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[lpeancnoBue

Llenu n npnHumMnbl cTaHgapTusaunm B Poccunckon Geaepaunm yctaHoBneHol PegepanbHbiM 3aKOHOM OT
27 nekadpa 2002 r. Ne 184-93 «O TeXHMYECKOM perynmpoBaHuny, a npaBvna nNpUMeHeHns HauWOHanNbHbIX
ctaHpgapTtoB Poccunckon Pepgepaummn — OCT P 1.0—2004 «CtaHpapTtmnsaumsa B Poccunckon degepaumn.
OCHOBHbIE NMOMOXEHNAY

CBeaeHuAa 0 cTaHpapTe

1 NOAIrOTOBJIEH Accounaunen mexayHapoaHbiX papmMmaueBTndeckux npomnssogntenen (AIPM), Mex-
ayHapoaHon kKoHpeaepaunen oduects notpedutenen (KoHdpOI'l), Poccnnckon Akagemmen meanumMHCKUX HayK
(PAMH) no co6CcTBEHHOMY ayTEHTUYHOMY NepeBoay, ykazaHHOMY B NyHKTe 4

2 BHECEH TexHun4yeckum kommnteToM NO ctaHaapTm3auun TK 450 «JlekapcTBeHHbIe cpeacTBa»

3 YTBEPXOEH lNpunkasom ®eaepanbHOro areHTCcTBa no TeXHUYEeCKOMY perynnpoBaHMIio 1 METPONOrnu
oT 27 ceHTabpa 2005 r. Ne 232-cT

4 HactoAawun cTaHaapT uaeHTudeH PykoBoACTBY NO Haanexxauwlen knuHndeckon npaktuke (Consolidated
Guideline for Good Clinical Practice) MexxayHapogHon KOHEPEHUNUU NO rapMOHN3aLIMN TEXHUYECKNX TPebo-
BAHWN K pernctpauunn papmaueBTUHECKMX NPOAYKTOB, NpeAHa3Ha4YeHHbIX ANs NpUMeHeHUa YenoBekoM (Inter-

national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH)

[1Tpn NpuMeHeHnn HaCTOoALLEero cTaHgapTa pekoMeHayeTca UCNonb3oBaTh BMECTO CCbINOYHbLIX MeXayHa-
POAHBLIX CTAHAAPTOB COOTBETCTBYIOLLME UM HALMOHaANbHble cTaHgapTbl Poccunckon Pegepaumnm

5 BBEOEH BINEPBbIE

ViHibopmayuss 06 UBMEHEeHUSX K HacmoswiemMy cmaHoapmy nybrnukyemcsi 8 exe200HO u30asaeMoM
UHOPpMaUUOHHOM yKazamere «HauyuoHarbHbele cmaHoapmably, @ meKkcm UsMeHeHUU U nonpaeoK — 8 exeme-
CAYHO u30asaemMbiX UHPOPpMaUUOHHbLIX yKazamersax «HauuoHanbHbie cmaHoapmei». B criydae nepecmompa
(3aMeHb!) unu ommeHb! Hacmosileao cmaHoapma coomeemcemasayrouwiee yeeoomrieHue bydem onybnukogaHo
8 eXeMecCs4YHO u3dasaeMoM UHOpMaUUOHHOM yKasamere «HayuoHarnbHbkie cmaHoapmabil». Coomeemcem-
gyrowast UHgopmMmauus, yeeoloM/IeHUe U meKcmbl pa3mMeuwiarnmcs makxke 8 UHghopmaluUuoHHOU cucmemMe obLue-
20 ofb308aHUsT — Ha ouuyuarsibHOM caume HauuoHallbHo20 ope2aHa Poccuuckou ®eldepauyuu o
cmaHoOapmu3sayuu 8 cemu ViHmepHem

6 NEPEN3OAHUE. Asryct 2006 .

© CtanpapTtuHdopm, 2005
© CtanpapTtuHdopm, 2006

HacTtosawmm ctaHaapT He MoXKeT ObiTb MOMHOCTbIO UMK YaCTUYHO BOCTMPOU3BEAEH, TUPAXXMPOBaH N pac-
NpOCTpaHeH B KadecTBe ohnumanbHOro naaaHnsa 6es paspelleHnsa PegepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynMpoBaHMIO 1 METPOMNOTNN
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BBeaeHue

Haanexauwiaa knnHndeckas npaktuka (Good Clinical Practice; GCP) npeactaBnseT cobon mexayHapoa-
HbIN 3TUMECKNN N HAaYYHbIN CTaHOAPT NNAaHUPOBAHUA U NPOBEeAEHUA nccnegoBaHUM ¢ ydacTMeEM YenoBeKka B
KadecTBe CcyObekTa, a TaKke AOKYMEHTANbHOro opopMneHna U NpeacTaBnNeHNs pe3ynbTaToB Takux nccneno-
BaHUMN.

CobnioaeHne ykasaHHOro ctaHagapTa CnyXUT Ansa odbulectBa rapaHTUen TOro, YTo npaea, 6e30nNacHOCTb
n dnarononyyne cydbekToB UCCNeaoBaHUA 3allULLUEeHbl, COrNAacyloTca ¢ NMPUHUMNaMK, 3anoXKEeHHbIMU Xenb-
CUHKCKOW geknapaunen BcemmpHon meguumnHckon accounaumm (BMA), n 4To gaHHbIE KNMHUYECKOro nccneao-
BaHMA OOCTOBEPHbI.

Llenblo HacToALEero HauMoHaNbLHOrO cTaHgapTa (Aanee — HaCTOALWMW CTaHOApPT) ABNAeTCcd yCTaHOoBNe-
HWe eauHbIX cOo cTpaHamu EBponenckoro Cotosa, CoeguHeHHbIMU LLTaTammn AMepukn n AnoHmeun npasun, 4To
OOMKHO cnocobCcTBOBAaTb B3aUMHOMY MPU3HAHUIO AaHHbLIX KNUMHUYECKUX uccnegoBaHMW YNOMHOMOYEHHbLIMU
opraHamMmmn Ha3BaHHbLIX CTPaH.

Hactoawmn ctaHgapt ngeHtmnded ICH GCP — PykoBoacTBy No Hagnexawlen KNMHUYECKOWU MPaKTUKe
(Guideline for Good Clinical Practice) MexxayHapoaAHOWN KOHEPEHLUUN NO rAPMOHM3ALIUN TEXHUYECKUX TPebo-
BAHWW K peructpaunn papmaueBTUHECKNX NPOAYKTOB, NpeaHa3Ha4YeHHbIX ANS NpUMeHeHUa YenoBekoM (Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH), koTopoe, B CBOI ovepeb, pa3paboTaHo ¢ y4EeTOM AENCTBYIOLLIMX TPEOOBaAHNN HAANEXallen
KNUHU4YeCcKou npakTukm EBponenckoro Cotosa, CoeanHeHHbIX LLTaToB AMepunkn n AnoHun, a Takke ABCTpanuu,
KaHagbl 1 BcemnpHou opraHmsaumm sgpaBooxpaHeHua (BO3).
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HAUUWOHANbHBLIWN CTAHAOAPT POCCUUNCKON ODEOQLEPALUMN

HAOJIEXALLAA KITMHUYHECKAA NMPAKTUKA

Good Clinical Practice (GCP)

[lata BBeaeHua — 2006—04—01

O6nacTtb npMMmeHeHuUn

HacTtoawmn ctangapT Heobxoanmo cobniogaTb Npy NpoBeAeHUN KNMHUYECKMX nccneaoBaHnin, AaHHbIe
KOTOPbIX 3annaHnpoOBaHO NpeacTaBUTb B YNONHOMOYEHHbLIE OpraHbi.

[MToUHUMNLI, YCTAHOBNEHHbIE HACTOALLIMM CTAHAAPTOM, MPUMEHNMBbI TAKKe N K UHbIM KNMUMHUYECKUM Uccne-
NOBaHUSAIM, KOTOPbIE MOTYT OKa3aTb BNUAHME HA 6e30nacHOCTbL U Bnarononyyne 4YenoBeka, BbICTYNAOLWEro B
KadecTBe cybObekTa.

1 TepMuUHbI U onpepeneHus

B HacTodweM cTaHgapTe NPUMEHAITCA cneayouwne TepMUHbl C COOTBETCTBYIIOW UMK onpeaeneHNaMn:

1.1 ayauT (audit): KomnnekcHaa n HezaBucuMasa NpoBepka OTHOCALLUUXCA K NCccnegoBaHUIO AeATEeNbHOCTH
M OOKYMeHTauuu, npoBoauMada and noareepxaeHua CoOOTBETCTBUA 3TOU AeATeNbHOCTU, a Takke npoueayp
cbopa, aHanus3a U NnpeacTaBNeHUa AaHHbIX NPOTOKONY, CTaHAAPTHLIM onepaunoOHHbLIM NpoueaypamM CoOHCopPa,
Hagnexauwlen KnmHndeckon npaktmke (GCP) n HopmaTUBHBIM TpedOoBaHUAM.

1.2 bnaronony4ue cyobekTtoB uccnepaosaHuna (well-being (of the trial subjects)): Pusndeckoe n ncUxu-
Yeckoe 340pOBbe CYOBHEKTOB, YHACTBYIOLNX B KNMMHUYECKOM UCCneaoBaHUM.

1.3 6pouopa uccnegoBatens (investigator's brochure): CBogHoe U3NoXxeHne pesynbTaToB KNUHUYEC-
KOro U AOKNUHUYECKOro U3yvyeHusa nccnegyemoro npoaykra, 3HadMMbiX Ans ero uccnegoBaHuda Ha YenoBeke
(CM. pasgen 7/ HacTodLllero ctaHaapTa).

1.4 poroBop (contract): [latTnpoBaHHOE N noannucaHHoe cornalleHne mexay AByMsa nnm bonee CTopoHa-
MW, KOTOPOE yCTaHaBNMBaeT AOrOBOPEHHOCTU, Kacalllmecs pacnpeaeneHna obbema paboT n 00s3aHHOCTEN
npu NpoBeaeHUN KNUHUYECKOro UCCcneaoBaHud, a Takke, ecnu yMeCcTHO, (PpMHaHCOBLIX BOoNpocoB. OCHOBOW
OOroBOpa MOXET CNYXUTb NPOTOKON UCCcneaoBaHUS.

1.5 AOKyMeHTanbHbIn cnea (audit trail): lJokymeHTauuna, no3Bonatowas BOCCTAaHOBUTb X044 CODLITUN.

1.6 aokymeHTtauma (documentation). Bce 3anmcu B nodbon oopme (BKNOYas 3anmcn Ha ByMaKHbIX,
9NEKTPOHHbLIX, MArHUTHbLIX UMW ONTUYECKNX HOCUTENSX, CKAHOrPaMMbl, PEHTFEHOBCKME CHUMKW, 3NEKTPOoKap-
anorpaMmbl U T.M.), KOTOPble OMUCHLIBAIOT NUOO PErnCTPUPYIOT MeTOAbl, OpraHm3auuio W/unm pesynbTaThbl
KNMHWUYECKOro UccneaoBaHus, a TaKke BNUdaoLMe Ha uccnegoBaHue oaktopbl N NPUHATLIE Mephbl.

1.7 3aKkno4vYeHue (NPUMeHUTeNbHO K HezaBUCUMOMY 3TUYECKOMY KOMUTETY) (opinion (in relation to
Independent Ethics Committee)). 3akniodeHune n/unu pekomeHgaunm HesaBUCUMOTO 3TUYECKOrO KOMUTETA.

1.8 3akOHHbIN npeacTaButenb (legally acceptable representative). dunsndeckoe vnu puanyeckoe
nnuo, NN MHON CYBBLEKT NpaBa, UMELLIUA B CUNY 3aKOHa NpaBo AaBaTb cornacue Ha y4acTue B KNUHNYECKOM
nccneaoBaHMM OT UMEHU NOTEHLIMANBLHOINO CyobekTa nccneaoBaHus.

1.9 naeHTUhPMKaUMOHHDLIN KoA cyObekTa (subject identification code): YHUKanbHLIM KOO, NpUcBanBae-
MbI nccnegoBaTeneM KaXxaoMy cyObekTy uccnegoBaHua ana obecneveHnsa KOHPUAEHUMANbLHOCTU ero Nny-
HbIX AaHHbIX U NICNOMb3YEMbIN BMECTO UMEHWN CYOBEKTA B OTYETAX MO HEXXenaTenbHbIM ABANEHNAM W/ NN APYIrnX
OAHHbIX, OTHOCALUUXCA K UCCNeaOBaHMUIO.

N3paHue ochuumnanbHoe
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1.10 vtHauBMayanbHaa perucTpauuoHHas kapta; NPK (Case Report Form; CRF): [JokyMeHT Ha BymMa-
HOM, 3NEKTPOHHOM UMW ONTUYECKOM HOcuUTene, nNpegHasHaYdeHHbIn ANa BHECEHUs BceW npeayCcMOTPEHHOWU
NPOTOKOMOM W Noagnexallen nepeaade cCnoHcopy MHopmMmaunm no KaxkaomMy cyobekTy nccnegoBaHus.

1.11 uHcnekuyunaA (inspection). lenctene ynonHOMOYEHHbIX OpraHoB, 3aknio4atwulieecs B oouymnanbHOM
npoBepKe AOKYMEHTAaLUN, 000pyaoBaHUSA, UHbIX MaTepnanoB, UMeKLLNX, N0 MHEHWNIO YNONHOMOYEHHbIX Opra-
HOB, OTHOLLEHUE K KNTUHUYECKOMY UCCneaoBaHUIO U HaxoddalWnxca B nccneaoBaTenbCkOM LIEHTPe, B NoMelle-
HUSAX CMIOHCOPAa U/ UMW KOHTPAKTHOW UccneaoBaTeNbCKON OpraHn3aLuunm, a Takke UHbIX OpraHn3aumnax, UMerLLmnX,
MO MHEHMUIO YNONHOMOYEHHbLIX OPraHoOB, OTHOLLEHUE K UccneaoBaHUIO.

1.12 nHcpbopMupoBaHHoe cornacue (informed consent): lNpoueaypa A0OPOBONLHOrO NOATBEPKAEHUS
CyOBEKTOM CBOEro cornacmsa Ha yvdactme B KOHKPETHOM uccnegoBaHuUM nocne nonydeHua nHgopmaunmn obo
BCEX 3HAYUMbIX ANA NPUHATUA UM pelleHna acnekTax uccneaosaHuda. MHopmMmnpoBaHHOE cornacue JoKyMeH-
TUpyeTca nocpeacTBoOM noannucaHua n gatupoBaHusa OOopMbl MHOOPMUPOBAHHOIO cornacus.

1.13 uccnepoBartenb (investigator). dusmndyeckoe nNUUO, Hecyllee OTBETCTBEHHOCTb 3a NpoBeaeHue
KNMUHNYECKOro uccneaoBaHnsa B uccneaoBaTenbCKoOM LUeHTpe. B cny4vyae npoBeaeHna nccnegoBaHua B Uccne-
OOBaTENbCKOM LieHTpe rpynnon nuu uccnegosartenem (rnaBHbIM UccnegoBateneM) ABNAeTca pykoBoauTenb
rpynnbl. CM. TaKke TEPMUH «couccnegoBaTenb» (1.54).

1.14 uccnepoBaTtenb-KoopauHaTop (coordinating investigator): UccnepgoBaTenb, oTBe4alowmnn 3a Ko-
opavHauuio eaTenNbHOCTN nccneaoBaTenen Bcex nccneaoBatenbCknx LEHTPOB, YHACTBYIOLWNX B MHOTOLEHT-
POBOM KNMUHUNYECKOM NccneaoBaHUN.

1.15 nccnepoBartenb/opraHmsayua (investigator/institution): TepmMuH, o3Ha4awWKUN. «MccnegoBaTens
n/vnn opraHn3auma B 3aBUCUMOCTUN OT HOPMATUBHbBLIX TPEBOBAHUNY.

1.16 nccnepoBartenbckun UeHTp (trial site): PakTnyeckoe MecTo npoBeaeHUa KNMHWUYECKOro nccneno-
BaHUS.

1.17 nccnepyeMbin NpoAaykT (investigational product): JlekapcTBeHHaa hopma akTUBHOIO BeLLleCTBa UNK
nnauedo, nydaemasa nnum ncnonblyemasa ans KOHTponda B KNMHUYECKOM UCCneaoBaHun, B TOM YMUCNe 3aperu-
CTPUPOBaAHHbLIN NEKAPCTBEHHbLIN NMPOAVYKT B CNy4vae, ecnu cnocob ero NpMMeHeHns oTNU4YaeTca OT YTBEeP KAEH-
HOro, a TaKke NpPWU ero UCNonNb3oBaHUW MO HOBOMY MOKA3aHUIO UMW ANa nonydeHua AonONHUTENbHOW
MHpoOpMaLMK NO YTBEPXKAEHHOMY MOKa3aHUIO.

1.18 kNUHU4Yeckoe ucnbiTaHue/uccnepoBaHue (clinical trial/study): Jlitoboe nccnegosaHue, NnpoBoam-
MO€E C y4acTUeM 4YenoBeKa B Ka4vecTBe cyObekTa ANs BbIABNEHUA UNWU NOATBEPKAEHUA KNUHUYECKUX UW/nnu
hapmakonorndecknx appekToB nccnegyembiX NpoaykToB UW/KUNU BbIABNEHUA HeXenaTenbHbIX peakuuu Ha
ncecnegyemble NpoaykKTbl, W/MNU U3y4EeHNs UX BCaCbiBaHWUA, pacnpeaenennsa, metabonmima n BbiBEAEHUA C
LeNbO OLEHUTb X Be30nacHOCTL U/ NNN 3O PEKTUBHOCTD.

TepMUHbI «kKNUMHUYECKOE UCTbITAHUE» U «KKNMUHUYECKOEe nccnegoBaHme» aBNaOTCA CUHOHUMaMM.

1.19 KOHTpaKTHaA uccnepoBaTesibckana opraHu3auma (contract research organization; CRO). dunaun-

4yeckoe Nuuo UNKU opraHmsauna (KoMmMepyeckad, HaydHO-uccneagoBaTenbCckasd Unu nHaa), Kotopasa B pamMkax
AOroBopa co CNOHCOPOM BbINOMHAET OAHY MNK donee n3 ero obazaHHocTeN N PYHKLUMNA, CBA3AHHbLIX C NPOBE-
OeHNeM KNUHUYECKOro nccneaoBaHus.

1.20 kOHTpONb KavectBa (quality control; QC): MeToabl n Mepbl, ABNAIOLWNECS YaCTbio CUCTEMbI 0DeC-
neyvyeHUa Ka4ecTBa N UCNoNb3yeMbie AN NPOBEPKN COOTBETCTBUA BbINMONHAEMbIX NPU NpoBeaeHUn nccneao-
BaHWA npoueayp npeabasnaemMbiM TPeboBaHUAM K UX KAYECTBY.

1.21 KoopAUHAUUOHHBLIN KOMUTET (coordinating committee): KOMUTeT, KOTOPbIN MOXKET OblTb OPraHN3o-
BaH CNOHCOPOM AN KOopAWHaAL MK NpoBeaAeHNS MHOMOLIEHTPOBOIO KNMHNYECKOro nccneaqoBaHuS.

1.22 koHpuaeHuHanbHOCTL (confidentiality ). CoxpaHeHue B TanHe OT HEeYNONHOMOYEHHbIX NN UHAOP-
MaUnn, NpuHagneXxallen CnoHCopy, N NHgopmMauumn, No3eonawLen naeHTMOUUMpPoBaTbh CydbekTa Nccne-
OOBaHUA.

1.23 MHOroLeHTPOBOE KNMUHUYECKOe uccnegoBaHue (multicentre trial): KnuHnyeckoe nccnegosaHue,
NpPoOBOANMOE NO €ANHOMY NPOTOKONY bonee 4eM B OAHOM UCCNeaoBaTENbLCKOM LIEHTPE W, 3HAYUT, bonee 4yem
OAHUM nUccnegoBaTenem.

1.24 MmOHUTOPUHI (Monitoring): [eaTenbHOCTb, 3aKni4Yarwaaca B KOHTpoNne 3a Xo04A0M KNMUHUYECKOro
nccnegoBaHud, obecnevyeHun ero npoeeaeHUa, coopa AaHHbIX N NpeacTaBNeHUs pe3ynNbTaToB B COOTBETCTBUN
C NPOTOKONOM, CTaHAAPTHLIMU OnepaunuoOHHLIMU NpoueaypamMn, Hagnexauwien KnuHudeckon npaktTnkon (GCP)
M HOPMATUBHbLIMWN TPEBOBAHNAMMW.

1.25 Hapnexawana knuHudeckana npakTuka (Good Clinical Practice; GCP): CtaHgapT nnaHnpoBaHu4,

opranHn3aumn, npoeeaeHnd, MOHNTOPWRHIa, ayanta, JOKyMeRrTUpoBaHNA KINMHNHYECKNX nccnegoBaHUK, a Takke
dHalin3a " npeacraeineHnAd Nx pe3yribTtatos, cny>|<am|4|‘71 rapaHTMeﬁ AJOCTOBEPHOCTUN N TOHHOCTU NOJ1YHEHHbIX
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NaHHbIX U NpeacTaBneHHbIX Pe3ynbTaToB, a Takke obecneymBaloLLnm 3aLMTy npaB, 300p0BbA U KOHOMAEHUN-
anbHOCTN CYOBLEKTOB UCccneaoBaHUS.

1.26 HexxenaTenbHaa peakuua; HP (adverse drug reaction; ADR): OTHoCUTENbLHO NpegperncTpaunoH-
HOIO KNUHUYECKOro NpUMeHeHna HOBOro NekapcTBEHHOro NpoaykTa unu ero NpPUMeHeHns No HOBbIM NOKa3aHU-
AM, OCODEHHO ecnun TepaneBTUYECcKMe A03bl TOMHO HE YCTAHOBNEHLI, — BCE HEraTUBHbLIE peakLnn, CBA3AHHbIE
C NPUMEHEHMEM NBON A03bl NEKAPCTBEHHOIO NPOoAYKTa. TEPMUH «CBSI3aHHbIE C NPUMEHEHUEM NMEKAPCTBEH-
HOro NPOAYKTa» O3HAYaeT, YTO CyLIecTBYET XOTS Obl MUHMMANbHAsA BO3MOXXHOCTb HAaNN4nsa NPpUYNHHO-CNeacT-
BEHHOW CBA3U MeXAay NeKapCTBEHHbIM MPOAYKTOM U HeXenaTenNbHbiM SIBNEHUEM, T.€. B3aMMOCBA3bL He
MCKNIOYEHA.

[1na 3aperncTpupoBaHHbIX NeKapCcTBEHHbLIX NPOAYKTOB 3TOT TePMUH O3HAYaeT BCEe HeraTMBHbIE peakuun,
CBSI3aHHblE C MPUMEHEHMNEM NEKApPCTBEHHOMO NPoAYKTa B OObIYHbLIX A03aX, NCMONb3YEeMbIX ANA NPOMPUNAKTUKN,
OAWarHoCTUKMN UNKN NeveHns 3adboneBaHnn, a Takxke Ana usMeHeHuns donsnonormvecknx oyHkumm (cM. PykoBoa-
cTBO ICH «OueHka gaHHbIX N0 KNMHUYECKON Be30NacHOCTU: TEPMUHOMOMMSA N CTaHOAapPThl AKCNpecc-oTYeT-
HOCTWN» ).

1.27 HexenatenbHoe ABneHue; HAH (adverse event; AE): Jlioboe BbIABNEHHOE Y NauueHTa nnun cyobLekTa
KNMUHWYECKOro nccneaoBaHusa nocne npuMMeHeHns nekapcTBEeHHOro npoaykta HebnaronpuaTHoe ¢ MeauLnH-
CKOW TOYKUN 3peHUnsa cobbliTne, KOTOpoe MOXET N HE UMETb MPUYNHHO-CNEACTBEHHOW CBA3N C €0 MPUMEHEHNEM.
Taknum obpasom, HexxenaTenbHoe aeneHune (HA) MoxkeT npeactaBnaTb cobon Ntodbon HebnaronpUATHLIN CUMIN-
TOM (BKNOYaa OTKNOHEHWE NadbopaToOPHOro nokasaTens OoT HOPMbI), }Kanoby nnu sadbonesaHune, BpeMsa BO3HMK-
HOBEHUA KOTOPOro He WCKN4aeT NPUYUHHO-CNEeACTBEHHOW CBA3W C NPUMEHEeHWEM RNneKapCTBEHHOrO
(nccneayemMoro) npoaykta BHe 3aBUCUMOCTU OT HaAnNU4ua Mnu OTCYTCTBUA Takou CBA3M (CM. pykoeoacteo ICH
«OuUeHKa AaHHbIX MO KNMHUYEeCKOW 6e30nacHOCTN: TEPMMHONOMNA N CTaHAAPThI 3KCMPECC-O0TYETHOCTUY ).

1.28 HezaBUCUMBLIN KOMUTET N0 MOHUTOPUHIY AaHHbIX; HKM] (Independent Data-Monitoring Com-
mittee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)): Hesa-
BUCUMbIA KOMWUTET, KOTOPbIN MOXeT OblTb 00pa3oBaH MO MHUMLUMATUBE CMNOHCOpPA ANdA Nepuoanyeckoro
PACCMOTPEHNSA X0aa KNUHUYECKOrO UccneaoBaHus, AaHHbIX Mo 6e30nacHOCTU UW/KUNW OCHOBHLIX NapamMeTpoB
3(O(PEKTUBHOCTU, a TaKKe AN BbipabOTKM pekoMeHaaunn CROoHCOoPY O uenecoobpasHOCTU NPOoAOMKEHUS,
npekpalleHnsa nccnegoBaHna NN BHECEHUA B HEFO M3MEHEHUN.

1.29 He3zaBucumbin atuveckum komuteTt; HOK (Independent Ethics Committee; IEC): HesaBncumbin
opraH (3KCnepTHbLIU COBET MNU KOMUTET, AEUCTBYIOLLMUA HA YPOBHE OpraHu3auun, permoHanbHOM, HauUoHanNb-
HOM MNU MeXAYHAPOOHOM YPOBHE), COCTOAWMN U3 MEeONLIMHCKNX pabOTHMKOB, a TakkKe Nul, HEe UMEIOLLNX
OTHOLLUEHNA K MeauLlnHe, KOTOPbIM obecnevmBaeT 3aluTy npas, 0e30nacHOCTU 1 Bnarononyymns cyobekToB
nccnegoBaHWs U BbICTyNaeT Ans odllecTBa rapaHTOM Takou 3aliUTbl, B YACTHOCTWU NMyTEM PaCCMOTPEHUSA,
yTBEPXXAeHNUA/oaobpeHna NpoTokona uccneaoBaHusa, KaHaOuaaTyp uccnegoBaTenen, uccneaoBaTenbCKUX
LLIeHTPOB, a TaKkXXe MaTepmanoB U MeTOA0B, KOTOpble NpegnonaraeTca UCNonb3oBaTb ANA NONyYeHUa U O0KY-
MEHTUPOBAHNA MHOOPMUPOBAHHOIO cornacus cydobekToB UCCNeaoBaHuS.

[lpaBOBOWM CcTATYC, COCTaB, PYHKUMN, AeATENbHOCTbL HE3ABUCUMbIX 3TUMECKUX KOMUTETOB, a TaKke OTHO-
cALIMECH K HUM HOPMAaTUBHbIE TpeboBaHUA MOMyT Pas3nnyaTbCA B pa3HbIX CTpaHaX, TeEM He MeHee, HOK AomnXHb!
byHKUMOHMpoBaTL B cooTBeTCcTBUKN ¢ GCP.

1.30 He3auHTepecoBaHHbIU cBuAeTenb (impartial withess): Pu3snveckoe NULO, HeNpUYacTHOE K NPOBe-
OEHNI0 KNMHUYECKOro uccnegoBaHns, Ha KOTOpoe He MOryT OKasaTb AaBneHne y4aCTHUKU KNMHUYECKOro UC-
cnegoBaHUA U KOTOPOE B cny4vae, ecnu cyObekT nccnegoBaHua Unm ero 3aKkoHHbIN NpeacTaBuTeNnb He yMeeT
NN HE MOXKET YNTaTb, NPUCYTCTBYET BO BpeMsa Nony4eHns UHOOPMUPOBAHHOIO COrnacus, a Takke 3adnTbiBaeT
TEKCT MHPOPMUPOBAHHOIO cornacmsa n Nbble Apyrue npeaocTaBnaeMble CyObekTy nccnegoBaHmsa NMCbMEH-
Hble MaTepuansl.

1.31 AoknuHU4eckue uccnepgoepaHuma (nonclinical study). buomegnumHckme nccnegoBaHua, NPOBOAU-
Mble 6e3 ydacTna YenoBeka B KavecTBe CyObekTa.

1.32 HenpeAaBUuAaeHHaA HeXXenaTenbHaa peakyuua (unexpected adverse drug reaction). HexkenatenbHas
peakuunsd, CyLHOCTb UNN TAXECTb KOTOPOW He cornacyeTca ¢ U3BeCTHOW UH(popMaLumen o NpoaykTe (Hanpumep,
c bpoLuopon nccnegoBaTensa Ana He3aperncTpMpoBaHHOIO UccneayemMoro Npoaykta unu ¢ NIMCTKOM-BKNaabl-
LLIeM/CBOAHOWN XapaKTePUCTUKOWN NEeKapCTBEHHOro NpoaykTa B cnydae 3aperMcTpupoBaHHOIO NpoaykTa) (CM.
pykoBoacTBO ICH «OueHka AaHHbIX N0 KNMHUYECKOW Be30NacHOCTUN: TePMUHONOMMA U CTaHAapThl SKCNPeCcc-oT-
YETHOCTUY ).

1.33 HOpMaTuBHbIe TpedboBaHUA (applicable regulatory requirement(s)): Bce 3akoHbl U NOA3AKOHHLIE
aKTbl, perynupytouine nposegeHne KNMHNYECKUX nccneaoBaHnn nccnegyembixX NpoayKToB.

1.34 oGecnevyeHue KavecTBa (quality assurance; QA): COBOKYNHOCTb CUCTEMATUYECKNX N NNAHOMEPHbIX
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OENCTBUW, KOTOPbIE NMEIDT Lenbio obecnevynTb COOTBETCTBUE NPpoBeAeHUa nccnegoBaHus, coopa, permcrpa-
LMK N NpeacTaBneHna AaHHbIX Hagnexauwlen knuHndeckon npaktuke (GCP) n HopMaTUBHLIM TpeboBaHUAM.

1.35 opraHusauma (MeauuuHckasn) (institution (medical)): Jliobaa opraHmM3auma BHe 3aBUCUMOCTU OT €€
OopraHn3aLnoHHO-NpaBoBOU POpPMbl NGO MeanLIMHCKOe, NMBO cToOMaToNorM4Yeckoe noapasaenexHue, rae npo-
BOOAT KNMHUYECKOE uccnegoBaHue.

1.36 opuruHanbHble MeauuuHCKue 3anucu (original medical record). CM. TepMUH «nNepBUYHAA OOKY-
MeHTauuna» (1.41).

1.37 OCHOBHbIe AOKYMeHTbIl (essential documents). LokyMeHTbl, KOTOpbleé B COBOKYMHOCTU UNKU NO
OTAENLHOCTU NO3BONAKT OUEHUTb X04 KNUHUYECKOro uccneaoBaHMa M KadecTBO NMONy4YeHHbIX AAHHbIX (CM.
pasgen 8 HacToALlero craHaapTa).

1.38 oTyeT MOHUTOpa (mMonitoring report). NUCbMEHHBLIN OTYET MOHUTOPA CNOHCOPY NOCNe KaXaoro
BU3UTA B UCCNeaoBaTenbCKMN LEHTP UW/UNU KOHTaKTa ¢ uccneaosatensamu B COOTBETCTBMU CO CTAaHOAPTHLIMUA
onepaunoHHbIMU npoueaypammn (COI) cnoHcopa.

1.39 oTyeT 00 ayauTte (audit report). NMCcbMeHHOE 3aknioYeHune ayauTopa CrnoHcopa O pesynbTaTax
ayauTa.

1.40 oTYeT 0 KNMHUYECKOM UcnbiTaHuu/nccnenoBaHum (clinical trial/study report): OT4eT B NUCbMEH-
HOoW chopMe, NpeacTaBnAloLWnN cobon onucaHne KNMHMYECKOro NcnblTaHnsa/nccneaoBaHNa Kakoro-nmbo Tepa-
NeBTUYECKOro, NpoOUNaKTUYEeCKoro UnNu AMarHoCTUHEeCKoro cpeacrtea ¢ ydacTueM 4YenoBeka B KadecTBe
cyObekTa, 00beANHAIOWNN KNNHNYECKOE U CTaTUCTUYECKOE ONUcaHns, npeactaBneHne AaHHbIX U UX aHanma
(cM. pykoBoacTBo ICH «CTpykTypa n cogepkaHmne oT4eTOB O KNMHNYECKOM UccnegoBaHUny ).

1.41 nepBUYHaA AOKYyMeHTauua (source documents): MicxogHble AOKYMEHTbI, AaHHbIe U 3annucu (Hanpu-
Mep, NCTopun BonesHn, amoynaTopHble KapTbl, NadbopaTopHbLIE 3anNUCK, 3aMeTKU, AHEBHUKN CYOBHEKTOB UCCNE-
OOBAHUA, BOMPOCHUKW, >XypHanbl Bblda4ynu MegukaMeHTOB, 3anMcn aBTOMaATUYeCKUX YCTPOWUCTB,
BepU(POULNPOBAHHbIE U 3aBEPEHHbIe KOMUU UNN BbINUCKN, MUKPOOULLN, (DOTOHEraTUBbLI, MUKPOMNNEHKU UNU
MarHUTHbl€ HOCUTENW, PEHTIFEHOBCKNUE CHUMKM, NtoOble 3annucun, OTHOCALLMECS K NAUWEHTY, B TOM YUCNE XPaHSi-
LLinecs B anTeke, nadbopaTopusx n oTaeneHUsax UHCTPYMEHTANbLHON ANArHOCTUKN, NCNOMNb3YEMbIX B KNUHUYEC-
KOM nccnegoBaHun).

1.42 nepBUYHbIE AaHHbIe (source data). Bca nHgopmaumna, cogepxallasaca B OpUrmHanbHbIX MeguLnH-
CKMX 3anncax U NxX 3aBepPeHHbIX KONUAX, ONUCbIBaloLWLaa pe3ynbTaTbl KNMHUYECKUX HAabnoaeHnn, obcneaoBaHnm
n ApYyrou AeaTenbHOCTU, NO3BONAKOLWAA BOCCO3AaTbh X004 KNUHNYECKOro nccneaoBaHus U oueHnTb ero. lep-
BUYHbIE AAHHbIE coaepXaTcHa B NepPBUYHON AOKYMEeHTaUnN (NOANNHHMKAX UNN NX 3aBePEeHHbIX KOMUAX).

1.43 nonpaBKa (K npotokony) (amendment (to the protocol)): CM. TepMUH «nonpaBka K NPOTOKONY»
(1.44).

1.44 nonpaBka K npotokony (protocol amendment). OdopmneHHoe B NUCbMEHHOM BuAae OnucaHue
M3MeHeHNN NN omunanbHoe pa3bACHEeHNe NPOTOKONA.

1.45 npenapaT cpaBHeHUA (comparator (product)): Uccnegyembi unn sapermcTpupoBaHHbLIN NeKapCT-
BEHHbIN NPOAYKT (T.€. aKTUBHbLIN KOHTPONbL) NMBO nnauedo, UCnonb3yeMbl(0oe) Kak KOHTPOSMb B KNMNHUYECKOM
nccneaoBaHun.

1.46 NPOMEXYTOYHbIU OTHET O KNMUHUYECKOM UcnbiTaHMu/uccneaosaHuu (interim clinical trial/study
report). OT4eT 0 NPOMEXYTOUHbIX pe3ynbTaTtax N NX oueHKe, OCHOBaHHbLIN HA NPOBeAeHHOM B Xo4e KNUHU4YeC-
KOro uccnegoBaHUAa aHanuse AaHHbIX.

1.47 npoTtokon (protocol). JokyMeHT, KOTOPbIM onucbiBaeT uenun, An3anH, MeTogonoruto, ctTaTucTudeckme
acrnekTbl U opraHnsauuio uccnegosaHms. NoMMMO 3TOro NPOTOKON OOLIMHO COAEPKUT NOMy4YeHHbIe paHee
naHHble 1 00OCHOBAHME NccNeaoBaHMA, OAHAKO 3Ta MHoOpMaUMa MOXeT ObiTb NpeacTaBneHa N B Apyrux
OOKYMEeHTaX, Ha KOTOopble ccbhinaeTcsd NpoTokon uccneaoBaHus. [1pUMeHnTeNbHO K HacTodaweMy cTaHgapTy

TePMWH «NPOTOKON» NoApa3yMeBaeT Kak caM NMPOTOKON uccnenoBaHUA, Tak U NONPaBKU K HEMY.

1.48 npamoun goctyn (direct access): Pa3spelwieHne Ha usyveHue, aHanus, NPoBepPKY N KonupoBaHue
NOLIX 3anMcen n oTYETOB, HEOOXOAUMBIX ANSA OLEHKU KNMHWUYECKOro nccnegoBanus. Jinua, nmeowmne npaso
NPAMOro AocTtyna (HanpuMmep, npeacrtaBUTeNn HauuoHanbHbIX UNU MHOCTPAHHLIX YIMONHOMOYEHHbLIX OPraHoB,
MOHUTOPLI N ayaANTOPbLI CNOHCOPAa), AOMKHbLI MPUHUMATL BCE pa3yMHble Mepbl Anda codbniogeHns HOpMaTUBHbIX
TpeboBaHMX NO 3aWiuTe KOHPUAEHUMANLHOCTN UHOOPMaLUUK, NO3BONSAOWEN AeHTUOUUMPOBATL CYOHLEKTOB,
n MHpopMaL K, NpuHaaneXxawlen CrnoHcopy.

1.49 panaomusauuma (randomization): lNpouecc pacnpegeneHns cyobeKTOB nccneaoBaHusa rno rpynnam
neyYeHns UnNm KOHTPoNAa cny4anHolM 06pasoMm, NO3BONAKWMA CBECTU K MUHUMYMY CYOBHEKTUBHOCTD.

1.50 cepTucpukaTt ayaurta (audit certificate): [JokyMeHT, cocTaBNeHHbLIN ayaNnTOPOM B NOATBEPKOEHUE
(bakTa npoeeaeHna ayguTa.
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1.51 cepbe3Hoe HeXxenaTtenbHoe ABneHue; CHA n/unu cepbe3Han HexenatenbHaa peakyua; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): J1to6oe HebnaronpnatHoe Mean-

LIMHCKOE COObITME, KOTOPOE BHE 3aBUCUMOCTWN OT A03bl NEKAapCTBEHHOro NpoaykKTa:
- NPUBENO K CMEPTH;
- npeacTaBndaeT cobon yrposy AN *KU3HW;
- TpebyeT rocnutanuMsaumn unNu ee NPoOaANeHns;
- MPMBENo K CTOMKOWN UNU 3HAYNTENbHOW HETPYAOCMOCOOHOCTU UNN NHBANUAHOCTH
Mnn

- NpegcTaBnaeT codbon BPOXKAEHHYIO aHOManuio UnNn aedekT poXxaeHus

(cMm. pykoBoacTBo ICH «OueHka AaHHbIX N0 KNUMHUYECKON Be30MNacHOCTU: TEPMUHONOMMA U CTaHaapTh
9KCNPEeCcC-OTYETHOCTUY ).

1.52 cnenoun Metoa/MackupoBka (blinding/masking): MeTtog, npn NpUMeHeHNn KOTOPOro OgHOMN UK
HECKONbKUM y4acCTBYIOLLMM B KNMHUYECKOM UccneaoBaHMM CTOPOHAM HEU3BECTHO, Kakoe NnevYeHne HasHa4yeHo
cyObekTy nccnegoBaHua. NpocTon cnenon MeToa npegycmaTpuBaeT HeOCBEAOMMEHHOCTb O Ha3HA4YEHHOM UM
BMae neveHns cydbekToB uccnegoBaHua, B TO BPEMSA Kak ABOMHOW cnenon meToa noapasymeBaeT HeoCBe-
ONOMMNEHHOCTb CYDBLEKTOB UCCNeaoBaHua, uccneaosatenen, MOHUTOPOB WU, B HEKOTOPLIX cny4vaax, N1L, BbINON-
HAIOLLIMX CTATUCTNYECKYIO 0OpabOoTKy AaHHbIX.

1.53 cobnioaeHue TpeboBaHUUN (NPUMEHUTESNBHO K KIMTMHUYE€CKUM uccneaoBaHusam) (compliance (in
relation to trials)): CnegoBaHue BceM cBA3AHHLIM C KMTMHUYECKNM UccneaoBaHneM TpeboBaHuAaM, Hagnexallen
KnnHnu4deckon npaktuke (GCP) n HopMaTUBHbLIM TpeboBaHUAM.

1.54 couccnepoBatenb (subinvestigator): Jllobon 4neH nccnegoBaTenbCKOro KONNEKTUBa, HasHaYeH-
HbIN UccnegoBaTeneM U OCyLecTBNAKLWMA NO4 ero KOHTPoNeM 3HadmMble npoueaypbl KNMMHUYECKOro nccne-
NoOBaHUA B MCCNeaoBaTENbCKOM LIeHTpe (Hanpumep, MHTEPH, OpaAuHATOpP, HAy4HbIW COTPYAHUK). CM. Takke
TepMUH «nccnenosatenb» (1.13).

1.55 cnoHcop (sponsor). Pusndeckoe nnu Kpnandeckoe NUUo, Aendrolleecd UHIUMATOPOM KNMHNYEC-

KOro uccneaoBaHUA U Hecylliee OTBETCTBEHHOCTb 3a €ro opraHM3auuio Wunu donHaHcUpoBaHMe.
1.56 cnoHcop-uccnepoBarenb (sponsor-investigator): Jlnuo, koTopoe camoCcToATENBHO NN COBMECTHO

C ApyrMMM nuuaMmm UHULMUPpYET N NMPOoBOAUT KNUHUYECKOE nccneaoBaHue 1 nog HenocpeacTBeHHbIM PYKOBOA-
CTBOM KOTOPOro uccnegyemMboin npoaykt NMdo HazHavaT, NMOO BblAAT CYObLEKTY uccneaoBaHnda, NnMbo noc-
negHun npuHumaeT ero. CnoHCoOpoOM-uccnegoBaTenemM MoOXeT ObiTb TONbKO pusnyveckoe nmuo. ObA3aHHOCTH
CMOHCOpa-uccneaoBaTena BKNOYaT B ceba 004A3aHHOCTU KaK CMOHCOpa, Tak U uccneagosaTens.

1.57 cTaHpapTHble onepauuoHHblie npoueaypbl; COI1 (standard operating procedures; SOPs): [o-
OPOOHbLIE NMCbMEHHbLIE UHCTPYKUMK, NpeAHa3HavYeHHble ANns AOCTWKEeHUa eanHoobpasnsa npu ocyLllecTBneHnm
onpegeneHHon AesaTenbHOCTW.

1.58 cyObekT/cyoBbekT nuccnepgosaHun (subject/trial subject). Punsndveckoe nuuo, yd4acTeyllee B KNn-
HU4YEeCKOM UccneaoBaHUM B COCTaBe rpynnbl, Nony4vawLlen nccneayemMoin NpoaykT, nMdo B COCTaBE KOHTPOMb-
HOW TPYNMbI.

1.59 ynonHoMo4eHHble opraHbl (regulatory authorities): OpraHbl, 0bnagaoLme NpaBoM OCYLLECTBNATL
perynupyrowine yHKUnn. NpuMeHnTenbHO K HacTodaweMy CcTaHOapTy TEPMUH «YMONHOMOYEHHbIe OpraHbl»
BKMOYaeT B ceda MHCTaHUMK, YTONHOMOYEHHbIe paccMaTpuBaThk NpeaocTaBNeHHbIe UM KNMMHUYEeCKUe AaHHbIe,
a TaKkke NpoBOoANTb UHCNEKUMM (cM. 1.11). DTN opraHbl Takke MHOrAa Ha3biBAKOT KOMMETEHTHBIMW OpraHaMu.

1.60 yTBepXaeHue (NPUMEHUTENbHO K IKCNEePTHOMY coBeTy opraHmsauuun) (approval (in relation to
Institutional Review Boards)): INpuHATOE 3KCNepTHLIM coBETOM opraHnsaumm (SCQOQ) 3aknioveHne, NoaTBEPXK-
aawulee (bakT npoBeaeHUsa 3KCNepTU3bl KNMHUYECKOrO UccneaoBaHna U aenaLlleecs paspelleHnemM Ha ero
npoBeAeHWe B AAHHOWN OpraHuM3aunun B COOTBETCTBMU C UHCTPYKUMAMN DCO, HOPMATUBHBLIMWN OOKYMEHTaMMU
MEeANLMHCKOW opraHu3aummn, a Takke Hagnexauwen knmHmdeckon npaktukon (GCP) n HopMaTUBHBLIMUK TPebo-
BAHNAMMW.

1.61 yasBuMble CyOBeKTbl UccnepaoBaHua (vulnerable subjects): Jlnua, Ha Ybe XXenaHne y4acTBOBaTh
B KNUHUYECKOM MUCCNeaoBaHUM MOXET oKaszaTb Ype3MepHoe BNUsHUe oxuaaHme (000CHOBaHHOE UNKU HeObo-
CHOBAHHOE) TeX UNUN UHbIX NPEeUMyLLEeCTB, CBA3aHHbIX C y4acTuemM B uccnegoBaHnn, Unnm caHKUMnM BbILLECTOA-
LLIMX B Uepapxmm Nuu B cnydae oTkasa OT yvacTtuda. B kadecTBe npumepa YNeHOB nepapxuvecknx CTPyKTyp
MOryT ObITb Ha3BaHbI y4allMecs BbICLUMX U CPeAHNX MeOULMHCKUX, hapMaLeBTUYECKUX N CTOMATONOMMYECKUX
y4eOHbIX 3aBeAeHUN, MNaaLnn NepcoHan KNMHUK 1 nadopaTopun, cnyxallume oapmaueBTUHECKNX KOMNAaHWN,
BOEHHOCNYXaLwme N 3aknioveHHble. K ya3BUMbIM CyObekTaM nccnegoBaHus Takke OTHOCATCA OONbHLIE, CTPa-
aawume HensnednmbiMn 3aboneBaHUAMN, NULa, Haxogaswmueca B AoOMax Nno yxoay, Huwune u 6e3paboTHble,
NauneHTbl, Haxoasawnecs B HEOTNOXKHOM COCTOSHUMW, NpeacTaBMTENU HauMOHaNbHbLIX MEHLLUIWHCTB, 0e3a0-
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MHbI€, KOYEBHUKN, BEXEHLIbl, HECOBEPLUEHHONETHME U NKULA, HAXoadaLWKneca Nog onekon Unn NonevYnTeNbCTBOM,
a Takke nuua, HecnocobHbIe aaTb cornacue.

1.62 IkcnepTHbIU coBeT opraHn3auum; 3CO (Institutional Review Board; IRB): HesaBucumMmbin opraH,
COCTOSAILWMA U3 NUL, paboTalowmx B 0bnNacTu MeauuUnHbl, B TOM YUCNe Hay4yHOWU, a TakKe He OTHOCALLMXCS K
MeaULMHE crielmanbHOCTEN, KOTOPLIN 0becneYmBaeT 3aLlUTy Npas, 6e30nacHOCTU N Bnaronony4vnsa cyobLeKToB
nccneagoBaHUs U NpeaocTaBnaeT O0LEeCTBEHHYIO rapaHTUIO TakoW 3aLLUUTbI, B TOM YUCNEe NyTEM PAaCCMOTPEHNUS,
yTBEPXKAEeHUA/0ao0peHna NpoTokona nccneaoBaHnUa U nonpaBok K HEMY, a TaKkke MaTepmanoB U METOAOB,
KOTOpble nNpeanonaraeTca NCnonb3oBaTh ANA NoNy4YeHUa U AOKYMEHTUpOBaHUA NHOOPMUPOBAHHOIO cornacus
CyOBHEKTOB UccneaoBaHusa.

2 lMpuHuunbl Hagnexawewn KnnHudyeckoun npakTnkm (GCP)

2.1 KnuHnyeckme nccnegoBaHUa OOMKHbI MPOBOAUTLCA B COOTBETCTBUU C 3TUYECKUMU MPUHLIMNAMM,
3anNOXXeHHbIMU XenbCUHKCKOW Aeknapaunen BMA n oTpaxeHHbiMn B GCP n HopMaTUBHbIX TpeboBaHUAX.

2.2 [10 Ha4ana nccneaoBaHus AoMKHa ObiTb NpoBeAeHa OUEHKa COOTHOLLEHUS NPOrHO3MPYEeMOro pmcka
N HeyaoOCTB C OXXMaaeMon NoNb3on ANda cybbekTa nccneaosaHua n obulectsa. MiccnegoBaHne MOXeT ObITb
Ha4YaTO U NPOOOMKEHO TONLKO B TOM Crny4vae, ecnu oxxuaaemada nonb3a onpaBabiBaeT PUCK.

2.3 lNpaBa, be3onacHOCTb U bnarononyyne cydbekTa nccnegoBaHna UMEKT NepBOCTENEHHOE 3HaYeHne
N OOMKHbI NpeBannpoBaTh HAQ UHTepecaMn HaykKn n obLLecTBa.

2.4 Nndpopmauma (aoknMHMYeckasa n KnmHudeckasa) o6 nccneayemMom nNpoaykTe AOMKHA OblTb AOCTATOM-
HOM ANa 0OOCHOBAHUA NpeanonaraeMoro KNMHNYeCKoro UccneaoBaHus.

2.5 KnuHn4yeckne nccneaoBaHna AOMKHbI OTBEYaTb HAyYHbIM TpebOBaAHUAM M BbITb YETKO N NOAPOOHO
OonncaHbl B NPOTOKONeE.

2.6 KnnHnyeckoe uccnegoBaHue AOMKHO NMPOBOAUTLCA B COOTBETCTBUM C MPOTOKOMNOM, YTBEPXKAEH-
HbIM/0A00PEHHBLIM JKCNePTHLIM cOBETOM opraHusaummn (3CO)/He3aBUCUMbIM 3TUHECKUM KOMUTETOM (HIK).

2.7 OTBETCTBEHHOCTb 33 OKa3biBAaEMY0 CYOBHEKTY MEAULMHCKYIO NOMOLLb U NPUHATUE peLleHUn Meau-
LIMHCKOTO XapaKkTepa HeceT Bpau.

2.8 Bce npuBnekaemblie K NpoBeaAeHUI0 nccneaoBaHns nuua AoMmKHbl UMEeTb COOTBETCTBYIOLLIME 0Bpa30-
BaHWe, NOAroToOBKY U ONbIT ANA BbINONHEHNA BO3NOXEHHbLIX HA HUX 3a4au.

2.9 obpoBonNbHOE NHPOPMUPOBAHHOE cornacue AOMKHO BbiTb NONYYEHO Y KaXXOoro cydobekTa Ao ero
BKNIOYEHUA B UCCNneaoBaHMe.

2.10 Bclo nony4veHHyl0 B KNUHUYECKOM UccneaoBaHUM WMHAOpMaUUo HeEODXOAUMO PEerncTpupoBaTh,
nepegaBaTb U XpaHUTb TakKMM 00pa3oM, YTOOLI BbiNKM obecnevyeHbl TOYHOCTb U MPaBUNLHOCTL €€ NpeacTaBne-
HUSA, UHTepnpeTaunun n Bepudnkaumm.

2.11 KoHpmaeHUNMan6LHOCTb 3annucen, no3Bonarlnx naeHTUUUnpoBaTh CyYOHEKTOB MccneaoBaHUS,
NOMmKHa ObITb obecnevyeHa ¢ cobnoaeHUEM NpaBa HA YACTHYIO XXU3Hb M 3aWIMTY KOHPUAEHUMNANbLHOCTU B
COOTBETCTBUM C HOPMATUBHbLIMU TPeOOBAHUSMW.

2.12 INpon3BOACTBO N XpaHEHME UccneayemMbiX NPOAYKTOB, a TaKke obpalleHne ¢ HUMKM HeobXxoanMo
OCYLLECTBNATb B COOTBETCTBMU C NpaBuNaMn Hagnexxallen npon3soacTBeHHON npakTukn (good manufacturing
practice; GMP). Uccnegyemble NpoayKTbl AOMKHBI TPUMEHATLCA B COOTBETCTBUM C YTBEPXKAEHHbLIM NPOTO-
KONOM.

2.13 [Ina obecnevyeHnsa KavyecTBa KaXXaoro acnekra uccneaoBaHnsa AomKHbl ObiTb BHEAPEHbI COOTBETCT-
BYIOLLIME CUCTEMbBI U ONepaunuoHHbIe npoueaypbl.

3 IJKCnepTHbIN cOBeT opraHn3aunn/HezaBucmmMmbin
aTtnyeckmm komutet (OCO/HIK)

3.1 O6Aa3aHHOCTM

3.1.1 JKcnepTHbIN COBET OpraHnsaunn/HesaBUCUMbIN STUMECKNN KOMUTET MPU3BaH 3aliMulaTb npasa,
De3onacHOCTb U bnarononyvne Bcex cyobekToB uccneaosaHusa. lccnegoBaHUAM ¢ y4acTUEM YA3BUMBIX CYyOb-
€KTOB AOMKHO ObITb yAeNneHo 0coboe BHMMAHMKE.

3.1.2 3CO/H3K aomkeH nony4nTb cnegyowme AOKYMEHTbI:

- MPOTOKON UccneaoBaHUAa/nonpaBKy;

- MUCbMEHHYI PopMy UMHPOPMUPOBAHHOIO cornacua U ee nocnegyowme pegakuun, npeanaraemblie
nccnegoBaTenemM Ang NCnonb3oBaHUA B UCCNeAOBaHUU;
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- ONUcaHue AeUCcTBMUI, HanpaBneHHbIX Ha NpuBNevYeHne cyObEKTOB K y4acTUIO B UccneaoBaHnm (Hanpm-
Mep, peknamMHble 0O BbABNEHNS);

- MMCbMEHHbIE MaTepuanbl, KOTopble dyayT NpeaocTaBneHbl CyObeKkTaMm;

- DpoLlopy nccnegoBaTens;

- U3BECTHYI0 MHOpMaLNIO, KacaloLyoca 6e30MNacHOCTH;

- MHPOPMALMIO O BbiNNAaTax U KOMNeHcauuax cybbekTaMm nccneaoBaHus;

- TEKYLLYIO BEPCUI0 Hay4dHOW Buorpadpum nccnegosatens (curriculum vitae) n/wnu gpyrme matepuansl,
noaTBepXKaawLwme ero KBannukaumio;

- Nobble apyrme AOKYMeHThl, koTopble MoryT notpebosatbca ICO/HIK ana BbLINONHEHUA ero 00s3aH-
HOCTEM.

SQCO/H3K gomkeH paccMoTpeTb BONPOC O NpoBeAEeHUN Npeanaraemoro KNMHNM4Yeckoro nccneaoBaHns B
pa3yMHble CPOKU U AOKYMEHTaNbHO OPOPMUTL CBOE MHEHUE, YHETKO NAeHTNONUNPYA nccneaoBaHme, paccMoT-
PEHHbIE AOKYMEHTLI U AaTbl NPU BbIHECEHUN CNEAYIOLNX PELLEHWNAA:

- YTBEPXKAEHNA/0A00pEHUS;

- TpeboBaHNS O BHECEHUN N3MEHEHNN, HEODXOANMbLIX ANA NONy4YeHUsa yTeepKaeHnsa/oaodpeHns;

- OTPULIATENBHOIO 3aKN4YeHUA/Heoa0bpEeHUS;

- OTMEHbLI/NPUOCTAHOBNEHNS AaHHbLIX paHee yTBepKaeHna/onodpeHus.

3.1.3 9CO/H3K aomnkeH oueHUTb COOTBETCTBUE KBanupmkaumum nccneaoBaTtens npegnaraeMomMy nccne-
OOBaHWMIO HA OCHOBAHUK ero Hay4dHoun duorpadomm (curriculum vitae) n/unun apyrom cCoOoTBETCTBYIOLLEN AOKYMEH-
Tauun, sanpoweHHon SCO/HBK.

3.1.4 3CO/H3K pgomkeH paccMaTpuBaTh KaXkgoe Tekyllee uccnegosaHue ¢ NepnoanyHOCTLIO, adekBaT-
HOW PUCKY ANA cyOBbEKTOB NCCNeaoBaHNs, HO HE peXe OHOro pasa B rof.

3.1.5 3CO/H3K MmoxeT noTpedoBaTb, UTODOLI CyObeKTaM nccnegoBaHMs NOMUMO MHOPMaLIMK, YKa3aH-
Hon B 4.8.10, Obinn npepocTaBneHbl AOMONHUTENbHbIE CBeAeHUs 06 mnccneaoBaHUKU, €cnn, N0 MHEHUIO
SCO/HO3K, ata nHpopmaumna no3BoNUT CYLLIECTBEHHO NOBLICUTL CTEMNEHb 3alUUTLI NpaB, 6e30nacHOCTU U/nUnu
bnaronony4msa cybbekTOB.

3.1.6 Ecnn cornacue Ha yvactme cybbekTa B UCCneaoBaHWU, HE CBA3AHHOM C MeYeHuneM, AaeT ero
3aKOHHbIN NpeacTasuTens (cM. 4.8.12 n 4.8.14), DCO/H3K gomkeH ybeanTbes, YTO NpeaocTaBNeHHbIN NPOTO-
kKon n/unn gpyraa AOKyMeHTauns COOTBETCTBYIOT 3TUMECKMM HOPMaM N HOPMAaTUBHLIM TpeboBaHUAM ANA TaKNX
nccneaoBaHUN.

3.1.7 Ecnu npoTokon npeaycMmaTpuBaeT HEBO3MOXKHOCTb NONYy4YeHUA cornacusa Ha y4actne B uccnegoBa-
HUN y cyObeKkTa unn ero 3akOHHOro npeactaesutenda (cM. 4.8.15) 40 MOMeHTa BKNoYeHUA cydbekTa B uccneao-
BaHne, ICO/H3IK pomkeH ybeanTbCs, 4YTO NpPeaoCTaBNEHHbIM MPOTOKON W/unNu apyrag AOKYMeHTauums
COOTBETCTBYIOT 3TUMECKUM HOPMAaM U HOPMATUBHLIM TpeboBaHUAM ANA TakMX UccneaoBaHUn (HanpuMmep, npu
HEOTNOXXHbLIX COCTOAHUSAX).

3.1.8 CO/H3K paccmaTtpuBaeT pasmMep U Nopaaok BbinnaTt CyobekTy uccneaoBaHusa, YTodbbl ydeanTbes
B OTCYTCTBMM HEODOCHOBAHHOW 3aUHTEPECOBAHHOCTMN UNN MPUHYXXAEHNA CYDBEKTOB nccneaoBaHua. Pasmep
BbiNNAaT cyObekTaM AOMKeH ObITb 3apaHee onpeaeneH U He AOMKEH LUenNUKOM 3aBUCETb OT TOro, 3aBepLunn
CyOBLEKT nccnegoBaHMe NOMHOCTLIO UMK HET.

3.1.9 3CO/H3K ponxeH ybeanTbca B TOM, YTO MHOPMaALMSA, KacalLlasaca BbinNaT cydbekTtamMm nccne-
OOBaHWA, BKNoYaa MeToabl, CYMMbI U rpadOukK BbinnaT, oTpaXeHa B NMCbMEHHOU bopMe UHPOPMUNPOBAHHOIO
cornacusa n niodbon apyron NMCbMeHHON MHopMaLUnn, NpeagocTaBNaeMon cybbekTam. [JomKHO ObITb YKa3aHo,
KaknMm obpa3om ByaeT onpeaeneH pasmep Bbinnar.

3.2 CoctaB, thyHKUMM U NopaaoK padboThl

3.2.1 3CO/H3K gomkeH nMeTb B CBOEM COCTaBe AOCTATOYMHOE 4YMCNo N, CyMMapHO obnagatowmnx
HEOOXOAUMBIM OMNbITOM W KBanUpukaunen Ansa OLEHKN Hay4YHbIX, MEANLIMHCKMX N 3TUYECKUX acneKTOB npea-
naraemMmoro uccneagosaHua. PekomeHayetca, 4Tobbl B DCO/H3K BXogmnnu:

a) He MeHee NATU YNEHOB;

0) KAk MMHUMYM OOWH YNEH, YbU UHTEPECHI NEXaT BHE coepbl HAYKW;

B) K&K MMUHUMYM OAIMH YNeH, KOTOPbIN HE 3aBUCUT OT OpraHusaumn/mccnegoBaTenbCKOro LIEHTpA.

[ onocoBaTb/BbipaaTb MHEHWE MO UccneaoBaHUIO UMEKT NpaBo TONbKO Te YneHbl SCO/HIK, KoTopble
He 3aBUCAT OT uccnegoBaTens U cnoHcopa gaHHoro nccnegosaHnsa. SCO/H3SK gomkeH BECTU CMIUCOK CBOMUX
YNeHOB C yKasaHneM ux KBanugukauun.

3.2.2 3CO/H3K gomkeH ocylwecTBNATb AeATENbHOCTb B COOTBETCTBMM C MUCbMEHHBLIMU npoueaypamMu,
NOKYMEHTUPOBATbL CBO paboTy, BECTU NPOTOKONLI 3acefaHun, a Takke codbniogate GCP n HopMaTUBHbIE

TpedoBaHUS.
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3.2.3 3CO/H3K npuHumMaeT pelueHns Ha 06 bAABNEHHbIX 3aceaaHnsaxX NPy HaNnU4YnUmM KBOpyma, YyCTaHOBMNEH-
HOrO €ro NMCbMEeHHbLIMU npoueaypamu.

3.2.4 lNpaBo ronocoBaTb/BblCKa3blBaTb CBOE MHEHME W/KUNU pekoMeHaaumm UMeEKT TOMbKO T€ YMNeHbl
SCO/HOIK, koTOpble y4aCTBYIOT B PACCMOTPEHUN AOKYMEHTALMN U 0BCY>KOEHNN.

3.2.5 UccnepoBaTtenb MOXET npeaocTaBnNATb UHOPpMaLMIO NO NOObIM acnekTamMm NccneaoBaHUs, HO HE
MOXET y4aCcTBOBaATb B NPEHNAX NN B ronocoBaHUn/BbipadboTke MHeHNa DCO/HOK.

3.2.6 3CO/HIK mMmoxeT obpallaTtbca 3a NOMOLLBIO K 3KCNepTam, He ABNAIOLWMMCA ero YneHamn.

3.3 NMpoueaypsl

SCO/H3K gomkeH paspadoTatb, AOKYMEHTaNbHO odhopMnTb N cobnoagaTh CBOWU npoueaypbl, onpeae-
nawwme:

3.3.1 Ero cocTtas (hammnumn n keanuukauuio YNeHoB) U y4peamnBLLNN €ro OpraH.

3.3.2 INopaaok HasHa4vYeHna 3acegaHnn, onoBeLLEHNS ero YNeHOB O NpeAcToALLMX 3acefaHnsax, a TaKkke
opraHn3auuio 3acegaHuun.

3.3.3 lNopagok nepBUYHOIO N NocneayrLwero pacCMoTpeHna AOKYMeHTaUnm No nccneaoBaHuio.

3.3.4 lNepmnoan4HOCTL NOCNeayLWero paccCMoTPeHNa OKYMEHTaLUUU NO NccneaoBaHUIO.

3.3.5 lopaaok, cornacHO HOPMAaTUBHLIM TPEOOBAHUAM, YCKOPEHHOro PacCMOTPEHMA N yTBeEpXae-
HUA/0a0BpPEeHN HE3HAUYNTENBHBLIX U3MEHEHNW ANA UCCNEeaOBaHUN, paHee YTBEPKAEHHbLIX/OA0DPEHHbLIX UM Xe.

3.3.6 HegonycTMMOCTb BKNIOYEHUS CYOBLEKTOB B UccneaoBaHue Ao Toro, kak 3CO/H3K BblaacT NnMCbMeH-
HOe yTBepXaeHne/ogobpeHne Ha npoBeaeHne uccneaoBaHus.

3.3.7 HegonyCTMMOCTb OTKNOHEHMW OT NPOTOKONAa NN ero N3MeHeEHN Be3 NpeaBapuTENbLHOIO YTBEPXK-
neHna/oaodpeHna cooTeeTCTBYOLW KX nonpaBok QCO/HIK, kpoMe Tex cnyvaes, Koraa HeobXoanMMo yCTpaHUTb
HENOCPEeaCTBEHHYIO Yrpo3y cyObekTaM uccneaoBaHuUa MNM Korga U3MeHeHUsa KacarTcs TONbKO aAMUHUCTPa-
TUBHbIX NN TEXHNYECKUX acNeKTOB uccnegoBaHna (HanpuMmep, 3aameHa MOHUTOpPAa, U3MEeHEeHne HoMepa Tene-
dooHa) (cM. 4.5.2).

3.3.8 OBa3aHHOCTb nccnepgoBaTensd HezameanuTenbHoO coobwaTtb ICO/HIK:

a) 00 OTKNOHEHUAX OT NPOTOKONA UNN U3MEHEHNAX NPOTOKONA, NPON3BEAEHHbIX ANSA YCTPAHEHUA HEMO-
CpeaCTBEHHOW yrpo3bl cybbekTam nccnenoBanus (cMm. 3.3.7,4.5.2, 4.5.4);

0) 00 U3MEHEHUNAX, YBENUYUBAIOLLINX PUCK AN CYOBEKTOB U/MNN CYLLIECTBEHHO BNUAIOLLIMX HA NPOBEAEHNE
nccnegoBaHua (cm. 4.10.2);

B) 000 BCeX HexenaTenbHbIX peakunax, KOTopble ABNAOTCA OAHOBPEMEHHO CEpPbe3HbIMU N HENpeaBU-
NEHHbIMMW;

) O HOBbIX AaHHbIX, KOTOPbIE MOIMYT CBMAETENLCTBOBATbL O BO3pACTaHMM puUcKa ANA cyObLEKTOB UNn
He®NaronpuATHO NOBNUATb HA X0 NccneaoBaHUS.

3.3.9 Ob6a3aHHocTb SCO/H3K HezameanuTenbHO B MTMCbMEHHOM Buae coobLllaTb uccnegoBaTento/opra-
HM3aLunu:

a) 0O CBOUX peLleHNAX/3aKkniovYeHnsX, KacaLwwmxesa nccnegoBaHus;

6) 0 NPUYMHAX NPUHATUA PELLIEHMNIN/3aKNIOYEHUIA;

B) O nopsgke obanoBaHMA ero peLleHnin/3aknioveHni.

3.4 JokymeHTauunA

QCO/H3K gomkeH XpaHUTb BCe AOKYMEHTLI (Hanpumep, CBOM npoueaypbl, CNUCKN YNEHOB C YKa3aHUEM
poaa AeAaTeNnbHOCTU U MecTa paboThl, NpeAcTaBNEHHbLIE HA PACCMOTPEHNE AOKYMEHTbLI, MPOTOKONLI 3aceaHn
N Nepenucky) B TedeHne MMHUMYM TpeX neT nocne 3aBeplleHna uccnegoBaHUa U NpegocTaBnNATb UX MO
3anpocy ynonHOMoYeHHbIX opraHoB. iccnegoBaTenn, CNOHCOP, YNONHOMOYEHHbIE OpraHbl MOryT 3anpallunBaThb
y 9CO/HIK ero npoueaypbl U CAUCKN YNEHOB.

4 NccnepoBaTtenb

4.1 Ksanucdukauua u oba3atenbCcTBa UccnepoBartTens

4.1.1 NccnepoBaTenb Ao0MKeH UMETb 0bpa3zoBaHme, NpodPeCcCMoHanbHY0 NOArOTOBKY U ONbIT, MO3BONAIO-
LLine eMy NPpUHATL Ha cebda OTBETCTBEHHOCTbL 3a Hagnexallee npoBeAeHue KNUHUYECKOro mccneaoBaHuA.
Ksanudunkaumsa nccnegosatens AoMKHA COOTBETCTBOBATb HOPMATUBHbLIM TpeboBaHUAM M ObiTb NoATBEPXae-
Ha ero Hay4How buorpadmen (curriculum vitae) n/unun gpyrummn AOKyMeHTamMu, KoTopble MOryT ObiTb 3anpoLLUEeHb!
cnoHcopom, SCO/HIK n/unn ynonHOMOYEHHbLIMWU OpraHamu.

4.1.2 iccneaoBaTenb AOMKEH AeTanbHO 3HATb, Kak NPUMEHATb nccneayemMbiv NpoaykKT B COOTBETCTBUN
C NPOTOKONOM, TEKyLLEeW peaakumnen 6poLlopbl uccnegoBaTtens, MHopMaunen o NpoaykTe n ApyruMmn NCTou-
HUKaMW, NpeagocTaBNAEMbIMU CTOHCOPOM.

4.1.3 NccnepoBaTenb AomKeH 3HaTtb U cobnoaate GCP 1 HopMaTuBHbIE TpeboBaHUA.
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4.1.4 VccnepoBaTtenb/opraHn3auna He OOMKHblI NPenATCTBOBaTb MOHUTOPUHIY U ayguTy CO CTOPOHDI
CNOHCOPA, a TaKkXe UHCNEeKUNAM YNONHOMOYEHHbLIX OPraHoB.

4.1.5 NccnepoBaTtenb AOMKEH BECTU CNUCOK obnagatowmnx Heobxoanmon ksanupukaumen nul, Kotopble
No ero NopyveHunto oCcyLLecTBNAIT onpegeneHHyo AeATeNbHOCTb B paMKax nccnegoBaHua.

4.2 COOTBETCTBYKOLUME pecypcChl

4.2.1 ccnepgoBaTtenb AonMkeH ObiTb CNOCO0EH NPOAEMOHCTPUPOBATL (HanpuMep, Ha OCHOBaAHUWN PETPO-
CNEKTMBHbLIX AaHHbIX) BO3MOXHOCTb HAbopa B Te4YEHWUE OrOBOPEHHOIo nepunoaa TpedbyemMoro konmyecTea noa-
XOOSALWMNX CYOBLEKTOB NCCNEOOBAHUS.

4.2.2 NccnepgoBaTenb AOMKEH UMETb AOCTAaTOYHOE KONUMYEeCTBO BPEMEHM, YTOObI HagneXxaLimm obpa3om
NPOBECTU N 3aBEPLUNUTL UCcneaoBaHMe B TedeHne OroBopeHHOoro nepuoaa.

4.2.3 NlccnepgoeaTtenb AoMKeH pacnonaraTe 4OCTAaTOYHLIM KONUYECTBOM KBaAaNMOULMPOBAHHLIX COTPYA-
HWKOB U MaTepuanbHbIX pecypcoB (MOMeLleHnsa, 0bopyaoBaHMe) B nepuoa nccneaoBaHnsa, Ans Toro YToobl
NPOBECTU 3TO UCccneaoBaHMe HagneXxawmm n 6e3onacHbIM 0Bpa3oMm.

4.2.4 NccnepoBaTenb OTBEYaAET 3a TO, YTODbLI BCE 3aHATbIE B KMMHUYECKOM NCCNeaoBaHUN COTPYAHUNKM
ObINN XOPOLLO 3HAKOMbI C MPOTOKOMOM U NccneayemMbiM NPoAYKTOM, a TaKkke co CBOUMMUN DYHKUMSAMN N 0DA3aH-
HOCTAMM.

4.3 OkazaHne mMeaAULUMHCKOU NOMOLLUMU CYOBbEeKTaM UccneaoBaHunA

4.3.1 ABnarowimnca uccnegoBatenemMm UnNu couccneaoBaTenemMm Bpad HeceT OTBETCTBEHHOCTb 3a BCe
NPUHUMAaEMbIe B paMKax nccneaoBaHUa pelleHns MeguuUMHCKOro xapakrepa.

4.3.2 Bo BpeMs N NO 3aBepLUEHUN y4acTua cyDbekTa B nccnegoBaHUU nccnegoBaTenb/opraHM3auuns
NOMKHbI 06ecneynTb OkazaHne cydobekTy HeobxoanMon MeanUMHCKON NOMOLLN B cnyvae NObIX CBA3AHHbLIX C
nccneaoBaHMEM HexXenaTenbHbIX ABNEeHWN, BKNYaa KNMHUYECKN 3HaYMMble N3MEHEHNSA NabopaTOPHbIX NOKa-
3aTtenen. MiccnegoBatenb/opraHn3auma 0ba3aHbl MHPOPMUPOBATL CYOBEKTA O CTaBLUUX M3BECTHLIMU UCCAE-
NOBaTEN MHTEPKYPPEHTHbLIX 3aboneBaHusx, Tpedyrowmnx MeanunHCKON NOMOLLLN.

4.3.3 UccnepnoBaTento pekoMeHayeTca CoobLLMTb neYallemMy Bpadvy, eCnu TakoBoW MeeTcs, 00 y4acTum
cyObeKTa B nccneaoBaHUKM NMpu yCrnoBuKU, HYTO CYOBEKT He BO3paXkaeT NPOoTUB MHPOPMUPOBAHUA nevallero
Bpaua.

4.3.4 XoTqa cyOBbEKT He 0643aH coobLaTb O NPUYNHAX, NOBYAUBLLMX €ro AOCPOYHO NpeKkpaTUTb y4acTue
B nccneaoBaHWN, uccneagoBaTtenb AOMKeH NONbITaTbCA YCTAHOBUTL 3T MPUYUHBI, NPOABNAA NMPU 3TOM NOMNHOE
yBaXeHWe K npaBam cyObekTa.

4.4 Kontaktbl ¢ QCO/HIK

4. 4.1 lNepen TeM Kak Ha4yaTb UccnegoBaHue, uccnegoBaTenb/opraHn3aumna gONXKHbI NONYYUTE MUCEMEH-

HOe N AaTupoBaHHoe yTBepXaeHue/ogobpeHne 3CO/H3K npoTokona nccnegoBaHua, NMCbMEHHON POPMBI
MHOOPMNPOBAHHOIO COrnNacus U ee nocneayoLwmx pegakumn, Mep, HanpaeBneHHbIX HA NpuBNeYeHne CyobLEKTOB
K y4acTUIO B UCCNeaoBaHUM (HAanpumep, peknamMmHbiX 00baBNEeHNN), N NOOLIX APpYrMX MMCbMEHHbLIX MaTepnanos,
KOTOpble npeanonaraeTca NpeaocTaBUTbh CyObeKkTaM.

4.4.2 BmecTe ¢ ApyruMn AOKyMeHTaMKn nccnegosartens/opraHnsauna gomkHel npegoctaButb SCO/HIOK
NoCNeaHIo peaakuunio bpoLopbl uccnegoBaTtens. Ecnu 6polopy nccnegosaTtens AONOMNHAKT B X0Ae UCchne-
noBaHuAa, nccnepoeaTtenb/opraHnsaumna obasaHbl npegoctaBuTb CO/HIK HOBYIO peaakunio BpoLuiopbl UC-
cnegoBaTens.

4.4.3 B TedyeHne nccnenoBaHna nccnegoBatenb/opraHn3auma AomkHbl npenoctaBnatb SCO/H3K Bce
nognexawue pacCMOTPEHNIO AOKYMEHTHI.

4.5 CobnopeHue npotokona
4.5.1 NccnepoBaTenb/opraHn3auuns AOMKHbl MPOBOAUTL UCCNeaoBaHME B COOTBETCTBUM C NPOTOKONOM,

COrnNacoBaHHbIM CO CMOHCOPOM W, NMPUN HEOBXOAUMOCTU, C YNOMHOMOYEHHbLIMWU OpraHamun, N yTBepPKAeH-
HbiM/0go6peHHbIM SCO/H3K. B noaTBepxaeHne AoroBoOpeHHOCTU uccrnegoBaTenb/OopraHn3auma U CNoHCOP
noANUCLIBAKDT NPOTOKON N OTAENbHLIN AOTOBOP.

4.5.2 VccnepoBaTtenb He OOMKEH OTKNOHATLCA OT MPOTOKONA UNU BHOCUTb B HEro M3MeHeHus 6e3
cornacua crnoHcopa n 6e3 npeaBapuUTenbHOro PacCMOTPEHUA U AOKYMEHTANbHO OPOPMMEHHOro yTBepKae-
HUA/oaodpeHna nonpaBkn K npotokony SCO/HIK, kpome Tex cnyyaeB, Korga He0OXoAMMO YCTPaHUTL HEMO-
CPEeACTBEHHYIO Yyrpo3y cybbekTamMm nccnegoBaHmsa UNu Koraa u3aMeHeHus KacaroTca TONbKO aaAMUHUCTPATUBHbIX
NN TeXHUYECKNX acneKkToB nccneaoBaHua (HanpuMmep, saMmeHa MOHUTopa, N3AMeHeHUne HoMepa TenedoHa).

4.5.3 VccnepgoBaTtenb UMW Ha3Ha4YeHHOE UM NUUO AOMKHO OOBACHATL U AOKYMEHTANbLHO OPOPMNATL
nbbIe OTKNOHEHMA OT YTBEPKAEHHOIo NPOTOKONA.

4.5.4 ViccnegoBaTenb MOXeET OTKNOHATLCA OT NPOTOKOMNAa N BHOCUTb B HETO N3AMEHEHNSA ANd yCTpaHeHUs
HENOCPEACTBEHHOW Yrpo3bl CyObekTaM uccneaoBaHua 6e3 npeaBapuTenbHOro yTeepXKaeHus/oaobpeHns
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QCO/H3K. B kpaTyanwine Cpokum onucaHme OTKMOHEHUW UNU U3MEHEHWUN C YKa3aHWEM WX MPUYUH WU, NpU
HEOBXOAMMOCTKN, NpeanaraemMble NonpaBkn K NPOTOKONY AOMKHbLI ObiTb HAaNpaBNEHbI:

a) 9CO/H3K ana paccMoTpeHuns n yTeepxaeHunsa/onodpeHns;

©) CNOHCOpPY ANA COrNacoBaHUSA C HUM;

B) YNONHOMOYEHHbLIM OpraHam, ecnm HeodxoanMmo.

4.6 Accneayemblie NpoAayKThi

4.6.1 OTBETCTBEHHOCTb 3a y4eT nccnegyemMbixX NpoaAykKTOB B UCCNeaoBaTeNbCKOM LIEHTPE BO3NOXeHa Ha
nccnengoBaTensa/opraHn3aumio.

4.6.2 Ecnun 31O paspelleHo/TpedyeTca, uccnegoBaTenb/opraHn3auna MoryT/aomkHbl nepeaatb HEKOTO-
pble UnNn Bce 064A3aHHOCTN nccneaoBaTens/opraHn3aunm rno y4eTy nccneayemMbix NpoayKTOB B UCCNeaoBaTenb-
CKOM LIEHTPE anTe4YHOMYy pabOTHUKY NN MHOMY Ny, NOAKOHTPONBLHOMY UccneaoBaTento/opraHm3aumnn.

4.6.3 UccneposaTtenb/opraHnsauns n/mnmn antedHbln paboTHUK N MHOE YNONHOMOYEHHOE NCCcneaoBa-
Tenem/opraHnsaynen NMuo AOMKHbl BECTU y4eT NOCTaBOK NPOAYKTOB B UCCNeaoBaTENbLCKUN LEHTR, UX DAKTU-
4YeCKOro KonNn4ecTBa B LEHTPEe, NCNONb30BaHNA KaXKabiM CYOBEKTOM, a TakXe BO3BpaTa CNOHCOPY NNBO MHOrO
pacnopskeHnss Hencnonb3oBaHHLIMW NPOAYKTAMU. 3anucK No y4eTy AOMKHbLI BKNoYaTb B cebs AaThbl, Konuye-
CTBO, HOMepa napTuu/cepun, CPokn roaHoCTU (rae NPMMEeHNMO) U YHUKanNbHbIE KOAblI uccneayeMbiX NpOAYyKTOB
N cyObEKTOB UccneaoBaHua. iccnegoBaTtenb AOMKEH BECTU 3anNUCK, NOATBERKAAOLIME, YTO CYOBEKTLI NONY-
4yanu uccneayemble NpoayKTbl B A03aX, NpeayCMOTPEHHbLIX MPOTOKONOM, B KONMUYeCcTBax, cornacylowmxca ¢
OOLLIMM KONNYECTBOM nccneayemMbiX NpoaykToB, NONy4YeHHbLIM OT CMIOHCOPA.

4.6.4 lccnenyemble NpoayKThl cnegyeT XpaHuTb B COOTBETCTBUU C MHCTPYKLMAMM CNOHCOopa (CM. 5.13.2
M 5.14.3) n HOpMATUBHLIMU TPEOOBAHNAMM.

4.6.5 lccneposaTenb AomKkeH obecneunTb, YTODOLI nccneayemMsbie NpoaykThbl ObiNn NCNONb30BaHbI TONLKO
B COOTBETCTBUU C YTBEPKAEHHLIM NPOTOKOMOM.

4.6.6 ccnepoBaTtenb UNn ynonHOMOYEHHOE UccnegoBatTenemMm/opraHmsaunen NMUo AOMKHO OOBACHUTL
KaxkaoMy cyOBbeKTy NpaBmna NpUMMEHEHNs uccneayembixX NpoaAYyKTOB U Yepes NpueMneMble MHTepBanbl BpeMe-
HW (B 3aBMCUMOCTWN OT UCCNeaoBaHWUs) NPOBEPATL COONIDAEHNE 3TUX MHCTPYKLUMA KaXKObIM CYOBHEKTOM.

4.7 Panaomusauua u packpbiTue Kkoaa

MccnepgoBaTtenb AomkeH cobngaTth NPeayCcMOTPEHHYI0O B UCCNEeAOBaHUM METOAWKY paHaOMU3aLun,
ecnn TakoBasi MMeeTcs, N obecnevnTb packpbiTMe Koga TONbLKO B COOTBETCTBMU C NMPOTOKONOM. Ecnu nccne-
OoBaHWe npoBoAUTCA cnenbiM MeTOAOM, uccneaoBaTenb AOMKEH He3aMeaANUTEeNbHO AOKYMEHTAaNbLHO OgOop-
MUTb N ODBACHUTBL CAOHCOPY NBOoE NpeXxaeBpeMEHHOE pacKpbiTUE KoAa nccneayembliX NpoayKToB (HanpmmMep,
cny4danHoe pacKkpbiTUe Koaa, packpbiTUe Koda B CBA3U C CePbe3HbIM HeXkenaTenbHbIM ABNeHNeM).

4.8 UHcpopmMmUupoBaHHOE cornacue cyobLekToB UccneaoBaHus

4.8.1 Ilpn nonyv4eHnn n AoKyMeHTanbHOM opopMneHnn MHPOPMUPOBAHHOIO cornacua nccnegoesaTtens
OOMmKeH cobnoaaTb HopMaTUBHbLIE TpedoBaHus, npuaepxmneatbca GCP 1 3TUYECKUX NPUHLIMNOB, 3aN0XKEHHbIX
B XenbCUHKCKON Aeknapauun BMA. [1o Ha4yana nccnegosaHua uccneagoBaTtens A0MKeH NoNy4YnTb MMCbMEHHOE
yTBepkaeHne/oaobpenmne 3CO/H3K nucbmMeHHON popMbl MHPOPMUPOBAHHOIO cornacus U NOLIX ApPYrnx
MUCbMEHHbIX MaTepnanoB, NpeaocTaBNAEMbIX CyObeKTaM.

4.8.2 INncbMeHHaa popmMa MHPOPMUPOBAHHOIO cornacua 1 nbble apyrve NMCbMEHHble MaTepuansl,
npeaocTaBnaemMble cybbekTam, cnegyeT AONONHATL/MCNPaBNATL N0 Mepe NOABNEHNS HOBOWN BaXXHOWN MHAOP-
MaLUWUKN, KOTOPAas MOXKET OKa3aTbCA CYLLECTBEHHON ANa cornacus cyobekTta. Jliobaa agononHeHHaa/ucnpaBneH-
Hass NucbMeHHass dopma MHPOPMUPOBAHHOIO cornacus u nbble apyrne AONOMHEHHble/McrnpaBneHHbIE
MMCbMEHHbLIE MaTepuansbl, NpeaocTaBnNsaeMble cybbekTamM, AOMKHbI ObITh yTBepXAeHbl/oaobpeHbl ICO/HI3K
00 UX NCrnonb3oBaHuAa B nccneaosaHun. CyGbekT Unn ero 3aKoHHbIN NpeacTaBuTeNb A0MKeEH ObITb CBOEBpE-
MEHHO O3HAKOMMEH ¢ HOBOW MHbopMaUmMen, COCOOHON NOBNUATL Ha XXenaHue cydbekTa npoaormkaTb ydacTme
B uccneaosaHnn. PakT nepeaayvn 3aton nHpopmMaumm AomkeH oObiTb AOKYMEHTaNbHO OPOPMNEH.

4.8.3 Hn nccneposatenb, HM Apyrue 3aHAThLIE B UCCNeAOBaHUKN NULIA HEe AOMKHbI NPUHYXXAAaTb CYyObEKTa
MNN UCNONb30BaTb UHblE HEKOPPEKTHLIE METOAbLI BO3AEUCTBUSA C LIENbI CKNOHUTL €ro K y4acTuio Nbo npoaon-
YXEHUIO y4aCcTUSA B UccnegoBaHUN.

4.8.4 Hn ycTHada, HW NUCbMEeHHaa UHOPMaUUd, Kacalwaaca uccneaoBaHusa, BKNOYaAA NMUCbMEHHYIO
bopMy MHPOPMNPOBAHHOIO Cornacuda, He AoMkKHa coaepXatb POPMyNUPOBOK, MPAMO UNWN KOCBEHHO CKIMOHS-
IOLLIMX CYOBEKTA NNK €ro 3aKOHHOro NpeacTaBUTENa OTKA3aTbCA OT 3aKOHHbLIX NpaB, a Takke opMynNPOBOK,
NPAMO NN KOCBEHHO OCBOOOXKAAOLWMX nccnegoBaTensd, opraHM3auuio, CNoHcopa Unn ux npeacrtasutenen oT
OTBETCTBEHHOCTU 33 XanaTHOCTb.

4.8.5 UccneposaTenb N Ha3zHa4YeHHOE MM NNLIO AOMKHO B NONHOWN Mepe NPonHPOpPMUpPOoBaThL CyObEKTa
MNn, ecnn cydbekT He cnocobeH aAaTbk MHOPMUNPOBAHHOE cornacue, ero 3aKoOHHOro npeactasnTens 0do BCEX

10



F'OCT P 52379—2005

3HA4YMMbIX acnekTax nccnegoBaHus, B TOM YMcne 03HAaKOMUTb C MUCbMEHHON HdopMauunen od nccneagoBaHMn
n ogodbpeHmnem/nonoxmnTenbHbiM 3akntodeHnem 3CO/H3K.

4.8.6 YcTHas n nucbMeHHaa nHgpopmauna o6 nccnegosaHum, BKNYas NMCbMeHHY0 popMy MHPOPMU-
POBAHHOINO cornacus, OOMmKHA coaepKaTb KaK MOXHO MeHbllue crneumanbHbiX TEPMUHOB U ObiTb MOHSATHA
CYyOBEKTY UNN, B COOTBETCTBYIOLLMX CNy4vasaX, ero 3aKkOHHOMY NpeacTaBUTENIO U HE3AUHTEPECOBAHHOMY CBU-
aeTento.

4.8.7 lepen nonydyeHnemMm UHPOPMUPOBAHHOIO cornacmsa uccneaoBaTtenb MNKM Ha3Ha4YeHHoe UM NUUO
OOMKHO NpeaocTaBUTb CYOBHEKTY UMW ero 3aKOHHOMY NpeacTaBUTEN0 AOCTATOYMHOE KONUYECTBO BPEMEHU U
BO3MOXHOCTb ANS nony4veHua donee noapodbHon nHgpopmaumn od nccneaoBaHum M NPUHATUA pelleHns ob
y4aCTUM B HEM UMK OTKa3e OT Takoro yqactna. CyobekT nnun ero 3akoHHbIN NpeacTaBUTENb AOMKEH NONYYUTb
ncuepnbiBaroLLnMe OTBETHI HA BCe BOMNPOCHI 00 nccneaoBaHun.

4.8.8 [1o Ha4yana y4yactua B uccneaoBaHnm cybbekT MNn ero 3akKoHHbIN NpeacTaBuTEeNb, a Takke NUuo,
NpoOBOAUBLLEE Pa3bACHUTENBLHYIO Bbeceay, AOMKHbI noanucaTb U COOCTBEHHOPYYHO AaTUPOBAaTbh MUCbMEHHYIO
bopMy MHPOPMUPOBAHHOIO COrnacus.

4.8.9 Ecnun cydBbeKT UNn ero 3aKoHHbIW NpeacTaBUTENb HE CNOCODEH YNTAaTb, TO B TEYEHME BCEN PA3BAC-
HUTEeNbLHON Becenbl AOMKEH NPUCYTCTBOBATbL HE3AUHTEPECOBAHHbLIN cBNAETENb. [locne TOro Kak cybbLekTy unu
ero 3aKOHHOMY NpeacTaBUTENO NPOYNTANN U PA3BACHUNU MUCbMEHHYIO POPMY NHDOPMUNPOBAHHOTO Cornacus
n apyrue npegocrtaBnsaemMble CyObekTy NMMCbMEHHbIE MaTepuanbl N NocNe TOro Kak CyobeKT UNn ero 3aKOHHbIN
npeacTaBuTENb Aan YCTHOE cornacue Ha ydactme cybbekta B uccnegoBaHum U, ecnu cnocodbeH, noanucan w
CODCTBEHHOPYYHO AaTUpoBan MUCbMEHHYID POopMY MHPOPMUPOBAHHOIO cornacus, cBmaeTenb AOMKEH ee
noanucaTte U CODCTBEHHOPYYHO AaTupoBaTth. [lognuceiBaa oopMy cornacusa, cemaeTens NOATBEPXKAAET, UTO
MHopMaums, cogepxawlasaca B popMe cornacua n Bcex Apyrnx NUCbMEHHbLIX MaTepuanax, dbina TOYHO
Pa3bsCHEHA N NOHATA CYOBHLEKTOM UMW €ro 3akKOHHbIM NpeacTaBuTeNeM M YTO cornacue Ha ydactue B uccne-
NOBaHUN AAaHO CYOBLEKTOM UNKM €ro 3aKOHHLIM NpeacTaBuTeneMm A0OPOBONLHO.

4.8.10 Kak B xoae pasbsaAcHUTENLHOU Becebl, Tak U B TMCbMEHHOW hopMe MHPOPMMNPOBAHHOIO COrnacus,
a Takke NodbIX ApYrmx NTMCbMEHHbLIX MaTepuanax, npeaocTaBnaeMbiX CyObekTam, AOMKHO ObiTb PA3bACHEHO
cneayoulee:

a) MiccnegoBaHue HOCUT 3KCNepUMeEHTanNbHbIN XapakTep.

0) Llenb nccnenosaHus.

B) BapnaHTbl neveHnsa B npouecce nccneaoBaHUa U BEPOATHOCTbL CNyYanHOro pacnpeaeneHns B oaHy
M3 rpynn ne4vyeHus.

r) lNpoueaypbl uIccnegoBaHus, BKNoYas BCe MHBA3UBHbLbIE NMpoueaypsbi.

n) O6a3aHHOCTU cyObEKTA.

e) Te acnekTbl NCCNeaoBaHUSA, KOTOPbIE HOCAT SKCNepUMeHTanbHbIW XapakTep.

X) Oxknagaembin pUCK MNKM HeyaobcTBa ANA cyObekTa, a Takke, B COOTBETCTBYHOLIMX cnyvaax, ans
aMOpPUOHA, NNoaa UNn rpyaHoro pedeHka.

3) Oxxnpgaemble Bbiroga u/unun nonb3a. EcnNu nonb3bl ¢ MEAMLIMHCKON TOUKN 3pEHUS He npeanonaraeTcs,
TO CYOBLEKT A0MKeH ObITb NOCTaBNeEH 00 3TOM B U3BECTHOCTbD.

n) MHble, NOMMMO NpeayCMOTPEHHBLIX B UCCNeaoBaHUK, Npoueaypbl UMW MeToabl NEYEHUSA, KOTOPLIE MOTYT
ObiTb AOCTYMHbLI CYOBLEKTY, a TakKe UX 3Ha4YMMbIe NOTEHUNanNbHbIE BbIroA4a U/MNU Nonb3a, a TakKe PUCK.

K) KomneHcauna n/mnn neveHue, AOCTyNHble CyOBHEKTY B cnyvyae NpUYNHEHUa Bpeaa ero 3aopoBbLIO B
pe3ynbTaTe y4acTus B UCCNeaoBaHUN.

n) MNnaHnpyemble BbiNnNaThl CYOBLEKTY 3a ero y4actne B UCccneaoBaHnK, eCnun TakoBble NpeayCMOTPEHb!.

M) NnaHnpyemMble pacxoabl cybbekTa, ecnu TakoBble OXXNAAKTCH, CBA3aHHbIE C ero y4acTUeM B UCChe-
OOBaHUN.

H) Y4yacTue cydbekTa B uccnegoBaHMm aBndaeTca A0OPOBONbHLIM, U OH MOXKET OTKa3aTbCA OT y4acTuS
NN BbINTU N3 NCCNEeaoBaHNA B NIOOOU MOMEHT Be3 Kakmx-nmbo caHKUMn ansa cedbs nnu notepm NONOXXeHHbIX
BbIroA.

0) MoHuTopbl, ayanTopbl, ICO/HIK 1 ynonHOMOYEeHHbIe OpraHbl B TOM Mepe, B KaKOW 3TO AOMNyCcKaeTCS
3aKoHOOATENbLCTBOM, DyAyT UMETb NPAMON AOCTYN K OPUrMHANbHbIM MEeAULMHCKUM 3anncaM cydbekTa aAngd
NpOBEPKU Npoueayp U/unn gaHHbIX KNMMHUYECKOro nccneaoBaHus, He Hapyllasa npu 3TOM KOH(MaAeHUnanbLHOC-
TU AaHHbIX CYDObeKTa, U 4TO CYOBEKT UNMN ero 3aKOHHbIN nNpeacTaBuTenb, NOANUCLIBAA MUCbMEHHYI0 dopMYy
MHOPMUPOBAHHOIO Cornacuda, AaeT paspelleHne Ha Takou OOCTyI.

n) 3anucu, naeHtTndouumnpyoline cydobvekTta, byayT coXpaHeHbl B TaHe N MOTYT ObiTb pacKpbITbl TONLKO
B TON Mepe, B KAaKOW 3TO AonyckaeTcsa 3akoHoaaTenbcTBOM. [pu nybnukauun pesynbTaToB UCcCneaoBaHUSA
KOH(OMAEHUMANBHOCTL AaHHbIX CyObekTa ByaeT coxpaHeHa.
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p) CyOBbekT unn ero 3akoHHbLIN NpeacTaBuTeNbL ByaeT CBOEBPEMEHHO O3HAKOMNEH C HOBOW MH(pOpMa-
Linen, cnocoOBHON NOBNUATL HA XXenaHue cybbekTa npoaonkaTtb y4acTue B UCCneaoBaHun.

c) Jlnya, K KOTOpPbIM MOXXHO 00pPaTUTLCA ANSA NONyvYeHUa AONONHUTENBLHOW MHG OPpMaUnM 06 uccneaosa-
HUWN U NpaBax cCyObEKTOB NCCNEAOBaHUA, a TakKe B cny4vae Npu4nHEHUa Bpeaa 300Pp0oBbi0 CyObeKTa B pe3yrb-
TaTe ero y4actma B uccnegoBaHun.

T) Bo3MOXHbIe 006CcTOATENLCTBA U/MNU NPUYNHDBI, MO KOTOPbLIM y4acTue cydbekTa B UICCneaoBaHUN MOXET
ObITb NpeKpaLLeHo.

y) lNpeanonaraemaa ANUTENbLHOCTb y4acTUa CyObekTa B nccnegoBaHUM.

d) NpnudnunantenbHOE KONNYECTBO CYOBHEKTOB, KOTOPOE npeanonaraeTcsa BKNIOYNUTL B UCCneaoBaHue.

4.8.11 lNepepn BkNoYEHNEM B UccneaoBaHue cydbekT UnNn ero 3aKkOHHbIN NpeacTaBUTENb AOMKEH MOMNy-
YNTb NOAMUCAHHbLIN U AATUPOBAHHbLIN IK3IEMMNNAPR MUCbMEHHOWU POPMbl MHAPOPMUPOBAHHOIO cornacus N Bce
apyrue npegoctaBnsemMble cydbekTaM NUCbMEHHbIe MaTepuansl. Bo BpemMs yqacTna cybbekTa B uccneaoBa-
HUN CYDOBEKT UNKU ero 3aKOHHbIN NpeacTaBUTENb AOMKEH Nony4YaTbh NOANUCAHHbLIE U AATUPOBAHHbLIE 3K3EMMNNS-
Pbl BCEX nocneaywuwmx pegakummn opmMmbl MHOOPMUPOBAHHOIO cornacua U KoOnmm Bcex NonpaBoK K APYrnm
MMCbMEHHbIM MaTepuanam, NpeaocTaBNseMbliM CyObEKTaM.

4.8.12 Ecnn B KNMHUYECKOM uUccneaoBaHMn (CBA3aHHOM NUOO He CBA3aHHOM C NevYeHWeM) y4acTBYIOT
CYyOBEKTbI, KOTOPbIE MOIYT ObITb BKMNIOYEHLI B UCCNEeAOBaHUE TOMbKO HA OCHOBAHWUW cornacusa UX 3aKOHHbIX
npeactaBuTenen (Hanpumep, HecoBepLUEHHONETHNE, NAaUuNeHTbl C BbipaXXeHHbIM cnadboymMuem), To CyOBbeKT
NoMmkeH obITb NpoUHOPMMUPOBAH 06 nccneaoBaHNMM B COOTBETCTBUM C €r0 CNOCODHOCTLIO MOHATL 3TY MHAOP-
MaLuuio, N, ecnu cydbeKT B COCTOSSHUKU, OH AOMKEH noanncaTbh U COOCTBEHHOPYYHO AAaTUPOBaTb MUCbMEHHYIO
bopMy MHCPOPMUPOBAHHOIO cornacus.

4.8.13 Kpome cny4aeB, onncaHHbiX B 4.8.14, B uccnegoBaHue, He CBA3aHHOE C nevYeHneM (T.e. uccneno-
BaHWE, B KOTOPOM He npeanonaraeTca HenocpeacTBEHHOW C MEAULIMHCKON TOYKU 3peHns NoNb3bl ANA CYyObEkK-
Ta), MOryT OblTb BKMOYEHbI TONBKO CYOBEKTbI, KOTOPblE NUYHO AAalOT CBOe cornacue n cobCTBEHHOPYYHO
noanNUCLIBAOT N AaTUPYIOT MMCbMEHHYI0 (hopMY MHCOOPMUPOBAHHOIO cornacus.

4.8.14 B nccneaoBaHusa, He CBA3aHHbIE C NeYeHneM, cyObeKkTbl MOTyT ObiTb BKMOYEHbI C cornacua mUx
3aKOHHbIX nNpeactaBuTenen npu codbnaeHnn cneayrumnx yCnoBUN:

a) Llenn nccnepgoBanuna He MOryT ObITb AOCTUIHYTLI NOCPEACTBOM UCCNEAOBAHNSA C y4acTNEM CYyOBHEKTOB,
KOTOpble MOTryT AaTb CBOE cornacue NU4YHo.

0) Oxxnaaembin puck ANs CyObEKTOB HE3HAYUTENMEH.

B) OTpuuaTenbHOE BO3AENCTBUE HA 300POBbe CYyOBbEeKTa cBeAEHO K MUHUMYMY U HE3HAYNTENLHO.

r) lccnegoBaHue He 3anpelleHo 3aKoHOAATEeNbCTBOM.

0) [na BkNOYEHNSA TakX CyOBHEKTOB AOMKHO ObITh 3anpoLUeHO cneunanbHoe yTBepXaeHne/ogodpeHne
QCO/H3K, yuyntbiBaloLlee 3TOT acnekT.

[ToaoOHblE CccneaoBaHUA (3a UCKNOYEHMEM OOOCHOBAHHbLIX cnyvaeB) AOMKHbLI NPOBOAUTLCA C YyHaCTUEM
NauMeHTOB, UMeDLLIMX 3aboneBaHne, ANs NeYeHna KOTOPOro npeaHa3sHadeH nccnegyemsin npoaykT. CyobekThl
B TAKMX UCCNeaoBaHUAX AOMKHbI HAXOAUTLCA NoA 0cobO TWaTenbHbIM HAGNIOAEHNEM, N NX y4acTUe AOMKHO
ObITb NpeKpaLleHOo, eCnn eCTb OCHOBAHUSA nonaratb, YTO OHU UCMNbITLIBAIOT Ype3MepHbIN ANCKOMMOPpT.

4.8.15 [Npn HEOTNOXHbLIX COCTOAHUAX, KOrga Ao0 BKNOYEHUA B UccneaoBaHMe HEBO3MOXKHO MONyvUTb
cornacue camoro cybbekTta, OHO AOMKHO ObiTh 3anpoOLUEHO Y ero 3aKOHHOro npeacTtaBuTend, ecnu TakoBOW
npucyTCcTBYET. ECnNn npeaBapuTenbHoe cornacme caMmoro cyobekTa HEBO3MOXHO U OTCYTCTBYET €ro 3aKOHHbIN
npeacTaBuUTENb, TO ANS BKNIOYEHUA CyObEeKTa B UccneaoBaHue AOMKHbI ObITb NPeanpUHATLI NPeayCMOTPEH-
Hble NPOTOKONOM W/WNNNU APYrMMnU AOKYMEHTaMU U yTBepKaeHHble/oaobpeHHble SCO/HIK mepbl, HanpaBneH-
Hble Ha 3alUTy npaB, Bbe3onacHOoCTU N Bnarononyymnsa cydobekTa, a Takke obecrnevmBarLlmMe COOTBETCTBUE
HOPMAaTUBHbLIM TpeboBaHMAM. CyOBHEKT UNU ero 3aKOHHbLIN NpeacTaBUTENb AOMKEH ObITh B KpaTyanllne CPOoKn
NOCTABNEH B U3BECTHOCTb OO nccneaoBaHMKU, U Y HEro AOMKHO ObITb 3anpoLLEeHO cornacue Ha NpoaomMmkKeHme
y4acTua B nccnegoBaHUK, a Takke gpyroe cornacme, Kak 3To nonoXeHo (cMm. 4.8.10).

4.9 3anUCU U OTYETLI

4.9.1 UccnepgoBaTtenb aonXeH obecnevmnBaTb NpaBUNbHOCTbL, MOMNHOTY, Pa3dbopyYnNBOCTb N CBOEBPEMEH-
HOCTb NpeaocTaBNEeHNs CNOHCOPY AaHHbIX, cogepKawmxea B PK n Bo Bcex TpebyeMbix oTyeTax.

4.9.2 [laHHble B UPK gomkHbl COOTBETCTBOBATL NEPBUYHON AOKYMEHTAUUN, U3 KOTOPOWN OHU NepeHeCEHb!;
MMEIDLLINECH PaCXOoXAeHNa AOMKHbl OblTb OOBACHEHDI.

4.9.3 JTiodble nameHeHns nnu ncnpasnenns B MPK gormkHbl 6bITb NoANUCaHbI, 4aTUPOBaHbl, OO bACHEHDI
(Npn HEODXOANMOCTU) N HE AOMKHbI CKPbIBaTh NEPBOHAYANbHYIO 3anUch (T.€. AOMKEH ObITb COXPAHEH «AOKY-
MeHTanNbHbLIW cnea»); 3TO OTHOCUTCA KaK K MUCbMEHHbIM, TaK U K 3NeKTPOHHbLIM N3MeHEeHUAM UNn ncnpaBneHnam
(CM. 5.18.4, 0)). CnoHcop gonXeH npeaocTaBuTb nccnegoBaTenam n/unn nx ynonHOMoYeHHbIM npeacraBuTe-
NAM MHCTPYKLUMIO O Nopagke ohopMneHna Takux ucnpaeneHnn. CnoHCop A0 KeH UMeTb MUCbMEHHbIe npoLe-
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aypbl, NpegycMmaTpuBaroLlime, 4To naMmeHeHna unu ucnpasneHnsa B MPK, BHocuMble ero ynonHOMO4YeHHbLIMW
npeacTaBUTENAMU, AOKYMEHTANbLHO O0OPMAAITCA, ABNATCA HEODXOAUMBIMU U OA0DPAITCA UccnegoBaTe-
nem. NccneposaTtenb AOMKEH XPaHUTb 3anmcn 00 3TUX NAMEHEHUAX N UCNpaBneHnsax.

4.9.4 VlccnepgoBaTenb/opraHnsauns AOMKHbI BECTU AOKYMEHTaLMIO Mo UccneaoBaHUIo cornacHo pasaeny 8
HacToALWEero ctTaHgapTa U HOpMaTUBHLIM TpeboBaHnaM. VccnenoBaTenb/opraHn3auma AoMmKHbl NPUHUMATL
Mepbl, NpegoTBpallalwmne cnyvyanHoe unu npexaeBpeMeHHOe YHUMTOXKEHNE 3TUX OKYMEHTOB.

4.9.5 OCHOBHble AOKYMEHTbl AOMKHbI XpaHUTLCA He MeHee ABYX NeT nocne yTeBepKaeHua nocnegHewn
3a8BKW Ha perncTpauuio npenaparta B Poccun mnu ctpaHe — ydactHuue ICH un go Tex nop, noka H1U oaHa M3
3a4BOK He DydeT HaxoAMUTbCA Ha pacCMOTPEHUN U He ByaeT NNaHMPOBATLCA HOBbLIX 3aABOK, UMW HE MEeHee ABYX
neT nocne oouLManbHOro NpekpaLlleHns KNMMHNYECKOW pa3paboTkm nccneayemMoro npoaykra. 3T AOKYMEHThI
OOMKHbI XpaHNTLCA bonee AnNUTenbHbIM CPOK B Cry4vae, ecnm 3To NpeayCcMOTPEHO HOPMATUBHLIMU TpeboBa-
HUAMW UNN AOTOBOPOM CO CMOHCOPOM. OTBETCTBEHHOCTLIO CNOHCOPAa ABnAeTca MHQOPMUPOBaAHUE Uccneno-
BaTensa/opraHnsaunn 06 ncte4eHn cpoka XpaHeHna AOKyMeHTauun (M. 5.5.12).

4.9.6 PuHaAHCOBbLIE acneKkTbl UCCcneaoBaHMA OOMKHbI ObITh OTPaXeHbl B AOroBope MeXxay COHCOPOM W
nccneagoBaTenemM/opraHM3aumnen.

4.9.7 o 3anpocy MoHUTOpa, ayautopa, ICO/HIK nnn ynonHOMoO4YEHHOro opraHa nccneaoBatenb/opra-
HU3aUUAa AOMKHbLI 06ecnevnTb NPAMON AOCTYN KO BCEM 3anNnUCAM, OTHOCALLIMMCA K UCCNEaOBaHMUIO.

4.10 OTyeThbl 0 X0A4€ UccrneaoBaHUA

4.10.1 UccnepgoBaTtenb gomkeH npeactaBnatb QCO/H3K kpaTkme nMcbMeHHble OTYETLI O X0Ae Uccne-
OOBaHUA eXerogHo unn vaule, ecnu atoro Tpedyet 3CO/HIK.

4.10.2 NccnepoBaTtenb AOMKEH He3amMeanuTenbHO npeaocTaBnATb NMUCbMEHHLIE OTYeTbl CMOHCOopPY,
SCO/H3K (cMm. 3.3.8) U, B COOTBETCTBYIOLLUUX cCny4vaax, opraHMsaumm o NdbIX U3MEHEHUAX, CYLLECTBEHHO
BNUSAIOLLIMX HA NpOBeAeHne nccrneaoBaHna n/mnu yeBennuyinBarwLmnx puck Ans cybbLEKTOB.

4.11 OT4eTHOCTBL NO 6E€30NACHOCTM

4.11.1 OB0 Bcex cepbesHbiX HexenaTtenbHbiX aBneHnax (CHA) Heobxoanmo HeMeaneHHO coobLlaTh
CNOHCOpPY, 3a ucknoveHnem tex CHA, koTopble B NpOTOKONE UNKU B APYromMm AOKYMEHTE (Hanpumep, B dpoluope
nccnepgoBaTens) onpeaeneHbl Kak He Tpebylowne HemeaneHHoro coobueHusa. INocne NepBUYHOINO HEMeaneH-
HOro COODLLEHNA HEODXOANMO B KpaTHauLLmMe Cpokn NpeacTtaBuTb NOAPOOHLIN MMCbMEHHBLIN OTYET. [1epBUYHBLIN
N nocnegyoume oT4eTbl AOMKHbI M AEHTUPUUMPOBATL CYOBHEKTOB UCCNeaoBaHUA MO NPUCBOEHHLIM UM YHU-
KanbHbLIM KOAaM, a HE N0 MMEHAM CYOBEKTOB, NepPCOHaNbHbLIM MAEHTUMPUNKALIMOHHBIM HOMEPaM N/MNu agpecam.
ccnegoBaTenb AOMKEH Talkke codntoaaTb HOpMaATUBHLIE TpeboBaHUA, pernaMeHTUpyolme npegoctaBneHmne
OTYETOB O HenpeaBnAeHHbIX cepbe3HbIX HeXXenaTenbHbIX peakuusax ynonHoMo4veHHbIM opraHam n SCO/HOK.

4.11.2 O60 Bcex HexenaTenbHbIX ABNEHUAX U/ NN OTKNOHEHUAX NAabOopaTOPHbLIX NOKa3aTenen oT HOPMbI,
onpeaeneHHbIX NPOTOKONOM Kak KpUTU4eckne Anga oueHKn 6e3o0nacHoOCTU, He0OXoANMO coobLLaTb CAOHCOPY B
COOTBETCTBUU C TPEDOBAHMAMMN K OTYHETAM U B CPOKKU, onpeaeneHHbie CIOHCOPOM B NPOTOKONE.

4.11.3 Npun coodbuieHnax o cMepTn nccneagosaTtenb 006s3aH No 3anpocy cnoHcopa n 3CO/H3BK npepocTa-
BUTb NODYIO0 AONONHUTENBLHYIO MHOPMALMIO (HanpuMep, NPOTOKON BCKPLITUA U MOCMEPTHLIN 3AMUKPU3).

4.12 NMpexaeBpeMeHHOe npeKpalleHMe U NnpuocTaHoBka uccrneagoBaHun

Ecnn no kakon-nnbo npuvnHe uccneaoBaHue NpexXaeBpeMEeHHO NpekpalleHO MNKU MPUOCTAHOBMNEHO,
nccnegoBaTenb/opraHM3auna AoMKHbl HezaMmeannTenbHO MHPOPMNPOBaATL CYOBLEKTOB NccneaoBaHusa, obec-
NeyYnTb UM COOTBETCTBYKOLLEE NeYeHne U HabnaeHne u, ecnNy NPeaycMOTPEHO HOPMATUBHBLIMW TPebOBaHUS-
MW, UHPOPMUNPOBATL YNONHOMOYEHHbIE OpraHbl. Kpome Toro:

4.12.1 Ecnn nccneagoBaTtenb NpexXxaeBpeMeHHo npekpallaeT unm npuocTaHaBNUBaET UccrnegoBaHmne 6ea
npeaBapuTENbHOrO Cornacusa CnoHCopa, OH AOMKeH coodbwunTb 06 3TOM opraHvsauuun, rae NPUMEHUMO, U
nccnenoBaTenb/opraHn3aumna JOMKHbI He3amMeanuTenbHO NPOUHOPMUPOBaTL 06 3TOM cnoHcopa n SCO/H3K
n npepgoctaBnTb cnoHcopy n 3CO/H3BK nogpobHoe NUCbMeHHOE ODBACHEHWE NPUYUHBI MPUOCTAHOBKU UNK
npeKpaLleHna nccneaoBaHus.

4 .12.2 Ecnn cnoHcop nNpekpawaeT unu npumoctaHaBnuBaeT uccnegoeaHue (cM. 5.21), uccnegoeartens
NOMKEH HE3aMeaANUTENBHO COOBLNTL 00 3TOM OpraHm3auun, rage NPUMEHNMO, U uccnegoBaTenb/opraHn3auns
OOMKHbI He3amMeannTenbHo NponHgopmMmupoBaTb 00 aToM SCO/HBK u npepoctaBntb ICO/HIK nogpobHoe
MMCbMEHHOE 0O BACHEHNE NMPUYNHBI NPUOCTAHOBKN MNKU NpeKpaLleHNa uccneaoBaHuns.

4 12.3 Ecnn 2CO/H3K okoH4YaTeENbLHO NN BPEMEHHO OT3bIBAET YTBEPXKAEHME/oaobpeHne Ha npoBeae-
HWe nccnegosaHua (cM. 3.1.2 n 3.3.9), uccneaoBaTtenb AOMKEH COOOLNTL 00 3TOM OpraHusaumun, rge npume-
HUMO, N nccneagoBaTenb/opraHn3aumnsa oMmKHbI He3aMeanuUTeNnbLHO NPONHOPMMPOBaTL OO 3TOM CrOHCOpPa U
npeaocTaBUTb CMOHCOPY NoApPOOHOE NMUCbMEHHOE ODBLACHEHME MPUYUHLI NPUOCTAHOBKU UNKU NpeKpalleHUs
nccnenoBaHms.
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4.13 AToroBbin oT4veT UccneaoBartens

Ecnu TpebyeTca, No 3aBepLIeHUN uccneaoBaHua uccneaoBaTenb A0OMKeH coobLNTL 00 3TOM OpraHn3a-
LIUKN; nccnepoBaTenb/opraHmnsauna AomkHbol npeaoctaBntb SCO/HIK kpaTknm otyeT 06 nTorax nccneaoBaHus,
a TaKke Bce Tpebyemble oTYETHl YNONHOMOYEHHLIM OpraHaMm.

5 CnoHcop

5.1 OGecneyvyeHMne Kav4eCTBa U KOHTPOSb KavyecTBa

5.1.1 CnoHcop oTBEeYaeT 3a BHeaApeHne U nogaepXaHune cuctem obecneyeHmns N KOHTPona KadecTsa ¢
nucbMeHHbIMU COIl, KoTOopble UMEIDT CBOEN Lienblo obecnevynTb NpoBeaeHne nccneqoBaHnd, coop, perncTpa-
LIMIO U NpeacTaBneHne AaHHbIX B COOTBETCTBUKN ¢ NnpoTokonoM, GCP 1 HopMaTUBHLIMU TpebOBaAHUAMMN.

5.1.2 CnoHcop oTBevaeT 3a obecnevyeHme cornacust BceX BOBMEYEHHbIX CTOPOH Ha npeaocTaBneHune
npamoro goctyna (cM. 1.21) Bo BCce y4acTByoWMe B UccnegoBaHUM LEHTPLI, KO BCEM NepBUYHLIM AaHHbIM/O0-
KYMEHTaM U oT4YeTaM B Lienax UX MOHUTOPUHIa n ayamTta CNOHCOPOM, a TakkKe MHCNEKUMU HAauMOHaNbHbIMN K
MHOCTPaHHLIMU YNIONHOMOYEHHbLIMU OpraHamMu.

5.1.3 KOHTpONb KavecTBa cnegyeT oCyLWeCcTBNATbL HA BCeX 3Tanax padoTbl C AaHHbIMKU, YTOObLI 00ecnevnTb
MX JOCTOBEPHOCTb U NMPaBUNbLHOCTb O6pPaBbOTKMN.

5.1.4 [loroBopbl MexXay CNOHCOPOM U UccneaoBaTenem/opraHnsaumen unn niobon gpyron y4acTeytoLlen
B MCCNeaoOBaHUN CTOPOHOM OOMKHbLI OblTb COCTaBNEHbl B MMCbMEHHON hOopMe KaK 4acTb NPOTOKONAa UNu B
Ka4yeCcTBe CaMOCTOATENbHbIX AOKYMEHTOB.

5.2 KOHTpakTHaA uccneaoBarternbckasa opraHusauun

5.2.1 CnoHcop MOXeT MONHOCTBID UMW YacTUYHO nepepaTb ODA3AHHOCTU U (PYHKLMKW, CBA3AHHbLIE C
npoBegeHNEM UccneaoBaHUs, KOHTPAKTHOMN UccnegoBaTenbCckoun opraHn3aunn, oaHako OTBETCTBEHHOCTL 3a
Ka4yeCTBO M MOMNHOTY MONYYeHHbIX B X04e uccneaoBaHUA AaHHbLIX Bcerga NeXXmT Ha cnoHcope. KoHTpakTHas
ncecneaoBaTenbCKasa opraHM3aumna AOMKHA OCYLLECTBNATbL MepPbl N0 00ecnevyeHnio U KOHTPOM KavyecTRa.

5.2.2 lNepenavya KOHTPAKTHOMN UccneaoBaTenbCKOW OpraHn3aummn NbdbiX CBA3AHHLIX C UCCNeaoBaHUEM
00513aHHOCTEN U DYHKUMW AOMKHA ObiTb AOKYMEHTanNbHO ohopMneHa.

5.2.3 Bce cBsizaHHble ¢ nccnegoBaHnemM o0A3aHHOCTU N PYHKLUMK, HE nepeaaHHble KOHTPAKTHOMN Uccne-
JoBaTENbCKOWN OpraHn3aumnm, ocTalroTca B KOMMETEHLMN CMIOHCopPa.

5.2.4 Bce, YTO B HAcToOSALWEM CTaHOAPTE KacaeTCcs CNoHCopa, Takke NPUMEHNUMO K KOHTPAKTHOU Uccne-
ANOBaTENbLCKON OpraHn3aLnmn B TOU Mepe, B KOTOPOU KOHTPAKTHAA uccnegoBaTenbcKkada opraHn3auma npuHuMaeT
Ha ceba 06a3aHHOCTN N DYHKLUMKM CNOHCOPAa NO NPOBEAEHUNIO UCCNEOOBaHUS.

5.3 MeanuuHckana KkBanudukayma

CnoHCcop AOMKEH Ha3Ha4YUTL 06NaaatoLMn COOTBETCTBYIOLLEN MEANLIMHCKOW KBanndukaunen nepcoHan,
KOTOPbIN AOMXEH ObITb BCeraa AOCTyneH ANg pelleHns CBA3aHHbIX C UCcneaoBaHMEM BONPOCOB MEANLIMHCKOTO
xapaktepa. [pn HeobxoaMMoCTK ANa 3TOW Lenu MoryT ObiTbk NPUBNEYEHbI BHELLIHNE KOHCYNbTAHTHI.

5.4 [InzanH uccnepoBaHUA

5.4.1 CnoHcop AoMKeH npuBnekaTb KBAaNUMPUUNPOBAHHBLIX NUL, (HANpuMep, DMOCTAaTUCTUKOB, KNUHUYEC-
Knx papmMakonoroB, Bpaven) Ha BCeX 3Tanax uccneaoBaHua — OT pa3padbotkm npotokona, MPK u nnaHa
CTATUCTUYECKOro aHanusa go NnoaroToOBKU NPOMEXKYTOHMHOIO U OUHANLHOIO OTYETOB.

5.4.2 Takke cM. pasgen 6 HacTodawero ctaHgapTa, pykoeoacteo ICH «CTpykTypa u coaepkaHue otveTa
O KNUHUYECKOM mnccnegoBaHUM» N Apyrue coOoTBETCTBYWOWME pykoBoacTBa |ICH no gmsanHy, npoTokony wu
opraHu3aumn nccnegoBaHUS.

5.5 MeHe)XMeHT UccneagoBaHusa, paboTta ¢ AaHHLIMU U BeaeHUe AOKYMEeHTauun

5.5.1 CnoHcop 00a3aH NpuenekaTb obnaaaoLmx COOTBETCTBYOLWEN KBanudukaunen nuy ansa odulero
PYKOBOACTBA UccneaoBaHWeM, paboTbl ¢ AaHHbIMW, BeEpUdUKALMN AaHHLIX, NPOBEAEHUA CTAaTUCTUYECKOrO
aHanwu3a 1 NoAroToBKU OTYETOB 00 NccneaoBaHUN.

5.5.2 CnoHCOp MOXeT NPUHATbL pelleHne 06 obpasoBaHUN HE3ABUCMMOINO KOMUTETA MO MOHUTOPWUHIY
aaHHbIX (HKMA) ana paccMoTpeHna xoga KNMHUYECKOro nccnegoBaHna, BKNoYas pacCMOTpeHue AaHHbIX No
6e30nNacHOCTU N OCHOBHbLIX NapamMeTpoB 3P@PEKTUBHOCTU, a TaKXKe ANSA BbipabOTKMU pekoMeHaaLnn CnoHCopy
O LuenecoodpasHoCT NpoaomKeHud, npekpalleHnsa nccnegoBaHns N BHECEHUA B Hero nameHeHnn. HKMZ
OOIMKeH MMeTb NUCbMEHHbIEe onepaLlnoOHHbIe Npoueaypbl U BECTU NMCbMEHHbIEe 3arnucu BCexX CBOUX 3aceaHun.

5.5.3 Npn ncnonb3oBaHNN 3NEKTPOHHbLIX CUCTEM AN PAabOoTbl C AAHHBIMU UCCNeaoBaHNSA U/UNU ANEKTPOH-
HbIX CUCTEM YAaNeHHOro AoCcTyna K AaHHbIM COHCOP AOMXKEH:

a) ObecneynTb N AOKYMEHTanNbHO OPOPMUTL COOTBETCTBUE CUCTEM INEKTPOHHOW 0BPpabOTKN AaHHbIX
YCTAHOBMNEHHbLIM CMTOHCOPOM TPEeOOBAHUAM K NOMHOTE, TOYHOCTU N HAAEXHOCTM AAaHHbIX, a TaKke CTabUNbHOCTb
OOCTWKeHNsa TpebyeMoro pesynbTtaTa (T.e. Bannaauuio).
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6) MmeTb COl No NCNoNb30BaHUIO 3TUX CUCTEM.

B) ObecneunTtb paboTy CUCTEM TakMM 0Dpa3oM, YTOOblI MOXKHO ObINO M3MEHATL AaHHbIE U NPU ITOM
BHOCUMblE U3MEHEHNA OblNn Obl 3a0KYMEHTNPOBAHLI, a paHee BBeAEHHbIe AaHHble He Obinu Obl yaaneH:.l
(T.e. NMenca AOKyMeHTanbHbLIN cnea).

) UMeTb cucTemy 3aliunTbl, NpeaoTepallaloLwyo HeCaHKUMOHUPOBAHHLIM AOCTYN K AAHHbIM.

a) IMeTb CNUCOK NnL, HageneHHbIX NPaBOM BHOCUTb M3MEHeHUa B AaHHble (CM. 4.1.5 1 4.9.3).

e) ObecneynBaTb agekBaTHOE pe3epBHOE KONUPOBaHWe AaHHbIX.

X) COXpaHATb MACKUPOBKY B UCCNeaoBaHUAX, NPOBOAUMbLIX cNenbiM MeTOAOM (T.€. COXPaHATbL MACKU-

POBKY NMpwu BBOAE U 06paboTKe AaHHbIX).
5.5.4 Ecnu B npouecce 0bpaboTkn AaHHbIE TPAHCHPOPMUPYIOTCA, BCerga A0MKHa CyLeCTBOBaTb BO3MOX-

HOCTb CpaBHEHNS NCXOAHbIX AAaHHbLIX ¢ 06pPabOTaHHLIMM.

5.5.5 CnoHcop AgomkeH UCNoNb30BaTb YHUKANbHbLIN MAEHTUOUKALUNOHHBLIN KOO cybbekTa (cM. 1.58),
NO3BONAIOLWNA NAEHTUPUUNPOBATL BCE AaHHbIE NO KAXXAOMY CYOBHEKTY.

5.5.6 CnoHcop unu apyrne snagenblbl AaHHbIX AOMKHbI XpaHUTb BCEe OTHOCALLUMECS K CMOHCOPY OCHOB-
Hble AOKYMEHTLI Mo nccneaoBaHuio (CM. pasaen 8 HacTosLWero ctaHgapTa).

5.5.7 CNOHCOP AOMKEH XpaHUTb BCe OTHOCALIMECA K HEMY OCHOBHbIE AOKYMEHTHLI MO UccnegoBaHUIoO B
COOTBETCTBMU C HOPMATUBHLIMU TPEDOBAHUAMMN TEX CTPAaH, B KOTOPbLIX NPOAYKT 0A00BpeH n/mnn B KOTOPLIX
CNOHCOpP cobupaeTca odbpaTUTbCA 3a 0Q0DPEHNEM.

5.5.8 Ecnun cnoHcop npekpalwaeT KNMHUYECKYIO pa3padoTky uccneayemMoro npoaykra (no 0OAHOMY Unu
BCEM MOKa3aHUAM, NyTAM BBeAEHWS, NEeKapCTBEHHbIM (POpMaM), OH AOMKEH XpaHWUTb BCe OTHOCALUMECS K
CNOHCOPY OCHOBHbIE AOKYMEHTLI NO UCCNeaoBaHUIO B TeHeHMe Mo KpauHeun Mepe AByX NeT ¢ MOMeHTa oouumn-
anbHOro npekpawleHna paspadoTku N B COOTBETCTBUMN C HOPMATUBHLIMU TPpeBOBaAHUAMM.

5.5.9 Ecnun cnoHcop npekpallaeT KNMHNYECKYIO pa3paboTky nccneayemMoro npoaykra, OH AomKeH coob-
LLNTb OO 3TOM BCEM y4acTBYIOLWWUM B UccnegoBaHMK nccnegosaTensam/opraHnsaumaMm U ynonHOMOYEHHbIM
opraHam.

5.5.10 Jliobasa nepenava npaB COOCTBEHHOCTMN HA AaHHbLIEe AOMKHA ObITb AOBEAEHA A0 CBEAEHUSA YNOr-

HOMOYEHHbIX OPraHoOB B COOTBETCTBUM C HOPMATUBHbLIMU TPEOOBaAHNAMM.
5.5.11 OTHOCALWMECA K CIIOHCOPY OCHOBHbIE AOKYMEHTb! JOMKHbI XPaHNTLCA HE MeHee ABYX neT nocne

yTBEPXKAEeHUA nocneaHen 3asdBkKU Ha perucTpauuio npenaparta B Poccumn nnm ctpaHe — ydactHuue ICH v ao
TEX NOP, NOKA HXU 0HA N3 3a81BOK HEe DyaeT HaxoaAUTbCSA HA PaCcCMOTPEHUN N He ByaeT NNaHMPOBATLCA HOBbIX
3a4BOK, NN HE MeHee ABYX neT nocne opuumanbHOro npekpalleHns kKnnHndeckon dbasbl pa3pabdoTkm nccne-
ayemMoro npoaykta. 3TM AOKYMEHTbI A0MKHbI XpaHUTbCA bonee ANUTenNbHbIN CPOK B cny4ae, ecnn 3To npeayc-
MOTPEHO HOPMATUBHbLIMU TPEOOBAHUAMM NN HEOOBXOAUMO CNOHCOPY.

5.5.12 CnoHcop AomKkeH B MTMCbMeHHOW hopme MHhopMnpoBaTb UccnegoBaTenen/opraHm3anmm o HeoD-
XOAUMOCTWN XPaHEHUS CBA3aHHbIX C UccnegoBaHMEM 3anncen, a Takke NMCbMeHHO U3BECTUTb UX, KaK TONbKO
HEOOXOAMMOCTb B AlaNbHENLLEM XPaHEHNN OTnaaeT.

5.6 BbiOop uccneaoBartens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BbIDOPp nccnegoBaTtenen/opraHnsaumnn. Kaxabin nccnegoBa-
Tenb JoMKeH UMeTb KBanngukauuio, onbIT U pecypcbl (M. 4.1, 4.2), gocTaTouvHble ANA NpoBeaeHna uccneno-
BaHMA, ONS KOTOPOro oH BbibpaH. ECNXU B MHOMOUEHTPOBLIX UCCNeaoBaHUAX HEOBXOAMMO OpraHu3oBaTb
KOOPAWHALMOHHBLIN KOMUTET W/ MNWN BbIOPATb KOOPAMHATOPOB U3 YUCna uccnegoBaTenen, To 3TO ABNAETCSH
00513aHHOCTbIO CNOHCOPA.

5.6.2 [1o noanucaHna aoroeBopa ¢ uccneaoBatenemM/opraHusaumen Ha npoeeaeHne nccneaoBaHUs CnoH-
COp AOMKEH NpeaocTaBUTb UccneaoBaTento/opraHM3aunn NpoTokoNn U dpoLLopy nccneaoBaTena B TEKYLIEN
pefakumm U aaTtb nccnepgoBaTento/opraHnsaunMn AocTaTouMHOe BpeMa AnA O3HAKOMMNEHWUS € MPOTOKONOM WU
npeaocTaBNeHHON MHAOPMALINEN.

5.6.3 CnoHcop gomkeH Nony4vyuTb cornacme uccnegoeaTena/opraHM3auni:

a) nposoauTb nccnegosaHue B cootTBeTcTBMU ¢ GCP n HopmaTuBHbLIMK TpeboBaHuAMU (cM. 4.1.3), a
TaKXXe ¢ NPOTOKONOM, COrNacoBaHHbLIM CO CNOHCOPOM U yTBepPXKAeHHbIM/oaobpeHHbIM QCO/H3K (cMm. 4.5.1);

6) cobniogaTtb npoueaypbl pernctTpaumn/npeacTaBneHns AaHHbIX;

B) HA NpoBegeHne MOHUTOPUHra, ayauTta n uHcnekummn (cm. 4.1.4);

) XpaHUTb OCHOBHbIE OKYMEHTbI, CBA3aHHbIE C UCCNeaoBaHUEM, A0 TeX Nop, NOKa CAOHCOP He COODLWINT
nccnegoBaTento/opraHn3auunmn, YTo 3T AOKYMEHTLI bonblue He TpebyloTesa (CM. 4.9.4 n 5.5.12).

CnoHcop u nuccnegoBaTenb/opraHn3aumna AoMmKHbl nognucaTb NPOTOKON NN MHOWU AOKYMEHT, NOATBEPXK-
aawLwmn 3To cornacue.
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5.7 PacnpepeneHne o6A3aHHOCTEN

[1o0 Ha4Yana nccneaoBaHUA CNOHCOP AOMKEH YCTAaHOBUTEL U pacnpeaennTb Bce CBA3aHHbIe C nccneaoBa-
HMeM 00A3aHHOCTU U OYHKLNN.

5.8 KomneHcauum cydbekTtam M uccrnegoBaTenam

5.8.1 Ecnun npeaycMoTpeHO HOPMATUBHLIMU TPeDOBaAHMAMMN, CMIOHCOP AOMKEH obecneynTb CTpaxoBaHUE
MNn rapaHTUPOBaTb OPUONYECKYIO U PUHAHCOBYIO NOAAEPXKKY uccneagosartens/opraHm3auum B cnyyae npeab-
ABNEHNS UM NMPETEH3NN, CBA3AHHbLIX C NCCneagoBaHUEM, 3a UCKNIOYEHUEM TeX NPEeTEH3UN, KOTOPble BO3HUKNN
B pe3ynbTaTe yMbiCNa NNMN HEOCTOPOXXHOCTU CO CTOPOHBLI UccnegoBaTens Unu YNeHoB nccneaoBaTenbCcKoro
KONNeKTUBA.

5.8.2 NNpaBuna u npoueaypbl CNOHCOPa AOMKHbI NpeaycMaTpuBaTh BO3MeLLEHMe pacxodoB Ha neveHune
cyOBEKTOB B cnyvae NpU4NHEHUs Bpeaa ux 300poBbio B pe3ynbTaTe UxX y4acTua B uccneaoBaHUn B COOTBET-
CTBMM C HOPMATUBHLIMU TPEOOBAHNAMMN.

5.8.3 Ecnun cyObekTbl nccnegoBaHna NONYy4YaT KOMMEeHcauuto, NopaaoK N cnocod KoMneHcaunun A0MKHbI
COOTBETCTBOBATb HOPMATUBHbLIM TPEeDOOBAHUAM.

5.9 ®PuHaHCcUpoBaHUE

PUHaAHCOBLIE acneKkTbl UccneagoBaHMA AOMKHbLI OblITb AOKYMEHTanbHO OoOopMNeHbl B BUAe AOroBopa
MeXay CNOHCOPOM U uccneagoBaTenemM/opraHm3aumen.

5.10 YBeaomMneHue ynofnHOMO4YeHHbIX opraHoB/nogavya 3aaBkU B YNOMHOMOYEHHbIEe OpraHbl

[1o Ha4ana KNMHMYeCKOro uccneaoBaHUa CNoHCopP (MNKU CNOHCOP COBMECTHO C uccneaoBaTenem, ecnu
3TO NPEeayCMOTPEHO HOPMATUBHLIMU TPeDbOBaAHUAMWU) AOMKEH NoaaTbh B COOTBETCTBYIOLINE OpraHbl BCe
TpebyeMble 3a8BKN AN X paCCMOTPEHUSA, NPUHATUA W/MNn nony4YeHnsa paspelleHna HadaTbk uccnegoBaHme
(B 3aBUCUMOCTU OT HOPMATUBHLIX TpeboBaHuW). Bce yBeAOMNEHUA/3adABKN AOMKHbLI ObiTb AATUPOBaHbLI U
cogepaTb AOCTATOUHYIO MHOpMaUUIO ANa naeHTUPUKaLumMmM npoTokona.

5.11 NoaTBepxAeHUe paccmotTpeua ICO/HIK

5.11.1 CnoHcop AoMmKeH Nony4nTb OT nccnegoBaTena/opraHn3auni:

a) HanmeHoBaHue n agpec ICO/HIK nccnegosatensa/opraHU3aunm;

0) noaTBepxaeHne ot ICO/HIK TOro, 4TO OH OpraHn3oBaH U aencteyeT cornacHo GCP n cooTBeTCTBY-
lOLLIEMY 3aKOHOAATENbLCTBY;

B) AOKYMeHTanbHO odhopMneHHoe yTeepxxaeHune/oqobpenne SCO/HIK Kn, no TpedboBaHnio CNOHCOPA,
KOMUIO TeKyLLlen BEepPCUM NPOToKona, MMCbMEHHOWU PopMbl MHOOPMUPOBAHHOIO cornacua M NdbLIX ApYyrmx
npeaocTaBnNsaAeMbiX CyObekTaM MUCbMEHHLIX MaTepuanoB, a TakKe onucaHue AEeUCTBUMA MO MPUBNEYEHUIO
CyOBEKTOB K y4acTUIO B UCCNEAOBaHUWN, AOKYMEHTOB, OTHOCSALLMXCA K NPeayCcMOTPEHHbIM ANSA CyObLEKTOB
BbinNaTaM M KOMNEHcaAUNaM, N NOObIX MHbIX AOKYMEHTOB, KOTOPble MOrnu ObiTb 3aTpedoBaHbl SCO/HO3K.

5.11.2 Ecnn 3CO/H3K o0bycnoenmBaeT Bblaady CBOEro yTeepkaeHna/oaodpeHna BHeCeHUEM U3MEHEHNM
B Kakne-nmbo acnekTbl UccneaoBaHUAa, HanpuMep B NPOTOKON, MUCbMEHHYI0 PopMY MHOPMUPOBAHHOIO CO-
rnacua unu nwdble nHble NpeaocTaBNaeMblie CyObekTaM NMMCbMEHHbIE MaTepuans! W/ unu apyrne npoueaypsbl,
CNOHCOP AOMKEH Nony4nTb OT uccnegoBaTtena/opraHM3aunn Konum BCceX U3MEHEHHbIX AOKYMEHTOB U AaTy
nony4veHHoro yreepxxaeHnsa/onodbpenna SCO/H3K.

5.11.3 CnoHcop AomkeH nonydnTb OT uccnegoBaTens/opraHnU3aunmM AOKYMEHTaAUUKO U AaTbl NOObIX
NOBTOPHLIX yTBEpXAeHnWn/oaobpeHnn SCO/HBK, a Takke pelleHun ob OT3biBE UMW NPUOCTAHOBKE paHee
BblJAAHHOMO yTBEPXAEeHUA/0a00peHus.

5.12 Unuchopmauuma 06 uccneayembix NnpoaykKrax

5.12.1 Npn nnaHnMpoBaHnn nccneaoBaHM CNOHCOP AOMKEH pacnonaraTb AOCTAaTOYHbIM OOBEMOM NONY-
YEeHHbIX B AOKMUHUYECKUX U/UNU KNMHUYECKUX uccneaoBaHUAaX AaHHbIX Mo 6e30nacHOCTU N 3P PEKTUBHOCTM,
onpaBAblBalOLWINX MPUMEHEHNE UccNneayeMoro NpoaykTa ¢ UCNoNb3oBaHMEM COOTBETCTBYIOLLUX NMYyTEW BBeAe-
HUA U A03 NMPU COOTBETCTBYIOLLEN ANNTENBHOCTU U B COOTBETCTBYIOLLIEN NONYNSALIUNA.

5.12.2 CnoHcop aormkeH 0OHOBNATL OpOoLLIOpY nccneaoBaTens no Mepe Nony4YeHns HOBOWU CYLLIECTBEHHOW
MHpopMaunn (CM. pasgen /7 HacToALLEero ctTaHgapTa).

5.13 Npou3BoACTBO, yNnakoBKa, MapKUpOBKa U KOAUPOBaHUE UCCreayeMbIX NPOAYKTOB

5.13.1 CnoHcop aomkeH obecnevnTb, YTODOLI Uccneayemble NpoaykThl (BKNOYAsA, B COOTBETCTBYHIOLLIMX
cnyyasix, akTUBHbIe NpenapaTbl cpaBHEHMA U nNnauedo) UMenn xapakTepucTUKn, COOTBETCTBYIOLLIME CTaaUM
pas3paboTKM AaHHbLIX NPOAYKTOB, ObINN NPON3BEAEHbI B COOTBETCTBUM C NPUMEHMbIMKU TpebosaHnamn GMP
N, B COOTBETCTBYIOLLUUX CNy4vaax, 3aKkoaAnpoBaHbl 1 MApKNPOBAaHbl TAKMM 0Bpa3oM, 4TOObI obecneynTb 3aLnUTy
MacCKMpPOBKU. KpoMe Toro, MapknpoBka AOMNKHA COOTBETCTBOBATb HOPMATUBHLIM TPeDOBaAHUSM.

5.13.2 CnoHcop AomKeH onpegennTb AnNd nccnegyemblX NPpoAYyKTOB TeMnepaTypy XpaHeHus, YCnoBUSA
XpaHeHUa (HanpumMep, B 3allUULIEHHOM OT CBeTa MecCTe), CPOK XpaHeHus, pacTBopuTenn un npoueaypbl Ans
pa3BeaeHnsa N BOCCTAHOBNEHUS, a TaKkkKe, eCnn TakoBble NpeayCMOTPEHb!, YCTPOUCTBA ANA BBeAeHUA NPOaYK-
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Ta. CnoHcop AomkeH MHpopMmnpoBaTb 00 3TUX TpeboBaHUAX BCe BOBMNEYEHHbIE CTOPOHbI (HanpumMmep, MOHUTO-
POB, UccnegoBaTenewn, NPOBU3OPOB, NUL, OTBETCTBEHHbLIX 33 XpaHeHUe).

5.13.3 Uccneayemble NpoayKTbl AOMKHbI ObITh YrakoBaHbl Tak, YTOObI NPeaoTBPaTUTL UX 3arpa3HEHne U
obecnevynTb UX COXPAHHOCTb (MPUroAHOCTL) NPU TPAHCMOPTUPOBKE N XPaHEHUN.

5.13.4 Ana nccnegoBaHUK, B KOTOPbLIX UCNONb3yeTcAa cnenou MeToa, cuctema KogunpoBaHua uccnegye-
MOro NpoayKTa AOMKHA BKNo4YaTh B ce0s MexXaHW3M, NO3BONAIOLMNA, B 3KCTPEHHbLIX cny4vasXx, ObICTPO WOEHTU-
omumnpoBaThb NPOAOYKT, HO, B TO Xe BpeMd, He AonycKalowmMn BO3MOXHOCTN He3aMeTHO PacKpbiTb KOA.

5.13.5 Ecnun nekapcTBeHHaa oopMa uccneayemMoro npoaykra nnum npenaparta cpaBHEHUA HA KNUHUYEC-
KOM 3Tane u3yyeHusa Obina cylwecTBeHHO M3MEHEHA, TO A0 NCNONb30BaHUA HOBOW NeKkapCTBEHHOW DOPMbI B
KNMMHUYECKNX nccneaoBaHnUAaX AOMKHbI ObiTb NONYYEHbI Pe3ynbTaThl NHOOLIX AONONHUTENBHBLIX NCCNeaoBaHNIA
NaHHOW nekapcTBeHHOM POpMbl MpoAayKTa (Hanpumep, cTabunbHOCTWU, PAaCTBOPUMOCTU, BUOAOCTYMNHOCTH),
HeobxoaAuMbIe ANA OUEHKU TOro, CnocoOHbLI NN AaHHble N3MEHEHUS CYLLIeCTBEHHO NOBNUATL Ha papMaKOKUHE-
TUY4ECKNN NpodOUNb NPOAYKTA.

5.14 NMocTaBKa uccneayemMbixX NPOAYKTOB U NpaBusa obpalleHus ¢ HUMW

5.14.1 CnoHcop oTBe4vaeT 3a NoCTaBKy uccnegoBaTenio/opraHnsaunmn uccneayemMoro npoaykTra.

5.14.2 CnoHCOp He AonkeH NOCTaBNATb MccneayemMbin NpoaykT uccneaoBaTtento/opraHn3aunn 4o Tex
Nop, NOKA He MOonNy4uT BCIO TpebyeMytlo AOKYMeHTauuio (Hanpumep, yreepxaeHne/oaodpeHne 3CO/HI3K n
YNONHOMO4EHHbLIX OpPraHoOB).

5.14.3 lNncbMeHHblE Npoueaypbl CNOHCOPa AOMKHbI BKNOYaTbL B ceba MHCTPYKUMKM ANa uccnegoBaTe-
nga/opraHnsaunm No NpaBmnam XpaHeHUa uccneayemMoro npoaykta n obpalleHnsa ¢ HUM, a Takke No BeAEHUIo
COOTBETCTBYIOLLUEN AokyMeHTaumn. lNpouenypbl AOMKHLI ONUCLIBATL De3onacHoe NonyyYeHne uccnegyemoro
npoaykTa, obpalleHne ¢ HUM, ero XxpaHeHune 1 Bblaavy, N3baTue HENCNONb30BAHHOIO NCCNeayemMoro NPoayKTa
Y CYOBLEKTOB U BO3BPAT €ro CNoHCopy (NMBO MHOE pacnopsiKeHne HENCNONb3OBAHHbLIM NPOAYKTOM, €CnK 3TO
CaHKLIMOHNPOBAHO CMOHCOPOM U COOTBETCTBYET HOPMATUBHbLIM TPeDOBaAHUAM).

5.14.4 CNOHCOP OOMKEH:

a) obecnevynTb CBOEBPEMEHHYIO MNOCTABKY NccneayeMbiX NPOAYKTOB UccneaoBaTensam;

0) AOKYMEHTUPOBaThL NOCTABKW, NOMyvYeHue, Bblaavy, BO3BPAT U YHUYTOXKEHNe (NMbOo MHOE pacnopsike-
HUe) nccnegyemblx NpoaykToB (CM. pasgen 8 HacTosALWero ctaHgapTa);

B) UMEeTb CUCTEMY BO3BpaTa UccneayemMoro npoaykta n AOKYMEeHTUPOBaHUA NOAOOHOro N3baTusa (Hanpu-
Mep, OT3biBa DpakoBaHHOrO NPOoAyKTa, BO3BpaTa NpoaykTa nocne OKOHYaHMs nccneaoBaHua nnu no UCTeHeHun
CpoOKa roaHOCTU);

) UMETb CUCTEMY YHUUTOXEHUA (NMMOO MHOIO pacnopsi>KeHUa) HEMCNONb30BaHHbLIX NCCNeayeMbIX NPOOYK-
TOB N IOKYMEHTNPOBAHNA NOAOOHOro YHUYTOXKEHUS (MO0 MHOMO PacnopskeHuns ).

5.14.5 CnoHCOp AOMKEH:

a) MNpnHaTb Mepbl N0 obecneyYeHnto CTabMNbHOCTU UccneayeMblX NPOAYKTOB HA MPOTSHKEHUUN BCErO
nepmnoaa Ucnonb3oBaHUA.

6) MMeTb gocTaTOMHOE KONMUMYECTBO UCNONb3YEMOro B UCCNEeAOBaAHUAX UCCneayemMoro NnpoaykTa, Ytoobl
noaTBepanTb, B crnyvyae HeobXoaAUMOCTHN, ero COOTBETCTBUE cneundukaunam, a TaKkke BeCTU y4eT aHanm3oB
N XapakTepucTuk odbpasuoB NpoaykTa n3 naptmn. B 3aBUCMMOCTU OT CTADUNBLHOCTU 00pasubl AOMKHbLI ObITh
COXpaHeHbl NMB6O A0 OKOHYAHUA aHanu3a AaHHbIX N0 uccneaoBaHuo, NMBO B TeYeHMe cpoka, onpeaeneHHoro
COOTBETCTBYOLLMMMN HOPMATUBHLIMK TPeDOBaHUAMMN, UCXOAS U3 TOrO, KAKoW nepuo aBnaeTcsa bonee ANUTENb-
HbIM.

5.15 flocTyn Kk 3anucam

5.15.1 CnoHcop AomkeH NnpeaycMoTpeTb B NPOTOKONE UMY UHOM MUCbMEHHOM cornalleHnn o6a3aHHOCTb
nccnepgoBaTensa/opraHmsaunn obecneydnTb NPAMON AOCTYN K NEPBUYHBLIM AaHHLIM/AOKYMEHTaUMM Ana uenewn
MOHUTOPUHra, ayauTta, akcneptusbol ICO/HIK, a Takke MHCNeKUMn co CTOPOHbI YNONMHOMOYEHHbLIX OPraHoB.

5.15.2 CnoHcop aomkeH ydoeanTbca B TOM, YTO KaXXabl CYObLEKT Aan NMUCbMEHHOE cornacue Ha nNpaMown
OOCTYN K ero OpurMHanbHbLIM MeAMLUMHCKUM 3anNnUcam Ang uenen MOHUTOPUHra, ayamTa, akcnepTtmnabl SCO/HIK,
a TaKke NHCNeKUuUn co CTOPOHbLI YMONMHOMOYEHHbLIX OPraHoB.

5.16 Unucpopmauyuna, oTHoOCALAACA K 6e30NacHOCTHU

5.16.1 CnoHcop oTBevaeT 3a NOCTOSHHYIO OLUEHKY De30nNacHOCTU nccneayemMbix NpoayKToB.

5.16.2 CnoHCcop AoMKeH He3aMeanUTeNbHO YBEAOMUTL BCEX 3aHATLIX B UCCnegoBaHUM uccnegoBaTe-
new/opraHmMsauumn, a TaKke ynonHOMOYEHHbIE OpraHbl O NONYYEeHHbIX AaHHbLIX, KOTOPbIE MOTyT HEONAronPUATHO
OTPa3nTbCAa Ha Be30NacHOCTU CyOBHEKTOB, NOBMUATL HA NPOBEAEHNE UccneaoBaHna NMMOO N3MEHUTL YTBEPXK-

neHne/onodbpeHne 3CO/H3K Ha npoaomkeHne nccneaoBaHus.
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5.17 CoobLeHnA 0 HexenaTenbHbIX peakuUsaX

5.17.1 CnoHcop AonmKkeH B BO3MOXXHO Bonee KOPOTKUN CPOK coobLLaTh BCEM YyHaCTBYHOLLMM B UCCcneao-
BaHUWN uccneposatenaMm/opraHmndaunam, SCO/HIK, raoe ato TpebyeTcq, a TaKke YNONHOMOYEHHBLIM OpraHam
000 BceX HexXenaTenbHbIX peakunsx, KOTopble 0AHOBPEMEHHO ABMAOTCH CEPbE3HLIMU N HENPEABUAEHHbLIMM.

5.17.2 Takme akcnpecc-oT4yeTbl AOMKHbLI COOTBETCTBOBATL HOPMATUBHLIM TPEOOBAHNAM N PYKOBOACTBY
ICH «OueHka aaHHbIX Mo KNMHU4YEeCKoOW 6e30MacHOCTUN: TEPMUHONOMMA N CTAHOAPTbl 3KCNPEeCC-O0TYETHOCTUY.

5.17.3 CnoHcop AomkeH NpeacTaBnNATe Ha pPacCMOTPeHne yNONHOMOYEHHbLIM OpraHam BCe HOBble AaH-
Hble N Nepunoandveckne oT4yeTbl No Be30nNacHOCTU NccneayeMoro NpoaykTa B COOTBETCTBUMU C HOPMATUBHbLIMU
TpeboBaHUAMMN.

5.18 MOHUTOPUHT

5.18.1 Llenb

Llenbio MOHUTOPUHIa uccnegoBaHUA ABNSAETCH NpoBepKa TOro, YTo:

a) lNpaea u bnaronony4vne cydbLEeKTOB 3alLULLEHDI.

0) NpeactaBneHHbIe AaHHbIE ABAAITCA TOYHLIMU, NMONHBLIMW U NOATBEPKAATCA NEPBUYHON AOKYMEHTA-
LUEWN.

B) UiccnegoBaHwe NpoBOAUTCA B COOTBETCTBUU C YTBEPKAEHHOWU TEKYLLEN Bepcuen NpoToKoNna/nonpasok,
GCP n HopMaTuBHbIMKU TPebOBAHNAMM.

5.18.2 Bb16op MOHUTOPOB U UX KBanudgpukauun

a) MOHNTOPLI AOMKHBI HA3HAYaTLCA CNOHCOPOM.

6) MOHUTOPLI AOMXHBbI UMETb COOTBETCTBYIOLLIYIO NOAFOTOBKY, a Takke odbnagaTb Hay4YHbIMW U/MNN KNK-
HUYECKUMWU 3HAHNAMWU, HEODXOOAMMbIMU ANSA NPOBEAEHUNA HaaneXxallero MOHUTOPUHra nccneaoBaHna. Kesanu-
onkaumua MOHUTOPOB AOMKHA ObITh NOATBEPKAEHA AOKYMEHTANLHO.

B) MOHNTOpPLI AOMKHLI AeTanbHO 3HATb UCCcNeagyeMble NPOoAYKTbI, NIPOTOKON, MMCbMEHHY0 (POPMY MHOP-
MUPOBAHHOIO Cornacusa U Bce apyrne npegocraBnsaemMble cydbektamMm nncbMeHHble maTtepuansl, COIl cnoHco-
na, GCP 1 HopmMaTuBHble TpeboBaHUS.

5.18.3 O6beM u coaepxxaHme MOHUTOPUHra

CnoHcop AomkeH obecneydnTb HagNeXxallmm MOHUTOPUHI uccneaoBaHnn. CNOHCOP AOMKEH onpeaennTb
HeobxoaMMble 0OBEM N coaep KaHne MOHUTOPUHIa Ncxoaa n3 uenen, 3aaad, MeToaonorun, CNOXHOCTU, Mac-
KWPOBKU, 0OObEMA N OLleHNBAEMbIX NapaMeTpoB nccneaosaHus. o obliemy npaBuny, ¢ Lenb MOHUTOPUHIA
TpebyeTcsa nocewlatbe MccnegoBaTenbCkUe LEHTPLI A0, BO BPEMSA U NOcNe OKOHYaHUsa uccneaosaHuns. OaHako
B UCKNIOYUTENDBHBLIX CNy4asiX CMOHCOP MOXET pPelunTb, YTO MOHUTOPUHI 6e3 BU3UTOB B UccnegoBaTenbCcKkmne
LEHTPbl B COMETAHUW C TAKMMM NpoueaypaMn, Kak TPeHWHr U npoBedeHne COBeLlaHUW uccnegoBaTenewn,
npeaocTaBneHme M NnoapobHOro NMCbMEHHOIro PYKOBOACTBA MOXKET rapaHTUPOBaAHHO 0becnevynTb Haanexa-
Lee npoBegeHne nccneaosaHna B cootBeTcTBMM ¢ GCP. CtaTucTu4deckn onpeaensaemMble KOHTPONbHbIE Bbl-
OOPKU MOTYT CAY>KUTb NPUEMNEMbIM METOAOM ANA OTOOpa NpoBepAEMbIX AAHHbIX.

5.18.4 O6A3aHHOCTU MOHUTOpA

MOHWTOP, B COOTBETCTBUM C TPpeBOBAHUAMM CNOHCOPA, AOMKEeH obecneynTb Hagnexallee nposeaeHne
N OOKYMeHTanbHoe odopmMmneHne nccneaosaHmsa. C 3ToM LEeNbo MOHUTOP, KOraa YMECTHO N HEoBXoanMo ¢
YY4ETOM KOHKPETHOro UCCNneaoBaHUA U UCCNEAOBATENbCKOrO LEHTPA, BbINONHAET HWXKenepeydncneHHble
nencTBUA:

a) BbicTynaeT B Ka4eCTBE OCHOBHOIO CBSI3YIOLLIErO 3BEHA MEXAy CMOHCOPOM U nccneaoBaTenem.

0) [MpoBepseT B HA4aNe 1 Ha NPOTAXKEHUN BCErO NCCNEeAOBaHNSA aIeKBATHOCTb KBANUpmKaLmm n pecypcos
nccneposatens (cMm. 4.1, 4.2, 5.6), a Takke AOCTATOMHOCTbL ANS 6e30nacHOro U HagneXxawero npoBeaeHns
MccneaoBaHNa UMEKLNXCA NIOACKUX N MaTepuanbHbIX PeCcypcoB, BKNOYaa nabtopaTtopum, obopyaoBaHue wu
nepcoHan.

B) B oOTHOWEHMN nccneayembix NPOAYKTOB MOHUTOP NPOBEPSIET cneaylollee:

1) CPOKN N YCNOBUS XPaHEHUS NPUEMNEMbI U KONNYECTBO JOCTATOMHO A0 KOHLA NCCNeaoBaHUS;

2) nccneagyemble nNpoaykTbl NONy4alT TONbKO Te CyOBbEKTLI, KOTOPbIM OH HA3HAYEeH, N B J03aX, YCTAHOB-
NEHHbIX MPOTOKONOM;

3) cydbekTaM npeaoctaBneHbl HEOBXOANMbIE MHCTPYKLUMKN MO NPaBUNBHOMY NMPUMEHEHUIO UCCNEOYEMbIX
NPOAOYKTOB, 0OpAaLLEHNIO C HUMN, NX XPAHEHWNIO U BO3BPATY;

4) nony4yeHne, NpMMEHEHNE N BO3BPAT UccneayemMbix NpoayKTOB B UCCNEAOBATENLCKOM LIEHTPE A0MK-
HbIM OB6PA30M KOHTPONUPYIOT N OPOPMASAIOT AOKYMEHTANbHO;

5) yHnuYTOXEHNE (NMBO NHOE pacnops>)KEHNE) HEUCMONb3OBAHHbLIX UCCNEAYEMbIX NPOAYKTOB B UCCNEOO0-
BATENLCKOM LIEHTPE OCYLLECTBNSAIOT B COOTBETCTBMN C HOPMATUBHLIMU TPEBOBAHMAMM N MO COrNAcOBAHUIO CO

CMOHCOPOM.
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r) NpoBepsaeT cobnogeHne nccneaoBaTenem yTBEPKAEHHOIO NPOTOKOMNAa U BCeX YTBEPXKAEHHbLIX Nonpa-
BOK K HEMY, €CNN TaKoBble UMEKTCA.

n) NpoBepseT, YTOOLI MTMCbMEHHOE MHPOPMUPOBAHHOE cornacue Kaxaoro cydbvekta Obino nony4eHo Ao
Ha4Yana y4acTns B uccnegoBaHun.

e) ObecnevmBaeT HaNU4YKMe y uccnegoBaTensa TekyLwen peaakumm 6poLuopbl nccnegoBaTens, BCex apy-
rMxX AOKYMEHTOB U MaTepunanoB, HEOOXoAUMBLIX ANA NPoBeAeHUs UccneaoBaHns Haanexalwmnm odbpasom n B
COOTBETCTBUN C HOPMATUBHbLIMU TPEeBOBAHUAMM.

) ObecneymnBaeT TO, UTODLI UCcneaoBaTenb N €ro COTPYAHUKK, 3aHATbIE B UCCNeaoBaHnK, bbinn AoCTa-
TOYHO MHPOPMUPOBAHLI 06 NccneaoBaHUN.

3) [lpoBepsaeT, 4TO uccnegoBaTenb U ero COTPYAHUKKU, 3aHATbLIE B UCcneaoBaHUN, BbINONHAKOT CBA3aHHbIE
C nccnegoBaHmem 00S3aHHOCTU B COOTBETCTBUM C NPOTOKONOM N BCEMU APYIIMMU MNCbMEHHbLIMU COrnaLleHnsa-
MW MeXay CNOHCOPOM U uccneagoBaTenem/opraHm3aynen n He nepenaloT BbiMONMHEHWe CBOUX (PYHKLIMN HEeYNon-
HOMOYEHHbLIM NULAaM.

n) MNpoeepaeT codnogeHne nccnegoBaTenemM Kputepues oTdoopa Npu BKNIOYEHUN CYDBEKTOB nccneao-
BaHNS.

K) CoobLlaeT 0 CKOpOCTU Habopa cybbLEKTOB B UCccneaoBaHue.

n) NpoBepaeT npaBUNbHOCTL, NOMHOTY U CBOEBPEMEHHOCTbL pPerMcTpaumum aHHbIX B NepPBUYHLIX N APYTUX
OTHOCALLUXCA K UccnegoBaHUIO AOKYMEHTaX, a Takke NnopsaaoK UxX BeaeHUs.

M) [NpoBepsieT, UTO uccnegoBaTenb NpeaocTaBNAeT Bce TpebyeMble OTYEThl, YBeAOMNEHUSA, 3aNpOoChl U
noaoOHbIE AOKYMEHTbI N YTO OHWU ABMNAKTCA NPaBUNbHLIMW, NOMHLIMW, CBOEBPEMEHHLIMUN, PA3bOPUUBLIMN,
OAaTUPOBaAHbI U NOEHTUPULNMPYIOT NccnegoBaHue.

H) [poBepsaeT NpaBUNBLHOCTL N NONHOTY AaHHLIX B MPK, nepBUYHbIX AOKYMEHTaX N ApYrux OTHOCALLMNXCA
K UICCneaoBaHUIO 3anmncsax NyTemMm ConocTaBneHns ux mexay codbon. B ocobeHHOCTU, MOHUTOP AOMNXEH NpoBe-
PUTL cneayioLlee:

1) NpaBUNbHOCTb BHECEHMA TpedyeMblX NMPOTOKONOM AaHHbiX B MPK M nx cooTBeTCTBME AaHHLIM B
NnepBUYHON AOKYMEHTaLNN;

2) Ntobble UI3BMEHEHNS A03bl U/UNK TepanMn YeTKO AOKYMEHTanNnbHO 0POpPMNSATCA ANA KaXXA0ro cybbekTa
nccneaoBaHug,

3) HeXkenaTenbHble ABNEHUsA, CONYTCTBYIOLLEE NnevYeHne N MHTEPKYPPEHTHbIE 3a0oneBaHnsA PerncTpupy-
loTCcA B IPK B COOTBETCTBUU C NMPOTOKONOM;

4) nponyLleHHble CYOBLEKTOM BU3UTLI, HENPOBEAEHHbIE aHANN3bl U HEBLINOMNHEHHLIE 0OCNeaAOBaHNUA ACHO

oTpaxeHbl B MPK Kak TakoBbl€e;
5) BCe cny4yaun UCKNYeHUa N BbIObIBaHNA CYOBLEKTOB N3 UCCNeaoBaHUA 3aperncTpupoBaHbl U OO bACHEHI

B NPK.

0) CoobuaeT nccnegosatento 0 NOLIX aonyleHHbIX B MPK ownbkax, nponyckax n HepasdopynBbIX
zanucax. MoHUTOp AoMXeH nNpocneanTb 3a TeM, YTODbl COOTBETCTBYIOLLIME UcpaBNeHusa, AoOdaBNEeHNa Unu
BblMEPKMBAHUA ObINW caenaHbl, AaTUPOBaHbl, OOBACHEHLI (eCcnNn HeOBXoaANMO) N noanUucaHbl cCaMMM Uccneno-
BaTenemMm NMbo ynonHOMOYEHHbLIM Ha nognucaHume 3a Hero usMmeHeHmn B MPK 4uneHoM nccnenoBaTenbCKoro
KonnekTuea. [lJaHHble NONHOMOYMA AOMKHbI ObiTb 3aKpenneHbl AOKYMEHTANbLHO.

n) lNpoBepsaeT codbnioaeHne CPoKOB COODLLUEHUA O HeenaTenbHbIX ABNeHusx, onpeaeneHHbix GCP,
npoTtokonom, ACO/H3K, cnoHCOPOM U HOPMATUBHLIMU TPEBOBAHUAMMN.

p) NpoBepaeT BeAeHne nccnegoBaTeneM OCHOBHbLIX AOKYMEHTOB (CM. pasaen 8 HacToALWero ctaHaapTa).

c) CoobuiaeT nccnegosatento 06 oTKNoHeHMAX oT npoTokona, COIl, GCP n HopMaTuBHbIX TpeboBaHUN,
a Taloke npeanpmHuMaeT HeobXxoanmble AEUCTBUSA C Lienblo NPeaoTBPpaTUTb NOBTOPEHUe NOAODOHbIX OTKNOHE-
HUW.

5.18.5 Npoueaypbl MOHUTOPUHIra

MoHuTOp AomkeH cobnioaate nncbMeHHble COll cnoHcopa, a Takke npoueaypbl, cneunansHO onpeae-
NEeHHble CNOHCOPOM ANA MOHUTOPUHIa KOHKPETHOro nccneaoBaHus.

5.18.6 OT4yeT MOHUTOpA

a) lNocne kaxxgoro Bu3uvTa B uccneaoBaTenbCKUU LUEHTP UNWN CBA3AHHOIO ¢ UccneaoBaHMEM KOHTAKTa
MOHUTOP AOMKeH NpeacTaBUTb CMOHCOPY MUCbMEHHLIN OTYET.

6) OT4eTbl AOMKHbLI BKNOYAaTb B ceba AaTy, HAaUMEHOBaHME LIeHTpa, UMA MOHUTOpA, UMA nccneagoBaTens
NN MHOTO NULUA, C KOTOPbIM COCTOANCA KOHTAKT.

B) OT4UeTbl AOMKHbI coAepXaTb KpaTKkoe onncaHne o0bLEeKTOB NPOBEPKN, COODLLEHNE MOHUTOPA O CyLLe-
CTBEHHbIX AaHHbIX/dakTax, OTKNOHEHMSAX N HeaoCcTaTKax, BbiBOAbI, ONMUCAaHMe AeNCTBUI, NpeanpUHATBLIX NMBOo
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NNaHNpyeMbIX W/MnNu pekoMmeHayemblx Ana obecneveHus cobnogeHnsa TpedosaHmn npotokona, GCP n ynon-
HOMOYEHHbIX OPraHoB.

r) INpoBepka CNOHCOPOM OTYETa W Nocneayowne AeNCTBUA NO HEMY AOMKHbLI OblTb AOKYMEHTaNbHO
opopMneHbl YNONHOMOYEHHbLIM NpeacTaBUTENEM CNOHCOPA.

5.19 AyauT

[1pn npoBeaeHn ayanTa B Npeaenax Mep, HanpaBneHHbIX Ha obecnevyeHne KavecTBa, CNOHCOPbLI AOMKHbI
YYUTLIBATD:

5.19.1 Uenb

Llenblo CNOHCOpPCKOro ayauTa, NpoBOAUMOro OTAENbHO U HE3ABUCUMO OT PYTUHHBLIX (OYHKLIMKA NO MOHMU-
TOPWUHIY N KOHTPOMNIO Ka4eCTBa, ABNAETCA OLeHKa COOTBETCTBUA NPOBOANMOro uccnegosaHuda npotokony, COIN,
GCP »n HopmMaTuUBHbLIM TpeboBaHNAM.

5.19.2 Bbi16op u kBanudpukauma ayautopos

a) Ana npoBeaeHna ayanta CNoHCOP AOMKEeH Ha3Ha4YUTb NUl, HE3ABUCUMbIX OT KNMUHUYECKUX nccneno-
BAHUMN.

6) CnoHcop 004a3aH yaOCTOBEPUTLCS B TOM, YTO ayaAUTOpPLI 06nagaloT A0CTaTOYHOWN KBanudnkaumen, T.e.
NoAroTOBKOW M ONbITOM, ANA NpoBeAeHNa ayanTa Haanexawmm obpasom. Ksanndukauna ayantopa AomKHa
ObITb NOATBEP)KAEHA AOKYMEHTANBLHO.

5.19.3 Npoueaypbl ayauTa

a) CnoHcop gomkeH ydeanTtbead, YTO ayauT KNMHUYECKUX nccneaoBaHnMn/nporpamMm NnpoBoanuTCs B COOT-
BETCTBUU C NMCbMEHHLIMW NMpoueaypamMmm CNOHCopa, onpeaenarnuMm 00bLEKT ayamTa, MeToabl NPOBEeAEHNS
ayauTa, 4acToTy ayauToB, a Takke hopMy N coaepxaHme ot4eToB 00 ayauTe.

0) Pa3paboTaHHbIN CMOHCOPOM NNaH ayauTa U npoueaypbl ayanta uccnegoBaHna AOMNXKHbI ObiTh onpe-
aeneHbl 3HaYMMOCTbIO AAHHOIO UccneaoBaHMa AN nogadn 3adBOK B YMIONHOMOYEHHbIEe OpraHbl, KONU4eCcTBOM
CyOBEKTOB, YHACTBYIOLLMX B UCCNeaoBaHUN, TUMOM U CNOXHOCTbIO NCCNeaoBaHNA, CTENEHbIO PUCKa AN CyOb-
EKTOB UCCneaoBaHnd, a Takke AOMKHbl OblTb NPUHATLI BO BHUMAaHUE Mobble BbIABNEHHbIE MPOBNEMBI.

B) 3aMe4aHuns U BbIBOAbI ayanTa AOMKHbI ObliTb 0OOPMNEHbI AOKYMEHTAMNbLHO.

r) na coxpaHeHna He3aBUCUMOCTU U LLEeHHOCTU OYHKUMK ayanTa YNONHOMOYEHHbIe OpraHbl He AOMKHbI
B PYTUMHHOM nNOpsake 3anpawmBaTtbh OT4ETHI 00 ayauTe. YNOMHOMOYEHHbIEe OpraHbl MOryT obpalwlatbca 3a
OONyCcKOM K oTyeTaMm 00 ayauTe, ecnu MMelTca CcBUaeTenbCTBa cepbe3Horo HecooTBeTcTBMA GCP, unn B
cnyvae cyaebHbix pasbunpaTtenbeTs.

n) Ecnun 310 TpedbyeTca COOTBETCTBYIOLLMM MECTHbLIM 3aKOHOAATENBCTBOM UMW NOA3AKOHHLIMU aKTaMu,
CMOHCOP AOMKeH NpeacTaBnTb CBUAETENLCTBO O NPOBEeAEeHHOM ayauTe.

5.20 HecobnioaeHne NnpUMEHUMbIX TpeOoOBaHUN
5.20.1 HecobnioageHne npotokona, COlN, GCP w/vnn cooTBETCTBYIOWNX HOPMATUBHbLIX TpeboBaHWUI

nccnegoBaTenem/opraHM3aumen Mnu coTpyaHMKOM CNOHCOPa AOMKHO BECTU K Be3oTnaratenbHbiM AEeNCTBUAM
CMOHCOPA, HanpaBnNeHHbIM Ha obecnedeHne nx cobnaeHus.

5.20.2 MNpun obHapyxeHn B xo4e MOHUTOPUHIra NN ayauTa cepbes3HbiX U/MNN NOBTOPAIOLLIMXCA CnyYaeB
HecobnaeHNa NPUMEHNMBbIX TpeboBaHMI CO CTOPOHLI UccneagoBaTensa/opraHn3aumnn CroHCOP AOMKEH npe-
KpaTUTb y4acTue nccnegoBaTtens/opraHM3aumm B uccnegosaHmn. Ecnm yyactme nccnegoBaTtensa/opraHn3anmnm
NpeKkpaLleHo B pe3ynbTaTe cepbe3HblX U/UNn NOBTOPAIOLINXCA cnyvyaeB HecoOntaeHns NpUMeHUMbIX Tpebo-
BaHWI, CMOHCOP AomkeH 6e3oTnaratenbHO YBEJOMUTb 00 3TOM YNONHOMOYEHHbIE OpraHbi.

5.21 locpo4HoOe npeKpaleHe UM NpUuocTaHoBKa UccrneaoBaHus
Ecnu nccnegoBaHne AOCPOYHO NpeKkpalleHO NN NPUMOCTaHOBNEHO, CMIOHCOP AOMKEH He3aMeaNUTENbHO

CoOBLWNTL NccnegoBaTenamM/opraHM3aynsam M ynonHOMOYEHHBIM OpraHam o npekpaLleHnn nnum NpmocTaHoBKe,
a TaKKe ykasaTb Npu4nHbl npekpauwieHna unu npuoctaHoBkn. QCO/HIK Takcke AomkeH ObiTb HEMEANEHHO
MHOOPMMNPOBAH CMNOHCOPOM UNWU UccnegoBatenemM/opraHnsaunen (B COOTBETCTBUM C HOPMATUBHLIMU TPebo-
BaHWAMM), B TOM YMcne n o NpudnHax npekpalieHna nnm npnocTaHoOBKN UccneaoBaHus.

5.22 OT4YeT O KIIMVHUYECKOM UccneaoBaHUU/UCNbITAaHUM

He3aBUCUMO OT TOro, ObLINO N UccnegoBaHMe 3aBepLLUEHO NO NMPOTOKONY UMW NpekpalleHO AOCPOYHO,
CMOHCOP AOMKEH obecneynTb COCTaBNEHMNE N NpeacTaBNeHne B YNIONHOMOYEHHbIE OpraHbl (B COOTBETCTBUMN C
HOPMAaTUBHbLIMU TPebOBaHNAMWN) OTHETOB O KNUHUYECKOM uccneaoBaHun. CNOHCOpP Takke AoMmKeH obecnevnTb
COOTBETCTBUE OTHETOB O KNUHUYECKOM NccneaoBaHUN, BXOASLWNX B COCTaB 3aABKU HA perMctTpauuio, ctTaHaapTam
pykoBoacTea ICH «CTpyKkTYypa 1 coaepxaHme ot4eToB O KNMUHMYECKOM nccnegosaHum» (IlpnmevyaHune —
PykoBoactBo ICH «CTpykTypa v cogepaHue OT4eTOB O KNMMHUYECKOM uccneaoBaHUM» yKasbliBaeT, YTO B
OTAENbHbLIX cCNy4Yasx MOryT ObliTb NPUeEMNEMbl COKPaLLLEHHbIE OTYETHI. )
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5.23 MHOroueHTpoBbIe UccrneaoBaHus

[Tpn MHOIOLIEHTPOBLIX UCCNEAOBAHUSAX CMOHCOP AOMKEH obecneyunTb crneayoulee:

5.23.1 Bce nccnegoeatenu npoBoaAaT nccneaoBaHUe B CTPOroM COOTBETCTBUM C MPOTOKONOM, COrNaco-
BAHHbLIM CO CMOHCOPOM W, ecnun TpebyeTcsa, ¢ YNONHOMOYEHHbLIMWU OpraHamMn U yTBepPKAEeHHbIM/OAO0DPEHHbIM
SCO/H3K.

5.23.2 UPK pa3paboTaHbl Takum obpasom, 4Tobbl cobpaTb BCce TpebyeMble AaHHblE U3 BCEX LIEHTPOB,
y4acCTBYIOLLMX B MHOTOLIEHTPOBOM MUCCNeaoBaHnn. TeM uccnegoBaTensam, KOTopble cobnpaloT AONONHUTENb-
Hble AaHHble, AOMKHbI ObITb Talkoke npeaocTaBneHbl aononHuTenbHble NPK, pa3paboTaHHble anga cbopa Aao-
NONHUTENbBbHbIX AAHHbIX.

5.23.3 Ob6a3aHHOCTN UccneaoBaTenen-KoopanHaTopoB U ApYrmx uccnegosatenen AOKYMEHTaNbHO 3a-
KpenneHbl A0 HaYana nccneaoBaHUs.

5.23.4 BceM nccnegoBaTtenam npeaoctaBneHbl MHCTPYKUUK NO COBNI0AEHMNIO NPOTOKONA, €AWHbIX CTaH-
NAapTOB OLEHKU KNMUHUYECKMX N NabopaToOpHbIX AaHHbIX, a Takxe no 3anonHenuio NPK.

5.23.5 CBA3b MeXxay uccneaoBatensaMm He 3aTpyaHeHa.

6 llpoTokon KNMHUYECKOro uccnegoBaHUA U NOMNMPaBKU K MPOTOKONY

[1o obLweMy npaBuny, coaepkaHne npoTokona uccneaoBaHns A0MKHO UMETb YKA3aHHYIO HUXKE CTPYKTY-
py. OaHako nHopmMmaums, UMetoLlaa OTHOLLIEHWE TOMNbKO K OAHOMY UccneaoBaTenbCKOMY LEHTPY, MOXET OblITb
npeacTaBneHa Ha OTAENbHbLIX CTPaHUUAX NMPOTOKONAa NN coaepXaTbCd B OTAENbHOM cOornalleHnuun, a 4acTb
npuBeOeHHON HUMXe WHOoPMaUUKU MOXET TakKXe coaepaTbCA B APYrnMX OOKYMEHTaX, CCbINIKU Ha KOTopble
MMEIOTCA B NPOTOKONE, HAanpumep B bpollope nccnegoBaTtens.

6.1 O6wan nHchopmMmaLusn

6.1.1 HazsaHue npoTokona, naeHTUOUKALUMOHHbIN HOMEP NpoTokona u aaTta. Jliobasa nonpaBka Takke
OOMKHA UMeTb HOMepP nonpaBkn U AaTy.

6.1.2 HammeHoBaHMe/MmMa n agpec cnoHcopa U MOHUTOPA (eCnu OHWU Pas3nNU4alTCs).

6.1.3 Mg n QOMKHOCTb NUL, YNIOMNHOMOYEHHbLIX OT UMEHW CMIOHCOPa NOANUCLIBATL MPOTOKON U NOMNPaBKU
K MPOTOKONY.

6.1.4 imqa, AOMKHOCTbL, aapec U HoMep TenedooHa Ha3Ha4YeHHOro CNOHCOPOM MedNLIMHCKOrO 3KcnepTa no
OAHHOMY nccnegoBaHMUIO.

6.1.5 Uma n gomKHOCTb uccnegoBaTenen, oTBevarLwmnx 3a NnpoBegeHne nccneaoBaHus, a TakKkke agpeca
N HoMmepa TenedOHOB KMUHUYECKUX LIEHTPOB.

6.1.6 Ima, OOMKHOCTb, agpec U HoMep TenedoHa KBannPUUNUPOBAHHOIO Bpaya, OTBeYalLlero 3a npu-
HATUE BCeX pelleHUn MedULIMHCKOro XapakTtepa (ecnu gaHHoe Nuuo He aBnsaeTca nccnegoBaTtenem).

6.1.7 HanmeHoBaHNA N agpeca KNnuHU4Yecknx nadopaTtopmn n apyrmx MeguunHCKMX n/mnu TeXHN4YecKmnx
cnyk6 n/mnu opraHnsauunin, BOBNEYEHHbLIX B UCCneagoBaHune.

6.2 ObocHOBaHMe UccrneaoBaHus

6.2.1 HasBaHne u onncaHne nccnegyembix NpoayKTOB.

6.2.2 CBOOAHOE U3NOXeHNne NoTeHUManNnbLHO UMEKLLUX KNMMHUYECKYIO 3HAYUMOCTb Pe3yNbTaTOB AOKNNHU-
4YeCKUX nccnegoBaHuUK, a TaKkke pe3ynbTaToB KNMHUYECKUX uccneaoBaHnn, 3Ha4YMMbIX ANa gaHHOro nccnego-
BaHMS.

6.2.3 KpaTkoe onncaHme n3BeCTHbIX U NOTEHLMANbHLIX PUCKOB U NOMNb3bl AN CYOBHEKTOB NCCneaoBaHus,
eCcrnun TakoBble UMELIOTCA.

6.2.4 OnucaHue n 06ocHoBaHMe cnocoba BBeAeHUsA, AO3NPOBKU, pexxnMma A03MPOBaHNA U Kypca neveHus.

6.2.5 YKazaHne Ha To, YTO uccnegoBaHume byaeT NpoBOoANTLCA B COOTBETCTBUM C NpoTokonom, GCP v
HOPMATUBHbLIMWN TPpEOOBAHUAMMN.

6.2.6 OnnucaHne nccnegyemMomn nonynauun.

6.2.7 CCbINKM HA NNTepaTypHble UCTOMHUKN N AaHHble, CYLLEeCTBEeHHbIe ANA nccneaoBaHUa U npeacTaBs-
nawwmne cobon obocHoBaHWE AAHHOIO UCCNeaoBaHUS.

6.3 Llenu 1 3apaaun uccneposaHus

[leTanbHOE onNMcaHue uenen n sagad nccneaoBaHus.

6.4 [InzauH uccnenoBaHUA

Hay4Haa 060CHOBAHHOCTbL UCCNEAOBaHUA U AOCTOBEPHOCTb MONYYEHHbLIX B UCCNeAOBaHUN AAHHbLIX CY-
LLIECTBEHHO 3aBUCAT OT An3anHa uccneaosaHna. OnucaHme am3anHa nccnegoBaHna AOMKHO BKNOYAaTL B ce04:

6.4.1 YKazaHMe OCHOBHbIX U AONONHUTENLHLIX (MPU HANUYUN) UCccneayeMblX NapamMeTpPoB, KOTOpble byayT
OueHMBaTbLCA B Xo4e nccneaoBaHus.

6.4.2 OnnucaHne TMna/gM3anHa NnpoBoANMOro nccneaoBaHuns (Hanpumep, ABOMHOE cnenoe, nnaued0-KoH-
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TponNupyemoe, napannenbHoe) u rpadonyeckyto cxemMy An3anHa nccneaqoBaHusa, npoueayp U 3tanoB nccneao-
BaHUSL.

6.4.3 OnnucaHme Mmep, HanpaBneHHbIX HA MUHUMM3AUNIO/NCKNIOYEHNE CYDOBEKTUBHOCTHU, B TOM YUCNE:

a) paHaomMmaauuu;

©) cnenoro Metoaa/MacknpoBKM.

6.4.4 OnnucaHne Ncnonb3yemMoro B CCNeaoBaHnM NevYeHnst, J03NPOBKN N CXEMbI MPUMEHEHNSA nccneny-
eMbIX NPOAYKTOB. Takke BKNOYaET B ceba onncaHne nekapcTBEHHON OOPMbI, YNAKOBKN N MAPKUPOBKN UCCNE-

nyeMblX NPOaYKTOB.
6.4.5 Oxngaemas nNpoaoMKUTENbHOCTb y4acTUA CyObEKTOB B MCCNeAOoBaHUW, OnMcaHue nocneanoBa-

TENbHOCTU U NPOAOMKUTENBHOCTU BCEX NEPUOAOB UCCNEeNOBaHUA, BKNoYasa nepuoa nocneayowero Habno-

OeHnd, ecnn TakoBOW NpeayCMOTPEH.
6.4.6 OnncaHune «nNpaBmnn OCTAHOBKN» UNU «KPUTEPUEB NCKMNIOHYEHUA» ANA OTAENbHbLIX CYOBHEKTOB, YacTeu

nccnegoBaHnAa N nccnegoBaHUA B LLENOM.

6.4.7 lNpouenypbl ydeta nccneayembiX NPoAyKTOB, BKNO4YadA, Npyv Hanuyduu, nnauebo n npenapaThbl
CpaBHEHUA.

6.4.8 XpaHeHne paHaAOMU3aLUMNOHHbLIX KOOOB U Npoueaypbl UX PacKpbITUA.

6.4.9 lNepeveHb BCcex AaHHbIX, pernctpmpyemblx HenocpeacteeHHo B NPK (T.e. 6e3 npeaBaputenbHOW
3annucu B NMCbMEHHOM UNKU SNEKTPOHHOM BUAE) U paccMaTpuBaeMblX B Ka4eCcTBe NepBUYHbIX AaHHbIX.

6.5 OTOOpP U UCcKN4YeHUe CYyOBLEKTOB

6.5.1 Kputepun BknioveHns cybbLEKTOB.

6.5.2 Kputepun HEBKNIOYEHNA CYOBEKTOB.

6.5.3 Kputepumn mncknioveHns cybbekToB (T.€. OCHOBAHUA NpeKpalleHUs MPUMEHEHUa Uccneayemoro
npoaykTa/uccnegyemMoro neveHus), a TaKke npoueaypbl, onpeaenarouime:

a) Koraa n kak cy0bekToB UCKnovaTh U3 nccneaoBaHusa/neveHmnsa ncecnegyemMbimM npogykKToMm.

6) Kakne gaHHble N B KakMe CPOKMN AOMKHbLI OblTb CODPaHbl N0 NCKNIOYEHHBIM NaLMEeHTaM.

B) 3aMeHeHbl NN U KaKUM 00pa3oM BblObIBLLINE CYOBHEKTDI.

r) Nocneaywouwee HabnogeHne 3a cybbekTaMu, UCKMIOYEHHBIMKU U3 NeYeHUa nccneayembliM NPoayK-
TOM/nccneayemMbiM NeYeHUneM.

6.6 JlevyeHMe cybbeKkTOB

6.6.1 OcyuwecTBNsaeMoe neyYeHne, BKNo4Yaa Ha3BaHUA BCeX NPOAYKTOB, X AO3NPOBKN, 4YacTOTy Npuema,
nyTU/cnocobbl BBEAEHUA, a TakXe NPOAOMKUTENBHOCTL NEeYEeHUs, BKNoYasa nepnoabl nocneaytolero Habnto-

OEeHNA ANa KaXXaoun rpynnbl ne4YeHnsa nccneayeMbiMy npoaykramum.

6.6.2 JlekapcTBa/cnocodbl NnevYeHusa, NPUMEHEHNE KOTOPbIX pa3peLleHo (BKNYasa HEOTMOXHYIO Tepanuio)
NN He pa3peLlleHo Ao n/unun Bo BpemMs nccneaoBaHus.

6.6.3 MeToabl KOHTPONA 32 cobnNaeHNeM npoueayp cydbekTamum.

6.7 OueHka 3¢ppeKTUBHOCTH

6.7.1 NepeveHb napameTpoB IPPEKTUBHOCTM!.
6.7.2 MeToObl U CPOKU OLIEHKWU, PErncTpaumm n aHanunsa napamMmeTpoB IPPEKTUBHOCTM.

6.8 OueHka 6e30nacHOCTM

6.8.1 lNepevyeHb napaMeTpoB BE30MaACHOCTMW.

6.8.2 MeToabl 1 CPOKM OLEHKN, pErMcTpaumm n aHanmaa napameTpoB 6€30MacHOCTH.

6.8.3 TpeboBaHUAa K oT4eTaM, npoueaypbl N0 perucTpaunm n CoOoBLLIEHNAM O HEXXenaTenNbHbIX ABNEHUAX
N UHTEPKYPPEHTHLIX 3a00neBaHnsAX.

6.8.4 MeToa 1 NnpoaoMmKNTENbHOCTb HADBNAEHWS 3a CyObEKTaMU NOCNE BO3HUKHOBEHUSA HEXenaTenbHbIX
ABMNEHUN.

6.9 Ctatucrtuka

6.9.1 OnucaHne cTaTUCTUYECKMX METOAOB, KOTopble npeanonaraeTca UCrnonb3oBaTb, BKNIOYAA CPOKU
KaXKaoro NNaHnpyeMoro npoMeXxXyTouHoOro aHanmaa.

6.9.2 lNnaHnpyemoe KonNnu4ecTBO CYyOBLEKTOB. B cnyyae MHOrOUEHTPOBbLIX UCCNEAOBaHNN OOMKHO ObiTh
onpeaeneHo NnNaHnpyemMoe Konn4ecTBO CyOHEKTOB B KaXKAOM LeHTpe. OBoCcHOBaHUE pa3mepa BbIOOPKU, BKMIO-
Yyaq paccyXaeHns unm BblivMcneHna AN 060CHOBaAHNA CTaTUCTUYECKON MOLLIHOCTU UCCNeaoBaHUA U KNMNHUYEC-
KOW NpaBOMEPHOCTU NccnegoBaHUA.

6.9.3 NpumMmeHseMbIn ypOBEHb 3HAYUMOCTMH.

6.9.4 Kputepun npekpalleHna nccneaoBaHus.

6.9.5 lNpouenypbl yd4eTa OTCYTCTBYIOLLUX, HE NoANeXalnx aHanu3dy 1 COMHUTENbHbIX AAHHbLIX.

6.9.6 INpoueaypbl COOBLLEHNS O NHOOLIX OTKNOHEHUAX OT NEPBOHAYANBHOIO CTAaTUCTUYECKOrO NNaHa (Bce
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OTKNOHEHNSA OT NePBOHAYANbHOIO CTAaTUCTUHECKOIo NNaHa AOMKHbI ObiTb ONUCAHbLI 1 0OOCHOBAHbI B MPOTOKONE
n/unun pmHanbHOM OT4eTe 00 nccnegoBaHUN).

6.9.7 OT60op cydOBLEKTOB ANA aHanM3a (Hanpumep, Bce paHAOMU3NPOBAHHbIE CYOBLEKTLI, BCE CYDBEKTHI,
nonyvmBLIne xoTa 6bl 0aHY A03y UccneayeMoro npenaparta, Bce CyObekTbl, COOTBETCTBYIOLLME KPUTEPUAM
oTOOpAa, CYOBEKTLI, AAHHbIE KOTOPbLIX MPUIroAHbLI ANA OLLEHKW).

6.10 NMpaMon aocTyn K nepBUYHbLIM AaHHLIM/AOKYMEHTaUUN

CnoHCcop AOMKEH NpeaycMoTpeTb B NPOTOKONE UAN MHOM MUCbMEHHOM cornalleHnn 0Bs3aHHOCTb UC-
cnepoBaTenen/opraHnM3aLmin He NPEnAaTCTBOBATL MPAMOMY AOCTYNY K NEPBUYHLIM AAHHBLIM/AOKYMEHTALUNN ANS
NpoBeAeHNNA CBA3AHHbIX C UCCNeaOBaAHNEM MOHUTOPUHIA, ayanTa, 3TUYECKON 3KCNEPTU3bI, a TaKkke MHCNEKLUN
CO CTOPOHbI YNONHOMOYEHHbIX OPraHoB.

6.11 KoHTponb Ka4yecTBa U obecneyvyeHne KayecTBa

6.12 9TUKa

OnuncaHue 3TN4ecKknx acrnekToB nccneaoBaHus.

6.13 PaboTa ¢ gaHHLIMU U BeeHUEe 3anucem

6.14 ®PuHaHCUpOBaHMUE U CTpaxoBaHUe

dnHaHCUpOBaAHUE N CTPAXOBAHUE, €CNU OHN HE OMUCAaHbI B OTAENbHOM AOroBope.

6.15 NMyo6nukauun

[TonuTKKa B OTHOLLIEHUX NYBNMKALKMIA, €CNN OHA HE OMNUCaHa B OTAENbHOM AOroBOpeE.

6.16 NMpunoxeHusn

(MpunMmedaHne — MNockoNbKY NPOTOKON UCCNeAOBaHUA U OTYET O KNMHUYECKOM UCCneaoBaHUWU/UCMbITAHUN
TECHO CBA3aHbl, ANA ACACNHUTENBLHON UHpopMaLMK CM. pykoeoacTeo ICH « CTpyKkTypa u coaepkaHue otyeTa 0 KNMHNYeC-
KOM MCCNeaoBaHUmn».)

/ bpouwopa uccnegoBartens

7.1 BBepeHue

bpowiopa uccnegosatensa (bW) npeactasnaeT codbon cBoOAHOE U3NOXEHUE KNUHUYECKNX U AOKNNHNYEC-
KUX OaHHbLIX NO uccneayemomy npoayvkTy, KOTopble UMEKOT 3Ha4YeHune anga ero u3yvyeHuda ¢ ydactmem 4yenoeeka
B KA4YecTBe cyObekTa nccnegosaHus. HasHadeHnemM b aBnaeTca npegocTtaBneHmne uccnegoBaTensam n apy-
MM NMuam, BoOBNeYeHHbIM B NpoBeaeHne nccneaoBaHns, MHpopMaumm, noMmoratowen NOHMMaHuI 1 cobnio-
OEHUI0 MHOTNX CYLLLECTBEHHbIX MONOXXEHUN NPOTOKONA, TAKUX KAk 4033, YacToTa/nepmognyHoCcTb 403, Cnocobbl
BBEOEHUS, a TakKe npoueaypbl MOHUTOPUHra 6esonacHocTn. bU Takke obecnevmnBaeT NnoOHUMMaHWe, crnocobCeT-
BYIOLLIEE KNMHNYECKOMY BEeAEHNIO CYDOBEKTOB UCCNeaoBaHNA B TeHEHNEe Kypca KNUMHNYECKOro uccneaoBaHus.
MHpopmauma gomkHa ObiTb npeacTtaBneHa B KPaTKOW, NPOCTOW, OOBEKTUBHOW, B3BELUEHHON U NULLEHHOW
peKknamMHOro OTTeHka oopmMe, NO03BoNAKLWEN KNMHULUUCTY MNKU NOTEeHUMaNbLHOMY nccnegoBaTenio NOHATL €e U
cihopmMnpoBaTb CBOKO CODCTBEHHYIO OOBLEKTUBHYIO OLIEHKY LIenecoobpa3HOCTU NpeanaraeMoro uccnegoBaHus
NCXoasa N3 COOTHOLLIEHUS pPUCKa M NonNb3bl. [10 3TOW Npu4nHe B peaakTuposaHumn b 06bI4YHO AOMKEH NPUHUMATDL
yqyacTue MeAULMHCKUN 3KCnepT, HO coaepaHmne bW ponxHo ObITb 0000peHo cneunanuctaMmm Tex obnacTen,
rae ObiNM NONy4vYeHbl ONMUCLIBAaEMbIE AAaHHbIE.

HacToawmnn ctaHgapT onpeaensaeT MMHUMManbHbIN 06beM MHpOpMaLIMK, KOTopasa A0NKHA ObITb BKMNOYE-
Ha B b, n paeT pekoMeHaauunm NO CTPYKType U3NOXeHUAa AaHHOU uHdopmauun. [lpeanonaraetca, 4To
XapakTtep n odbeM AOCTYNHON MHOPMaLMN ByaAYT UBMEHATLCS B 3aBUCUMOCTU OT CTaaumn paspadboTkn uccne-
ayemoro npoaykta. Ecnu nccneayembin NPpOAYKT HAXoAUTCA Ha PbiHKE U OONBLLUMHCTBY NPAKTUKYIOLLUX BpaveWn
XOPOLLIO U3BECTHLI ero papmakonornyeckme cesonctea, b moxeTt ObITb MeHee noapobHOW. ['Ae 3ToO Aonycka-
eTcqa YNoNHOMOYEHHbIMW OpraHamMmun, BMecTo b MoryT ObITb MCNONL30BaHbI MaTepuansl, cogepkaline OCHOB-
HYIO WHOPpMaUUIO O NPOoAYKTe, NUCTOK-BKNAAdbill MNWU WMHOPMAaUMA Ha 3TUKETKe NpWU YCNOBWUKW, YTO
anbTEePHATUBHLIN BAapPUaHT COAEPKUT aKTyanbHYI, BCECTOPOHHIOW M NOoAPOOHYID MHGOpMaUMo 000 Bcex
XapakTepucTmkax nccneayemoro npoaykTa, Kotopble MOryT ObITh BaXKHbI ANA uccneaosatens. Ecnun 3aperu-
CTPUPOBAHHBLIN NPOAYKT UccneayeTca Ha npegmMeT HOBOro NpuUMeHeHusa (T.e. MO HOBOMY nokasaHuio), bW
NoMmkHa ObITb COCTaBMNEHa C y4eTOM HOBOIo NpMMeHeHuns. bW cneayeT nepecMmaTpuBaTh HE peXke OAHOro pasa
B roa W, Nnpn HeodbxXoaAMMOCTU, AONONHATL B COOTBETCTBUUN C NMUMCbMEHHLIMW NpoueaypamMmn cnoHcopa. B 3aBu-
CUMOCTW OT CTaaumn pa3padboTkm NpoaykTa n No Mepe NOCTynneHnsa HOBOW 3Ha4YMMonN MHdopmaumn b MOXHO
aononHaTe U bonee 4Yacto. OOHaKko B COOTBETCTBMU C Haanexauwlen knuHmndeckon npaktukon (GCP) HoBas
MHPOPMAaLINA MOXKET OblTb HACTONLKO Ba)XKHA, YTO ee HeoOXO0AMMO COODLLNTL UccneaoBaTensamM N, BO3MOXKHO,
QCO/H3K u/unn ynonHOMOYeHHbLIM OpraHam Ao ee BKNoYeHUAa B HOBYIO peaakuuio bU.

Kak npaBuno, CNOHCOp OTBeYaeT 3a npegocTtaBneHne nccneagoBatendaM aktyanbHOW peaakuun bU, a
nccneaoBaTenu OoTBeYaloT 3a npeaocTtaBneHue aktyanbHoun pefakumn bW cootBeTcTBYOWEMY SCO/HIK.
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Ecnn cnoHCoOpoM uccneaoBaHus ABNSETCA UccneaoBaTtenb, OH AOMKEH yAOCTOBEPUTBLCH, AOCTYNHA N Bpo-
LLIIOpa KOMMep4YecKoro npounsesogntens. Ecnu uccneayemoiv NpoaAykT NpegocTaBNAeTca caMUM CIMTOHCOPOM-UC-
cnepgoBaTeneM, OH AOMKEH AOBECTU HEOBXOAMMYIO MHOPMALUNIO A0 CBeAEHUS 3aHATOro B UccneaoBaHumn
nepcoHana. Ecnun oTcyTCcTBYET NpakTnyeckas HeobxoaAuMocTb cocTtaBneHmns bW ctaHgapTHoro popmaTta, B
KayecTBe anbTepHaATUBbI CNOHCOP-UccneaoBaTenb AOMKEH NpeacTaBUTb MUHUManNbHbLIN OOBEM akTyanbHOW
MHOPMAaLIMKN, ONNCAHHON B HACTOSLLIEM CTaHAApTe, B paclUMPeHHOM pa3saene ob0CHOBaHUSA UccneaoBaHUA.

7.2 O0WwMe nonoXXeHun

B npomxHa Bknw4vaTh B cebdba:

7.2.1 TUTYNbHBLIN NUCT

LOomKHbI ObIThk YKa3aHbl HAMMEHOBaAHUE CNOHCOPA, MASHTUPMKATOPLI KAXXA0oro uccneayemMoro npoaykra
(T.e. HOMEp MUccneaoBaHUsA, XMMUYECKoe UNN OoaO0DpPeHHOoEe MKEeHepU4ecKkoe HasBaHMe, a TakKXe TOpProBble
Ha3BaHW4, rae pas3pelleHo 3aKoHO4aTeNLCTBOM U MO XenaHuo cnoHcopa) n aaTta pegakummn bU. PekomeHay-
eTcs yKa3blBaTb HOMep Bepcun bW, a Takke HoMep 1 gaTy npeabiayuen peaakumm bW. INpumep npmeegeH B
npunoXxeHmn 1.

7.2.2 YKazaHue Ha KOHtbnaeHUMaNbHOCTb

[1o >kenaHWIO CNOHCOP MOXET BKMoYUTbL B b yBeaoMneHne uccnegosatenen/nonyyarenen o0 TOM, 4YTo
OHU OOMKHbI paccMmaTpmBaThk b kak kKOH(OUAeHUManNbHbLIU AOKYMEHT, NpegHa3Ha4YeHHbIN UCKNIDYNUTENBHO ANg
O3HAKOMNEHUA N UCNONb30OBAHUA nccnegoBaTenbCkMM KonnNekTMBomM n SCO/H3K.

7.3 CoaepxxaHue O6poLLOpbLI UCCcneaoBaTens

b/ gomkHa nMeTb cnegylowne pasgensl, Kaxabln U3 KOTOPLIX, rae nogxoauTt, cneayeT conpoBoXaaTh
CMUNCKOM CCbINOK Ha NuTepaTypHble NCTOYHUKMN:

7.3.1 OrnaBneHue

[lpnMep ornaBneHna NpuBeaeH B NPUNOXeEHUN 2.

7.3.2 Pe3lome

HomKHO BbITb NpeacTaBNEeHO KpaTKoe pe3toMe (kenatenbHO, He NpeBbllalollee ABYX CTPaHUL) AOCTYN-
HOW MHpopMaLKN O PUINYECKUX, XUMUYECKUX, hapMaLieBTUHECKUX, DAapMaKONOrM4eCckmnx, TOKCUKONOMn4ec-
KX, oapMakoKMHETUHECKNX, MeTAaboONNYECKNX N KNMMHUYECKNX CBONCTBAX, COOTBETCTBYIOLLIEN TEKYLLEN cCTagnn
KNUHWYECKOW pa3paboTkn nccneayemoro npoaykra.

7.3.3 BBepgeHue

B KpaTkOM BBOAHOM pa3aene A0MmKHbl ObiTb YKa3aHbl XUMNYECKOE Ha3BaHUE (a Takke aAXXeHepuveckoe w
TOProBoe Ha3BaHWA, ecnu oaobpeHbl) uccneayemMoro nNpoaykTa, BCe akTUBHbIE MHIpeaneHTbl, dapMaKkonoru-
Yeckaqa rpynna, K KOTOpon OTHOCUTCA uccnegyembin NMpOoAyKT, 1 MEeCTO, Ha KOTOpOe OH B HeWn npeteHayeT
(HanpumMmep, npenmyulecTsa), 060CHOBaHWE AN U3y4YeHUa nccneayemMoro NpoaykTa, a Takke ero oXxmgaemble
npoounakTuvyeckne, TepaneBTudeckme N amarHoctudeckme nokasaHus. Kpome Toro, B BBOOAHOM pasgene
aomkeH 6bITb chopMynupoBaH obLLMA NOAXOoA K OLeHKEe nccneayemMmoro Npoaykra.

7.3.4 Pusnvyeckue, xumMmmnveckue v cpapmaLeBTUHECKUE CBOUCTBA U nekapcTBeHHan chopma

HormkHbl ObITh NpeacTaBneHbl ONUCAHNE KOMMOHEHTOB UCCNeayeMoro NpoaykTa (BKNvas XMmMudyeckme
MvnNn CTpykTypHble oopMynbl), @ TaKke KpaTkad cnpaBka O ero cylecTBeHHbIX (PU3NYEeCKNX, XMUMUYECKUX U
hapmMaleBTUHECKUX CBONCTBAX.

[na obecneveHna agekBaTHbIX Mep Be30nacHOCTU B XoAe nccneaoBaHUa AOMKeEH ObITb YKa3aH u, ecnu
TpebyeTcs, 060CHOBAH COCTaB NeKapCTBEHHOW POPMBbI, BKNOYAA AONONHUTENBLHbLIE BelllecTBa. Takke AOMKHbI
ObITb NpeaocTaBNEHbl MHCTPYKLUNN MO XPaHEHNIO U UCMONb30BAHUIO NEKAPCTBEHHBLIX POPM.

CneayeT yNnOMsAHYTb NOO0Ee CTPYKTYPHOE CXOACTBO C APYrMMN N3BECTHLIMWU BELLIECTBAMMN.

7.3.5 JloxnuHu4yeckune nccrneaoBaHumn

BeeaeHue

[HomkHbl ObITb NpeacTaBneHbl B KpaTkon oopMe pe3ynbTaThl BCEX CYLLECTBEHHbIX AOKNUHUYECKUX UC-
cnegoBaHWn papMakonorM4ecknx CBOUCTB, TOKCUYHOCTH, dapMaKOKMHETUKM U MeTabonnamMa uccneayemoro
npoaykTa. JOmKHbl OblITb ONMUCaHbl MCNOMNL30OBAHHLIE METOAbIl, NpeAcTaBneHbl MONyYeHHblIe pe3ynbTaThl, a
Takke UX obcyxaeHWe B CBA3M C nccneayemMbiMn TepaneBTUHECKUMU U BO3MOXKHBIMWU HEDNAronpuUATHbLIMU
adbdpekTamMn y Yenoseka. B 3aBUCUMOCTU OT HANU4NKA/AOCTYNMHOCTU MHAPOPMALUUK YKa3biBaAOT cneayollee:

icnonNb3oBaHHbIE B UccnegoBaHUAX BUAbl )KUBOTHbIX.

Konn4ecTBO M NonN >KMBOTHbLIX B KaXXO0WU rpynne.

EAanHunubl nuamepeHna aosbl (HanpuMep, MunnurpamMmm/KkmnorpamMm (Mr/kr)).

KpaTHOCTbL BBEAEHUA.

[lyTb BBEOEeHuS.

OdnnTenbHOCTL Kypca BBEAEHUS.

NHdbopmMmauma, oTHOCALWAACA K CUCTEMHOMY pacnpeaeneHuio.
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[TpoaonmknTENbLHOCTL NOcNeayoLlero HabnaeHNs Nocne OKOHYaHUSA BBeAEeHUA npenaparTa.

Pe3ynbTaThl, BKNOYaaA packpbiTue cneayrownx acnekToB:

- Xapaktepa n 4acToTbl papMaKkonormn4ecknx NN ToKCcn4ecknx adpdpeKToB;

- BbIpaXX€HHOCTU UNU CTENEHN TAXKECTU PapMaKONoOrM4ecknx Unn ToOKCM4ecknx apdpekTos;

- 0303aBUCUMOCTUN 3PP EKTOB;

- BpEMEHU A0 HaCcTynneHua apdPeKToB;

- 0bpaTUMOCTN 3P PEKTOB;

- IpoAOMKUTENBLHOCTUN 3O EKTOB.

[1na donbllen HAarNAAHOCTU AaHHbIe cneayeT, N0 BO3MOXHOCTU, NpeAcTaBnNAaATb B BUAe Tabnuu/CnncKos.
[Tocneayolwme pasaensl AOMKHbI coaepaTbh 00cyKaeHne Handbonee BaXKHbIX pe3ynbTaToB UccneaoBaHUN,
BKNOYAs 0303aBUCMMOCTb HabntogaeMbiX aodeKToB, UX IKCTPANONSALMIO HA YENOBEKA, a TakKe Nodble UHbIE
acrnekThbl, TpedyLwne nccneaoBaHusa y Yenoseka. Tam, rae Heodbxoanmo, AOMKHO BbITb NPOBEAEHO CPpaBHEHUE
3PP EKTUBHBLIX N HETOKCUYECKUX A03 npenapaTa Ha >KUBOTHbLIX OOAHOrO U TOro ke Buaa (T.e. HeOBXoAUMO
npeaocTaBnTb O0CYXAEeHUe TepaneBTUYEeCcKOro nHaekca). CneayeT ykasaTb, Kak 3TWU AaHHblIe COOTHOCATCA C
O03NpoBKaMW, NpeanaraeMbiMU AN NpUMeHeHnsa y YyenoBeka. Bo Bcex cny4aax, rae BO3MOXHO, Npu npoBe-
OEeHUN cpaBHEHMN PeKoOMeHOyeTCHA YKasbiBaTb KOHUEHTpauuu npenapata B KPOBW/TKAHW, @ He O03UPOBKMW,
BblpaXeHHble B MI/KT.

a) doknuHn4yeckasa papmakonorus

[1aHHbIN pasgen AoMmKeH BKNYaTh B ceba KpaTkoe onncaHne hapMakonornyeckmx CBOUCTB uccneaye-
MOro npoaykTa W, ecnu 3TO BO3MOXXHO, €ro OCHOBHbIX MeTabonuToB MO pe3ynbTaTaM UccrneaoBaHUW Ha
XMBOTHbLIX. KpaTkoe onncaHne A0mKHO BKNYaTb B ceba nccnegoBaHuns No oleHKe BO3MOXKHOW TepaneBTUYecC-
KOW aKTUBHOCTU (Hanpumep, apPeKTUBHOCTb NPU 3KCNepUMeHTanbLHON NaTonorun, NUraHg-peuenTopHoe B3a-
nMmogencTeme n cneundunyHoOCTb AENCTBUA), a TaKke UccneaoBaHUa No oueHke Be3onacHOCTU (HanpuMmep,
cneunanbHble uccnegoBaHUa ANa U3y4eHUa UHbIX, He UMeLWNX TepaneBTUYECKOW HanpaBneHHOCTHU, hapMa-
Konorndeckmnx apekToB).

0) ®apmMakoKMHeTUKa n MeTabonm3am NpPoayKTa Y XKMBOTHbIX

[aHHbIW pa3gen aonkeH BKNYaTb B ceba KpaTkoe onnucaHme papMakoOKMHETUKU, MeTabonusmMa U pac-
npeaeneHna nccneayemMoro npoaykTa B TKaHAX XXKMBOTHbLIX BCEX BUAOB, Ha KOTOPLIX NPOBOANNUCL UCCNea0oBa-
HUA. JomkHbl ObITb OCBELLEHbI BCACbIBaAHNE, MECTHAS N CUCTEMHAA DMOAOCTYNHOCTb UCCNEAYEMOro NPOAYKTa
N ero MeTabonuToB, a TaKke UX CBA3b C AaHHbIMWU PapMaKoNorM4ecknx N TOKCUMKONOrM4eckux nccneaoBaHnm
Ha YXMBOTHbIX.

B) TOKkCMKoNorma

[aHHbIW pa3gen AomkeH BKNoYaTb B ceds KpaTkoe onucaHne TOKCUYecKnx apdekToB nccneayemoro
NPOAYKTA, BblABNEHHLIX B UCCNeAOoBaAHNAX Ha XXUBOTHbLIX pa3HbiX BUAOB. CneayeT, N0 BO3MOXXHOCTU, npuaep-
XXMBATbCA HWXKeNpMBeAEHHOWN CTPYKTYPblI OrnaBneHnsa AaHHOro pasaena:

- TOKCMYHOCTb NPU OAHOKPATHOM BBEAEHUMN.

- TOKCUYHOCTb NPUN MHOTOKPaTHOM BBEAEHUMN.

- KaHLepOreHHOCTb.

- CneunanbHble uccnegoBaHua (HanpuMep, MecTHO-pasapaxkarllee U anneprusvpytollee eucTene).

- PenpogykTnBHaa TOKCUYHOCTD.

- [ @HOTOKCNYHOCTb (MYTareHHOCTb).

7.3.6 [lencTtBue y 4enoBeka

BBeaeHue

B 3TOM pasgene nogpodHO obcyxaaloT MU3BECTHble 3ahdeKTbl nccneayemMoro npoaykta y 4YenoBeka,
BKNoYaa MHopMaLUnIo, OTHOCALLYIOCA K ddapMaKOKMHETUKe, MeTabonunamy, dhapMmakognHamMmuke, 40303aBUCKU-
MOCTM 3pPeKTOoB, Be3onacHOCTN, 3PPEKTUBHOCTHU, a TakXke ApyrmM Buaam bapmMakonormieckon akTUBHOCTMN.
[10 BO3SMO>XHOCTW, AOMKHO ObITb AAHO KpaTKOe ONMUCAHME KaXXaoro 3aBepLUEeHHOro KNMHNYECKOro uccnenoBa-
HUA. Takke gOMmKHa ObITb NpeacTaBneHa MHopmMaLma O pesynbTaTax Nboro MCNoNbL30BaHUA NCCNeayemoro
NpOAYyKTa BHE pAaMOK KNMUHUYECKUX UccnegoBaHWn, HanpuMep ceeaeHua, nonyyeHHble BO BpeMs NOCTperncTpa-
LIMOHHOTO NPUMEHEHUA NPOAYKTA.

a) PapMakoKMHETUKA N MeTabonnimM y YenoBeka

[laHHbLIN pa3aen AoMmKeH coaepXaTb KPpaTKyio MHpopMaUUnIo, OTHOCALLYIOCS K papMaKOKMHETUKE Uccne-
ayemMoro npoaykra, n BknovaTtb B ceds cnegyoulee (B 3aBUCUMOCTUN OT HANUYNS AaHHbIX):

- DapMaKkoOKMHETUKY (B TOM Yncne metabonunsm, BcacbiBaHMe, CBA3biBaHME ¢ BenkaMmn nnasmsbl, pacnpe-
aeneHune u BblBegeHune).

- BunoaocTynHOCTL ccneayemMoro npoaykTa (adCoONOTHYIO, rAe 3TO BO3MOXHO, W/MNNU OTHOCUTENBLHYIO) C
MCNonb3oBaHMEM onpeaeneHHON NekapcTBeHHOU POPMbl B KAYECTBE CPaBHEHUA.
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- Cybnonynaunn HaceneHuns (HanpuMmep, pasnuynua no nony, BO3pacTy UNn HapylweHnsaM pyHKUUNA
OpraHoB).

- BsanmoagencTteua (Hanpumep, NekapcTBeHHbIe B3auMOoAeUCTBUA U BNUAHWE Npuema nuLn).

- Apyrme gaHHble No papMakoKMHETUKE (HanpuMep, pe3ynbTaTbhl NPOBeAeHHbIX B paMKaxX KNUHUYECKUX
McnblTaHUMU (DAapPMaAKOKUMHETUYECKUX nccnegoBaHUU HA pasnUYHbIX rpynnax).

6) be3onacHoCTb U 3P PEKTUBHOCTL

KpaTko aomkHa 6biTb NpeactaBneHa nHdopmMmauuna, OTHocALWAaAca K 6e3o0nacHoCcTU, dhapMakognHamMmuke,
3P PEKTUBHOCTN U A0303aBUCUMOCTMN IPDEKTOB UccneayemMoro npoaykra (n ero MetabonutoB, ecnn ecTb
AaHHble), NONyYeHHaa B Xoae NpoBeAeHHbIX KNMHUYECKUX UCCcneaoBaHnmM (C ydacTueM 300poBbiX A0O6pOoBOnMb-
LeB u/vunn naumeHToB). [lJonkHa ObITb NpeaAcTaBNeHa UHTepnpeTauma 3TUX AaHHbIX. ECNK 4acTb KNUMHNYECKUX
nccnegoBaHUN yke 3aBeplleHa, Ans bonee ACHOrO BOCNPUATMA AAHHbLIX pekoMeHAayeTcAa npeacTtaBuTb MO
3aKOHYEeHHbIM ccnegoBaHUAM CBOAHbIE OTHETbI N0 3P PEKTUBHOCTM N BE30NaCHOCTU NCCneayemMoro NpoayKTa
MO OTAENbHbLIM MOKA3aHUSAM Y pa3nUYHbIX NONYNSALUWMKA. Takke peKkoMeHayeTCcAa UCNoNb3oBaTh CBOAHbLIE TAONULILI
HeXXenaTenbHbIX peakuun rno BCceM KNMHUYECKUM UccneaoBaHnam (BKNoYasa nccnegoBaHna Ang nodbix nay-
YaBLUIMXCS NokasaHunn). LomkHbl ObiTb OCBELLEHbI 3HAYUMbIE Pa3nNuUYna B Xapakrtepe/vacToTe HexXenaTenbHbIX

peakuun Kak ana pasnuyHbiX NoKkasaHuK, Tak U ANg pasnnyHbiX NONyNAunn.
B B/ aonkHbl ObiTb ONUCAHLI BO3MOXHbIE PUCKU N HEXEeNAaTeNbHbIE peakunn, KOTOPble MOXXHO OXXKUaaTb,

OCHOBbIBAACb HA HAKOMNNEHHOM OnNbITe NPUMEHEHNA Kak uccneayemMoro npoaykra, Tak U CXO4HbIX ¢ HUM MpPo-
aykToB. JOMKHbI ObITb TaKKe onucaHbl Mepbl NPEeaOoCTOPOXKHOCTU UNK cneunanbHble MeToAbl HabnaeHus,
KOTOpPble HEOOXO0AMMO NPUMEHATL NPU NCNONL3OBAHUM NMPOAYKTA C UccneaoBaTeENbCKUMN LIENSMMW.

B) [ocTperncTpaunoHHbIN ONbIT NPUMEHEHNS

B B aomkHbl ObITb YKa3aHbl CTpaHbl, B KOTOPbLIX UccneayemMbin NpoayKT yKe MMeeTCca B npoaaxe unu
Obin 3aperncTpupoBaH. Jliodaa 3Havynmas nHpopmauma, NonyYeHHaa B xoae NoCTPerncTpPaLmMoHHOro npumMme-
HEHUA NpPoAyKTa, AOMKHaA ObiTb NpeacTaBneHa B 0000OLWEHHOM Buae (HanpuMmep, nekapcTBeHHble POpMBbI,
NO3MPOBKN, NYTU BBEAEHUA N HeXenaTenbHble peakuun). Takke B bW aonXHbl 6biTb yKa3aHbl CTPaHbl, B
KOTOPbIX 3asBUTENIO ObINO OTKA3aHO B 0A00peHnn/perncTpaumm npoaykTa anga KOMMep4YeCcKoro NCrnonb3oBaHUS
UNK Ke paspelleHne Ha Npoaaxky/cBuaeTenbCTBO O pernctpaunn 0bino aHHYNMPOBAHO.

7.3.7 ObcyxaeHue AaHHbIX U UHCTPYKUUU ANA uccnepoBartens

B 3TOM pasgene AomkHO ObiTb NpeacTaBneHo odcyKaeHne AOKNUHUYECKUX U KNUHUYECKUX AaHHbIX W
00006LleHa nHopmMmauus, nonyv4eHHasa U3 pasHbiX NCTOMHUKOB MO pa3nMYHbIM CBONCTBAM UccneayemMoro npo-
aykta. Takum obpas3oM, uccnegoBaTento npeaoctaBnalTcs Hambonee WMHPOPMATUBHAS WHTepnpeTaums
MMEKLNXCA AaHHbIX, a8 TakKe BbiBOAbl O 3HAYMMOCTU 3TOU MHOPMaALUUKN ANA nocneayrwnx KNMHNYECKUX

nccneaoBaHUN.

LHomkHbl ObITh OCBELLEHbI OnybnnkoBaHHble PpaboTbl NO CXOAHLIM NPOAYKTAaM, €CNUN TAKOBbIE UMEIOTCS.
OTO NO3BONUT NccneaoBaTento ObITb FOTOBLIM K HEXKeNaTenbHbIM peakunuamM N gpyrum npodnemam, KoTopble
MOIYT BO3HUKHYTb B X04€e KNMHUYECKNX NccneaoBaHUM.

OCHOBHas Uenb AaHHOro pasaena 3akn4vaeTcs B TOM, YTODbLI TOMOYb ccneaoBaTento NONYyYUTb YETKOE
npeacTaBNeHnEe 0 BO3MOXKHbLIX pUCKaAX N HEXenaTenNbHbIX peakuusx, a Takke O cneunanbHbiX TecTax, MeToaax
HabnNaOeHNna U Mepax NpPpeaoCTOPOXKHOCTU, KOTOPbIE MOrYyT NOHAAOOUTLCA B X04e KNUHUYECKOro nccnegoBa-
HUA. 3TO NpeacTaBneHne AOMKHO OblTb OCHOBAHO HA AOCTYNMHOW MH(OpMaLUKN O PU3NHECKUX, XUMUYECKUX,
hapmaueBTUYECKUX, PapMakonorm4eCcknx, TOKCUKONOrMYeCcKnX N KNMHUYECKNX CBOUCTBAxX nccneayemMoro npo-
aykta. KnuHn4yeckoMy nccneaoBaTentio Takke AOMKHbLI ObiThb NpeaocTaBneHbl MHCTPYKLUUX MO ANArHOCTUKE Y
nevYeHno BO3MOXHbIX Nepeao3npoBOK N HeXXenaTenbHbIX peakunn, KOTopble OCHOBaHbLI Ha NpeablAyLieM Knu-
HW4YECKOM OMnbiTe N hapMakonorM4ecknx CBONCTBaxX uccneayemMoro npoaykra.

7.4 MNMpunoxexHue 1

TUTYSbHbLIN [IUCT (npumep)

HA3SBAHWE CINMOHCOPA

[TpoaykKT:

Homep nccnegoBaHuA:

HasBaHue(qa): xXuMmunyeckoe, mKkeHepuveckoe (ecnu noaxoguT), TOProBoe HasBaHue (ecnun paspelleHo
3aKOHOAaTEeNbLCTBOM U NO XXenaHU COHCOoPa)

BPOLUKOPA NCCINEQOBATENA

Homep peaakumm:

[laTa Bepcuwm:

3aMeHsAeT npeablayLwiyo peaakuuo Homep:

[laTa:
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7.5 NpunoxeHue 2

OIMABJIEHNE BPOLWOPBI UCCIEQOBATEJIA

(Mpumep)

YkasaHne Ha KOH(pPMaeHUManbHOCTb (HE00A3aTENbHO)
[Toanucu (HeobA3aTeNbHO)

1 OrnaBneHne

2 Pe3iome

3 BBegeHune

4 dnsnveckne, XmuMmmnieckune, dpapmaueBTUHECKMEe CBOUCTBA U
nexkapcTBeHHasa hopma

5 HoknuHn4yeckmne nccneqoBaHus

5.1 loknnHn4veckasa oapmMakonorus

5.2 PapMakoKMHETUKA U MeTabonn3M NpoayKTa Y JKUBOTHbIX
5.3 Tokcukonorns

6 Db dekTbl Yy HeNoOBEKA

6.1 ®apMakoKMHETUKA U MeTabonn3M y YenoBeka

6.2 be3onacHoCcTb U AP PEKTUBHOCTL

6.3 lNocTperncTpaunoHHbIN OMNbIT MPUMEHEHUS

7/ ObcykaeHne AaHHbIX U MHCTPYKUMK ANSa nccnegoBaTtens
CcCbINKKU HA:

1 MNy6nukaymnn

2 OTYeThl

[laHHbIE CCbINKM AONKHbLI ObITb NMPMBEAEHbI B KOHLIE KaXXKO0W rMaBbl.
[TpunoxeHna (Npu HaNU4nKn)

8 OCHOBHbIE AOKYMEHTbI AN NpoBeAeHUNA KIMMHUYECKOro nccnegoBaHun

8.1 BeBeaeHue

OCHOBHbIMWN AOKYMEHTAMU ABNAIOTCA T€ AOKYMEHTbI, KOTOPbIE BMECTE UMW MO OTAENBLHOCTU MO3BONAIOT
OUEHWUTb NpoBeAeHne NccneaoBaHMsa U Ka4eCcTBO NMONYYEHHbIX AaHHbIX. OTU AOKYMEHTLI CNyXaT AoKa3aTenb-
CTBOM CODNOAEHNA uccnegoBaTenem, CNoHCOPOM M MOHUTOPOM CTAHAAPTOB HAANEXaLlen KNMHUYECKON Npak-
™MKN (GCP) 1 HOpMaTUBHBLIX TPEOOBAHUNA.

OCHOBHbIE AOKYMEHTbI TaKKe cny)XaT 00NbLIOMY YMUCMY UHbLIX BaXKHbIX Lienen. CBOeBpeMEHHOE NoMeLLIe-
HWe OCHOBHbIX AOKYMEHTOB B (hannbl nccneaoBaTens/opraHmMsaummm n CNoHCopa MOXeT CYLLECTBEHHO CNOCO0b-
CTBOBATb YCMNELHOMY BbIMOMNHEHNIO B paMKaxX KNUMHNYECKOro nccneaoBaHns cBomX oyHKUMKM nccneaoBaTtenem,
CMNOHCOPOM N MOHUTOPOM. KpoMe Toro, 3T AOKYMEHTbLI OObLIMHO ABNSAITCA 0OBHEKTOM HE3ABMCUMOrO ayanTa co
CTOPOHbI CMOHCOPAa U UHCNEKLUNN CO CTOPOHbI YIMTONHOMOYEHHbIX OpPraHOB Kak 4acTu npouecca noareepKaeHnd
3aKOHHOCTU NPpoBeaeHNa nccneaqoBaHua N JOCTOBEPHOCTU COBPpaHHbIX AAaHHbIX.

Huwke npuBeaeH MUHUMaAnNbHbIN NepevYeHb OCHOBHbLIX AOKYMEHTOB. [OKYMEHTLI CrpynnupoBaHbl B TPW
pazgena B 3aBUCUMOCTU OT CTAAUMN KNUHNYECKOro nccneagoBaHUS, HA KOTOPOW OHU OBbIYHO CO30al0TCA:

1) nepen Ha4anoM KNMHU4YeCKOWU ¢oasbl nccnegoBaHng;

2) BO BpeMs KNMHU4eckon asbl uccnegoBaHug;

3) nocne 3aBepLlieHUa NNu npexaeBpeMeHHOro rnpekpalleHna nccnegoBaHus.

[1aHO 0B6BACHEHME LUenen Kaxaoro AOKYMEeHTa, YKas3aHo, rae AOKYMEHT AO0MKEH XpaHUTbCA: B hannax
nccnepoBaTtensa/opraHnsaumn NnMbo cnoHcopa, NMbo B 0boux MecTtax. [lonyckaeTcsa o0beaANHEHNE HEKOTOPbIX
NOKYMEHTOB NPU YCNOBUKN, YTO OTAENbHbLIE ANEMEHTbLI NErko UAEHTUPULINPYIOTCS.

dannbl UccneaoBaHUA AOMKHbI OblTh CO34aHbl B Hadane UCcCNeaoBaHUA KaKk B MeCTe HaxXoXaeHwWS
nccnengoBaTena/opraHnsaumnmn, Tak U B odonce cnoHcopa. lccneaosaHmne MOXKHO CHUTaTb 3aBePLUEHHBIM TONLKO
nocne Toro, Kak MOHUTOP NPOBEPUT hannbl N nccnegoBaTens/opraHM3aunn, U CNOHCOPa U NoATBEPAUT HANWU-
Yne BCeX HEOOBXOAUMBIX AOKYMEHTOB B COOTBETCTBYOLLNX pannax.

[lepevncneHHble B HACToALWEM cTaHaapTe AOKYMEHTbI Kak Mo OTAENbHOCTW, Tak U B COBOKYMHOCTU MOTYT
ObiTb NOABEPrHYTHI ayAUTY CMOHCOPA U MHCNEKLUUWN YNONHOMOYEHHbIX OPraHoB U AOMKHbI ObITh NPpeabABNEHDI
npu NpoBeaeHNN TaKOBbIX.

8.2 Nepen HavanoM KNMHU4YECKOU hasbl UccneaoBaHuNA

Ha ctagum nnaHMpoBaHUA uUccneaoBaHUa A0 ero hopManbHOro Havdana AofmKHbl ObiTb CO3AdaHbl Y
noMelleHbl B oann cnegyiowme AOKYMEHTDI:
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HaumeHoBaHWE QOKYMEHTa

Llenb

Haxogurtca B hannax

nccnegosarensl/
CrIOHcOpa
opraHu3auum
3.2.1 bpowopa ncchnepoeartens HokyMeHTanbHO 3akpenuTb (pakT ne- X X
peaadn nccnepoeartentd Heodxoanmon n
aKTyanbHON Hay4YHOU nHcbopmaLnm ob mc-
cheayemMoM NpoaykTe
8.2.2 lNognucaHHbI NPOTOKON U MNo- HokyMeHTanbHO 3akpenuTb (hakT yT- X X
npaBkn K HEMY (€CNN TakKoBble UMEKDTCSA), | BEpXKAEHNA CMNOHCOPOM U UCCneaoBa-
obpasel, uHANBNAYaNbHOW perncTpaymoH- | Tenem npoTtokona/nonpasok n UPK
Hon KapTbl (MPK)
8.2.3 WHdopmauna, npepoctasnse-
Masa CyObekTy nccneaoBaHus
- ®opma UMHPOPMUPOBAHHOINO COr- [okymMeHTanbHO oopMUTL (hakT MNo- X X
nacma (BknwYaa BCe Heobxoaumble | Nyd4eHnA NHPOPMUPOBAHHOIMO Cornacus
Pa3bACHUTENBLHbIE MaTepnansl)
- Jlwbasa papyras NUCbMEHHaa WH- [lokymeHTanbHO noATBEPAUTb, MTO X X
dopmaums cybbekTam OyaeT npenoctaBneHa CooT-
BETCTBYIOLLAA (C TOYKU 3peHNa coaepKa-
HUA W AOCTYMNHOCTU ANA MNOHUMaHWUSA)
NMMCbMeHHaa uHdopmauna, noMmorarLlas
MM OaTb cornacue Ha OCHOBE MONHOW
MHPOPMUPOBAHHOCTI
- PeknamHble ob6baABNeHMA Ana npu- [okymMeHTanbHO NoATBEPAUTbL, MTO X
Bne4YeHna CcyObekToB B UCCNeaoBaHWe | Mepbl NO NpuBnevYeHny cybbLekToB aaek-
(ecnn NCnonb3yTCA) BaTHbl N OTCYTCTBYET 3NEMEHT MPUHYXK-
AeHns
3.2.4 PunHaHcoBble acnekTbl uccneno- HokymeHTanbHO 3akpennTb PUHaHCOo- X X
BaHWUA BO€ cornaiueHue no nccneaoBaHno Mex-
ay CNOHCOPOM WU uccneaoBaTenem/opra-
HM3aLnen
8.2.5 CTpaxoBoe 06A3aTenbLCTBO [lokymeHTanbHO NoaTBEpPAnTb, UYTO B X X
(ecnun TpebyeTcs) cnydae npudanHeHus yulepdba, CBA3aHHOIo
C uccneposaHueMm, cybbvektam OyaeT
AOCTYMNHa KoMneHcayus
3.2.6 lNloanucaHHoe cornawleHune BO- [HokyMmeHTanbHO 3aKpennTb cornaiue-
BNeYEeHHbIX CTOPOH, Hanpumep: HUA
- MexXxAay wucchnepoBaTtenem/opraHusa- X X
LMen N CrNOHCOPOM
- Mexay muccnepoBaTenem/opraHmsa- X X (ecnn
LMen N KOHTPaKTHON nccnenoBaTenbCKon TpebyeTca)
opraHusaunen
- MexXay CMNOHCOPOM N KOHTPaKTHOW X
nccnenoBaTenbCKOU opraHnsaunen
- MexXxAay wucchnepoBaTtenem/opraHusa- X X
umen mn  yrnonHOMoOYeHHbIMWU oOpraHamMmu
(ecnun TpebyeTcs)
3.2.7 [latTnpoBaHHOE U AOKYMEHTanbHO HokymMeHTanbHO NOoATBEPAUTbL, MTO X X

ocbopMneHHoe yTBepXaeHune/oaodbpeHue
OKCNepTHbIM  COBETOM  OpraHusaunu
(3CO)/He3aBUCUMbIM  3TUYECKMM KOMMU-
TeToM (HOK) cnegyrowimx AOKYMEHTOB:

- NpoTOKONa 1 NKOLIX NONPAaBOK

- IPK (ecnun TpebyeTca)
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Haxogutca B channax

HanmeHoBaHUe OKYMeEHTa Llenb ACCRENOBATENS
- CroHcopa
opraHmM3auum
- dopMbl MHPOPMUPOBAHHOIO COfr-
nacus
- nodbon Apyron NMUCbMeHHON NHEOP-
MaLMn, NpeaoCTaBNAEMON CyDbeKkTam
- peknamHbIX 0ObABNEHMW ANA Npu-
BNne4YeHna CcyObLEeKToB B MUCCneaoBaHue
(ecnn Ncnonb3yrTCs)
- WHopmMmaumm 0 KoMneHcauuwu
cybbekTam (Npn Hann4nn)
- NOObLIX WHbIX YTBEPXAEHHbLIX/0A00-
PEHHbLIX AOKYMEHTOB
8.2.8 CocTaB JKCNepTHOro CcoBeTa [HokyMeHTanbHO 3aKpenuTb COOTBET- X X (roe
opraHunsaunn/Hesasuncumoro 3atmndeckoro | cteue coctapa ICO/HIK TpeboBaHuam TpebyeTcA)
KOMUTETA GCP
8.2.9 Pas3pelueHne/onocdbpeHne npoTo- [okymeHTanbHO noATBEpAUTb, UTO X (rpe X (rpe
kona/yBeaoMneHue o NPOTOKoNe OT YNon- | NP Hann4dnunu COOTBETCTBYHLWMX HOp-| TpebyeTca) TpebyeTca)
HOMOYEeHHbIX opraHoB (rae TpebyeTtca) MaTUBHbIX TpeboBaHuM pa3spelleHue/
onobpeHne/yreaomMneHme ynonHoOMo4YeH-
HbIX OpPraHoB MONy4YeHO A0 Ha4dana wuc-
cneaoBaHusA
8.2.10 Curriculum vitae w/unn gpyrue HokymeHTanbHO noaATBEpAUTL KBaNN- X X
NOKYMEHTb!, noaATBepXaawwme ksanudpun- | doukauuo n npuroaHCCTL ANS NPoBEAEHNUS
Kaunw uccnepgoeatenen n couccneno- | nccneaoBaHna N/MNM ocyLwecTBNEHNA Me-
BaTenen AULIMHCKOro HadbnwaeHnsa 3a cybbekTamm
8.2.11 HopmanbHbIn Anana3oH 3Hade- [HokymMeHTanbHO 3akpennTb HopManb- X X
HUA ANa NpeayCMOTPEHHbIX MPOTOKONOM | HbIW  Anana3cH 3HadYeHMn Ana nabo-
MeAULNHCKNX/NabopaTopHbIX/TEXHUYECKNX | paTOPHbLIX TECTOB
npoueayp wnnn TecToB
8.2.12 MeaunuunHckmne/nabopaTopHble/ [HokyMmeHTanbHO NnoATBEPAUTL NPUroa- X (rpe X
TeXHU4eCcKue npoLeaypbl/TecTsb!: HOCTb obopyaoBaHMA ANA npoBeaeHua |  TpebyeTtcs)
TpedyeMmbiX TecToB U odecnevyeHns Ha-
- cepTndmnkaumna
OEXHOCTN pe3ynbTaToB
- UNN akKpeanTauus
- UNN BHYTPEHHMA W/WMNNU BHELUHWUN
KOHTPONb Ka4YecTBa
- UNN gpyrne meToabl NoaTBEPKASHNSA
(roe TpebyeTcA)
8.2.13 OOpa3supbl 3TUKETOK Ha yNnakoB- [okymeHTanbHO noaTBEPANTL COONIO- X
Kax nccneayemblx NPOAYKTOB aeHne cooTBeTCTBYOWNX TpeboBaHn K
MapKUpoOBKE nUccneayemMoro npenapara v
MPUrcAHOCTb MHCTPYKLMA ANA CYObEKTOB
8.2.14 NHCTpyKUMA no obpaleHno ¢ [HokyMeHTanbHO 3aKkpenuTb WHCTPYK- X X
nccnegyemMbiMM NpoaykTamm KM pacxoa- | umm  ana  obecnedyeHna Haanexawlero
HbIMW MaTepnanamm (eCnNn He BKNKOYEHO B | XpaHEHNA, YyNakoBKW, pacnpeaeneHns u
NpoTOKON NN BPOLLIKPY UccneaoBaTena) | ytunusayuum uccneayembiX NPOAYKTOB U
PacxoaHbIX MaTepUanos
3.2.15 YueT nocTaBoOK muccneayemblx HokymeHTanbHO 3akpenuTb AaTbl W X X
NPOAYKTOB U pacXoaHblX MaTepuanoB cnoco® nocTtaBkW, HOMepa cepun nccne-
ayemMblX NPOAYKTOB W pacXoAHbIX maTte-
pnanos. [lo3BonaeT oOTCNeanTb Cepuio
NpoAyKTa, KOHTPONUPOBaTb YCNOBUA MNO-
CTaBKN N BECTU y4eT

29




FOCT P 52379—2005

HaunmeHoBaHUe OOKYMeHTa

Llenb

HaxoguTtca B hannax

UCCT BATEN4
e | CToneops
8.2.16 CepTupunkatel aHaNN30B MNO- HokymeHTanbHO noAaTBepAUTL MNOA- X
CTaBNEHHbIX uccneayemMbiX NPOAYKTOB NWUHHOCTb, YUCTOTY U KONWYECTBEHHOE
coaepKaHme akTUBHOrO BellecTsa (A03U-
POBKY) nccneayemMblX NPoAYyKTOB
8.2.17 Tlpouenypbl packpbiTA Koaa HokyMeHTanbHO 3akpenuTb npoueay- X X (B COOT-
ANA nCcneaoBaHun, NPOBOANMBIX CNEMbIM | PY 3KCTPEHHON naeHTUgpMnKaLnum Mmackmpo- BETCTBYHOLUNX
MEeTOAO0M BAHHONo wuccneayemoro npoaykta Oes chnyJasx,
HapyLleHnAa MacKUpoOBKM ANA OCTanbHbIX TpeTbs
cyObeKTOB CTOpPOHA)
3.2.18 PaHaoMn3aLNOHHbIN CMNCOK [1oOKyMeHTanbHO 3aKkpenuTb MeToA X X (B COOT-
paHaoMusaumn cybbekToB NCcneaoBaHns BETCTBYHOLLNX
chyJasx,
TpeTbA
CTOPOHA)
8.2.19 OT4yeT MoOHUTOpPaA © npeaBa- [okyMeHTanbHO NoATBEPAUTL NPUEM- X
PUTENbHOM BU3NTE nemMocTb UCCcneaoBaTenbCKOro LeHTpa
ANA AaHHOro uccneaoBaHnsa (MoXeT ObiTb
obbeanHeHo ¢ 8.2.20)
8.2.20 OT4yeT MOHUTOpPA O CTApPTOBOM [HokyMeHTanbHO noAaTBepAnTb rakT X X
BU3UTE O3HaKoOMNeHna uccnepoeaTensa U 3aHA-
TOro B UCcneaoBaHUW nepcoHana ¢ Npo-
Leaypamm nccnenoBaHma (MoxeT ObiTb
obbeanHeHo ¢ 8.2.19)

8.3 Bo BpemsA KnMHu4yeckom haibl uccrneaoBaHmA
B noatBepxaeHne Toro, 4To BCS HEOOXoammas HoBasi MHopMaUns AOKYMEHTanbHO odhopMnaeTca no
Mepe ee NOCTYNMNEHUs, B AONOMNHEHNE K BbllLlenepevyncneHHbIM JOKYMEHTaM, MMeLWnMMcs B hanne, no xoay
nccnegoBaHua HeobxoaMmMo A00aBNATL cneayoLlme AOKYMEHTDI:

Haxogutca B hannax
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HaumeHoBaHWe AOKYMEHTA Llenb ACCnenoBaTens)/
- CroHcopa
opraHMsauun
8.3.1 O6HOoBNEHHbIE BEPCUM DPOLLKOPLI HNokymMeHTanbHO  3aKkpenuTb  (pakT X X
nccnegoBaTtena CBOEBPEMEHHOro coobLeHna nccneaoea-
Tenw Heobxoagumon wuwHpOpMauUM no
Mepe ee NoCTynneHun
8.3.2 Itoboe nameHeHume: [OKYMeHTanbHO 3akpenuTb N3MeHe- X X
HUA AaHHbIX AOKYMEHTOB, MpOou3BeAeH-
- ApoTokona/nonpasok n APK
poToKona/nonpaso Hble BO BpeMSA NCCNeaoBaHns
- (bopMbl MHPOPMUPOBAHHOIC Corna-
CUA
- ntobon apyrom NUCbMEHHON NHOP-
MaL K, NpeaoccTaBNAeMon cydbekTam
- peknamMHbIX OObABNEHUW ANA MNpU-
BnevyeHna cyObeKToB B UCCNeaoBaHue
(ecnn NCNoNb3yKTCA)
3.3.3 JatnpoBaHHOEe N AOKYMEHTanNbHO [okymMeHTanbHO noaTBepAnTb oakT X X
obopMneHHoe yTBepXaeHune/onodpeHne | paccMmoTpeHna N yTeepxaeHusa/oaodpe-
JKkecnepTHbiM  coBeToM  opraHusaumm | Hus SCO/H3K nonpaBok w/mnnn HOBbIX
(OCO)/He3zaBUCUMBIM 3TUHECKUM KOMUTE- | peaakuni. YKasbiBarTCA peaakuma n aa-
ToM (HOK) cneayrowmx AOKYMEHTOB: Ta AOKYMEHTa
- MONPAaBOoK K NPOTOKONY
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HanmeHoBaHUe JOKYMEHTA Llenb
nccnegosarens/ CMOHCODS
opraHusaymu P
- HOBbIX peaakunn:
- (bopMbl MHPOPMUPOBAHHOIO Corna-
cus
- nNpeaocTaBnAeMbIX cybbekTam ma-
Tepnanos
- peknamMHbIX OObABNEHMW ANA MNpuU-
BNeYeHnsa cyObekToB B UCcneaoBaHue (ec-
NN UCNONbL3YeTCA)
- ApYyrMx yTBepKAeHHbIX/0A0OPEHHbIX
AOKYMEHTOB
- pe3ynbTaToB Nepmoandeckoro pac-
CMOTPEHMA AOKYMEeHTauuM no uccneno-
BaHWKO (rae TpedbyeTcs)
8.3.4 Ipe TpebyeTtca, paspellenHune/ [HokyMeHTanbHO 3akpenuTb COOTBET- X (rpe X
opobpeHne/yseaoMneHne ynonNHOMOYEH- | CTBME HOPMATUBHBLIM TpeboBaHNAM TpebyeTcs)
HbIX OpraHoB ANA:
- NONPABOK K MNPOTOKONY U ApyrMx Ao-
KYMEHTOB
8.3.5 Hay4ynyto Suorpadpuo (curricu- Cm. 8.2.10 X X
lum vitae) HOBbIX nccnepoeatenen uwnnm
couccnenoBaTenen
8.3.6 NameHeHMa HopManbHOro Ana- [okyMmeHTanbHO 3aKpennTb HOPManb- X X
NasoHa 3HA4YeHN ANA NpeayCMOTPEHHbIX | HbiIn Anana3oH 3HA4YeHUU TeCcToB, W3-
NPOTOKONOM  MeAUUUHCKUX/NabopaTop- | MEHEHHLIX B X04e uccnenoBaHna (CMm.
HbIX/TEXHUYECKMNX NpoLeayp/TecToB 8.2.11)
8.3.7 W3ameHeHUMaA B MeaAUUMHCKUX/ [HokymeHTanbHO noATBEPANTb, MTO X (rpe X
nabopaTopHbIX/TEXHUYECKUX Npoueaypax/ | TecTbl npoaonkawT oTBevaTb Tpebora- | TpebyeTtcs)
TecTax: HUAM B TedYeHne nepuoga nccnenoBaHus
(CMm. 8.2.12)
- cepTngpnkaumns
- UNN aKkKpeanTauma
- UNN BHYTPEHHUI W/ NNN BHELLHWIA
KOHTPONMNb Ka4eCcTBa
- UNN gpyrne meToabl NOATBEPKAEHNA
(rne TpebyeTcA)
8.3.8 lokymeHTauuna No nocTaBkam UC- Cm. 8.2.15 X X
cheayeMbiX MPOAYKTOB N PacxoAHbIX Ma-
Tepnanos
8.3.9 CeptTudukatel aHanu3a HOBbIX CMm. 8.2.16 X
cepun nccneayemMblx NPOAYKTOB
8.3.10 OT4YeTbl MOHUTOPOB O BU3UTAX [okymeHTanbHO 3aKkpennTb BU3UTHI X
MOHUTOPOB N UX pe3ynbTaTbl
8.3.11 CywecTBeHHble ANA wuUccne- [okymeHTanbHO 3akpenuTb ndble X X
AOBaHUA neperopopbl/nepenucka (NoMu- | cornawleHnsa nnbo cylecTBeHHble nepe-
MO BU3NTOB): roBOpLI, KacawLwmueca BOMPOCOB MNpoee-
OEeHNA unccneaoBaHWs, ero aaMMHUCT-
- Nepenncka ¥
PATUBHbLIX ACMEKTOB, HApyLUeHUN NPOTO-
- 3anncKn BCTpeu Kona, OTYETHOCTM MO HeXenaTenbHbIM
ABNEHNAM
- 3anncn Tene@oHHbIX NeperoBopoB
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8.3.12 MoanucanHble bopMbl NHOP-
MWUPOBAHHOIO cornacus

[HokymMeHTanbHO NoATBEpPAUTb, 4TO
cornacue kaxaoro cybbekTa NONy4YeHo B
cootBetcTBMn ¢ GCP u npotokonom Ao
Ha4yana y4actma B uccnenosaHun. Kpome
TOro, AOKYMEHTANbHO 3aKpenuTb pas3pe-
LLIEHME Ha NpsMon aocTtyn (cMm. 8.2.3)

3.3.13 lNepBnyHaa apokymeHTaLNA

HokyMmeHTanbHO noaTBepAnTb hakT
CYLLEeCTBOBaHUA CyObekTa U AOCTOBEp-
HOCTb COBpaHHbIX AaHHbIX. BKNOYUTL UC-
XOAHblE AOKYMEHTbl, OTHOCALUMECcAa K
NCCNeaOBaHNKD, NEYEHUK WU aHaMHesy
cybbekTa

8.3.14 3anonHeHHble, AaTUPOBAHHbLIE
M NOANUCAHHbIE WHAMBUAYANbHLIE pe-
rcTpaunoHHble kapTol (MPK)

HokymMeHTanbHO odOopMUTL NOAT-
Bep)XaeHne uccnepoeatenemMm vUnu ynon-
HOMOYEHHBIMW COTPYAHUKAMWN MCccneno-
BaTENA 3aperucTPUPOBaHHbLIX AaHHbLIX

8.3.15 [lokymeHTUpoBaHne ncnpaene-
H1UM B MPK

[lokyMeHTanbHO 3aKpenuTb BCe N3Me-
HEHUA/AONONHEHUA WNU  UCNPABNEHUS,
chenaHHble B MPK nocne 3anucn nepeo-
HaYanbHbIX AAaHHbLIX

8.3.16 YBeaomneHne cnoHcopa uccne-
AoBaTeneM O Cepbe3HbIX HeXXenaTenbHbIX
ABNEHNAX U COOTBETCTBYIOLLUNE OTYETHI

YBeaomMneHne cnoHcopa nccnenosa-
TEeNeM O Cepbe3HbIX HeXXenaTenbHbIX AB-
NEHNAX WU COOTBETCTBYKOLWME OTYETHI
cornacHo 4.11

8.3.17 YBeaomMneHne CNOHCOPOM
n/vunn nccnepoeatenem (YTo NPUMEHUMO)
YAONHOMOYEHHbIX opraHoB n 3CO/HIK o
HenpeABUAEHHbIX Cepbe3HbIX Hexena-
TeNnbHbIX peakunax n o Apyron UHPOp-
MaL M No 5e30NacHOCTHU

YBeaoMneHune CNoHCOpoOM u/nnun unc-
cnepoeatenemMm (4TO NPUMEHUMO) YNOn-
HOMOYEHHbIX opraHoB U JICO/HIK o
HenpeaABUAEHHbIX Cepbe3HbIX HeXena-
TenNbHbIX peakunax B COOTBETCTBUNC 5.17
n 4.11.1 n o apyron nHgopmaumm no
e3onacHOCTU B COOTBETCTBUM C 5.16.2 1
4.11.2

8.3.18 CoobLieHne cnoHCopoM nccne-
aoBaTeno nHdgopmanm no He3onacHoCTU

CoobleHne CnNOHCOPOM  unccneno-
BaTento nHpopmaymmn no 6€30nNacHOCTU B
COOTBETCTBUN C 5.16.2

8.3.19 lNpomexyTodHble N1 roaoBble
otdyeTbl, npepoctasnaemble 3CO/H3K u
YAONHOMOYEHHbIM OpraHam

[IpOMEXYyTOYHbIE WNN roAOBbLIE OT-
4yeTbl, npepocTtaenaemble JCO/H3K B
cooTBeTCcTBMU C 4.10 U YNONHOMOYEHHBLIM
opraHam B COOTBeTCTBMM C 5.17.3

8.3.20 >KypHan cKpuHWHra cydobekTo

HOKyMeHTanbHO 3aKpenuTb UAEHTU-

bukaunw cybbekToB, npolleawnx nepean
nccneaoBaHNEM CKPUHUHS

8.3.21 Cnucok mnaeHTUHOUKaALNOHHbIX
KOOOB CyObeKTOB

HoKyMeHTanbHO NOATBEPAUTD, UTO UC-
cnepoBaTenb/opraHn3auna XpPaHAT KOH-
donaeHUmanbHbIn  CNUCOK WMMEH BCeX
CyObEeKTOB, KOTOPLIM NPU BKNOYEHUU B
nccnenoBaHne Obinu NPUCBOEHBLI NOEHTU-
oukaunoHHble Koabl. lo3sonaeT uccne-
aosaTent/opraHmsaymn  uaeHTUOULUN-
poBaTb NHOro cybvekTa

8.3.22 XXypHan pernctpaunn BKNYe-
HUA CyObEKTOB

HokyMmeHTanbHO 3akpennTb XPOHONO-
rMYyeckyrd NocnenoBaTenbHOCTb BKNHOYE-
HUA cybbekToB NO MAeHTUPUKALMOHHBIM
Kooam

nccnegosatens/ CMIOHCOPA
opraHusauum
X
X
X X
(konnA) (opurnuHan)
X X
(konnA) (opuruHan)
X X
X (rpe X
TpebyeTca)
X X
X X (rpe
TpebyeTca)
X X (rpe
TpebyeTca)
X
X
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HaumMeHoBaHWe OOKYMEHTA Llenb nccnenosartens/ oHEOnA
opraHmM3auum P
8.3.23 Y4eT uccnenayemoro npoaykra B [HokyMeHTanbHO 3aKpennTb NCNONb30- X X
nccnenoBaTenbCKOM LieHTpe BaHWe uccneayemMoro npoaykta B COOT-
BETCTBMU C NPOTOKONOM
8.3.24 Jlnct obpasuoe noanucen [lokymeHTaneHO 3akpennTtb o6pa3subl X X
noanucen w UMHALUMANOB BCEX Nuu,
YNONHOMOYEHHbLIX BHOCUTL AaHHbIe W/nnn
ncnpasneHna B UPK
8.3.25 YdeT XxpaHawmxca obpasuos [JOKyMeHTanbHO 3aKpennTb MeCcToHa- X X

BronorM4yecknx Xnakocten/TkaHen (ecnu
NMEKTCA)

XoXKAeHUe N nAeHTU@EUKaUnK XpaHALmMX-
ca obpasyoB B cny4ae HeoOXoAUMOCTU
NpoBeAeHNA NOBTOPHbLIX aHANM30B

8.4 Nocne 3aBepLUeHUA UMK NpPeKpaLleHUA uccrneaoBaHus
[Tocne 3aBeplleHna UNU nNpekpalleHna uccneaoBaHna Bce AOKYMEHTLI, nepevncneHHble B 8.2 u 8.3,
OOMKHbI coaepXaTbca B hanne nccnegoBaHuUa BMecTe C HWKeyKa3aHHbIMU AOKYMEeHTaMU:

Haxogutca B dpannax

H
auMeHoBaHWe OOKyMeHTa Llenb nccnenosaTens/ croHCOpa
opraHusauum
3.4.1 YdeT nccneayemoro NpoaykTa B HokyMeHTanbHO 3aKpennTb NCNONb30- X X
nccneaoBaTenbCKOM LIEHTpe BaHWe uccneayemoro npoaykrta B COOT-
BETCTBUU C NPOTOKONOM. [1OKyMeHTanbHO
3aKpenuTb pe3ynbTaTbl OKOHYATENbLHOro
noacyeTa Konu4yecTtBa UCCNeaQyemoro
npoaykTa, NONy4YeHHOro uccnenoBaTenb-
CKMM LIEHTPOM, BbLIAAHHOMO CcyObekTaM,
BO3BpaLLUEHHOro cybbektamm M BO3Bpa-
LLIEHHOIO CNOHCOPY
8.4.2 [lokymeHTauna no YHUUYTOXEHNIO [HokyMeHTanbHO  3akpenutb  (pakT X (ecnu X
nccneayemoro NpoaykTa YHUUTOXEHNA HENCNONL3OBAHHbLIX NUCCNEe- | YHUYTOXEH B
AyeMbliX NPOAYKTOB CNOHCOPOM WUNU B | KNUHNYECKOM
NCCNeaoBaTENLCKOM LIEHTpe LeHTpe)
8.4.3 ToroBbin CNUCOK nAaeHTUPUKa- ChpenaTtb BO3MOXHOW  MAeHTUHU- X
LIMOHHbIX KOOOB CYObEeKTOB KaL Mo BCEX BKNIOYEHHbIX B UCCNneaoBaHne
cybbekToB B cnydyae Heo6XoanmMoCcTn UX
nocneaywwero HabnwaeHna. Cnncok
OOMKEH XpaHUTbCA C cobnwaeHnem
TpeboBaHnn KOHPMAEHUNANBLHOCTMN B Te-
4YeHne CornacoBaHHOMO CpoKa
8.4.4 Cepmndukat ayguta (ecnu [JOKyMeHTanbHO 3aKkpenuTb hakT Npo- X
nMeeTca) BeAeHUA ayanTa
8.4.5 0OT4yeT MOHMTOpPaA O© 3aBep- [OKyMEHTanNbHO 3aKpenuTb OKOHYa- X
larwem Bu3nTe HMe BCEX MeponpuAaATUN nccnenoBaHUA,
HeoOXoAUMBIX ANA 3aBepLUakLero BU3n-
Ta, U HANUYME KONNUN OCHOBHbLIX OOKYMEH-
TOB B COOTBETCTBYHOLWNX hannax
8.4.6 [JokymeHTauna no pacnpene- BoaBpalwlaeTca CNOHCOPY ANA AO0Ky- X
neHnw cyObekToB NO rpynnamMm M pac- | MEHTANbHOro  3akpenneHua  UMEBLLNX
KPbITUIO KOOOB MECTO Cny4aeB BCKPbITUA KOAOB
8.4.7 Toroebin oT4ET NCCNeaoBaTens, [JoKyMeHTanbHO 3aKpenuTb 3aBeplLue- X
npepoctasnaeMbin ICO/HIK (ecnn Tpe- | HUe nccnenoBaHUA
ByeTca) n ynoNnHOMOYEHHbIM OpraHam (rae
NPUMEHNUMO)
8.4.8 OT4eT O KNMHWYECKOM Wuccne- [HOoKyMeHTanbHO 3aKpenuTb pesynbTa- X (ecnu X
AoBaHUN Tbl ICCNEAOBAHNA U UX NHTEPNPETALNIO NPUMEHNMO)
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