON MOBMUSATL Ha XenaHue cyGbekTa MpoaorkaTb yyYacTue B uccriegoBaHun. dakT nepegayu
3TOI MHDOpPMALMK AOMMKEH ObITb JOKYMEHTaNbHO OGOPMIIEH.

4.8.3. Hu uccnepgoBatenb, HU Opyrue 3aHsTble B MUCCNEAOBaHUM NuUA He AOMMKHbl MPUHYXOaTb cyGbekTa unu
NCMONb30BaTb MHblE HEKOPPEKTHble MeTodbl BO3AEWCTBUS C LENbl CKMOHWTb €ro K y4yacTuio B0 MNPOAOorHKeHUo
yyacTus B UCCreaoBaHum.

4.8.4. Hn ycTHasi, HW NUCbMEHHasa MHGOPMaLMS, KacalLlasacs UccnedoBaHWUs, BKMoYas MUCbMEHHYH dopMmy
WHOPMMNPOBAHHOIO COrnacus, He OOMKHa codepXatb (POPMyNUPOBOK, MPSMO MMM KOCBEHHO CKMOHSOLWMNX cybbekTa
WUNN ero 3aKOHHOro npeacTaBuTENS OTKa3aTbCHA OT 3aKOHHbIX NpaB, a Takke (OpPMyNUPOBOK, MPSMO WM KOCBEHHO
ocBoboxpawLwmMx uccrnegoBartens, OpraHuM3auuilo, CroHcopa WM UX NpeacTaBUTENEn OT OTBETCTBEHHOCTU 3a
XanaTHOCTb.

4.8.5. NccnepoBatenb uUnu HasHa4YeHHOE MM JMLO OOSMKHO B MOJSTHOM Mepe npounHdopMMpoBaTb CyObekTa unu,
ecnu cybbekT He cnocobeH gaTb MHOPMUPOBAHHOE COrfacue, ero 3aKOHHOro NpeacTaBuTenst 060 BCEX 3HAYUMBbIX
acnekTax uccregoBaHusi, B TOM YUCIe 03HAKOMUTb C MUCbMEHHONM MHdopmaumen ob mccnegoBaHum U ogobpeHnem/
nonoxutensHbiM 3akntovyeHnem SCO/HOIK.

4.8.6. YcTHaga u nucbMeHHas nHdopmauusa o6 nccnegoBaHnn, BroYas NUCbMEHHYH (oopMy MHEOPMUPOBAHHOMO
cornacusi, AOMKHa cogepXaTb Kak MOXHO MeEHbLUe creumanbHbiX TEPMUHOB M ObiTb MOHATHA CyObekTy wunu, B
COOTBETCTBYIOLLMX CIy4asix, ero 3aKkOHHOMY NpPeACTaBUTENIO U HE3AaMHTEPECOBAaHHOMY CBUAETEN!O.

4.8.7. lNepen nonyyeHvem MHGOPMMPOBAHHOIO COrMacus MccregoBaTernb UMM HasHaYeHHOE UM NMLUO OOIMKHO
NpefocTaBnTb CyObEeKTY MMM ero 3aKOHHOMY NPeacTaBUTENto AOCTaTOMHOE KOMMYECTBO BPEMEHU M BO3MOXHOCTb AN
nony4veHus 6onee nogpobHon MHpopmauun 06 nccrnegoBaHUK U NPUHATUSA pelleHnst o6 y4acTum B HEM Unu oTkase oT
Takoro yyactusi. CyGbekT Wnm ero 3akOHHbI npeacTaBuTeNb AOSKEH MONy4uTb MCHepnbiBalollMe OTBETbl Ha BCe
BOMpockl 06 nccnegoBaHun.

4.8.8. o Hayana y4yacTuss B MCCMegoBaHUM CyObeKT WNM ero 3akOHHBIM MNpeacTaBuMTENb, a TakkKe Nuuo,
npoBoAuBLLEE pa3bsCHUTENbHY Geceny, AOMKHbI Nognucatb M COBCTBEHHOPYYHO AATMpPOBaTb MUCbLMEHHYIO OpMy
MHOPMUPOBAHHOIO COorfnacus.

4.8.9. Ecnu cyOGbekT unu ero 3akOHHbIN npeacTtaBuTenb He cnocobeH yuTaTb, TO B TeYeHue BCeu
pasbscHUTENbHOW Becenbl OOMKEH MPUCYTCTBOBATb HE3aMHTEPeCOBaHHbLIN cBuaeTenb. [locne Toro kak cybbekTy unm
€ro 3aKOHHOMY NPeACTaBMTEN NPOYUTaNM U PasbACHUNIN MUCbMEHHY (hopMy MHAOPMUPOBAHHOIO cCornacus u gpyrue
npepocTaBnsgemMble CyObeKTy MMCbMEHHbIE MaTepuanbl U Mocre Toro, kKak CyObekT UNn ero 3akoHHbIA NpeacTaBuTeNb
Jan ycTHoe cornacve Ha yyactve cybObekTa B uccrnegoBaHuM W, ecnm cnocobeH, nognucan v COBCTBEHHOPYYHO
AatupoBsan NMMCbMEHHY opMy MHEPOPMMPOBAHHOIO cornacus, cBuaeTenb AOMKEH ee noanucatb U COBCTBEHHOPYYHO
patuposatb. [lognuceiBas dopmy corfiacud, cBugeTens NoaTBepXaaeT, YTo MHopmaums, cogepxalladaca B dopme
cornacusi U Bcex Opyrnx NMCbMEHHbIX MaTtepuanax, bbifia TOYHO pasbACHEHa U MOHATA CyOBHEKTOM UMM ero 3aKOHHbIM
npegcraBuTeneM M YTO cOrflacne Ha yvyacTue B UCCredoBaHWM AaHO CyOLEKTOM UMM ero 3akOHHbIM MpeacTaBUTENEM
0006pOoBOIbHO.

4.8.10. Kak B xoge pasbsicHUTenbHOW Oecedbl, Tak U B NMUCbMEHHOW opMe MHOpPMMPOBAHHOIO cornacus, a
TaKkke NbbIX ApYrMx NMCbMEHHbIX MaTepuanax, npegoctaBnaemMblx cyObektaM, AOMKHO ObiTb pasbsiCHEHO creaytoLLee:

a) NlccnepoBaHne HOCUT 3KCMEPUMEHTATbHbIN XapakTep.
0) Llenb nccnegoBaHus.

B) BapVIaHTbI Jie4eHna B npouecce mnccnegoBsaHuna U BepOATHOCTb CJ'Iy‘-IGVIHOFO pacnpeneneHnda B ogHy u3 rpynn
nevyeHud.

r) Mpoueaypbl UccrenoBaHUs, BKIOYAas BCe MHBA3MBHbIE NMPOLEAYPbI.
) ObszaHHOCTU cybbekTa.
e) Te acnekTbl nccrnegoBaHusl, KOTOPbIE HOCAT SKCNEPUMEHTaNbHbIA XapakTep.

X) Oxugaembln puck unm Heyaobetea ans cybbekta, a Takke, B COOTBETCTBYIOLWMX Cnyvasx, Ans aMOpuoHa,
nnoga vunu rpyaHoro pebeHka.

3) Oxupgaemble Bbiroga w/wnu nonb3a. Ecnv nonb3bl ¢ MEOUUMHCKOM TOYKM 3pEeHUs He npegnonaraercd, TO
CyObeKT JormKkeH ObITb NOCTaBreH 06 3TOM B M3BECTHOCTb.

1) WHble, NOMUMO NpPenyCMOTPEHHbIX B UCCIEAoBaHUM, NMpoLedypbl UM MeToabl NIeYeHUsl, KOTopble MOTYT ObITb
HAOCTYMHbI CYObEKTY, a Takke VX 3HauYMMble NoTeHUMarbHbie Bblroga U/mMnu nonbaa, a Takke puck.

K) KomneHcauusi n/unu nevyeHue, JOCTYMHble CyObEKTY B Clly4ae NpUYMHEHWs Bpeaa ero 340pOoBbio B pesyrbrate



y4yacTus B UCCriegoBaHUu.
n) MNnaHvpyemblie BbINnaThl CYyGLEKTY 3a €ro y4acTue B UCCredoBaHWK, eClv TaKOBble NMPeayCMOTPEHbI.
M) MnaHnpyemble pacxodbl CyObeKTa, ecrni TakoBble 0XXKMOAKTCH, CBA3aHHbIE C €ro y4acTUEM B UCCMeO0BaHUN.

H) YyacTtue cy6be|<Ta B MccnegoBaHUn 4ABrndaeTcsd ﬂOGpOBOJ‘IbeIM, M OH MOXEeT OTKa3aTbCA OT y4acTua unum BbINTU
N3 nccrnegoBaHus B oGO MOMEHT 6e3 Kakux-nmbo caHKuun s cebsa nnm noTepu NONOXEHHbIX BbIFOA.

0) MonuTtopsl, aygutopbl, QCO/HOK n ynonHomoyeHHble opraHbl B TOW Mepe, B KakOW 3TO [OMyCKaeTcs
3aKOHOAATENbLCTBOM, ByAyT MMETb MPAMON AOCTYN K OPUrMHanbHbIM MEAMLMHCKAM 3anucsaM cybObekTa AN npoBepku
npouenyp Wunu AaHHbIX KIMHUYECKOro NCCefoBaHus, He HapyLlas npu 3TOM KOHMAeHUManbHOCTN AaHHbIX cyObekTa,
M 4YTO CyOBEKT MMM ero 3aKOHHbIA NpeacTaBuUTEmNb, NOANMUCHIBAA NMUCbMEHHYIO (hOPMY MHEOPMUMPOBAHHOIO Cormnacus,
[AaeT paspeLleHne Ha Takon JOCTyn.

n) 3anucu, noeHTuduumpylowme cybbekta, ByoyT coxpaHeHbl B TaiHE U MOryT ObiTb pacKpbiTbl TOMLKO B TOW
Mepe, B KakoOW 93TO [onyckaeTcsa 3akoHogatenbctBoM. [lpm nybnukauum pesynbTatoB uccnefoBaHuA
KOH(MAEHLMANbHOCTb AaHHbIX cyObekTa ByaeT coxpaHeHa.

p) CybbekT unuM ero 3akoHHbIM MpeacTaBuTens OyaeT CBOEBPEMEHHO O3HaKOMIIeH C HOBOW WHGOpMaumen,
cnocobHoM NOBAMATL Ha XenaHne cybbekTa npogonkaTk y4acTne B UCCriefoBaHum.

¢) Jlnua, K KOTOpbIM MOXHO OOpaTUTBCA AMs NONYyYEeHUsS AOMOSMHUTENbHOW MHGOpMauum 06 uccrneaoBaHUn K
npaBax CyObeKTOB UCCreaoBaHus, a Takke B Criydae NpUYnMHeHUs Bpeda 3400pOoBbio CyObekTa B pesyrnbsraTe ero y4actus
B MCCMNegoBaHUM.

T) Bo3amoxHble 06CTOATENLCTBA WM/MMM NMPUYMHBI, MO KOTOPbIM ydYacTue CyObekTa B MCCregoBaHMM MOXET ObiTb
npekpaLleHo.

y) MNpeanonaraemas AnNMTeNbHOCTb y4acTus cybbekTa B UccrieqoBaHuu.
&) MpnbnunsnTenbLHoe KONMMYEeCTBO CYGHLEKTOB, KOTOPOE MpeanonaraeTcs BKMOYMTb B UCCIEAOBAHME.

4.8.11. lepen BKMOYEHWEM B WUCCMeLOBaHWE CYOBLEKT MMM €ro 3akOHHbIM NpeacTaBuTENb AOSMKEH MNOny4vuTb
nognucaHHbli U AaTUPOBaAHHBIA 3JK3EMMNAP MUCbMEHHOM (POpPMblI MH(OPMMPOBAHHOIO corflacna 1M Bce Apyrue
npegocTaBnsgemMble cybbekTam NUCbMeEHHbIEe MaTepuanbl. Bo Bpemsi yyactusa cybbekta B UCCrnegoBaHUM CyObEKT unu
€ro 3aKOHHbIN NpeacTaBUTENb OOMKEH nonydvaTb NoAMnNMCaHHble M OaTUPOBaHHbIE 3K3EMMMSAPbl BCEX MOCNEeAyHLLnX
pefakumMi opMbl MHOPMUPOBAHHOIO COrflacMs M KOMUU BCeX MOMNpaBoOK K APYrMM MUCbMEHHLIM MaTepuanam,
npegocTaBnsemMblmM cybbekTam.

4.8.12. Ecnu B KNMHUYECKOM MCCNefoBaHun (CBA3aHHOM NGO He CBSA3aHHOM C NleYeHMEM) YyYacTBYIOT CyObekTbl,
KOTOpble MOryT ObiTb BKIMHOYEHbI B WCCNEAOBaHME TOSMBbKO Ha OCHOBAHMU COrMacuUsi UX 3aKOHHbIX MNpeacTaBuTenew
(Hanpnmep, HeCOBEpLUEHHONETHME, MauMeHTbl C BblpaXeHHbIM cnaboymmem), To CyObLEKT AOMmKeH ObiTb
npovHgopMnpoBaH 06 nccnegoBaHMM B COOTBETCTBMM C €r0 CNOCOBHOCTLIO NOHATL 3Ty MHAOPMaLMIO U, eCrin CyObeKT B
COCTOSIHMM, OH AOSDKEH noanucatb 1 COGCTBEHHOPYYHO AaTUPOBaTb NMCbMEHHYI0 (POPMY MHEPOPMMPOBAHHOIO Cornacus.

4.8.13. Kpome cny4daeB, onvcaHHbix B 4.8.14., B UccnegoBaHue, He CBSI3aHHOE C rniedeHnem (T.e. uccrnegoBaHue, B
KOTOPOM He npeanonaraeTtcsi HENOCPEACTBEHHOW, C MELULMHCKOM TOYKM 3pEHUS, Nomnb3bl ANs cyObekTa), MOryT ObiTb
BKIMIOYEHbI TOMBbKO CYyObEKTbI, KOTOpble NMYHO AalT CBOE cornacve M cobCTBEHHOPYYHO MOAMMCHIBAOT U AaTUPYHOT
NMUCbMEHHYI0 (POPMY MHAOPMUPOBAHHOIO COrfiacus.

4.8.14. B nccnegosaHus, He CBS3aHHbIE C fevyeHneM, CybbekTbl MOryT BbiTb BKMOYEHbI C COrNacus MX 3aKOHHbIX
npeacTaBuTenemn Npu cobnogeHnn criegyowmx YCrnoBui:;

a) Llenun nccnepoBaHns He MoryT 6biTb JOCTUIHYTHI NOCPEACTBOM UCCRenoBaHUs C y4acTuem cybbekToB, KOTopble
MOryT [aTb CBOE corfiacue fiM4Ho.

6) OxnaaemMbin pyuck AN CyGbeKTOB HE3HaYUTENEH.
B) OTpuuaTensHoe BO3AENCTBME Ha 300pOBbe CybbekTa cBe4EeHO K MMHUMYMY U HE3HaYUTEMBHO.
r) ccnepnosaHue He 3anpeLleHo 3aKoHoAaTenbCTBOM.

) Onsa BKMOYeHUs1 Takmx cybbEKTOB LOSMKHO ObITh 3anpoLLeHo cneuunansHoe yTeepxaeHne/ogobperHmne ACO/HIK,
yuYnTbIBaKOLLLEE STOT aCrMekKT.

MonoGHble uccrnedoBaHUst (3a MCKMoYeHneM OBGOCHOBaHHbLIX CryvaeB) AOMKHbI MPOBOAUTLCS C  y4YacTvem
nauueHToB, UMeIOLLMX 3aboneBaHne, ONs NEYEHUss KOTOPOro NpeaHasHavyeH uccrieayemMblii NpoaykT. CyobekTbl B TakuxX
nccnegoBaHUsaX OOMKHbI HAXOOAUTLCS Nofd 0cobo TllaTenbHbIM HabnigeHWeM, U UX y4acTre OOMKHO ObiTb NpeKkpaLleHo,



€CIMn eCTb OCHOBaHUA noraratb, YTO OHU UCNbITbIBAOT t-lpesmepruZ ,EI,VICKOM(*)OpT.

4.8.15. lNpn HEOTMNOXHbIX COCTOSAHUAX, KOrga 4O BKIOYMEHUS B MCCneoBaHWE HEeBO3MOXHO MOSMy4uTb corfacue
caMoro cybbekTa, OHO OOMMKHO ObITb 3aMpPOLLUEHO Y €ro 3aKOHHOrO MpeAcTaBUTENS, eCNn TakoBOW NpUCyTCTBYET. Ecnn
npegBapuTenbHoe corfnacue camoro cybbekta HEBO3MOXHO W OTCYTCTBYET €ro 3aKOHHbIA MpeacTtaBuTenb, TO ANs
BKITIOYEHUs1 cyObeKkTa B UCCrneoBaHWE OOMKHbl ObiTb NpeanpuUHATLI NPegyCMOTPEHHbIE MPOTOKONOM W/MMK ApYyrumu
OOKyMeHTaMun un yTeepxaeHHble/ogobperHHble ACO/HOK mepbl, HanpaeneHHble Ha 3awuTy npas, 6es3onacHocTV wu
Gnarononyuuns cyObekTa, a Takke obecneumBarolime COOTBETCTBME HOPMAaTMBHbIM TpeboBaHuaMm. CybbekT mnm ero
3aKOHHbIV MpeacTaBUTENb OOMKEH ObITb B KpaTyallliMe CPOKM MOCTaBIiEH B U3BECTHOCTb 006 MUCCneqoBaHWW, Uy HEro
OOMKHO ObiTb 3anMpoLUEHO corfacuMe Ha NPOAOSPKEHME yvacTusl B UCCredoBaHWM, a Takke Opyroe cornacue, Kak 3To
nonoxeHo (cm. 4.8.10.).

4.9. 3anucu n oT4eThI.

4.9.1. Wccneposatenb OomkeH obecneunBaTb npaBuUIibHOCTb, MOJIHOTY, pa36OpLII/IBOCTb N CBOEBPEMEHHOCTb
npenocrtaBneHna CNoOHCOPY OaHHbIX, cooepXXaLlnxXca B MPK 1 Bo BCEX Tpe6yeMb|x oT4yeTax.

4.9.2. JaHHble B NPK [OmKHbI COOTBETCTBOBaTb MNEPBUYHOW [AOKYMEHTaLMWU, U3 KOTOPOW OHWU NepeHeceHbl;
UMEOLLINECS PACXOXKAEHNA A0MKHbI ObiTb OObSACHEHBDI.

4.9.3. Jliobble nameHeHus unu ucnpaenexHusa B VMPK gomkHbl ObiTb NognucaHbl, 0aTMpoBaHbl, 06bACHEHbI (MpW
HeobXoaAMMOCTM) U He JOMXKHbI CKpblBaTb MEepBOHAYarbHyl0 3anucb (T.e. JOMKeH OblTb COXpaHeH "AOKYMEeHTarbHbIN
crnen"); 8TO OTHOCMTCH KaK K MUCbMEHHBLIM, TakK M K 3MEeKTPOHHbIM M3MEHEHUAM unu ucnpasnexHuam (cMm. 5.18.4., 0)).
CnoHcop JoMmKeH NpefocTaBnTb MccnegoBaTensam U/mnm nx ynoHOMOYEHHbIM NpeacTaBUTeNaM UHCTPYKUMIO O Nopsake
oopmneHus Takmx ucnpasneHun. CnoHcop AOMmKeH WMMeTb NUCbMEHHble npouedypbl, nNpegycmarpusarolume, 4To
n3ameHeHus unu wucnpaenenms B WPK, BHOCMMble ero ynorHOMOYEHHbIMU NpPeacTaBUTENsIMU, OOKYMEHTarbHO
0hopMASIOTCS, ABNSAITCH HEOBXOAMMBIMU U OJOBPSATCA nccnegosatenem. Viccnegosartenb AOMMKEH XPaHUTL 3anvcu
00 9TUX N3MEHEHNSIX U UCNpaBneHnsX.

4.9.4. VccnepoBaTtenb/opraHnsaums OOMKHbl BECTU AOKYMEHTauMlo NO WUCCNEeAoBaHMIO CormacHo pasgeny 8
HacToduwero craHaapta U HOpMaTtMBHbIM TpeﬁoBavaM. MCCHG,qOBaTeﬂb/OpFaHI/I3aL|,I/IF| OOJDXHbl MPUHUMATb Mepbl,
npefoTBpaLlalLLme cnyvyanHoe nnu NpexaeBpeMeHHoe YHUUTOXEHNE STUX AOKYMEHTOB.

4.9.5. OCHOBHblE AOKYMEHTbI AOMKHbI XpPaHWUTLCA HE MEHee ABYX NEeT Nocre YTBEPXAEHWUs! MOCNEAHEN 3asiBKN Ha
peructpauuto npenapata B Poccumn mnu crtpaHe - ydactHuue ICH v go Tex nop, noka HW odHa w3 3asBOK He Oyaer
Haxo4WUTbCA Ha PacCMOTPEHUM U He ByaeT NNaHNMpoBaTbCS HOBbLIX 3asIBOK, MW HE MeHee ABYyX NeT nocne oduumansHoro
npekpaLwieHnst KIMHUYeckon paspaboTku uccregyeMoro npogykta. 3TU OOKYMEHThl [OSMKHbI XpaHuTbcsl Oonee
ONUTENbHbIA CPOK B Criyyae, ecriv 310 NPeAyCMOTPEHO HOPMAaTUBHbIMWU TpeboBaHMSIMU UM LOTOBOPOM CO CMIOHCOPOM.
OTBETCTBEHHOCTbLIO CMOHCOPA ABNSIETCS MHOPMUPOBaHKE UccneqoBaTens/opraHn3aumnm o6 NCTEYEHNN CPOKa XPaHEHUS
OOoKymeHTaumm (cm. 5.5.12.).

4.9.6. ®uHaHCOBbIE acneKkTbl WUCCNenoBaHUs OOMKHbl OblTb OTPaXeHbl B [OOroBOpe MeXdy CrOoHCOPOM W
nuccnegosaTtenem/opraHusaumen.

4.9.7. Mo 3anpocy mMoHuTopa, ayautopa, OQCO/HOK mnm ynonHOMOYeHHOro opraHa uccriegoBaTterb/opraHn3aums
OOIMKHbI 06ecnevnTb NPSIMO AOCTYN KO BCEM 3aMMUCSM, OTHOCSLLMMCS K UCCNEAOBaHUIO.

4.10. OTyeTbl 0 Xo4e uccnegoBaHus.

4.10.1. Uccnepoeatenb gormkeH npeactaensate ACO/HIK kpaTkMe nNUMCbMEHHbIE OTYETbI O XO4Ee WUCCreAoBaHUSA
eXerogHo nnu yatwle, ecnu atoro Tpebyet 9CO/HOK.

4.10.2. NccnepoBatenb OOMKEH He3ameaMTENbHO MpPegocTaBnsiTb NMUCbMEHHbIe oT4yeTbl cnoHcopy, QCO/H3IK
(cm. 3.3.8.) U, B COOTBETCTBYWLUNX Cryyasix, opraHusaumm o JNbbiX M3MEHEHMSX, CYLUECTBEHHO BMMSAIOLWMX Ha
npoBefeHNe nccrneqoBaHns M/nnn yBeNMUNBaKLLMX pUCK Ans cyObLEKTOB.

4.11. OTYeTHOCTb NO ©6E30MacHOCTU.

4.11.1. O6o Bcex cepbe3Hbix HexenaTenbHbIx aBnenuax (CHA) HeobxoamMmo HemeaneHHo coobLaTe CIOHCOPY, 3a
ncknoyeHmem tex CHA, koTopble B mMpoTokone wnv B ApPYroMm AOKyMeHTe (Hanpumep, B Gpolutope nccnegosartens)
onpegeneHbl kak He Tpebyowme HemenneHHoro coobuieHus. [locrne nepBMYHOro HeMearieHHOro coobLeHus
HeobXxoaMMO B KpaTyanlime CPOKM NPEeAcTaBUTb NOAPOBHLIN MUCbMEHHLIN OTYET. NepBMYHBLIA 1 Nocneayowme OTYEThI
AOIMKHbI NAEHTUMLMPOBaTL CYOBbEKTOB UCCReaoBaHWs MO NPUCBOEHHLIM MM YHUKanbHbIM KOodaM, a He Mo MMeHam
CcyObeKkToB, NepcoHanbHbIM MAEHTUMUKaLMOHHBIM HOMepaM u/vnu agpecam. Vccrnenosatenb OOMKEH Takke cobnopaTtb
HOpMmaTuBHble TpeboBaHWA, pernameHTUpylLwmne npeaocTaBlieHne OTYETOB O HenpeaBWAEHHbIX Cepbe3HblX
HexxenarenbHbIX peakumsax ynorHomMoYeHHbIM opraHam n 3CO/HIK.

4.11.2. OG0 Bcex HexenaTtenbHbIX SBMEHUSX W/MNN OTKNOHEHUSIX NabopaTopHbLIX MoKasaTenen OT HOPMblI,
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onpenerieHHbIX MPOTOKOJ/IOM KaK KpUTn4deckne nAOnd OUEHKU ©e3onacHocTn, Heobxogumo coobLaTtb CMoOHCOpY B
COOTBETCTBUK C Tpe6OBaHVI$'-|MI/| K OT4EeTaM 1 B CPOKU, onpenerieHHble CoHCOPOM B NMPOTOKOI1E.

4.11.3. Mpu coobLueHnsix 0 cMepTn nccnegosatens 0bsi3aH No 3anpocy crnoHcopa u OCO/HIK npepgoctaBuTb
nobyo ONOMHUTENbHY MHpopMauuo (Hanpumep, NPOTOKOIT BCKPLITUS Y MOCMEPTHbIV 3MUKPKU3).

4.12. MpexageBpeMeHHoe NpeKpalleHe U NpMocTaHOBKa UCCredoBaHus.

Ecnu no kakoi-nuGo NpuyMHE UccledoBaHWe NpexAeBPeMeHHO MpekpaweHo WM MNpUOCTaHOBIIEHO,
nccnegoBaTenb/opraHn3aumns OOMKHbI HesaMeanuMTernbHO MHPOPMMUPOBaTL CYGLEKTOB UccredoBaHusl, oGecneuntb UM
COOTBETCTBYHOLLEE NeYeHne 1 HabnogeHue 1, ecnv nNpegycMoTpPeHo HOPMaTWBHBIMU TpeGoBaHUSMKU, UHPOPMUPOBATL
yNosIHOMoYeHHble opraHbl. Kpome Toro:

4.12.1. Ecnu wnccnepoBaTenb NpeXAeBpeEMEHHO MpekpallaeT WU nNpuocTaHaBnNMBaeT uccrenoBaHne 6es
npeaBapuTENbHOrO COrnacus CnoHcopa, OH [AOMXeH coobwute 06 STOM opraHu3auuu, roe npUMEHWMo, W
nccnegoBaTternb/opraHn3aunsa OOIKHblI He3aMeanuTenbHO npouHdopMmpoBate 00 3Tom cnoHcopa u OCO/HOK un
npegocTtaButb cnoHcopy n OCO/H3K nogpobHoe nucbMeHHOe 06bsACHEHME MPUYMHBI MPUOCTAHOBKM MW NPEKpaLleHmns
nccrnegoBaHus.

4.12.2. Ecnu cnoHcop npekpalwaeT unvM npuocTaHaBnvBaeT uccrnegoBanune (cMm. 5.21.), uccnegoBatenb OOMKeH
He3aMeanuTenbHO cooOWMTL 00 3TOM opraHu3auun, rae MNpUMEHUMO, U UccreaoBaTenb/opraHn3auns  OOMmKHbI
HesameonutensHo npounHdgopmupoBatb 06 atom ICO/H3K u npegoctaBute QCO/HIK nogpobHoe nuCbMEHHOEe
00bACHEHME NPUYMHBI MPUOCTAaHOBKM UM MpeKpaLLeHns NCCnegoBaHus.

4.12.3. Ecnu BCO/HBK okoHYaTenbHO MNM BPEMEHHO OT3bIBAaeT yTBEpXAeHue/ogobpeHne Ha npoBeneHue
nccneposanmna (cm. 3.1.2. n 3.3.9.), nccnepoatenb OOMMKEH COOOWNTE 06 3TOM OpraHu3auun, rge nNpUMEHNMo, ”
nccnegoBarternb/opraHn3aunsa OOMMKHbI He3aMeanuMTeNnbHO MNpPOoMHGOPMUMPOBaTb 00 3TOM CMOHCopa WM NpeaocTaBUTb
CMOHCcopy NogpobHOE MMCbMEHHOE OOBbSACHEHME NPUYMHBLI MPUOCTAHOBKU U NPEKpaLLEHNST NCCNESOBaHNS.

4.13. NToroBbIl OTYET UccregoBaTens.

Ecnun TpebyeTcs, no 3aBeplleHUMM UCCRenoBaHWUs MCCregoBaTenb OOMMKEeH CooOWmUTb 06 3TOM OopraHusauuu;
nccnegoBarternb/opraHu3aunsa gormkHbl npegoctaBnte OCO/HOK kpaTkuim otyeT 06 utorax nccrieqoBaHusi, a Takke Bce
TpebyeMble OTYETHI YNONTHOMOYEHHbIM OpraHam.

5. C[IOHCOP
5.1. OBecneyeHne KayecTBa U KOHTPOrb KayecTsa.

5.1.1. CnoHcop oTBevaeT 3a BHeApeHMEe W noadepXkaHue cucTeM obecnedeHuMst U KOHTpOns KadecTBa C
nncbMmeHHbiMM COIl, koTopble MMEKT CBOEN Lenbio obecnevynTb NpoBedeHWe UccrnenoBaHusl, cOop, perucrtpauuio u
npeacTaBneHne AaHHbIX B COOTBETCTBUM C NpoTokonom, GCP n HopmatusHbiMy TpeboBaHMAMM.

5.1.2. CnoHcop oTBevaeT 3a obecneveHne cornacust BCeX BOBMEYEHHbIX CTOPOH Ha npefocTaBneHue NpsMoro
poctyna (cMm. 1.21.) BO BCe y4yacTByKLIME B MCCregoOBaHWMM LEHTPbI, KO BCEM MNEPBUYHBIM AAHHBIM/OOKYMEHTaM U
oTyeTaM B LENAX MX MOHMTOPMHIA M ayguta CMOHCOPOM, a TaKKe MHCMEKUUW HauMOHanbHbIMW M MHOCTPaHHbIMM
YMONTHOMOYEHHBIMY OpraHamu.

5.1.3. KoHTponb KayecTBa crnegyeTt OCYLLUECTBIATb Ha BCEX aTanax paboTbl C AaHHLIMM, YTOOLI 0becneynTb nx
OOCTOBEPHOCTb U MPaBUbHOCTbL 0OpaboTKu.

5.1.4. [oroBopbl Mexdy CMOHCOPOM W WccregoBaTenemM/opraHnsaumeni unuM nobor Opyroln y4vacTBylowen B
nccrnegoBaHnM CTOPOHOW OOMKHbI OblTb COCTaBMneHbl B NMUCbMEHHOW (hOpMEe KaK YacTb MPOTOKOna WM B KayecTBe
CaMOCTOSITENbHbIX JOKYMEHTOB.

5.2. KOHTpaKTHaﬂ ncenenoBarternbCckada opraHn3auuna.

5.2.1. CﬂOHCOp MOXET MOJIHOCTbI UITN YaCTUYHO nepenatb 00s13aHHOCTN U (bYHKLI,VIVI, CBA3aHHble C npoBeaeHnem
ncecnenoBsaHuA, KOHTpaKTHOIZ nccnenoBaTenbCKon opraHmsauumn, ogHaKo OTBETCTBEHHOCTb 3a Ka4eCTBO M MNOJTHOTY
nony4YeHHbIX B XoA4e nccnenoBaHnda gaHHbIX BCeraa NneXxuT Ha CroHcope. KOHTpaKTHaﬂ ncecnenoBarternbCcKkada opraHn3auna
OOJKHa OCYLLEeCTBNATb Mepbl Mo obecneveHunio n KOHTPOIK KavyecTBa.

5.2.2. Tepepaya KOHTPaKTHOW WccnegoBaTeNbCKOW OpraHu3auuu nobblX CBA3aHHbLIX C MCCnedoBaHUEM
0bsA3aHHOCTEN N PYHKUMI OOMKHA ObITb AOKYMEHTarnbHO ohopMIieHa.

5.2.3. Bce cBsizaHHble ¢ uccnegoBaHuem 0653aHHOCTM U YHKUMWU, HE nepefaHHble KOHTPaKTHOM
nccneaoBaTenbCKON opraHnsaumm, OCTaloTCa B KOMMETEHLMN CIOHCopa.
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5.2.4. Bce, 4TO B HacTosAlWlEeM CTaHAapTe KacaeTcs CrnoHcopa, TakkKe MPUMEHUMMO K KOHTPaKTHOW
nccneqoBaTenbCKON opraHn3aunm B To Mepe, B KOTOPOW KOHTPaKTHasi ccneqoBaTteribckasi opraHnsaunst npuHUMaeT Ha
cebs 06593aHHOCTU U (PYHKLIMM CIOHCOpPa NO NPOBEAEHMIO NCCREN0BaHNS.

5.3. MeaunuuHckas keanmdukaums.

CrnoHcop OoMmKeH Ha3HauYMTb obnagaroLimin COOTBETCTBYOLEN MeQULIMHCKON KBanudukaumein nepcoHar, KoTopblit
JoIkeH OblTb BCerga AOCTYNeH AN pelleHnsl CBA3aHHbIX C UCcCcrneaoBaHMEM BOMPOCOB MeAULIMHCKOro xapakTtepa. Mpu
HeobXxoaMMOoCTy AN 3ToW Lenu MoryT BbiTb NpUBMeYeHbl BHELLHNE KOHCYNBTaHTbI.

5.4. In3anH nccnenoBaHus.

5.4.1. CnoHcop [orkeH MpuBnekatb KBanUUUUpOBaHHbLIX nUL (Hanpumep, GUOCTaTUCTUKOB, KIMHUYECKUX
dhapmMakonoros, Bpaden) Ha Bcex dTanax uccnegoBaHus - oT paspabotkum npotokona, VIPK 1 nnaHa crtatuctudeckoro
aHanusa 4o NoAroTOBKU NMPOMEXYTOYHOIO 1 (OMHANbHOro OTYETOB.

5.4.2. Takke cM. pasgen 6 Hactosiwero ctaHgapTta, pykosoactso ICH "CtpykTypa n cogep)xaHue otyeta O
KIMHUYECKOM nccregoBaHmMn” u gpyrme cooTBeTCTBylwWMe pykoBoacTBa ICH no gmsariHy, NpoToKony M opraHusaumm
nccnenoBaHuns.

5.5. MeHemXMeHT nccrnegoBaHusi, pabota ¢ aHHbIMU 1 BeAEHNE AOKYMEHTaL MW,

5.5.1. CnoHcop o06s3aH npuBnekatb obGnagarLmMx COOTBETCTBYHOLWEN KBanudukaumen nuiy gna obuwero
PYKOBOACTBA McCCrieqoBaHUEM, paboThl C AaHHbIMU, BepudmkauumM OaHHbIX, NPpoOBEeOeHNUst CTaTUCTUYECKOro aHanusa u
NMoAroTOoBKM OTYETOB 06 1ccrneaoBaHun.

5.5.2. CnoHcop MOXeT MpUHSATH pelueHne 06 oGpa3oBaHMKM HE3aBMCUMMOIO KOMUTETA MO MOHUTOPUHIY OaHHbIX
(HKMI) ans paccmoTpeHusi xoda KIIMHUYECKOro MCCNeaoBaHus, BKIOYasi pacCMOTPeHWe AaHHbIX no 6esonacHocTu u
OCHOBHbIX MapaMeTpoB 3(EKTUBHOCTA, a Takke AN BblpabOTKM pekoMeHAdauui CroHCOopY O LienecooGpasHoCTy
NPOAOIMKEHNS, MPEKpPaLLEeHUss UccrnenqoBaHUa UMW BHeceHMss B Hero uameHeHuin. HKMI gomkeH MMeTb MUCbMEHHbIE
onepaLuoHHble NpoLeaypbl M BECTU NUCbMEHHbIE 3anucK BCEX CBOMX 3aceaaHuit.

5.5.3. Mpn ncnonb3oBaHUM 3NEKTPOHHbLIX CUCTEM AMsi paboThbl C JaHHLIMU UCCReaoBaHUs U/MNN 3NEKTPOHHbLIX
CMCTEM yaaneHHoro AocTyna K 4aHHbIM CMOHCOP AOSKEH:

a) ObGecneunTb M [OKYMEHTanbHO OMOPMUTbL COOTBETCTBME CUCTEM 3MEKTPOHHOW 00paboTkM AaHHbIX
YCT@HOBIIEHHbIM CMOHCOPOM TPeOOBaHUSAM K MOSMHOTE, TOYHOCTW M HAAEXHOCTW AaHHbIX, a TaKkke CTabunbHOCTb
OOCTXeHus TpebyemMoro pesynbsrara (T.e. BanMgauuio).

©) MmeTtb COI no ncnonb3oBaHUIO 3TUX CUCTEM.

B) OGecneunTb paboTy cuctem Takum obpasom, YTOObI MOXHO ObINO M3MEHATb LaHHbIE U MPU 3TOM BHOCUMMbIE
N3MeHeHns1 Obinn Obl 33aJ0KYMEHTMPOBAaHLI, a paHee BBEOEHHble [AaHHble He Obinu Obl yaaneHol (T.e. uMerncs
OOKYMEHTanbHbIV cried).

r) ImeTb cnctemy 3awmTbl, NPeaoTBpPaLLaoLL Y0 HECAHKLUMOHNPOBAHHbIA AOCTYN K AAHHbLIM.
0) ImeTb cnncok nuu, HageneHHbIX NPaBoM BHOCUTb U3MEHEHUS B AaHHble (cM. 4.1.5. 1 4.9.3.).
e) ObecneunBatb agekBaTHOE pe3epBHOE KOMMPOBaHWE AaHHbIX.

X) CoxpaHaTb MaCcKMpOBKY B MCCreaoBaHWsX, MPOBOAUMBIX CrenbiM MEeTOAOoM (T.e. COXPaHATb MacCKUpPOBKY Mpu
BBOAE N 06paboTke OaHHBIX).

5.5.4. Ecnn B npouecce obpaboTkn aaHHble TpaHCOPMUPYIOTCS, BCerga LOIMKHA CyLLECTBOBaTb BO3MOXHOCTb
CpaBHEHNSI UCXOAHbIX AaHHbLIX C 06paboTaHHbIMN.

5.5.5. CnoHcop AOMmKeH MCNonb3oBaTb YHMKamnbHbIA MAEHTUPUKALMOHHBIA koh cybbekta (cm. 1.58.),
NO3BONALWNA MAEHTUDULMPOBATL BCE AAHHbBIE MO KaXO0MY CyObeKTy.

5.5.6. CnoHcop unu gpyrve Bnagenblbl AaHHbIX AOIMKHbI XpaHWTb BCE OTHOCSLLMECH K CMOHCOPY OCHOBHbIE
OOKYMEHTbI MO UCCNeaoBaHMIo (CM. pasaen 8 HacToswero ctaHaapTa).

5.5.7. CnoHcOp [OSMKEH XpaHWTb BCE OTHOCSLUMECS K HEMY OCHOBHbIE [AOKYMEHTbl MO MWCCRefoBaHWi B
COOTBETCTBMM C HOPMAaTMBHbIMK TPeboBaHUSIMWM TeX CTpaH, B KOTOPbIX MPOAYKT ofobpeH u/unu B KOTOpbIE CMOHCOP
cobupaetcsa obpatnuTbCs 3a 0godpeHneM.

5.5.8. Ecnin crnoHcop NpekpallaeT KIMHWYEeCKylo paspaboTky uccriegyemoro npogykta (Mo OZHOMY MMM BCEM
nokasaHusiM, NyTsIM BBEAEHUS], NEKAPCTBEHHLIM (hOpMaM), OH JOMKEH XpaHUTbL BCE OTHOCALLMECS K CMIOHCOPY OCHOBHbIE
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OOKYMEHTbl Mo WuccnengoBaHUK B Te4deHue no KpaIZHeVI mMepe OByX et C MOMeHTa OCbI/ILI,VIaJ'IbHOFO npekpaweHnA
pa3pa60TKV| 1M B COOTBETCTBUN C HOPMATUBHbIMU Tpe6OBaHVI$|MI/I.

5.5.9. Ecnu cnoHcop npekpallaeT KIMHUYECKyo pa3paboTKy uccriedyemMoro npoaykTa, OH OOMKEeH coobwuTb 06
3TOM BCEM Y4acTBYIOLIMM B UCCledoBaHWKN UccriegoBaTensm/opraHu3aumsam 1 ynorHOMOYEHHbIM opraHam.

5.5.10. Jliobasas nepenadya npaB COGCTBEHHOCTVM Ha [JaHHble Oo0MXHa OblTb OoBedeHa [0 CcBeAeHus
YNONTHOMOYEHHbIX OPraHOB B COOTBETCTBUM C HOPMATUBHBLIMU TpeGoBaHUAMU.

5.5.11. OTHocALLMECA K CTMOHCOPY OCHOBHble [OOKYMEHTbl [OIMKHbl XPaHWTbCA He MeHee [OByX 5eT rnoche
yTBEPXOEHNA NocreaHelt 3asBkM Ha perucTpaumio npenaparta B Poccum nnm ctpaHe - yyactHuue ICH 1 oo Tex nop, noka
HM oOHa W3 3asBOK He BydeT HaxoaMTbCHA Ha PacCMOTPEHUU U He ByaeT NNaHUMPOBATbCA HOBbLIX 3asBOK, UMW HE MeHee
ABYX neT nocrne oduuManbHOro MNpeKpaweHns KIuHUYeckoin ¢asbl paspaboTkvM uccredyemoro npogykra. 1w
JOKYMEHTbl [OMMKHbI XpaHWTbcA Gonee ANUTENbHbIA CPOK B Criydyae, €cnv 3TO NpedyCMOTPEHO HOPMAaTUMBHbLIMU
Tpe6oBaHWAMM UM HEOGXOAMMO CMOHCOPY.

5.5.12. CnoHcop ponxeH B NUCbMEHHOW dopMe WHGPOPMUPOBATbL UccnegoBaTenen/opraHnsaymnm o
HeobX0AMMOCTM XpaHEHUS CBSA3aHHbIX C WUCCMEeNOBaHWEM 3anucer, a TakKe MUCbMEHHO M3BECTUTb WX, KaK TONbKO
HeobXoAMMOCTb B fJarnbHeNLLEeM XpaHeHUn oTnager.

5.6. Bblbop nccnegoearens.

5.6.1. CnoHcop HeceT OTBETCTBEHHOCTb 3a BbLIOOP uccnegoBaTenen/opraHnsaumin. Kaxablil mnccnegoBatenb
OOMKeH MMeTb KBanudukauuio, onbIT 1 pecypcbl (cMm. 4.1., 4.2.), gocTaTouHble NS NpoBeAeHNs uccneaoBaHus, Ang
KOTOPOro oH BblbpaH. Ecnv B MHOrOLEHTPOBBIX UCCNEAOBAHUAX HEOOXOAUMO OpraHn3oBaTh KOOPAUHALNOHHBIA KOMUTET
n/munun BeibpaTh KOOPANHATOPOB M3 YNCIa UCCNeaoBaTernen, To 3TO ABNAETCA 0093aHHOCTBLIO CNOHCOopA.

5.6.2. o nognucaHusa goroBopa C uccnegoBaternem/opraHnsaumeri Ha MpoBEAEHME WUCCMEAOBaHUSA CMOHCOP
OOIKEeH NpefocTaBMTb MCcnegoBaTento/opraHn3aumMm nNpoTokon M BpoLuopy MccnegoBaTens B TeKylWwen pedakumm w
OaTb uccrnegoBaTento/opraHM3aumy OOCTaTOMHOE BpeMst Afsi O3HAKOMIEHUA C MPOTOKOSIOM M MpedoCcTaBiieHHOW
MHdopMaLumen.

5.6.3. CI'IOHCOp LOOJDKEeH nony4nTb corrnacue VICCJ'IeD,OBaTE‘J'IFI/OpFaHI/I3aLI,VIl/IZ

a) npoBoanTb uccneposaHne B cootBeTcTBUM ¢ GCP 1 HopmaTtuBHbiMM TpeboBaHusMu (cMm. 4.1.3.), a Takke C
NMPOTOKOSIOM, COIfaCOBaHHbIM CO CMIOHCOPOM U yTBepXAeHHbIM/ogobpeHHbIM SCO/H3IK (cm. 4.5.1.);

0) cobntogaTtb Npoueaypbl permctpaummn/npeacraBneHns JaHHbIX;
B) Ha NpoBeAEHNE MOHUTOPUHIA, ayamTa U Hcnekumn (cm. 4.1.4.);

r) XpaHWTb OCHOBHble AOKYMEHTbI, CBSI3aHHble C WUccregoBaHWEM, OO0 TeX Mop, Moka CMNOHCOp He coobwuT
nccneagoBarerno/opraHM3aLmm, YTo 3T AOKYMeHThI bonbLue He Tpebytotcs (cm. 4.9.4. n 5.5.12.).

CnoHcop 1 uccnegoBaTenb/opraHM3aumsa OOMKHbI NOANUCcaTb MPOTOKON MM UHOW OOKYMEHT, NOATBEPXKAatoLLMA
3TO cornacue.

5.7. PacnpegeneHue ob6s3aHHOCTEN.

[o Hayana uccrnefoBaHWsi CMOHCOP AOMMKEH YCTaHOBWUTb W pacnpefennTb BCE CBA3aHHble C MCCrneaoBaHUEM
00a3aHHOCTU 1 YHKUUMN.

5.8. KomneHcaumm cybbekTam u nccnegoBartesnsim.

5.8.1. Ecnn npeaycMoTpeHO HOpMaTtuBHbIMKM TpeboBaHMSIMM, CMOHCOP OOMKeH obecneuntb CTpaxoBaHWE WUIK
rapaHTMpoBaTb HOPUANYECKYIO M (DMHAHCOBYIO MOOAEPXKKY wccregosatens/opraHusaumn B criydae npeabsBieHus U
NPETEH3N, CBA3aHHbIX C UCCeAoBaHNEM, 3a UCKIIOYEHMEM TeX MPETEH3UI, KOTOpble BO3HMKIN B pe3ynbrate yMmbicra
NN HEOCTOPOXHOCTM CO CTOPOHbI UCCNEeAoBaTENst UNN YITEHOB UCCEe40BaTENbCKOrO KOMNmekTuaa.

5.8.2. I'IpaBl/lna M npouenypbl CnoHCOpa AOOJKHbl MnpeaycMartpmBaTtb BO3MELLEeHME pacxod4oB Ha JiedeHue
Cy6'beKTOB B Cny4Yae npuyinHeHua Bpena mMx 300pOoBbH B pedynbrate UxX ydacTtuda B uccnenoBaHum B COOTBETCTBUU C
HOpMaTUBHbIMUA Tpe6OBaHI/IF|MI/I.

5.8.3. Ecnu Cy6'beKTbI nccrnenoBaHunA nofy4varT KoMneHcauuto, nopanaok u cnocob KoMmneHcauun OOIMKHbI
cooTBeTCTBOBaTb HOPMAaTUBHbLIM TpGGOBaHI/IFlM.

5.9. duHaHcupoBaHue.

duHaHcoBblE acnekTbl UCCreaoBaHUSA OOMKHbI OblTb OOKYMeHTallbHO Od)OpMJ'IeHbI B Buae [orosopa mexay
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CMOHCOPOM M uccnegoBaTenem/opraHn3aumnen.
5.10. YBegomneHune ynorHOMOYEHHbIX OpraHoB/nogava 3asBku B YNOITHOMOYEHHbIE OpraHbl.

[o Havana KIMHWYeCcKOro WCCnenoBaHUs CMOHCOP (MNM CMOHCOP COBMECTHO C uccnegoBaTenem, ecnm 3To
npeaycMOTPeHO HOPMaTVBHbIMKU TpeboBaHNAMMN) AOMKEH NoAaTb B COOTBETCTBYHOLLME OpraHbl Bce Tpebyemble 3asBku
ANs UX PacCMOTPEHMs, MPUHATUA W/WMAM MNOMyYeHUs paspelleHns HayaTb uccregoBaHve (B 3aBUCMMOCTU OT
HopmaTuBHbIX TpeboBaHui). Bce yBegoMmneHus/3asiBKM OOMKHbl ObiTb AaTMpoOBaHbl WM copepxaTb [AOCTaTOYHYHo
nHdopmaumo 4na ngeHtTudmrkaumm npoTokona.

5.11. MNMoaTteepxaeHue paccmotpeHna ICO/HIK.
5.11.1. CnoHcop JoMmKeH NonyyYnTsb OT nccnegosartens/opraHm3auuu:
a) HaumeHoBaHue n agpec ACO/HOIK nccnegosartens/opraHnsaumu;

0) noaTBepxaeHne ot OCO/HIK Toro, 4to OH opraHu3oBaH K AewcTByeT cormacHo GCP n cooTBeTCTBYHOLEMY
3aKOHOAATENbLCTBY;

B) AOKYMeHTanbHO odopMieHHoe yTeepxaeHue/ogobpenne SCO/HOK n, no TpeboBaHMO cnoHcopa, KOomnuio
TEKyLLEN BepCcUM MPOTOKomMa, NMMCbMEHHOW (POPMbl MHPOPMUPOBAHHOMO Corflacust 1 NtoBbIX ApYrMX NPenocTaBnsieMbIxX
cybbekTamMm NUCbMEHHBIX MaTepuanoB, a Takke onucaHue OEeNCTBMI MO MNPUBIEYEHUIO CYOBLEKTOB K yyacTui B
nccrnenoBaHnn, JOKYMEHTOB, OTHOCSILLMXCS K NPeQyCMOTPEHHbIM ANsi CyObeKToB Bbinnartam 1 KOMneHcaunsiM, 1 nobbix
WHBbIX JOKYMEHTOB, KOTOpble Mornu 6biTb 3aTpeboBaHbl ACO/HIK.

5.11.2. Ecnn 3CO/H3K obycnosnmeaeT Bblgady CBOEro yTBepxaeHns/oqobpeHnss BHeCEHMEM N3MEeHeHN B Kakune-
nmbo acnekTbl UCCrefoBaHUs, HanpUMep B NPOTOKOM, MUCbMEHHY OpMY MHEPOPMMPOBAHHOIO corfacus unu niodblie
MHblE NpefocTaBnsieMble CyGbekTaM NMCbMEHHbIE MaTepurarnsl U/unu apyrue npouenypbl, CNOHCOP AOMKEH NONYyYUTb OT
nccnegosartens/opraHn3aumnmM KonMu BCEeX W3MEHEHHbIX [AOKYMEHTOB WM AaTy MOMyYeHHOro yTBepxaeHus/ogobpeHuns
3CO/H3K.

5.11.3. CnoHcop JomkeH MonyyYnTb OT MccregoBaTtens/opraHnsaunm AOKyMeHTauMio U aatbl fobbiX MOBTOPHbIX
yTBepxaeHuin/ogobperHmn 3CO/HIK, a Takke pelleHnn 06 OT3blBE UM MPUOCTAaHOBKE paHee BblAAaHHOMO yTBepxaeHus/
opobpeHus.

5.12. NHopmaums ob nccnegyembix NpoayKTax.

5.12.1. Mpu NnaHMpoBaHMN UCCNEOOBaHMIM CNOHCOP OOMKEH pacnonarate A0CTaTOYHbIM 0GbEeMOM NOMyYeHHbIX B
JAOKMUHUYECKUX W/MMK KMMHUYECKUX UCCMedoBaHUsaX AaHHbIX no 6e3onacHocTM U 3dEKTUBHOCTM, OrnpasOblBaloLLImMX
NPMMEHeHUe unccneayemMoro npogykia C MCMoSfib30BaHMEM COOTBETCTBYIOLWMX MNyTeidl BBeAEeHUs M [03 Npwu
COOTBETCTBYHOLLEN AIUTENBHOCTM U B COOTBETCTBYIOLLIEH MOMNYMALMMA.

5.12.2. CnoHcop pormkeH OGHOBNATbL Gpolwtopy uccnegoBaTensi MO Mepe MNONyvYeHUs HOBOW CyLLEeCTBEHHOM
nHdopmaumm (cMm. pasgen 7 HacTosLero ctaHgapTa).

5.13. Mpon3BoACTBO, yNakoBka, MapkMpOBKa W KOAMPOBaHME UCCIeQyeMbIX NMPOAYKTOB.

5.13.1. CnoHcop pgomkeH obecnevnTb, YTOObI MCcreqyeMble NPOAYKThI (BKIOYasi, B COOTBETCTBYHOLLMX Cry4asX,
aKTMBHble MnpenapaTbl CpaBHEHUS M Nnauebo) MMenn XxapaKTepUCTUKN, COOTBETCTBYIOLLNE CTaauM pa3paboTkn AaHHbIX
NPOAYKTOB, ObINN Npon3BeaeHbl B COOTBETCTBUM C NPUMEHUMbIMU TpeboBaHnsamMu GMP 1, B COOTBETCTBYOLLMUX Cry4vasix,
3aKOA4MPOBaHbl M MapKkMpoBaHbl TakMm obpasom, 4YToObl obecneunTb 3alMTy MackupoBku. Kpome Toro, mMapkmpoBka
OOJIMKHa COOTBEeTCTBOBATb HOPMAaTMBHbLIM Tpe6OBaHVIF|M.

5.13.2. CnoHcop JomKeH onpeaennuTb Ans uccrnegyemblX NPoayKTOB TeMNepaTypy XpaHeHus!, YCNoBUS XpaHeHns
(HanpvmMep, B 3allMLIEHHOM OT CBeTa MeCTe), CPOK XPaHeHWsl, pacTBOpUTENW W Mpouedypbl ANs pasBedeHus u
BOCCTaHOBMIEHUS, @ TaKke, €Cnn TakoBble MPedyCMOTPEeHbl, YCTPOMCTBA AN BBedeHUs npogykta. CnoHcop AOrmKeH
nHdopmupoBaTe 06 3TMX TpeboBaHMAX BCe BOBMEYEHHbIE CTOPOHbI (Hanpumep, MOHWTOPOB, MWccredoBaTenen,
NMPOBM30POB, NKL,, OTBETCTBEHHbIX 3a XpaHeHue).

5.13.3. I/Iccnep,yeMble NPOAYKTbl OOJTKHbI ObITb ynakoBaHbl Tak, 4yTOObI npenoTBpaTtnuTb UX 3arpA3HeHne wu
obecneunTb nx COXpPaHHOCTb (I'IpMFO,D,HOCTb) Nnpn TpaHCNOPTUPOBKE U XpaHEeHUN.

5.13.4. Ina uccnefoBaHW, B KOTOPbIX WCNOMNb3yeTcs CnenorW MeTod, cucTeMa KOAMPOBaHWUS Mccrnegyemoro
npogyKkTa OOSMKHA BKMtoYaTb B ce0S1 MexaHW3M, MO3BOMSIOLWMIA, B 3KCTPEHHBIX cry4asix, ObicTpo naeHTudmumposarb
NPOAYKT, HO, B TO >X€ BPEMS, HE A0MYyCKaLL M BO3MOXHOCTU HE3aMETHO PACKPbITh KOA.

5.13.5. Ecnn nekapctBeHHas hopma mnccnegyemMoro npogykra unm npenapara cpaBHEHUS Ha KIMHUYECKOM aTane
n3yyeHns Obina CyLIeCTBEHHO W3MEHEeHa, TO A0 MCMONb30BaHWS HOBOW JeKapCTBEHHOW (POpMbl B KIMHUYECKUX
nccnefoBaHUaX AOMKHbI ObITb MONyYeHbl pesynstaTthl N0ObIX AONONHUTENBHBIX UCCNEAOBaHWIN AaHHON NeKapCTBEHHOW
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CbOprI npoaykTa (Hanpmmep, cTabunbHOCTH, PacTBOPUMOCTHN, 6I/IO/J,OCTYI'IHOCTI/I), Heobxoanmble Ofsi OLEHKU TOro,
CMoCcobHbI 1M AaHHble N3MEHEHMS CyLLEeCTBEHHO MOBINATb Ha CbapMaKOKMHeTMLIeCKMVI FIpO(bVIJ'Ib npoaykKTa.

5.14. lNocTaBka nccnegyeMbix NpoayKTOB 1 Npasuria obpalleHns ¢ HAMMK.
5.14.1. CnoHcop oTBeYaeT 3a NOCTaBKy UccregoBaTento/opraHM3anmm nccneagyemMoro npoaykra.

5.14.2. CnoHcop He OOIMKeH NOCTaBnsATb MCCreQyeMbli MPOAYKT UccnegoBartento/opraHM3anmm 4o Tex nop, noka
He nomyyYuT BClO Tpebyemylo OokyMeHTauuio (Hanpumep, yTtBepxaeHnue/ogodpenHne ICO/HOK u ynonHOMOYEHHbIX
OpraHos).

5.14.3. TucbMeHHble npoledypbl CMOHCOPa [AOSMKHbI BKMYaTb B ce0S MHCTpYKUMM Ans uccrnepoBatens/
opraHusaumMm Mo npaBunaM XpaHeHus uccriedyeMoro npoaykta W o0palleHMss C HUM, a Takke Mo BedeHUto
COOTBETCTBYIOLEN AoKyMeHTauun. Mpoueaypbl AOMKHbI ONUcbiBaTb Ge3onacHoe MonyyeHWe MccrieqyemMoro npoaykra,
obpalleHne C HUM, ero xpaHeHue W Bbloady, M3bATME HEWUCMOMNb30BAHHOMO WCCREAyeMoro npoaykra y cyGbekToB M
BO3BpaT €ro CHoHCOopy (NMMBO MHOe pacnopsKeHUEe HEeUCnonb3oBaHHLIM MPOAYKTOM, €Cnv 3TO CaHKLUMOHUPOBaHO
CTMOHCOPOM U COOTBETCTBYET HOPMAaTUBHBIM TpeGoBaHUsIM).

5.14.4. CnoHcop AOMKEH:
a) obecneynTb CBOEBPEMEHHYIO NOCTABKY UCCNeayeMbiX NPOAYKTOB UCCrenoBaTensm;

0©) OOKyMeHTMpOBaTb MOCTaBKW, MOMy4YeHwWe, Bbldadvy, BO3BPAT U YHUYTOXEHMe (NMMBOo MHOEe pacrnopsKeHue)
ncecneayemblx NpoayKToB (CM. pasden 8 HacToswero ctaHgapTa);

B) UMETb CUCTEMY BO3BpaTa WUccreayemoro npoaykta M AOKYMEHTMPOBaHWS NOAOOHOro U3bATUS (Hanpumep,
OT3blBa OpakoBaHHOINO NPOAyKTa, BO3BpaTa MNpoAyKTa MOCNe OKOHYaHWS WUCCNedoBaHWUst MMM MO WUCTEYEeHWUM Cpoka
rogHocTwn);

r) UMETb CUCTEMY YHUYTOXEHUSA (MO0 MHOTO PaCMOPSPKEHWUST) HEWUCMONb30BaHHbLIX MCCIieQyeMbIX MPOAYKTOB U
[OKYMEHTUPOBaHNSA NOAOBHOMO YHUUTOXEHMS (MO0 MHOMO pacnopsiKeHUs).

5.14.5. CnoHcop AOMmKeH:

a) MpuHATL Mepbl Mo obecrneyeHnto cTabubHOCTM UCCReQyeMbIX MPOAYKTOB Ha MPOTSHKEHUM BCEro nepuoga
UCMONb30BaHusl.

6) VmeTb QocTaToyHOE KONMMYEeCTBO WCMONb3yeMOro B WCCIIeQoBaHMSAX WCCRedyeMoro npogykta, 4Tobbl
noaTBepauTb, B Cryyae HeobXoAMMOCTW, €ero COOTBETCTBME creuudukaumsM, a Takke BECTUM Y4YeT aHanusoB U
XapaKTepucTuK obpasuoB npoaykTa U3 napTuu. B 3aBMCUMOCTM OT CcTaBGUNbHOCTM 06pasLbl OOMKHbI GbiTb COXpaHeHbI
nnMbBo 00 OKOHYaHWUA aHanu3a OaHHbIX Mo UCCreaoBaHuilo, NGO B TeYeHne CpoKka, OnpeaeneHHOro CoOOTBETCTBYOLLIMMU
HOPMaTMBHbIMU TpeboBaHMSAMU, UCXOASA M3 TOTO, KakoW nepunog ABnaeTcsa Gonee AnNUTENbHbLIM.

5.15. JJocTyn k 3anucam.

5.15.1. CnoHcop [OSMKEH MpedycMOTPeTb B MPOTOKOME WM MHOM MUCbMEHHOM COrNalleHnM 00S3aHHOCTb
nuccnegosatens/opraHnsaumm obecneuyntb NPAMOM [OCTYN K MNEPBUYHbIM OaHHbIM/OOKYMEHTaumMm pnsa uenemn
MOHUTOpPWHra, ayauTta, akcneptuabl SCO/H3K, a Takke MHCMEKLUN CO CTOPOHBI YNOSTHOMOYEHHbLIX OPraHoB.

5.15.2. CnoHcop JomkeH yoeanTbcst B TOM, YTO Kaxabl CyObEKT Aan NMCbMEHHOE corfacue Ha nNpsiMon JOCTyn K
€ro OpurMHanbHbiM MEeOMLMHCKUM 3anucsaMm Ana uenen MOHUTOPWHra, ayauta, akcrneptmsbl ACO/HIK, a Takke
WHCMEKLMM CO CTOPOHbI YNONTHOMOYEHHbIX OPraHoB.

5.16. Hdopmaums, oTHocswascs kK 6e3onacHoCTu.
5.16.1. CnoHcop oTBeYaEeT 3a MOCTOSAHHYIO OLEeHKY 6e30nacHOCTU Uccneayemblx NPOAYKTOB.

5.16.2. CnoHcop [OOMKEeH He3amMeanuTenbHO YBEOOMUTb BCEX 3aHATbIX B WUCCredoBaHWWM uccnegosaTenen/
opraHmsaumm, a Takke ynofIHOMOYEHHbIE OpraHbl O MOJSTyYeHHbIX AaHHbIX, KOTOpPble MOryT HEGNaronpusTHO OTPa3NTLCS
Ha 6e3onacHoCT cyOBbEKTOB, MOBMUATL HA NPOBEAEHNE UCCEe0BaHNS MO0 U3MeHNUTb yTBepxaeHne/onobpeHne 3CO/
HOK Ha npogorkeHne nccnenoBaHus.

5.17. CoobueHns o HexxenaTternbHbIX peakuusix.

5.17.1. CnoHcop [OmKeH B BO3MOXHO Gonee KOPOTKMI CPOK coobLiaTb BCEM Y4YacTBYHOLIMM B MUCCregoBaHWM
uccrnegosatenam/opraHmsaumam, ICO/HIK, roe ato Tpebyercsi, a Takke YMNOMHOMOYEHHbIM opraHam 0060 Bcex
HexenaTenbHbIX peakuusiX, KOTopble 0QHOBPEMEHHO SABIISIOTCS CEPbE3HLIMU N HENPEeABUOEHHLIMU.

5.17.2. Takue aKCrnpecc-OoT4ETbl OOMKHbI COOTBETCTBOBAaTb HOPMaTMBHLIM TpeboBaHusM u pykosogcTtey ICH
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"OueHKa gaHHbIX MO KITMHUYeCKoM 6e30nacHoCTH:; TEPMUHOITIOIMA N CtTaHg4apTbl SKCI'IpeCC-OT‘-IeTHOCTVI".

5.17.3. CnoHcop OOMmKeH npeacTaBnsiTb Ha PacCMOTPEHWE YMOSTHOMOYEHHLIM OpraHaM BCE HOBble [aHHble U
nepuoanyeckme ot4eTbl No 6e30MacHOCTU UCCNeQyeEMOro NPoAyKTa B COOTBETCTBUM C HOPMATUBHbLIMU TpeboBaHUAMM.

5.18. MOHUTOPWHT.

5.18.1. Uenb

LleJ'IbIO MOHUTOPUHIa UccnenoBaHnAa ABNAETCA NpoBepKa Toro, 4YTo:

a) MNMpaea n Gnaronony4ve cyGbEKTOB 3aLUULLEHbI.

0) MNpeacraBneHHble faHHbIE SIBMASIOTCS TOYHBIMM, NOMHBIMY W NMOATBEPXKOAIOTCA NEPBUYHON OOKYMEHTALUMEN.

B) iccneposaHne NpoBoaANTCHA B COOTBETCTBUM C YTBEPXKAEHHOW TekyLlen Bepcuen npotokona/nonpasok, GCP u
HOpMaTMBHbLIMK TpeboBaHMSAMN.

5.18.2. Bblbop MOHUTOPOB U NX KBanUdUkaLms
a) MoHuTOpbI LOSMKHBI HA3HAYaTbLCSA CMOHCOPOM.

6) MOHVITOpr OOJDKHbl MMEeTb COOTBETCTBYHLLUYH MOAroTOBKY, a TakKXKe obnapatb Hay4YHbIMU W/unum KNUHNYECKMMUN
3HaHUSAAMKU, HeobxoaMMbiMK Ans npoeegeHna Hagnexawero MOHUTOPUHIa uccriegoBaHUA. KBaﬂI/l(*)I/IKaLI,I/Iﬂ MOHUTOPOB
DoImKHa bbITb noareepXXaeHa AOKYMEHTallbHO.

B) MoOHUTOpPbI [OMXHbI AeTanbHO 3HaTb uccnedyeMble MPOAYKTbl, NMPOTOKOM, MUCbMEHHY opMy
NHOPMMPOBAHHOTO COrnacust 1 Bce Apyrue npegocraensemMble cybbektaMm nucbMeHHble matepuansl, COl cnoHcopa,
GCP 1 HopmaTuBHble TpeboBaHMS.

5.18.3. O6bem u cogepxaHne MOHUTOPUHTa

CnoHcop ponxeH obecneunTb Haanexawum MOHUTOPUHI uccnegoBaHun. CrOHCOpP AOMXeH onpeaenvTb
HeobxoanMble 0ObEM U copep)KaHue MOHMTOPUHIa UCXoAs U3 uenen, 3agady, METOAONOMMN, CIIOXHOCTU, MaCKMPOBKMU,
o6bema 1 oueHMBaeMbIX NapameTpoB uccrnefoBaHus. Mo obliemMy npaswny, € Lenbio MOHUTOPUHIa TpebyeTcs noceluaTb
nccnegoBaTtenbCckMe LEHTPbl 40, BO BpeMs U Nocfie OKOHYaHus uccnegoBaHus. OgHako B UCKMOYUTENbHBIX Cy4vasx
CMOHCOP MOXET peLnTb, YTO MOHUTOPUHr ©e3 BU3UTOB B UCCNedoBaTeNlbCKMe LEHTPbl B COYETaHWM C Takumu
npouegypamMu, Kak TPEHUHT 1 NpoBedeHne COBELLaHMI nccregosatenem, npegocTasneHne MM nogpobHOro NMCbMEHHOTo
PYKOBOACTBa MOXET rapaHTMpOBaHHO obecneunTb Hagnexallee npoBegeHue uccnegoBaHus B cooteeTcTBum ¢ GCP.
CraTuctnyeckn onpegensieMble KOHTPOfbHbIE BbIGOPKM MOFYT CAYXWTb NpUeMnembiM MeToAoM Ans oTtbopa
npoBepsieMbIX AaHHbIX.

5.18.4. O6A3aHHOCTM MOHUTOpPA

MoHuUTOp, B coOTBETCTBUM C TpeGoBaHMSMM CMoOHcopa, AoMkeH oGecneunTb Haanexailee npoBeaeHvue w
[OKYMeHTanbHoe odopmiieHune uccriegoBaHusi. C aToi Lenbio MOHMTOP, KOFda YMeCTHO M HeobXOoAuMO C y4eToM
KOHKPETHOro 1ccriefjoBaHNs U UCCReaoBaTenbCKOro LEHTPa, BbINOMHAET HUXKeNnepeuncrneHHble AeincTBus:

a) BbicTynaeT B kauecTBe OCHOBHOIO CBSA3YHOLLErO 3BEHA MEXAY CMOHCOPOM M UccnegoBaTenem.

©) lNpoBepsieT B Hayane U Ha NPOTSHKEHMM BCEro UCCNedoBaHUs afekBaTHOCTb KBanudukaumm n pecypcoB
uccrniegoeatensa (cm. 4.1, 4.2, 56.), a Takke [OCTAaTOMHOCTb AN ©e3onacHOro M Hagnexallero npoBedeHus
nccrneoBaHNs UMELLMXCS NIOACKMX U MaTepuarnbHbIX pecypcoB, BKtoyasi nabopaTtopum, obopygoBaHue 1 nepcoHann.

B) B oTHOLWweHWM nccnegyembix NpogyKTOB MOHMTOP NPOBEPSIET CreayoLlee:

1) CPOKU N yCnoBUA XpaHeHna npuemiemMsl 1 Konn4ecTBo AOCTATOYMHO A0 KOHLUa nccrieaoBaHus,

2) vccnepyemMble NPOAYKTbl MOSy4YaloT TONMbKO Te CyObeKTbl, KOTOPbIM OH HasHayeH, U B J03aX, YCTaHOBIEHHbIX
MPOTOKOIOM;

3) cybbekTam npegocTaBrieHbl HEOOXOAUMbIE WHCTPYKLUMM MO MPaBUSIbHOMY TMPUMEHEHUI0 WCCredyeMbIX
MPOAYKTOB, 06paLLEHUNIO C HUMU, UX XPAaHEHUIO 1 BO3BpPaTY;

4) nonyyeHue, NpYMeHeHVWEe W BO3BpaT WCCHEAyeMbIX MPOAYKTOB B WCCIEAOBaTeSIbCKOM LIEHTPE [OOIMKHbIM
06pa3oM KOHTPONMPYHOT 1 0DOPMISIIOT AOKYMEHTArbHO;

5) YHUYTOXEHNE (J'II/I60 MHoe pacnopﬂx(eHVle) HEeWNCINOoJ1Ib30BaHHbLIX UCClieayeMblX NPOAYKTOB B UCCIeA0BaTESIbCKOM
LeHTpe OCYyLeCTBNAKT B COOTBETCTBUN C HOPMATUBHbLIMU TpeGOBaHI/IFlMM M No corfnacoBaHMo CO CMOHCOPOM.
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F) ﬂpOBepﬂeT cobnogeHne nccregoBaTtenem YTBEPXOEHHOIo NPOTOKOa N BCEX YTBEPKAOEHHbIX NOMpPaBOK K HEMY,
€CI TaKkoBble MMEIOTCA.

/J,) I'IpOBepﬂeT, 4YTOObI MMCbMEHHOE VIH(bOpMI/IpOBaHHOG cornacune Kaxpanoro cy6be|<Ta ObIno nony4eHo 00 Ha4dana
y4vyactua B uccriegosaHun.

e) ObecneunBaeT Hanuive Yy wuccnenosarens TeKyLLI,eI?I penakunmn 6pOLIJPOpr nccrnegoearend, BCeX AOpyrux
OOKYMEHTOB N MaTtepunanos, HeobxoanMblx Ans npoBegeHna nccrnegoBaHnAa Hagnexawwmm o6pa30M 1N B COOTBETCTBUUN C
HOPMAaTUBHbIMU Tpe6OBaHVIF|MI/I.

x) ObecneumBaeT TO, 4YTOObLI MccrnenoBaTenb M €ro COTPYAHUKM, 3aHATble B MCCreaoBaHuu, Obinvm OOCTAaTOYHO
NHOPMUPOBaHLI 06 ccnegoBaHU.

3) lMpoBepsieT, YTO uccregoBaTenb U €ro COTPYOHMKM, 3aHATble B UCCNenoBaHWM, BbINOMHSAT CBA3aHHbIE C
nccnenosaHmeM 0643aHHOCTU B COOTBETCTBMM C MPOTOKONOM M BCEMU APYrMMU MUCBMEHHbBIMWU COrMaLLEHUaMN Mexay
CTIOHCOPOM U uccriefoBaTerniem/opraHm3aumein U He nepeaaroT BbINOMHEHWE CBOUX (OYHKUMIA HEYNOMHOMOYEHHbLIM
nvuam.

n) MNpoBepsieT cobnogeHne nccnegoBaTenem KpUTepmneB oTbopa Npu BKIIOYEHUN CyOHLEKTOB UCCIEA0BAHNS.
K) CoobLuaeT o ckopocTn Habopa cyObeKkTOB B UCCIEAOBaAHME.

n) lMpoBepsieT NpaBWIbHOCTb, MOMHOTY WM CBOEBPEMEHHOCTb PErucTpaummM OaHHbIX B MNEPBUYHBLIX W OPYrvX
OTHOCALLMXCA K UCCMEeAoBaHMI0 AOKYMEHTaX, a Takke NopsiAoK UX BeAeHWsI.

M) MpoBepsieT, YTo nccrneaoBaTenb NpenocTaBnaeT Bce TpebyeMble OTUeThl, yBeAOMIeHUs, 3anpockl U NoaobHble
JOKYMEHTbl M YTO OHU SBMSIOTCA MPaBWUMbHBIMKU, MOSHLIMU, CBOEBPEMEHHbIMM, pPas3bopyYMBLIMK, OATUPOBaHbl U
NAEHTUDULMPYIOT UCCrefoBaHMe.

H) MNpoBepsieT MpPaBUIbHOCTb M MOMHOTY AaHHbiX B MPK, nepBUYHbIX OOKYMEHTax W APYrMX OTHOCSLUMXCH K
1ccrnefoBaHUI0 3amnucsX MNMyTeM COMOCTaBMEHUs WX Mexay coboil. B 0coBeHHOCTW, MOHWUTOP [OSKEeH MpPOoBEpPUTb
cnepyoLlee:

1) NpaBUNbHOCTb BHeceHUs1 TpeGyeMblX MPOToKonoM AaHHbiXx B MPK 1 ux cooTBeTcTBME AaHHLIM B MEPBUYHON
JOKYMeHTaLuu;

2) nobble N3MeHeHMst O03bl U/unu Tepanun 4YeTKo AOOKyMeHTallbHO Od’)OpMﬂﬂ}OTCH anda Kaxpgoro Cy6'beKTa
ncecneanoBaHuA,

3) HexxenaTernbHble SABMNEeHUs, CONYTCTBYIOLLEE fleYeHne U MHTEPKYPPEHTHble 3aboneBaHus pernctpupytotea B MPK
B COOTBETCTBMU C NMPOTOKOMNOM;

4) nponylieHHble CyObEKTOM BM3UTLI, HEMPOBEAEHHble aHanuabl W HEBLINOMHEHHbIE 0bOcnenoBaHUs SICHO
oTpaxeHbl B IPK kak TakoBbl€e;

5) Bce cnyyam NcknioveHus n BbibbiBaHUSA CyOBLEKTOB 13 UCCReN0BaHWs 3aperncTpmpoBaHbl U 06bsicHeHbl B PK.

0) CoobwaeT nccnegoBatento o nobbix gonyuweHHbIx B UPK ownbkax, nponyckax n Hepa3bopumBbIX 3anmcsx.
MoHuTOop JomKkeH npocneauTb 3a TeM, YTOObl COOTBETCTBYHOLLME UCNPaBeHUs, Aob6aBneHnsa nnm BbluepknBaHus Gbinm
cAenaHbl, 4aTUpoBaHbl, 06bACHEHbI (ECNK HEOBX0AMMO) 1 NoANMcaHbl cCamMuUM Uccregosartenem nméo ynorHOMOYEHHbBIM
Ha nognucaHwe 3a Hero nsmeHeHun B VIPK uneHom uccnepoBaTternbckoro Konnektusa. [aHHble MONHOMOYUS OOMKHbI
ObITb 3aKpenseHbl JOKYMEHTANBHO.

n) MpoBepsieT cobntogeHne CPoKOB COOBLLEHUS O HEXeNaTENbHbIX ABNEHUsIX, onpeaeneHHblx GCP, npoTokonom,
OCO/H3K, cnoHcopomM 1 HoOpMaTUBHbLIMU TPebOBaHUAMMN.

p) ﬂpOBepﬂeT BeaeHne nccriegosarernieM OCHOBHbIX JOKYMEHTOB (CM. pasgen 8 HacToduero CTaH,Cl,apTa).

c) CoobuyaeT nccnegorarento 06 oTknoHeHusx ot npotokona, COlN, GCP n HopmaTuBHbIX TpeboBaHWIA, a Takke
npeanpvHUMaeT HeoBXoauMble AENCTBUS C LiENbo NpeaoTBPaTUTbL NOBTOPEHUE NOAOOHBLIX OTKIOHEHWIA.

5.18.5. lNMpoueaypbl MOHUTOPUHIa

MoHuTop gormkeH cobniogate nucbMeHHble COI crnioHcopa, a Takke npoueaypbl, cneuvansHO onpeaerneHHble
CMOHCOPOM AN MOHUTOPUHIa KOHKPETHOTO UCCIeaoBaHus.

5.18.6. OT4eT MOHUTOpPA

a) MNocne kaxagoro BM3WTa B WCCMEAOBATENbCKAN LEHTP UMW CBA3AHHOMO C UCCMedoBaHWEM KOHTaKTa MOHWTOP
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AOOJDKEeH npeacrtaBuTb CNOHCOPY NMUCbMEHHbIN OTYET.

6) OT4YeTbl JOMKHbI BKIOYaTh B cebs narty, HaumMeHoBaHue LeHTpa, UMA MOHUTOpa, UMA uccriegoesartenda unu
MHOrIo numua, C KOTOpPpbIM COCTOAJICA KOHTAKT.

B) OTyeTbl JOMKHbI codepkaTb KpaTkoe onucaHue OOBHEeKTOB MPOBEpPKU, COOOLLEHNE MOHMTOPA O CYLLECTBEHHbIX
[AaHHbIx/cbakTax, OTKIIOHEHUAX U HedoCTaTKax, BblBOAbI, ONUcaHWe OeNUCTBUN, NPEANPUHATBLIX NGO NNaHUpyeMblX U/nnu
pekomMeHayeMbIx Ans obecrnedyeHns cobnoaeHus TpebosaHmii npotokona, GCP 1 ynonHOMOYeHHbIX OpraHoB.

F) I'IpOBepKa CMOHCOpPOM OT4eTa u nocrneaywwmne OencTBus no HEeMY OOJIKHbI ObITb OOKYMeHTallbHO O(bOpMﬂeHbI
YNOJTHOMOYEHHbIM NnpeacTtaBuTenemM cnoHcopa.

5.19. AyguT.

I'IpM nposegeHnn ayguta B npenenax mMep, HanpaeleHHbIX Ha obecrneveHne KadecTea, CMNOHCOPbI AOJTXHblI
y4nUTbiBaTh:

5.19.1. Uenb

Llenblo cnoHcopckoro ayauTta, NPOBOAMMOIO OTAENbHO M HE3ABUCUMO OT PYTMHHBIX (DYHKUMIA MO MOHUTOPUHIY Y
KOHTPOMI0 KadecTBa, SABMNSETCHA OLEHKa COOTBETCTBUSA MpPOBOAMMOro wuccnegosaHusa npotokony, COl, GCP wun
HOpMaTMBHbLIM TpeboBaHUSAM.

5.19.2. Bblbop 1 kBanudpukaumsa ayguTopos
a) [inst npoBeAeHUs ayauta CNoHCOop AOJMKEH HA3HAYMTb ML, HE3aBMCUMMbIX OT KITMHUYECKMX UCCIENOBaHUN.

6) CnoHcop o6si3aH yOOCTOBEepUTbCS B TOM, YTO ayauTopbl obnadatoT OOCTaTOYHOM KBanvdukauuen, T.e.
NOAroTOBKOW W OMbITOM, AN NpOBedeHVs ayauTa Haanexawwym o6pasom. Keanudpukauua ayoutopa AofkHa ObiTb
noaTeepXxaeHa AOoKYMeHTarbHO.

5.19.3. MNMpouenypbl ayauta

a) CnoHcop aomkeH ybeauTbesl, YTO ayauT KMUHUYECKUX UCCNELoBaHM/MporpamMm NpoBOAUTCS B COOTBETCTBUN C
NMUCbMEHHLIMU MpoLUedypaMu CMNOHcopa, OonpedensiowmMMM oObekT ayauta, MeTodbl NMPOBEAEHUS ayauTa, 4acToTy
ayaouToB, a Takke hopMy u cogepxkaHue otyeToB 06 ayauTe.

6) PaspaboTtaHHbIii CNOHCOPOM NMaH ayauTa W npouenypbl ayauta UCCRedoBaHUs OOMKHbI GbiTb onpeaeneHsb
3HAYMMOCTbIO [AaHHOMO WCCMedoBaHUs AN Mofayu 3asBOK B YMNOMHOMOYEHHblE OpraHbl, KOMUYECTBOM CyObLEKTOB,
yYacTBYIOLLMX B MCCIEAOBAHUM, TUMOM U CITOXXHOCTBIO UCCe0oBaHuWsl, CTEMNEHbIO pUcka Ans CyObekToB UCCreqoBaHUs,
a TakkKe OOMKHbI ObiTb MPUHSATHI BO BHUMaHWe tobble BbisIBIIEHHbIE NMPOBNeMb.

B) 3ameyaHusi 1 BbIBOAbI ayauTa AOSHKHbI ObiTb 0POPMIEHBI OKYMEHTASBHO.

r) Ona coxpaHeHus He3aBMCMMOCTU M LIEHHOCTM (DYHKUMM ayauTa YNOMHOMOYEHHblE OpraHbl He AOMKHbl B
PYTUHHOM TopsiaKke 3anpalwvBaTtb OT4eTbl 06 ayauTe. YMONHOMOYEHHblE OpraHbl MOTyT oOpallaTbCs 3a AOMYCKOM K
otyeTam 06 ayauTe, ecnv MMeKTCs CBUAETENbCTBA Cepbe3Horo HecooTBeTcTBUSA GCP, mnu B cnyyae cyneGHbIX
pa3bupaTenbCTB.

,El,) Ecnn ato Tpe6yeTcs:| COOTBETCTBYHOLWWMM MECTHbIM 3akOHOAATEeNIbCTBOM UM NOA3aKOHHbIMW aKTaMu, CNOHCOP
OOIXeH npeacrtaBUTb CBMAETENBLCTBO O NpoBeAEeHHOM ayanTe.

5.20. HecobntogeHne npuMeHUMbIX TpeboBaHUN.

5.20.1. HecobniwogeHne npotokona, COIll, GCP w/unn coOTBETCTBYIOLWNX HOPMAaTMBHbIX TpeboBaHUM
nccnegoBartenem/opraHmsaument U COTPYAHUKOM CMOHCOPa AOMKHO BECTU K Be3oTnaratenbHbIM ENCTBUSIM CMIOHCOPA,
HanpaBneHHbIM Ha obecneveHne ux cobnogeHus.

5.20.2. MNpu obBHapyxeHUn B XoOe MOHWUTOPWHIa WNU ayauTa CepbesHbiX W/ MOBTOPSIIOLLMXCSA CnyvaeB
HecobnogeHns nNpyMeHMMbIX TpeboBaHMM CO CTOPOHbI MccregoBaTens/opraHn3aumMn CroHCOP OOMMKEH MpeKkpaTuTb
yyactme uccnegosartens/opraHusauum B muccnegosaHun. Ecnn yvactue wccneposaTens/opraHvsaumn npekpaiieHo B
pesynbrate Ccepbe3HbIX W/MNn MOBTOPSIOLWMXCA ClyvyaeB HecobniogeHns nNpuMeHUMbIX TpebGoBaHUIM, CMOHCOP AOIHKEH
GesoTnararernbHO yBeAOMUTb 06 3TOM YNOSTHOMOYEHHbIE OpraHbl.

5.21. locpoyHoe npekpaLleHne unm npuocTaHoBKa UccnegoBaHus.
Ecnn uccnepoBaHne [OCPOYHO MpEKPALLEHO WM MPUOCTAHOBMEHO, CMOHCOP [AOMKEH He3amMeanuteribHO

Ccoo0WMTb nccnegoBaTensiM/opraHn3aLmsam 1 ynosIHOMOYEHHBIM OpraHamM O MpeKpalleHMn UM NPUOoCTaHOBKE, a Takke
yKas3aTb MpU4YMHbI MpekpalwleHns munu npuoctaHoBkn. SCO/HIK Takke pgormkeH OblTb HemeaneHHo WHGOPMUPOBaH



CrNOHCOpPOM UIN VICCJ'IeﬂOBaTeJ'IeM/0pFaHVI3aU,I/Iel7I (B COOTBETCTBUMN C HOPMATUBHbIMU TpeGOBaHVIFIMVI), B TOM 4ucne n o
npn4nHax npekpawleHna Uinm npnocTtaHoBKM NccnegoBaHnA.

5.22. OTYET 0 KNNHNYECKOM MCCneaoBaHMU/UCNIbITAHUMN.

HesaBncumo ot Toro, 6bINO MM MCCrnedoBaHUe 3aBepLUeHO NO MPOTOKOMNY MNKU MpeKpalleHOo AOCPOYHO, CMOHCOP
JormkeH obecneunTb COCTaBneHue W MpeactaBneHne B YNOMHOMOYEHHble opraHbl (B COOTBETCTBMM C HOPMAaTMBHBIMM
TpeboBaHMAMN) OTHETOB O KIMHUYECKOM MccriegoBaHnu. CroHcop Takke JormkeH obecneyunTb COOTBETCTBME OTYETOB O
KNMHMYECKOM MCCNeqoBaHUW, BXOAALWMUX B COCTaB 3as8BKM Ha peructpaumio, ctaHgaptam pykosoactea ICH "CtpykTtypa u
coaepxaHne OTYETOB O KnMHuYeckoMm uccnegosaHuun” (Mpumedarnmne - Pykosogcteo ICH "CTpykTypa n copgepxaHue
OTYETOB O KIMHWYECKOM MCCreaoBaHnW" yKasblBaeT, YTO B OTAESNbHbIX Clyvasx MOryT ObiTb MpuemMnembl COKpalleHHble
OTYETHI).

5.23. MHOroueHTpOBbIE UCCMEAOBAHMS.
Mpn MHOrOLEHTPOBbLIX UCCINEAOBAHNAX CMIOHCOP OOIMKeH obecneuntb crneayoLlee:

5.23.1. Bce uccnepoBaTenu NpoBoAAT UCCneaoBaHUE B CTPOroM COOTBETCTBUM C MPOTOKOSIOM, COrNacoBaHHbIM CO
CMOHCOPOM U, ecnn TpebyeTcs, C YNOSTHOMOYEHHBIMU OpraHamMu 1 yTBepXaeHHbIM/ogoopeHHbiM QCO/HIK.

5.23.2. UPK paspabortaHbl Takum obpasoM, 4Tobbl cobpaTb Bce Tpebyemble [aHHble M3 BCEX LEHTPOB,
y4YacTBYHOLLMX B MHOTOLIEHTPOBOM McCcreaoBaHun. TeM nccnegoBaTensm, KoTopble COGMPatoT AOMNONMHUTENbHbIE AAHHbIE,
OOIMKHbI BbITb Takke NpegocTaBneHbl gononHuTensHole MPK, paspabotaHHble ans cbopa AONONHMTENBHbLIX AAHHbIX.

5.23.3. OGs13aHHOCTM MccnegoBaTenen-koopanHaTopoB M ApYrMx uccriegoBaTeniel JOKYMEHTamnbHO 3aKpenseHbl
[0 Hayana uccrefoBaHus.

5.23.4. Bcem uccnegoBatensMm npenocTaBneHbl MHCTPYKUMM MO COBMNoAeHUo MPOTOKoMa, eauHbIX CTaHdapToB
OLIEHKM KIMMHUYECKMX 1 NabopaTopHbIX AaHHbIX, a Takke no 3anonHeHuio NPK.

5.23.5. CBsA3b Mexay nccnegoBartensiMm He 3aTpygHeHa.

6. MPOTOKOJ KITIMHNYECKOIO NCCITIEOOBAHNA
M MOMNPABKW K MPOTOKOITY

Mo 06u.|,emy npasuny, cogepxxaHne npoTokoria nccnegoBaHnAa OOIMKHO MMETb YKa3aHHYH HMXEe CTPYKTYpPY. OpgHako
I/IH(*)OpMaLI,I/IFl, mMeruiaa OoTHOWEeHUe TONMbKO K OAHOMY uUccrnenoBaTeribCKOMY LEHTPY, MOXeT ObITb npencraeneHa Ha
OoTAenbHbIX CTpaHUUAX MpOoTOKOMa WM coaepXatbCA B OTAEeSIbHOM cornaweHun, a 4acTb I'IpVIBeﬂ,eHHOVI HUXe
I/IH(*)OpMaLI,VII/I MOXET TakKXKe coaepKaTtbCA B APYrnX AOKYMEeHTaXx, CCblIJTIKM Ha KOTOpPble MMEKTCA B NMPOTOKOE, Hanpumep B
6pomrope ncenenosarena.

6.1. Obwasn nHdopmaums.

6.1.1. HasBaHue npoTtokona, naeHTUUKaALNOHHLI HOMEpP MpoTokona u gata. Jliobas nonpaBka Takke AOHKHA
UMETb HOMEpP MOoMNpaBKK U Aary.

6.1.2. HanmeHoBaHMe/MMs 1 agpec CroHcopa M MOHUTOpa (ECNU OHM pa3nMyaroTcsl).

6.1.3. AIMa n JOMKHOCTb NKU, YNOSTHOMOYEHHBLIX OT MMEHW CMOHCOopa MOAMUCbIBaTb MPOTOKON WM MOMpaBKM K
npoTOKOny.

6.1.4. Nma, [omKHOCTb, agpec M Homep TernedoHa Has3Ha4YeHHOro CMNOHCOPOM MeOMULMHCKOrO 3akcnepTta no
OaHHOMY MCCMeqoBaHUIo.

6.1.5. mMa 1 OomKHOCTb mMccnegoBaTenen, oTBevatolmnx 3a nposegeHne unccriegoBaHunAa, a TakXke agpeca U
HOMepa Teﬂe(bOHOB KIMNHNYECKNX LEHTPOB.

6.1.6. ImMsa, OOMKHOCTb, aapec U HoMep TenedoHa KBanguLMpOoBaHHOMO Bpaya, OTBEYaloLLEro 3a NpUHATUE BCEX
peLLeHnii MEAULIMHCKOIO XapaKTepa (ecnu AaHHoe NULO He SIBNAEeTCs nccrneaoBartenem).

6.1.7. HaumeHoBaHusa 1 agpeca KnvHUYeckux nabopaTopuin U Apyrux MeaVUMHCKUX U/UMN TEXHUYECKUX Cryx6 u/
UNn opraH13aLuii, BOBMEYEHHbIX B UCCMeaoBaHue.

6.2. ObocHoBaHWe NccrnenoBaHus.
6.2.1. HasaHue 1 onucaHune uccrnegyembix NpoOayKTOB.

6.2.2. CBogHOE WM3MNOXEHME MOTEHUMANbHO UMEHLLMNX KIMMHUYECKYI0 3Ha4YMMOCTb pe3yrbraTtoB AOKITMHUYECKUX
nccnefoBaHum, a Takke pe3ynbratoB KIMMHNYECKNX nccrnegoBaHuim, 3HaYUMbIX 4515 AaHHOMO uccrnenoBaHus.



6.2.3. KpaTKOG onncaHmne n3BecCTHbIX U noTeHuuMalribHbIX PUCKOB U MOJib3bl OA Cy6'beKTOB ncenenoBaHuaAa, ecnm
TaKoOBbl€ NMMEIOTCA.

6.2.4. OnucaHune n obocHoBaHWe cnocoba BBeAEHUS, 0031POBKU, peXnMa 003npoBaHNA U KypcCa Nne4vyeHus.

6.2.5. YkaszaHMe Ha TO, 4TO uccrnegoBaHue OydeT NpPoOBOAUTBCS B COOTBETCTBUMM C npoTokornom, GCP u
HOPMAaTUBHbIMWN TPeOOBaHNSMN.

6.2.6. OnucaHue nccrnegyemomn nonynsiumm.

6.2.7. CCbINKM Ha nuUTepaTypHble UCTOYHUKWM U [daHHbIe, CYLECTBEHHbIE s UCCNeAoBaHUs U npeacrasnsiolme
coboit obocHOBaHWE AaHHOTO UCCreqoBaHNS.

6.3. Llenn n 3agayn nccnegoBaHus.
[eTtanbHOe onucaHue uenen n 3agad nccrnegoBaHus.
6.4. [In3anH nccnegoBaHus.

HayyHas 060CHOBaHHOCTb MCCNeaoBaHUs M AOCTOBEPHOCTb MOSYyYEHHbIX B UCCNEAOBaHUN AaHHbIX CYLLECTBEHHO
3aBUCAT OT AM3anHa nccnepgosanus. OnucaHne ansanHa uccneagoBaHUs JOMKHO BKNOYaTh B cebs:

6.4.1. YkasaHMe OCHOBHbIX W [OMOMHUTENbHBLIX (NPW HanuM4uMM) uccnegyemblX NapameTpoB, KoTopble OyayT
OLEeHUBATLCS B XO4€e UCCreaoBaHus.

6.4.2. OnucaHuMe Tuna/gusaMHa nNpPOBOAMMOrO uccrnegoBaHusa (Hanpumep, LBOMHOe cnenoe, nnauyebo-
KOHTpOnMpyemoe, napannensHoe) u rpadnyeckyto cxemy ausaiiHa nccnenosaHus, Npoueayp M 3TanoB UCCreqoBaHus.

6.4.3. OnucaHve mep, HanpasneHHbIX Ha MUHUMW3ALMIO/UCKOYEHNE CyObeKTUBHOCTU, B TOM Y1CHE:
a) paHaoMmsaumu;

©) cnenoro meToga/MackupoBKU.

6.4.4. OnucaHve MCMNOMb3yeEMOro B WCCINEOOBaHWM NEYEHWs, OO3UPOBKM U CXEeMbl NMPUMEHEHUSI UCCREQyEeMbIX
npoaykToB. Takke BKkNoYaeT B cebA onucaHwe nekapcTBEHHOW (hOpMbl, YMakoBKM W MapKMpOBKM UcCnesyembix
NPOAaYKTOB.

6.4.5. Oxxmgaemasi NPOAOIMKNTENBHOCTb y4acTus CybbeKkToB B MCCNEeAOBaHUN, ONUcaHme nocrnenoBaTenbHOCTU U
NPOAOIMKUTENBHOCTM BCEX NEPUOOOB MCCNEeaoBaHMs, BKMYAsa nepuog nocrnegylwero HabniogeHus, ecnu TakoBOW

npeaycMOTPEH.

6.4.6. OnucaHue "npaBun OCTAHOBKU" WNKN "KPUTEPUEB WCKMOYEHUS" ONsi OTAENbHbIX CyObLEKTOB, 4acten
nccrnegoBaHns UM NCCNeaoBaHns B LEMOM.

6.4.7. MNMpouenyphbl y4eTa uccnegyembix NPOAYKTOB, BKAOYAd, MpU Hanu4mu, nnauebo n npenapartbl CPaBHEHNS.
6.4.8. XpaHeHne paHOOMU3aLMOHHBIX KOAOB ¥ Npoueaypbl X pacKpbITUS.

6.4.9. MNepedeHb BCex faHHbIX, pernctpupyemoix HenocpeacteeHHo B VIPK (T.e. 6e3 npeasaputenbHon 3anucu B
NMMCbMEHHOM WITN 3NEKTPOHHOM BUAE) U pacCMaTpuBaeMbIX B KAYECTBE MEPBUYHbLIX OAHHbIX.

6.5. OT60p M ncknoveHne cybLEKTOB.
6.5.1. Kputepun BknioveHns cybbLekToB.

6.5.2. Kputepun HeBkMoveHUs CyObEKTOB.

6.5.3. KpuTepumn 1cknoveHnss cybbekToB (T.e. OCHOBAHWUSI MpeKpalleHUss NpYMeHeHUs uccredyemMoro npoaykra/
nccneayemoro nedeHnst), a Takke npoueaypbl, onpeaensioLwime:

a) Korga 1 kak cyGbekToB MCknioyaTb U3 uccrneaoBaHus/neveHns ncenegyemblM npoayKTOM.
6) Kakune gaHHbIe 1 B Kakne CpoKu JOMKHbl ObiTb cOBpaHbl MO UCKIIOYEHHBIM NaLMeHTaM.
B) 3aMeHeHbl N 1 KakMuM 06pa3om BbIObIBLUME CYOBEKTHI.

r) lMocnepywowee HabnwogeHune 3a cybbekTamu, WCKITIOYEHHBIMU M3 JIeYeHUusi uccriegyembiM  npogykTom/
nccnegyembiM fedeHnem.



6.6. JleueHne cybbeKTOB.

6.6.1. OcylwecTBnsemoe neyeHne, BKNOYAs Ha3BaHUSA BCEX MPOAYKTOB, MX OO3MPOBKM, 4acToTy npuema, nytw/
cnocobbl BBeOEHUHA, a Takke MNPOAOIPKUTENBbHOCTb NeyYeHuns, BKYasd nepuofbl nocriegyrowero HabnwogeHus ans
Kaxkgow rpynnbl NevYeHns ncecrnegyembliMu NpoayKTamu.

6.6.2. JlekapcTBa/crnocobbl NieueHusi, NPUMEHEHNE KOTOPbIX pa3peLleHo (BKoYas HEOTIIOXKHYIO Tepanuio) Unu He
paspeLleHo Ao U/Mnn Bo BpeEMS UCCIeaoBaHus.

6.6.3. MeToabl KOHTpONs 3a cobnogeHneM npouenyp cyobekTamu.

6.7. OueHka 3 EKTUBHOCTH.

6.7.1. NepeyeHb napameTpoB aHEKTUBHOCTH.

6.7.2. MeTogpbl 1 CPOKM OLIEHKN, PErMcTpaLmMm n aHanusa napaMmeTpoB 3¢pEeKTUBHOCTM.
6.8. OueHka 6e3onacHocTw.

6.8.1. lNMepeyeHb NapameTpoB 6e30nacHOCTH.

6.8.2. MeToabl 1 CPOKM OLIEHKN, PErMcTpaLmm 1 aHanusa napaMeTpoB 6e30nacHoOCTH.

6.8.3. Tpe6OBaHI/I‘i| K OT4yeTam, npouenypbl no perncrpauun um CoOOLLEHNAM O HexenaTerbHbIX SBMNEHUSIX U
MHTEPKYPPEHTHbIX 3aboneBaHnaX.

6.8.4. MeTog W nNPOAOIKMTENBHOCTL HabnogeHMs 3a cyObekTaMu Nocre BO3HWKHOBEHUS HeXenaTerbHbIX
ABNEHUN.

6.9. Ctatuctumka.

6.9.1. OnncaHne CTaTUCTMYECKUX METOLOB, KOTOpble npepnonaraetcAa WUCMNoJsib30BaTb, BKIKOYaA CPOKU KaXaoro
nrnaHnpyemoro npomMeXxXyToq4Horo aHanmsa.

6.9.2. TMnaHnpyemoe KomuMyecTBO CyObekToB. B crnyvyae MHOrMoOUEHTPOBLIX WCCNEAOBAHUN [OIMKHO ObIThb
onpegeneHo nnaHMpyemoe KOonmnyecTBo CyObekToB B kaxaom ueHTpe. O6ocHoBaHue pasmepa BblOOpKM, BKIHOYas
pacCcyXaeHns wnu BbluMCNEHUS AONA O0OOCHOBaHUSA CTATUCTUYECKOM MOLLHOCTM MWCCRNEeAOBaHUS M KIMHUYECKOW
NPaBOMEPHOCTW UCCIEefOBaHUS.

6.9.3. lNprmMeHsieMbIn ypoBEHb 3HA4YMMOCTH.

6.9.4. KpuTepun npekpalleHusa nccnegoBaHus.

6.9.5. Mpouenypbl yyeTa OTCYTCTBYIOLLMX, HE NOANEXALUNX aHANU3Y U COMHUTENbHbLIX AaHHbIX.

6.9.6. lMpouenypbl COOOLWEHUA O MOObLIX OTKIMOHEHMAX OT MNEepPBOHAYarbHOMO CTaTUCTUYECKOro MraHa (Bce
OTKINOHEHUs1 OT MepBOHAYanbHOro CTaTUCTMYECKOro MraHa AOMKHblI ObITb OnucaHbl U1 06OCHOBaHbI B NPOTOKONE u/unm
durHanbLHOM oT4yeTe 06 uccneaoBaHun).

6.9.7. Otbop cybbekToB And aHanusa (Hanpumep, BCe paHAOMU3NPOBAHHblE CYObLEKTbl, BCe CYOBLEKTHI,
nonyymBLiMe xoTs Obl OOQHY O03y Mccregyemoro npenaparta, Bce CyObekTbl, COOTBETCTBYHOLUME Kputepusam otbopa,
CcybbeKTbI, AaHHbIE KOTOPbIX NMPUIOAHbI AMA OLEHKN).

6.10. MNMpsimoi 4OCTYN K NEPBUYHBbIM JAHHBIM/OOKYMEHTaLNN.

CnoHcop [ponxeH NpeaycMoTpeTb B MNPOTOKOME WMAWM WMHOM MUCbMEHHOM cornaweHnn o0683aHHOCTb
uccriegoBartenen/opraHu3aumMin He MNpenaTCTBOBaTb MPSAMOMY [AOCTYNy K MEPBMYHbIM OaHHbIM/OOKYMeHTaumu Ons
NPOBEAEHNsT CBSA3aHHbBIX C WUCCNedoBaHWEM MOHUTOPWHra, ayauTta, 3TUYECKOW SKCMEepTM3bl, a Takke WHCMNEeKUMM Co
CTOPOHbI YNOMHOMOYEHHbIX OpraHoB.

6.11. KoHTponb kayecTBa u obecneyeHne kadecTBa.

6.12. OTuka.

OnucaHne aTu4ecknx acnekToB NccrnegoBaHus.

6.13. PaboTta c gaHHbIMK 1 BejeHne 3anucen.

6.14. dMHaHCUpPOBaHUE 1 CTpaxoBaHue.



durHaHCMpoBaHME 1 CTpaxoBaHMe, ECNIN OHU HE OMUCaHbl B OTAENbHOM OOroBope.
6.15. MNMy6nukauun.

MonuTuka B OTHOLIEHUU NyGNUKaLui, eCnin OHa He ONucaHa B OTAENbHOM AOroBOpe.
6.16. MNpunoxeHuns.

(MpvmedaHune - ockonbKy NPOTOKON MCCNEeQOBaHUSA M OTYET O KINMHWMYECKOM MCCNeqoBaHUU/MCMbITAHUN TECHO
CBsi3aHbl, OS5 OONOMHUTENBHOM MHAopMauun cMm. pykoBoacTo ICH "CTpykTypa u cogepxaHne otvyeTa O KITMHUYECKOM
nccrnegoBaHnm'.)

7. BPOLWUKOPA NCCIEOQOBATEIA
7.1. BBegeHue.

Bpowtopa uccneposatensa (BW) npeacrtaBnsieT coboM CBOOAHOE W3NOXEHWE KIMMHUYECKMX WU OOKITMHUYECKMX
OaHHbIX MO UccneayemMomy NpPOAyKTY, KOTOPbIE MMEKT 3HAYEeHWe ANs ero u3y4yeHusi C y4acTMeMm 4YerioBeka B KayecTBe
cybbekTa uccrnepgoBaHus. HasHaudeHnem BW sABnsieTca npegocTaBneHue wuccnegoBatenam v Apyrum  nuuam,
BOBMIEYEHHbIM B NpPOBEAEHME WCCReLoBaHuUA, WHopMauun, nomorarwLliend MOHUMaHUK U COBMIOEHUID MHOIMX
CYLLIECTBEHHbIX MOJIOXKEHUA MPOTOKONA, TakKMX Kak [o03a, YacTtoTa/MepuopuMyHOCTb 003, Cnocobbl BBEOEHUA, a Takke
npoueaypbl MOHUTOpWHra 6e3onacHocTn. BU Takke obecneunBaer NOHUMaHME, CMOCOBGCTBYOLLEE KIMHUYECKOMY
BeOEeHW0 CyOBbekTOB UCCrefoBaHWst B TeYEHME Kypca KIMMHMYECKOro uccnegoBaHus. MHdopmaums pgormkHa ObiTb
npeacrtaBreHa B KpaTKOW, MNPOCTOM, OOBLEKTUBHOWM, B3BELUEHHOW W IMLEHHOW peknamMHOro oTTeHka dopme,
NO3BONAOLEN KIMHULMCTY UMW NOTEHLMAaNbHOMY WCCNEeaoBaTento MOHATbL ee U chopMMpoBaTb CBOK COBCTBEHHYIO
OOBEKTMBHYHO OLIEHKY LienecoobpasHOCTM npeanaraeMoro UccrnefoBaHnst UCXoas U3 COOTHOLLEHUSA pucka u nonb3asbl. o
3TON NpUYMHE B peaakTnpoBaHum B oObIMHO JOMKEH NMPUMHMMATL yYacTMe MeOMLMHCKUIA 3KCNepT, HO cogepxaHne B
OOIMKHO ObITb 000bpeHO cneumanucTamm Tex obracTen, rae Obinn Nony4YeHbl ONUCLIBAEMbIE AaHHbIE.

HacTtosawwun ctaHgapTt onpegenseT MUHUManbHbI 06bemM MHpopMauun, koTopasa AomkHa ObiTb BktoueHa B bW, n
OaeT pekomeHZauuMnm Mo CTPYKTYpe W3MOXeHus OaHHOW uHdopmaumu. [NpegnonaraeTcsd, 4TO xapaktep M 0Obem
OOCTYMHOM MHcpopMauum ByayT U3MEHATLCS B 3aBUCMMOCTM OT CTagum paspaboTku mccrnegyemoro npogykta. Ecnu
uccnegyembli NPOAYKT HAXogMTCs Ha pbiHKe M OOMNbLUMHCTBY MPaKTUKYHOLWMX Bpayen XOpOLO M3BECTHbI €ro
dapmakonornyeckme ceoictea, B moxeT ObiTb MeHee nogpobHow. [Ooe 31O gonyckaeTcsl YNONHOMOYEHHbLIMU
opraHamu, Bmecto B moryT 6biTb MCMONb30BaHbl MaTepuarnbl, COAEpXalliMe OCHOBHYK WMHGOPMAaLMIO O MpPOAYKTE,
NUCTOK-BKNaAbILL UM MHOPMaLUMs Ha 3TUKETKE MPU YCMOBUU, YTO anbTepHaTUBHLIA BapuaHT COAEPXUT akTyanbHYIo,
BCECTOPOHHIO 1 NoapobHyto nHdopMaumio 060 BCex XxapaKTepucTUkax nccrnegyemoro npogykra, Kotopble MoryT ObiTb
BaXkHbl AN nccrnegosartend. Ecnv 3apernctpupoBaHHbIv NPOAYKT UCCreayeTcsa Ha NpeaMeT HOBOro NpUMeHeHnsa (T.e. no
HOBOMY nokasaHuo), B gomkHa ObITb COCTaBneHa C y4eToM HOBOrO npumMeHeHus. BU cnegyetr nepecmatpuBath He
pexe O4HOro pasa B rog v, Npu HeobXxoaMMOCTU, AOMNOMHATE B COOTBETCTBMU C MMCbMEHHBIMW NpoLeaypamMu CrioHcopa.
B 3aBucMMOCTM OT cTagum pa3paboTkym npodykTta M Mo Mepe MOCTYMNIEHNS HOBOM 3Ha4umown uHdopmaumm B moxHo
OOMonHsTL U bonee yacto. OfHaKo B COOTBETCTBMM C Hagnexallen knmHudeckon npaktukon (GCP) HoBasi MHcpopMauus
MOXET ObITb HACTOMbKO BaXHa, YTO ee Heobxooumo coobWuTb uccnegosatenam K, Bo3moxHo, OCO/HOK w/vnn
YNONMHOMOYEHHBLIM OpraHam [0 ee BKITYEeHMs B HOBYHO pedakumio B,

Kak npaBuno, cnoHcop oOTBe4yaeT 3a MpefocTaBreHuMe uccrnegoBaTensaMm akTyanbHon pepgakuumn BU, a
nccnegoBaTtenv OTBEYaloT 3a NpeaocTaerneHne akTyanbHon pegakuumn bU cooteetctBytoemy CO/HIK.

Ecnu cnoHcopoM vccrnenoBaHusa sBNSeTcs UccrneaoBatenb, OH AOIMKEH YOAOCTOBEPUTLCS, AOCTYNHA N Gpolutopa
KOMMepYecKkoro npouseoauTens. Ecnu uccrneayemblit NpoayKT NpeaocTaBnseTcss caMuUM CrOHCOPOM-UCCneaoBaTenem,
OH [OMKeH [O0BEeCTW HeoBXOAMMYI WHGOPMALMIO 00 CBedeHWs 3aHATOro B MccredoBaHuM nepcoHana. Ecnu
OTCYTCTBYET MpakTuyeckas HeoBGXOAMMOCTb cocTaBneHuss BWM craHpapTHoro dopmarta, B KavyecTBe ansbTepHaTuBbl
CMoHcop-uUccneaoBaTeNlb OOMMKEH MpeacTaBUTb MUHUManbHbIA OGbeM akTyanbHOW WHopMauuM, ONUCaHHON B
HacTosALEM CTaHAapTe, B paclUMpeHHOM pasaerne o60CHOBaHMS UCCreaoBaHus.

7.2. Obuime NonoXxeHus.

BW pormxHa BkMo4yaTh B cebsi:

7.2.1. TUTYnNbHbIA NUCT

JomkHbl ObITb yKasaHbl HauMeHOBaHWE CMNOHCOpa, WMAEHTMMMKATOPbl KaXKOoro uccriegyemoro npogykra (T.e.
HOMEep WUCCnefoBaHWs, XUMMYeckoe unu ofobpeHHoe [KeHepuyeckoe HasBaHue, a Takke TOproBble HasBaHus, rae
paspeLleHo 3aKkoHoA4aTeNbLCTBOM WM MO XernaHWo CrnoHcopa) U aata pegjakumm BU. PekomeHgyeTcs ykasbiBaTb HOMeEpP

Bepcun B, a Takke Homep 1 gaty npegbigywen pegakummn BU. Mpumep npusegeH B npunoxexHun 1.

7.2.2. YKasaHue Ha KoHUaeHUNaNbLHOCTb
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Mo >xenaHui0 cCMoHCOp MOXeT BkMouMTb B BU yBegomnenwe wvccnegoBaTenen/monyyarenei o TOM, YTO OHU
OOIMKHbI paccmatpuBatbe BU kak koHmaeHUManbHbIA JOKYMEHT, NPeAHAa3HaYeHHbIN UCKIMIOYUTENBHO A1 03HAKOMIIEHUS
1 UCMNOJSb30BaHMA uccnenoBaTenbckum Konnektusom n SCO/HI3K.

7.3. CogepxxaHue OpoLutopbl uccrnegoBaTernsi.

BV pomkHa vMeTb cregylowimMe pasgenbl, Kaxablil U3 KOTopbIX, rae MNoAXOAWT, criedlyeT COMnpoBoXaaTb CMUCKOM
CCbIMOK Ha NUTepaTypHble UCTOYHUKN:

7.3.1. OrnaBneHune
Mpumep ornaBneHnst NPUBEAEH B NPUNOXEHUN 2.
7.3.2. Pesiome

HomkHo ObiTb MpeacTaBneHo KpaTkoe pesloMe (KenaTenbHO, He MpeBblarllee OBYX CTpaHuL) AOCTYMHOW
nHdopmMmaumnm o OUINYECKNX, XUMUYECKMX, dapmaLeBTUYeCcKUX, dapMaKkonormdyecknx, TOKCUKONOTNYECKNX,
dhapMakoKMHETUYECKMX, METABONUYECKMUX N KIMMHUYECKMX CBOMCTBAX, COOTBETCTBYIOLLEN TEKYLLEeN CTagumn KIMHUYECKOMN
pa3paboTKn nccrnegyemoro npoaykra.

7.3.3. BeeageHwne

B kpaTkom BBOAHOM pasferne OomkHbl ObiTb yKkasaHbl XMMUYECKoe Ha3BaHWe (a Takke [KEHEPUYECKOE U TOProBoe
Ha3BaHWs, ecrnv ofobpeHbl) MccrneayemMoro MpoaykTa, BCE aKTUBHbIE WMHIPEAMEHTbI, dhapMakororsdeckas rpynna, K
KOTOPOW OTHOCWUTCS WUCCReAyeMmblii MPOAYKT, U MECTO, Ha KOTOpoe OH B Hel npeteHayeT (Hanpvmep, npevMyLlecTea),
060CHOBaHMe AN U3yYeHusl uccrieqyeMoro npoaykTa, a Takke ero oxuaaemble npodunaktuyeckne, TepanesTuyeckne
UMW QuarHocTMyeckne nokasaHusi. Kpome Toro, B BBOAHOM pasgene AormkeH ObiTb cchopMynupoBaH obLimin noaxon K
OLIeHKe MCCneayemMoro npoaykra.

7.3.4. dusndeckune, xmummndeckne n hapMaueBTMHECKME CBONCTBA N NekapcTBeHHast gopma

JomkHbl BbITb NpeacTaBneHbl onucaHMe KOMMOHEHTOB WMCCNeQyemMoro npogykta (BKMoYasi XMMuyeckue w/unm
CTPYKTYpHble oOpMynbl), a Takxke KpaTkasi cnpaBka O €ro CyWeCTBEHHbIX (U3NYECKUX, XMMUYECKUX U
dapMaLeBTUYECKNX CBONCTBAX.

Ona obecneveHnss afekBaTHbIX Mep ©e30MacHOCTM B XO4e WCCrefoBaHUS [OOMKeH ObiTb ykasaH W, ecnu
TpebyeTcs, 060CHOBaAH COCTaB fEKapCTBEHHOW (POpMbl, BKMOYAS OOMNOMHUTENbHbIE BELLeCTBa. Takke OOMKHbl ObITb
npefocTaBrieHbl MUHCTPYKLMKU MO XPAHEHWIO U UCNOMb30BaHMIO NEKapCTBEHHBLIX (DOPM.

Cnenyet ynomsHyTb Nto60€e CTPYKTYpHOE CXOACTBO C APYIMMU N3BECTHBIMU BELLECTBAMM.

7.3.5. loknnuHn4eckmne nccnenoBaHms

BeeneHuve

JormkHbl ObITb NpeAcTaBneHbl B KpaTKon hopMe pesynbraThbl BCEX CYLLECTBEHHbIX AOKITUHUYECKUX UCCenoBaHU
dhapMaKkonormyeckmx CBOMNCTB, TOKCUYHOCTU, hapMaKOKUHETMKN U MeTabonmama nccnegyemoro npogykta. JomkHbl 6bITb
onucaHbl UCNOSMb30BaHHbIE METOAbI, MPEACTaBIEHbl MOMyYeHHble pe3ynbTaTthl, a Takke Ux obCyxaeHne B CBA3N C

nccrnegyembiMy TepaneBTUYECKMMU U BO3MOXHbLIMK HebnaronpustHbiMM addpekTamu y yenoseka. B 3aBucumoctu ot
HanM4Ma/0OCTYNHOCTU UHGPOPMALIMKM YKa3bIBaKoT crieaytoLLee:

Vcnonb3oBaHHbIE B UCCNE40BaHNSX BUAObI XKUBOTHbIX.

KonmyecTBo 1 Mo XXMBOTHLIX B K&XO0W rpynne.

EavHnubl nameperns gosbl (Hanpumep, Munnvrpamm/kunorpamm (Mr/kr)).

KpaTHOCTb BBEOEHUS.

MyTb BBEOEHUA.

OnutenbHOCTL Kypca BBEAEHUS.

MHdopMauus, oTHOCALLAACA K CUCTEMHOMY pacrnpefeneHunto.

MpoOomKMTENBLHOCTL NOCHeayoLWEero HabnwaeHNs Nocne OKOHYaHWs BBEAEHUS npenapara.

PesynbTaThbl, BKIOYasi packpbiTie criedyoLmx acnekToB:
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- XapakTepa v 4acToTbl (hapMaKkofiorM4eckmx Unmn ToKCu4ecknx adhpeKkToB;

- BbIP@XXEHHOCTM UMW CTENEHU TAHKECTM PapMaKkonorm4ecknx Unm ToKCn4ecknx acpeKTos.;

- 00303aBUCUMOCTU APPEKTOB,;

- BPEMEHM 40 HacTynneHns apheKToB;

- obpaTtumocTn adhpeKkToB;

- NPOAOIMKUTENBHOCTU 3P PEKTOB.

Ona 6Gonblien HarmsgHOCTM LaHHble criegyeT, Mo BO3MOXHOCTW, NpeacTaBnsATb B Buge Tabnuu/cnmckos.
Mocnenyowme pasgensl OOMKHbI cofepxatb obcyxaeHne Havbonee BaXHbIX Pe3ynbTaToB WMCCreoBaHUN, BKOYas
[0303aBNCUMOCTb Habnogaembix 3dEKTOB, MX SKCTPaAnonAumio Ha 4enoBeka, a Takke nobble WHbIE acnekTbl,
Tpebylowme ncenegoBaHms y Yyenoseka. Tam, rae Heobxoammo, AOIMKHO BbiTb NPOBEAEHO CpaBHEHWE 3PP EKTUBHBIX U
HETOKCMYECKMX A03 mnpenapaTta Ha XMBOTHbIX OQHOMO M TOro e Buaa (T1.e. Heobxogumo npegocTaBUTb 0OCYyXAeHue
TepaneBTUYecKkoro uHaekca). Cnegyer ykasatb, Kak 3TWM [JaHHblE COOTHOCATCA C [O3MpPOBKaMM, npeafniaraembiMy Ans
npuMeHeHus y yenoseka. Bo Bcex cny4dasix, rge BO3MOXHO, Mpy NPOBEAEHUMU CpPaBHEHUMA pPEKOMeHOyeTCs yKasblBaTb
KOHLIeHTpauuu npenapaTta B KpOBU/TKaHW, a He [O3UPOBKU, BbIPaXXEHHbIE B MI/KT.

a) JoknuHnyeckas dapmakonorus

[aHHbI pasgen [OOMmKeH BKMYaTb B cebs KpaTkoe onucaHue hapmMakonormyecknx CBOWCTB MCCIEQYEMOro
npoaykTta u, ecrnim 3TO0 BO3MOXHO, €ro OCHOBHbIX meTabonmToB no pesynbratamMm I/ICCJ'IeLI,OBaHI/IIZ Ha XNBOTHbIX. KpaTKoe
onucaHue AOMKHO BKMoYaTb B cebs MccnegoBaHus No OLEHKE BO3MOXHOM TepaneBTUYECKOM akTMBHOCTWU (Hanpumep,
3hPEKTUBHOCTb MPU  IKCMEPUMEHTANbHOMW NaToNormn, nuraHd-peuenTopHoe B3aUMOAENCTBME W CNEeUUUYHOCTb
OENCTBUS), a Takke UCcneaoBaHus No oueHke GeszonacHocTu (Hanpumep, cneumnanbHble UCCNeqoBaHUs Anst U3yYeHus
WHbIX, HE UMEIOLLMX TepaneBTUYECKOW HanpaBneHHOCTU, hapMakonormyecknx adeKToB).

0) ®apMakokuMHeTUKa 1 MeTabonmMamM NPOAYKTa Y KMBOTHbIX

[aHHbI pa3gen JomKeH BKMoYaTh B cebsl KpaTkoe onncaHme papMakoKUHETUKM, MeTabonnama 1 pacnpegeneHus
nccrnegyemoro npoAykTa B TKAHSIX KMBOTHbIX BCEX BMOOB, HA KOTOPbIX MPOBOAUNMCH uccnenoBaHus. OormkHbl ObiTb
OCBellleHbl BcacbiBaHWe, MECTHas U cucTemMHas G1MogOCTYMHOCTb UCCNEAYEeMOro NpoaykTa U ero MetabonuToB, a Takke
NX CBSA3b C AAaHHbIMM hapMaKororMyeckmx 1 TOKCUKONOTMYECKNX UCCNEe0BaHUIA Ha XXUBOTHBbIX.

B) Tokcukonorus

[aHHbI pa3gen OOrmKeH BKMoYaTb B cebs KpaTkoe onvcaHune TOoKCuuYeckux adpdpeKToB mccrieayeMoro npogykra,
BbISIBMIEHHbIX B WCCMELOBaHUSIX Ha >KMBOTHbLIX pasHbix BuaoB. Cnegyer, nNo BO3MOXHOCTW, NpUAEPXKUBATLCSA
HVKENPUBEAEHHON CTPYKTYpPbl OFMaBneHns AaHHOro pasgena:

- TOKCMYHOCTb NPY OOQHOKPATHOM BBEAEHUN.

- TOKCUYHOCTb NPY MHOTOKPATHOM BBELEHUN.

- KaHueporeHHOCTb.

- CneumarnbHble nccneaoBaHus (Hanpumep, MeCTHO-pasapakaloLLee 1 anneprusvpyoLlee AencTBue).

- PenpogyKTnBHast TOKCUYHOCTb.

- [eHOTOKCUYHOCTb (MYyTareHHOCThb).

7.3.6. [lencteue y 4yernoeeka

BeeneHve

B atom pasgene nogpobHO 06CyxaalT mM3BeCTHble ahdekTbl uccnegyemMoro npoaykra y yernoBeka, BKIH4Yas
NHOPMaLMIO, OTHOCALLYHOCA K hapMakoKUHeTuke, meTabonuamy, dapmakognHamumke, 00303aBUCUMOCTU 3P eKToB,
6e3onacHoCTH, 3PPEKTMBHOCTI, a Takke OpyruM Buaam dapmMaKonormyeckon akTMBHOCTU. 10 BO3MOXHOCTU, OOJHKHO
OblTb OaHO KpaTKkoe OnucaHWe KaX4oro 3aBEepLUEHHOrO KIWMHWYECKOro uccrnedoBaHus. Takke p[omkHa 6biTb
npegcraBneHa MHgopMauusa o pesynsratax Nioboro UCnonb3oBaHUs NCCNeayemMoro npogykra BHE pamMoK KIMHUYECKUX
nccnegoBaHWin, HanpuMep cBeAeHUst, NonyvYeHHbIE BO BPEMSI MOCTPErMCTPaLMOHHOIO NPUMEHEHWS NPOAYKTA.

a) (DapMaKOKI/lHeTMKa n metabonmam Yy 4yernoBeka

[aHHbIN pasgen OOoImKeH codepXXaTb KpaTKyr VIHCbOpMaLI,VIlO, OTHOCALLYHCA K CbapMaKOKI/IHeTMKe ncenengyemoro



npoaykTa, 1 BKIO4YaTb B cebs cnegywoulee (B 3aBUCUMOCTU OT HaN4YnA ﬂ,aHHbIX)Z

- dapMakoKMHETUKY (B TOM ymcne metabonnam, BcacbiBaHME, CBsI3bIBaHME C Oenkamu nnasmbl, pacnpeneneHune um
BblBEOEHME).

- BuopgocTynHocTb UccrnegyeMoro npoaykta (abCcomtoTHY, ae 3T0 BO3MOXHO, W/MWIM  OTHOCUTENbHYH) C
1CNonb3oBaHWEM OnpeaeneHHON NekapcTBeHHOM hopMbl B KAYeCTBE CPaBHEHUSI.

- Cybnonynauum HaceneHns (Hanpumep, pasnuyus no nosy, BO3pacTy Uiu HapyLIeHUSM OyHKLMIA OpraHoB).
- B3aumopencTeus (Hanpumep, NeKapCTBEHHbIE B3aMMOAENCTBUS U BIUSIHE NpUema MnyLLm).

- pyrve gaHHble No hapMakoKUHETVKE (HanpuMep, pe3ynbTaTthl NMPOBEAEHHbIX B paMKax KIIMHUYECKMX UCTbITaHWIA
hapMaKoKMHETUYECKUX UCCNEAOBAHUIA Ha Pa3nUYHbIX rpynnax).

©) BesonacHocTb 1 3hPEKTUBHOCTb

Kpatko pomkHa OblTb npegctaBneHa WHgopmauus, oTHocsawascs kK 6esonacHocTv, hapmakoguMHamuke,
3(pPEeKTUBHOCTM N [0303aBUCUMOCTM 3(PEKTOB Mccrieqyemoro npodykra (M ero MetabonmtoB, ecniv eCcTb AaHHble),
noryyYyeHHass B Xode MPOBEOEHHbIX KIMHUYECKUX MWCCnedoBaHui (C yyacTMem 340pOoBbIX A0OpOBOMbLEB W/uUnu
naumeHToB). JomkHa ObITb NpeacTaBneHa UHTepNpeTauusa aTux AaHHbIX. ECnu 4yacTb KNUHWYECKUX MCCNELOBaHUN yxe
3aBeplUeHa, ana 6onee ACHOrO BOCNPUATUS OaHHbIX PEKOMEHAYETCs NPeAcTaBUTb MO 3aKOHYEHHbIM MCCNeoBaHUAM
CBOAHbIE OT4YETbl MO 3(MPPEKTUBHOCTM M BE30MacHOCTM MCCneayeMoro npoaykta no OTAENbHbIM MOKas3aHusaM Y
pa3nuyHbIX nonynsuui. Takke pekoMeHOyeTCs WCMOoNb30BaTb CBOAHbIE Tabnuubl HeXernaTenbHbIX peakuui Mo BCEM
KNMHWYECKMM MccnedoBaHnsiM  (BKMOYas uccrnegoBaHusa Ans Nobbix M3yyaBwMXcs nokasaHun). [JomkHbl ObiTb
OCBELLEHbl 3HaYMMble pas3nnyns B XapakTepe/dacToTe HeXenaTenbHbIX peakumin Kak Ans pasfuyHbIX NoKasaHun, Tak v
AN pasnuyHbIX NONYyNsUMNA.

B BW pomkHbl ObiTb OnNUcaHbl BO3MOXHble PUCKN KN HeXenartelnbHble peakunn, KOTopble MOXHO OXuaaTb,
OCHOBbIBasACb Ha HaKOMMeHHOM OonbiTe NpMMEeHEeHUA KakK UccrnegyemMoro npoaykrta, Tak M CXOA4HbIX C HUM NPOAYKTOB.
[omxkHbl ObITb TakXke OnucaHbl Mepbl MNpPegoCTOPOXHOCTU WK cneunanbHble MeToAbl HabntogeHus, KOTOpble
Heobxoanmo NPUMEHATbL NPU NCNOJIb3OBAHUU NPOAYKTa C UccrenoBaTesibCKUMU LerndamMmu.

B) MocTperncTpauuoHHbIv ONbIT NPUMEHEHWS

B BW pomkHbl ObITb yKasaHbl CTpaHbl, B KOTOPbLIX MCCMeayeMblil NpoayKT YXe MMeeTcs B npogaxe unu Obin
3apernctpuposaH. Jliobas 3HauMmMas nHhopmMaums, nonyyYeHHas B Xoae NoCTPerncTpaLmMoHHOro NPUMEHEHNs NPOoAYKTa,
AormkHa ObITb NpefdcTasneHa B 0606weHHOM Buae (Hanpumep, nekapcTBeHHble hOpMbl, 4O3MPOBKM, NMYTWU BBEAEHWS U
HexxenaTtenbHble peakuun). Tawke B BV pomkHbl ObiTb yKasaHbl CTpaHbl, B KOTOPbIX 3asiBMTEN0 Obifio OTKaszaHO B
onobpeHun/perucTpaumm npoaykta Ansi KOMMEpPYeCKOro WCrnonb30BaHUA WM Xe paspelleHne Ha npopaxy/
CBUOETENLCTBO O perncTpaumm 6uino aHHYNMPoBaHo.

7.3.7. O6cyxaeHve faHHbIX U MHCTPYKUMU ANS UccrieqoBaTtens

B atom pasgene OomkHO GbiTb NpeacTaBneHo obcyxaeHne OOKIMMHUYECKMX U KITMHUYECKUX AaHHbIX U 06obLieHa
nHdopMaUMs, NoMNyYeHHasi U3 pasHbIX MCTOYHMKOB MO pasnnYHbIM CBOMCTBAM MUccrieqyemoro npoaykra. Takum oGpasom,
nccnegosaTeno NpefocTaBnsaTcs Hanbonee MHMOpMaTUBHAS UHTEPNPETaLNs UMEILLMXCS AaHHbIX, a Takke BbIBOAbI
0 3HAYMMOCTM 3TOW MHpopMaLUN Ans NOCNEeAYLWNX KINMHUYECKUX UCCrneqoBaHNN.

[omkHbl ObiTb OCBelleHbl onybnukoBaHHble paboTbl MO CXOOHLIM MPOAYKTAM, €CNM TakoBble UMETcs. JTO
Mo3BONMUT UccreaoBaTenio OblTb FOTOBBIM K HeXenaTernbHbIM peakuusM Unv ApyruMm npobremam, KoTopble MoryT
BO3HUKHYTb B XOf€ KIIMHUYECKMX UCCreaoBaHWiA.

OcHoBHasa uUenb AaHHOrO pasfjena 3akfovaetcd B TOM, 4YTOObl MOMOYb MCCRedoBaTento MofyunTb YeTKoe
npeacTaBneHMe O BO3MOXHbIX pUCKax W HexenaTenbHbIX peakuusx, a Takke O crneumwanbHbiX TecTax, Metogax
HabniogeHna 1 Mepax nNpegoCTOPOXHOCTM, KOTOpble MOryT NOHagobuTbcs B XO4E KIMHWYECKOro mccriegosaHus. JTo
npegcrasneHve JOMmKHO OblTb OCHOBAHO Ha AOCTYMHOW MHopMauum o U3NYECKMX, XUMUYECKUNX, hapMaLeBTUYECKUX,
hapmMakonorm4yecknx, TOKCUKOMOTMYECKMX W KIAMHUYECKUX CBOWCTBaxX Wccrnegyemoro npoaykTta. KnunHuyeckomy
nccregosaTenio Takke AOMKHbI ObITb MpegocTaBneHbl WHCTPYKUUMKM MO OUArHOCTUKE W NIeYEeHWU0 BO3MOXKHbIX
Nepedo3vMpoBOK M HexenaTernbHbIX peakuui, KOTOpble OCHOBaHbl Ha npeablaylieM KIWHUYECKOM OMbiTe W
hapmakonornyeckmx CBONCTBax nuccregyemoro npogykTa.

7.4. MpunoxeHue 1.
TUTYNbHBLIN INCT (npumep)
HA3BAHWE CIMNOHCOPA

Mpoaykr:



Homep ncenenoBaHnA:

HasBaHue(qa): xummnyeckoe, mxeHepuyeckoe (ecnvm nogxoguTt), TOProBoe HasBaHMe (ecnu paspeLlleHo
3aKOHOAATENLCTBOM M MO XKENaHUo crnoHcopa)

BPOLLUKOPA NCCJIIEOOBATESA

Homep pegakumu:

[ara Bepcun:

3ameHseT npegblayLLyo pegakuuio Homep:

[aTa:

7.5. MpunoxeHue 2.

OITIABINEHWME BPOLUKOPLI NCCITEOOBATENA

(npumep)

YKkasaHue Ha KoHuageHUnanbLHocTb (Heoba3aTenbHO)
Mognucm (Heoba3aTenbHO)

1. Ornaenexne

2. Pesome

3. BBegeHuve

4. duasndeckune, xmummyeckue, gapmMaueBTMYECKME CBOMCTBA N NiekapcTBeHHast opma
5. [loknuHnyeckne uccrnegoBaHus

5.1. JoknuHnyeckas bapmakonorus

5.2. dapmakokMHeTKa n MeTabonnam NpoayKTa y XMBOTHbIX
5.3. Tokcukonorus

6. AP dekTbl Yy Yenoseka

6.1. ®apMaKkoKMHeTNKa U MeTabonmam y YernoBeka

6.2. besonacHocTb 1 9 HEKTUBHOCTb

6.3. NocTperncTpaumoHHbI ONbIT NPUMEHEHNS

7. OBcyxaeHne AaHHbIX M MHCTPYKLMKU NS uccnegosarens
Ccbinku Ha:

1. My6nukauun

2. OT1yeThI

[laHHble CCbINKN OMKHbI ObITb NPUBEAEHbI B KOHLE Kaxaon rmaebl. [MpunoxeHus (npy Hanu4aum).

8. OCHOBHbIE AOKYMEHTbI A1A NMPOBEAEHNA
KITMHWYECKOIO NCCITIEQOBAHNA

8.1. BeeneHue.

OCHOBHbIMU OOKYMEeHTaMUn ABnAKTCA Te AOKYMEHTbI, KOTOpble BMeCTe Ui no OTAEeNIbHOCTU NO3BONAKOT OUEHUTb
npoeeneHne nccnegoBaHna U Ka4eCTtBO NOJyYeHHbIX AaHHbIX. 31N OOKYMEHTbI CIlyXaT AoKa3aTelibCTBOM CO6J'IIOD,6HI/IF|
nccnegoBaTternieM, COHCOPOM M MOHUTOPOM CTaHOAPTOB Hagnexawen krvHudeckon npaktukm (GCP) 1 HopMaTuBHbIX
TpeboBaHuW.

OcCHOBHbIE OOKYMEHTbl TaKXe crnyxaT 6OJ'IbL1JOMy YUCNY WHbIX BaXXHbIX uenemn. CBOGBpEMeHHOG nomMmeuleHme



OCHOBHbIX [AOKYMEHTOB B (balfibl MccriegoBaTens/opraHuM3aumm M CroHcopa MOXET CYLIEeCTBEHHO Crocob6CcTBOBaTb
YCMELIHOMY BbIMOMHEHNIO B paMKax KIMHUYECKOro MccrieqoBaHuUs CBOMX (PYHKUMIA MccriegoBaTeniem, CMOHCOPOM U
MoHuUTOpoM. Kpome Toro, 3T JOKYMEHTbI 0ObIMHO SBMSATCA 06BEKTOM HEe3aBMCUMOro ayamTa cO CTOPOHbI CroHcopa U
MHCMEKLUMM CO CTOPOHbI YMOMHOMOYEHHbLIX OpPraHoB Kak 4acTu npolecca MNOATBEPXKOEHUA 3aKOHHOCTU NPOBEAeHUs!
nccnegoBaHns U JOCTOBEPHOCTU COBPaHHbIX AaHHbIX.

Huxe npueeneH MWHUMaIbHbIN nepe4vyeHb OCHOBHbIX OOKYMEHTOB. ,ﬂOKyMeHTbI crpynnmpoBaHbl B TpU pa3gena B
3aBUCMMOCTU OT CTagunn KINMHUYECKOro nccriegoBaHnaA, Ha KOTOpOVI OHM 06bIYHO co3patoTes:

1) nepen Ha4anom KNUHMYeCKon dasbl UCCNEAOBaHNUS;
2) BO BpeMs KnUHMYecKkon dasbl UCCNeaoBaHus;
3) nocrne 3aBepLUeHUs NNy NPeXaeBPEMEHHOIo NpekpaLleHns nccneaoBaHus.

[aHo oObscHeHMe Uenen Kaxaoro [AOKYMEHTa, yKasaHo, roe [AOKYMEHT [OMKEH XpaHuTbes: B chainax
nccnegoeatens/opraHisauum nmbo crnoHcopa, 6o B 06oux Mectax. [onyckaeTc o6beauMHEHWE HEKOTOPbIX
[OKYMEHTOB MNpW YCIIOBWU, YTO OTAESbHbIE 3IEMEHTbI NIETKO MAEHTUULMPYHOTCS.

dannbl nccnegoBaHUsa AOMMKHbI ObITb CO30aHbl B HaYane nccrnegoBaHus Kak B MecTe HaxoxaeHusa uccnegosarens/
opraHmMsaumu, Tak U B opuce CrnoHcopa. ViccnegoBaHne MOXHO CYATaTb 3aBEPLUEHHBIM TOMBKO MOCHE TOro, Kak MOHUTOP
NpoBepuUT gannbl U UccrnegoBaTtens/opraHM3auumn, 1 CNoHcopa M NoATBEPAUT HanMune BceX HeoOXOaMMbIX JOKYMEHTOB
B COOTBETCTBYIOLUUX hannax.

I'IepeqwcneHHble B HacTodweM CTtaHgapTe OOKYMEeHTbl KaK Nno OTAeJIbHOCTU, TaK U B COBOKYMNMHOCTU MOTYyT ObITb
noaBeprHyTbl aygnuTy CnoHCopa U NHCNeKUuMn yrnornmHOMOYEHHbIX OPpraHoB 1 OOJXHbI ObITb npeabaBrieHbl MNpn npoBeaeHnn
TaKOBbIX.

8.2. lNepen Havanom KnmMHu4eckon asbl CCneaoBaHus.

Ha ctagumn nnaHnpoBaHusa nccnefoBaHusi 4o ero hopMarnbHOro Havana AommkHbl ObiTb CO34aHbl U MOMELLEHb! B
dann cnegyowime AOKYMEHTHI:

HammveHOBaHUE LUernb HaxommuTcsa B OQanjiax
OOKyMEeHTa uccenoBaTess CIIOHCOpa
/opraHuszaumnn
8.2.1. Bpomwopa IJOKYMEHTAJIBHO X X
uccJyenopaTensa 3aKpenuTh QaxT
nepenaum
MCCJIeI0OBaTEIo
HeOoOXOOMMOM U
aKTyaJIbHOM HAaYUYHOMU
nHdopMaumm OO0
uccIlienyeMoM
NponyKTe
8.2.2. IomnmucaHHBMN JOoKyMEeHTaJIbHO X X
IPOTOKOJI " 3aKpenuThb QakxT
IIOIIPaBKNM K HEMY YTBEPXIOCSHMA
(ecnmu TakKOBHE CIIOHCOPOM I
uMmenTcsg) , obpasel uccyienoBaTeyeMm
VHOVBUIOYAJIbHOM NpoOTOKOJa/IoNpPaBokK
PETUCTPALMOHHOM n VPK

xapTH (VPK)



8.2.3. Nudopmauusa,
npenocTaBysgeMas
CcyOBeKTy
VCCJIeNOBaHUA

- dopma
MHOOPMMPOBAHHOI'O
corJylacusa (BKJOUAS
BCe HeOOXOIMMEE
Pas3mBACHUTEIJIbHEIE
MaTepMalibl)

- Jlobasa mpyrasa
NMCbMeHHAasa
nHPoOpMaLMsa

- PexJjiaMHEIE
OOBABJIEHUS IJIS
HpMBJ’[e‘{eHVIH
CyOBEKTOR B
uccyenoBaHue (eciu
MCIIOJIb3YITCS)

8.2.4. OMHAHCOBEHE
aCIeKTH
VCCJIeOOBaHUSI

8.2.5. CrpaxoBoe
0643aTesIbCTBO
(ecin TpebyeTcs)

IJOKyMEeHTAaJIbHO
obopMuTh GakT
IOJIyUeHU S
YHOOPMUPOBAHHOT'O
corJjlacusa

IJOKyMEeHTAaJIbHO
IOOTBEPOUTH, YTO
cybbekTaMm OymeT
npenocTaBJieHa
cooTBeTCTBybmasa (c
TOUKNM 3pPEeHNMA
comepXaHusa U
OOCTYIHOCTM nOJiSg
IIOHVMAHMSA)
NIMCBbMEHHAaS
nHbopMal M,
noMorammas MM IOaTb
corJjlacue Ha OCHOBe
[IOJIHOM
MHOOPMMPOBAHHOCTU
JOoKyMeHTaJIbHO
IoOTBEPINTE, UYTO
MEPEL I10
[IPUBJIEYEHUIO
CyOBEKTOB
aIeKBATHBE U
OTCYTCTBYyET
DJIEMEHT
INPVMHYXIOEHMA
JOKyMEHTAJIBEHO
3aKpPEenuTh
dmuHaHCOBOE
corJlameHme 10
MCCJIENOBAHUI MEXIY
CIIOHCOPOM U
nccienoearejeMm/
opraHu3auuemn
IJOKyMEeHTAaJIbHO
IOOTBEPOUTH, UYTO B
cllyyae MNPUUMHEHUS
ymepba, CBSA3aHHOTO
C mucCcliemoBaHMEM,
cyobekTaM OymeT
OOoCTyIHa
KOMIIEHCalug



8.2.6. IllomnmcaHHOE
coTJlameHue
BOBJIEUEHHEIX
CTOPOH, HaIPUMEP:
- Mexny
nccyenosaresem/
opraHuzaluuen u
CIIOHCOPOM

- Mexny
ucciyegoBaresyem/
opraHuzaluuen u
KOHTPaKTHOM
VCCJIeNOoBaTEJIbCKOM
opTraHu3aumemn

- MEeXZOy CIIOHCOPOM
VI KOHTPAaKTHOM
MCCJIeNOBaTEJIbCKOM
opraHmu3alumnen

- Mexny
uccienosaTeyem/
opraHu3auuey u
YIIOJIHOMOUYE HHBIMIM
opraHaMm (ecnn
TpebyeTcsa)

8.2.7.
JaTrpoBaHHOE U
IOOKYMEHTAJIbHO
obopMIIeHHOE
yTBEepXOeHue /
onobpeHue
OKCHEepPTHEIM COBETOM
opraHu3aumumn

(3CO) /HesaBUCHUMBIM
STMUE CKVM
xoMuTeToM (HOK)
CJIe oy IUR
IOOKYMEHTOB:

- [NPOTOKOJa u
JIIOOBIX TIOTIPAaBOK

- UPK (ecnu
TpebyeTcsa)

- (QOpPMEL
MHOOPMMPOBAHHOI'O
corJyiacus

- Joboy Opyrou
NIMCBbMEHHOM
nHdoOpMaLMM,
IpenoCcTaBJIsaAeMOM
cybbekTam

- PEeKJIaMHEIX
OOBABJIEHUM OJIA
IIPUBJIIEUYEHUMA
CyOBEKTORB B
nucciyenoBaHue (eciu
MCIIOJIb3YITCS)
nHOoOpMaLMM O
KOMIIEHCAalun
cybpekTaMm (npu
HaJIWUUMN)

— JIIOOBIX MHEIX
YTBEPXIEHHBIX /
ONODOPEHHBIX
IOOKYMEHTOB

JOoOKyMEeHTaJIbHO
BaKPENnMTh
COTIJlalleHMAa

JoKyMeHTaJIbHO
IOOTBEPOUTL, YTO
OaHHOe
mUccyenoBaHme OBLJIO
PaCcCMOTPEHO U
YTBEPXOeHO/
omobpeno 2CO/H3K.
YKas3EBaKnT HOMEP
BEepCcUM U maTy
IOOKYyMEHTa

X
(ecnin
TpedbyeTcsa)



8.2.8. Cocras
SKCHNEPTHOT'O COBETA
opraumsauum/
HeszaBucumMoro
3TUUECKOT'O
KOMUTETA

8.2.9. PaspemeHue/
omobpeHMe
nporokoJja/
yBeIOOMJIEHME O
IIPOTOKOJIE OT
YIIOJIHOMOUEHHBIX
OpPTr'aHOB (Tme
TpebyeTcH)

8.2.10. Curriculum
vitae u/vnu gpyrue
IDOKYMEHTHI,
[OATBEPXIanune
KBaJInOMKa LMo
uccyenoBaTeyen u
couccenoBaTesen

8.2.11. HopmaJbHEM
IOMana30H BHAYEeHUM
nJis
npenyCcMOTPEHHBIX
IPOTOKOJIOM
MEINLIVHCKUX /
1abopaTopPHLX /
TEeXHUUECKUX
npouenyp mu/uim
TECTOB

8.2.12.
MenuumHckue /
nabopaTopHue /
TeXHUUECKUE
NpoLenypsl/ TECTHL

- cepTubMKauMsa

- UM aKKpeIuTaums
- UM BHYTPEHHUM
W/ VM BHEMHWA
KOHTPOJIb KadecTBa
- unIu Opyrue
ME T OBl
NonTBEepPXIeHUs (Tme
TpebyeTcH)

8.2.13. Obpas3ugl
STUKETOK Ha
YIakoBKax
MCCIIe Iy eMEIX
IPOIOYyKTOB

JOoOKyMEeHTaJIbHO
3aKPEenuTh
COOTBETCTBUE
cocraBa 2CO/H3K
TpeboBaHuaM GCP

JoKyMeHTaJIbHO
IOOTBEPOUTL, YTO
npM HaJdUuduUm
COOTBETCTBYIIMX
HOPMaTVMBHEIX
TpeOoBaHUN
paspeumenue/
onobpeHnue/
yBeIoMJIEHUE
YIIOJIHOMOUEHHBIX
OPT'aHOB IOJIYYEHO
oo HauaJa
MCCJIeNOBaHUA
JoKyMeHTaJIbHO
IIOOTBEPIOUTH
KBaAJIMOUKALIVIO U
IpUIoOOHOCTE IOJId
NnpoOBEeIOeHUsA
rcclenoBaHna u/wiam
OCYIEeCTBJIEHUS
MEeIVLIVHCKOTO
HaOJIOEeHa 3a
cybbekTaMmu
JOoKyMeHTaJIbHO
3aKPENnThb
HOPMaJlb HEI
OMarnas30H 3HaAUYeHUM
oda J1abopaTOPHEIX
TEeCTOB

JoKyMeHTaJIbHO
IOOTBEPOUTH
OIPUTOOHOCTD
000pPYyIOBaHMA NOJId
NpOoBeIneHUs
TpebyeMBEIX TEeCTOB U
obecrneueHud
HaIeXHOCTU
pPesyibTaToB

JOKyMEeHTaJIbHO
NONTBEPIOUTH
cobmoneHue
COOTBETCTBYKINMX
TpeOOBaAHUM K
MapKUPOBKE
MCCJenyeMoTo
npenaparTa u
HpMPOﬂHOCTb
VHCTPYKUUM OJ1d
CyOBEKTOB

X
X (rme
TpebyeTcsH)
X
X
X (rme
TpebyeTCsH)

X (rme
TpebyeTcsa)
X (rme
TpebyeTcH)
X
X
X
X



8.2.14. MHCTpyKUUSA
no obpalleHuio C
MCCJIe oy €EMBIMU
InpongykKTamMm "
PacxOOHEIMU
MaTepmuanaMmM (ecnu
HE BKJIOYEHO B
MIPOTOKOJI WM
Opouopy
MCCJenoBaTens)

8.2.15. VYuer
IIOCTABOK
VCCJIe oIy EMBIX
IPOOYKTOB U
PaCXOIHEIX
MaTepMraJioB

8.2.16.
CeprudmkaTe
aHaJM30B
[IOCTaBJIEHHEIX
VCCJIe oy eMEBIX
NPOOYyKTOB

8.2.17. IpouLenypH
PacCKpBEITUSA KOoIa OJid
MCCJIenOBaHMUM,
IPOBOAUMEIX CJIEIIEIM
METOIOM

8.2.18.
PaHOOMM3aUMOHHEIA
CIMCOK

8.2.19. OtuerT
MOHMTOPAa O
npenBapmuTesibHOM
BUBUTE

JOoOKyMEeHTaJIbHO
3aKPEenuTh
VMHCTPYKUUM OJIA
obecrnieueHus
Hanjexamero
XpaHeHud,
YIIaKOBKU,
pacrnpenesyieHus u
YTUM3aunum
MCCJIeOyEeMBIX
IIPOOYKTOB U
PacxOOHEIX
MaTepMraJioB
JOoOKyMEeHTaJIbHO
3aKPEenmMTh OaTH U
crnoco6 nocTaBKMU,
HOMEepa cepum
MCCJIe Iy €MBIX
IIPOOYKTOB U
PaCXOOHBIX
MaTepMraJioB .
I[lozBoOJsigeT
OTCJIEIUTL CEPUI
nponykKTa,
KOHTPOJIMPOBATH
YCJIOBUS TIOCTABKU U
BECTU yueT
JOoKyMeHTaJIbHO
NOOTBEPOUTH
INOOJIMHHOCTE ,
UMCTOTY U
KOJIMUEeCTBEHHOE
comepxaHue
aAKTMBHOTO BElleCTBa
(DO3UPOBKY)
MCCJIeOyEeMBIX
IPOOYKTOB
IJOKyMEeHTAaJIbHO
3aKpPenuTh
npouenypy
3KCTPEHHOM
UOEHTUOMKALIUNA
MaCKMPOBAHHOTO
MCCJIeOyeMOTO
nponykra 6es
HapyleHMsS
MaCKUPOBKM [JId
OCTaJIbHBIX
CyOBEKTOB
JOKyMEHTAJIBEHO
3aKpPenuUThb MeTOoI
pPaHIOMM3alLuUn
CyOBEKTOB
MCCIenoBaHUA

JOoKyMeHTaJIbHO
NONTBEPOUTH
IPUEMJIEMOCTb
MCCJIenOBaTEJILCKOTO
LeHTpa IOJ8 OaHHOTO
MCCJIeOOBaAHUSA
(MOXxeT OBTb
OBBEOMHEHO C
8.2.20.)

X
(B cooTBeT-
CTBYIOUX
cydasax,
TpeThA
CTOPOHA)

X
(B cooTBeT—
CTBYIOUMX
crydasax,
TPEeTHS
CTOPOHA)

X



8.2.20. OtuerT
MOHUTOPA O
CTapTOBOM BUBUTE

8.3. Bo Bpems kKnnMHuyeckon asbl MccrneaoBaHus.

JOoOKyMEeHTaJIbHO
NONTBEPIUTL GaKT
O3HaAKOMJIEHMA
MCCJenoBaTeyia u
3aHATOTO B
VCCcJienoOBaHUM
IIepcoHana c
npouenypamm
MCCJIeOOBaHUS
(MoxeT OBITBH
OBOBEOMHEHO C
8.2.19.)

B noaTeepxaeHve Toro, 4To Bcsi HeoGxoaMMasi HoBasi UHCopMaLums LOKYMEHTanbHO OhOpMITSETCS MO Mepe ee
MOCTYNMEHNS, B JOMOMHEHWE K BbILLENEPEUYNCIIEHHBIM OOKYMEHTaM, MMeloLmMMcs B dhaiine, no xody WccriefoBaHus
Heobxoanmo [obaBnATb cneayowmne JOKYMEHTbI:

HammMmeHoOBaHMe
OOKYyMEeHTa

8.3.1. ODHOBJIEHHEHIE
BepCcumM OPOLIOPEL
ucciyenopaTens

8.3.2. Jlnboe
V3MEHEHNE :

- npoTokoja/
nonpaeok u JVPK

- (QOpPMEL
MHOOPMMPOBAHHOI'O
corJylacusa

- Joboy mpyroun
NV CBbMEHHOM
nHdpopMaLMM,
IpenocTaBJIsaeMOM
cybbexkTam

- PEeKJIaMHEIX
OOBABJIEHUM OJIA
IIPUBJIIEUYEHUMA
CyOBEKTOB B
uccJenoBaHue (eciau
MCIIOJIb3YITCS)

LUernb

IJoKyMEeHTaJIbHO
3aKpenmuTb QaxKT
CBOEBPEMEHHOTO
coobmeHns
MCCJIeoOBaTEeJI
HeoOXOoOUMOM
nHopMaumMmM IO Mepe
ee MOCTYIJIeHUS
JoKyMeHTaJIbHO
BaKPENMUTh
VIBMEHEHMS IOaHHBIX
IJOKYMEHTOB,
IPpOM3BEOEHHEE BO
BpeMS MCCJIeOOBaHMA

HaxommuTcsa B Odaniax

UccJenoBaTend crioHcopa
/opraHuszaumnmn

X X

X X



8.3.3.
JaTupoBaHHOE U
JOKYMEHTAJIbHO
obopMIIeHHOE
yTBepxneHue/
omobpeHMe
OKCIEPTHEM COBETOM
opraumsauum (3CO) /
HeszaBucumbeM

OTUNUE CKVM
xoMuTeToM (HOK)
crenynommx
IOOKYMEHTOB :

- IONPaBOK K
IPOTOKOJIY

- HOBBIX penakLMM:
- (QOpPMEL
MHOOPMMPOBAHHOI'O
corJiacmsa

- [IPEenOoCTaBJISEMBIX
cybmekTam
MaTEPUAJIOB

- PEeKJIaMHEIX
OOBABJIEHUNM IJIA
IPpUBJIEUEHUS
CyDOBEKTOR B
uccjenoBaHme (eciaum
MCIIOJIE3YyeTCs)

- OpYyTux
YTBEPXIEHHBIX /
ONODOPEHHBIX
IOOKYMEHTOB

- Pes’yJbTaTOB
IepruoImMueCcKoOITO
paccMoOTpeHMsd
OOKYMEHTAaUUM I10
MccjaenoBaHmo (roe
TpebyeTCcsa)

8.3.4. T'me
TpebyeTcH,
paspemenue/
onmobpeHne/
yBeIoMJIEH/E
YIIOJIHOMOUEHHEIX
OPT'aHOB nIJid:

— IOINPaBOK K
NIPOTOKOJIY M OPYyI'MX
IOOKYMEHTOB

8.3.5. Hayunywo
Ouorpaduo
(curriculum vitae)
HOBEIX
uUccyienoBpaTeyen
n/mnm
comuccienoBarTenen
8.3.6. V3MeHEeHUs
HOPMAaJIbHOT'O
Omanas30Ha B3HauYeHUM
oJjsa
npenyCMOTPEHHEIX
IPOTOKOJIOM
MeIULMHCKUX /
J1abopaToOpPHEIX/
TeXHUUECKUX
npouenyp/TecTos

JOoOKyMEeHTaJIbHO
NONTBEPIUTL GaKT
pPaccMOTpeHUs u
yTBepXneHna/
omoBpenmnsa 3CO/H3K
IONPaBoOK u/UJK
HOBBIX pemakLMM.
YKaseBaKnTCH
penaxkumda M paTa
OOKYyMEHTa

JOoKyMeHTaJIbHO
3aKpPENmUThb
COOTBETCTBUE
HOpPMa TV BHEIM
TPpebOBaHMAM

Cm. 8.2.10.

IJOKyMEeHTAaJIbHO
3aKPEenuUTh

HOPMAaJlb HEIM
OManas30H 3HaUYeHUM
TeCTOB, WM3MEHEHHEX
B Xone
MCCJleDOBaHUSA

(cm. 8.2.11.)

X
X (rme
TpebyeTcs)
X
X


%5Cl%20Par835%20%20%5C
%5C

8.3.7. VBMeHeHUS B
MeOULIVHCKMX /
JaBopaTopPHEIX/
TeXHUYECKUX
npouenypax/
TecTax:

- cepTudMKauMsa

- WM aKKpeOuTalusa
- UM BHYTPEHHUM
1/ Wy BHEWHUN
KOHTPOJIb KadecTBa
- WK Opyrue

Me TOIEL
IONTBEPXIEHU

(roe TpebyeTcsa)
8.3.8.
JIJokyMeHTaumusa IO
nocraBkam
VCCJIe Iy EMBIX
IPOOYKTOB U
PaCXOIOHBIX
MaTeprasioB

8.3.9. CeprudmkarTu
aHaJiM3a HOBHX
cepuy UCCIenyeMBIX
IPOOYKTOB

8.3.10. OTueTH
MOHUTOPOB O
BUBUTAX

8.3.11.
CyleCcTBeHHBIE @OJId
VCCJIeNOBaHMUSI
epeTroBOpPE/
nepenucka (noMmMo
BUSUTOB) :

- Iepenmucka

- 3amnmcu BCTpeu
- Banmcu
TeJ1edOHHEIX
[IEPETOBOPOB

8.3.12.
[lognucaHHeEle QOPMEL
VHOOPMUPOBAHHOT'O
corJylacus

JOoOKyMEeHTaJIbHO
NOOTBEPOUTH, YTO
TEeCTE [IPOOOJIXAT
OoTBe4YAaThb
TpeOOBaHMAM B
TeUeHMre I[eprona
VCCJIENOBAHUA
(cm. 8.2.12.)

Cm. 8.2.15.

Cm. 8.2.16.

JoKyMeHTaJIbHO
3aKPEenUTh BU3UTEH
MOHUTOPOB U MX
pes3yJibTaTH
JOoKyMeHTaJIbHO
3aKPEenmUTh JIObe
corJjlameHusa Jubo
CylleCTBEHHEE
IIepeT0BOPEHL,
Kacapmmecs
BOIIPOCOB
NnpoOBEeIOeHMUsA
MUCCJIeOOBaHUA, eIo
AIOIMMHUCTPaTUBHEIX
aCIEeKTOB,
HapyleHun
IpOTOKOJa,
OTUEeTHOCTHM IIO
HeXeJlaTeJlb HEM
ABJICHUAM
IJoKyMeHTaJIbHO
IOOTBEPOUTL, YTO
corjlacue KaxIoTIo
cybpekTa IMOJIydeHO
B COOTBEeTCTBUM C
GCP M OpOTOKOJIOM
0O Hadajla ydacTusda
B MCCJIEOOBAaHUM.
Kpome ToOTO,
JOKYMEHTAJIBHO
3aKPENnThb
paspeleHre Ha
NpsAMOM OOCTYII
(cm. 8.2.3.)

TpebyeTCcsa)


%5Cl%20Par857%20%20%5C
%5Cl%20Par898%20%20%5C
%5Cl%20Par913%20%20%5C
%5Cl%20Par696%20%20%5C

8.3.13. IlepBUuUHAasa
IDOKYyMEHTAalMs

8.3.14.
3arnoJIHEHHEIE,
OATUPOBAHHEIE U
IIOoOIIMCaHHEIE
VMHIOVBUIOYaJIbHBIE
PeTrUCTPaLOHHEE
KapTe (MPK)

8.3.15.
JOKyMEeHTHMPOBaHME
yucnpaejeHuy B UPK

8.3.16.
YBeImoMJieHEe
CIIOHCOpPa
uccyjenoBaTejyieM O
CepbesHBIX
HeXeJlaTeJlbHBIX
ABJIEHUAX U
COOTBETCTRYyIME
OTUeTHl

8.3.17.
YBenoMIieHue
CIIOHCOPOM U/ Wnu
nccJenoBaTeyieM
(4TO MNPUMEHMMO)
YIIOJITHOMOUYEHHEIX
opraHos u 2CO/H3K
O HeNpeIBUIEHHEIX
CepbesHBIX
HeXeJlaTeJlbHBIX
peaxkumsax mM O
OpyToM MHOOPMAaLIUM
no 0e30NaCHOCTU

8.3.18. CoobmeHue
CIIOHCOPOM
UCCJIeDOBaTEJIO
nHOOPMaLMM I10
6e30macCHOCTU

JOoOKyMEeHTaJIbHO
NONTBEPIUTL GaKT
CylleCTBOBaHUSA
cyObekTa u
IOIOCTOBEPHOCTH
COOPAaHHBIX IAaHHBIX .
BrJIIOUMTE MCXOIHEIE
IOOKYMEHTEH,
OTHOCSAWMECS K
MCCJIeIOBaHMIO,
JIEUEeHUI0 UM aHaMHesy
cybbekTa
JoKyMeHTaJIbHO
obopMMUTH
nonTBEPXIeHUE
MCCJienoBaTeJIEM WJIU
YIIOJTHOMOYEHHBIMM
COTPYZIOHMKAMU
uccJyenoraTesns
3apeTrUCTPUPOBaHHBIX
IOaHHBIX
JOoKyMeHTaJIbHO
3aKpPEenmUThL BCe
M3MEeHeHuda/
OOTOJIHEHUSA WJIU
VCIpaBJIeHNs,
coeJiaHHele B VPK
rnocJjie 3anmcu
nepBOHaqaanmx
IaHHBIX
YBenoMJieHre
CIIOHCOpa
uccyjenopaTeJyieM O
CEepPbEesHEIX
HexXeJlaTeJlbHBEIX
ABJIEHUAX U
COOTBETCTBYIIINE
OTUYETH COTIJIAaCHO
4.11.

YBeIOoMJIeHM e
CIIOHCOPOM M/ Wju
MCCcIyienoBaTesIeM
(UTO NpPMMEHMUMO)
YIIOJIHOMOUEHHBIX
opraHos m 3CO/H3K
O HeNIpeOBUIOEHHBIX
CEepPbEesHEIX
HexXeJlaTeJlbHBEIX
peaxkumax B
coOoTBeTCTBUM C
5.17. m 4.11.1. u
O IpyTronm
nHbopMaLMM 1O
6e30nacHOCTHM B
coOoTBETCTBUM C
5.16.2. n 4.11.2.
CoobueHue
CIIOHCOPOM
MCCJIenOBaTEn
nHbopMaLMM 10
6e30nIacHOCTHM B
coOoTBETCTBUM C
5.16.2.

X
X X
(xomnmsa) (opurmHa)
X X
(konus) (opurmMHa)
X X
X (rmoe X
TpebyeTCsH)
X X


%5Cl%20Par287%20%20%5C
%5Cl%20Par389%20%20%5C
%5Cl%20Par288%20%20%5C
%5Cl%20Par388%20%20%5C
%5Cl%20Par289%20%20%5C
%5Cl%20Par388%20%20%5C

8.3.10.

[IpoMeXy TOUHEIE WMIIN
I'"OOOBEIE OTUYETEHI,
npenocTaBlisgeMee
DCO/H3K un
YIIOJIHOMOUYEHHEIM
opTraHaMm

8.3.20. Xypuamn
CKPMHMHTA
CyDOBEKTOB

8.3.21. Cnmcok
UOEHTUOMKALMOHHBIX
KOIOOB CYyDOBEKTOB

8.3.22. XypHain
perucTpaumm
BKJIKUEHMA
CyOBEKTOB

8.3.23. VYuer
MCCJIeOyeMOT O
nponoyKTa B
MCCJIeI0BaTEJIbCKOM
LIeHTpe

8.3.24. Jluct
o6paszLuoB NOINMCEN

8.3.25. Yuer
XPaHSamMXCs
obpasLoB
OMOJIOTUUE CKUX
KUIKOCTEM/ TKaHen
(ecnu mMewnTCS)

[TpOMEeXYy TOUHEIE WIIN X
TONOBEIE OTUETH,
npenocTaBJisgeMbe

3CO/H3K B

COOTBETCTBUU C

4.10. mn

YIIOJIHOMOUYEHHEIM

opraHaMm B

cooTBeETCTBUM C

5.17.3.

JOKyMEHTAJIBEHO X
3aKPEenuUTh

UOEeHTUOMKALIMIO

CyOBEKTOB,

npoumenumx rnepen

MCCJIeIOBaHUEM

CKPMHMHT

JOKyMEHTAJIBEHO X
IOOTBEPOUTEL, YTO
uccienoearess/

opraHmM3aluMsa XPaHaT
KOHOUMIEHIIMAJIbHEIM

CIIMCOK ¥VMEH BCeX

CyOBEeKTOB, KOTOPBEIM

IpY BKJIOUEHUM B

uccJgenoraHue OBIU

IIPMCBOEHEL

MOEHTUOMKALIMOHHEIE

KOnel. I[lozBoJsigeT
rcciaenosaTesn/

opraHm3almun

UOeHTUOMUMPOBATH

JII60TO0 CcyOBekKkTa

JOKyMEeHTaJIbHO X
3aKPEenuTh

XPOHOJIOTUUECKYIO
IoCJIENOBATEJILHOCTD

BKJIIOUEHU ST

CyOBEeKTOB IIO
UOeHTUOMKALIMOHHBIM

KOIIaMm

JOoKyMeHTaJIbHO X
3aKPEenmnThb

MCIIOJIb30BaHME

MCCJIeOyeMOTO

NponyKTa B

COOTBETCTBUMU C

IIPOTOKOJIOM

JOoKyMeHTaJIbHO X
3aKPEeNUThb O0pas3Lbl

Nnonnucem u

MHULIMAJIOB BCeX

JnLL,

YIIOJIHOMOUYEHHEIX

BHOCUTHL IOAaHHEE

M/UNM MCHpaBJIeHUs

B UPK

JOKyMEHTAJIBEHO X
3aKPEenuTh

MECTOHaxOXIeHVEe U
UOSHTUOUKA LIV

XPaHALUXCI

obpaszuoB B CcJydae
HeOoOXOOMMOCTU

IIPOBEIEeHUHA

IIOBTOPHBIX aHaJIM30B

&4.HOCﬂe3aBepweHMﬂMﬂMHperameHMﬂMCCﬂeﬂOBaHMﬂ

X
(roe
TpebyeTCcsa)

X
(rome
TpebyeTCcs)


%5Cl%20Par284%20%20%5C
%5C

Mocne 3aBepleHna unn npekpaweHua nccnegoBaHnAa Bce OOKYMEHTbI, nepe4vyncrieHHble B 8.2. n 8.3., OOMKHbI
coaepxatbCAa B cbaﬁne ncenengosaHnAa BMecTe C HMXXeykKkasaHHbIMU JOKYMEeHTaMU:

HammMmeHOBaHMue Lernb
OOKYMEeHTa

Haxommurcsa B damniax
nuccienoBaTesnd CIIOHCOpa

8.4.1. VYVuer
MCCJIenyeMoT O
IponyKTa B
MCCJIenoBaTeJIbCKOM
LLeHTpe

8.4.2.
IoKyMEeHTaumsa II0
YHUUTOXEHMIO
MCCJIenyeMoT o
nponyKTa

8.4.3. UTOTOBEM
CIMCOK
MﬂeHTM@MKaHMOHHHX
KOIOOB CYyOBEKTOB

8.4.4. Ceprubuxar
aynura (ecnu
uMeeTcs)

8.4.5. OruerT
MOHUTOPA O
3aBeplanleM BU3UTE

/opraHuszaumnn
JoKyMeHTaJIbHO X
3aKpPEenuTh
MCIIOJIb30BaHME
MCCIIeoyeMoTo
nponykTa B
COOTBETCTBUU C
IIPOTOKOJIOM .
JOoKyMeHTaJIbHO
3aKPENnThb
pes3yJibTaTH
OKOHUYATEJILHOTO
noncueTa
KOJIMUeCcTBa
MCCJIenyeMoIT o
nponykKTa,
MTOJIYUEHHOTO
MCCJIeOBaTEJIb CKUM
LLeHTPOM, BEIAHHOIO
cybbekTam,
BOB3BPAUIEHHOTO
cybbekTaMmu u
BOBBPAUIEHHOTO
CIIOHCOpPY
IJokyMeHTaJIbHO X (ecnu
3aKpenuTh QaxT YHUUTOXEH B
YHUUTOXEHUS KJIMH/NUECKOM
HEMCIIOJIb 30 BaHHBIX LeHTpe)
MCCJIe Oy EMBIX
NPOOyKTOB
CIIOHCOPOM WM B
UCCJIenoBaTeJbCKOM
LLeHTpe
ComeslaTb BO3MOXHOM X
UOSHTUOMKALIMID BCeEX
BKJIODUEHHEBIX B
MUccyiegoBaHue
CyDBEKTOBR B Cllydae
HeOOXOOMMOCTU UX
nocJjenymomero
HabmogeHmusa. COMCOK
OOJTKEH XPAHUTBHCS C
cobneHueM
TpeOOoBaAHUM
KOHOMIEHUMAJIbHOCTY
B TeueHUue
COTJIaCOBAHHOTO
cpoka
JOoKyMeHTaJIbHO
3aKpenmuTbh QakxkT
IpoBeleHMS ayIuTa
IJOKyMEHTAaJIbHO
3aKpPennuTh
OKOHUAHME BCEeX
MEPONPUATUN
MCCyIenoBaHma,
HeOoOXOIOUMBIX IIJIS
3aBeplaniero
BUBUTA, M HaJIUUUE
KONMIM OCHOBHEIX
IOOKYMEHTOB B
COOTBETCTBYIIMX
dbaniax

X


%5Cl%20Par668%20%20%5C
%5Cl%20Par968%20%20%5C

8.4.6.
JoxkyMeHTaumsa I10
pacrnpeneseHnn
CYyOBEKTOR I10
rpylnamM ¥
PaCKPEITHUI KOIOB

8.4.7. UTOTOBEM
oTyeT
uccJenoparTend,
npenoCcTaBJISEeMb
S5CO/H3K (ecnm
TpebyeTcd) u
YIIOJIHOMOYEHHEIM
opraHam (rnoe
IPYIMEHMMO )
8.4.8. OruetT ©
KIIMHNYEe CKOM
VCCJIeOBaHUM

Bosepamaercsa
CIOHCOpPY &IJda
JOKYMEHTAJIBHOTI'O
BaKpEeIJIeHUd
VIMEBIIMX MECTO
CJlydyaeB BCKPHTUA
KOIIOB
JOoOKyMEeHTaJIbHO X
BaKPENnMTh
3aBeplIeHNe
MCCJleDOBaHUA

IJOoKyMEHTAJIbHO X (ecnu
3aKPENUThb IIPVIMEHMUMO )
pesyybTaTH

MCCJIeNOBaHUA UM UX

MHTEepIpeTaumuo



