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Mpegucnosue

Llenn v npuHumnel ctaHgapTtusauum B Poccuiickon denepaunn yCcTaHOBIMEHbI
denepanbHbIM 3akoHoM oT 27 aekabps 2002 ronpa N 184-03 "O TexHUYECKOM
perynMposaHm1”, a npasuna NpPUMEHEHUsT HaLMOHarnbHbIX cTaHgapToB Poccunckom
depepaummn -[OCT P 1.0-2004 "CraHgapTusaumss B Poccuinckon Penepaumn.
OcHoBHbIe nonoxeHus"

CBefgeHuna o ctaHpapTe

1 MNOAIOTOBJIEH Accounaumnen mMexgyHapogHbIX —drapMaueBTUYeCKmX
npovssoauTenen (AIPM), MexgyHapoaHom KoHcbeaepaumen obLiecTB
notpedutenen (KoHdOI1), Poccunckon Akagemmen meauumnHckmx Hayk (PAMH) no
COBCTBEHHOMY ayTEHTUYHOMY NEPEBOAY, YKa3aHHOMY B NMyHKTe 4

2 BHECEH TexHuyeckum kommuteToM Mo cTangaptmsaumm TK 450
"JlekapcTBeHHbIE cpeacTaa”

3  YTBEPXJOEH lNpukasom PenepanbHOro areHTcTBa  No  TEXHUYECKOMY
perynMpoBaHmno 1 Mmetponorum ot 27 centabps 2005 rona N 232-cT

4 HacTtoawmi ctaHgapT uaeHTndeH PykoBoaCcTBY MO Haasfexawen KimHUYeCcKom
npaktuke (Consolidated Guideline for Good Clinical Practice) MexayHapogHomn
KOH)EpeHUUM Mo rapmMoHu3aumm TexHUYeckux TpeboBaHMM K perncTpauum
drapMaLeBTUYECKUX MPOAYKTOB, NPeAHa3Ha4YeHHbIX AN MPUMEHEHUS YESIOBEKOM
(International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH)

Mpy1 NpUMEHEHMM HacTOAWEro CcTaHgapTa pPeKOMeHOyeTCs WCMNofb30oBaTb
BMECTO CCbINIOMHbIX  MEXOYHApO4HbIX CTaHA4ApTOB COOTBETCTBYHOLWME UM
HaumoHanbHble cTaHaapTbl Poccuickon epgepaunm


http://docs.cntd.ru/document/901836556
http://docs.cntd.ru/document/1200038794
http://docs.cntd.ru/document/901955177

BeBeneHve

Hagnexawas «kmmHudeckasa npaktuka (Good Clinical Practice; GCP)
npegcTtaBnaeTr Ccobon MexayHapoOHbI  ITUYECKUA W HaAyYHbIA  CTaHgapT
NMaHMPOBaHMA N NMPOBEAEHMS UCCNegOoBaHUA C ydacTUeM YenoBeKka B KavyecTBe
cybbekTa, a TaKkke AOKYMEHTanbHOro ohopMIieEHNst U NPEACTaBMNEHNA pe3ynbTaToB
Takux nccnegoBaHum.

CobniogeHre ykasaHHOro ctaHgapTa Cnyxut Ang oblecTsa rapaHTUEn Toro,
YTO NpaBa, 6e3onacHOCTb M Bnarononyyne cybbLEKTOB UCCeq0oBaHUS 3aLUMLLIEHbI,
COrMacylTcss C  MpuHUMNaMn, 3anoXeHHbIMM  XerbCUHKCKOW  Oeknapaunen
BcemupHon meguuuHckonm accoumaumm (BMA), n 4TO AaHHble KIMHWYECKOro
nuccnegoBaHUs 4OCTOBEPHSI.

Llenbto HacTosLWEro HauMoHanLHOro cTaHaapTa (ganee - HaCTOALMIA CTaHgapT)
SIBNSETCA YCTaHOBIiEeHMe efuHblXx CcOo cTpaHamu EBponerickoro Coto3sa,
CoeguHeHHbiMn  WTatammn  Amepukn 1 AnoHven npaBwun, 4YTO  OOIPKHO
cnocobcTBoBaTb B3aUMHOMY MPU3HAHMIO LaHHbIX KIMHWYECKUX WCCrenoBaHumn
YMNOSIHOMOYEHHbIMW OpraHamMn Ha3BaHHbIX CTPaH.

Hactoawuin ctaHoapT vaeHtudeH ICH GCP - PykoBoacTBy No Hagnexallen
kmnHundeckon npakTuke (Guideline for Good Clinical Practice) MexayHapogHown
KOH(EpEeHUUN MO rapmMoHM3aummM TexHU4ecknx TpeboBaHWA K permcTpauunm
drapMaLeBTUYECKMX NPOAYKTOB, NPeAHa3HaYeHHbIX AN MPUMEHEHUS YESIOBEKOM
(International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B cBOl oyepeab,
pa3paboTaHo C y4eToMm OeNCTByWMX TpeboBaHu Hagnexawen KIMHUYEeCKOn
npaktukn Eponeinckoro Coto3za, CoeguHeHHbix LUTatoB Amepukn n AnoHun, a
Takke ABcTpanun, KaHagbl n BcemmnpHon opraHusauumn 3gpasooxpaHenust (BO3).

O6bnacTtb npnmMeHeHuns

HacToawmi ctaHgapT Heo6xoanMo cobniofgaTh Npy NPOBEAEHUN KIIMHUYECKMX
nuccregoBaHUiA,  [aHHble  KOTOPbIX  3annaHuMpoBaHO  MpeacTaBUTb B
YNONHOMOYEHHbIE OpraHbl.

MpUHLMMbI, YCTAHOBMEHHbIE HACTOSLLMM CTaHAAPTOM, NMPUMEHUMbI Takke U K
MHBIM  KIMHUYECKUM MCCRedoBaHMsIM, KOTOpble MOryT oOKasaTb BIMsiHUE Ha
Ge3onacHocTb 1 Brnarononyyne YenoBeka, BbICTYMaloLLEro B kKayecTBe CcybobekTa.

1 TepMuHbl 1 onpepeneHns

B HacToALLEM CcTaHaapTe NPUMEHAKTCA cneayoupme  TepMUHbI C
COOTBETCTBYHOLLMMU onpeaeneHnamMun:

1.1 ayamTt (audit): KomnnekcHass n He3aBuMCMMas nNpoBepKa OTHOCALLMXCA K
nccrnefoBaHUo AesATeNbHOCTU U AOKYMEHTaUMW, NpoBoAMMas ANst NOATBEPXKOEHNS
COOTBETCTBMS 3TOW [AeATenbHOCTW, a Takxke npouedyp cbopa, aHanu3a u
npeacTaBneHns AaHHbIX NPOTOKOMY, CTaHA4ApTHbLIM OMnepaLMoOHHLIM npoueaypam
CMNoHCOpa, Hagnexawen KnvHudeckon npaktnke (GCP) wn  HopmaTuBHbIM
TpeboBaHMAM.

1.2 6narononyune cyobektoB wuccnepoBaHua (well-being (of the ftrial
subjects)): dusmyeckoe M MCUXUMYECKOE 300pPOBbE CYOBEKTOB, Y4acTBYHOLMX B
KJIMHUYECKOM UCCNEAOBAHUM.

1.3 6powtopa nccneposarens (investigator's brochure): CBogHoe n3noxeHne
pe3ynbTaToB KIMHWYECKOrO U AOKIMHUYECKOro N3y4eHs uccregyemoro npoaykTa,
3Ha4YMMbIX AN ero uccrefoBaHust Ha YernoBeke (CM. pasgen 7 HacTosLUero
CTaHgapTa).



1.4 porosop (contract): [JaTupoBaHHOE W MOAMMCAHHOE COrMallEeHVEe MexXay
AByMs wunmM  Gonee CTOpoHaMK, KOTOpPOE YCTaHaBIIMBAET [OrOBOPEHHOCTH,
Kacarolpecs pacnpefenenuss o6bema paboT n obsisaHHOCTEN Mpy NpoBeAEeHUN
KIMHWYECKOro UCCrefoBaHUs, a Takxe, eCriv YMECTHO, (OMHaHCOBbIX BOMPOCOB.
OCHOBOW OroBOpa MOXET CIY}UTb NMPOTOKOS UCCIIEA0BAHWSI.

1.5 pokymeHTanbHbIn cnepn (audit trail): [JokymeHTauusa, nossondoLas
BOCCTaHOBUTb X0/, COObITUIA.

1.6 pokymeHTauma (documentation): Bce 3anucu B nobon dopme (BKIoyas
3anuMcu Ha OyMaXHbIX, 3MEKTPOHHbIX, MarHUTHbIX WM ONTUYECKUX HOCUTENSX,
CKaHOrpamMmbl, PEHTTEHOBCKME CHUMKM, 3rieKTpoKapauorpaMmbl U T.M.), KOTOpble
onucbiBaloT MO0  pervcTpupyloT METOAbI, OpraHu3auumio Wwnm pesynbraTol
KIMHUYECKOrO MUCCNeAOBaHWs, a Takke BMsOWLME Ha MCCneaoBaHve (haKkTopbl U
NPUHSTBIE MEpbI.

1 . 7 3aknio4veHue (npumeHuTenbHo K HesaBucumomy smueckomy
KomuTteTy) (opinion (in relation to Independent Ethics Committee)): 3akntoueHune
n/vinn pekomeHgaunm HeaaBMCMMOro 3TUHECKOro KOMUTETA.

1 . 83aKkoHHbIN npeacTtaButenb (legally acceptable representative):
Pur3nyeckoe nnn pPUANYECKOe N0, UMK UHON CYOBEKT NpaBa, UMEKOLWWIA B CUNY
3aKOHa MpaBO AaBaTb COrnacve Ha ydacTue B KIMMHUYECKOM uccreaoBaHun OT
WUMEHM NOTEeHLNanbHoro cybbekta nccrefoBaHus.

1.9 npeHmduKaumoHHbIN Kop cybbekTa (subject identification code):
YHUKanbHbld  KOA, MNpUCBavMBaeMbll  UCCrneaoBaTefnieM  KaxgoMy CyOBbekTy
uccrnegoBaHust Ansi obecneyvyeHnss KOHMAEHLUMansHOCTU €ro NMNYHbIX AaHHbIX U
MCNonb3yeMbI BMECTO MMEHWN CyObeKTa B OTYETaxX MO HeXernaTerbHbIM SBMEHNAM
n/vnm gpyrmx gaHHbIX, OTHOCALLMXCH K UCCNEA0BaHUIO.

1.10 vHguBUAyanbHas peructpaumoHHas kapta; NPK (Case Report Form;
CRF): [okymeHT Ha OyMaXHOM, 3SJIEKTPOHHOM WM OMTMYECKOM HOCUTENE,
npegHasHadeHHbl Ons BHECEHUS BCeW NpeayCMOTPEHHOW MNPOTOKOSIOM W
noanexaiwlen nepegadye CMNOHCOPY WMHGOPMaUMM MO KaxXOOMy CYObekTy
nuccrnegoBaHus.

1. 11 unHcnekuua (inspection): [encTBne  yNONHOMOYEHHBLIX  OpraHoB,
3aKnovaroLeecst B ogmLmarnbHOM NpoBepke AOKYMEHTaLuM, 060pyaoBaHNs, NHbIX
MaTepuarnoB, MMEKLWMX, MO MHEHMIO YMONHOMOYEHHbIX OpraHoOB, OTHOLLEHWE K
KIMHUYECKOMY MUCCIeQOBaHUI0 U HAaXOASLMXCA B UCCIEenoBaTENbCKOM LIEHTPE, B
NMOMELLIEHUSIX CMOHCOpa W/ KOHTPaAKTHOM MCCIeLoBaTeNbCKOM OpraHu3auum, a
TaKkXe WHbIX OpraHM3auusax, UMELMX, MO MHEHMUIO YMNOSIHOMOYEHHbLIX OPraHoB,
OTHOLLEHME K UCCIIE40BaHMIO.

1.1 2wuHdopmupoBaHHoe cornacue (informed consent): [pouenypa
006POBOMbLHOrO NOATBEPXKOEHUST CYOBEKTOM CBOEro cornacusi Ha ydacTue B
KOHKPETHOM MCCreaoBaHUM nocre nonyvYeHns nHgopmaumm 060 BCexX 3HaYMMbIX
OIS NPUHATYA UM peLleHns acnekTax nccnegosanus. HdopMrpoBaHHoOe cornacue
OOKYMEHTUpyeTcs  MocpegcTBOM — MOAMUCaHWS W JaTupoBaHus  popMmbl
MHJPOPMUPOBAHHOIO COrfacus.

1.1 3nccnepoBarenb  (investigator):  ®usmyeckoe nuUO,  Hecylee
OTBETCTBEHHOCTb 3a npoBeneHvne KINMHU4YECKOro nccnegoBaHus B
uccrnegoBatenbCkom UeHTpe. B cnyyae npoBegeHus uccnegoBaHus B
uccrnegoBaTenbCkOM  LIeHTpe  Tpynnod vy uccnegosatenem  (rMaBHbIM
uccrnegosaTtenemM) SBMSETCs  pykoBoguTenb rpynnbl. CM. Takke TepMuH
"couccrniegoatens” (1.54).



1 . 1 4 uccnepogartenb-KoopauHaTop (coordinating investigator):
Wccneposarenb, oTBevaloLmii 3a KOOpAVHAUMIO AeATEeNbHOCTU uccrnegosarenen
BCEX UCCredoBaTenbCKMX  LEHTPOB,  y4acTBYHOLWMX B MHOMOLEHTPOBOM
KIMHNYECKOM UCCIIe0BaHUM.

1 . 1 5 nccnepoBatenb/opraHmsaumsa (investigator/institution): TepMuH,
O3Havawolmn:  "uccnegoBaTen  WWNM - opraHM3aumss B 3aBUCUMOCTU  OT
HOpMaTMBHbIX TpeboBaHMA".

1.16 nccnepoBatenbckui LeHTp (trial site): PakTuyeckoe MecTo NpoBeaeHUs
KINMMHMYECKOro UccreaoBaHus.

1.17 nccnepyembin npoaykT (investigational product): JlekapcTBeHHas dopma
aKTMBHOrO BellecTBa unm nnauebo, nsydaemast unm ncnonb3yemasi 4ns KOHTPons B
KIIMHUYECKOM UCCrneaoBaHun, B TOM YMCTE 3aperMcTpUpOBaHHbIV NeKapCTBEHHbIN
NPoAyKT B CIly4ae, ecnv cnocob ero NpUMeEHeEHNs OTNNYaeTCs OT YTBEPXKAEHHOTO, a
Takke Npu €ero MCMofib30BaHMM MO HOBOMY MOKAa3aHWIO WM AnS  NOnyYyeHus
OOMNONHUTENBHOM MHAGOPMALLMK MO YTBEPXKOEHHOMY MOKA3aHMIO.

1.18 KNnuHN4eckoe wucnbiTaHue/mccnepgoBaHue (clinical trial/study): Jlto6oe
uccrnegosaHve, NPOBOAMMOE C y4acTMEM YerioBeka B kavecTBe cybbekTa Ans
BbISIBMIEHNS UMW NOATBEPXKOEHUSI  KIMHUYECKMX W/unm  dhapMakonormyeckmx
ahcbekTOB UCCreayeMbiX NPOAYKTOB W/MMWN BbISIBIIEHUSI HEXenaTemnbHbIX peaKkLuui
Ha uccriegyemble NMPOAYKTbl, WU U3y4yeHUs WX BCacbiBaHWSA, pacnpenerneHus,
mMeTabonmama W BbiBEAEHMS C Lenbi OueHUTb KX 6e3onacHoCTb  W/unm
3pdEKTUBHOCTD.

TepMuHbI "KNMHNYECKoe UcnbiTaHne" 1 "KNMHMYecKkoe uccnegoBaHne” ABnaTCA
CMHOHUMaMMU.

1.19 KOHTpPaKTHasa wuccnepoBaTenbCcKaa opraHusauma (contract research
organization; CRO): ®usnyeckoe nmuo unm opraHmsaums (koMmepyeckasi, Hay4Ho-
uccrnegosartenbckas WM uMHas), KoTopasi B paMKax [AorosBopa CO CMOHCOPOM
BbIMONMHAET oAHYy urn ©onee M3 ero 06si3aHHOCTEN M (PyHKUWUA, CBA3AHHLIX C
nNpoBeAeHNEM KITMHNYECKOro UCCIeA0BaHMS.

1.20 koHTpONb KadectBa (quality control; QC): MeTogbl 1 Mepbl, SBnsoLmMecs
4YacTblo CUCTEMbI ODECneyveHuss KavyecTBa W UCNOMb3yemble ANs MPOBEPKU
COOTBETCTBMS  BBIMOMHAEMbIX MNPU  MPOBEAEHUM UCCIEQ0BaHWsA  MNpoueayp
npeabsaBIsieMbiM TPeOOBaHMSAM K UX KAYECTBY.

1.2 1 KoopAUHAUMOHHbLIN KomuTeT (coordinating committee): KomwuTer,
KOTOpbIi MOXET OblTb OpraHM3oBaH CMOHCOPOM AN KOOPAMHALWUM MPOBEAEHUS
MHOIOLLEHTPOBOIO KIMMHUYECKOIO NCCIEA0BaHUS.

1.2 2 koHdmaeHumanbHocTs (confidentiality): CoxpaHeHve B TawHe oOT
HEYNONMHOMOYEHHbIX UL, MHGOpPMauuKn, nNpUHaanexalwen CroHCopy,  unu
nHdpopmaL MK, NO3BONSIOLLEN MOEHTUMLNPOBATL CyGbekTa uccnegoBaHus.

1.2 3 MHOroLeHTPOBOE KIIMHUYECKoe uccrnegoBaHue (multicentre trial):
KnnmHnyeckoe uccnegosaHve, NpoOBOAUMOE MO eAUHOMY NpoTokony 6oree yem B
OOHOM  UCCneaoBaTenbCKOM  LEeHTpe U1, 3Hauut, 0Oonee 4Yem  OOHUM
ncecnegoBaTenem.

1.24 moHUTOPUHT (Monitoring): [leATenbHOCTb, 3aKMYaloLWAsacsa B KOHTpoOrie 3a
XOAOM KIIMHUYECKOrO WuccrenoBaHusi, obecnedeHun ero nposedeHus, cbopa
OaHHbIX W NPeAcTaBneHus pesyrnbTaTtoB B COOTBETCTBUM C  MPOTOKOSIOM,
CTaHOapTHbIMM  OMepauMoHHbIMX  MpouedypamMy, Hagnexawen KrMHUYeCKowm
npaktukon (GCP) n HopmaTnBHbIMU TPeOOBaAHNSIMMN.



1.25 Hapnexawaa knuHuyeckaa npakmka (Good Clinical Practice; GCP):
CtaHgapT nnaHuMpoBaHWs, oOpraHu3auuv, NpoBeOEHWs, MOHUTOpWHra, ayauTa,
OOKYMEHTUPOBAHUS  KIMMHWYECKUX  UCCRedoBaHWK, a TaKkke aHanmmsa U
npeacTaBneHns Ux pesynbTaToB, CRyXallmin rapaHTUen 4OCTOBEPHOCTU U TOYHOCTH
Nony4eHHbIX AaHHbIX M NpeACcTaBIiEHHbIX Pe3ynbTaToB, a Takke obecnednBaoLLmin
3alLmTy NpaBs, 340POBbSA U KOH(MAEHUMANbHOCTN CYOHEKTOB UCCEAOBAHMS.

1.2 6 HexenatenbHaa peakumsa; HP (adverse drug reaction; ADR):
OTHOCUTENBbHO  MPEnPEerncTPaLMoOHHONO  KIIMHUYECKOrO  MPUMEHEHWST  HOBOIO
NeKapCTBEHHOIO NPOAyKTa U ero NPUMEHEHNs1 MO HOBbIM MOKa3aHWsIM, OCOHEHHO
€CINn TepaneBTUYECKME A03bl TOYHO HE YCTAHOBSIEHDI, - BCE HEraTMBHbIE peakumu,
CBSI3aHHble C MNPUMEHEHMEM mOOM [03bl JIEKAPCTBEHHOIO MNpPOAYyKTa. TepMuH
"CBsAI3aHHbIE C MNPUMEHEHMEM JIEKAPCTBEHHOIO MNpoAykTa" O3HayaeT, u4To
CYLUECTBYET XOTS Obl MUWHMManbHas BO3MOXHOCTb HanMMuMsl  MPUYMHHO-
CNELCTBEHHOM CBS3W MeXOy JeKapCTBEHHbIM MNPOAYKTOM M HexenaTerbHbIM
SIBMIEHNEM, T.€. B3aUMOCBSI3b HE UCKIIIOYEHA.

[ns 3aperMcTpupoBaHHbIX NEeKapCTBEHHbIX NPOAYKTOB 3TOT TEPMUH O3HaYaeT
BCE HeraTuBHbIE peakuun, CBA3aHHble C NPUMEHEHMEM NeKapCTBEHHOTO NPOAYyKTa
B 0BObIYHbIX 403aX, UCMNOMb3yeMbIX A58 NPOdUNAKTUKKA, OUAarHOCTUKNA UMK NeYeHus
3aboneBaHui, a Takke AN  U3MEHEeHUs OUM3NONOrMYEeCcKUX pyHKLMN (CM.
PykoBoacTBo ICH "OueHka gaHHbIX NO KNMHUYeCcKon 6€e30MacHOCTU: TEPMUHOSIOMNS
W cTaHO4apTbl AKCNPecc-oT4EeTHOCTH").

1.27 HexxenaTenbHoe sABneHue; HA (adverse event; AE): Jlio6oe BbisiBNeHHOE
y nauueHTa unmm cyObeKkTa KIMHUYECKOro WUCCrenoBaHust MOcsie NMPUMEHEHWS
NEKapCTBEHHONO npoaykTta HebrnaronpusitTHoe € MeOUUMHCKON TOYKW 3peHus
cobbITME, KOTOPOE MOXET W HE WUMETb MPUYMHHO-CIIEACTBEHHOW CBA3U C €ro
npumeHeHneMm. Takum o00pas3oMm, HexenatenbHoe serieHve (HA) moxet
npegcTaenatTb cobon mobon HebnaronpuATHLIM CUMNTOM (BKMOYasi OTKIIOHEHWE
nabopaTopHOro nokasartenss OT HOopMbl), >anoby wm 3aboneBaHve, Bpems
BO3HMKHOBEHUSA KOTOPOrO HE WCKIMOYaeT MPUYMHHO-CNEACTBEHHOM CBS3M C
NPUMEHEHNEM NeKapCTBEHHOIO (MCCreQyemMoro) npoaykta BHE 3aBMCUMOCTWU OT
HanMuns UnNM OTCYTCTBUA Takon cBaA3n (CM. pykoBoacTeo ICH "OueHka gaHHbIX No
KNHn4Yeckon 6e30nacHOCTU: TEPMUHOSIOMMSA U CTaHO4aPThl KCNPECC-0TY4EeTHOCTH").

1.28 He3aBMCUMbIN KOMUTET MO MOHUTOPUHIY AaHHbIX; HKMI (Independent
Data-Monitoring Committee; IDMC (Data and Safety Monitoring Board, Monitoring
Committee, Data Monitoring Committee)): He3aBucuMbIn KOMUTET, KOTOPbIA MOXET
OblTb 06pa3oBaH NO UHMUMATMBE CMOHCOPA ANA NEepUoaANYEeCcKOro pacCMOTPEHUS
X04a KIMHUYECKOro UCCreoBaHusi, AaHHbIX No 6e30MacHOCTU W/MMM OCHOBHbBIX
napameTpoB 3dEKTUBHOCTH, a Takxe ANl BbipabOTKM pekoMeHOaLni CroHCopY O
LenecoobpasHOCTV NPOOOITKEHUS, NPEKpPaLLEeHNss UCCNefOBaHUSA UM BHECEHWS B
HEero N3MeHeHuN.

1.2 9 He3aBucumbin 3mueckun kKomutetr; HOK (Independent Ethics
Committee; IEC): HesaBuCMMbI OpraH (9KCMEPTHbIA COBET WM  KOMUTET,
OENCTBYIOLMI Ha YpPOBHE OpraHu3auuv, pervoHanbHOM, HauvoHaNbHOM  UIn
MeXOyHapoO4HOM YPOBHE), COCTOSILLUMA M3 MEOULIMHCKNX PabOTHUKOB, a Takxe nu,
HEe WUMEIWMX OTHOLIEHUS K MefuLMHe, KOTopblii obecneymBaeT 3almTy npas,
6esonacHocT K Gnarononyynss CyObLEKTOB WCCEeAoBaHUA W BbICTynaeT Ans
obLecTBa rapaHToOM TakoW 3awmTbl, B 4aCTHOCTU MYyTEM PACCMOTPEHMS,
yTBepxaeHusa/ogobpeHus npoTokosna nccrnenoBaHus, Kanguoatyp
nccregoBaTtenen, uccrneqoBaTenbCKUX LLEHTPOB, a Takke maTepuasnoB U METOLOB,
KOTOpble npefnonaraeTcs UCMonb3oBaTb Afs MOMYYEHUS U OOKYMEHTUPOBAHMS
MHCOPMMPOBAHHOIO COrniacusa Cyo beKTOB MCCNEAOBaHMS.

lMpaBoBoK cTaTyc, coctaB, YHKLNN, OEATENBbHOCTb HE3ABUCUMbIX 3TUHECKUX
KOMUTETOB, a TaKXe OTHOCSALUMECS K HUM HOpPMaTMBHble TpebGoBaHMS MOryT
pa3nnyaTbCs B pasHblX CTpaHax, TeM He MeHee, HOK pormkHbl dyHKLMOHMPOBaTL B
cootBeTcTBUM ¢ GCP.



1.30 He3anHTepecoBaHHbIN cBuaeTenb (impartial witness): ®usmyeckoe
MU0, HEMNpu4acTHOE K NPOBEAEHUIO KITMHUYECKOIO UCCIIeA0BaHUsA, Ha KOTOpoe He
MOryT OKas3aTb [aBfieHMe YYaCTHUKWU KIMMHWYECKOro MUCCrefoBaHWs U KOTopoe B
cnyyae, ecnm cy6bekT uccrnegoBaHUsi UNM ero 3aKOHHbIN NpeacTaBUTENb HE yMeeT
UM He MOXeT YuTaTb, NPUCYTCTBYET BO BPeEMsi MOSly4eHUs1 MHPOPMUPOBAHHOTO
corracusi, a Takxe 3a4uTbiBaeT TeKCT MH(OPMMPOBaAHHOIO corracus u nwobble
Apyrvue npegocTasngemMble CYObeKTY CCnefoBaHUs NMCbMEHHbIE MaTepuars.

1.31 poknuHuyeckmne mccneposaHua (nonclinical study): BuomeguuunHckue
nccnefosaHusi, NPoBoAVMbIE 6e3 yHacTusa YernoBeka B KadyecTBe cybbekTa.

1.32 HenpeaBMAeHHas HexenatenbHasa peakumsa (unexpected adverse drug
reaction): HexenatenbHas peakuusi, CYLWHOCTb WM TSDKECTb KOTOPOM He
Corfiacyetcsi ¢ M3BECTHOM MHGopmauunen O NpoaykTe (Hanpumep, ¢ GpoLLOpON
uccregosatena AnNs He3aperMcTpupoBaHHOrO Mccreayemoro npoaykta wuim C
NMCTKOM-BKITaablLLEM/CBOOHOM XapaKTEPUCTMKOM JIeKapCTBEHHOMO NPOAyKTa B
Clnyyae 3apermcTpupoBaHHOro npoaykta) (cMm. pykosoactso ICH "OueHka aaHHbIX
No KMMHMYeckoh 6e30nacHOCTW: TEPMUHOMNOMMS W cTaHdapTbl  3KChpecc-
oT4yeTHOCTU").

1.33 HopmaTuBHbIe TpeboBaHuA (applicable regulatory requirement(s)): Bce
3aKOHbl M NOA3AKOHHbIE aKTbl, PerynMpylowme npoBeAeHNe  KIMHUYECKUX
nccnegoBaHUin UCccrneayeMbix NPOaYKTOB.

1.34 obecneyeHne kayvectBa (quality assurance; QA): COBOKYMNHOCTb
cUcTeMaTU4eCcKMX 1 NaHOMEpPHbIX EeNCTBUIA, KOTOPbIE UMEIOT Lenbio obecnevnTb
COOTBETCTBME NPOBEAEHUs UccrnegoBanns, cbopa, permctpaunm n npegcTaBneHns
AaHHbIX  Hagnexawen krmnHudeckor npaktuke (GCP) wu HopmaTtuBHbLIM
TpeboBaHuAM.

1.35 opraHusauus (meguumnHckas) (institution (medical)): Jlto6aa opraHmsaums
BHE 3aBMCMMOCTU OT €€ OpraHM3aLMOHHO-NPaBoBoOM OpMbl MMOO MEAULMHCKOE,
nmbo  cTomatoriorMyeckoe  nogpasfenieHve, e NpoBOAAT  KIIMHMYECKOe
nccnegoBaHue.

1.36 opurnHanbHble MeguuuHckue 3anmcm (original medical record): Cwm.
TEPMUH "nepBuryHasl gokymeHTaumsa" (1.41).

1.37 ocHOBHblIe fJOKYMeHTbI (essential documents): [JokyMeHTbI, KOTOpbIE B
COBOKYMHOCTM WM MO OTAENbHOCTM MO3BOMAOT OLEHUTb X0 KIMHUYECKOro
UCCnegoBaHMA WM KayeCcTBO MOMyYeHHbIX AaHHbIX (CM. pasgen 8 HacTosAwero
CTaHgapTa).

1.38 otTyueT MoHuTOpa (mMonitoring report): MCbMEHHBIM OTYET MOHWUTOpa
CMOHCOPY MOCIe KaXaoro BU3nTa B UCCreaoBaTeNnbCKUN LEHTP U/MIM KOHTaKTa C
uccrnegosatensMM B COOTBETCTBUM CO  CTaHAAPTHbIMK - OnepauVoHHbIMU
npouenypamu (COIT) cnoHcopa.

1.39 oryuetr 06 ayamte (audit report): NMcbMeHHOE 3aknoyeHWe ayguTopa
CMNOHCOpa O pe3ynbTaTtax ayauTa.

1.40 oT4eT O KNMHUYECKOM ucnbiTaHuu/uccnepoBaHum (clinical trial/study
report): OT4eT B MNMCbMEHHOW dopme, NpPeacTaBnsAwWLMIA COBOM  onucaHue
KIMHUYECKOTrO  UCNbITaHUSI/MCCReAoBaHnsa  Kakoro-nmbo  TepaneBTUYECKOro,
NPOMNaKTUYECKOr0 UM OUarHOCTUYECKOro CpeacTBa C yvacTueM 4veroBeka B
KayecTBe CyObekTa, O0beANHSAIOWMI KIMMHUYECKOE N CTaTUCTUYECKOE OMUCaHUs,
npeacTaBfieHMe OaHHbiX M ux aHamm3 (cMm. pykoBopcTBo ICH "CrpykTypa m
coaepKaHne 0TYETOB O KIMHUYECKOM uccrnegosaHmn”).



1.41 nepBM4YHaaA poKkyMeHTaums (source documents): cxoaHble JOKYMEHTHI,
AaHHble W 3anucu  (Hanpumep, wucTopun 6GornesHu, ambynaTtopHble KapTbl,
nabopaTopHble  3anucW, 3aMeTKW, [AHEeBHWKM CYOBLEKTOB  MCCriefoBaHus,
BOMPOCHVKKW, JXypHamnbl Bbladyn MeOVKaMeHTOB, 3anucu  aBTOMaTUYECKUX
YCTPOUCTB, BEPUIMLNPOBAHHBIE N 3aBEPEHHbIE KOMUWN UMW BbIMUCKWA, MUKPOULLK,
doTOHeraTuBbl, MUKPOMIEHKN UMW MarHUTHbIE HOCUTENU, PEHTIEHOBCKUE CHUMKM,
nobble 3anncu, OTHOCALLMECS K MauueHTy, B TOM YuCle XpaHawmecs B anTeke,
nabopartopusix U OTAENEHUSX MHCTPYMEHTanbHON AMarHOCTUKKU, UCMOMb3yeMbiX B
KIIMHUYECKOM UCCEAOBaHNM).

1.42 nepBnYHbIe AaHHble (source data): Bcs nHdopmaums, cogepxawascs B
OpPUIMHANbHbIX MEOULMHCKMX 3anucsix U UX 3aBEPEHHbIX KOMUsX, OMUCbIBaoLAs
pe3ynbTaTbl KIMHUYECKMX HabnogeHun, obcneaoBaHnii n Opyroi OesiTeNbHOCTH,
MO3BOSNAIOLLAA BOCCO34aTh XOA4 KIIMHWYECKOTO WMCCREeAOBaHUs U OLEHWUTb €ro.
MepBUYHbIE faHHbIE COAEPXATCH B MEPBUYHOM OOKYMEHTauun (MOAJSIMHHUKAX Uin
NX 3aBEPEHHbBIX KOMUSIX).

1.43 nonpaBka (k npotokony) (amendment (to the protocol)): CMm. TepmuH
"nonpaska K npotokony" (1.44).

1.44 nonpaBka K npoTtokony (protocol amendment): OdopmneHHoe B
NMMCbMEHHOM BUAEe OnUcaHve W3MEHEeHUn unn odmumnanbHoe pasbsCHEHWE
npoTokona.

1.45 npenapar cpaBHeHuss (comparator (product)): Wccnegyembin uwnm
3aperMcTpMpoOBaHHbIN NEKAPCTBEHHbIA NPOAYKT (T.e. aKTUBHbLIA KOHTPOMb) fmbo
nnauebo, NCnonb3yemMbIn(oe) Kak KOHTPOMb B KIMMHUYECKOM UCCNEAOBaHUN.

1.46 NPOMEXYTOYHLIA OTYET O KSIMHMYECKOM ucnbITaHUU/uccnenoBaHun
(interim clinical trial/study report): OTyeT O NPOMEXYTOYHBLIX pesynbTatax U ux
OLEHKE, OCHOBaHHbLIA Ha MNpPOBEAEHHOM B XO4E KIMHWYECKOro WcCcregoBaHus
aHanmMse gaHHbIX.

1.47 npotokon (protocol): [JOKyMeHT, KOTOpbIA OMUCbIBAeT LEenu, Au3aniH,
METOAOMOMI, CTaTUCTUYECKME acMeKTbl U OpraHu3aumio uccreqoBanms. Nommmo
3TOro NMPOTOKOS OObIMHO COAEPHUT MOMyYEHHbIE paHee AaHHble U 06OCHOBaHWE
nccnegoBaHusi, O4HaAKO 3Ta MHGOPMaUnUs MOXET ObiTb NpeAcTaBrieHa U B ApPYrvxX
OOKYMEHTaX, Ha KOTOpble CCbINAeTCsi MPOTOKON UccnenoBanust. MpUMEHUTENBHO K
HacTosILLEMY CTaHO4apTy TepMMH "NpoTokon" noapa3ymMeBaeT Kak cam MNPOTOKOM
nccnegoBaHus, Tak U NMONPaBKM K HEMY.

1.48 npamon poctyn (direct access): PaspelieHne Ha wusyydeHve, aHamus,
NPOBEPKY U KOMMpOBaHUE MoObIX 3anMcen U OTYETOB, HEOOXOAUMBIX ANSt OLEHKU
KIMMHWYECKOro uccnegoBaHus. Jlvua, wumelowme npaBo MpsAMOro  AocTyna
(Hanpumep, NpeacTaBUTENM HaLMOHAIbHbIX UM MHOCTPAHHbLIX YNOMHOMOYEHHbIX
OpraHoB, MOHUTOpPbLI M ayauMTopbl CMNOHCOPAa), OOMMKHLI NPUHUMAaTh BCE pa3yMHbIE
Mepbl  gna  cobnogeHus HOpMaTuBHbIX  TpeboBaHWA  NO  3awmTe
KOHJMAeHUNanNeHOCTH WHpopmaLmu, MO3BONMAIOLLEN naoeHTdmunpoBaTb
CyOBEKTOB, 1 MHGOPMAaL MK, MPUHAANEXALLEN CIOHCOPY.

1.49 paHpgomusauma (randomization): lNpouecc pacnpegeneHns cyobekToB
uccrneaoBaHust MO Tpynnam  NEYEHUss WM KOHTPOINsSt  CrlyydariHbiM  0Opasom,
NO3BOSISIFOLLMIA CBECTU K MUHUMYMY CYOBEKTUBHOCTb.

1.50 cepmdcukar ayauta (audit certificate): [JokymMeHT, COCTaBIEHHbIN
ayauToOpOM B NoaTBEPXOEHME drakTa NpoBeaeHMs ayanTa.



1.51 cepbe3Hoe HexenatenbHoe sfABneHue; CHA wn/vnu cepbe3sHas
HexenatenbHaa peakuus; CHP (serious adverse event; SAE or serious adverse
drug reaction; serious ADR): Jltoboe HebnaronpuaTHoe MeauLMHCKoe cobbiTue,
KOTOpOE BHE 3aBUCMMOCTU OT [,03bl fIEKapCTBEHHOrO NpoayKTa:

- MPUBESIO K CMEPTY;

- NpeacTaenaeT cobon yrposy AN XKU3HY;

- TpebyeT rocnuTanusaumm unm ee NpoasIeHuns;

- MpUBENO K CTOMKOM WM 3HAYUTENbHOM HETpyAoCnOCOOHOCTM WK
WHBaNMOHOCTK

nm

- NpegcTaBnseT cobon BPOXOEHHYO aHOManuo Uy AedekT poxaeHus

(cm. pykosogctBo ICH "OueHka AaHHbIX MO KAUMHMYECKoW 6e30nacHoCTu:
TEPMMHOSIONSA N CTaH4apThl 9KCMNPeCcc-0T4eTHOCTN").

1.52 cnenon meToa/mackupoBka (blinding/masking): Metog, npu npymeHeHun
KOTOPOro OAHOW WM HECKOSbKUM y4acTBYHOLWMM B KIMHUYECKOM WCCREAOBaHUM
CTOPOHaM Heu3BEeCTHO, Kakoe feyYeHue Ha3Ha4yeHO CyObekTy wuccrnegoBaHus.
MpocTon crnenown MeToq npegycMaTpuBaeT HEOCBEAOMIIEHHOCTb O Ha3Ha4YeHHOM
UM Buae neyveHust CyObeKkTOB MCCReQoBaHus, B TO BpeMsl Kak [BOVMHOW Crienom
MeTo4  nogpasymMeBaeT  HEOCBEAOMMEHHOCTb  CYOBEeKTOB  MCCRneaoBaHus,
uccrnegosartenen, MOHUTOPOB W, B HEKOTOPbIX ChydasX, nuul, BbIMOSHSOLWMX
CTaTUCTMYECKYO0 00paboTKy AaHHbIX.

1.53 cobniopaeHne T1peboBaHUM (NPUMEHUTENIBHO K  KJIIMHUYECKUM
uccnepgoBaHuaMm) (compliance (in relation to ftrials)): CrnegoBaHne Bcem
CBA3AHHbIM C  KIMHWYECKUM UCCegoBaHMEM  TpebGOoBaHWAM,  Haanexailewn
KnnHndeckon npakTtuke (GCP) n HopmaTnBHbIM TpeboBaHUSAM.

1.54 couccnepoBarenb (subinvestigator): Jllobon 4neH uccrnegoBaTenbCKOro
KOMneKkTVBa, Ha3HaYeHHbI uccrnegoBaTenieM W OCYWEeCTBAWMA nog  ero
KOHTpOMeM  3HayvMMble  npouenypbl  KMMHUMYECKOro  UcCrnefoBaHus B
nuccrneaoBaTenbCkoOM  LieHTpe  (Hanpumep, WHTepH, OpAMHATOp,  Hay4HbIN
coTpyaHuk). Cm. Takxe TepMuH "nccnegosarens” (1.13).

1.55 cnoHcop (sponsor): dusnyeckoe UM LPUaNYECcKoe nNMuUo, ABMSIOLIEECH
WHMLMATOPOM KIMHUYECKOro MCCreaoBaHNs M Hecyllee OTBETCTBEHHOCTb 3a €ro
opraHusauuo nmnm gMHaHCUpOBaHKE.

1.5 6 cnoHcop-uccnenoBarenb (sponsor-investigator):  Jluyo, Kotopoe
CaMOCTOSATESNIbHO MMM COBMECTHO C ApYrMW NMLaMW UHULMUMPYET U NPOBOOMUT
KNMHUYeckoe mccrneaoBaHne U nog HenocpeaCTBEHHbIM PYKOBOACTBOM KOTOPOrO
ncecnegyemMbin NPoAykT NMMBo HaszHavarT, MMBo BblgAOT CYOBEKTY UCCen0BaHUs,
nMbo nocnegHun npuvHuUMmaeT ero. CrnoHcopoM-uccriegoBaTenem MoXeT ObiTb
Tonbko dwmanyeckoe nmuo. O6s3aHHOCTU CNOHCOpa-UCCIieAoBaTens BKOYaOT B
cebs 0653aHHOCTM KaK CNOHCOopa, TaK 1 UccrnegoBaTens.

1.57 craHgapTHble onepauuoHHble npoueaypbl; COIl (standard operating
procedures; SOPs): lNogpoOHbie NMUCbMEHHbIE WHCTPYKUWW, NpeaHasHadeHHble
AN JOCTWKEHUs  eaMHoobpasusi  Mnpu  OCYLWECTBIIEHWW  ONpeadeneHHon
OEATENBHOCTW.

1.58 cybbekT/cyobeKkT uccnegoBaHus (subject/trial subject): Pusmyeckoe
nuo, yyacTBylllee B KIMMHMYECKOM WCCNELOBaHWM B COCTaBe  [pynmbl,
nornyyaroLlemn nccregyembli NpoAayKT, NMM60 B COCTaBe KOHTPOMbHOM rpymnbl.



1.5 9ynonHoMo4yeHHble opraHbl (regulatory authorities):  OpraHbl,
obrnagatoLpe NpaBoM OCYLLECTBMNATL perynupytoume yHKumn. MNMpuMeHnTensHO K
HacTosILLEMY CTaHOapTy TEPMWUH "yNONMHOMOYEHHbIe opraHbl" BKMOYaeT B cebs
WHCTaHU MK, YyNONHOMOYEHHbIE paccMaTpuBaTh NPeaoCTaBMEHHbIE UM KIIMHUYECKME
JaHHble, a Takke NpoBoauTb UHcnekuumn (cm. 1.11). OTK opraHbl Takxe MHoIga
Ha3blBalOT KOMMETEHTHbIMW OpraHaMu.

1.60 yrBe pxxaeHue (NpUMeHUTesNIbHO K JKCNepTHOMY COBeTy OpraHu3anmm)
(approval (in relation to Institutional Review Boards)): lNMpuHATOEe 3KCNepTHbIM
coBeToM opraHmsaumm (3CO) 3aknoveHne, nogTesepxaarollee akT NpoBeaeHus
9KCnepTu3bl KIMHUYECKOro UCCreqoBaHUs U SBNSIOLWEECS paspeLleHMeM Ha ero
npoBegeHNe B OaHHOW OpraHu3auunm B COOTBETCTBUM C MHCTpyKumamm ICO,
HOpPMaTMBHbIMW OOKYMEHTaMW MEOULMHCKOW opraHu3aunv, a Takxke Haanexallewn
KnHnyeckon npaktukon (GCP) n HopmaTBHBIMK TpeboBaHUSIMM.

1.61 yasBumMble CyobeKTbl uccnepgoBaHua (vulnerable subjects): Jlnua, Ha
Yybe KernaHue Yy4acTBOBaTb B KIMHUYECKOM MWCCIeQOBaHMM MOXET OKasaTb
ype3MepHoe BINsiHNE OXuaaHve (060CHOBaHHOE UM HEOBOCHOBAHHOE) TeX Wnn
WHbIX MPEUMYLLECTB, CBSA3aHHbIX C Y4acTWMeM B WCCIEAOBaHWW, WM CaHKLUK
BbILLECTOSALLMX B MEPAPXMK 1L, B Crlydae oTkala OT yyacTtus. B kayecTBe npumepa
YNIEHOB MEpapXMYEeCKMX CTPYKTYP MOryT OblTb Ha3BaHbl y4yalwmecs BbICLUMX WU
CpeqHUX MeaULMHCKUX, hapMaLeBTUYECKMX W CTOMATONMOMMYECKUX Yy4ebHbIX
3aBefeHuA, MraglmMih  nepcoHan  KMMHWMK 1 nabopatopuid,  crnyxawme
drapMaLeBTUYECKMX KOMMaHWUA, BOEHHOCTyXalpme K 3aknodeHHble. K ys3BuMbIM
cybbekTam  UCCnedoBaHMSA  TaKke  OTHOCATCS  OonbHble,  CTpagarowme
HensneyYnmbiMm 3aboneBaHVsaMK, NMLa, HaxXoasWwmMecs B AoMax Mo yxoady, Huwme n
0e3paboTHble, MauUMEeHTbl, Haxogslmecss B  HEOTNOXHOM  COCTOSIHWM,
npeacTaBUTENN HaLMOHambHbLIX MEHbLUMHCTB, 0€340MHble, KOYEBHUKN, BexeHLbl,
HEeCOBEpLLUEHHONETHNE U NUa, HaxoasLWMEeCs NOA ONeKor Ui NoneYnTenbLCTBOM, a
TaKxe nuua, HecnocobHble AaTb cornacue.

1.62 dkcnepTHbIN coBeT opraHusaumm; CO (Institutional Review Board; IRB):
HezaBMcUMbIN OpraH, COCTOSLWMI M3 Nnl, paboTarwmx B 06nacTu MeauuuHbl, B
TOM 4YWUCIie Hay4yHOW, a TaKXe He OTHOCSALMXCHA K MeAuuMHe chneunanbHoCTeRn,
KoTopbI obecneunBaeT 3awmTy npas, 6e3onacHOCTM 1 Bnarononyynsi CybbekToB
nccnegoBaHMsa M NpefocTaBnsieT OOLECTBEHHYO rapaHTUIO Takon 3almThbl, B TOM
yucne NyTem paccMOTPEeHus, yTBepXaeHns/oaodpeHns NpoTokona uccnegoBaHns
N NOMpaBoOK K HEMY, a TaKxe mMaTepuanoB M METOAOB, KOTOpble npepgnonaraeTcs
ncnonb3oBaTh ANs NONyYeHUs Y AOKYMEHTUPOBaHNS MHGOPMMPOBAHHOMO COrnacus
CYOBEKTOB MCCNELOBaHMS.

2 MpuHUMNbI Hagnexawien KNMMHNYEeCKon
npaktukm (GCP)

2.1 KnuHunyeckne wuccrnegoBaHnss OOMkHbl NPOBOAUTLCA B COOTBETCTBUMM C
3TMYECKMMM MpUHUMNAMK, 3anoXeHHbIMN XenbCUHKCKOM Aeknapauven BMA wu
oTpaxeHHbIMM B GCP 1 HopMaTnBHbIX TpeboBaHusAX.

2.2 [1o Hayana vccnenoBaHnst AorkHa ObiTh NpoBedeHa OLeHKa COOTHOLLEHUS
NPOrHO3MPYEMOro pucka W HeygobGCTB C OXMOAEMOM NOMb3oM Anst cyGbekTa
uccnegoBaHusa 1 obwectBa. ccnegoBaHne MoxeT ObiTb HayYaTo M NPOLOIPKEHO
TONMbKO B TOM Crly4ae, ecnv oxugaemas nosnb3a onpaBablBaeT pUCK.

2.3 lpaea, 6e3onacHoCTb M Gnarononyyne cybbekTa WUCCNEAOBaHUS MMEHT
NepBOCTENEHHOE 3HAYEHUE N OOSDKHbI MPEeBanMpoBaTb Haf MHTEPECcaMU Hayku U
obulecTBa.



2.4 ViHcbopmaums (QOKNMMHUYECKas! U KIMHUYeECKas) 06 nccrneqyeMoM npoaykTe
JorrkHa ObITb AocTaTodHOM Ans 060CHOBaHUA NpeAnonaraemoro KIMHUYEeCKOoro
nccnenoBaHus.

2.5 KnuHudeckne mnccnenoBaHUa OO0SKHLI OTBEYaTb Hay4HbIM Tpe6OBaHI/IFIM n
ObITb YETKO U I'IOD,pO6HO ornncaHbl B NMPOTOKOIie.

2.6 KnuHuuyeckoe uccrnegoBaHve AOMKHO NPOBOAMTBCA B COOTBETCTBUMM C
NMPOTOKOMOM, YTBEPXOEHHbIM/OAOBPEHHBIM OKCNEPTHLIM COBETOM OpraHu3auum
(3CO)/HezaBuncumbim aT4ecknum kommutetom (HIK).

2.7 OTBETCTBEHHOCTb 3a OKa3blBaemMyro cy6be|<Ty MEONLUMHCKYHO MOMOLb U
npuHATNE peLLIeHIAI7I MeONLMHCKOro Xxapaktepa HeCeT Bpay.

2.8 Bce npueriekaemMmble K nposedeHunto unccnegoBaHnda nuua AO0IMKHbl MMEeTb
cooTBeTCTBYIOLLME o6pasosaHme, noarotToBKky w“  onblT Ana  BbINONMHEHUA
BO3J10’KeHHbIX Ha HMX 3aau.

2.9 [obpoBonbHoe MH(OPMMPOBAHHOE cornacue AOimKHO OblTb MOSy4eHO Yy
Kaxgoro cybbekTa A0 ero BKIYEHNS B UCCNeaOBaHME.

210 Bclo nonyvyeHHytd B KIMHWYECKOM MCCMEeLOBaHMM  MHAOPMAaLNIO
HeoOxoOuMO perMcTpupoBaThb, NepegaBaTtb M XpaHWTb TakMM ob6pa3om, 4TOoObI
Obinn obecneyeHbl TOYHOCTb M NPaBUIbHOCTE ee NpeaCcTaBneHns, HTepnpeTauum
1 BepudomKaLunu.

211  KoHdwmaeHumanbHOCTb  3anuMcen, MNOo3BONSWMX  MAEHTUdMUmMpoBaTb
cyb6BEKTOB MccrnegoBaHns, OormkHa ObiTb obecneveHa ¢ cobnogeHvem npaBa Ha
YACTHYIO XM3Hb U 3aLLMTY KOHMAEHLMANBHOCTU B COOTBETCTBMN C HOPMATUBHbBIMU
TpeboBaHNsAMM.

2.12 MNpon3BoacTBO M XpaHEHWNE Uccrnegyemblx NpoaykToB, a Takxke obpalleHne
C HMMKW HeoBXOAMMO OCYLUECTBMISITb B COOTBETCTBMM C NpaBuiamMm Haanexallemn
npoussoacTBeHHOM npakTukn (good manufacturing practice; GMP). Vccnenyemble
NPOAYKTbI AOSTKHbI MPUMEHATLCS B COOTBETCTBMMN C YTBEPXKAEHHLIM NMPOTOKOMOM.

2.13 [Ina obecne4vyeHnsa KadecTBa KaXdoro acrnekta WUCCreaoBaHUS OOIDKHbI
ObITb BHEAPEHbI COOTBETCTBYIOLLME CUCTEMBI U ONepaLMoHHbIE NpoLeaypbl.

3 DKCnepTHbIN coBeT
opraHunsauuun/HezaBNCUMbIN I TUYECKUN
komuteT (3CO/HIK)

3.1 Obs3aHHOCTH

3.1.1 OKcnepTHbI COBET oOpraHnsaunm/He3aBNCMMbIN 3TUHECKUA KOMUTET
npu3BaH 3aumwaTtb npaea, 6e3onacHocTb W Gnarononydme Bcex CYOBHEKTOB
uccrnenoBaHua. MiccneqoBaHmsM € ydacTMEM YS3BUMbIX CYOBHEKTOB AOIMKHO ObITb
yaeneHo ocoboe BHUMaHMe.



3.1.2 3CO/H3K gormkeH nonyuntb crnegyloume JOKYMEHTbI:

- MPOTOKON UCCNEAOBaHMA/MONPAaBKMY;

- MUCbMEHHYI opMy MHOPMUPOBAHHOIO CcCoOrfacuss U ee nocregyroume
pedakumun, npeanaraemble uccrnegoBaTenem A5ist UCNosib30BaHMSA B UCCIEAOBaHUM;

- onMcaHue OeNCcTBUA, HanpaBfeHHbIX Ha NPUBEYEeHNe CyOHLEKTOB K y4acTuo
B MccregoBaHum (Hanpumep, pekramHble 06 bABNEHNS);

- MMCbMEHHbIEe MaTepuarnbl, KoTopble OyayT NpeaocTaBneHbl CyOobekTam;

- BpoLuopy uccnegoBaTens;

- U3BECTHYI0 MHpopMaLMIo, KacatoLLytoca 6e3onacHoCTy;

- MHJpOopMaL MO O BbINSiaTax M KOMNeHcaumsax cydbekTam nccreqoBaHus;

- TEeKyLlyl0 Bepcuo HayvyHom Owuorpadmm mccnegosatens (curriculum vitae)
n/vinn gpyrue matepuarnbl, NOATBEPXKOAIOLLME ero KBanmmkaunio;

- nobble apyrve AOKYMeHTbl, KoTopble MoryT notpebosatbcss ACO/HOK ans
BbIMOSIHEHMA ero 06s3aHHOCTEN.

OCO/H3K porkeH paccMOTpeTb BOMPOC O MPOBEAEHMM NpeanaraemMoro
KIMHUYECKOro MCCreaoBaHns B pasyMHble CPOKU U AOKYMEHTanbHO OopMUTb
CBO€ MHEHME, YETKO MOAEHTMMUMPYSa uccneqoBaHme, pacCMOTPEHHbIE AOKYMEHTbI
W Aatbl NPY BbIHECEHWWN CREAYIOLLMX PELLEHWIA:

- yTBEPXOEHNS/0000peHuns;

- TpeboBaHWs O BHECEHUN W3MEHEHUN, HeobXoOouMbIX ANS  MNOSyYeHus
yTBEPXKOEHMA/00006 peHus;

- OTpMLaTENbHOIO 3aK4eHns/Heoq00peHus:;

- OTMEHbI/NPNOCTAHOBIIEHMS OaHHbIX paHee yTBepXaeHusa/ogodpeHus.

3.1.3 OCO/H3K  porkeH OLEHUTb COOTBETCTBME KBanMdmkauum
nuccrnegoeartensa npegniaraeMoMy MCCRNEAOBaHWIO Ha OCHOBaHWMM €ro  Hay4HoW
6uorpadmmn (curriculum vitae) w/wvnm apyro COOTBETCTBYIOLUEW LOKYMEHTauuWu,
3anpotueHHon QCO/HJIK.

3.1.4 3CO/H3K pomkeH paccmatpuBaTb Kaxgoe TeKyllee uccriegoBaHue C
NEepPUOANYHOCTbLIO, aAeKBaTHON PUCKY AN CYOBEKTOB UCCEegOBaHNs, HO HE pexe
O[HOro pasa B rof.

3.1.5 BCO/H3K wmoxetr notpeboBartb, 4TOObl CybbekTam wuccrneaoBaHUs
noMMMo  uHdoOpMauuu, ykasaHHon B 4.8.10, Obum  npeaocTaBneHbI
JOnonHUTENbHbIE CBeAeHUs 00 nccneaoBaHuu, ecnm, no mHeHmto OCO/HIK, aTa
MHGOPMaLMa MNO3BOSMIMT  CYLUECTBEHHO MOBLICUTb CTENEHb 3awmTbl Npas,
©6e3onacHocTn n/unn 6narononyynsi CyG bEKTOB.

3.1.6 Ecrm cornacue Ha yvacTue cybbekTa B MCCrneqoBaHMM, HE CBA3AHHOM C
nevyeHveM, JaeT ero 3akoHHbIn npegcTasutenb (cMm. 4.8.12 n 4.8.14), 3CO/HOK
[OIPKeH y0eanTbes, YTO NPeAOCTaBMEHHbIN NPOTOKON W/MnKn gpyras 4OKYMeHTauuns
COOTBETCTBYIOT 3TUYECKMM HOpPMamM WM HOPMAaTMBHbIM TpeboBaHMAM ONS Takux
ncecnegoBaHun.

3.1.7 Ecnm npoToKon npegycmMaTpuBaeT HEBO3MOXHOCTb MOSTydEHUs1 corfiacus
Ha yyacTue B UCCIeAoBaHMKM y CyObeKTa UnM ero 3akOHHOro npeacTtaBuTens (Cm.
4.8.15) po momeHTa BKItoveHus cybbekTta B uccrnegosaHne, OCO/HIK gomkeH
ybeanTbCcsl, 4YTO NPeaoCTaBfEHHbIN MNPOTOKON W/wnM apyras  LOKyMEHTauus
COOTBETCTBYIOT 3TMYECKMM HOpMam M HOPMaTUBHbIM TpeboBaHMAM ANA Takux
nccrnegoBaHun (HanpyumMep, NPY HEOTIIOXKHBIX COCTOAHUAX).

3.1.8 OCO/HOK paccmaTtpuBaeT pas3Mep W MNOpAOOK BbINAT CYOBLEKTY
uccnegoBaHus,  4tobbl  ybeautbcA B OTCYTCTBMM  HEODOCHOBaHHOW
3aMHTEPECOBAHHOCTN UMM MpUHYXOEHMA CyObeKkToB uccrnenoBaHuns. Pasmep
BbInnat cybbekTam [oSkeH OblTb 3apaHee onpeferneH U He [OIKeH LLeNUMKOM
3aBMCETb OT TOrO, 3aBepLUMI CYyOBEKT nccrnenoBaHne NoMHOCTHIO UMK HET.



3.1.9 3CO/H3K pomkeH yb6eautbCca B TOM, YTO MHGpOpMaLUs, KacawoLllascs
BbINnaT cybbekTaMm nccrnegoBaHusi, BKIoMas MeToAbl, CYMMbl M rpaduvK Bbinnar,
OTpaXeHa B NMUCbMEHHOM dopMe MHGOPMUMPOBAHHOIO corracusa n nbon apyrow
NUCbMEHHON MHpopMaLnK, NpeaocTaBnsaeMmon cybbekTam. [omkHO BbITh yKasaHo,
Kakum obpasom ByneT onpefeneH pasmep Bbinnar.

3.2 CocTtaB, hyHKLUMN U NOPAAOK padoThbl

3.2.1 3CO/HOK pomkeH MmeTb B CBOEM COCTaBe [0OCTATOYHOE YMCIo v,
CyMMapHo obnagarolpmx HeoOBXOAUMbIM OMbITOM W KBanMdwmKauuen Ons OLEeHKU
Hay4HbIX, MEQUUMHCKMX M 3TUYECKMX acCMeKTOB NpeasiaraemMoro uccrenoBaHus.
PekomeHayeTcs, 4tobbl B 3CO/HIK Bxogunu:

a) He MeHee NATU YIIEHOB;
6) KaKk MUMHMMYM OWH YIIEH, YbW MHTEPECHI NeXaT BHE Cdepbl HAYK;

B) Kak MUHUMYM OAWH YrieH, KOTOpbIV He 3aBuUCUT oT
opraHusauun/uccnegoBaTesnibCKoro LieHTpa.

lonocoBaTb/BbipaaTb MHEHME MO MCCNEAOBaHWIO MMEHT MPaBO TOMbKO Te
uneHsl QCO/HIK, koTOpble HE 3aBUCAT OT UCCredoBaTens M CMoHcopa A4aHHOro
uccnegosarus. ACO/HOK pgorrkeH BECTU CMUCOK CBOMX YSIEHOB C YKa3aHWEM WX
KBanudukawmm.

3.2.2 OCO/HAK pomkeH oOCywecTBNATb OEATENbHOCTb B COOTBETCTBUMM C
NMMCbMEHHBIMK NpoLieaypamMu, LOKYMEHTMPOBATb CBOK paboTy, BECTW NMPOTOKOSbI
3acedanni, a Takxke cobnogate GCP n HopmaTuBHbIE TpeboBaHuMs.

3.2.3 O3CO/H3K npuHMmMaeT pelweHna Ha OODBSBMEHHbIX 3acefaHusix npu
HanM4YMM KBOPyMa, yCTAHOBIIEHHOTO €ro MMCbMEHHbLIMU NPOoLLeAYyPaMMU.

3.2.4 TpaBo ronocoBaTb/BbiCKa3biBaTb CBOE MHEHWE Wunn pekomeHaauuu
umetoT Tonbko Te uneHbl OCO/HOK, koTopble y4yacTBYHOT B pPacCMOTPEHUM
OOKYMEHTaLUM N 06 CyKaEHUN.

3.2.5 Wccnegosatenb MOXeT npegocTaBnaATb MHGOPMaUM No  nobbiM
acnekTaMm MWCCMNedoBaHWsl, HO HEe MOXeT YyyacTBOBaTb B MPEHusIX unv B
roriocoBaHun/BbipaboTke MHeHns S3CO/HIK.

3.2.6 OCO/HOK wmoxeT obpawatbca 3a NOMOLIBK K 3KcnepTam, He
ABNAOLLMMCS €ro YneHamu.

3.3 Mpouenypsbl

OCO/HOK porpkeH paspaboTtaTtb, OOKYMEHTanbHO odopMuTb U cobnogatb
CBOW NpoLeaypbl, onpeaenstowme:

3.3.1 Ero cocTtaB (hammnmmn n ksanndmkau Mo YNeHoB) U y4peamBLUMIA €10 OpraH.

3.3.2 Tllopagok HasHayeHust 3acefaHun, OMoBELUEHWsI €ero  YneHoB O
NpeacTosLLMX 3acedaHnsix, a TakKe opraHn3aumio 3aceaaHuii.

3.3.3 MNopsaok NepBUYHOMO M MOCTeAYyOLEro pacCMOTPEHUS AOKYMEHTALMM MO
nccrnenoBaHuto.

3.3.4 [llepnogMyHOCTb NOCNEAYIOLWEro pacCMOTPEHUs OOKYMEHTauun no
nccrnegoBaHuto.



3.3.5 Tllopsapgok, cornacHoO HopMaTMBHbIM  TpeboBaHWAM,  YCKOPEHHOrO
pacCMOTpPEHNA U YTBEPXKOEHWUS/0A00PEHNsT HEe3HAYMTENMbHbLIX W3MEHEHUA Ans
nccrnenoBaHuin, paHee YTBEPKAEHHbIX/0000 peHHbIX UM Xe.

3.3.6 HegonycTMOCTb BK/OYEHMSA CYOBHLEKTOB B MCCReAoBaHWe OO0 TOro, Kak
OCO/HOK BblgacT nucbMeHHOE yTBepXaeHue/ogobpeHne Ha npoBefeHue
nccnegoBaHus.

3.3.7 HeponyCTUMOCTb OTKIIOHEHWA OT MPOTOKOMa WM ero u3meHeHun 6es
npeaBapuTeENbHOrO  yTBEPXKAEeHWA/o[obpeHnss  COOTBETCTBYIOLLMX — NOMPaBOK
OCO/H3K, kpome Tex crnyyaes, Korma HeOBXOAMMO YCTPaHUTb HENOCPEACTBEHHYIO
yrpo3dy cybbekTam wuccrnefoBaHUst WM KOrda W3MEHEHUsl KacalTCs TOMbKO
aAMUHUCTPATUBHBIX WM TEXHUYECKUX acrnekToB uccrefoBaHus (Hanpumep,
3aMeHa MOHUTOpa, U3MeHeHne HoMepa TenedoHa) (cm. 4.5.2).

3.3.8 Obsa3aHHOCTbL UccnegoBaTensa HesamegnuTernbHo coodbwatb SCO/HIK:

a) 06 OTKITOHEHMSAX OT NPOTOKOMAa UM U3MEHEHNSIX MPOTOKONA, NPOM3BEAEHHbIX
ONa yCTpaHEHUss HEMOCPEACTBEHHOM Yrpo3bl CyObekTam nccnegoBanus (cm. 3.3.7,
452,454)

0) 00 M3MEHeHMsX, YBENMUUBAKOLWMX PUCK ONSi CYOBEKTOB W/ CYLUECTBEHHO
BNMSAOLLMX HA NpoBeaeHne nccnegosanns (cMm. 4.10.2);

B) 0060 BCex HexenaTerbHbIX peakuunax, KoTtopble ABNATCA OOHOBPEMEHHO
cepbe3HbIMU N HenpeaBngeHHbIMU,

F) O HOBbIX AaHHbIX, KOTOpblE MOIryT CBMAOETENbCTBOBATL O BO3pacTaHUN pUCKa
ana Cy6'beKTOB nnn He6J'IaFOI'IpVI$-|THO NOBJINATb Ha XO4 UCCJieqoBaHUA.

3.3.9 O06sazaHHocTb JCO/HOK HesameanmtensHo B MUCbMEHHOM Buae
coobuatb nccnegoBaTento/opraHn3aLnm:

a) O CBOWX peLLEHMAX/3aKIMtYEHMAX, KacatoLLMXCA NccrnegoBaHuns;
6) 0 NpyYNHAX NPUHATUS PELLEHWI/3aKITIOYEHUN;

B) O Nopsigke 06anoBaHnsl ero PeLLeHWn/3aKoYeHUNA.

3.4 lokymeHTauumA

OCO/H3K pomkeH xpaHuUTb BCe AOKYMEHTbl (Hanpumep, CBOM npouenypsl,
CMUCKM YNEeHOB C YyKa3aHWeM popa AeAaTenbHoCTM U MecTta  paboThl,
npeacTaBneHHble Ha pacCMOTPEHVMe [OOKYMEHTbl, MNPOTOKOSbl 3acedaHuin un
nepenucky) B Te4EeHWe MUHUMYM Tpex NeT Mocre 3aBepLueHust UCCIeLoBaHusa U
npegocTaBnsaTb MX MO 3anpocy YMNOMHOMOYEHHbIX opraHoB. Mccneposarenu,
CMOHCOpP, YMONMHOMOYEHHbIE OpraHbl MoryT 3anpawvmatb y JOCO/HIK ero
npoLeaypbl U CMINCKN YSIEHOB.

4 UccnepoBartenb

4.1 KBanudunkauma n obasartenncrea
uccnepnoBarens



41.1 Wccnegosatenb [OmMKeH uMeTb o6pasoBaHne, npodecCroHanbHyo
NMOArOTOBKY M ONbIT, MO3BOMSAOLME €My NPUHATbL Ha cebsa OTBETCTBEHHOCTb 3a
Hagnexallee npoBedeHWe  KNMHUYEeCKoro  uccrnepoBaHuda.  Keanudwkauus
nccrnegosartensa OfpkHa COOTBETCTBOBATb HOPMAaTUBHbIM TpeboBaHusM M ObiTb
noaTeBepxaeHa ero HaydyHon 6wuorpadgmen (curriculum vitae) w/wvnm  gpyrumm
OOKYMEHTaMK, KoTopble MOryT ObiTb 3anpolleHbl crnoHcopoMm, SCO/HIK w/ivnn
YMOSTHOMOYEHHbLIMW OpraHamu.

4.1.2 Uccneposaternb OOMMKEH AeTarnbHO 3HaTb, Kak NPUMEHATb UCCrenyeMbIi
NpoaoykT B COOTBETCTBMM C MNPOTOKONOM, TEKyLen pegakumen OpoLuopbl
uccnegosatens, WHGoOpMauven o nNpoayktTe U APYTIMMU  UCTOYHUKaMW,
npenocTaBnsieMbIMU CIIOHCOPOM.

4.1.3 Wccnepoeatenb goivkeH 3HaTb U cobrogate GCP m HopMaTuBHbIE
TpeboBaHus.

4.1.4 Nccneposatenb/opraHM3aums He AOSMKHbI MPENSITCTBOBATb MOHUTOPUHIY U
ayauTy CO CTOPOHbI CMOHCOPA, a TaKXe MHCNEKLUMSM YNONTHOMOY€EHHbIX OpraHoB.

4.1.5 WccrneposaTtenb [OorkeH BecTUM CNUCOK obnagatowmx Heobxoaumon
KBanmdmKaumnen nuu, Kotopble No ero Nopyy4eHuo OCYLLIECTBASIOT onpeaenieHHyo
[EeATENbHOCTL B paMKax UCCeQoBaHus.

4.2 CooTBeTCTBYHOLME peCcCypChl

421 WccrnepgoBatenb OomkeH ObiTb  crnocobeH MpooeMOHCTPUMPOBAaTb
(Hanpumep, Ha OCHOBaHUM PETPOCMEKTUBHBIX AaHHbIX) BO3MOXHOCTb Habopa B
Te4YeHne OroBOpPEHHOro nepuoaa Tpebyemoro KonMydecTsa NOAXOASALMX CYOBHEKTOB
nccnegoBaHus.

4.2.2 Wccneposatenb OOMKEH WMMETb AOCTATOMHOE KONMMYEecTBO BPEMEHMN,
YTOObI Haanexawmm 06pa30M NnpoBECTU N 3aBepLlnNTb UccrnegoBaHne B Te4veHue
OroBOpeHHOro nepuoga.

4.2.3 WccrnepoBaTtenb [OOMkeH pacnonaraTe [0CTaTOYHbIM — KOMMYECTBOM
KBanMMUUMPOBaHHbIX COTPYOHUKOB WM MaTepuarbHbiX pPecypcoB (MOMELLEHUs,
obopynoBaHne) B MNepuog WCCNegoBaHusl, ANs Toro 4tobbl MNPOBECTU 3TO
uccregoBaHve Hagnexawwmm n 6esonacHoiM obpasom.

4.2.4 WNccrnepoBaTenb oTBe4yaeT 3a TO, YTOObl BCe 3aHATble B KITMHUYECKOM
nccrnegoBaHMm COTPYAHMKM Gbifv XOPOLLO 3HAKOMbI C MPOTOKOSIOM U UCCReLyeMbIM
NPOAYKTOM, a TaKxe CO CBOUMM (DYHKLUSIMU U 06A3aHHOCTSIMI.

4.3 OkazaHMe MeaAnLMHCKOU NOMOLLMU
cyobeKkTam uccrieqoBaHus

4.3.1 Asnalowmmncs wvccrnegoBatenem WnNM couccrnegoBaTenem Bpad Hecet
OTBETCTBEHHOCTb 3a BCe MNPWHMMAaeMble B pamKax WCCrefoBaHus peLueHus
MeOMLMHCKOro XxapakTepa.

432 Bo BpemMsa M MO 3aBepLlieHUM Yy4yacTus CcybbekTa B UCCriedoBaHUK
uccregoBaTternb/opraHm3aums OOkHbl  0obecneynTb  OKa3aHue - CYOBbeKTy
HeobxoOMMOW  MEOULMHCKOW MNoMowM B criydae JobbiX CBA3AHHBIX C
UCCnefoBaHMEM HexenaTernbHbIX SBMEHWW, BKMOYas KIAMHWYECKN 3HayYuMble
n3MeHeHus nabopaTtopHbiX nokasatenen. Vccnegoeartenb/opraHmnsaums 06s13aHbl
WHGOpMMpoBaTb  CybbekTa O  CTaBWMX  M3BECTHbIMM  MCCregoBaTento
WHTEPKYPPEHTHbIX 3abonesaHusix, TPeOYOLLMX MEAULMHCKON MOMOLLM.



4.3.3 Wccnepoeartento pekoMeHOyeTCs CooOWMTb nedallemy Bpady, ecru
TakoBoW uMmeeTcsi, 06 yvacTum cybbekTa B WUCCRegoBaHUMM MPU YCIOBUM, 4TO
CYOBEKT He BO3paxkaeT NPOTMB MHAOPMUPOBAHNS JleYallero Bpaya.

4.3.4 Xots cybbekT He 00si3aH coobuw@arb O MpuyMHax, NobyAMBLUMX €ro
OOCPOYHO MpeKpaTUTb y4yacTue B UCCIegoBaHWKM, UCCredoBaTenb  [OSDKEH
nonbITaTbCs YCTAHOBUTb 3TU NPUYMHBI, NPOSBMAS MPY 3TOM MNOMHOE YBaXKeHue K
npaBam cybbekTa.

4.4 KoHTakTtbl ¢ QCO/H3K

441 lMepea TeM Kak HayaTb UccregoBaHue, UccrnegoBartenb/opraHvM3aums
OO/DKHbI  MOMYyYUTb MUCbMEHHOE W  [aTUpOoBaHHOe YyTBepXaeHue/ogobpeHne
OCO/H3K npoTokona uccnegoBaHusi, MUCbMEHHON GYOPMbl MH(POPMUPOBAHHOIO
cornacust U ee nocregylowmx pefakuuin, Mep, HanpaBreHHbIX Ha MnpuBieyYeHne
CYOBEKTOB K y4acTUIO B UCCreaoBaHWUM (Hanpumep, pekrnamHbiX 0ObsBrEHUR), U
nodbIX APYTMX MMCbMEHHBIX MaTepuaros, KOTOpble NpegnonaraeTcsa NpegocTaBnTb
cybbekTam.

4.4.2 BmecTe ¢ gpyruMn SOKYMEHTaMWU MUCcriegoBaTtenb/opraHmsaumns gOSmkHbI
npegoctasutb ACO/HOK nocrneaHoo pegakumnio 6poluopbl MccrnegoBatens. Ecnn
OpoLuopy uccrnegosartens [JOMOSHAT B xoae nccnenoBaHus,
uccrnegosarternb/opraHm3aums  obsa3aHbl  npegoctaBute  QCO/HIK  HoByto
peaakumio 6poLlopbl UccreaoBaTens.

443 B TeyeHue wuccreaoBaHUA —UccriegoBaTenb/opraHu3aumnsa  OOSDKHbI
npegocTtaensaTe ACO/HIK Bce noanexalme pacCMOTPEHUIO AOKYMEHTbI.

4.5 CoGnoaeHne npoTokona

451 WccnepgoBaTenb/opraHnsaumsi OOIPKHbI MPOBOAUTL  UCCRedoBaHME B
COOTBETCTBUM C MNPOTOKOSIOM, COIMAacoBaHHbIM CO  CMOHCOPOM U, MpU
HeobXx0aMMOCTK, C YMOSIHOMOYEHHBIMU OpraHamMun, U yTBepXaeHHbIM/0A00pEeHHbIM
OCO/H3K. B noarteepxaeHne AOroBOPEHHOCTU MccriegoBaTenb/opraHnsaums m
CMOHCOP NMOANMCLIBAKOT NPOTOKOI UMK OTAENbHbBIN JOrOBOP.

4.5.2 NccnepgoBaTenb He OOIMKEH OTKIOHATbCA OT MPOTOKONa WM BHOCUTb B
Hero nsmeHeHus 6e3 cornacusi cnoHcopa u 6e3 npeaBapuTENbHOMO PacCMOTPEHNSA
N OOKYMEHTarnbHO 0popMMEHHOro yTBepxaeHs/oqobpeHns nonpaBku K NpoToKomy
OCO/H3K, kpome Tex crnyyaes, Korja HeOBXOAMMO YCTPaHUTL HENOCPEACTBEHHYIO
Yyrpo3y CcybbekTam WUCCrNeAoBaHMs WM KOa M3MEHEHUst KacalTCs TOmbKo
aAMVHUCTPATMBHBIX WM TEXHWYECKUX acnekToB MWCCnedoBaHusa (Hanpumep,
3aMeHa MOHWTOpa, U3MEeHeHVe Homepa TenedoHa).

453 WccrnepoBaTtenb WM Ha3HaA4YeHHOE MM JIMLIO [OOSPKHO OOBACHATH WU
OOKYMEHTarnbLHO 0opMIIATL IO bIe OTKIMOHEHMS OT YTBEPXKOEHHOrO NPOTOKOSA.

4.5.4 VccnepoBaTtenb MOXET OTKIOHATLCS OT MPOTOKOSia UM BHOCUTb B HEro
N3MEHEHUS AN YyCTpaHEHUs HeNocpeaCcTBEHHON yrpo3bl CyObekTamM UccregoBaHms
©e3 npenBaputenbHoro yTeepxaeHus/ogodpeHna QCO/HIK. B kpaTyariume cpoku
onMcaHue OTKIIOHEHUA WM M3MEHEHWN C YyKa3aHMeM WX MpUYMH W, Npu
HeobxooMMOCTK, npeanaraemble MNOMPaBKM K MPOTOKOMY  AOMKHbI  ObITh
HarnpaBneHbl:

a) OCO/H3K gnsa paccmoTpeHnust n yTeepxaeHus/oqobpeHus;

6) cnoHcopy AN COrMacoBaHNs C HUM;



B) YNONMHOMOY€EHHbIM OpraHam, ecim Heo6xogMmo.

4.6 Uccnepgyemble NpoAayKTbl

4.6.1 OTBeETCTBEHHOCTL 3@ y4eT nuccnegyemblx  NPOAYKTOB B
nccrnenoBaTenbCKoOM LIEHTPE BO3TOXEHa Ha uccriegoBaTtens/opraHM3auuio.

46.2 Ecnm 310  paspelweHo/TpebyeTcsi, uccrnegoparenb/opraHM3ayms
MOryT/O0SDKHbI nepenarb HeKoTopble nnm BCE 00653aHHOCTH
uccrnepgosarteng/opraHM3auum  nNo  yd4eTy  UCCregyemMblX — NpOAYKTOB B
nccrnegoBaTenbCkoOM — LIEHTpPE  anTeqyHoMy  paboTHMKY WM MHOMY — nvuy,
NOAKOHTPONBHOMY MUCCregoBaTento/opraHn3aLnmm.

4.6.3 Wccnepoeatenb/opraHusaums Wunmm anTeudHbli paboTHUK MM MHOoe
YNONHOMOYEHHOE UCcreaoBaTenem/opraHm3aumeit muMuo  OOSDkHbl BEeCTUM  ydeT
NoCcTaBOK MPOAYKTOB B UCCre0BaTENbCKUIA LEHTP, UX 0aKTUYECKOro KonmyecTBa
B LLEHTPE, MCMNONb30BaHNs KaxablM CYOBHEKTOM, a Takke Bo3BpaTa CroHcopy NMbo
WHOrO pacnopsiXeHVs HEMCMONb30BaHHLIMU NpoAyKTamu. 3anncu no y4eTy A0SDKHbI
BKMoYaTb B cebd gartbl, KONMYECTBO, HOMEpa NapTUI/Cepun, CPOKM rogHOCTU (e
NPMMEHMMO) W YHUKamnbHble KOAbl MCCrneayembiX MNPOAYKTOB U  CyObekToB
uccnegoBaHus. Viccrnegosatenb AOMMKEH BECTM 3anucu, noaTBepXaalLlme, YTo
CyObeKkTbl MonyyYanM wuccrnegyemMble MNPOAYKTbl B A03aX, NpeayCMOTPEHHbIX
NMPOTOKOMOM, B  KONMMYECTBax, COMMacylowmxcss Cc  obuwmM  KoOnM4ecTBOM
nccneayemMbix NPOAYKTOB, MOSy4YEHHbIM OT CMOHCOpPA.

46.4 WVccnegyemble nNpoAyKTbl cregyeT XpaHUTb B COOTBETCTBUM C
WHCTPYKUMsIMK cnoHcopa (cM. 5.13.2 n 5.14.3) n HopMmaTnBHbIMK TPEBGOBaHMAMMN.

4.6.5 Vccneposatenb gomkeH obecneyntb, 4YTOObI MUCCreayeMble NpoayKTbl
ObINM MCNOMNb30BaHbI TONbKO B COOTBETCTBUM C YTBEPKAEHHBIM NPOTOKOMOM.

4.6.6 WccneposaTene unyv ynorHOMOYEHHOE UccreaoBaTenem/opraHnsalmnen
MU0 OO0IMKHO OO BACHUTL KaXaoMy CyObeKTy npaBuna npuMeEHeHus nccrnegyemblx
NPOAYKTOB W 4epe3 npuemremble WHTepBanbl BpemMeHW (B 3aBUCMMOCTU OT
nccrnenoBaHus) NPoBepATb COBMIAEHNE ATUX UHCTPYKLUIA KaXKObIM CYyOBHEKTOM.

4.7 PaHgomusauus M packpbiTve Koaa

Nccnepoeatenb AorpkeH cobnofgaTb MNPedyCMOTPEHHYH B MCCriegoBaHum
METOAMKY paHOOMU3aLIUK, eClN TaKoBasi UMEETCS, U 06ecneYnTb packpbiThe Koga
TOMbKO B COOTBETCTBMM C MPOTOKONOM. Ecrnn nccnegoBaHne npoBoanTCs CrienbiM
MeTOA0M, UCCNefoBaTesb AOMMKEH HE3aMea IMTENbHO AOKYMEHTanbHO 0bopMUTE U
06bSACHUTL CMOHCOpY NMtoGoe NpexaeBpeMEeHHOe pacKpbiTUe Kopa uccreayemblx
NMPOAYKTOB (Hanpumep, cryvaiHoe packpbiThe KoAa, packpbiTe koda B CBSA3M C
Cepbe3HbIM HeXenaTerbHbIM SIBNEHNEM).

4.8 UHchopmupoBaHHOe cornacue cyobLekToB
uccrieqoBaHuA



4.8.1 Tpy nonyyeHnn M [OKYMEHTaNbHOM OCOPMMEHNN MH(OPMUPOBAHHOIO
cornacusi  uccregosatenb OO/PKeH cobnogatb  HopmaTtuBHble  TpeboBaHus,
npygepxmBatbcd GCP 1 3TUYECKMX MPUHLIMMAOB, 3arioXeHHbIX B XernbCUHKCKOW
peknapaumm BMA. [Jo Hayana mnccregoBaHusa uccriegoBaTtenb OOIPKEH NOMyYuTb
nucbMeHHoe  yTeBepxaeHune/onobpeHne  OCO/HIK  nucbMeHHOW — GhopMbl
WH(OPMUPOBAHHOIO corfacnsa u  MobbIX  ApYrMX MUCbMEHHbLIX MaTepuanos,
NPeaoCcTaBnsgeMbIX CyObeKkTam.

4.8.2 lucbMeHHasa dopMa WHGOPMUPOBAHHOMO cornacuss U nbble gpyrve
NMUCbMEHHbIe maTtepwmarnsl, npegocTasnsemble cybbekTam, cnenyet
OONONHATL/MCNPABATE MO MEpPE MOSIBIIEHMS HOBOW BaXXHOW MHApopMaLnm, KoTopas
MOXET  OKa3aTbCs  CYWECTBEHHOW Ana  coracust cybbekta.  Jliobasa
AONOornHeHHas/vcnpaBneHHasi NMCbMeHHasi opMa MHPOPMMPOBAHHOTO COrnacusi u
nobble  gpyrve  OOMOSNHEHHbIE/UCMNPaBreHHble  MUCbMEHHbIe  MaTepuanbl,
npegocTaBnsiemMble CyGbekTam, OOmkHbl ObITh yTBEepXaeHbl/ogobpeHbl QCO/HIK
A0 MX WCnomnb3oBaHuss B uccrnegoBaHun. CyObekT WM ero  3akOHHbIN
npeacTaBuTENb JOIMKEH ObITb CBOEBPEMEHHO 03HAKOMIIEH C HOBOW MHGOpMaLMEN,
CNocoOHOM MNOBMMATL Ha enaHve CcyObekTa npogorkatb yyactve B
nccnegosaHun. PakT nepegadn 3ToM MHGPOPMALMM OOSTKEH OblTb AOKYMEHTarbHO

0dbOpMIEH.

4.8.3 Hn nccnepoBaTtenb, HU apyrne 3aHATble B UccriegoBaHum niua He O0JmKHbI
NPUHY>XOATb Cy6'beKTa nnn  ncnosnb3oBaTtb WUHblE HEKOPPEeKTHble MeToAdbl
BO3OENCTBMUS C LENbIO CKMOHUTb €ero K y4acTuio nmbo npoAoOIPKEHUIO yH4aCcTuUA B
nccnegoBaHuMN.

4.8.4 Hun ycTHas, HM NMCbMeEHHas MHGOPMAaLMS, Kacarwasacs uUccrenoBaHus,
BKMOYas MUCbMEHHYI0 opMy WMHGOPMUPOBAHHOIO CoOrfacusi, He [OOoIpkHa
cogepxaTtb hOPMYIIMPOBOK, MPSIMO USIM KOCBEHHO CKITOHAHOLWMX CyObekTa nmm ero
3aKOHHOrO NpeacTaBUTENS OTKa3aTbCsl OT 3aKOHHbIX NPaB, a Takxke opMyrMpoBOK,
NPsSIMO UINM KOCBEHHO OCBOOOXOAIOLWMX MCCregoBaTensi, opraHM3aumio, CroHcopa
UINN UX NPEACTaBUTENEN OT OTBETCTBEHHOCTM 3a XarnaTHOCTb.

4.8.5 VccnepoBatenb WM HasHa4YeHHOE MM fMLO AOSPKHO B MOSHOW Mepe
npouHgopMMpoBaTb CyObekTa unM, ecrm CcybbekT He cnocobeH Aatb
MHOPMMPOBAHHOE COrfacue, ero 3aKkOHHOro NpeacTaBuTenst 060 BCEX 3HAYUMbIX
acnekTax uccrieqoBaHus, B TOM YMCe 03HAaKOMUTb C MUCbMEHHOW MHMpopMmaLmen
06 nccnegoBaHMn U 0400 peHMeM/NoNoOXUTENbHLIM 3aknodeHnem SCO/HOK.

48.6 YcTHad u nuUCbMeHHas uwHdopmaums o6 uccrnegoBaHuM, BKMKOYas
NMUCbMEHHYI0 hopMYy MHOPMUPOBAHHOIO Corfacusl, AOIMkHA COAePaTb Kak MOXHO
MeHbLLe cneuuanbHbIX TEPMUMHOB W ObITb MOHATHA CYObLEKTY unn, B
COOTBETCTBYIOLLMX cnyyasix, ero 3aKOHHOMY npegcTaBuUTenNto n
He3anHTepecoBaHHOMY CBUAETENIO.

4.8.7 lMNepen nony4yeHnem MHAOPMMPOBAHHOIO COrflacus UccregoBartenb Win
Ha3Ha4YeHHoOe WM NMUO AOMMKHO NPefoCTaBUTb CYOBLEKTY WM €ro 3aKOHHOMY
npegcTaBuUTENO  OOCTATOYHOE KOMMYECTBO BPEMEHM W BO3MOXHOCTb  ANS
nonyyeHnss 6onee nogpobHon wHdopMauMnm 06 wuccrnegoBaHMM U MPUHSTUSA
peweHns o6 y4yacTum B HEM WM OTKase OT Takoro ydacTtus. CyGbekT unm ero
3aKOHHbIA NpPeACTaBUTENb AOMMKEH MOMyYMTb UCYEpnbiBalOLME OTBETbl Ha BCe
BOMpocbl 00 nccneaoBaHun.

4.8.8 [Jo Hayana y4yacTMa B WCCregoBaHWM CYOBEeKT WM ero 3aKOHHbIN
npeacTaBuTENb, a Takke N0, NPOBOAMBLLEE Pa3bsCHUTENbHYIO 6eceny, AOIMKHbI
noanucaTb 7] CcoBCTBEHHOPYYHO nartmpoBaTtb NUCbMEHHYH0 dopmy
MHJPOPMUPOBAHHOIO COrnacusi.



4.8.9 Ecnv cybBbEKT unm ero 3aKOHHbI NpeacTaBuTeNb HE CNOCOBEH YnTaTb, TO
B Te4YeHMe BCeW pasbsacHUTENbHOM Gecedbl OO/MKEH  MPUCYTCTBOBATb
He3anHTepecoBaHHbIN cBMAETENb. [locne Toro Kak CyGbekTy UM ero 3akOHHOMY
npeacTaBuUTENo npo4yntanu " pas3bsACHUN NUCbMEHHYH0 dopmy
WMHCOPMMPOBAHHOIO corfacus 1 apyrve npeaoctaBndemMble CyObekTy MMCbMEHHbIE
mMatepuasrbl U nocrne Toro kak CyObekT WnM ero 3akOHHbIM MpeacTaBuTernb Aan
YCTHOE corflacne Ha ydacTume cybbekTa B UCCregoBaHMM W, €Cnin CnocobeH,
noanucan " Cco6CTBEHHOPYYHO aaTtuposan NMUCbMEHHYIO dopmy
WH(OPMMPOBAHHOIO  Corflacusl, CBUAETENb OO/KEeH ee  nognucatb M
cobCTBEHHOPYYHO AaTtupoBaTb. [lognucebiBas dopMmy cornacusi, CBUAETENb
noaTeepxgaeT, 4YTo WHopMauus, coaepxallasaca B dopme corfacusi U BCex
OPYMMX NMUCbMEHHBLIX MaTepuanax, bbiia TOYHO pasbsiCHEHa M MOHATa CYyOBHLEKTOM
WM ero 3aKOHHbIM NpeACcTaBuUTENEM M YTO COrfiacue Ha ydyactve B UccrnegoBaHum
AaHO CyObEeKTOM MMM €ro 3aKOHHbIM NpeacTaBuTenem 4o6poBOSbHO.

4.8.10 Kak B xoage pasbsicHUTEnNbHOM Gecedbl, Tak M B MMUCbMEHHON dopme
WMHGOPMMPOBAHHOIO COrnacus, a Takxke fnobbiX ApYrMxX NMMCbMEHHbBIX Matepuanax,
npenocTaBnsiemMblx CyObekTam, AOIMKHO ObiTb pa3bACHEHO creaytoLlee:

a) MiccnepgoBaHne HOCUT aKCNepUMEHTarbHbIV XapakTep.
6) Llenb nccneposaHus.

B) BapI/IaHTbI JledeHna B npouecce mnccriegosaHna n BepodaTHOCTb CJ'Iy‘-IaIZHOFO
pacnpeneneHna B ogHy 13 rpynmn fie4eHus.

r) Mpoueaypbl UccrnefoBaHUst, BKIMKOYasi BCE MHBA3UBHbIE NpoLeaypbl.
A) O6s3aHHOCTM CyGbeKTa.
e) Te acnekTbl CCNeaoBaHWs, KOTOPbIe HOCAT 3KCNEPUMEHTAarbHbIN XapakTep.

X) Oxupgaembli puck unmM  HeygobcTBa Ans cybbekTa, a Takke, B
COOTBETCTBYHOLLMX Cryydasix, 4N aMOpuoHa, Nnofa Unv rpyaHoro pebeHka.

3) Oxugaemble Bbiroga wunu nonb3a. Ecnv nomb3bl ¢ MEOULMHCKON TOYKK
3peHns He npegnoraraeTcsl, TO CybbekT AosmkeH ObiTb MocTaBfeH o6 3ToM B
M3BECTHOCTb.

1) NHble, nOMMMO NpeayCMOTPEHHbIX B UCCREAOBAHWM, NpoLeaypbl N MeToAbl
neYeHusi, Kotopble MOryT ObiTb OOCTYMHbI CYOBEKTY, a Takke WX 3HadYuMble
noTeHUManbHble Bbiroga u/vnv nonb3a, a Takke pUck.

K) KomneHcauus wvnm neyenve, JOCTYNHble CYObEKTY B Cryvyae MpUYMHEHUS
BpeAa ero 34,0poBbi0 B pe3yrnbTaTte y4acTusi B UCCriefoBaHUm.

n) MnaHupyemMble BbiNnaTbl CyObHEKTY 3a €ro yyactue B WUCCIieoBaHWUM, ecrm
TaKOBble NPEeaYCMOTPEHbI.

M) MnaHupyemMble pacxoabl CyObekTa, eCriv TakoBble OXMAAKTCS, CBSA3aHHbIE C
€ro y4acTueMm B 1ccriejoBaHuM.

H) YuyacTne cybbekTa B MCCNegoBaHnM SBNsieTCA A06POBOMbHBIM, M OH MOXET
oTKasaTbCsl OT y4acTusi U BbIATU U3 UCCNeQoBaHUs B NMoOON MOMEHT 0e3 Kakumx-
mbo caHkuui onsa cebs nnm noTepu NONoXeHHbIX BbIFOA.



0) MonuTtopsl, ayautopbl, QCO/HOK 1 ynonHOMO4Y€eHHbIE OpraHbl B TON Mepe, B
KakoMm 3TO [OMNyCKaeTCcs 3aKoHO4ATeNbCTBOM, OyAyT UMETb MPAMOM AOCTYN K
OpUMMHarnbHbIM MEAULMHCKUM 3anucsaM cyObekTa Ans NpoBepku npoueayp wunm
OaHHbIX  KIIMHMYECKOro nccnegoBaHus, He HapyLuas npu  9TOM
KOHMAEHUMANbHOCTM [aHHbIX CYObekTa, M 4YTO CYObEeKT WM ero 3aKOHHbI
npeacTaBuTENb, NOANMUCHIBAst MMCbMEHHYIO hopMy MHEOPMMPOBAHHOMO Cornacus,
DaeT paspelleHne Ha Takon JOCTyn.

n) 3anvcu, ngeHtTudmumpyowme cybbekta, 6yayT CoxpaHeHbl B TaHE U MOryT
OblTb  packpblTbl TOMBKO B TOW Mepe, B Kakoh 3TO [JOnyckKaeTcs
3aKoHoAaTenbCTBOM. Mpw nyGnmkaumm pesynLTaTtos nccneaoBaHus
KOH(pMAeHUManLHoOCTb AaHHbIX cybbekTa 6yaer coxpaHeHa.

p) CybbekT wunm ero 3akoHHbIA npegcTaBuTenb OyaoeT CBOEBPEMEHHO
O3HAKOMIIEH C HOBOWM MHdopMaLMen, CnocoOHOM NOBNMMATL Ha XenaHue cyobekTa
npoJoskaTb y4acTne B UCCNeaoBaHNN.

c) Jlvua, K KOTOpbIM MOXHO 0BGpaTUTbLCA AN MOMyYeHUst [AOMOSHUTENBHON
nHcbopmMaLmn 06 MccrnenoBaHMM U NpaBax CyObeKTOB WMCCIeQoBaHWs, a Takke B
crnyyae MNpUYMHEHWSI Bpeda 300pPOBbl CyGbekTa B pesynbraTe ero yy4actusi B
nccregoBaHum.

T) Bo3moxHble obcTosTENBCTBA U/ NPUYUHDbI, MO KOTOPbIM y4acTune cy6be|<Ta
B UccnegoBaHn MOXeT ObITb npeKpaLleHo.

y) I'Ipep,nonaraemaﬂ ONMUTENBbHOCTbL y4acTund Cy6'beKTa B nccnegosaHun.

@) [MpubnusnTensHoe KONMMYEeCTBO CYObLEKTOB, KOTOpOe npepnonaraercs
BKIMIOYUTb B UCCIie0BaHVe.

4.8.11 Tlepen BKMIOYEHMEM B WUCCreAoOBaHME CYOBEKT WM €ro 3aKOHHbIN
npeactaBuTeNle OOMMKEH MNOMYYUTb MOAMUCAHHBLIA U OATUPOBAHHLIN JK3EeMMNAp
NMMCbMEHHOM  bopMbl  MHGOPMUPOBAHHOIMO  corflacMa M BCe  Apyrue
npegocTaBngeMble cybbekTam MMCbMeHHble MaTepuanbl. Bo Bpems ydacTtus
cyObeKkTa B uccrnegoBaHMn CyObHEKT UM ero 3aKOHHbI NpeaCcTaBUTENb [OIPKEH
nony4yatb MOAMUCaHHbIE W [aTUPOBAHHbIE 3JK3eMMNMspbl BCEX MOCreayroLmX
penakuun opmbl MHGPOPMMUPOBAHHOIO COrfiacusi U KOMMM BCEX MONPaBOK K APYrMM
NMCbMEHHbIM MaTepuarnam, NpeaocTaBngeMbiM CybbeKkTam.

4.8.12 Ecrnn B KIIMHUMYECKOM MUCCIieaoBaHum (CBSI3aHHOM MO0 He CBSA3aHHOM C
nevyeHveM) y4acTBYHOT CYObBbEKTbl, KOTOopble MOryT OblTb BKIOYEHbl B
uccrnegoBaHMe TOMbKO HA OCHOBaHWMM COMMacusi MX 3aKOHHbIX MpeacTaBuUTeEnen
(Hanpumep, HecoBEpPLUEHHOMETHME, MaUMEHTbl C BblpaXeHHbIM criaboymmem), TO
cybBbekT gorkeH ObiTb NponHdopMupoBaH 06 uccrnegoBaHUM B COOTBETCTBUM C
€ro CnocobHOCTbIO MOHATL 3TY MHAOPMaLUIO, N, eCrn CYOBbEKT B COCTOSIHWMK, OH
OOIKeH nognucatb M COOCTBEHHOPYYHO [[aTUpPOBaTb MNUCbMEHHYKO chopmy
NHGOPMMPOBAHHOIO COrfacus.

4.8.13 Kpome cnyyaeB, onuncaHHbix B 4.8.14, B nccregoBaHue, He CBA3aHHOE C
neveHvem (T.e. uccrieqoBaHue, B KOTOPOM He npeanornaraeTcs HenocpeacTBEHHOM
C MEOMUMHCKON TOYKW 3peHust Mofb3bl And cyObekTa), MOryT ObiTb BKMHOYEHDI
TOMbKO CYObEeKTbl, KOTOpble NMYHO AalT CBOE corfacne U COGCTBEHHOPYYHO
NoAnNUChLIBaOT N AaTUPYHT NMCbMEHHY0 GopMY MHGOPMUPOBAHHOIO COMMacusl.

4.8.14 B vccnenoBaHus, He CBA3aHHble C NeYeHUeEM, CyObekTbl MOryT ObiTb
BKIMIOYEHbI C COMAacuss MX 3aKOHHbLIX npedcTaBuTener npu  cobnogeHum
cregyoLwmx yCrnoBui:

a) Lemm wccnegoBaHnss He MoryT OblTb  AOCTUMHYTHI  NOCPEACTBOM
nccregoBaHUs ¢ ydacTveM CyGbeKkToB, KOTOpble MOTYT AaTb CBOE COrfiacue fiNYHO.



6) Oxmpaembivi pucK ANA CYyObEKTOB HE3HAYUTENEH.

B) OTpI/ILI,aTeJ'IbHOG BO3ENCTBME Ha 300poBbe cy6be|<Ta cBeaeHO K MUHUMYMY
N HE3Ha4nUTEJIbHO.

F) WccnegoBaHme He 3anpeLLeHO 3aKoHO4aTEeNbCTBOM.

A) Ona BKNOYEHMSA Takux CybBbEKTOB AOMMKHO ObiTb 3anpoLeHo creuunanbHoe
yTBepxaeHne/ogobperne SCO/HIK, yuntbiBatoLlee 3TOT acnekT.

MopobHble nccnenoBaHns (3a UCKIOYEHMEM 06OCHOBaHHbIX CIy4YaeB) OOMKHbI
NMpoBOAUTLCA C Yy4acTUEM MaUWMEHTOB, UMEOWMX 3aboneBaHue, AnNs NeyYeHus
KOTOpOro  npegHas3HadeH wuccregyemblii  npoaykT. Cy6bekTbl B TaKuX
nccnefoBaHUAX AOMMKHbI HAXOAUTLCS Nog 0co60 TaTernbHLIM HabrnogeHeM, 1 nx
yyacTve [OOIDKHO ObiTb MpekpalleHo, ecrivM eCcTb OCHOBaHUsi nonaratb, YTO OHU
UCMbITBIBAIOT Ype3MeEpPHbIV AUCKOMAOPT.

4.8.15 lMpn HEOTNOXHbIX COCTOSHMAX, KOIga A0 BKIMOYEHUA B MCCrenoBaHMEe
HEBO3MOXHO MOSy4MTb COrflacnue caMmoro cyobekTa, OHO AOIMKHO ObIThb 3anpoLleHo
y €ero 3aKkOHHOro npeacTaBUTENs, €ecnvM TakoBOM  npucyTcTtByeT. Ecnn
npenBapuTenibHOe corfacue camoro cybbekTa HEeBO3MOXHO WM OTCYTCTBYET €ro
3aKOHHbIV NpeacTaBUTeNb, TO A9 BKIOYEHUs] CYObEKTa B UCCEAOBaHME OOIDKHbI
ObITb NPeanpPUHATLI NPeayCMOTPEHHbIE NPOTOKONIOM W/UNU APYrMMK OOKYMEHTaMu
n yTBepxaeHHble/ogobpeHHble SCO/HIK mepbl, HanpaBneHHble Ha 3awmMTy Npas,
f6esonacHocTM w  Gnarononydmsa cybbekTa, a Takke obecneynsatome
COOTBETCTBME HOpPMaTMBHbIM TpeboBaHmsaM. CyOBbekT unM ero  3aKOHHbIV
npeacTaBuUTeNb AOMKEH OblTb B KpaTyailuMe CPOKM NOCTaBIEH B N3BECTHOCTb 00
nccnegoBaHUM, Uy HEro AOMMKHO ObiTb 3anpoLUeHO corfiacve Ha MPOAOIDKEHWE
y4yacTusi B MUCCNEQOBaHUM, a TaKke Opyroe corfnacue, Kak 3TO MOSIOKEHO (CM.
4.8.10).

4.9 3anucum n oTyeTobl

49.1 Wccneposatenb p[omkeH obecneynBatb NpPaBUSIbHOCTb,  MOSHOTY,
pa3bopyMBOCTb M CBOEBPEMEHHOCTb MPEAOCTaBfEHMS CMOHCOPY AaHHbIX,
cogepxawmxcs B UPK 1 Bo Bcex TpebyeMbix oT4eTax.

4.9.2 NaHHble B UPK gomkHbI COOTBETCTBOBATb NEPBUYMHOWN AOKYMEHTaALUN, U3
KOTOPOW OHW NEPEHECEHDI; UMEIOLLMECS PACXOXKOEHMS OOIPKHBI ObITh 06 BACHEHDI.

4.9.3 Jliobble nameHeHns unm mncnpaeneHms B PK gomkHbl 6bITe nognucatsl,
0aTuUpoBaHbl, OOBSACHEHbI (MpM HEeoOXoOUMOCTW) W HEe [OOSTKHbl CKpbIBaTb
nepBoHaYarnbHyl0 3anuck (T.e. AoIMkeH BbiTb COXpaHeH "OoKyMeHTanbHbIN cnea");
9TO OTHOCUTCHA KaK K MUCbMEHHbIM, TaK W K 9fEKTPOHHbIM W3MEHEHUAM UM
ncnpasnenunsm (cm. 5.18.4, 0)). CnoHcop JOmMKeH NpegocTaBUTb UccnegoBaTensm
n/vnn nx ynosiHOMOYEHHbIM NpeaCcTaBUTENAM UHCTPYKLMIO O nopsgke ochopmneHns
Takux wucnpaeneHun. CnNOHCOpP [O/MKeH WMMEeTb MNUCbMEHHbIE  Mpouenypbl,
npegycmatpuBarolLme, YTo U3MeHeHus nunn mncnpaenenms B UPK, BHocumble ero
YNOMHOMOYEHHbIMM NMPEACTaBUTENSIMU, OOKYMEHTANbHO 0GOPMIIAIOTCS, ABMATCA
HeobOxooMmMbIMM M ogoOpslOTCs  MccnegoBaTenem. Vccnegosatenb  OOSmkeH
XpaHUTb 3anncun 06 3TUX U3MEHEHUAX N UCTIPABIIEHUSIX.

49.4 WccneposaTenb/opraHnsaumss LOMDKHbI  BECTM  OOKYMEHTauuo no
NCCreQoBaHMI0 COrfacHo pasfeny 8 HacTosilero cTaHgapTa M HOpMaTMBHbLIM
TpeboBaHuaM. MccnepoBaTenb/opraHM3aums  OOSDkHbl  MPUHMMATbL  Mepbl,
npegoTBpallaloume CryvyanHoe WM  NpexaeBpeMEHHOEe  YHUYTOXEHME 3TUX
OOKYMEHTOB.



4.9.5 OCHOBHblE OOKYMEHTbl OOSDKHbl XPaHUTLCA He MeHee ABYX fneT nocne
YTBEPXKOEHMS MOCrnegHen 3asBKU Ha perucTpauuto npenapata B Poccum unm
cTpaHe - yyacTHuue ICH u go Tex nop, noka HWM ogHa M3 3asBOK He Oyaer
Haxo4MTbCSA HA PAaCCMOTPEHUM N He ByAeT NNaHMPOBaTbCSA HOBbIX 3asiBOK, UMM He
MeHee OBYX NeT nocne oduumanbHOroO npekpalleHus KIMMHUYECKOW pa3paboTku
ncecnegyemoro npoaykta. T AOKYMEHTbI LOMKHbI XpaHUTbCA Gonee AnuTenbHbln
CPOK B Clyyae, ecnvm 3TO MPeayCMOTPEHO HOPMaTMBHLIMW TPebGOoBaHUSMU U
OOroBOpoM €O crnoHcopoM.  OTBETCTBEHHOCTbIO ~ CMOHCOpa  SABNSETCA
NHOPMMPOBaHNE UccregoBaTensi/opraHM3aumm 00 UCTEYEHUM CpOKa XpaHeHus
JokyMmeHTauum (cm. 5.5.12).

49.6 ®uHaHCcOBble acnekTbl WUCCregoBaHWS LODKHbI OblTb OTPaXeHbl B
[0roBope Mexay CroHCOpPOM M uccregoparenem/opraH1saumen.

49.7 Tlo 3anpocy MoHuTopa, ayautopa, QCO/HOK wumm ynomnHomo4veHHoro
opraHa uccriegoBaTenb/opraHn3auust OOSbkHbl obecnevnTb NpsiMOM OOCTYN KO
BCEM 3aM1CsaM, OTHOCSALLMMCS K UCCIIE40BaHMIO.

4.10 OT4yeTbI O XO0AO€ UccriegoBaHuUsA

4.10.1 NccnepoBartenb gormkeH npeactaensate 9CO/HIK kpaTkue nMcbMeHHbIE
OTYETBI O XO4E€ WCCIeOOoBaHMS EXEerogHo WM 4alle, ecrm 3Toro Tpebyer
OCO/H3K.

4.10.2 MccnepoBaTtenb [OJIDKEH He3amMeanmMTernsHO npenocTaBnATb
nNMCbMeHHble oT4yeTbl cnoHcopy, QCO/H3K (cm. 3.3.8) n, B COOTBETCTBYIOLLMX
chnyyasx, opraHuM3auum O JOObIX M3MEHEHMSIX, CYLUECTBEHHO BIIAAIOWLMX Ha
npoBefeHne nccnenoBaHns Unnm yBernmumatroLLmMx puck Ansa cyObekToB.

4.11 OTyeTHOCTbL NO Oe30nacHOCTU

4.11.1 O6o Bcex cepbesHbiX HexenaTenbHbiX siBneHusix (CHA) Heobxogmmo
HemeadrneHHo coobuwaTb CMNOHCOpy, 3a uckmodeHnem Tex CHA, koTopble B
NpoTOKOSIE UM B OPYroM OOKYMeHTe (Hanpumep, B Gpoluope uccnegoBatens)
onpeaeneHbl Kak He Tpebyowme HemenneHHoro coobuieHus. locne nepBuYHOro
HemMeasIeHHOro CoOOLLEHMS HEeOoOXOOQMMO B KpaTyalme CpoKM NpeacTaBUTb
noApobHbIN MUCbMEHHbIN OTYET. [lepBUYHBbIN N Nocneayowme OT4YETbl OOSDKHbI
noeHTudmumpoBaTb CyObeKTOB UCCeqoBaHUS MO MPUCBOEHHLIM MM YHUKaNbHbLIM
KogaMm, a He No MMeHaMm CYObeKkTOB, MepCcOHanbHbIM UOEHTUGMKALMOHHBLIM
HOoMepaM w/vnn  agpecam. WccnegoBaTenb [OOIDKEH Takke  cobnogarb
HOpMaTMBHble TpeboBaHUS, pernaMeHTupylome npeaocTaBneHMe OTYETOB O
HenpeaABMOEHHbIX CEePbe3HbIX HeXenaTesnbHbIX  peakumsx YnorTHOMOYEHHbLIM
opraHam n 3CO/H3K.

4.11.2 O60 BCcex HexenaTerbHbIX ABMEHUSX /UMM OTKIIOHEHNSIX NabopaTopHbIX
nokasarerier OT HOPMbI, ornpeaeneHHbIX MPOTOKONOM Kak KpUTU4eCcKue A OLEeHKN
6esonacHocTH, HeobxoguMMO cooOLW@aTb CMAOHCOPY B COOTBETCTBUM C
TpeboBaHNAMM K OTHYETaM U B CPOKW, ONpeaeneHHbie COHCOPOM B NPOTOKOSE.

411.3 Tlpn coobLieHnsax o cMepTu uccnegosaTesis ob6s3aH No  3anpocy
cnoHcopa u OCO/HOK npepoctaButb Mobyr0 OOMNOMHUTENBHYO MHOpPMaLUO
(HanpyMep, MPOTOKOI BCKPbITUSA U MOCMEPTHBIN 3NMUKPU3).

4.12 NMpexpeBpeMeHHOe NpeKkpaLweHne Unu
npuocTaHoOBKa uccrnengoBaHus



Ecnm no kakoi-nmbo npuumHe MccrnefoBaHVE MNPeXaeBPeMEHHO MpeKpaLleHo
WM NPUOCTAHOBNEHO, MCCreaoBaTenb/opraHn3auns OOMMKHbI HesameaMTerNbHO
MHbopMUpoBaTL CYOLEKTOB MCCIeaoBaHWs, 06ecneyntb MM COOTBETCTBYHOLLEE
neyeHve 1 HabnogeHre 1, ecrnn NpeaycMOTPEHO HOPMAaTUBHLIMU TPeGoBaHUAMMY,
MHPOPMUPOBATL YNONTHOMOYEHHbIE opraHbl. Kpome Toro:

4121 Ecrnm  uvccnepoBaTens  NpexaeBpeEMEHHO  MpekpawaeT  unm
nprvocTaHaBnMBaeT uccregosaHve 6e3 npeaBapuUTenbHOro corfiacus CNoHcopa, OH
JorKkeH  coobumte o6 3TOM  opraHmMsauuu, me  NPUMEHMMO, "
nccrneposarernbs/opraHM3auns AOMMKHbI He3aMeanMTenbsHO NponHGopMMpoBaTb 06
3ToM cnoHcopa n 9CO/H3K n npegoctaButb cnoHcopy n ACO/HIK nogpobHoe
NMUCbMEHHOEe  OObSACHEHVWe  MPUYMHbI  NPUOCTAHOBKW  WMWM  MpeKpaLleHns
nccrnegoBaHus.

4.12.2 Ecrv cnoHCOp NpeKpaLlaeT UM NpMocTaHaBMBaET UCCIEA0BaHNE (CM.
5.21), wuccrnepoBatenb OOIMKEH He3aMeanmMTerbHO coobumTb 06  9TOM
opraHu3auun, rge MNPUMEHUMMO, W UCCledoBaTenb/opraHM3aumns  OOMMKHbI
He3ameanmTenbHo npouHdopmuporatb 06 atom IACO/HOK u npegoctaButb
OCO/H3K nogpobHoe nMCbMeHHOE OOBbACHEHME MNPUYMHBbI MPUOCTAHOBKU UM
npekpaLleHns nccnegoBaHuns.

4123 Ecrm OCO/HBK  okoH4aTensHO WM  BPEMEHHO  OT3blBaeT
yTBEpKaeHne/onobpeHme Ha nposedeHne wuccnegosaHua (cm. 3.1.2 u 3.3.9),
nuccnegoBatenlb OOKEH coobuwmTe 06 STOM opraHuM3auun, rme MNPUMEHMMO, U
nccnegosaTternb/opraHM3anms LOMmkHbl He3ameamTenbHO nponHdopmupoBats 06
3TOM CMOHCOpa W NPeaoCTaBUTL CMOHCOPY NOAPOOHOE MMCbMEHHOE OOBACHEHME
NPUHUHBI TPUOCTAHOBKM UM NPEKPALLEHMS CCregoBaHus.

4.13 NtoroBsbin oTyeT uccneagosartens

Ecrm TpebyeTcs, no 3aBeplueHWM MCCReaoBaHWst UCCreaoBaTenb OOIhkeH
coobumte 06 3TOM OpraHusauun; uccriegoBaTenb/opraHu3aumns  OOPKHbI
npegoctaButb OCO/HI3K kpaTkmn otyeT 06 MTOrax uccregoBaHusl, a Takxke BcCe
Tpebyemble OTYETbI YNONIHOMOYEHHbIM OpraHaMm.

5 CnoHcop

5.1 Obecne4yeHne KayecTBa U KOHTPOIb
KayecTBa

5.1.1 CnoHcop oTBeYaeT 3a BHeApeHNe 1 NnogaepxaHne cmcteMm obecnevyeHms u
KOHTpOMa KayecTBa C nucbMeHHbiMm COIN, KoTopble WUMEKT CBOen Uuenbko
obecneunTb NpoBeAEeHNe uccrenoBaHus, cbop, perucTpauunio U npeagcTtaBneHne
OaHHbIX B COOTBETCTBMM C NpoTokorioM, GCP n HopmaTuBHbIMM TpeboBaHuAMN.

5.1.2 CnoHcop oTBevaeT 3a obecrneveHne corracusi BCeX BOBMIEYEHHbIX CTOPOH
Ha npegocTaeneHve npamoro goctyna (cm. 1.21) BO Bce y4yacTBylolme B
nccrnegoBaHUM LLEHTPbl, KO BCEM NEPBUYHBIM AaHHbIM/OOKYMEHTaM 1 oT4yeTam B
Lensx MX MOHUTOPUHIra U ayamuta CroHCOPOM, a TakKe MHCNEKLMM HaLNOHabHbIMM
N MHOCTPaHHbIMX YNONTHOMOY€EHHbBIMU OpraHamu.

5.1.3 KoHTponb kadecTBa crneoyeT OCYLUECTBATb Ha BCex aTanax paboTtbl C
OaHHbIMK, 4TOObI 06EeCNeUYnTb X AOCTOBEPHOCTL M NPaBUNbHOCTL 06paboTKK.



5.1.4 [oroBopbl Mexgy CMOHCOPOM W uccregoBaTenem/opraHnsaumen unm
nobon aOpyro yyacTBYKOLWEW B WCCNegOBaHUM CTOPOHOM AOMKHbI  ObiTb
CoCTaBreHbl B MUCbMEHHOW (popMe KakK 4YacTb MPOTOKOMa WM B KayecTBe
CaMOCTOSATESbHbIX JOKYMEHTOB.

5.2 KoHTpakTHaa uccrniegoBartesibCKas
opraHusauus

5.2.1 CrnoHcop MOXeT MOMHOCTbI WM YacTUYMHO nepepatb 00A3aHHOCTM U
YHKUMM,  CBA3a@HHbIE C  MNPOBEAEHVMEM  WUCCIEAoBaHMS,  KOHTPAKTHOW
uccrnegoBaTenbCKoM opraHvM3aumu, OfHaKo OTBETCTBEHHOCTb 3a KayecTBO M
MOMHOTY MOMYYEHHbIX B XOA4e UCCNeAoBaHUS AaHHbIX BCErda NeXUT Ha CNOHCOpE.
KoHTpakTHasa uccnegoBaTefnibCkasd opraHusauunsa OorbkHa OCYLLEeCTBNATbL Mepbl MNo
obecrnevyeHno N KOHTPOS KavyecTBa.

5.2.2 Tllepenaya KOHTPaKTHOW MWCCMNeOOBaTENbLCKOM OpraHusauum niobbix
CBSA3aHHbIX C uccrnegoBaHneM obdA3aHHocTen M OyHKUMA  JoimkHa  ObiThb
OOKYMeHTarnbHo odopmrieHa.

5.2.3 Bce cBsizaHHble C wvccrnegoBaHMeM 0683aHHOCTU U (PyHKUMKU, He
nepefaHHble KOHTPaKTHOW MCCregoBaTenbCKOM  OpraHv3aumu, OCTaloTCca B
KOMMeTeHL N CroHcopa.

5.2.4 Bce, 4YTO B HacTOsILLEM CTaHOapPTe KacaeTcsl CNoHCOopa, Takke NPUMMEHNMO
K KOHTPaKTHOM WuCCrenoBaTerbCKOM oOpraHuM3auum B TOW Mepe, B KOTOpPOW
KOHTpaKTHas nccrnefoBaTenbckas opraHnsaumnst NpMHUMaeT Ha cebst 06sa3aHHOCTH
1 cbyHKLIMM CNOHCOopa Mo NPOBEAEHNIO NCCELOBaHNS.

5.3 MeguuunHckasa kBanudgukaums

CnoHcop OormkeH HasHauuTb obragarlmini COOTBETCTBYIOLLEA MEOWLMHCKOM
KBanudmKaumnen nepcoHar, KoTopbli AormkeH O6bITb BCErma AOCTYNEH A9 peLleHns
CBSI3aHHbIX C uWCCnegoBaHMEM BOMPOCOB MEAULMHCKOro xapaktepa. [lpu
Heobxo4MMOCTIM AN 3TOM Lenv MOryT 6biTb NPUBIIEYEHbI BHELLUHME KOHCYNMbTaHThI.

5.4 InzanH nccnepgoBaHus

5.4.1 CnoHcop AOMmKeH npuvBfekatb KBanMUUMPOBaHHbIX Nny (Hanpumep,
OMOCTaTUCTMKOB, KIMHMYECKMX (DAapMakosioroB, Bpayen) Ha BCex aTtanax
uccnegoBaHusa - oT paspabotkm npotokona, MIPK n nnmaHa ctatmctuyeckoro
aHanusa o NoAroTOBKU MPOMEXYTOYHOIo N oMHarNbHOro OTYETOB.

542 Takke cMm. pasgen 6 HacToswero crtaHgapTta, pykosogcTtso ICH
"CTpyKkTypa ¥ copepxaHue oTyeTa O KIMHUYECKOM MWCccrnegoBaHun" u apyrue
cooTBeTcTBYytoWME pykosoacTBa ICH no AgusanHy, NpOTOKONY M OpraHv3auumu
nccrnegoBaHus.

5.5 MeHegXXMeHT uccnegoBaHusa, pabora c
AaHHbIMU U BeAeHUe AOKYMeHTauunum



551 CnoHcop o0653aH npuBnekatb OGnagaloWmMx COOTBETCTBYHOLLEW
KBammdmkaumen nuy ana obuwero pykoBoacTBa uvccregoBaHvem, paboTbl C
OaHHbIMW, BepudmKaumMM AOaHHbIX, NPOBEAEHUA CTaTUCTUYECKOro aHanmM3a u
NnoaroToBKW OTYETOB 00 UCcneaoBaHUN.

5.5.2 CnoHcop MOXeT NpuHATH pelleHne o6 00pasoBaHMM He3aBUCKMMOTO
KoMuTeTa No MOHUTOPUHIY AaHHbiX (HKML) ans paccmoTpeHnst xoga KiMHUYeCcKoro
nccneaoBaHnst, BKMoYasi pacCMOTPEHME AaHHbIX MO 6€e30MacHOCTM U OCHOBHbIX
napameTpoB 3aPeKTUBHOCTK, a TaKxe ANs BblpaboTKN pekoMeHgaumun CroHCopy O
Lernecoobpa3HOCTM MPOLOIMKEHUS, NPEKPALLEHNS UCCIEA0BaHUSA UMM BHECEHUST B
Hero nameHeHnn. HKML gormkeH MeTb MMCbMEHHbIE OnepauMOHHbIE npoLeaypbl
BECTM MUCbMEHHbIE 3annMcu BCEX CBOUX 3aceaHuni.

5.5.3 lpn uMcnonb3oBaHUM 3MEKTPOHHBbIX CUCTEM And paboTbl C AaHHLIMU
nuccrnegoBaHnsa W/WNM  3NEKTPOHHbIX CUCTEM YyAaneHHOro [OocTyna K [aHHbIM
CMOHCOP AOJDKEH:

a) O6ecneuntb W [OOKYMEHTanNbHO OdOPMUTL COOTBETCTBME CUCTEM
9NEeKTPOHHOM 00paboTKM AaHHbIX YCTaHOBIIEHHbIM CMOHCOPOM TpeboBaHMsAM K
NONMHOTE, TOYHOCTU M HAAEXHOCTU [aHHbIX, a TakkKe CTabWnbHOCTb OOCTWDKEHUS
Tpebyemoro pesynbTara (T.e. BanMgauuio).

6) MmeTtb COIT no ncnonb30BaHMIO 3TUX CUCTEM.

B) O6ecneunTb paboTy cucteM Takum ob6paszoM, 4ToObl MOXKHO BbINI0 N3MEHSTH
AaHHbIE U NpU 3TOM BHOCUMbIE W3MeHeHUs1 Obiim Obl 3a00KYMEHTMPOBAaHbI, a
paHee BBeAEHHblE AaHHble He Obinn Obl yaaneHb! (T.e. UMENcsl LOKYMEHTarbHbIN
cnen).

F) NmeTb CnUCTEeMy 3almnThbl, NpeaoTepallaoLLyro HecaHKLI,VIOHI/IpOBaHHbIIZ AocTyn
K AaHHbIM.

[J,) NmeTb cnucok iy, HageneHHblX NpaBoOM BHOCUTb M3BMEHEHNA B AaHHbIE (CM.
4.1.514.9.3).

e) ObecneuymBatb agekBaTHOE pe3epBHOE KOMMPOBaHWE AaHHbIX.

X) CoxpaHATb MaCKUPOBKY B UCCIEAO0BaHUAX, NMPOBOAMMbLIX CrienbiM METOA0M
(T.e. coxpaHsATb MacKUpPOBKY npu BBoAe 1 06paboTke AaHHbIX).

554 Ecrmm B npouecce 00paboTkM [aHHble TpaHcopMupyloTCcs, Bcerda
OOMDKHA  CyLeCTBOBATb BO3MOXHOCTb CPaBHEHUSI UCXOAHbIX [AaHHbIX C
06paboTaHHbIMN.

5.5.5 CnoHcop JOIKeH MCNONb30BaTh YHMKANbHbIN MOEHTUGMKALMOHHBLIA KOg
cybbekTa (cMm. 1.58), nosBonaLLMA MOEHTUMUNPOBATL BCE AaHHbLIE MO KaKOOMY
CyObeKTy.

5.5.6 CnoHcop wm gpyrve Brnagenblbl [aHHbIX OO/DKHbI  XpaHUTb BCeE
OTHOCSILLMECS K CMIOHCOPY OCHOBHbLIE AOKYMEHTbLI MO UccreagoBaHuio (CM. pasgen 8
HaCTOSILLUEro CTaHaapTa).

5.5.7 CnoHcop [OO/mMKeH XpaHUTb BCE OTHOCALWMECS K HEMY OCHOBHblE
OOKYMEHTbI MO UCCefOBaHUI0 B COOTBETCTBMU C HOPMATUBHbIMK TpeboBaHUSIMM
TeX CTpaH, B KOTOPbIX NPOAYKT 0go06peH u/vnn B KOTOPbIX CMOHCOP cobupaeTca
obpaTtutbes 3a oaobpeHrem.



5.5.8 Ecrm cnoHcop npekpaw@aeT KMHUYECKylo pas3paboTKy wuccregyemoro
npogykTa (N0 O4HOMY WM BCEM MOKa3aHWAM, NYTAM BBELEHUS, NIeKapCTBEHHbLIM
dopmam), OH [JOIPKEH XPaHUTb BCE OTHOCALWMECS K CMOHCOPY OCHOBHbIE
OOKYMEHTbI MO UCCNEAOBAHMIO B TEYEHME MO KparHen Mepe ABYX NET C MOMEHTa
odmLMansbHOro NpekpalleHns paspaboTkyM UM B COOTBETCTBMU C HOPMATUBHbLIMM
TpeboBaHNAMN.

5.5.9 Ecnm croHcop npeKkpaw@eT KhMHUYECKyl pa3paboTky Mccrenyemoro
NPOAyKTa, OH [OJDKEH COOBLMTL 06 3TOM BCEM y4acTBYHOLWM B UCCNEQOBaHUM
nccnegoBaTensm/opraHM3aLmsim 1 YNorTHOMOYEHHbLIM OpraHam.

5.5.10 Jliobasa nepemavya nNpaB COOGCTBEHHOCTU Ha AaHHble AOSkHA ObiThb
aoBegeHa OO0 CBEAEHUs  YNOSMHOMOYEHHbIX OpraHOB B COOTBETCTBUM C
HOpMaTMBHbLIMK TpeboBaHUSIMU.

5.5.11 OTHOCSAWMECSH K CNOHCOPY OCHOBHbIE LOKYMEHTbI JOSDKHbI XPAHUTLCS He
MeHee [BYyX feT nocre YTBepXOeHUss nocfieqHen 3asiBKM Ha perncTpaumio
npenapara B Poccun nnm ctpaHe - yyactHuue ICH n go tex nop, noka H1 ogHa u3
3a9BOK He ByoeT HaxoaMTbCsA Ha PacCMOTPEHUN U He ByaAeT NNaHNPOBaTbCSA HOBbIX
3as1BOK, UNM He MeHee ABYX NeT nocrie oguumnansHoro npekpalleHns KImHU4ecKom
dasbl pa3paboTku uccrneayemoro npogykta. OTU AOKYMEHTbI LOIKHbI XPaHUTLCA
bonee OnMTENbHBLIN CPOK B Criy4yae, €crnv 3TO NpegyCMOTPEHO HOPMaTUBHLIMU
TpeboBaHMAMU UM HEOBXOAMMO CMOHCOPY.

55.12 CnoHcop pgormkeH B MUCbMEHHOW  dopme  MHAOPMUPOBATh
uccrnegosartenen/opraHm3agmm 0 HEODXOOAUMOCTU  XpaHEHUs] CBSI3aHHbIX C
uccrnegoBaHveM 3anuMceln, a Takke MUCbMEHHO MW3BECTUTb WX, KakK TOSbKO
HeobxoAMMOCTb B JarnbHENLEM XpaHEHM OTNagET.

5.6 Bbi6bop nccnegoBarens

5.6.1 CnoHcop HeceT OTBETCTBEHHOCTb 3a BbIOOpP
uccrnegosartenen/opraHmsaumn. Kaxgbll  uccrnegosatenb  OOMDKEH  UMETb
KBanMdwmkauuio, onbIT U pecypcbl (cM. 4.1, 4.2), oocTaTOuHble A9 MPOBEAEHMS
uccrnegoBaHuss, Ol KOTOpOro OH  BblbpaH. EcnM B MHOMOLEHTPOBbIX
nccnegoBaHusaX HeobxoaAMMO OpraHM3oBaTb KOOPAMHALMOHHBLIA KOMUTET W/unn
BblOpaTb KOOPAMHATOPOB M3 4YUCha uccregoBaTene, TO 3TO SBMNSeTCS
06513aHHOCTBIO CMOHCOpa.

5.6.2 [o nognucaHua pgoroBopa C uWcclnegoBaTenem/opraHusauven Ha
npoBeneHne nccneaoBaHus CMOHCOp [ OIKeH npeaocTaBuTb
nccrneposarento/opraHM3agum NpoTokon u GpoLlopy MccnepoBaTens B TEKYLUEW
pegakuMnm M aaTb UccrnegoBaTtento/opraHMsauunm  OocTaTodHOe Bpemsi And
O3HaKOMIEHUS C MPOTOKOSIOM M NpeaoCTaBMeHHOM MHAOPMaLNEN.

5.6.3 CnoHcop AoMmKeH Nony4mTb corfiacue nccnegosatens/opraHnsaunm:

a) nposoauTb uccregosaHve B cooteBeTcTBMM ¢ GCP © HopMaTuBHbIMU
TpeboBaHnaMM (cM. 4.1.3), a Takxke C NPOTOKOMOM, COrMacoBaHHbIM CO CMOHCOPOM
n yTBepxaeHHbIM/ogobperHbiM QCO/HIK (cm. 4.5.1);

0) cobnitogaTb Npoueaypel percTpaunn/npeacTaBneHns LaHHbIX;

B) Ha NpoBeAeHMEe MOHUTOPWHIA, ayauta u nHenekuum (cm. 4.1.4);



) XpaHUTb OCHOBHbIE JOKYMEHTbI, CBSI3aHHblE C UCCIeAOBaHNEM, OO TEX Mop,
MoKka CMOHCOP He COOOWMT uccrieqoBaTento/opraHusaum, Y4To 3TW OOKYMEHTbI
6onbLue He Tpebytotea (cM. 4.9.4 n 5.5.12).

CnoHcop ¥ uvccnepoBaTenb/opraHu3auns OOMDKHbI NOANUCAaTb MPOTOKON UMK
WHOWN JOKYMEHT, NOATBEPXXAALLMIA 3TO cormacue.

5.7 PacnpepneneHune obsasaHHoOCTeN

[lo Hayana uccrnegoBaHMsa CNOHCOP AOIMKEH YCTAHOBUTL W pacnpeaenutb Bce
CBsi3aHHble C nccrnegoBaHneM 06a3aHHOCTH U (PyHKL UK.

5.8 KomneHcauumn cybbektam m
uccrnegoBaTtensam

5.8.1 Ecnm npegycMoTpeHO HOpMaTUBHLIMWU TpeboBaHWUSIMK, CMIOHCOP LOSDKEH
obecrneyntb CTpaxoBaHMe WNM rapaHTUPOBaTb HOPUAMYECKYID U  (MHAHCOBYHO
noaaepkKy mccreaoBaTens/opraHusaumm B criydae npeabsBreHns UM NPeTeH3ui,
CBSI3aHHbIX C WCCNEQOBaHUEM, 3a WCKMIOYEHMEM TeX MPETEH3NN, KOTopble
BO3HVKIN B pe3yrbTaTe yMbICIia UM HEOCTOPOXXHOCTU CO CTOPOHbI UccriedoBaTess
UK YIIEHOB MCCeoBaTeNbCKOro KOMMEKTUBA.

5.8.2 MNpaBwnna n npoueaypbl CNOHCOPA A0SMKHbI NpegycMaTpuBaTb BO3MELLEHNE
pacxodoB Ha revyeHne cybbekToB B criydae NpuYMHEHUs Bpeda WX 340pOBbi0 B
pesynbrate WX y4acTus B WCCMegOBaHUM B COOTBETCTBUM C HOPMATUBHbIMU
TpeboBaHNAMM.

5.8.3 Ecnn cybbekTbl MCCNegoBaHWsl MOSly4arT KOMMEHCAaLMo, MOPSAoK U
cnocob KoMrneHcauum OorbkHbl COOTBETCTBOBATbL HOPMATUBHBLIM TpEBOBAHMSAM.

5.9 ®duHaHcupoBaHue

®rHaHCcOBbIE acneKkTbl MCCNegoBaHVs [OOMKHbl  OblTb  JOKYMEHTarbHO
ochbopMneHbI B BUOE Aoroeopa mexay CMOHCOPOM n
nccnenosarenem/opraHm3aLmen.

5.10 YBegomneHue ynosIHOMOYEHHbIX
opraHoB/nogaya 3asiBKM B YNONTHOMOYEHHbIe
opraHbl

[lo Hayana KIMHMYeCcKOoro UCCrefoBaHns CrOHCOpP (MM CMOHCOP COBMECTHO C
uccrnegosarterneM, e€crnm 3TO NpegyCMOTPEHO HOPMaTMBHbIMU  TpeboBaHUAMMN)
OOIDKeH nodaTtb B COOTBETCTBYHOLWME oOpraHbl Bce Tpebyemble 3asdBKM Ans WX
pacCcMOTpPEHUS, MPUHATUS /UK NONYyYeHUs paspeLLeHns HavyaTb uccregoBaHve (B
3aBUCMMOCTU OT HOpPMaTUBHbIX TpeboBaHun). Bce yBegoMneHus/3asiBKU OOIPKHbI
ObITb AaTMPOBaHbI 1 cogepxaTb OCTAaTOYHY0 MHGOPMALMIO ANs naeHTudmkauum
npoToKora.

5.11 MNoareepxaeHne paccmotpeHusa ACO/HIK

5.11.1 CnoHcop AOMKeH NONy4YnTb OT UCCreaoBaTenNsi/opraHn3aunm:

a) HaumeHoBaHue u agpec 9CO/HI3K uccnepoBarens/opraH1saumm;



6) nogteepxgeHve ot OCO/HOK TOro, 4To OH OpraHM3oBaH W AOEUCTBYET
cornacHo GCP u cooTBeTCTBYyIOLLEMY 3aKOHOL4ATENbCTRY;,

B) LOOKYMEHTanbHO odopmMreHHoe yTteepxaeHue/ogobperne 3CO/HIK n, no
TpeboBaHMIO CNOHCOpPa, KOMUI0 TEKYLLEN BEPCUMU MPOTOKOMA, MMCbMEHHOW ¢hopMbl
WMHGOPMMPOBAHHOMO corfacua 1M nobbix ApyrMx NpefocTaBnseMblX CyObekTam
NMUCbMEHHbIX MaTepuanoB, a Takke OnuMcaHue AEeWCTBMU N0 MNPUBMNEYEHUIO
CyOBEKTOB K y4yacTMIO B WUCCNeaoBaHWM, [OKYMEHTOB, OTHOCSAWMXCS K
npegycMOTPeHHbIM AN CyOBbeKTOB BbIMfaTtaM U KOMMeHcaumsam, U NoObIX MHbIX
OOKYMEHTOB, KOTopble Morfm 6biTh 3aTpeboBaHbl CO/HIK.

5.11.2 Ecrm OCO/H3K obycrosnmeaeT Bblgavy CBOEro
yTBEPXKOEHMA/0a00peHnss BHECEHMEM UW3MEHEHMM B  Kakme-mbo  acnekThbl
nccneaoBaHusi, Hanpumep B MPOTOKON, MUCbMEHHYH OpMYy MHPOPMMPOBAHHOTO
cormacusa  unmM  Nobble  MHble NpefocTaBrisieMble  CyObekTaM MNUCbMEHHbIE
matepuanbl  Wwm  gpyrme npoueaypbl, CMOHCOP [OOSDKEH  MOMy4uTb  OT
nuccnegoBarens/opraHM3aumm  Konmm BCEX W3MEHEHHbIX [OKYMEHTOB W Aaty
nony4eHHoro yreepxaeHus/ogobpexHna 3CO/HOK.

5.11.3 CnoHcop [pormkeH nonyuuTb OT  UccregoBaTtens/opraHv3auum
OOKYMeHTaUMo 1 gatbl Nobbix NOBTOPHbIX yTBEpXAeHM/oaobpenHnin SCO/HIK, a
Takke peweHn o6 OT3biBE WM MPUOCTAHOBKE paHee  BblAaHHOMO
yTBEPXKOEHUS/0006peEHUS.

5.12 NHhopmauuna o6 nccnegyembix
npoAaykKrax

5.12.1 Tpn nnaHMpoBaHUM WCCreLOBaHM CMOHCOP AOSPKEH pacnonaraTb
AOCTaTO4HbIM OOBEMOM MOMyYEHHbIX B OOKIMHUYECKUX W/WIN  KIIMHUYECKMX
nccnegoBaHMAX AaHHbIX No 6e3onacHoOCTM M 3GEKTMBHOCTM, ONpaBAblBaOLLMX
NpUMeHeHNe uccrneyemMoro npoaykTa ¢ UCnosib30BaHMeEM COOTBETCTBYIOLLMX NyTeN
BBEAEHUS U 003 NpW COOTBETCTBYHOLUEN ANMUTENBHOCTM U B COOTBETCTBYIOLLEN
nonynaumu.

5.12.2 CnoHcop pomkeH O0BHOBNATL Opowiopy wuccregoBaTend no mepe
Nnony4YeHnss HOBOM CYLUECTBEHHOM WHdopMaumm (CM. pasgen 7 HacTosLero
CTangaprTa).

5.13 NpousBoAacTBO, ynakoBKa, MapKUpOBKa U
KoaupoBaHue uccrieayeMbixX NpoayKToB

5.13.1 CnoHcop pomkeH obecneuntb, 4TOObLI Uccnegyemble MNPOAYKTI
(BkNOYasn, B COOTBETCTBYIOLMX Cryvasx, akTMBHble npenapaTtbl CPaBHEHUS U
nnauebo) umenu xapakTepucTuKu, COOTBETCTBYIOLLME CTaann pa3paboTky AaHHbIX
NpPoAyKTOB, GblNM NPoM3BEAEHblI B COOTBETCTBUN C NMPUMEHUMbIMU TpeboBaHMAMM
GMP 1, B COOTBETCTBYIOLMX Cry4yasx, 3aKOAMPOBaHbl M MapKMpOBaHbl TaKuM
obpasoM, 4Tobbl ObecneynTb 3aWmMTy MaCKUPOBKW. Kpome TOro, mMapKupoBKa
AOIDkHa COOTBETCTBOBATb HOPMATMBHbLIM TPeboBaHUAM.

5.13.2 CnoHcop [oikeH onpegeniTb Ans  UccriegyemblX  MNpPOAYKTOB
TemnepaTypy XpaHeHusi, YCroBUsi XpaHeHns (Hanpumep, B 3alLMLLEHHOM OT CBeTa
MecTe), CPOK XpaHeHWsl, pacTBOPUTENM W nNpoueaypbl AN pasBedeHns WU
BOCCTAHOBIIEHWS, @ TaKXe, €CNM TaKoBble MNPEedyCMOTPEHbI, YCTPOMCTBA AN
BBeaeHus npoaykTa. CnoHcop OormkeH MHGopMMpoBaTh 00 3TUX TpeboBaHMAX BCe
BOBJIEYEHHbIE CTOPOHbI (Hanpumep, MOHWUTOPOB, WMCCreaoBaTesniei, NPOBM3OPOB,
1L, OTBETCTBEHHbIX 32 XpaHEHUE).



5.13.3 Wccrnepyemble npoaykTbl AOOSMKHbI ObiTb  YNakoBaHbl Tak, YTOObI
NpeaoTBpaTUTb UX 3arpsi3HEHNE 1 06ecnevnTb NX COXPaHHOCTL (MPUrOQHOCTL) NMpu
TPaAHCNOPTUPOBKE N XPaHEHWM.

5.13.4 [na vccnegoBaHWii, B KOTOPLIX UCMNOMb3YeTCHA Crnenon Metod, cuctema
KOOUPOBaHUSI MCCregyemMoro npogykTa LOIpkHa BKMoYaTb B Cebs MexaHuam,
NO3BOSIAIOLLMN, B AKCTPEHHBIX CIly4asx, ObICTPO MOeHTUMLNMPOBaTL NPOAYKT, HO, B
TO e Bpemd, He JoMNYCKaloLWMn BO3MOXXHOCTU HE3aMETHO PacKpbITb Kof,.

5.13.5 Ecnmn nekapcTtBeHHas chopma mccrnegyemoro npogykra wnm npenapara
CPaBHEHWS1 Ha KIIMHUYECKOM 3Tane usyy4eHus Obina CyLeCTBEHHO N3MEHeHa, TO A0
MCMNONb30BaHNsl HOBOW IeKapCTBEHHOW (hOpMbl B KIMHUMECKUX WUCCHeaoBaHMsX
OOIDKHbl ObITb MONyYeHbl pe3ynbTaThbl JObIX AOMONMHUTENbHBIX UCCren0oBaHWUA
OaHHOM  NeKapCcTBEHHOW  ¢opMbl  NpoAykTa  (Hanpumep, CTabunbHOCTW,
pacTBOPUMOCTU, OBMOLOCTYNHOCTM), HEODXOAUMBIE A5 OLLEHKM TOro, CMOCOOHbI Nk
OaHHbIE€ U3MEHEHUS CYLLIECTBEHHO MOBMUATH Ha (dapMaKOKMHETUYECKU npodmnb
npoaykTa.

5.14 NocTtaBKa nccneayeMbiX NPOAYKTOB U
npasusna oopaweHnsa ¢ HUMK

5.14.1 CnoHcop oOTBevaeT 3a MNOCTaBKy MccregoBaTento/opraHnsaunm
nuccrnegyemMmoro npogykra.

5.14.2 CnoHcop He [O/iPKEeH MNOCTaBMATb  MUCCNEAyembl  MpPoayKT
uccnegosarteno/opraHM3aumm 4o Tex Mnop, Noka He MnonyyuT BCl Tpebyemyro
OOKYMEHTaLWIo (Hanpumep, yTBEpKaeHne/oqob peHne OCO/H3K n
YNOMHOMOYEHHbIX OPraHoB).

5.14.3 TucbMeHHble nNpouedypbl CMOHCOpa [AOIPKHbl BKIOYaTb B ceb4
WHCTPYKUMM AN uccnegosartens/opraHmMsaumM N0 NpaBuiiaM  XpaHEeHWs
uccrnegyeMoro npogykta u  obpaweHusas € HUM, a Takke nNo BeOeHuto
COOTBETCTBYIOLEN AOKyMeHTauuun. lMpoueaypbl OOMmMKHbI OonucbiBaTb GesonacHoe
nony4yeHne Uccreayemoro npoaykTa, obpalleHue C HUM, ero XpaHeHve U Bblgavy,
N3bATME HENCMONMBb30BAHHOIO UCCeLyeMOro NPoAyKTa y CybbekToB 1 BO3BpaT €ro
CMOHCOopy (MMBO MHOE pPacMopsPKEHWE HEWUCMNONb30BaHHLIM MPOAYKTOM, €Cnv 3TO
CaHKLMOHMPOBAHO CMOHCOPOM 1 COOTBETCTBYET HOPMATUBHBLIM TpeboBaHUAM).

5.14.4 CnoHcop OOrmKeH:

a) obecneuynTb CBOEBPEMEHHYID MOCTaBKy WCCeQyeMbIX  MPOAYKTOB
nccnegoBartenam;

6) 4OKyMeHTMpOBaTb NOCTaBKW, MOfyveHve, Bblgadvy, BO3BPaT U YHUUTOXEHUE
(6o nHoe pacnopsixeHue) uccriegyemMblX NPOAYKTOB (CM. pasgen 8 HacToswero
CTaHngapTa);

B) UMETb CMUCTEMY BO3BpaTa WCCIie4yemMoro npoaykta v AOKYMEHTUPOBaHMS
nogobHoro u3bATUA (Hanpumep, OT3biBa OpakoBaHHOrO MPOAYKTA, BO3BpaTa
NpoayKTa Nocne OKOHYaHWSA UCCeQ0BaHNS U MO UCTEYEHMUN CPOKa rO4HOCTH);

' WMETb  CUCTEMY  YHUMTOXEHUS (MO0  MHOMO  pacrnopsiPKeHUs )
HEeNCNorb30BaHHbIX WUCCREAYEMbIX MPOAYKTOB WM AOKYMEHTUPOBAHUSI MOZ40OHOro
YHUUTOXEHUS (MO0 MHOMO PacmnopsiKEHMS).

5.14.5 CnoHcop OOImKeH:

a) MpuHATL Mepbl No obecneyeHnto CTabnNbHOCTU UCCegyEMbIX MPOAYKTOB Ha
NPOTSPKEHMN BCErO NEPUOAA UCTONb30BAHMS.



6) WmeTb pocTtaTtoyHoe KOMMYECTBO UCMOMb3YyEMOro B  UCCIEeO0BaHMSAX
nuccneagyemoro npoAaykta, 4tobbl NMoaTBEpAWTb, B Clydae HeobXoouMmocTw, ero
COOTBETCTBME CMeundMKaumsM, a Takke BECTU YYEeT aHanM3oB M XapaKTepuCTUK
o6pa3uoB npogykta M3 naptuu. B 3aBucumocTn oT ctabunbHocTn obpasubl
OOIMKHbI  OblTb  COXpaHeHbl JMOO [0 OKOHYaHWA aHammsa  [gaHHbIX Mo
uccnegoBaHuo, MO0 B TEYEHWE CpoKa, OMPEAENEHHOr0 COOTBETCTBYHOLLMMM
HOpMaTMBHbIMM TpebOoBaHUSIMK, UCXOASA M3 TOrO, Kakon nepvog asnseTcs Gonee
ONUTENbHBIM.

5.15 [JocTyn K 3anucam

5.15.1 CnoHcop [orkeH NpegycMOTpeTb B MPOTOKOME UM MHOM MUCbMEHHOM
cornalleHMm o0043aHHOCTb UccnegoBartens/opraHMsaumm  obecneuntb  NpPsIMOMN
AOCTYN K NEPBUYHLIM AaHHbIM/OOKYMEHTaUMM ANS uerner MOHWUTOPUWHra, ayauTa,
akcneptndbl ICO/HOK, a Takke WHCNeKuMM CO CTOPOHbI  YNOSIHOMOYEHHbIX
OpraHoB.

5.15.2 CnoHcop pormkeH ybeauTbCa B TOM, YTO Kaxabld CybbekT aan
NMUCbMEHHOE COorflacne Ha NPsSIMOM AOCTYM K €ro OpuUrMHanbHbIM MeOULMHCKUM
3anucaMm Ons uenem MoHuTopuHra, ayauta, akcneptmsbl QCO/HIK, a Takwe
WHCMEKL MM CO CTOPOHbI YNOSTHOMOY€EHHbIX OPraHoB.

5.16 UHcpopmauuma, oTHocALWaACS K
Ge3onacHoCTH

5.16.1 CnoHcop oTBeYaeT 3a NOCTOSIHHYIO OLEeHKY Be3onacHOCTU UccrenyemMblx
NpPOaYKTOB.

5.16.2 CnoHcOop [OMmKeH He3aMeanuTenbHO YBEAOMWUTb BCEX 3aHATbIX B
nccnegoBaHUM UccrnepoBartenen/opraHn3anmmn, a Takke ynorTHOMOYEHHbIE OopraHbl
O MOMYyYEeHHbIX [aHHbIX, KOTOpble MOryT HebnaronpuaTHO OTpasnMTbCA Ha
©e3onacHOCTU CYOBHEKTOB, MOBMUATL Ha MNPOBEOEHWE WCCNedoBaHust mbo
n3MeHnTb yTBepxaeHne/ogodbperHne ACO/HOK Ha npogormkeHne nccnegoBaHums.

5.17 CoolOLeHns 0 HexenaTeribHbIX peakuuax

5.17.1 CnoHcop LOiPkeH B BO3MOXHO Oornee KOPOTKWUA CPOK coobliaTb BCEM
y4acTBYIOLLMM B MCCNegoBaHuM uccregoBatenam/opranmnsaumnsam, SCO/HIK, e
370 TpebyeTcs, a Takxe YrNONMHOMOYEHHbIM opraHam 000 BCeX HexenaTerlbHbIX
peakuusix, KOTopble O4HOBPEMEHHO SIBMSAOTCS CEPbE3HLIMU 1 HENPEABUOEHHLIMM.

5.17.2 Takme 9Kcnpecc-oT4eTbl AOSPKHbI COOTBETCTBOBaTb HOPMAaTMBHLIM
TpeboBaHnam wn pykosogcTtBy ICH "OueHka [JaHHbIX MO KIMHWYECKON
©e3onacHOCTU: TEPMUHONOMNS U CTaHOAPTbl SKCMPEeCcC-0TYETHOCTH".

517.3 CI'IOHCOp AOJDKeH npenctaBlidTb Ha pacCMOTpeHue ynoriHOMOY€HHbIM
OpraHam BC€ HOBble [aHHble W nepunoandyeckme OT4eTbl Mo ©es3onacHocTH
nccnenyemMoro npoaykta B CoOoTBeTCcTsnn C HOpMaTUBHbIMA Tpe6OBaHI/IFIMVI.

5.18 MOHUTOPWUHT



a) MNpaea n 6naronony4ne CybbeKTOB 3aLUMLLEHDI.

6) npeﬂ,CTaBﬂeHHble AaHHble ABNAIOTCA TOYHbIMMU, NOJTHbIMU n
noarBepXaarTcA nepsuny HOW D,OKyMeHTaLI,I/IeVI.

B) MccneposaHve nNpoBOAMTCS B COOTBETCTBMM C YTBEPXKOEHHOW TEKyLLen
Bepcuen npotokona/nonpaBok, GCP 1 HopmaTuBHbIMK TpebGOBaHNAMM.

5.18.2 Bbi60op MOHUTOPOB M UX KBanudMkaumsa
a) MoHUTOpPbI 4OSMKHBI HA3HAYaTbCSA CMOHCOPOM.

6) MoHWUTOPbI AOMKHLI MMETH COOTBETCTBYHOLLYIO NOATOTOBKY, a Takxke obraaaTb
Hay4YHbIMU W/WNA  KIMHUYECKUMU 3HAHUSIMK, HeobXoauMbIMKM AN MNpOoBeaeHUs
HaaneXxallero MOHUTOPUHra uccrnenoBaHus. KeanndwikaumMs MOHUTOPOB [OODKHA
ObITb NOATBEPXKOEHA OOKYMEHTAIBHO.

B) MoHMTOpbI AOMKHbI AeTanbHO 3HaTb uccrnegyemble NpoayKTbl, MPOTOKON,
NMACbMEHHYIO  GOpMy  MH(POPMMPOBAHHOTO  coOrflacMs M BCce  Apyrue
npegocTasnsemble cybbekTam nucbMeHHble matepuansl, COIlT cnoHcopa, GCP un
HOpMaTuBHble TpeboBaHus.

5.18.3 O6bem n copepxaHne MOHUTOPUHra

CnoHcop pormkeH obecneuntb Hagnexawmini  MOHUTOPUHI  UCCIEAO0BaHUN.
CnoHcop JorkeH onpenenutb Heobxoanmble 0ObEM U copoepaHMe MOHUTOPUHIa
ucxogsa w3 uenen, 3agad, MeTOAONOrMW, CIIOXHOCTW, MackKuMpoBKKW, obbema u
OLUEeHVBaeMbIX MapaMeTpoB uccregoBaHus. o obwemy npasuny, C  Lenbto
MOHUTOpUHra TpebyeTcs nocewatb UccrnegoBaTenbCKkme LeHTPbl 40, BO BPEMS U
nocrne okoH4YaHusi uccnegosaHuss. O4HaAKO B UCKIOMUTENBbHBIX Cydasix CMoOHCOpP
MOXET pelmnTb, YTO MOHUTOPWUHI 6€e3 BU3MTOB B MCCReaoBaTeNbCKME LEHTPbl B
CoveTaHUM C TakumMu npouenypamu, Kak TPEHUHr W npoBedeHue COBeLIaHWN
uccneposarernen, npeaocTaBneHne UM NoapoBGHOr0 NMUCbMEHHOMO PyKOBOACTBA
MOXET rapaHTUpOBaHHO obecneynTb Haanexallee npoBefeHVe UccreoBaHus B
cootBetcTBUM ¢ GCP. Ctatuctudeckn onpenensemble KOHTPOSbHble BblIGOPKK
MOTYT CAY>UTb NpUeMIEMbIM METOAO0M 715 0T6opa NpoBepsAeMbIX AaHHbIX.

5.18.4 O653aHHOCTM MOHMUTOpA

MoHuTOp, B COOTBETCTBMM C TpebOBaHMAMM CMOHCOPA, O0MKeH obecneyunTb
Hagexallee npoBeaeHne N JoKyMeHTarbHoe odopmMiieHne ncenegoBanust. C aton
Lenbld MOHWUTOP, KOa YMECTHO W HeobxoAuMO C  Y4E€TOM KOHKPETHOro
nccrnegoBaHMs M UCCeoBaTEeNbCKOrO LEHTPA, BbIMOMHAET HUXENepevncrieHHble
JEencTBus:

a) BbicTynaet B kayecTBe OCHOBHOIO CBSI3YIOLLErO 3B€Ha Mexay CMOHCOPOM U
uccriegoBaTesiem.

6) lMNMpoBepsieT B Ha4ane v Ha NPOTSXEHUN BCEro UCCrneoBaHNs aaeKkBaTHOCTb
KBarmdmKkaumm n pecypcoB uccrnegosatensa (cm. 4.1, 4.2, 5.6), a Takxe
AOCTaToOYHOCTb Ansi 6e30macHOro M Hagnexawlero NpoBedeHWs uccregoBaHus
UMEIOLLMXCA JIIOOCKUX M MaTepuanbHblX pPecypcoB, BkMoyasa nabopatopun,
obopygoBaHue 1 nepcoHarn.

B) B oTHOLWeHUN nccnengyemMblX NpoaykToB MOHUTOP NPOBEPAET cnedyroLllee:

1) CPOKU 1 yCrioBUA XpaHEeHUA npuemMrieMbl N KoOnm4ecTBoO AOCTATOYHO A0 KOHUAa
ncenegoBaHnA,

2) nccrnegyemble nNpoAyKTbl nony4vakoT TOJNbKO Teé Cy6'beKTbI, KOTOPbIM OH
Ha3Ha4eH, N B A03aX, YCTAaHOBJIEHHbIX MPOTOKOJIOM;



3) cybbekTam npegocTaBreHbl HEOOXOAMMbIE MHCTPYKUMM MO MpPaBUIIbHOMY
NPUMEHEHWNIO MCCIedyeMbIX MPOOYKTOB, OOPALLUEHWMIO C HUMW, WX XPAHEHWUIO W
BO3BpaTy;

4) nony4vyeHne, npuMmeHeHMe W BO3BpaT WUCCrieayeMbliX NpPOAYKTOB B
ncernegoBaTteribCKoOM LeHTpe OOJDKHbIM 06pa30M KOHTPOINMMPYT U Od)OpMJ'IFlI'OT
AOKYMEHTalbHO;

5) YHUYTOXEHNE (J'II/I6O NHoOEe paCI'IOpFDKeHI/IG) HEeNCnornb30BaHHbIX UCCeayeMblX
NPOAYKTOB B WUCCNeOOoBaTENIbCKOM LEHTpe OCYyLeCTBNAKT B COOTBETCTBUM C
HOPpMAaTUBHbIMA TpGGOBaHVIFIMI/I 1 no cornacoBaHMio CoO CNOHCOPOM.

F) HPOBepﬂeT cobntogeHne nccnegosaTenem yTBEPXOEHHOIo NPOTOKOa N BCEX
yTBEPXOEHHbIX MOonpaBoOK K HEMY, €CJIN TaKOBble UMEKTCA.

A) [NpoBepsieT, 4TOObLI MNUCbMEHHOE WH(OPMUPOBAHHOE COrflacue Kaxooro
cybbekTa 6610 Nony4yeHo A0 Havyana y4acTus B UccrnefoBaHuu.

e) ObecneumBaeT HammMuMe y uccriegoBaTensa Tekylwen pepakuum OpoLuopbl
nccrnegosarens, BCeX APYrMxX AOKYMEHTOB W MaTepuarnoB, HeobxoauMbIX Ans
NpoBEAEHUsI UCCNeQoBaHWsA HagnexauyMm o6pa3oMm U B COOTBETCTBUM C
HOPMaTUBHLIMU TPEOOBAHNAMMW.

X) ObecneumBaeT TO, 4YTOObI UCCregoBaTENb M €ro COTPYAHWUKW, 3aHATblE B
nccnegoBaHun, 6bIM 4OCTaTOMHO MHAOPMMPOBaHbI 06 UccneaoBaHUN.

3) [lpoBepsieT, 4TO wuccrnegoBaTeNlb W €ro  COTPYOHVKW, 3aHsTble B
nccregoBaHUM,  BbIMOSHSIIOT  CBA3aHHble € UccriegoBaHMeM 06si3aHHOCTU B
COOTBETCTBMM C MPOTOKONIOM M BCEMMU APYIVIMA MUCbMEHHBIMWU COrNaLleHUsIMU
MeXay CMOHCOPOM W UccriefoBaTenem/opraHu3auneit U He nepeaatoT BbiMOHEHNE
CBOMX (PYHKLNIA HEYNONTHOMOYEHHbIM NALLaM.

n) [lpoBepsieT cobnogeHve wuccrnegosatenem kputepyeB otbopa npu
BKIIOMEHUM CYOBEKTOB UCCIEL0BaHUS.

k) CoobLiaeT o ckopocTn Habopa CyObeKTOB B UCCIEAOBaAHME.

J'I) I'IpOBepﬂeT npaBuUiibHOCTb, MNONMHOTY WU CBOEBPEMEHHOCTb pernctpaunm
AaHHbIX B MEPBUYHbLIX N OPYrNMX OTHOCALUMXCA K UCCNeoBaHUKO OOKYMEHTaX, a
TaKXe NnopAaaoK nx seaeHunA.

M) MpoBepsieT, YTO UccreaoBaTenb NpegocTaBnseT Bce TpeGyemble OTYETHI,
yBEOMIIEHMS!, 3anpocbl W MNOAODOHbIE [AOKYMEHTbl M YTO OHU SIBMSIOTCS
npaBUrbHLIMK, MOSHLIMW, CBOEBPEMEHHbIMU, pPa3bopyMBbIMKW, OATUPOBaHbI U
NOEHTUULIMPYIOT UCCred0BaHME.

H) [lpoBepsieT nMpaBWMBHOCTL W MNOMHOTY AaHHbiX B WPK, nepBUYHbIX
AOKYMEHTax W [OpyrMX OTHOCAWMXCHA K WUCCIEAOBaHMIO  3anucsax MyTem
COMocTaBneHns ux mexay cobon. B ocoBeHHOCTN, MOHUTOP OOSTKEH NPOBEPUTH
crnepywoee:

1) MpaBUIbHOCTbL BHECEHMSI TpebyembiX MPOTOKONOM AaHHbix B UPK un mnx
COOTBETCTBME AaHHbIM B NEPBUYHON JOKYMEHTALUW;

2) nmobble W3MEHeHWss [03bl WM - Tepanun  YeTKO  [OKYMEHTasbHO
ochbopMrsATCS OIS Kaxaoro cyobekTa nccrneqoBaHuns;

3) HexenaTerbHble SIBMEeHUsi, COMYyTCTBYIOLLEE NeYeHne U MHTEPKYPPEHTHble
3aboneBaHusi perucTpupytotcs B IPK B COOTBETCTBUM C NMPOTOKOSIOM;

4) nponyLieHHble Cy6'beKTOM BU3UTHI, HernpoeseaeHHble  aHallm3bl n
HEBbINMOJIHEHHbIE o6cnenosaH|/|;| ACHO OTpaXeHbl B MPK kak TakoBbl€;



5) Bce crnyyYanm WCKIMIOYEHUS M BblObiBaHMS CYOBHEKTOB U3 MCCIieaoBaHUSA
3aperMcTpmpoBaHbl U 00 bsicHeHbl B NPK.

0) CoobuwaeT wuccnegoBatento o nobbIX gonyweHHbix B MPK  owmbkax,
nponyckax u HepasbopymBbix 3anucsx. MoHUTOp OO/PKEH MpocneauTb 3a TEM,
4YTOObl COOTBETCTBYIOLME WUCNpPaBneHus, 4oOaBnNeHnss U BblYepkMBaHUS Obinn
coenaHbl, AaTUpoBaHbl, O0BACHEHbI (ecr HeobxoaumO) M noanMcaHbl CamMyMMm
nccnegosarenem nmbo ynorHOMOYEHHbIM Ha MOAMNUCaHMEe 3a HEero U3MEHEHUI B
MPK uneHom wuccrnegoBaTenbCckoro Konnektusa. [JaHHble MOMHOMOYUS [AOIMKHbI
ObITb 3aKpenneHbl JOKYMEHTasbHO.

n) MNpoBepsieT cobnogeHne CPOKOB COOBLLEHNS O HexenaTerbHbIX SBIEHUSX,
onpeaeneHHolx GCP, npotokonom, 3CO/H3K, cnoHcopom u HOpMaTMBHBIMK
TpeboBaHNAMM.

p) MNMpoBepsieT BegeHne uccrenoBaTenemM OCHOBHbIX AOKYMEHTOB (CM. pasgen 8
HacTosILLEro ctaHgapTa).

c) Coobuwaet nccnegosartento o6 OTKMOHEHUSAX oT npoTtokonia, COl, GCP nu
HOpMaTMBHbIX TpeboBaHMI, a Takxe npeanpuHUMaeT Heobxoaumble OENCTBUS C
Lenbio NpeaoTBpaTUTb NOBTOPEHNE NOAOOHbLIX OTKITIOHEHUIA.

5.18.5 NMpoueaypbl MOHUTOPUHIA

MoHuTOop porpkeH cobmogatb nucbMmeHHble COIl  cnoHcopa, a Takxe
npouenypbl, cneuuansHO oOnpederieHHble  CMOHCOPOM AN MOHWUTOPWHra
KOHKPETHOro 1ccrnegoBaHus.

5.18.6 OTyeT MOHMUTOpPA

a) lMocne kaxgoro BM3WTa B UCCIEOOBaTENbCKUM LIEHTP WM CBSA3aHHOMO C
nccregoBaHMEM KOHTaKTa MOHUTOP [OSDKeH NMpeacTaBUTb CMOHCOPY MUCbMEHHbIN
oTyer.

6) OT4yeTbl OOKHbI BKMOYaTh B cebsa gaty, HaMMeHOBaHWe LEeHTpa, WUMS
MOHUTOPA, MMsi UCCreaoBaTens UM MHOTO LA, C KOTOPbIM COCTOSINCS KOHTAaKT.

B) OT4yeTbl AOMKHbI COAEepXaTb KpaTkoe onMcaHue OOBEeKTOB MpPOBEPKM,
COOOLUEeHe MOHMTOPa O CYLIECTBEHHbIX AaHHbIX/d)aKTax, OTKIIOHEHUSX W
HefgocTaTkax, BblBOAbI, ONWCaHWe AEUCTBUN, NPEANPUHATBLIX NMOO0 NnaHMpyeMblix
n/vnn pekomeHayembix And obecneyeHus cobrtogeHnss TpedoBaHU NpOTOKONa,
GCP ¢ ynonHOMOYEHHbIX OpraHoB.

r) MNpoBepka CNOHCOPOM OTYeTa WM nocrnegylowme OEeUCTBUSE N0 HEMY LOIDKHbI
ObITb LOKYMEHTarnbHO 0POPMIIEHbI YNONTHOMOYEHHBIM NPEACTaBUTENEM CMOHCOPA.

5.19 Ayaut

Mpy npoBedeHwn ayauta B npefenax Mep, HamnpaBneHHbIX Ha obecneyeHve
KayecTBa, CMOHCOPbI AOMKHbI Y4UTbIBATD!

5.19.1 Uenb

Llenbto cnoHcopckoro ayauTa, MPOBOAMMOINO OTAENbHO WM HE3aBUCKMMO OT
PYTUHHBIX (OYHKLMA MO MOHUTOPWHIY W KOHTPOSIKO KayecTBa, SABMSIETCSH OLEeHKa
COOTBETCTBMSI MPOBOAMMOIO  uccnegoBaHust npotokony, COIN, GCP wu
HOPMaTUBHbLIM TPeOOBaHMSM.

5.19.2 Bbi6op 1 kBanudmkaumsa ayautopos



a) ,D,J'IFI nposefeHnAa ayanuta CrnoHCcop AO0JrKeH HadHa4YuTb niu, He3aBUCUMbIX OT
KIMHUYECKNX NCCReaOoBaHUN.

6) CnoHcop o0653aH yaoCTOBEPUTLCA B TOM, 4YTO ayauTopbl obnagatoT
AOCTaToYHOM KBanudwkaumen, T.e. NOATOTOBKOW W OMbITOM, AN NPOBEOEHMWs
ayauta Haanexawum obpasom. KBanudwikaumss aygutopa dorbkHa  ObiTb
nogTBepXaeHa AOKYMEHTarbHO.

5.19.3 NMpoueaypsb! ayauTa

a) CnoHcop JOJTKEeH ybeautbes, yTo ayout KNMMHUYECKNX
nccrenoBaHu/MporpaMM  NPOBOAMTCA B COOTBETCTBUM C  MUCbMEHHLIMU
npouenypamy CroHcopa, onpenensoumMmm oO0bekT ayauTa, MeToAbl NPOBELEHUS
ayauTa, 4acToTy ayauToB, a Takke hopmy 1 coaepkaHne oT4eToB 00 aygute.

6) PaspaboTaHHbIi CMOHCOPOM NfaH ayauta W npoueaypbl  ayauta
nccnegoBaHus A0MMKHbI ObiTh onpegeneHbl 3HaYMMOCTbIO AaHHOMO UCCreoBaHNs
AN nofgayn 3asiBOK B YMOSMMHOMOYEHHble OpraHbl, KONMMYECTBOM CYObEKTOB,
y4acTBYIOLWX B UCCELOBaHUN, TUMOM U CIIOXHOCTbIO UCCIEAOBaHMS, CTENEHbIO
pucka Ans CyObeKTOB WCCreaoBaHWsi, a Takke AOMKHbl ObiTb MNPUHATbI BO
BHMMaHUe ntobble BbISBIIEHHbIE NPOONEMBI.

B) 3ame4aHuvsi U BbIBOAbI ayauTa OOMKHbI ObiTb 0opMIIEHbI [OKYMEHTamnbHO.

r) [Ons coxpaHeHWs He3aBUCMMOCTM W LEHHOCTM pyHKUMM  ayauTa
YMNOSIHOMOYEHHbIE OpraHbl HE AOMMKHbI B PYTUHHOM MOPSiAKE 3anpalumMBaTtb OTYETbI
06 ayauTte. YNONMHOMOY€EHHbIE OpraHbl MOryT obpallaTbCsi 3a JOMNYyCKOM K oTyeTam
06 ayguTe, ecnm MMeKTCa CBMAETENbCTBA Cepbe3Horo HecooTBeTcTBMA GCP, nnm
B crnyyae cynebHbIx pa3bumpaTenscTs.

/J,) Ecnm aT1o Tp66yeTCF| COOTBETCTBYHOLLMM MECTHbIM 3aKOHOOAaTEIbCTBOM UINA
noa3akOHHbIMM  aKTaMW, CMNOHCOpP AOOivkeH npeactaBUTb CBUOETENBLCTBO O
nposeaeHHOM ayauTe.

5.20 HecoGnroaeHne npuMeHUMbIX
TpeboBaHUMN

5.20.1 Hecobniogenne npotokona, COIlN, GCP wu/vnn CcOOTBETCTBYIOLMX
HOpMaTMBHbIX TpeboBaHWI unccnegoBaTenem/opraHn3aumen unu  CcoTpygHUKOM
CNoHCOpa [OOMMKHO BecTUM K 0OesoTnaratenbHbIM — OEWCTBUSIM  CMIOHCOPA,
HanpaBneHHbIM Ha obecneYeHne ux cooNaEHs.

5.20.2 Tpn oBHapyeHUn B XO04€ MOHUTOPWUHIa MM ayauta CepbesHbiX W/unm
NOBTOPSAIOLLMXCS CrlydaeB HeCOBMoAeHNs NPUMEHUMbIX TPeBOBaHUA CO CTOPOHDI
uccneposarens/opraHMsaunm CMOHCOp OOJSDKEH npekpaTuTb yyactue
uccneposarerns/opraHMsaunm B nccnegosaHum. Ecrm yyactue
uccregosartensg/opraHM3auum  nNpekpaweHo B pesynbTaTe Cepbe3HbiX  W/wumm
NOBTOPSIIOLLMXCH CrlydaeB HecobrniogeHns MNpUMeHUMbIX TpeboBaHUA, CMOHCOpP
AorkeH 6e3oTnaratenbHO yBe4OMUTb 06 9TOM YNOMHOMOY€EHHbIE OpraHbl.

5.21 locpo4HOe npeKkpaweHue nnum
npuocTaHOBKa uccnegoBaHus



Ecrm nccnegoBaHue OOCPOYHO MpEKpaleHO UMM NPUOCTAHOBMEHO, CMOHCOP
OOIDKEH  He3aMeanunTenbHO  coobWMTb  UccreaoBaTensaM/opraHMsaumnsam  u
YMOMHOMOYEHHBIM OpraHam O MpeKkpalleHMn UK NPUOCTaHOBKE, a TakXe yKasaTb
NPUYKUHLI NpekpalleHuss unm npuoctaHoBkn. OCO/HOK Takke pomkeH ObiTb
HemeasieHHO MHOPMMPOBaH CMOHCOPOM UMM uccregoBartenem/opraHmusaumen (B
COOTBETCTBUM C HOPMAaTMBHbIMW TpeboBaHMAMKM), B TOM 4MCIie U O MpUYMHax
NPEeKpaLLEHns UM NPUOCTaHOBKU NCCIEA0BaHUS.

5.22 OT4YeT O KNIMHUYECKOM
nccnegoBaHMu/ncnbiTaHUN

HesaBncumo ot TOro, 661510 M MccrnegoBaHMe 3aBePLLUEHO MO NPOTOKOMY M
npekpaweHo [OCPOYHO, CMOHCOp AJofkeH obecnevynTb CcOCTasrieHue U
npeacTaBneHve B YNOSIHOMOYEHHbIE OpraHbl (B COOTBETCTBMU C HOPMATMBHbLIMU
TpeboBaHNAMM) OTHETOB O KIMHUYECKOM uccregosaHmn. CnoHCOp Takxe AOSmKeH
obecneynTb COOTBETCTBME OTYETOB O KIIMHWYECKOM UCCredoBaHWM, BXOOSALWMX B
COCTaB 3asiBKM Ha perucTpauuto, ctaHgaptam pykosogactea ICH "CrtpykTypa u
cogepxaHne 0T4YETOB O KNMHU4Yeckom uccnegoeaxHmn” (Mpumedanune - PykoBoacTeo
ICH "CtpykTypa u cogepxaHuMe OTYETOB O KIMHMYECKOM uccregoBaHvn”
yKa3blBaeT, YTO B OTAEMbHbIX Crydyasx MOryT ObiTb npvemrieMbl COKpaLleHHble
OTYeThI.)

5.23 MHoroueHTpoOBbIe UCCneaoBaHUA

I'IpV| MHOIoOLEHTPOBbLIX UCCJieAOBaHNAX CMOHCOP  OOJTDKEH obecneynTb
crnegywulee:

5.23.1 Bce vccnegosaTeny NpoBoAsT UcCrefoBaHWe B CTPOrOM COOTBETCTBUM
C MpPOTOKOMOM, COrfaCoOBaHHbLIM CO CMOHCOPOM W, ecnum Tpebyetcs, C
YNOSTHOMOYEHHbBIMM OpraHamn 1 yTeepxaeHHbIM/ogo06peHHbIM SCO/HOK.

5.23.2 UPK paspaboTaHbl Takum obpasom, 4ToObl cobpaTb Bce Tpebyembie
AaHHble 13 BCEX LIEHTPOB, Y4aCTBYHOLLWMX B MHOMOLLEHTPOBOM WUCCreAoBaHUW. Tem
uccrnegosartensiM, KOTopble coOOMPaloT AONONHUTENbHbIE AaHHble, OOIDKHbI ObITb
Takke npegocTaBneHbl pononHutenbHole WPK, paspaboTaHHble and cbopa
AONONHUTENbHBLIX AaHHbIX.

5.23.3 O643aHHOCTY nccnenoBarenen-KoopaAnHaTopoB n Apyrnx
nccriegoBarenen JOKYMeHTarnbHO 3aKkpenseHbl 40 HaYarna nccregoBaHus.

5.23.4 Bcem wnccrnegoBatendam npeaocTaBrieHbl MHCTPYKLUMU NO CcOobrogeHuto
NPOTOKOIA, €AUHbIX CTAaHAAPTOB OL,EHKN KITMHUYECKNX N NTAaBopaTOpHbIX OaHHbIX, a
Takxke no 3anonHenuto NPK.

5.23.5 CBs3b Mexay nccrieqoBaTtensammn He 3aTpygHeHa.

6 NMpoTokon KNUMHNYECKOro nccriegoBaHus u
nornpaBKu K MPOTOKONY

Mo obwemy npaBuny, cogepkaHMe NMPOTOKOMa UCCrenoBaHUs OOSPKHO UMETb
yKasaHHyto Huke CTpykTypy. OgHaKko nHopMaLusi, UMEILLAa OTHOLLEHNE TOMbKO K
OOHOMY MCCrefoBaTeENbCKOMY LIEHTPY, MOXET OblTb NpeacTaBreHa Ha OTAENbHbIX
CTpaHuuax MNpoTOKOMa MM COAEPXATbCS B OTAENMbHOM COrMALLEHWMW, a 4acTb
NPUBEOEHHON HWKe WHGOPMALMM MOXET Takke codepxatbCs B APYrvX
OOKYMEHTaX, CCbINIKM Ha KOTOpble MMEKTCS B MPOTOKOMe, Hanpuvep B Gpoluope
nccnegosarens.



6.1 O6wan nHcpopmauunn

6.1.1 HasBaHvne npoTokosa, MAeHTUMKALWOHHBIN HOMEp MNPOTOKONa M garta.
JTio6as nonpaeka Takxke JorpkHa MMETb HOMEpP NMOMpPaBKu 1 4aTy.

6.1.2 HanveHoBaHve/Msi W agpec CMoHcopa W MOHUTOpa (ECnM  OHM
pasnu4yaroTcs).

6.1.3 mMa n [OOmMKHOCTb v, YMNOSIHOMOYEHHBbIX OT  MMEHW ChnoHcopa
noAnucbiBaTb NPOTOKOI U NOMPaBKKU K NPOTOKOSY.

6.1.4 Nwma, QormkHOCTb, agpec M Homep TernedoHa Ha3HaA4YeHHOro CrOHCOPOM
MEeAMLMHCKOro aKcnepTa no aHHOMY UCCeqoBaHUIo.

6.1.5 Vma u pomkHOCTb uccregoBaTtenen, OoTBevYalwmx 3a npoBefeHue
nuccrenoBaHus, a Takxke agpeca M Homepa TenedoHOB KITMHUYECKUX LLEHTPOB.

6.1.6 Nm4a, oormkHOCTb, agpec 1 Homep TenedoHa kBanMdmunMpoBaHHOIO Bpaya,
OTBEYAIOLLEro 3a NPUHATUE BCEX PELLEHWN MEAULIMHCKOrO XapakTepa (ecnm gaHHoe
1L He SBFeTCS UccregoBaTternem).

6.1.7 HaummeHoBaHMA © agpeca KIMHUYECKMX nabopatopui U Lpyrux
MEAULUMHCKNX W/WMIM TEXHUYECKUX CNyx0 W/wnnm opraHusauuin, BOBMEYEHHbIX B
nuccneposaHue.

6.2 ObocHOBaHue uccnegoBaHuA

6.2.1 HasBaHuve v onncaHune uccnegyemMbix NpoayKToB.

6.2.2 CBogHOE U3NoXXeHMe NOoTEeHLManbHO MMEKLLIMX KIMMMHNYECKYH 3Ha4YMMOCTb
pe3ynbrTatoB OOKIMHUYECKUX nccneaoBaHuii, a Takxe pe3ynbtatoB KIMHUYECKUX
nccnegoBaHnii, 3HaYUMbIX 418 4aHHOTO UCCIeaOoBaHUS.

6.2.3 KpaTKOG onncaHne U3BeCTHbIX U NMoTeHUMarnbHbIX PUCKOB U MOIb3bl A4
Cy6'beKTOB nccnengoBaHna, ecri TakoBbie UMEKTCA.

6.2.4 OnucaHne n o0BOCHOBaHWe cnocoba BBeAEeHUS, AO3MPOBKU, pexuma
0031POBaHMA N Kypca NeyeHus.

6.2.5 YkasaHue Ha To, YTO uccregosaHve 6yneT NpoBoAUTLCS B COOTBETCTBUM
¢ npotokosnom, GCP 1 HopMmaTuBHbIMK TpeboBaHMAMM.

6.2.6 OnncaHne uccnegyemon nonynsuun.

6.2.7 CchbIfIkKM Ha nuUTepaTypHble UCTOYHUKM W [aHHble, CYLUECTBEHHble ANs
nccrnenoBaHust U npeacTaensowme cobot 060CHOBaHME AaHHOMO UCCEA0BaHYS.

6.3 Llenn n 3apaum nccnenoBaHus

JeTanbHoe onnucaHue uenen n 3agad nccnegoBaHus.

6.4 InzanH nccnepoBaHus

HayyHass 060CHOBaHHOCTb WUCCreAOBaHUS M OOCTOBEPHOCTb MOSYyYEHHbIX B
nccrneaoBaHUM [aHHbIX CYLWECTBEHHO 3aBUCAT OT [Au3ailHa uccreaoBaHus.
OnucaHve ausaliHa ccrneaoBaHnsa A0MMKHO BKMoYaTh B cebs:



6.4.1 Yka3aHMe OCHOBHbIX W AOMOMHUTEMbHBLIX (MPU HaMMYMKM) UCCredyembixX
napamMeTpoB, KOTOpble GyAyT OLEHNBATLCS B XOA4E UCCNEeoBaHuS.

6.4.2 Onucanne TuNa/gMsanHa nNPOBOAMMOrO UCCregoBaHUs (Hanpumep,
ABOMHOe cnenoe, nnauebo-KoOHTponMpyeMoe, napannensHoe) u rpadmnyeckyto
CXemy u3anHa uccrnenoBaHus, Npoueayp v aTanoB UccregoBaHus.

6.4.3 OnucaHne Mep, HanpaBnEHHbIX Ha  MWHMMU3ALWIO/MCKIIOYEHME
CYOBEKTUBHOCTHU, B TOM YUCIIE:

a) paHoomMmu3aumu;
6) cnenoro MeToaa/MacKMpOBKM.

6.4.4 Onucaxue Mcnornb3yemMoro B nccrnegoBaHnn nevyeHnd, O3nMpoBKN N CXeMb
NnpUMEHEHNA WUccnegyemMblX MNpoayKTOB. Takke BknMovaeT B cebs onucaHue
J'IeKapCTBeHHOI;I (*)OprI, YyNaKoOBKM N MapKMPOBKK UccrneayemMblX NpoayKToB.

6.4.5 Oxmaaemasi NPOAOIPKUTENBHOCTL Y4acTUs CYObEKTOB B MCCrieqoBaHuM,
onucaHWe nocregoBaTeNlbHOCTU M MPOAOIDKATENBHOCTUM  BCEX  MepuoaoB
uccrnefoBaHusi, BKMOYasi nepuop MOCreaylowero HabnogeHusl, ecrim TakoBoW
npeaycMOTpPEH.

6.4.6 OnucaHve "npaBun OCTaHOBKM" WM "KpUTEPUEB WCKIOYEHNs" and
oTAerNbHbIX CYOBHEKTOB, YacTen UCCIeAoBaHNS UMK UCCIEAOBAHMS B LLESIOM.

6.4.7 lMpoueaypbl ydyeTa uccrieqyeMblx MPOAYKTOB, BKIOYas, MNpU HanmmMymu,
nnauebo n npenapaTbl CPaBHEHUS.

6.4.8 XpaHeHune paHaoMU3aLMOHHbIX KOAOB U NpoLeaypbl X pacKkpbiTUA.

6.4.9 lNepeyveHb BCeX OaHHbIX, perMcTpmpyemMbix HenocpeacTBeHHo B VPK (T.e.
6e3 npegBapuTenbHOM 3anMcyM B MNUCbMEHHOM UMM 3NIEKTPOHHOM BuAEe) U
paccMmaTpuBaeMbliX B Ka4eCTBE NEPBUYHBIX AaHHbIX.

6.5 OTO0p U nckn4YeHne cybLEKTOB

6.5.1 Kputepun BKItoYEHUS CYObEKTOB.
6.5.2 Kputepum HEBKIMOUYEHMS1 CYOBHEKTOB.

6.5.3 Kputepun wuckmodeHmss cyobLekToB (T.e. OCHOBaHUSA MpekpalleHus
NPUMEHEHNST  UCCIeAyeMOoro  NpOAYKTa/MCCrieayeMoro feyeHus), a  Takke

npoueaypbl, onpeaenstoLme:

a) Kormma wn Kak CyObekToB WUCKMYaTb M3  MUCCregoBaHus/neyYeHns
nccnegyemMbimM NPOaYKTOM.

6) Kakne paHHble U B Kakue CPOKW1 OOJPKHbI ObITb COGpaHbI NO UCKIMOYEHHbIM
nauneHTam.

B) 3aMeHeHbI 1 U Kakum 06pa3oM BblObIBLUME CYOBEKTHI.

r) Mocnepytowee HabrnogeHve 3a CyObEKTaMW, UCKIOYEHHbIMU U3 fe4eHUs
ncecnegyemMbiM NpogykTom/mccrnegyembiM neveHnem.

6.6 JlleueHne cyobekToB



6.6.1 OcyLLI,eCTBJ'IFIeMOG Nle4eHne, BKI4Yada Ha3BaHUA BCeX MNPOAYKTOB, UX
A03UNPOBKU, 4YacToTy npmnema, I'IYTI/I/CI'IOCOGI:I BBEOEHUA, a TaKxe
npoAOITKUTENbHOCTL Jle4eHUA, BKINoYad nepuoabl nocrenyroulero HaGJ'II'O,D,eHVIFl
AN Kaxaou rpynnbl NevyeHna nccecnegyemMmbiMn NnpoaykTamMmn.

6.6.2 JlekapctBa/cnocobbl neYeHUs, MPUMEHEHME KOTOpPbIX pa3peLleHo
(BKMOYAA HEOTNOXHYKD Tepanuio) WM He paspeleHo A0 WM BO BpPeEMS
nccnegoBaHus.

6.6.3 MeTogbl KOHTpONA 3a cobrogeHnem npouenyp cydbLekTamu.

6.7 OueHka 3achheKTUBHOCTHU

6.7.1 MNepeyveHb NnapameTpoB 3peKTUBHOCTH.

6.7.2 MeToaobl W CPOKM OLIEHKW, perMcTpaumm W aHanmsa napameTpoB
3hdEKTUBHOCTM.

6.8 OueHka 6e3onacHOCTHU

6.8.1 NepeyveHb napameTpoB 6e30MacHOCTH.

6.8.2 MeTtoobl W CpPOKM OLEHKW, perMcTpaumm W aHanmsa napameTpoB
6e3onacHoCcTMW.

6.8.3 TpeboBaHusa K oT4yeTam, npouenypbl Mo permcTpaumm u coobLUeHUSM O
HexenaTernbHbIX ABMIEHUSAX Y UHTEPKYPPEHTHbIX 3ab0neBaHumsIX.

6.8.4 Metog n nNpoAOIMKUTENBLHOCTL HabnogeHWss 3a cybObekTamu nocne
BO3HMKHOBEHUS! HEXenaTernbHbIX SBMEHUIA.

6.9 Ctatuctuka

6.9.1 OnucaHne cTatUCTUYECKMX METOAO0B, KOTOpble npeanonaraeTcd
MCMOMnb30BaTb, BKKOYAsS CPOKM KaXKOO0ro NiaHUpyemMoro NpoMexyTo4YHOro aHanmaa.

6.9.2 [MnaHMpyemoe KonM4ecTBO CYOBLEKTOB. B cnydyae MHOrOLEHTPOBbIX
nccneaoBaHui AOMKHO ObITb ONpeaeneHo NaHMpyemoe KOfMyecTBO CYOBHEKTOB B
Kagom ueHTpe. O6ocHoBaHME pa3mepa BbIOOPKM, BKMOYAA PaCCYXKOEeHUs Wim
BblYMCIIEHMA AN OOOCHOBaHWMA CTaTUCTUYECKOW MOLUHOCTM WCCIELOBaHuA U
KJIMHWYECKON NPaBOMEPHOCTU UCCNEAOBaHUSI.

6.9.3 NpumeHsiemMbI YPOBEHb 3HAYMMOCTM.
6.9.4 Kputepun npekpalieHms nccrnegoBaHus.

6.9.5 Tllpouenypbl y4yeTa OTCYTCTBYOWMX, He noanexawmx aHanmasy u
COMHUTENMbHbIX JaHHbIX.

6.9.6 MMpouenypbl cooblieHnss 0 MOObIX OTKMOHEHMAX OT MNepBOHAYarbHOro
CTaTUCTUYECKOTO MraHa (BCE OTKIIOHEHMS OT NMepBOHaYanbHOrO CTAaTUCTUYECKOro
nnaHa AormkHbl 6bITb onucaHbl M O0BOCHOBaHbI B MPOTOKOrEe W/unmM duHanbHOM
oTyeTe 06 uccnegoBaHwn).



6.9.7 OT60p CcyOGbLEKTOB ANs aHanu3a (Hanpvmep, BCE paHOOMWU3MPOBaHHbIE
cybbekTbl, BCe CYOBLEKTbl, MonyyMBlUME XOTA Obl OOHY A03y MCCReayemoro
npenaparta, BCe CYOBLEKTbl, COOTBETCTBYHOLME KpUTEpUAM OTOOpa, CYOBLEKTHI,
AaHHble KOTOPbIX NPUroAHbI A OLLEHKN).

6.10 NMpsamon gocTtyn K NnepBUYHbIM
AaHHbIM/AOKYMeHTauunmn

CI'IOHCOp OOIDKeH npeaycMoTpeTb B MpOTOKone winm UMHOM NMUCbMEHHOM
cornawieHmm o6513aHHOCTb VICCJ'IGD,OBGTGJ'IGVI/ODFGHVBGLI,VII7I HE npendaTcTBOBaTb
npaMomMy OOCTyny K MNepBUYHbIM [J,aHHbIM/LI,OKyMeHTaLI,I/IVI ana  npoBeaeHudA
CBA3aHHbIX C UccnegosaHnem MOHUTOPUHra, ayauta, 3TUHECKON 9KCnepTn3bl, a
TaKXe NHCnekunn co CTOPOHbI YNOJIHOMOYEHHbIX OpraHoB.

6.11 KoHTponb KayectBa U obecnevyeHune
KayecTBa

6.12 dOTnka

OnuncaHne aTUYECKUX acneKTOB UCCEeqOBaHNS.

6.13 PaboTa ¢ gaHHLIMUM U BegeHue 3anucen

6.14 PnHaHcMpoBaHuMe U cTpaxoBaHUe

®uHaHCMpOBaHNE W CTpaxoBaHWE, €CIIM OHWM He OonucaHbl B OTAeNbHOM
JloroBope.

6.15 Nyo6nukauun

MonuMTvka B OTHOLIEHMM NyGMMKaLWi, ecriv oHa He onucaHa B OTAeNbHOM
[10roBope.

6.16 NMpunoxeHusn

(MpumevaHue - MocKkomnbKy NPOTOKON UCCIEAOBaHNA U OTHET O KIMHUYECKOM
nccrnefoBaHUM/MCTIbITAHUM TECHO CBSA3aHbl, ONA LOMNONMHUTENbHOW MHpopmauum
cMm. pykosBoactBo ICH "CTpykTypa ¥ cogepxaHue oOT4yeTa O KIMHUYECKOM
nccnegosaHun'.)

7 bpowtopa uccrnegoBarens

7.1 BBepeHue



Bpowtopa uccneposatena (BW) npeactasnsetr cobori CBOAHOE W3NOXEHWE
KIMMHUYECKUX N OOKNMHUYECKMX AaHHbIX MO uccregyeMoMy MpoaykTy, KoTopble
UMEIOT 3Ha4YeHVe ANA ero U3y4yeHns ¢ ydacTUEM YerioBeka B kadecTBe CyObekTa
uccneposaHus. HasHaueHnem B aBngeTca npepocTasneHve ncenegoBaTtendam v
OpyrMM  niuam, BOBMEYEHHbIM B NPOBEAEHUE WccreaoBaHud, WHdopmauuu,
NMOMOraloLLEN MOHUMAHMIO W COOMIOOEHUD MHOMX CYLLUECTBEHHbLIX MOSIOXKEHMN
NPOTOKOSA, TaKMX Kak [03a, YacToTa/mepuoguyHoCcTb 03, Cnocodbl BBEAEHMS, a
Takke npoueadypbl MoHuUTOpuHra 6esonacHocTn. BW  Takke obecneynBaet
NOHUMaHne, cnocobCTBYIOLIEE KIMHNYECKOMY BEAEHNIO CYObeKTOB UCCnegoBaHNs
B TeYeHMe Kypca KIMHMYecKoro wuccrnegoBaHus. WHdopmauuma pomkHa ObiTh
npeacTaBfieHa B KpPaTKOW, MPOCTON, OOGBLEKTUBHOW, B3BELLEHHOW W JIMLLEHHOW
peKknamMHoOro OTTeHKa hopme, MO3BOMALWEN KIMHULUCTY WM NOTEeHUMarbHOMY
nuccrnegoBaTtento MOHATbL ee M ChopMUMpoBaTb CBOK COOBCTBEHHYD OOBLEKTUMBHYHO
OLEHKY LenecoobpasHOCTM  NpeanaraemMoro  WUccrnegoBaHUst  UCXoasa U3
COOTHOLLEHMS pycKa 1 nonb3bl. Mo 3Ton npuynHe B pegakTupoBaHum bW obblvHO
OOIPKEH NPUHMMAaTb ydacTue MEeAULUHCKUIA 3KCNepT, HO coaepxaHue bW aormkHo
OblTb  0g00peHo cneunanucTamm Tex obracter, rme ObinmM  NonyyYeHsbl
ONUCbIBaeMble AaHHbIE.

Hactoawmnm cTtaHgapT onpegenser MUHUMalbHblin 06beM  nHdopmauum,
KoTopasi gorkHa OblTb BKMoveHa B BW, v gaetr pekomeHgauum no CTpyKType
N3NoXxeHns AaHHon wuHdopmMauuun. [lpegnonaraetcsi, 4TO Xapaktep U ob6bem
OOCTYynHOM wuHdopMauun 6yayT U3MEHATbCA B 3aBMCUMOCTW  OT  CTaguu
pa3paboTku nccrnegyemoro npoaykrta. Ecnm nccnegyembli NpogykT HaxoauTcs Ha
pblHKE W  OOMbLUIMHCTBY NPaKTUKYIOLLMX Bpavyen XOpOLO W3BECTHbl  €ro
dapmakonorndeckne ceonctBa, bW mMoxeT ObITb MeHee nogpoOHon. [oe aTo
OOMycKaeTca  YNONMHOMOYEHHbIMM  OpraHamu, BmecTto BW  moryt  ObiTb
UCMomnb30BaHbl MaTepuarbl, COAepXalme OCHOBHYH WHGOpMauuio O NpoaykTe,
NUCTOK-BKMadbIlW  uninm  mHopMauua Ha  3TUKETKe NpW  YCroBUW,  4TO
anbTepHaTUBHLINA BapyaHT COAEPHUT aKTyarlbHYt0, BCECTOPOHHIOW WM MO4POOHYH0
NHopMaL Mo 060 BCcex xapakTepucTrKax uccrnegyemMoro npoaykTa, Kotopble MoryT
OblTb BaxHbl OnA wuccnegosatens. Ecnum  3aperMcTpupoBaHHbI - NPOAYKT
nuccrnegyeTcsa Ha npegMeT HOBOro NPUMEHeHWst (T.e. Mo HOBOMY MokasaHwuio), bU
aomkHa OblTb COCTaBfneHa C y4eToM HOBOro npumeHenus. BW  cnepyet
nepecMmaTpvBaTtbh He pexe Of4HOro pasa B rog W, npy HeobxoanMMOCTH, AOMOSNHATL B
COOTBETCTBMM C MMUCbMEHHbIMM MpoueaypaMu cnoHcopa. B 3aBucumoctu ot
cTagum pas3paboTkum npogykta M MO Mepe MOCTYNSIeHUss HOBOM  3HAYMMOW
nHdopmaumm bW moxHo gononHaTb n 6onee vacto. OgHAKO B COOTBETCTBUM C
Hagnexawlen knvHudeckon npaktukon (GCP) HoBasi MHdopmaums moxeT ObiTb
HaCTOSbKO BakHa, YTO ee HeobXo4MMO CoobLWMTL UccnegoBaTensam U, BO3MOXHO,
OCO/H3K n/unm ynonHOMOYEHHbIM opraHam 0 ee BKMIYEHUS B HOBYIO pedaKLiunto
BU.

Kak npaBuno, cnoHcop oOTBeYaeT 3a MpegocTaBrfieHWe uccrnenoBaTensm
akTyanbHon pepakumm BW, a uvccnepoBaTtenm oTBevaloT 3a npefocTasfeHve
akTyanoHon pegakumm BW  cootBetcTBytowemy ICO/HOK. Ecnm cnoHcopom
nccrnefoBaHUa SBNSETCS UccrnegoBaresb, OH JOKEH YOO0CTOBEpPUTBLCS, AOCTYNHA
M Gpolopa KOMMep4yeckoro npoussoguTens. Ecnm uccrnegyemblnl NpoaykT
npegocTaBnseTcss CaMUM  CMNOHCOPOM-UCCredoBaTeneM, OH [AO/MKeH [OO0BecTu
HeobxoaMMyl0 MHOPMaLMI0 A0 CBEAEHMS 3aHATOrO B UCCIeLoBaHUM nepcoHarna.
Ecrm otcyTcTBYET npakTuyeckasi HeobxoanmocTb coctaBneHunss B ctangaptHoro
dopmaTta, B KayecTBe anbTepHaTMBbl  CMOHCOP-UCCrefoBaTenb  OOMMKEH
npeaocTaBuTb MUHUMarbHbBIM O0OBEM akTyanbHOW WHOpMaLuM, ONUCaHHOW B
HaCTOsILLEM CTaHaapTe, B pacLUMpPEHHOM pa3aerne 060CHOBaHUSA UCCRea0BaHus.

7.2 O0LwWwme nonoxeHus

BW pomkHa BknovaTh B cebs:



7.2.1 TUTyNnbHbIX NUCT

[omkHbl OblTb yKa3aHbl HaMMeHOBaHME CMOHCOPAa, MAEHTUGMKATOPbI KaXaoro
ncecnegyemMoro npoaykTa (T.e. HoMep UCCneaoBaHus, XMMUYecKoe unm ogobpeHHoe
OKeHepunyeckoe HasBaHMe, a TakKke TOproBble HasBaHus, [Oe pa3peLleHo
3aKoHOAATENLCTBOM W MO KEeMaHWK ChnoHcopa) M gdata  pegjakuum  BU.
PekomenayeTcsa ykasbiBaTb HoOMep Bepcum bW, a Takke Homep wu gaty
npeabigywen pegakunm B. MNpumep npuBeaeH B NpunoxeHmnn 1.

7.2.2 YKasaHue Ha KOHnaeHuManbLHoOCTbL

Mo kemaHWO  CMNoOHCOp  MOXeT BkMountb B BW  yBegomneHue
uccregosarenen/nonyyarenen 0 ToMm, YTO OHU LOMPkHbI paccmartpueatb BU kak
KOH(MOeHUManbHbIA ~ OOKYMEHT,  MNPEeAHa3HaYeHHbI  WCKIMIOYMTENbHO  Afis
O3HaKOMIEHUS U UCMOMb30BaHNA UccneaoBaTenscknum konnektueom n 3CO/HI3K.

7.3 CoagepxaHune OpowwOpbI UccrnegoBaTens

bW pomkHa umeTb criegytoume pasgenbl, Kaxabli N3 KOTopblX, 4e NoaxoauT,
crnegyeT conpoBOXaaTh CMMCKOM CChISIOK Ha NUTepaTypHbIE MCTOYHMKK:

7.3.1 OrnaBneHue
MpvMep ornaBneHust NpUBEAEH B NPUMNOXEHNN 2.

7.3.2 Pe3tome

HdomkHo ObITb  NpeacTaBneHO  KpaTKoe  pestloMe  (KernaTenbHo,  He
npesbilaloliee ABYyX CTpaHuL) [AOCTyrnHoOW uHdopmMauum o  dM3n4ecKux,
XUMUYECKNX,  bapMaueBTUYECKUX,  (papMaKkorormieckmx, TOKCUKOMOTMYECKUX,
dhapMaKOKNHETUYECKUX, MeTabonmyecknx  u KIMMHWYECKUX  CBOWUCTBAX,
COOTBETCTBYIOLLEN TeEKyLen CTaguM KIMHUYECKOW paspaboTku wuccregyemoro
npoaykTa.

7.3.3 BBepgeHue

B kpaTkom BBOOHOM pasfene AOmKHbl BbITb yka3aHbl XuMnyeckoe Ha3BaHue (a
TaKkkKe [AXeHepuyeckoe W TOproBoe HasBaHus, ecrivm ogobpeHbl) mccrnegyemoro
nNpoaykTa, BCe aKTUBHbIE WHrpPeaueHTbl, dhapmakosiorndyeckas rpynna, K KOTopow
OTHOCUTCS UCchegyeMblni NPoayKT, U MECTO, Ha KOTOpOe OH B Hen npeTeHayet
(Hanpumep, NpemMMyLlecTBa), 000CHOBaHWE AN U3YYEeHNst UCCregyeMoro NpoaykTa,
a Takke ero oxugaemble nNpogwmnakTuyeckue, TepaneBTUYECKME  UNn
avarHocTuyeckme nokasaHusi. Kpome Toro, B BBOOHOM pasfjerie AoimkeH ObliTb
cchopMynmMpoBaH 06 LM NOAXOA K OLLEeHKE UCCIeAyeMOoro NpoaykTa.

7.3.4 ®dusnyeckme, xumum4yeckume wu apmaueBTMUECKNe CBOWUCTBA MU
nekapcrteseHHasi hopma

HomkHbl  ObITb  NpeacTaBneHbl  OMMCaHWe KOMMOHEHTOB  UCCIieayemoro
npoaykTa (BKMYasi XuMu4eckme nunm cTpykTypHble hopmynbl), a Takxke KpaTkas
CrnpaBka O €ro CYLIECTBEHHbIX (M3NYECKMX, XUMUYECKUX M dhapMaLeBTUYECKUX
CBOWCTBax.

[na obecnedyeHnss agekBaTHbIX Mep 6e3onacHOCTU B xo4e WCCreoBaHws
JorkeH ObITb ykasaH M, ecrim TpebyeTcsi, 0OOCHOBaH COCTaB JieKapCTBEHHOMN
GopMbl,  BKMKOYas  OOMNOMHWUTENbHble  BelwecTBa. Takke AOMKHbl  ObiTb
npegocTaBfieHbl MHCTPYKLMU MO XPaHEHUD M UCMOSb30BaHMIO JIeKapCTBEHHbIX
chopm.

Cnepyet ynomsaHyTb Nto60oe CTPYKTypHOE CXOACTBO C APYrMMW U3BECTHbIMU
BELLEeCTBaMW.



7.3.5 [loknnHU4yeckue nccnenoBaHus

BeseneHne

HomkHbl  ObiTb NpeacTaBneHbl B KpaTkom  ¢opme  pesynbraTbl  BCEX
CYLUECTBEHHbIX [JOKMUHUYECKUX WCCReaoBaHUn apMaKkonormyeckmx CBOWCTB,
TOKCUYHOCTK, (PapMaKOKMHETUKM U MeTabonuMama uccrieayemMoro npoaykTa.
[ormkHbl 6bITb ONUCaHbl UCMONb30BaHHbIE METOAbLI, NMPenCTaBfieHbl MOSyYEeHHbIe
pe3ynbtatbl, a Takke Wux obcyxaeHne B CBA3NM C  uUccriegyembiMu
TepaneBTUYECKMMM U BO3MOXHbBIMKU HebraronpmaTHeIMKn addekTamu y Yernoseka. B
3aBUCMMOCTU OT HaNMYUSA/AOCTYMHOCTU MHpOPMaLLMK YKa3bIBaOT CIieayHoLLEeE:

Vicnonb3oBaHHble B ccrneaoBaHUsX BUAbl XXUBOTHbIX.

KonmyecTBO 1 MO XXMBOTHbIX B K&X4,0M rpynne.

EovHuubl namepenunsa gosbl (Hanpumep, Munnmrpamm/Kunorpamm (Mr/kr)).

KpaTHOoCTb BBEAEHUS.

MyTb BBEOEHUS.

AnuTensHOCTb Kypca BBEOEHWS.

WHdopmaums, oTHOCALLAACS K CUCTEMHOMY pacnpeferieHuio.

MpooommMTENbHOCTL NOCTEAYOLWEro HabnaeHnst Nocne OKOHYaHUsA BBEAEHUS
npenapara.

Pe3ynbTathl, BKNOYas packpbiTUE CreayroLmX acneKkToB:

- XapaKkTepa 1 4acTOTbl (hpapMaKorormMyeckmx Unm ToKCYeckmx apeKToB;

- BbIP@XEHHOCTU UMMM CTEMEHU TAXECTU (PapMaKoormyeckmx Unm TOKCUYeCcKmx
3hbeKkTOoB;

- [,0303aBMCMMOCTU 3heKTOB;

- BpEMEHM A0 HacTynneHns adheKkTos;

- obpaTtnmocTn 3dhdeKkToB;

- NPOOOIPKUTENBHOCTU 3¢odhbeKTOoB.

[na 6onbluen Harns4HOCTU AaHHbIE CrieayeT, Mo BO3MOXHOCTM, NPeaCcTaBnATb
B Buae Tabnumu/cnuckos. MNocneayowme pasaensl 40MmMkHbI cogepxaTb obcyxaeHne
Hambornee BaXHbIX pe3yrnbTaTOB WCCREAOBaHWMIN, BKMOYas [0303aBUCUMOCTb
HabnogaemMbix 3¢hdeKTOB, MX IKCTPANOSALMIO HA YerioBeKa, a Takxe nobble NHble
acnekTbl, TpebytoLwe nccnegoBaHns y Yenoseka. Tam, rie HeobxoAMMO, AOIMKHO
ObITb NpoBefeHo cpaBHeHne 3dPEKTUBHBIX U HETOKCUYECKUX [03 MnpenapaTta Ha
XUBOTHbIX OOHOrO M TOro e Buaa (T.e. HEOOXOAMMO NpedocTaBUTb OBCYXOEHNE
TepaneBTM4ecKkoro nHaekca). Crnegyet ykasaTb, Kak 3TW AaHHble COOTHOCATCS C
O03MpoBKamn, npegnaraemMbiMy AN NpUMeHeHnst y Yernoseka. Bo Bcex cny4vask,
A€ BO3MOXHO, MpU MpOBEOEHVWN CpaBHEHUA pPEKOMEeHAyeTCs yKasblBaTb
KOHLLeHTpaL M1 npenapaTa B KPOBU/TKaHW, @ He A03MPOBKW, BbIPaXKEHHbIE B MI/KT.

a) JoknmHnyeckasa dapmakonorus

[aHHbI  pasgen OOikeH BKMoYaTb B cebsl KpaTKoe — OonmucaHue
drapmaKonormyecknx CBOMCTB MUCCregyeMoro NpoaykTa u, ecriv 3T0 BO3MOXHO, ero
OCHOBHbIX MeTabonuToB MO pe3yrbraTtam MCCeqoBaHUA Ha XMBOTHbIX. KpaTkoe
onuMcaHue [OPKHO BKMoYaTb B ceba mccrneqoBaHUs MO OLEHKE BO3MOXHOM
TepaneBTUYECKON aKTUBHOCTU (Hanpumep, 3eKTUBHOCTb npwm
3KCNEepUMEHTarnbHOM  NaTonorMu, furaHg-peuenTopHoe  B3auUMOAENCTBUE U
cneungmyHoOCTb OEeNCTBUSA), a Takke uccregoBaHus Mo oueHke 6e30macHOCTU
(Hanpumep, chneumanbHble UCCReoBaHWMA ONA U3YYEHUS WUHbIX, HE WMEoLMX
TepaneBTMYECKON HanpaBneHHOCTH, dhapMaKonorm4yecknx addeKkTos).

0) PapmakokmMHeTHKa U MeTABONM3M NPOOYKTA Y KUBOTHbIX

[aHHbin  pasgen [orkeH  Bkwdate B ceba  kpaTkoe — onucaHue
dapmMakoKMHETUKN, MeTabormama u pacnpepeneHnss uccreqyeMmoro npogykra B
TKaHSAX XMBOTHbIX BCEX BMAOB, HA KOTOPbIX NPOBOAMINCE UccrenoBaHus. JOmkHbI
ObITb OCBelleHbl BCacbiBaHME, MeCTHasd W cucTteMHas OuogoCTYNHOCTb
nccregyeMmoro npoaykta M ero MetabornmtoB, a Takxe UX CBSA3b C [aHHbIMU
dapMaKoNnorM4eCcKnx 1 TOKCUKONOrMYECKMX UCCea0BaHNI Ha XXUBOTHbBIX.



B) Tokcukonorus

[aHHbI pasgen OOSmKeH BKMoyaTb B cebs KpaTKoe onmMcaHue TOKCUYECKUX
adhcbekTOB MCCNegyeMoro NpoayKTa, BbiIBMIEHHbIX B UCCIEL0BAHUSAX HA KMBOTHbIX
pa3Hbix BMaoB. Cregyet, N0 BO3MOXHOCTW, NMPUOEPHKUBATLCA HUXKENPUBEOEHHOM
CTPYKTYpbI OrMaBneHns AaHHOro pasgena:

- TOKCMYHOCTb NPY OAHOKPATHOM BBEAEHUN.

- TOKCMYHOCTb NPX MHOTOKPATHOM BBEAEHUN.

- KaHueporeHHoCTb.

- CneumanbHble wuccrnegoBaHus (HanpuMmep, MeCTHO-pasgpaarollee U
anneprmsnpyoLLee 4encTene).

- PenpoaykTnBHas TOKCUYHOCTb.

- [eHOTOKCMYHOCTb (MyTareHHOCTb ).

7.3.6 [lencmBue y yenoBeka

Beenenuve

B atom pasgene nogpobHo o6cyxaalT nsBecTHble adhdpeKTbl Mccrneayemoro
npoayKkTa y YernoBeka, BKYas MHOpMaLMio, OTHOCALLYHOCS K hapMaKOKMHETUKE,
meTabonmamy, dapMakognHamuke, 00303aBUCMMOCTM 3cbdeKkToB, GesonacHoCcTH,
ahdeKTUBHOCTN, a Takxke ApyrMMm Buaam ¢apMaKorormyeckon akTMBHOCTM. [lo
BO3MOXHOCTM, AOIPKHO ObiTb [aHO KpaTKoOe OnMcaHue Kaxaoro 3aBepLUeHHOro
KNMHUYECKOro nuccnenoBaHus. Takxke aormkHa ObiTb NpeacTasneHa MHdopmaums o
pesynbratax Jtoboro UCNoMb30BaHUA WUCCeQyeMoro npoAykTa BHE pamoK
KIMHUYECKUX WCCNeqoBaHUW, Hanpumep CBeAEeHWsi, MOSlydYeHHble BO BpeMms
NOCTPErMCTPaLMOHHOTO MPUMEHEHMS MPOAYKTA.

a) ®apMakoKMHETMKA 1 MeTabonunam y YernoBeka

[aHHbIn pasgen OOormkeH coaepXaTb KpaTKyo MHEOPMaLnIo, OTHOCSLLYOCA K
drapMaKkoKMHETMKE MccregyemMoro npodykTa, M BKMYaTb B cebsa crnepgyowee (B
3aBMCUMOCTW OT HanMuusi faHHbIX):

- ®apMaKkoKMHETUKY (B TOM 4yuMciie mMeTabonusm, BcacbiBaHWE, CBSA3bIBaHME C
6enkamu Nnasmbl, pacnpeaeneHne 1 BolBeAEHNE).

- bruogocTtynHocTb Uccregyemoro npoaykta (abCconoTHyo, rae 3TO BO3MOXHO,
n/Vnn OTHOCUTEMBHYIO) C UCMOMb30BaHUEM ONpeaeneHHON NieKapCTBEHHOW hOPMbI
B KQ4eCcTBE CPaBHEHNS.

- Cybnonynsaumm HaceneHus (Hanpumep, pasnnyusa Mo nory, BO3pacTy Wunm
HapyLLUEeHUsIM OyHKLIUIA OpraHoB).

- B3aumopgencteus (Hanpumep, nekapCcTBEHHblIE B3avMOOENCTBUS U BIMSIHUE
npyemMa nuwy).

- Opyrve gaHHble NO dhapMaKOKMHETUKE (Hanpumep, pesyrnbTaTbl NPOBeAEHHbIX
B paMKax KIMMHUYECKUX WCMbITaHUA (PAPMaKOKMHETUYECKMX MWCCIEefoBaHWUN Ha
pas3nM4YHbIX rpynnax).



6) BesonacHocTb 1 3hPEKTUBHOCTD

Kpatko pomkHa ObiTb npeactaBneHa wHGOPMaLMS, OTHOCSILLAACS K
OesonacHocTK, dapmakoanHamuke, 3dpeKTMBHOCTM M [0303aBUCUMOCTU
adhcbekTOB MCcneayemoro npoaykta (M ero MetabornuToB, €Cr eCTb AaHHbIEe),
nonyvyeHHas B XO4e NpOBEAEHHbIX KIMHWYECKUX WCCReaoBaHun (C ydacTuem
340poBbIX AobpoBonbueB WunmM  naumeHToB). [omkHa ObITe nNpeacTaBreHa
WHTepnpeTauma 3TUX AaHHbiX. EcnmM 4yacTb KIMHUYECKMX WCCeqoBaHUA yxe
3aBepLueHa, s 6onee siCHOro BOCNPUATUSE OaHHbIX PEKOMEHOYETCS NpeacTaBuUTb
N0 3aKOHYEHHbIM WCCIIEA0OBaHUSAM CBOAHbIE OT4YeTbl MO 3dEKTUBHOCTU M
©e3onacHOCTN NcCreayemMoro nNpoaykTa no oTAeNbHbIM MOKa3aHUsM Y PasfiMyHbIX
nonynaumn.  Takxke  pekoMeHOyeTCs  WUCMOMb30BaTb  CBOAHblE  Tabnmubl
HexenaTernbHbIX peakumd N0 BCEM KIMHWYECKUM MCCneaoBaHusM  (BKIOYas
nccnegoBaHua Ans nmobbiX M3ydaBLUMXCA MokaszaHun). [JormkHbl O6biTb OCBELLEHbI
3Ha4YMMble pas3nMuMsa B XapakTepe/dacToTe HexenaTenbHbiX peakuun Kak ans
Pa3nNYHbIX NOKa3aHWI, Tak 1 ANa pa3nnyHbIX NONynsauum.

B BN pomkHbl ObITb OnucaHbl BO3MOXHbIE PUCKU U HEXenaTerbHble peakuun,
KOTOpbl€ MOXHO OXWAaTb, OCHOBbIBAsiICb HA HaKOMMEHHOM OMbITe NPUMEHEHNST KaK
ncenegyemMoro NPoAykTa, Tak U CXOAHbIX C HUM NpoaykToB. [OrmkHbl ObITh Takke
onucaHbl Mepbl MPeaoCTOPOXHOCTM MM cneunanbHble MeToabl HabnoaeHus,
KOTOpble  HeobxoOMMO  MPUMEHATb  MpU  UCMOMb3OBaHWM  NPOAyKTa C
ncecnenoBaTenbCKUMN LEeNaMu.

B) NocTperncTpaLMOHHbIN ONbIT MPUMEHEHNS

B B pormkHbl ObITh yka3aHbl CTpaHbl, B KOTOPbIX UCCIIEAYEMbIN NPOOYKT yxke
umeeTcs B npoaaxe wnm 6bin 3aperncTpupoBaH. Jliobas 3Haummasi nHopmauus,
nony4yeHHas B xo4e MOCTPErncTpaLMoHHOrO NPUMEHEHMA NpoayKTa, AOIkHa ObITh
npegctaesneHa B 0606LWEHHOM Buae (Hanpumep, nekapCTBEHHbIE (POPMbl,
O03MPOBKK, NYTU BBEOEHMS U HexenaTtenbHble peakuun). Takke B BU OormkHbI
OblTb yKasaHbl CTpaHbl, B KOTOpPbIX 3asBUTENM0 ObIfl0  OTKa3aHoO B
opobpeHun/percTpauum nNpogykTa Afs KOMMEPYECKOrO UCMONMb30BaHUS UMK Xe
paspeLleHne Ha Npogaxy/cBnaeTenscTBO O pernctpaunm 6bifo aHHYIMPOBAaHO.

7.3.7 O6cykaeHue AaHHbIX U UHCTPYKUMKM ANA UccnepoBatens

B aToM paspene gomkHO ObiTb NpeacTaBrieHo obCyKaeHWe OOKIMHUYECKMX U
KIMHUYECKUX [OaHHbIX W 0000weHa wHdopMauusa, nofnydyeHHass u3  pasHblX
WCTOYHMKOB MO pasfnMyHbIM CBOMCTBAM UCCriedyeMoro npogykra. Takum obpasom,
nccrnegosartenio npeaocTaBnAlTcs Havbonee WHGOpMaTUBHAA WHTepnpeTaums
NUMEILLMXCA AaHHbIX, @ Takxe BbiBOAbl O 3HA4YMMOCTW 3TOM WHAoOpMauun Ans
nocrneayowmx KIMHUYECKNX nccrneaoBaHum.

[ormkHbl BbITb OCBELLEHbl OMyGMKoBaHHbIE paboTbl MO CXOAHbLIM MPOAYKTaM,
€ecrnM TakoBble WMelTCHs. 3TO MO3BONMT uccregosaTento 6biTb OTOBbIM K
HexenaTenbHbIM peakumam unv gpyrum npobrieMam, KOTopble MOryT BO3HUKHYTb B
Xo[e KIMMHNYECKNX UccrneqoBaHui.

OcHoBHasi uUenb [AaHHOrO pasfjena 3akro4vaeTcd B TOM, 4YTOObl MOMOYb
uccrnegosarternto nonyydntb YeTKoe MnpefcTaBreHne O BO3MOXHbIX puUCKax U
HexxenaTenbHbIX peakuusix, @ Takxe O cneumanbHbIX TecTax, MeToaax HabnogeHus
N Mepax NpegoCTOPOXHOCTU, KOTOPble MOryT NOHagobuTbCA B XOA4e KIMHUYECKOro
uccnegoBaHusa. OTO NpeAcTaBneHve AOMmKHO OblTb OCHOBaHO Ha LOCTYMHOW
nHdopmaLmm o] PM3NYECKUX, XMMUYECKMX, drapMaLeBTUYECKUX,
drapmakosiorm4eckmx, TOKCUKOIOrMYECKUX n KIMMHWYECKMX  CBOWCTBaX
nccnegyemoro npoaykta. KnmHudeckomy wuccrefoBaTtento Takxe [OIkHbl BbiTb
npefocTaBfieHbl  MHCTPYKUMM N0 AMArHOCTUKE U JNIEYEHUI0  BO3MOXHbIX
nepefo3npoOBOK U HexernaTerbHbIX peakumnin, KOTOpble OCHOBaHbI Ha npeabliayLuem
KIIMHWYECKOM OnbiTe 1 hapmMakonormyeckux CBOMCTBaxX UCCrieAyemMoro NnpoaykTa.

7.4 MpunoxeHwve 1



TUTYNbHBLIA NACT (npuvep)

HA3BAHWE CINOHCOPA

MpooykT:

Homep uccnepoBaHus:

HasBaHuve(s1): xumuyeckoe, [OxeHepudeckoe (ecrm noAxo4uT), TOProBoe
Ha3BaHuWe (ecrnv paspeLLeHo 3aKoHOA4aTENbLCTBOM U MO XeraHWio CrnoHcopa)

BEPOLLUKOPA UCCINEOOBATEIA

Homep pepakuum:

[ata Bepcuu:

3ameHseT npeablayLLyo pefakLuuo HoMep:

Jara:

7.5 NMpunoxeHune 2

Ol TIABNEHME BPOLUIOPBLI NCCNEOOBATENA
(npumep)

YkasaHue Ha KoHdmaeHuanbHOCTb (Heoba3aTenbHO)
Moanucun (Heobsa3aTensHo)

1 OrnaBneHve
2 Pestome

3 BeBegeHue

4 dunsnyeckme, XMMmM4eckue, (bapMaU,eBTI/I‘-IeCKVIe cBOMCTBa U JIeKapCTBEeHHaA

¢hopma

5 JoknuHuyeckue ncenegoBaHns

5.1 JoknuHnyeckas grapmakornorus

5.2 dapmMakokMHeTMKa 1 MeTabonmnam NPoAYyKTa y XUBOTHbIX
5.3 Tokcukororus

6 SdhdeKThl Y YerioBeka

6.1 PapmakokmHeTVKa 1 MeTabonunam y YeroBeka

6.2 besonacHocTb N aheKTUBHOCTb

6.3 MocTperncTpaLoHHbIN OMbIT NPUMEHEHNS

7 ObCcyxaeHne AaHHbIX M MHCTPYKLUK A5 uccnegoBarens
CcbIJKM Ha:

1 My6nmkaumu

2 OT1yersl
[aHHble CCbINKN A0MKHbI BbITb NPUBEAEHbI B KOHLIE KaXO0W rMaBbl.
MpunoxeHus (Mpn HanU4um)

8 OcHoOBHbIE AOKYMEeHTbI AnAd npoBeaeHusA
KITMHN4YeCKOoro mnccnenoBaHus

8.1 BBepeHue



OCHOBHbIMW JOKYMEHTaMWN ABNAIOTCA T€ JOKYMEHTbI, KOTOpble BMECTE Uin Mo
OTAEMNbHOCTM MO3BONAKT OUEHUTb MpOoBEAEeHWe WCCeaoBaHUa W KayecTBO
NONyYeHHbIX AaHHbIX. OTU LOKYMEHTbl Chy)XaT AoKa3aTenbCTBOM CcoOnogeHus
uccrnegosarternieMm,  CrMNOHCOPOM M MOHUTOPOM  CTaHA4ApTOB  Haanexallew
KnMnHn4eckon npakTuku (GCP) n HopmaTuBHbIX TpeboBaHWI.

OCHOBHbIe JOKYMEHTbI TakxXe cryxaT 60MbLUOMY YNUCHY MHbIX BaXKHbIX Lienen.
CBoeBpemeHHoe rnomMeLleHmne OCHOBHbIX OOKYMEHTOB B dannbl
uccrnegosarensg/opraHM3auum 1 CrnoHcopa MOXeT CYLEeCTBEHHO CrnocobCcTBOBaTb
YCMNELWHOMY BbINOMHEHUIO B pamMKax KIIMHUYECKOro UCCIedoBaHUs CBOMX (DYHKL MR
uccrnegosarernem, CoOHCOPOM Y MOHUTOPOM. Kpome Toro, 3Tn JOKYMEHTbI 06bIYHO
ABMNAOTCA OO BEKTOM HE3ABMCUMOrO ayauTa CO CTOPOHbI CIOHCOPA M MHCNEKLUM CO
CTOPOHbI  YNMOSIHOMOYEHHbIX OpPraHoOB KakK 4acTu Mnpouecca MnoaTBEPKOAEHNS
3aKOHHOCTW NPOBEAEHMSA CCrnegoBaHNs U 4OCTOBEPHOCTM COBPaHHbIX AAHHbIX.

Hwxe npvBegeH MUHUManbHbIA NepevyeHb OCHOBHbLIX OOKYMEHTOB. [JOKYMEHTHI
CrpynnupoBaHbl B TpW pasgena B 3aBMCUMOCTM OT CTaauu KINMHUYECKOro
nccnegoBaHus, Ha KOTOPOW OHM 0BbIYHO CO3aatoTCs:

1) nepeq Ha4yarnom KnNMHU4eCcKon asbl UCcrenoBaHus;
2) BO BpeMsi KIMMHMYeCcKomn dasbl NCCIea0BaHNUS;

3) nocne 3aBepLLEHMS UMK NPEXOEBPEMEHHOTO NPEKPALLEHNS UCCIEA0BaHMS.

[laHo 06bsICHEHNE Lenel Kaxaoro 4OKyMeHTa, yKasaHo, e OOKYMEHT [OMMKeH
XpaHUTbCA: B dpainax uccregosaTens/opraHnsanum nnbo cnoHcopa, nbo B 06omx
mecTax. [lonyckaeTcs oObeaVHEHUE HEKOTOPbIX OOKYMEHTOB MpW YCIOBUM, YTO
OTAErNbHbIE 3NEMEHTbI NIErko NAEHTUDULIMPYIOTCS.

daiinbl UccrneaoBaHnsa A0MKHbI ObiTh CO34aHbl B HA4Yarne nccrnenoBaHus Kak B
MecTe HaxOXIOEeHWUs uccregoBaTens/opraHnsauumM, Tak M B odwmce crnoHcopa.
WccnenoBaHne MOXHO cuMTaTb 3aBEPLUEHHBbIM TOMbKO MOCHEe TOro, Kak MOHUTOP
npoBepuT daiinbl M UccreaoBaTens/opraHM3aumMn, M CroHcopa W NoATBepauT
HanmMune Bcex HeobXoAMMbIX JOKYMEHTOB B COOTBETCTBYHOLLMX dharinax.

MepeyncrieHHble B HacTOSILLEM CTaHAapTe OOKYMEHTbl Kak Mo OTAENbHOCTM,
TaK U B COBOKYMHOCTU MOTYT ObITb MOABEPrHYTbI ayAMTy CrMOHCOPa M MHCMEKL MU
YNONTHOMOYEHHbIX OpPraHoB M [OOMKHbI ObiTb MpeabsiBrieHbl NpyU  NPOBEAEHMN
TaKOBbIX.

8.2 Nepen Ha4yanom KnMHn4yeckoun casbl
nccnepoBaHUA

Ha ctagum nrnaHnpoBaHnA wUccnegoBaHnA o €ero cbopmaanoro Ha4vana
AOOJDKHbI ObITb CO34aHbl U NMOMELLEHbI B (ba|7|r| crnegywoume JOKYMEHTbI:



HanmeHoBaHve gokymeHTa

Lenb

Haxoautcsa B dhannax

nccnegosatens/
opraHunsauum

CrnoHcopa

8.2.1 bpoLutopa nccnegosarens

[okymeHTanbHO 3aKpenutb
doakT nepegayn
uccnegoBaTtentio Heobxoaumon
" aKkTyanbHon Hay4YHOW
nHgopmaumm 06 uccnegyemom
npoaykTe

8.2.2 lNMognucaHHbIN NPOTOKON W NOMpaBKu
K HeMy (ecnu TakoBble UmeroTcs), obpasey,
WHOMBUOYaANbHOW PermcTpaunoHHOM KapTbl
(MPK)

[okymeHTanbHO 3aKpenutb
dakT yTBEPXKOEHMS CMNOHCOPOM
n uccnegosarenem
npotokorna/nonpaeok n MPK

8.2.3 WHdopmauus, npegocTtasnsemas
CYOBEKTY NCCeaoBaHUs

dopma MHGOPMUPOBAHHOIO Ccorfacus
(Bknovas BCE Heobxoaumble
pa3bACHUTENbHbIE MaTepuarbl)

- [ltobas gpyras nuCbMeHHasi MHpopmMaLms

PeknamHubie oo bABneHns ans
npvBrieYyeHnss CyGLEKTOB B MccrieqoBaHue
(ecrm ncnonb3yroTcA)

[okymeHTansHo 0GOpPMUTb
dakT nonyyeHns
NHJOPMMPOBAHHOIO COorracus

[lokymMeHTanbHO NOATBEPAUTD,
yTO cybbekTam Ooypet
npegocTasneHa
cooTBETCTBYyWOWAS (C  TOYKM
3peHust coaepxaHusi n
OOCTYNHOCTU AN MOHUMaHUS)
NMCbMEHHas nHdopMaums,
nomMoraroLias UM gatb cornacue
Ha OCHOBE NnorHowm
NHGOPMMPOBAHHOCTU

[lokymMeHTanbHO MNoATBEPAUTD,
4YTO Mepbl MO MPUBMEYEHNIO
cy6bekToB afeKkBaTHbI 7
OTCYTCTBYET anemeHT
MPUHYXOEHNS

824 ®duHaHcoBbIE
nccnenoBaHus

aCNeKThbl

JloKymeHTarnbHo 3aKpenuTb
dvHaHcoBOe corrnaileHue Mo
nccnenoBaHuio mexay
CMOHCOPOM "
nccreaosartenem/opraHmaaLnen




8.2.5 CrtpaxoBoe o0b6sa3aTenscTBO (ecrnm || [JokymeHTansHO noATBEPAUTD, X
TpebyeTcs) YyTO B CNny4Yae MpPUYMHEHUS

ywepba, CBSI3aHHOIo c

nccnegoBaHneM, cybbekTam

OyoeT nocTynHa KoMneHcaums
8.2.6 MNoanmncaHHoe cornawleHue || JokymeHTansHo 3aKpenuTb
BOBJIEYEHHbIX CTOPOH, HAaNpUMep: cornalleHus
- Mexay uccrnegoBaTtenem/opraHnsanmen u X
CMOHCOPOM
- Mexay uccregoBartenem/opraHnsaumnen u X (ecrm
KOHTPaKTHOW nccnegoBarTenbCKom TpebyeTcs)
opraHunsauuen
- MeXay CMOHCOPOM W  KOHTPaKTHOW X
nccnegoBaTensCKon opraHm3anmen
- Mexay uccregosartenem/opraHnsaumnen u X
YMOSTHOMOYEHHbLIMMN opraHamm (ecrm
TpebyeTcs)
8.2.7 [atnpoBaHHOoe W [OKYMeHTasnbHo || [JoKkymMmeHTaneHO nNoATBEPAUTD, X

odopmMmIieHHoe  yTBepxaeHue/ogobpeHve
OKCnepTHbIM ~ COBETOM  OpraHusaumu
(3CO)/HezaBucmbim 3TUYECKMM
KOMUTETOM (HOK) criegyrowmx
AOKYMEHTOB:

- MNpPOTOKO1a n noobIX nornpaBoK

- PK (ecrm TpebyeTcs)

- dhopMbl MHGXOPMUPOBAHHOIO Corracust

- no6ow Apyron MUCbMEHHON
NHcbopMaLmK, npeaocTaBnsgeMon
cybbekTam

- peKnamHbIX 06 BbsBNEHWUN ans

npyBreYeHns CybbekToB B MCCreAOBaHMe
(ecnm ncnonb3yoTcA)

4YTO [daHHOe wuccrnegoBaHue
ObIro paccMOTpeHO n
yTBEpXKOEeHo/o006 peHo

OCO/H3K. YkasbiBaloT Homep
BEPCUM U AaTy AOKYMEHTa




- MHpopMaL MK O KOMMeHcauumn cybbekTam
(npy Har4mn)

- nodbIX NHbIX
YTBEPXOEHHbIX/0400 PEHHbIX AOKYMEHTOB

8.2.8 CoctaB JkcnepTHoro coeTa || [JoKkyMeHTaneHo 3aKkpenuThb || X X (rme
opraHu3auun/HesaBMCcMMOro  3TUYECKOTO || COOTBETCTBUE cocTaBa TpebyeTcs)
KomuteTa OCO/H3K TpeboBaHusam GCP
8.2.9 PaspeLueHne/ogobpeHnue || lokymeHTansHO MNOATBEPAUTD, || X (rae || X (rme
npoToKona/yBegoMneHne O MPOTOKOME OT || 4To npu Hanm4um || TpedyeTcs) TpebyeTcs)
YNOSTHOMOY€EHHbIX OpraHoB (rme || cooTBETCTBYIOLWMX
TpebyeTcs) HOPMAaTMBHbIX TpeboBaHui

paspeLueHne/

opobpeHne/yBegomneHve

YMNOSIHOMOYEHHbIX OpraHoB

nony4yeHo ao Havyana

nccrnegoBaHus
8.2.10 Curriculum vitae wwm pgpyrve || dokymeHTanbHO noaTBepanTb || X X
AOKYMEHTbI, nogTeepxgatowme || KBanmdmkaumio M NpurogHoCTb
KBandmkauno uccnegosarenem n || 4na npoBegeHus nccnegoBaHns
couccregoBarenen wvrm OCYLLECTBIEHMUS

MEAULMHCKOro HabnogeHunst 3a

cybbvekTamu
8.2.11 HopmarnbHbii AnanasoH 3HavyeHun || [JokymeHTanbHO 3akpenuTb || X X
AN NpPeayCMOTPEHHbIX  MPOTOKOSIOM || HOpManbHbIN AnanasoH
MeOMLMHCKNX/NabopaTOPHBLIX/ TEXHUYECKUX || 3HaYeHun ana  nabopaTopHbIX
npouenyp Wunm TecToB TEecToB
8.2.12 MeguumHckne/nabopatopHble/ || [JokymeHTanbHO  nogTeepaunTb || X (rae || X
TEXHMYEeCKNe NpoLeaypbl/TECTbI: NPUro4HOCTb obopyaoBaHus || TpebyeTcs)

Ans  npoBefeHuns Tpebyemblx

TEecToB n obecneveHns

- cepTudmkaumns

- NN akkpeguTauus

- WA BHYTPEHHUA WU BHELUHWN

KOHTpPOJIb Ka4ecTBa

- NN Apyrne MeToabl NOATBEPXAEHNS (rae
TpebyeTcs)

HaleXXHOCTM pe3ynbTaToB




8.2.13 Ob6pa3ubl 3TMKETOK Ha ynakoBKax (| [JokymeHTanbHO MNOATBEpAUTb X
nccnegyemMbix NpogyKToB cobrtogeHne coOTBETCTBYHOLLMX
TpeboBaHMN K  MapKMpPOBKe
uccrnegyemoro npenapata M
NPUrO4HOCTb  MHCTPYKUUA Ans
cybbekToB
8.2.14 WHcTpykumss no obpaieHnto c || [okymeHTansHO 3akpenuThb || X X
nccnegyemMmbimm npogyKkTamm W |[MHCTPYKUMM Ona obecneveHns
pacxodHblMM  MaTepuanamu  (ecnv  He || Haanexawlero XpaHeHus,
BKMIOYEHO B MPOTOKON wnn  BpoLutopy ([ ynakoBkW, pacnpegeneHns  u
nccnegosarens) yTunM3agmm ncecnegyemMbix
nNpoayKTOB n PacXoAHbIX
martepuaros
8.2.15 VY4er noctaBoK wuccnegyembix (| [JokyMmeHTansHo 3akpenuTb || X X
NpoaYKTOB U pacxo4HbIX MaTeprasnos aatel 1 cnocob nocTasky,
HOMepa Cepun uccregyemblx
npoayKToB n PacXoAHbIX
MaTepuarsnos. lNosBonseT
oTCrneauTb Cepuio  MPOAYKTA,
KOHTPOIMpOBaTb yCIoBwus
NoCTaBKWU N BECTU yyeT
8.2.16 CepTudwmkartsbl aHanu3os || JokymeHTansHO NOATBEepAUTb X
MOCTaBIIEHHbIX UCCIeAyeMblX NPOAYKTOB || NOASNIMHHOCTb, YUCTOTY n
KONMMYeCTBEHHOE CcoaepxaHune
aKTUBHOIO BellecTBa
(003MpOoBKY) ncenegyemMbix
NpoayKTOB
8.2.17 lMpouenypbl packpblTns koga Ansa ([ [JdokymeHTansHO 3akpenuThb || X X (B
nccrnegoBaHvMn,  MPOBOAMMBIX  CrienbiM || npouenypy 3KCTPEHHOWN COOTBET-
MEeTOA0M naeHTudumKaymm CTBYIOLLMX
MaCKUPOBAHHOIO mccregyemMoro cnyyasix,
npogykta 6e3  HapyLieHus TpeTbs
MacKUpOBKW AN OCTarbHbIX CTOpOHA)
cyObekToB
8.2.18 PangpommsaLoHHbIN CNIUCOK [okymeHTanbHO 3akpenuTsb || X X (B
MeToA paHgommsauum COOTBET-
CYOBEKTOB MCCEeL0BaHNS CTBYIOLLMX
cnyyasix,
TpeTbs
CTOpOHA)




8.2.19 Otyer MOHUTOpA o || JokymeHTanbHO noaTBepAuTb X
npeaBapuUTensHOM BU3UTE npvemnemMocTb

nuccrnegoBaTternbckoro  LeHTpa
AN OJaHHOro  1ccriefoBaHus
(MoxeT ObITb 0bbeauHeHO C

8.2.20)
8.2.20 OT4yeT MOHUTOpa O CTapTOBOM ([[JOKymMeHTanLHO noaTBepauTb || X X
BU3UTE dhakT O3HaKOMIIEHNS

uccnegoBaTtend M 3aHATOrO B
nccnegoBaHMM nepcoHana  c
npouegypamm  uccregoBaHus
(MoxeT OblITb 00BEOMHEHO C
8.2.19)

8.3 Bo Bpemsa knnHuyeckou pasbl
uccnepoBaHuA

B noaTteepkaoeHne TOro, 4YTO BCA HeobxoouMmasi HoBas MHdopMaLLUs
OOKYMeHTarnbHO 0qopMIseTcsa no Mepe €ee MNOCTYNfeHus,, B AOMOSfIHEHME K
BblLLENEepPEeYNCIEHHbIM JOKYMEHTaM, UMeoLLWMCSA B dharine, No Xoay UccrnegoBaHus
Heobxoaumo J06aBNATb CrieayroLme AOKYMEHTbI:



HanmeHoBaHve gokymeHTa

Lenb

Haxoautcsa B dhannax

nccnegosatens/
opraHmsauuu

CrnoHcopa

8.3.1 O6HOBMEHHLIE
OpoLutopbl nccnegoBaTenst

BEpCUN

[oKkymeHTanbHO  3aKkpenutb
doakT CBOEBPEMEHHOIO
coobLleHna uccriegoBaTtento
Heobxogumon  MHdpopmaLum
no Mepe ee NoCTynneHus

8.3.2 Jlroboe nsmeHeHue:

- npoTokona/nonpasok n MPK

- dopMbl

cornacua

NMHPOPMUPOBAHHOIO

- nobon

WHcopMaLmu,
cybbekTam

ApYron  MUCbMEHHOW
npeaocTaBnsgeMon

- peKknamMHblx O0ObsBNEHWA  Ans
npuBreYeHns cybbekToB B
nccrnegoBaHme (eCnm UCnornb3yTCs)

[lokymMeHTanbHO  3aKkpenuTb
N3MeHeHus JaHHbIX
[AOKYMEHTOB, NPON3BEAEHHbIE
BO BPEMS NCCEA0OBaHNSA

8.3.3 [atnpoBaHHoe "
AOKYMEHTarbHO ochopmneHHoe
yTBEpXKaeHne/oaobpeHve
OKCnepTHbIM COBETOM OpraHu3auunm
(3CO)/HezaBucmbim 3TUYECKUM
KOMUTETOM (HOK) crieayroLmx
AOKYMEHTOB:

- NMOMnpaBoOK K NMPOTOKOIy

- HOBbIX pefaKkLnin:

- dopMbl

cormacu

NMHPOPMUPOBAHHOIO

[okymeHTansHo
NoATBEPAUTb dakT
paccMOTpeHns n
yTBepxaeHusa/oqob perHns
OCO/HOK nonpaBok wwunu
HOBBbIX pegakuui.
YKasblBalOTCA pefakuna wm
Aarta QOoKyMeHTa




- MpegocTaBfsieMblX  CybObekTam
maTtepuarnos

- peknamMHbiXx O0ObsBNEHWA  Ons
npuBneYeHns cybbekToB B

nccnegoBaHme (ecnm cnonb3yeTcs)

- OpYyrviX YTBepXKaeHHbIX/0n006peHHbIX
[OKYMEHTOB

pe3ynsTatoB  NepuoandecKoro
PacCMOTPEHUs1  LOKYMEHTauum no
nccnegosaHmio (roe Tpebyetcs)

8.3.4 Tme TpebyeTtcs, paspelleHue/ ||[JokyMeHTanbHO — 3akpenuTb || X (rme
opobpeHve/yBegomneHve COOTBETCTBME HOPMAaTMBHbIM || TpebyeTcS)
YNOSIHOMOYEHHbIX OpPraHoB AJ1s: TpeboBaHnaM
- MOMpPaBOK K MPOTOKOMY W OPYrux
AOKYMEHTOB
8.3.5 HayuHyto Guorpadwmio | Cm. 8.2.10 X
(curriculum vitae) HOBbIX
nccneposarernem n/vinn
couccnepoBatenen
8.3.6 WNameHeHuss  HopmarnbHOro || JokyMeHTaneHO  3akpenuTb || X
AvanasoHa 3Ha4YeHuN ANs1 || HopMmanbHbIN AnanasoH
npeaycMOTpPEHHbIX MPOTOKOJIOM || 3Ha4YEHUIA TecToB,
mMean- N3MEHEHHbIX B xone
LUMHCKux/nabopaTopHbIX/TEXHNYECKUX || uccrnegosaHus (cm. 8.2.11)
npouenyp/TecToB
8.3.7 N3wmeHeHus B mMeguumHCKuxX/ || oKymMeHTaneHo X (rme
NnabopaTopHbLIX/TEXHNYECKNX NOATBEPAUTb, YTO TecThl || TpebyeTcs)
npoueaypax/ Tectax: NpOAOImKaoT oTBeYaTb

TpeboBaHMAM B  TeuyeHue

- cepTudmkaums

- W akKkpeagnTauund

nepvoga uccnegoBaHus (CMm.
8.2.12)




- WM BHYTPEHHUA W/WNM BHELUHUA
KOHTPOmb KavyecTBa

- nnm apyrve mMeToabl
noaTeepxgeHust (rae Tpebyetcs)

8.3.8 [okymeHTaumsi no noctaskam || Cm. 8.2.15

uccrnegyemMblx npoayKkToB "

pacxogHbIX MaTepunanoB

8.3.9 CepTtudwmkarbl aHanmsa HoBbixX ||CM. 8.2.16

cepvi uccrnegyembix NPOAyKTOB

8.3.10 OTyeTbl MOHUTOPOB O BU3UTaX || JJOKyMeHTaneHoO  3aKkpenutb
BU3UTbl MOHWUTOPOB U  UX
pe3ynbTaThbl

8.3.11 CyluecTBeHHbIE ana | [JokyMeHTanbHO  3aKkpenuTb

nccnegoBaHus nobble  cornawexHs  nmbo

neperoeopbl/nepenucka (momuMmo || cyLLeCTBEHHbIE MEPEroBOPbI,

BM3UTOB): Kacatolupecsi BOMpPOCOB
NPOBEeaEeHNss UCCNeaoBaHus,
ero agMUHUCTPATUBHBIX
acnekTos, HapyLleHWI
NpoTOKOMa, OTYETHOCTM MO
HexenaTenbHbIM SIBIIEHMAM

- nepenncka

- 3anncun BCTpeY

- 3anucK TenedoHHbIX NeperoBopoB

8.3.12 lNognucaHHbie
MHCPOPMUPOBAHHOTO Cornacus

dopMbl

[okymeHTansHo
noaTBEpANTb, YTO cornacue
Kakgoro cybbekTa nory4yeHo
B cooTtBetctBUM ¢ GCP u
NPOTOKOMIOM A0  Hayana
yd4actuss B UCCriegoBaHU.
Kpome TOro, AoKymMeHTarbHO
3aKpenUTb paspeLleHne Ha
npsimon gocTtyn (cm. 8.2.3)




8.3.13 lNepBn4Hasa AoKyMeHTaL s [okymeHTanbHO X
NoATBEPAUTb dakT
CYyLLECTBOBaHUSI CyObekTa MU
AOCTOBEPHOCTb  COBpPaHHbIX
AaHHbIX. Bknountb
ncxogHole OOKYMEHTBI,
OoTHOCSALWMeCs K
nccrneaoBaHuio, IeYEeHUIo U
aHamHesy cybbekTa
8.3.14 3anonHeHHble, AaTupoBaHHble || lokyMeHTansHo  odhopmMuTh (| X (Konust) X
N nognucaHHble WHAMBUAYanbHbIE (| NoATBEPXKOEHNe (opvirnHan)
perncTpaumoHHsle kapTtbl (MPK) uccregosarenem nnm
YNOSIHOMOYEHHbIMN
COTpYyAHUKaMM
nccnegosarens
3aperncTpMpOBaHHbIX AaHHbLIX
8.3.15 [okymeHTupoBaHue || JokymeHTanbHO  3akpenuTb || X (konusi) X
ncnpasneHuni B MPK BCE W3MEHEHUs/[ONOMNHEHNs (opvirnHan)
nnm ncnpaeneHns,
coenanHHble B WPK nocne
3anucu nepBoHaYasnbHbIX
AaHHbIX
8.3.16  YBegomneHue  crioHcopa || YBegomneHue cnoHcopa || X X
nuccnegoearterneM 0 CepbesHbIX || ccregoBaTenem o]
HexeraTerbHbIX ABMNEHNAX N| cepbesHbIX HexenarenbHbIX
COOTBETCTBYIOLLME OTYETHI ABMNEHNSAX n
COOTBETCTBYIOLLME  OTYETHI
cornacHo 4.11
8.3.17 YBepgomneHue cnoHcopoM || YBeaomreHue crnoHcopom || X (rme [| X
nnm nccneposarenemM (4To||nmmn nccneposatenem (4To | Tpebyetcs)
NPUMEHMMO) YNOMHOMOY€EHHbIX || IPUMEHUMO)
OopraHoB n OCO/H3K O || YNONMHOMOYEHHbIX OpraHoB W
HenpeaBuaeHHbIX cepbesHbIX [| SCO/HIK 0
HeXxeraTerbHbIX — peakuusx U O || HenpeaBUAEHHbIX Cepbe3HbIX
apyrown nHdopMauum Mo || HeXenaTernbHbIX peakuusax B
6esonacHocTK cooTtBeTcTBUM € 5.17 1 4.11.1
N o0 Apyron mHdopmauum o
6e3onacHocTu B
cootBeTcTBMM C 5.16.2 n
4.11.2
8.3.18 CoobLueHne cnoHcopoM || CoobLugHmne CMoHcopom | X X
nuccnegosareno  MHdopmaumMm Mo (| uccrnegoBaTento
©esonacHocTH nHcopmMaL mm no
HesonacHocTH B

cooTBeTcTBMM C 5.16.2




8.3.19 lNpomexyTo4HbIe Nnn rogoBble
OTYeThI, npegocTaBnsemble
OCO/HOK 1  ynonHOMOYEeHHbIM
opraHam

MNMpomexyTo4Hble nnm
rogosble oTyeThl,
npegocTaBnsemble
OCO/HOK B cooTBeTCTBUM C
410 ©“  YNONMHOMOYEHHbLIM
opraHam B COOTBETCTBUM C
5173

X (rme
TpebyeTcs)

8.3.20 XKypHan ckpuHuHra cy6 bekToB

[lokymeHTanbHO  3aKpenuTb
NOeHTUMKaLMID CYyGBHEKTOB,
npoLeaLLmx nepen
nccneaoBaHUeM CKPUHWUHT

X (rme
TpebyeTcs)

8.3.21 Cnncok ngeHTUmKaLMoHHbIX
KOOOB CyObEeKTOB

[okymeHTansHo
NOATBEPAUTD, 4yTO
uccregosarernb/opraHM3aumns
XpaHAT  KOHdMAEHUManbHbIN
CMMCOK NMeEH BCEX
CybBbEeKTOB, KOTOpPbIM  Mpu
BKIIOYEHUM B UCClegoBaHue
Obim NPUCBOEHBI
NMOEeHTUMKaALMOHHbIE  KOAbI.
MosBonseT
uccregosarernto/opraHnsannm
naeHTudgumumposaTtb  NOBGOro
cybbekTa

8.3.22 XKypHan perucTpaumm
BKITHOYEHUNSI CYyOBbEKTOB

[oKkymeHTanbHO  3aKkpenutb
XPOHOSIOMMYECKYHo
nocregoBaTernlbHOCTb
BKIIOYEHUs1 CYOBLEKTOB MO
naeHTMMKaLMOHHbIM Kogam

8.3.23 Y4eT nccnenyemoro npoaykta
B MCCrieoBaTeNnbLCKOM LieHTpe

JOoKyMeHTanbHO  3aKpenuTb
“cnosib3oBaHue

nccrnegyemoro npoaykta B
COOTBETCTBUW C MNPOTOKOIIOM

8.3.24 Jluct obpasuos nognucen

[oKyMeHTanbHO  3aKpenutb
o6pasupbl nognucemn "
WHMLINaNoB BCEX nmu,
YNONMHOMOYEHHBIX ~ BHOCUTb
[OaHHble W/1nnM ncrnpaeneHnst B
NPK

8.3.25 YueT xpaHswmxca obpasuos
OVonornMYyeckmnx  XxmakocTten/TkaHen
(ecrm nmetotcs)

[oKymMeHTanbHO  3aKpenuTb

MECTOHaxoXaeHne n
NAEHTUMKALMIO XPaHALLMXCS
o6pasuoB B cryvae

HeobXoAMMOCTU MPOBEAEHNUS
NMOBTOPHbIX aHaNM30B




8.4 lNocne 3aBeplweHUs UNU NpeKpaLleHuns
nccnepoBaHuA
Mocrne 3aBepleHns WM npekpalleHnst uccrieqoBaHnss BCE  [OKYMEHTHI,

nepeumncrieHHole B 8.2 1 8.3, OO/MKHbI cogepxaTtbCa B hanne uccrnegoBaHUs
BMECTE C HKeyKazaHHbIMM JOKYMEHTaMW:



HanmeHoBaHne Lenb Haxogutcsa B ghannax
AOKYMeHTa
nccnegosarens/ || cnoHcopa
opraHusauum

8.4.1 YyerT || JokyMeHTanbLHO X X
nccnegyemoro 3aKpenuTb
npogykTa B || MICNONb30BaHue
uccrnenoBaTensCcKoMm uccregyemMoro npogykta
LeHTpe B COOTBETCTBUM c

NPOTOKOSIOM.

[okyMeHTansHo

3aKpennTb  pes3ynbTathl

OKOHYaTerbHoro

nogcyeta  KonumyecTBa

nccnegyemMoro npoaykTa,

MOy4EeHHOro

nccnenoBaTenbCKnum

LeHTPOM, BblAaHHOIo

cybbekTam,

BO3BpaLLEHHOro

cybbekTamm n

BO3BpaLLEHHOro

CrnoHcopy
8.4.2 [okymeHTauwus || JokyMmeHTanbHO X (ecrm || X
no YHUUYTOXEHWIO (| 3aKpenuTb GaKT || YHNUTOXEH B
nccnegyemoro YHUUYTOXEHMSA KIIMHUYECKOM
npoaykTta HEeMCcnonb30BaHHbIX LeHTpe)

nccregyemMblix NPOAYKTOB

CMOHCOPOM nm B

nccrnenoBaTenbCKoMm

LeHTpe
8.4.3 Ntorosbin cnuncok || Coenatb BO3MOXHOM || X
NOEHTUMKALMNOHHBIX ([ MOEHTUdMKALMIO — BCEX
KoQoB Cy6beKkToB BKITHOYEHHbIX B

uccregosaHue

cybbekToB B  Ccnyyae

HeobXoaMMOCTH nx

nocnegyoLero

HabnogeHus. Cnucok

OOIDKEH  XpaHUTbCA  C

cobnoaeHvem

TpeboBaHWn

KOHMAEHLMaNbHOCTN B

TeYeHne COornacoBaHHOro

cpoka




8.4.4 CepTtudwmikar
aygoura (ecrm
nveeTcs)

JokymeHTansHo
3aKpenuTb
npoBefeHvs ayauta

dakT

8.4.5 OT4yeT MoHuTOpAa || JoKyMEHTanbHO

o} 3aBepLUaOLLEM || 3aKpennUTb  OKOHYaHue

BU3UTE BCex MEepPONpUATUIA
nccnegoBaHus,
HeobXxoaUMbIX ans
3aBepLUaloLero  BU3UTA,
n Hanuyve Konui
OCHOBHbIX JOKYMEHTOB B
COOTBETCTBYIOLLMX
dannax

8.4.6 [okymeHTauwus || Bo3BpalwaeTcs CrnoHcopy

no pacnpegeneHnto || ans  AOKYMEHTarnbHoro

CyOBEKTOB MO rpynnam || 3aKpenneHnss  MMeBLUMX

N packpbITUO KOO,OB MecTo cryvyaes

BCKpPbITHUA KOOOB

8.4.7 WTtoroBbln oTYeT || [JOKyMeHTanbHO X

nccneposarens, 3aKpenuTb 3aBepLUeHne

npegocTaBnsemblv nccnegoBaHus

OCO/H3K (ecrm

TpebyeTtcs) n

YNOSTHOMOY€EHHbIM

opraHam (roe

NPUMEHUMO)

8.4.8 Otuert 0 || JokymeHTanbLHo X (ecrm

KIIMHUYECKOM 3aKpenuTb  pesynbTaThbl || IPUMEHMMO)

nccnegosaHum nccnegoBaHus U KX
NHTepnpeTaumio

TekcT OOKyMEHTa CBEpPEH No:

odmumansHoe nsgaHme

M.: CtangaptuHdopm, 2005
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