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HALIMOHANBbHbIA CTAHAAPT P® IOCT P 52379-2005
"HAONEXALLASA KJIMHNYECKASA NMPAKTUKA"

(yTBep>kaeH npukaszom deaepanbHOro areHTCTBa o TEXHUUYECKOMY pPeryiMmpoBaHuIo U MeTposiorum or 27
ceHTA6psa 2005 r. N 232-cT)

Good Clinical Practice (GCP)

[aTa BBegeHus - 1 anpensa 2006 r.

BBeneH Briepsble

BBepeHue

Hapnexawas knnHnyeckasa npaktuka (Good Clinical Practice; GCP) npeacrasnseT coboi MexayHapoAHbIA 3TUHECKUIA U
Hay4HbIA CTaHAapT NJaHWPOBaHUSA W NPOBEAEHUS UCCNEefOBaHWIN C y4acTMeM YenoBeKka B KayecTBe CybbekTa, a Takxe
AOKYyMeHTanbHoro oopMieHns U NpeacTaBieHns pe3yibTaToB TaknX UCCNefoBaHUN.

CobnioaeHre ykasaHHOro ctaHgapTa Cy>XuT ans obuectsa rapaHTMen Toro, 4to npaesa, 6e3onacHocTb n 6narononyume
CcybbeKkTOB UCCNefoBaHMS 3aluMLLeHbl, COrNacylTcsa C NMPUHLMNAMK, 3a50XeHHbIMKU XeNnbCMHKCKOW Aeknapaunen Bce-
MWUPHOM MeanuMHCKOM accoumauunm (BMA), 1 4TO AaHHbIE KIIMHUYECKOr0 NCCNef0BaHUSA AOCTOBEPHbI.

Llenblo HacTosILLero HauMoOHaNbHOMO CTaHAapTa (4anee - HACTOSWMI CTaHAAPT) ABASETCS YCTAHOBNEHME eAWHbIX CO
cTpaHamu Esponeiickoro Cotosa, CoeanHeHHbIMU LUTaTaMm AMepuku 1 AnoHWer NpasBua, YTO LOJSIKHO CMoco6CcTBOBaTb
B3aVMMHOMY MPU3HAHUIO AAHHBIX KIMHUYECKUX UCCIeA0BaHMI YNOAHOMOYEHHbBIMU OpraHaMm Ha3BaHHbIX CTPaH.

HacToawwmin ctaHaapT naeHtnyeH ICH GCP - PykoBoACTBY MO Hagnexallen knmHudeckon npaktuke (Guideline for Good
Clinical Practice) MexayHapoaHOM KOH@epeHUMn No rapMOHU3aLMn TeXHUYecknx TpeboBaHMM K perucTtpauun dapma-
LeBTMYECKMX NPOAYKTOB, NpeAHa3HayYeHHbIX AN npuMeHeHus Yenosekom (International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B CBOI o4yepeab, pa3pa-
60TaHO C yyeToM gencTBytowmx TpeboBaHMn Haanexallen KnmHu4eckon npaktnkn Eesponerickoro Cotosa, CoeanHeEHHbIX
LLItaToB AMepunku 1 AnoHuun, a Takxke ABcTpanum, KaHaabl 1 BceMupHol opraHmsaumu 3apaBooxpaHenms (BO3).

O6nacTtb NpMMeHeHus

Hactosawwun CTaHAapT Heobxoaumo cobnogatb npun npoeeaeHnUn KNMHNYEeCKnx nccnenoBaHuii, AaHHble KOTOPbIX 3anna-
HUPOBAHO NpeacCTaBUTb B YNOJIHOMOYEHHbIE OPraHbl.

anIHLl,VII'IbI, YCTaHOBJIEHHbIE HACTOAWMM CTaHAAPTOM, NMPUMEHUMbI TaKXe U K UHbIM KIIMHUYECKUM UCCNeEAOBAHUNAM, KO-
TOpbl€ MOTYyT OKa3aTb BINAHUE Ha 6e3onacHoCTb 1 6narononque 4YesioBeKa, BbICTynakwwero B Ka4ecrtee CY6'beKTa.

1. TEPMWHbI N ONPEAQENEHNA
B HacToslleM cTaHAapTe NPUMEHAIOTCA Cleayolne TePpMUHbI C COOTBETCTBYOWMMIN OnpeaeneHnAMN:

1. ayamT (audit): KoMnnekcHas n He3aBMCUMMas NpoBepKa OTHOCSLMXCSA K UCCef0BaHMI0 AeATENbHOCTM U JOKY-
MeHTauuu, nNpoBoAMMas Ans NOATBEPXAEHWUS COOTBETCTBMUSA 3TOW AesATeNbHOCTW, a Takxke npoueayp cbopa,
aHanusa u npeacTaBNeHns AaHHbIX MNPOTOKOY, CTaHAAPTHLIM ONepauMOoHHbIM NpoueaypaM CNoHcopa, Haane-
xawen knmHuyeckon npaktuke (GCP) n HopMaTMBHbIM TpeboBaHUAM.

2. 6narononyuymne cyb6bvekToB nccnenoanmsa (well-being (of the trial subjects)): dusmnueckoe n ncuxmyeckoe 340-
poBbe CY6bEKTOB, YYACTBYHOLUMX B KIMHUUYECKOM UCC/IEA0BaHMUM.

3. 6powiopa nccneposatens (investigator's brochure): CBoaHOe M3n0XeHMe pe3ynbTaToB KINMHUYECKOro W A0-
KJIMHUYECKOro U3yYeHUsa NCCnefyeMoro npoayKTa, 3Ha4MMbIX AN ero uccnefoBaHust Ha Yenoseke (cM. pasaen 7
HacTosLlero ctaHAapTa).
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4. porosop (contract): [latupoBaHHOE 1 NOANUCAHHOE cornaleHue Mexay AByMs nnu 6onee CTOpoHaMmu, KOTopoe
yCTaHaB/MBaeT AOrOBOPEHHOCTM, Kacatwmecs pacnpeaeneHuns obbema paboT 1 0693aHHOCTEN Npn NpoBeAeHnn
K/IMHUYECKOro uccnenoBaHus, a TakXe, eCcin yMeCTHO, (UHAHCOBbIX BOMpocoB. OCHOBOM AOroBopa MoOXeT
CNYXWTb MPOTOKON UCcneaoBaHus.

5. [OKyMeHTasnbHbIn cnep (audit trail): [lokyMeHTaumsl, No3Bossiiowas BOCCTaHOBUTb X004 COObITUIA.

6. pokymeHTaumnsa (documentation): Bce 3anucm B ntobon opme (BkoYas 3anmcy Ha 6yMaxKHbIX, 3/IEKTPOHHbIX,
MarHUTHbIX UKW ONTUYECKUX HOCUTENAX, CKaHOrPaMMbl, PEHTFEHOBCKME CHUMKM, 3/1eKTPOKapANOrpaMMbl 1 T.M.),
KOTOpble OMUCLIBAKOT 60 PErnCcCTpUPYOT METOAbI, OpraHM3auuto U/UnnM pesynbTaTbl KIMHWYECKOro UCCNeao-
BaHWA, a TaKkXe BAUSIOLIME Ha nccrienoBaHne haKTopbl U NMPUHSATbIE MepbI.

7. 3akatyeHve (NpuMeHuUTenbHo K HesaBucKMMOMY 3TuyeckoMy komuTeTy) (opinion (in relation to Independent
Ethics Committee)): 3akntoueHne n/mnm pekomeHgaumm HezaBMCMMOro 3TMYECKOr0 KOMUTETA.
8. 3aKoHHbIN npeacTtasuTens (legally acceptable representative): ®usunuyeckoe naun ropnamyeckoe nnLo, UIn NHOM

Cy6'bEKT npaea, MMeLWni B Cunny 3aKoHa npaBo AaBaTb cornacuve Ha y4vactue B KJIMHNMYECKOM nccnegoBaHmm ot
MMEHU NOoTEHUMANIbHOIo Cy6'bEKTa nccnegosaHumsa.

9. naeHTMdukaumoHHbln koa cybbekTa (subject identification code): YHuKanbHbIA KOA, NpUCBanBaEMbIi Uccne-
[OBaTeNieM KaxaoMy CybbekTy uccrnenoBaHus ans obecneyeHmss KOHOUAEHUMANTBHOCTM €ro JIMYHbIX AAHHbIX U
MCMOJIb3yEeMbIA BMECTO MMEHN CybbeKkTa B OT4eTax MO HeXenaTeNbHbIM SB/IEHUSM W/WUan ApPYrnx AaHHbIX, OT-
HOCSILLUMXCS K UCCNeaoBaHMIo.

10. vHaAMBUAYanbHas perncrpaumoHHasa kapTa; WPK (Case Report Form; CRF): [JokyMeHT Ha 6yMa)KHOM, 3nek-
TPOHHOM M/ ONTUYECKOM HOCUTenNe, NpeAHa3HayYeHHbIA AN BHECEHUS BCEN NMpeayCcMOTPEHHOM MPOTOKO/IOM U
noasiexatllen nepegaye CnoHCOpy UHMOPMaLMU NO KaxaoMy CybbekTy nccneaoBaHus.

11. uHcnekumns (inspection): [eicTBMe YNOMHOMOYEHHbLIX OpPraHoB, 3ak/iovatoweecs B oduuManbHOW NpoBepke
[OKYMEHTaLuKn, 060pyaoBaHUs, MHbIX MaTepuanos, MMEKLWMX, N0 MHEHWUIO YNOSHOMOYEHHbIX OpraHoB, OTHO-
LWEeHWNE K KIIMHUYECKOMY UCCNIeL0BaHUIO M HAaXOASALWMXCS B UCCNEA0BATENBCKOM LIEHTPE, B MOMELLEHNAX CMOHCOopa
W/VNWU KOHTPaKTHOM MCCNeA0oBaTeNbCKOW OpraHM3auumn, a TakKe WHbIX OpraHM3auusx, MUMeLWmx, No MHEHUIO
YMOSIHOMOYEHHbIX OPraHoB, OTHOLLIEHUE K UCCNEeA0BaHMIO.

12. nHdopmmposaHHoe cornacme (informed consent): lMpoueaypa A06pOBOSBHOIO MOATBEPXKAEHUS Cy6bekToM
CBOEro Corsacus Ha yyacTtve B KOHKPETHOM MCCNeA0BaHUN NMOCne NosyvyeHuns nHpopmaumm o060 BCcex 3HaYnMbIX
ANS NPUHATUS UM peLleHusl acnekTax uccnenosaHus. IHbopMMpoBaHHoOe cornacue AOKYMeHTUpYeTcs nocpea-
CTBOM MOAMNMCaHMS U aatupoBaHns HopMbl UHPOPMUPOBAHHOIO COrlacus.

13. vuccnenosartenb (investigator): ®usnyeckoe nuuo, Hecyllee OTBETCTBEHHOCTb 3a MpOBeAEHNE KJIMHUYECKOro
nccnenoBaHWs B UCCenoBaTeNbCKOM LieHTpe. B cnyyae npoBeaeHust nccnenoBaHUs B MCCNeAoBaTebCKOM
LleHTpe rpynnon nuy nccnegosartenem (rMaBHbIM UCCefoBaTeNeM) ABASETCS pyKoBoauTenb rpynnbl. CM. Takxe
TepMuH "conccnenoBatens” (1.54).

14. nccnepoBatenb-koopanHaTop (coordinating investigator): WUccnenoBaTtenb, oTBevalowmii 3a KoopaMHaumio ae-
ATENbHOCTU UCCnefoBaTeNnen BCexX UCCNenoBaTeNlbCKMX LEeHTPOB, Yy4YacCTBYHOLWMX B MHOMOLEHTPOBOM KAUHUYe-
CKOM UccnefoBaHuu.

15. unccneposatens/opraHmnsaumnsa (investigator/institution): TepMuH, o3Hauvalowmin: "uccnepgosatenb u/wnu opra-
HM3auusa B 3aBMCUMOCTUN OT HOPMaTMBHbIX TpeboBaHM".

16. nccneposatenbckmnn LeHTp (trial site): ®akTnyeckoe MecTo NpoBeAeHNS KIIMHUYECKOro UCCcneaoBaHus.

17. vuccneanyembii npoaykT (investigational product): JlekapcTBeHHas ¢opMa akTMBHOro BellecTBa mnu nnauebo,
n3yyaemas Uamn ucnosibyemasi Ans KOHTPOS B KITMHUYECKOM UCCNIeA0BaHMM, B TOM YMC/IE 3aperncTprpoBaHHbIN
NeKapCTBEHHbIN MPOAYKT B C/ly4yae, ecin cnocob ero npMMeHeHUs OTANYaeTCs OT YTBEPXKAEHHOMO, a TakXe npu
€ro MCrosib30BaHWM MO HOBOMY MOKasaHWO WM ANs MONYYEHUS AOMOSHUTENbHON WHdOpMauMM Mo yTBep-
XKAEHHOMY MOKa3aHWIo.

18. KNnHn4yeckoe mcnbitaHne/vnccnengosanue (clinical trial/study): Jliob6oe nccneposaHue, NpoBoANMMOE C yyYacTuem
yesioBeKa B KayecTtBe Cy6beKTa ANA BblABNEHNUA UMW NOATBEPXAEHNA KIMHNYECKNX VI/VII'IVI dJapmaKonoqueCwa
3d)d)EKTOB nceneayemblx NpoaykKToB VI/I/U'II/I BbidB1EHUA HeXenaTeNbHbIX peaKLl,I/IVI Ha uccneayemble npoayKThbl,
VI/VI)'WI M3y4yeHNUa nx BcacblBaHWd, pacnpeneneHus, meTabonunsma u BblBEeAeHUA C UeNbo OUEHUTb UX b6e3onac-
HOCTb /1N 3PHEKTUBHOCTD.

TepMUHbI "KNMHMYECKOe ucnbiTaHne" 1 "KnnHndeckoe nccnegoBaHme” aBnNaOTCS CUHOHUMaMM.

19. KOHTpaKTHasa uccneaoBaTesibckas opraHusaumns (contract research organization; CRQO): ®usnyeckoe nmuo mnm
opraHusaums (KomMMepueckasi, Hay4dyHo-uccnenoBaTeNnbCcKkas UM MHas), KoTopasi B paMKax AoroBopa CO CrMOH-
COPOM BbIMOJIHAET 0AHY MAKn 6onee U3 ero 06sa3aHHOCTEN U DYHKLUWUIA, CBA3AHHbBIX C MPOBEAEHNEM KITMHUYECKOTO
nccnenoBaHus.

20. KOHTpoAb kayectBa (quality control; QC): MeToabl U Mepbl, SBMASOWMECS YacTblo CUCTEMbI obecnedyeHns Kave-
CTBa W UCMOMb3yeMble AN NMPOBEPKN COOTBETCTBUS BbIMOMHAEMbIX NPU NMPOBEAEHUN UCCNefoBaHMS Mpoueayp
npeabsiBnsieMblM TpeboBaHUSAM K UX KayecTBy.

21. KOOpAMHALMOHHbIV KoMuTeT (coordinating committee): KomuteT, KOTOpbIN MOXeT 6bITb OpraHM30BaH CMOHCOPOM
ANA KOopAMHAUMKW NpoBeAEHNS MHOMOLEHTPOBOIro KJIMHUYECKOro nccnegoBaHus.

22. KOHduaeHumnanbHocTb (confidentiality): CoxpaHeHue B TaiHe OT HeyMOJIHOMOYEHHbIX UL, MHGOopMaumn, nNpu-
Haanexallen CrnoHcopy, unn uHdopmaLumm, NO3BONSIOLWEN NAEHTUHUUNPOBATbL CybbeKTa UCCneaoBaHus.

23. MHOTrOLIEHTPOBOE KAnHu4eckoe nccaegosanuve (multicentre trial): KnuHnyeckoe nccnegosaHne, NpoBoAMMOE Mo
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€4ANHOMY MpOoTOoKOoNy bonee 4yeM B OAHOM MCCNEeAOBaATENbCKOM LEHTPE U, 3HA4UT, 6onee 4yem ogHWUM uMccneno-
BaTenem.

MOHUTOPUHT (mMonitoring): [lesTeNnbHOCTb, 3aK/104YaloLLAsCa B KOHTPOJIE 3a X040M KIMHUYECKOro UCCNeloBaHus,
obecrneyeHnmn ero NpoBeaeHus, cbopa AaHHbIX W NPEACTAB/IEHUS pe3y/ibTaTOB B COOTBETCTBUWM C MPOTOKOJIOM,
CTaHAAPTHbIMUW ONEePaLMOHHbIMU MpoLeaypaMu, Hagnexallen KanHndeckoi npaktnkon (GCP) n HopMaTUBHbLIMU
TpeboBaHUSAMMU.

Haanexauwaa kavHumyeckasa npaktuka (Good Clinical Practice; GCP): CraHAapT niaHMpOBaHUS, OpraHu3auuu,
NpoBeAeHNsi, MOHWUTOPWHIa, ayauTa, AOKYMEHTUPOBAHUS KIIMHUYECKUX WCCNefoBaHWi, a Takxke aHanusa u
npeacrtaBnieHNa UX pe3ynbTaTos, cny>|<au.w|17| rapaHTmeVl AOOCTOBEPHOCTU U TOYHOCTU MNONYYEHHbLIX AAHHbIX U
npeacTaBfieHHbIX pe3ynbTaToB, a Takxe obecrneuvBaloWwnii 3alWMTy NpaB, 340POBbs U KOH(UAEHLMANbHOCTU
cybbeKkToB nccnegoBaHms.

HexenartenbHaa peakuus; HP (adverse drug reaction; ADR): OTHOCUTENbHO MpeaperncTpaumoHHOro KanHU-
YecKoro NpMMeHeHst HOBOIO JIeKapCTBEHHOIO MPOAYKTa WAWN €ro NpMMEHEHUS NO HOBbIM NOKa3aHWAM, 0CO6eHHO
€CNN TepaneBTMYeCcKMe A03bl TOYHO He YCTaHOBMIEHbl, - BCE HEraTMBHbIE peakunn, CBA3aHHble C MPUMEHEHNEM
nobor [03bl NeKapCTBEHHOro npoAaykTa. TepMuH "CBSi3aHHble C MpPUMEHEHWeM fleKapCTBEHHOro npoaykra"
03Ha4yaeT, YTo CyLeCcTBYET XOTS 6bl MUHUMaNbHasa BO3MOXHOCTb HaMumMa NPUYNHHO-CNEACTBEHHOWN CBA3N MexAay
NleKapCTBEHHbIM MPOAYKTOM W HeXenaTesbHbIM SiIBfieHNeEM, T.e. B3aUMOCBSA3b He UCKJ/ToYeHa.

[ns 3aperncTpmpoBaHHbIX SleKapCTBEHHbIX NMPOAYKTOB 3TOT TEPMUH O3HAYaeT BCe HeraTUBHblE peakuuu, CBS-
3a@aHHble C NPUMEHEHWEeM fleKapCTBEHHOro MpoAykTa B OObIYHbIX [03aX, WCMOSb3YeMbIX A4S NPOodUIaKkTUKK,
OMAarHOCTUMKKM Un nedeHmns 3aboneBaHun, a Takxe Ans UaMeHeHuns dusmonornyeckmx dyHkuui (cM. Pykosoa-
ctBo ICH "OueHka AaHHbIX N0 KJIMHMYECKOoM 6e30nacHOCTM: TEPMUHOIOMUS U CTaHAAPTbl 3KCNpecc-oT4eTHoCTM").

HexenatenbHoe asnaeHue; HA (adverse event; AE): Jlioboe BbisiBeHHOE Y MaumeHTa Uan cybbekTa KInHU4Ye-
CKOro mccnenoBaHus nocne npMMeHeHUs NekapcTBEHHOro npoAykTa HebnaronpusaTHoe C MeAMUMHCKOM TOYKU
3peHunsa cobbiTMe, KOTOpOe MOXET U HEe UMETb MPUYMHHO-CEeACTBEHHOM CBA3W C ero NpuMeHeHueM. TakuMm 06-
pa3oM, HexenartenbHoe sBneHne (HA) MoxeT npeactaBnaTe cobor Ntobon HebnaronpusaTHbLIN CUMMTOM (BKJHOYas
OTK/IOHEeHWe nabopaTopHOro nokasaTensa OT HOpMbI), xanoby nnn 3abonesaHve, BpeMs BOSHUKHOBEHUS KOTOPOro
HE UCKI0YaeT NPUYNHHO-CNEACTBEHHOW CBA3M C MPUMEHEHWEM SleKapCTBEHHOro (Mccneayemoro) Npoaykra BHe
3aBUCMMOCTM OT HaIMYUS UK OTCYTCTBUSA Takom CBA3N (CM. pykoBoAcTBo ICH "OueHka AaHHbIX MO0 KIMHUYECKON
6e30nacHOCTN: TEPMUHONOMUS U CTaHAAPThl 3KCNpecc-oT4eTHoCTN").

He3aBuCnMbIV KOMUTET N0 MOHUTOPUHIY AaHHbix; HKM/ (Independent Data-Monitoring Committee; IDMC (Data
and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committee)): HezaBuUcUMbIN KOMUTET,
KOTOPbIA MOXET 6bITb 06pa3oBaH Mo MHULUMATMBE CMOHCOPa ANS NEPUOANYECKOr0 PacCMOTPEHUS X0Aa KIAUHU-
YecKoro UccneaoBaHus, AaHHbIX Mo 6€30MacHOCTM W/WUTM OCHOBHbIX NapaMeTpoB 3MdEKTUBHOCTM, a TaKXe A4
BblpaboTKM peKoMeHAaLMA CMOHCOPY O Lesiecoobpa3HOCTU MPOAOSIKEHUS, NMpeKpalleHUs UCCNefoBaHUS Unu
BHECEHMS B HEFO U3MEHEHMUIA.

HezaBucumbii atnveckmnt komuteT; HIK (Independent Ethics Committee; IEC): He3saBucuMbI opraH (3Kc-
NMepTHbIA COBET WM KOMWUTET, AEWCTBYIOLIMIA Ha YpPOBHE OpraHuM3auuu, pernMoHasibHOM, HauMOHasbHOM WK
MeXAyHapOAHOM YPOBHE), COCTOSILLMIA N3 MeANUMHCKMX paboTHMKOB, @ TakXe N1, HE UMEILWMX OTHOLIEHUS K
MeamumHe, KOTopbid obecrneumBaeT 3awmTy npas, 6e3onacHocTM u 6narononyymst cybbeKkToB UCCNeaoBaHUs U
BbICTynaeT A5 obuecTsBa rapaHTOM Takol 3alnTbl, B YaCTHOCTU MyTEM pacCMOTPEHUS, yTBEPXAeHNs/oa0bpeHuns
NpoTOKOJ1a UCCeAoBaHWs, KaHaANAATYyp UccrenoBaTenen, ccnenoBaTeNbCKMX LEHTPOB, @ TakxXe MaTepuanos 1
MeTOoAOB, KOTOpble npeanonaraeTcs MCNoNb30BaTb AJ18 NOJyYeHUs U AOKYMEHTUPOBaHUs MHMDOPMUPOBAHHOIO
cornacusi cybbekToB nccnenoBaHus.

MpaBoBoW cTaTyc, cocTaB, GYHKLUM, AeATENbHOCTb HE3ABUCUMbIX STUYECKMX KOMUTETOB, @ TakXe OTHOoCsLMecs
K HAM HOpMaTWBHble TpeboBaHMS MOryT pa3niMyaTbCs B pasHbiX CTpaHax, TeM He MeHee, HOK gonxkHbl dyHK-
LMOHMPOBaTb B cooTBeTCcTBMM C GCP.

He3anMHTepecoBaHHbIM cBuaeTenb (impartial witness): ®dun3snyeckoe nmMUo, HEMpUYacTHOE K NMPOBEAEHUIO KU-
HMYECKOro UccneAoBaHUs, Ha KOTOpOe He MOTyT OKa3aTb AABJfIEHWUE YYACTHUKU KIIMHUYECKOro UCCNefoBaHns v
KOTOpOe B C/lyyae, ecnm CybbekT UCCNefoBaHUs UM ero 3aKOHHbIM NpeacTaBuTeNb HE yMeeT WIW He MOXeT
ynTaTb, MPUCYTCTBYET BO BPEMS MOJSIyYeHUS MHAPOPMMPOBAHHOIO COrfacus, a TakXkKe 3a4uMTbiBaeT TeKCT WH-
dopMmnpoBaHHOro cornacusa u ntobule Apyrne npeaoctasnsemMble cybbekTy MCCneaoBaHUS MUCbMEHHble MaTe-
puansbl.

AOoKNnHMYeckume ncenegosanus (nonclinical study): BuomeanumHckme nccnegoBaHus, nposoanMbele 6e3 yyactms
yenoseka B KayecTBe cybbekTa.

HenpeaBuaeHHas HexenartenbHasa peakums (unexpected adverse drug reaction): HexenatenbHasi peakuus,
CYLLHOCTb WM TSHXXECTb KOTOPOW He cornacyeTcs C M3BeCcTHOW MHdopMaumen o npoaykte (Hanpumep, ¢ 6po-
WopoK  uccneposaTens  ANS  HE3aperucTpupoBaHHOINO  UCCNeAyeMoro  npoaykta WM C JIUCT-
KOM-BKNaAbllleM/CBOAHOM XapaKTEPUCTUKON IeKApCTBEHHOMO MpPoAyKTa B C/ly4Yae 3aperncTpupoBaHHOro Mpo-
aykTta) (cm. pykoBoactBo ICH "OueHka AaHHbIX MO KAWHMYECKOM 6e30MacHOCTU: TEPMUHOOMMA U CTaHAapThl
3KCMNpecc-oTyeTHoCcTn").

HopMmaTuBHble TpeboBaHusa (applicable regulatory requirement(s)): Bce 3akoHbl U NMOA3aKOHHbIE aKTbl, pery-
nupylowme npoBeaeHne KINHUYECKUX NCCNefoBaHuiA uccnenyemblx NpoayKToB.

obecneyeHve kayectBa (quality assurance; QA): COBOKYMHOCTb CUCTEMATUYECKUX U MIAHOMEPHbIX AENCTBUN,
KOTOpble UMEKT LeNblo o6ecneynTtb COOTBETCTBME MPOBEAEHUS UCCNeAoBaHus, cbopa, perncrpaumm n npea-
CTaBJ/IEHUA JaHHbIX Haanexallen KamHudeckon npaktmuke (GCP) n HopMaTuBHbIM TpeboBaHMSM.
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opraHusaumsa (MeamumnHckas) (institution (medical)): Jlio6as opraHu3aums BHe 3aBMCMMOCTM OT €e opraHusa-
LMOHHO-NpaBoBoi (opMbl NM60 MeaMLMHCKOe, NMB0 cToMaToNorMyeckoe noapasaeneHve, rae npoBoasT K-
HUYecKoe uccneaoBaHme.

OpurMHanabHble MeanumHckmne 3anncu (original medical record): CM. TepMuH "nepBuyHas AokyMmeHtaumna" (1.41).

OCHOBHble AOKYMeHTbl (essential documents): [JoKyMeHTbl, KOTOpble B COBOKYMHOCTU WAW MO OTAENLHOCTU
NO3BONAIOT OLEHUTb XOA KIMHUYECKOr0 WCCNeAOBaHMA W KayecTBO MOJSIYYEHHbIX AaHHbIX (CM. pasgen 8
HacToslero ctaHaapTa).

OoTYyeT MoHuTopa (monitoring report): MUCbMEHHbIM OTYET MOHMTOPA CMOHCOPY MOC/e KaXAoro BM3uTa B UC-
CnefoBaTeNbCKUA LIEHTP M/UAN KOHTaKTa C uccneposaTensiMv B COOTBETCTBMM CO CTaHAAPTHLIMW ONepaumoH-
HbIMK npoueaypamum (COIM) cnoHcopa.

otyet 06 ayaute (audit report): NMnucbMeHHOE 3akNOYEHNE ayanTopa CNoHcopa O pe3yfnbTaTtax ayaura.

OTYET 0 KAMHWMYECKOM WucnblTaHuu/uccnenosanmm (clinical trial/study report): OTyeT B NUcbMeHHOW dopme,
npeacTtasnsowmnin cobon onncaHmne KANHUYECKOro UCMbITaHWUS/UccnefoBaHns Kakoro-nmbo TepanesTUYeCcKoro,
npodunNakTUYecKoro UaM AMarHOCTMYECKOro CpeacTsa C yyacTMeM yenioBeka B KayecTse cybbekta, obbveam-
HSAIOLWMI KIIMHUYECKOE M CTAaTUCTUYECKOE OMNUCAHNS, NpeAcTaB/ieHne AaHHbIX U UX aHanu3 (CM. pykoBoacTso ICH
"CTpyKTypa u coaep)xaHve OTYETOB O K/IMHWMYECKOM uccnenosaHmn").

nepBMYyHasa AokyMeHTaums (source documents): McxoaHble AOKYMEHTbI, AaHHble M 3anucK (HanpuMep, UcTopum
6onesHn, aMbynaTopHble KapTbl, NabopaTopHble 3anucu, 3aMeTKu, OHEBHUKU CyObEeKTOB WMCCNefoBaHWUs, BO-
NMPOCHUKMN, XYypHasbl BblAa4Yn MeAMKaMeHTOB, 3anMCU aBTOMaTUUYECKUX YCTPOMCTB, BeEpUdULMPOBaAHHbIE U 3a-
BEpEHHbIE KOMUU WU BbIMUCKN, MUKPOMULWIKN, HDOTOHErAaTUBbI, MUKPOMJIEHKU UM MArHUTHblE HOCUTENWN, PEHT-
reHOBCKME CHUMKM, Ntobble 3anncu, OTHOCALMECS K NaUMeHTY, B TOM YMC/Ee XpaHsilmecs B anTeke, nabopato-
pUAX N OTAENEHUAX UHCTPYMEHTANbHOW ANArHOCTUKMU, UCMONb3YEMbIX B KJIMHUYECKOM UCCNENOBAHNN).

nepBuYHbIE AaHHble (source data): Bca nHdopmaums, coaepxallasacs B OpUrmHanbHbIX MEAULIMHCKUX 3anncsax m
WX 3aBEepeHHbIX KOMUAX, ONWCbiBaloLWas pesynbTaTbl KIMHUYECKUX HabnoaeHun, obcnenoBaHuii u apyrov ae-
ATENBbHOCTW, NO3BONSAIOLASA BOCCO34aTb X0 K/IMHUYECKOro UCCNefoBaHUs U OLUeHUTb ero. MNepBuYHble AaHHble
coAepxaTcsi B NepBUYHOM fOKYMeHTauumn (MOAMHHUKAX UAN UX 3aBEPEHHbIX KOMUSIX).

nonpaska (kK npoTtokony) (amendment (to the protocol)): CM. TepmuH "nonpaska k npotokony" (1.44).

nonpaska K npotokony (protocol amendment): OcdopMneHHoe B MMCbMEHHOM BMAE ONUCaHWE U3MEHEHWUIN UK
odunumManbHoe pa3bsiCHEHWE MPOTOKoa.

npenapar cpaBHeHus (comparator (product)): WUccnegyembiii Mnn 3aperncTpupoBaHHbI 1EKAPCTBEHHbINA Mpo-
AYKT (T.e. aKTMBHbI KOHTpoOsb) nnbo nnauebo, ncnonbayembiii(0e) Kak KOHTPOb B KJIMHUYECKOM nccnenoBsa-
HUK.

NMPOMEXYTOUYHbIM_OTYET O KIMHWYECKOM MCnbiTaHun/mccnenosanum (interim clinical trial/study report): OtueT 0
NPOMEXYTOUYHbIX pe3ynbTaTax U UX OLEHKe, OCHOBAHHbIA Ha NPOBEAEHHOM B XOA4e KJIMHMYECKOro nccneaoBaHms
aHanuse AaHHbIX.

npotokon (protocol): ZIoOKyMeHT, KOTOPbI ONMUCbIBAET LieNn, An3aiH, METOA0I0MMI0, CTaTUCTUYECKUE aCreKTbl U
opraHusaumio uccnefoBaHus. NoMUMMo 3TOro NPOTOKOA OBbIYHO COAEPXKUT MONyYEHHble paHee AaHHble U 060c-
HOBaHWe nccreaoBaHMs, O4HAKO 3Ta MHGOpMauus MoOXeT ObiTb MpeacTaBneHa N B APYruX AOKYMeHTax, Ha Ko-
TOpble CCbllaeTcs NMPOTOKON MUCCnenoBaHus. MNpUMEHUTENbHO K HacTosweMy CTaHAapTy TepMuH "npoTtokon"
rnoapa3syMeBaeT Kak caM NPOTOKOJT UCCNeA0BaHNUs, Tak 1 MOMpaBKn K HEMY.

npsamon gocryn (direct access): Pa3pelleHne Ha nsyvyeHune, aHanus, NPoOBEPKY M KONMpOBaHMe Ntobbix 3anucen n
0TYEeTOB, HEO6XOAMMBIX AN OLEHKW KJIMHWUYECKOro uccnenoBaHus. Jlvua, nMelowme npaso nNpsMoro AocTtyna
(HanpuMmep, npeacTaBUTENM HaUMOHANbHbIX UIW MHOCTPAHHbLIX YNOHOMOYEHHbLIX OpraHoB, MOHUTOPbLI U ayAu-
TOpbl CMIOHCOPA), AO/KHbI MPUHUMATb BCe Pa3yMHble Mepbl ANS CObnoAeHUs HOpPMaTUBHbLIX TpeboBaHui Mo
3alWnTe KOHpMAeHUNanbHOCTU MHGOPMaLMK, MO3BONSKOWEN MAEHTUMUUNMPOBaTb CybbeKkToB, U MHpOpMaumu,
npuvHaanexalien CrnoHcopy.

paHaoMu3saumsa (randomization): Mpouecc pacnpeaeneHns cybbekToB UCCNef0BaHUS MO rpynnaM nedeHns nnm
KOHTPOS cny4yaiiHbiM 06pa3oM, NO3BOMSOWNIN CBECTU K MUHUMYMY CYBBEKTUBHOCTD.

ceptudwmkaT ayamta (audit certificate): [JokyMeHT, coCTaBNeHHbI ayaMTOPOM B MoAaTBepxaeHue dakTta npo-
BeAeHusa ayauTa.
cepbe3Hoe_HexenaTtenbHoe sasneHne; CHA u/wnu cepbesHas HexenatenbHas peakums; CHP (serious adverse

event; SAE or serious adverse drug reaction; serious ADR): Jlto6oe HebnaronpuaTHoe MeaunUMHCKOe cobbiTne,
KOTOPOE BHE 3aBUCMMOCTM OT 403bl JIEKAPCTBEHHOIO NPOAYKTa:

npvBesno K CMepTu;
npeacrtasnsieT cobon yrposy Ansa XusHu;

TpebyeT rocnuTanusaumm unn ee NpPoaneHus;

NpuBENO K CTOMKOW UM 3HAYUTENbHOW HETPYAOCNOCOOHOCTN NN MHBANUAHOCTU UK

npeacrtasnsieT coboi BpOXAEHHY aHOManuio Unn agedekT poXxaeHus

(cM. pykoBoacTtBo ICH "OueHka AaHHbIX MO KIAMHMYECKONM 6e30MacHOCTU: TEPMUHOIOMMS U CTaHAapPTbl 3KC-
rnpecc-ot4yeTHocTn").

cnenon Metoa/mackuposka (blinding/masking): MeTtoa, npu NpUMEHEHUM KOTOPOro OAHOW WMAN HECKOSIbKUM
YYacTBYHOLWMM B KIIMHUYECKOM UCCNEAOBAHUN CTOPOHAM HEU3BECTHO, KaKoe fledyeHne Ha3HayeHo CybbekTy mc-
cnepoBaHus. MpocTon cnenoi MeTon npeaycMaTpyMBaeT HEOCBEAOM/IEHHOCTb O HA3HAYeHHOM UM BUAE NeveHus

u b~ WN =
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Cyb6beKkToB McCcnenoBaHWs, B TO BpEMS Kak ABOWHOWM C/enoi MeTos noapasyMeBaeT HeOCBEAOM/IEHHOCTb Cy6b-
eKTOB WUccnenoBaHWs, uccnenosaTenieil, MOHMTOPOB U, B HEKOTOPbLIX C/yyasx, 1L, BbINOJHSAOWNX CTaTUCTU-
yeckyto 06paboTKy AaHHbIX.

cobntonenme TpeboBaHmt (NPUMEHUTENBHO K KIMHUYECKUM uUccnenoBaHuam) (compliance (in relation to trials)):
CnepoBaHMe BCEM CBSI3@aHHbIM C KJIMHWUYECKWM MUCCefoBaHMEM TpeboBaHMSM, Haanexalleh KINMHUYECKOM
npaktuke (GCP) n HopMaTUBHbLIM TpeboBaHUAM.

conccnenoBaTenb (subinvestigator): Jltobon uneH MccneaoBaTeNbCKOro KOJIEKTMBA, Ha3HAUYEHHbIN Uccneno-
BaTeSleM N OCYLUECTBASIOWNA NOL ero KOHTPOJIEM 3HayMMble npoueaypbl KIMHUYECKOro UCCNeAoBaHUs B UC-
cnefoBaTeNlbCKOM LeHTpe (HanpuMmep, UHTEPH, OPAMHATOP, Hay4HbI COTPYAHMK). CM. Takxe TepMuH "nccne-
posatens" (1.13).

CNoHcop (sponsor): dusnyeckoe WIn IpUANYECKOe NMLO, ABASIOWEECS MHULMATOPOM KIMHUYECKOro uccne-
[O0BaHNA N Hecyllee OTBETCTBEHHOCTb 3a €ro opraHusaumio u/mnum uHaHcupoBaHue.

CNOHCcOop-nccneaosaTtenb (sponsor-investigator): JInuo, KOTOpoe CaMOCTOATENIbHO WM COBMECTHO C APYrvMu
nuaMm MHULUMUPYET M NPOBOAUT KIIMHUYECKOE UCCefoBaHMe N Noj HENOCPeACTBEHHbIM PYKOBOACTBOM KOTO-
poro uccrneayemslini NpoAykT NnMbo HasHayatoT, 1mbo BblAalT cybbekTy uccneaosaHusa, NnMbo nocneaHu npu-
HuMaeT ero. CrnoHCOpOM-uccnenoBaTeneM MOXET 6biTb TONbKO dusndeckoe nnuo. O6583aHHOCTM CMOHCO-
pa-uccnegosaTens BkAYaloT B cebs 06493aHHOCTM Kak CMoHCcopa, Tak U uccnepoBaTens.

CTaHJapTHble onepaunoHHble npoueaypbl; COM (standard operating procedures; SOPs): MoapobHble NuUcb-
MEHHbl€ WHCTPYKLMU, NpefHasHayYeHHble Ans AOCTUXEHUs eaAnHoo6pasns Npu ocCyLlecTBNeHUN onpeaeneHHOoM
[eATeNbHOCTU.

cybbekT/cybbekT nccnegosanuna (subject/trial subject): ®usmnyeckoe nuuo, ydacTeytowee B KIMHUYECKOM UC-
CcnefoBaHWMM B COCTaBe rpynnbl, MNOMyYaloLen nccneayemblin NpoaykT, NmMbo B cOCTaBe KOHTPOIbHOW rpynnbl.

yNoJHOMOYeHHbIe opraHbl (regulatory authorities): OpraHbl, obnagatpowme NpaBoM OCYLECTBAATb peryampyto-
wme byHKUUKU. MPUMEHUTENBHO K HacTosILLEMY CTaHAAPTy TEPMUH "YMNO/THOMOYEHHbIe opraHbl" BKtoYaeT B cebs
MHCTaHUUN, YNOJTHOMOYEHHbIE paCCMaTpUBaTb NpeaoCTaB/ieHHblIE UM KITMHNUYECKMNE AaHHblIE, @ TaKXe NpoBOAUTb
nHcnekunn (cM. 1.11). DT opraHbl TakXXe MHOrAA Ha3bIiBalOT KOMMETEHTHbLIMW OpraHamu.

yTBepxaeHue (NpuUMeHUTeNbHO K DKCNepTHOMY coBeTy opraHmsaumu) (approval (in relation to Institutional
Review Boards)): MpuHATOe DKcnepTHbIM coBEeTOM opraHusauum (2CO) 3aknoveHue, noaTeepxaatoulee dakr
NpoBeAEHNS 3KCNepTM3bl KIMHUYECKOro UCCeA0BaHMA U SBNSIOWEEeCS pas3pelleHneM Ha ero nposefeHue B
[AHHOW opraHusauum B COOTBETCTBUM C MHCTPYKUMAMKM SCO, HOPMATUBHBLIMU AOKYMEHTaMWU MeAMLUHCKON op-
raHusauum, a Takxxe Haanexawlen knmHnyeckon npaktnkon (GCP) n HopMaTMBHbIMK TpeboBaHUSMU.

ys3BuMble cybbekTbl uccnenosanus (vulnerable subjects): Jlnua, Ha Ybe XenaHue y4yacTBOBaTb B KIIMHUYECKOM
nccnenoBaHMM MOXET oKasaTb Ype3MepHoe BnsiHue oxuaaHme (060CHOBaHHOE UM HEOH6OCHOBAHHOE) Tex Unu
MHbIX MPEUMYLLECTB, CBSA3AHHbIX C y4acTUeM B UCCNeA0BaHUN, WM CaHKLUM BbILWECTOALWMNX B nepapxmm nuu B
CNydyae oTKasa OT yyacTus. B kauyecTBe npuMepa UYNeHOB MepapXMyecknx CTPYKTYp MOryT 6biTb HasBaHbl yya-
lMecs BbICWIMX W CPeAHUMX MeAMUMHCKMX, (apMaueBTUYEeCKMX W CTOMATONIOrM4Yeckux y4debHbiX 3aBeneHun,
MNaAWnNn nepcoHan KAMHUK n nabopatopuin, cnyxawme gapMaueBTUYeCKNMX KOMMaHWM, BOEHHOCHYXalune u
3aKstoveHHble. K ys3BMMbIM cybbekTaM nccnefoBaHns Takke 0THOCATCS 60sbHble, cTpajatowme HemsneymMbiMm
3aboneBaHMsIMU, NMUA, HaxoAsLWMECs B AOMax MO yxXoA4y, HuwMe n 6e3paboTHble, NauneHTbl, Haxoaslmnecs B
HEOT/IOXXHOM COCTOSIHUW, MNpeAcTaBUTENIM HaUMOHaNbHbIX MEHbLMWHCTB, 6e340MHble, KOYEBHUKMK, 6exeHubl,
HeCoBEepLIEHHONIETHNE U NWLA, HaXoasiWMecs Mo ONeKon Unu NnoneynTenbCTBOM, a Takxe nua, HecnocobHble
[aTb cornacue.

DKcnepTHbI coBeT opraHnsaumn; 3CO (Institutional Review Board; IRB): He3aBUCUMbIN OpraH, COCTOSILLUMA U3
nuy, paboTtalowmx B 061acCTM MeAMUMHbI, B TOM YUC/E HAayUYHOW, a TaKXKe He OTHOCALLMXCS K MeAMUMHe creum-
anbHoOCTel, KoTopbli obecneunBaeT 3awWwnTy npas, 6e3onacHOCTM U 6Gnarononyyms Cy6beKkToB UCCNefoBaHUs U
npefocTaBnsieT O6LIEeCTBEHHYIO rapaHTUIO TakoW 3aluTbl, B TOM 4Yucre MyTeM pacCMOTPeHus, yTBepxae-
HUsi/op0bpeHnss NpoToKoNa UCCNefoBaHUs W MOMPaBOK K HEMy, a TakXe MaTepuanoB W MeToAoB, KOTopble
npeanonaraeTcs UCNonb30BaTh AN1S NOSYYEHUS U JOKYMEHTUPOBAHUSA MHDOPMUPOBAHHOIO Cornlacus CybbeKkToB
nccnenoBaHuns.

MPUHUMNMNbI HAONEXALLUEW KJIMHUYECKOW NPAKTUKW (GCP)

KnunHunyeckne nccnenosaHus AOMXHbI MPOBOAUTLCA B COOTBETCTBUMN C 3TUYECKMMU MPUHLIMNAMMU, 3aN0XKEHHBIMU
XenbcuHkckon aeknapauuernt BMA n otpaxeHHbiMu B GCP 1 HopMaTuBHbIX TpeboBaHusXx,

[lo Hayana nccnenoBaHnst AoXKHa 6bITb NPOBeAeHa OLleHKa COOTHOLLEHUS MPOrHO3MPYEMOro pucka n Heyno6cTs
C 0Xuaaemon nonb3oi ana cybbekTa nccrnenoBaHus n obwecTtsa. WccnenoBaHme MoXxeT 6biTb HavyaTo M NMpo-
[OKEHO TOMbKO B TOM Clyyae, ec/iv 0OXuaaemas rnosib3a onpasAbiBaeT PUCK.

MpaBa, 6e30MnacHOCTb M 6aaronofiyume cy6bekTa UCCIeA0BaHUs UMEKT NEPBOCTENEHHOE 3HAYEHUE U AO/KHbI
npeBanMpoBaTb Haj MHTEpecaMmn Hayku n obiecTsa.

MHdbopmaumnsa (AoKAMHMYECKass M KanHu4veckas)) o6 mccnegyeMoM npoAyKTe Ao/HKHa 6biTb AOCTAaTOMHOW Ans
060CcHOBaHUS NpeanonaraeMoro KIMHNUYEeCKOro UCccneaoBaHus.

KnuHunyeckne nccnegoBaHus AOMKHbI OTBEYATb Hay4HbIM Tp66OBaHVIFIM M 6bITb YeTKO U I'IO,D,p06HO onucaHbl B
NpoTOKONE.
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KnunHunyeckoe nccnenoBaHme A0HKHO NPOBOAUTBLCS B COOTBETCTBMM C MPOTOKOJIOM, yTBEPXKAEHHbIM/0A0OPEHHbIM
DKCnepTHbIM COBETOM opraHusauum (3CO)/HeszaBUCMMbIM 3TUUYECKMM KoMUTEeTOM (HIK).

OTBETCTBEHHOCTb 3@ OKa3blBaeMyo CybbekTy MeAUMLMHCKYIO MOMOLb U NPUHATUE pelleHnii MeanLMHCKOro Xa-
pakTepa HeceT Bpau.

Bce npuBnekaemble K NPpOBEAEHUIO UCCNEAO0BAHUSA NMLA AOMXKHbI MMETb COOTBETCTBYKOLWME obpa3oBaHue, noa-
rOTOBKY M OMbIT A1 BbINOJHEHMS BO3/TIOXKEHHbIX Ha HUX 3ajad.

Jo6poBonbHOe NHGPOPMMPOBAHHOE cornlacme A0/MKHO 6bITb MOYHYEHO Y KaXxaoro cybbekTa A0 ero BKIYeHUs B
nccneaoBaHme.

Bcto MonyyYeHHy B KJIMHWYECKOM UCCrefoBaHUM MHMOpMaumio HeobxoaAMMO perncTpupoBaTb, nepegaBaTb U
XpaHuTb TakuMm obpasoM, 4Tobbl 6bInn obecneyeHbl TOYHOCTb M MPaBUIbHOCTb ee NMpeACTaBNeHns, nHTepnpe-
TaumMmn n Bepudukaumn.

KoHdwnaeHuManbHOCTb 3anuncei, NO3BONSAKWNX MAEHTUdULUMPOBATL CYObEKTOB MUCCNeaoBaHUs, AOMXKHa 6biTb
obecneyeHa c cobniogeHMeM npaBa Ha YacTHYK XM3Hb W 3alMTYy KOH(UAEHUWANbHOCTU B COOTBETCTBUU C
HOPMATUBHbLIMW TpeboBaHNAMMW.

Mpon3BOACTBO M XpaHeHWe uccneayembix NPoAYKTOB, @ Takxe obpalleHne ¢ HUMU Heo6X0AUMO OCYLLEeCTBNATL B
COOTBETCTBMW C NMpaBuiaMu Hagnexalwen nponsBoAcTBEHHON npakTuky (good manufacturing practice; GMP).
WccnepyeMmble NpoayKTbl AOMXKHBI MPUMEHSATLCSA B COOTBETCTBUN C YTBEPXKAEHHbLIM MPOTOKO/IOM.

Ona obecneveHns KavyecTBa KaxAoro acnekrta WUCCcnefoBaHUs AO0JKHbI 6biTb BHeApPeHbl COOTBETCTBYOLLNE CU-
CTeMbl 1 OnepaunoHHble NpoLeaypbl.

DKCMEPTHbIA COBET OPFAHN3ALNN/HE3ABNCUMbIA 3TUYECKNIA KOMUTET (3CO/H3K)

O6s13aHHOCTH

1. DKCNepTHbI COBET opraHu3aunm/He3aBUCMMbIA 3TUYECKUIA KOMUTET Npu3BaH 3awuwaTtb npasa, 6es-
onacHocTb M 6naronosiyyme Bcex cybbekToB MccneaoBaHus. MccnenoBaHWsaM C yvyacTMeM YS3BUMbIX
cyb6bekToB A0MXKHO ObITh YAeneHo ocoboe BHUMaHue.

2. 9CO/H3K ponxeH nony4nTb cneayrowme AOKYMEHThI:

8. MpOTOKON MccnenoBaHWs/MONpaBKu;

9. NuUcbMeHHyo GopMy MHDOPMUPOBAHHOIO COracus 1 ee NocneayLlme pegakunm, npegnaraemble
nccneposaTeneM AN UCMOb30BaHUA B UCCIeA0BaHUK;

10. onwucaHuve AeWCTBWUI, HampaBneHHbIX Ha MpuBAeYeHMe Cy6beKTOB K y4yacTuio B MUCCefoBaHum
(Hanpumep, peknamHble 06bSBNEHUS);

11. nucbMeHHble MaTepuanbl, KOTopble 6yayT NpefocTaBieHbl cybbekTam;

12. 6powtopy nccneposatens;

13. wu3BecTHy MHdOpMaumio, Kacatolycs 6e3onacHoCcTu;

14. wHdopMauMIo 0 BbiNaaTax U KOMAeHcaumsx cybbekTam nccnenoBaHus;

15. Tekywyto Bepcuo Hay4yHon 6uorpadum nccnegosatens (curriculum vitae) u/mnu gpyrue mate-
puwanbl, NoATBEPXAaloLMe ero KBanudukaumio;

16. nwobble gpyrne AOKyMeHTbl, KOTOpble MOryT notpebosatbcd 3CO/HIK ang BbiNoNHEHMs ero o64-
3aHHOCTEN.

DCO/H3K ponxeH paccMOTPETb BOMPOC O NPOBEeAEHUM MpeasiaraeMoro KIMHMYeCcKoro uccnefoBaHus B

pasyMHble CPOKM U AOKYMeHTasbHO ODOPMUTL CBOE MHEHWE, YEeTKO MAEHTUDUUMPYS MCCneaoBaHue,

pPacCMOTPEHHbIe OKYMEHTbI U AaTbl NPU BbIHECEHUM CNEAYIOWMX PELLEeHWNIA:

17. yTBepxaeHunsi/onobpenHus;
18. TpeboBaHWA O BHECEHUM U3MEHEHWUI, HEOBXOAUMbBIX ANSA MOAyYeHUs yTBepXaeHusa/oaobpenns;
19. oTpuuaTenbHOro 3akt4deHns/HeonaobpeHus;
20. OTMeHbl/NPUOCTAHOBNEHUS AaHHbIX paHee yTBepXAeHus/oao6peHuns.

1. DCO/H3K ponxeH OUEHUTb COOTBETCTBME KBanudwukaumu mnccnenoBaTens npegnaraeMomMy mccneno-
BaHWIO Ha OCHOBaHWM ero HayudHou 6uorpadum (curriculum vitae) u/mnm Apyroi COOTBETCTBYHOLLEN
[OKYMeHTauum, 3anpoweHHon 3CO/HIK.

2. DCO/H3K ponxeH paccMaTpmBaTb KaxAoe TeKyllee uccneaoBaHue C NepuoauMyHOCTbO, afeKBaTHOM
pUCKY ANns Cy6beKTOB UCC/IeA0BaHUs, HO He pexe 04HOro pasa B roa.
3. 3CO/H3K moxeT noTpeboBaTtb, UYTOObI CybbekTam mccnenoBaHUs NOMUMO MHMOPMaUUK, YKa3aHHOM B

4.8.10, 6binM npeaocTaBneHbl AOMOMHUTENbHbIE CBedeHuss 06 uccnenoBaHWM, ecnun, MO MHEHUIo
3CO/H3K, aTa nHdbopMauns NO3BOMUT CyLLECTBEHHO MOBLICUTbL CTEMEHb 3alMTbl NpaB, 6e3onacHoOCTM
n/vnn 6narononyyms Cyb6beKkToB.

4. Ecnu cornacve Ha yyacTue cybbekTa B UCCNeAOBaHUN, HE CBSI3AHHOM C JIeYeHUEM, AaeT ero 3aKOHHbI
npeacrtasutens (cMm. 4.8.12 n 4.8.14), 5CO/H3K gomxkeH ybeanTbCs, YTO NpeaoCcTaBieHHbIN NPOTOKON
n/vnun apyras AOKYMeHTauusi COOTBETCTBYHOT 3TUYECKUMM HOpMaM M HOPMaTMBHbIM TpeboBaHWSM Ans
TaKuUx UCCneaoBaHWUM.

5. Ecnv npoTokon npeaycMaTpyvBaeT HEBO3MOXHOCTb MOyUYEHMS COMNacKs Ha ydYacTue B UCCNefoBaHUN Y
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cybbekTa unmn ero 3akoHHoro npeactasutens (cMm. 4.8.15) Ao MOMeHTa BK/OYeHUS cybbekTa B MC-
cneposaHue, 3CO/H3K ponxeH ybeanTbCsl, YTO NpeAoCTaBIEHHbIA MPOTOKOA U/WUn apyrasi AOKYMEH-
Taumsi COOTBETCTBYIOT 3TUYECKUM HOPMaM W HOPMaTMBHbIM TpeboBaHUAM ANA TakKMX WUCCNeAOBaHWUN
(HanpuMep, NpU HEOT/IOXKHbIX COCTOSIHUSX).

6. 3CO/H3K paccMmaTpuBaeT pasMep M MopsifoK BbiNnaT cybbekTy uccrienoBaHusi, 4Ttobbl ybeamutbcs B
OTCYTCTBMM HEOHOCHOBAHHOW 3aMHTEPECOBAHHOCTUM WM MNPUHYXAEHUS CYObeKTOB WCCNeaoBaHUs.
Pa3smep Bbinnat cybbekTam AosxeH H6bITb 3apaHee onpeaeneH 1 He AOSIXKEH Le/IMKOM 3aBUCeTb OT TOro,
3aBepLlunn CybbekT nccnegoBaHme NosIHOCTbIO UK HET.

7. DCO/H3K ponxeH ybeanTbCcsa B TOM, YTO MHDOPMaLMS, KacaloLwascs BbinaaT cybbekTam nccnenoBaHms,
BK/lOYas MeToAbl, CyMMbl U rpaduk BbinjaT, OTpaXxeHa B MUCbMeEHHOW ¢dopMe WHGPOPMUPOBAHHOIO
cornacms u nbor Apyron nucbMeHHOM mMHdbOopMauun, npegocTaBnseMoln cybbektaM. JO/KHO 6bITh
yKa3aHo, kaknm obpasom byaeT onpeaeneH pasmep Bbiniar.

CocraB, (hyHKLMM U NOPAAOK paboTtbl

1. SCO/H3K pgonxeH MMeTb B CBOEM COCTaBe A0CTaTOYHOE YMCIO NnL, cyMMapHo obnaaatowmx Heobxo-
OVMbIM OMbITOM W KBanudukaumen Ans OUEHKW Hay4YHbIX, MEANUNHCKUX U STUYECKMX acneKToB npen-
naraemoro uccrnenoBaHus. PekomeHayetcs, 4tobbl B 9CO/HIK BXxoannu:

1. He MeHee NATU YNEHOB;
2. KakK MMHUMYM OAMH YJIE€H, YbW MHTEpPECHI fiexaT BHE CCbepr HayKu:
3. Kak MMHUMYM OAWH Yfi€H, KOTOprVI HE 3aBUCUT OT OpraHVIBaLI,VIM/VICCJ'IeLI,OBaTeJ'IbCKOFO LEeHTpa.

[onocoBaTb/Bblpa)kaTb MHEHWE MO MCCNEeA0BaHUIO UMEKT NpaBo ToNbko Te vneHbl 9CO/H3K, koTopble
He 3aBUCAT OT uccredoBaTesnss U CrnoHcopa AaHHOro mccneposaHmsa. DCO/HOK ponxeH BeCTUM CMMCOK
CBOWMX YSIEHOB C YKa3aHWEM WX KBanudukauum.

2. DCO/H3K ponxeH OCywecTBNATb AEATENbHOCTb B COOTBETCTBMM C MUCbMEHHbLIMU MpoueaypamMun, [0-
KYMeHTMpOoBaTb CBOIO paboTy, BECTU NPOTOKO/bI 3acefaHnin, a Takxe cobnogate GCP 1 HopMaTuBHbIE
TpeboBaHus.

3. 3CO/H3K npuHMMaeT peleHns Ha 06bSABEHHbIX 3aceAaHnaX Npyu HaAM4YMM KBOPyMa, YCTAaHOBIEHHOIO
€ro NMCbMeHHbIMU npoueaypamu.

4, MpaBo ronocosaTb/BbiCKa3blBaTb CBOE MHEHWE W/WAN PEeKOMEeHAAUMM UMEeT TOSIbKO Te YfeHbl
9CO/H3K, KoTOpble Y4YacTBYOT B paCCMOTPEHUM AOKYMEHTauUum n obcyxxaeHumn.

5. NccnepoBaTtenb MOXET NpeaocTaBnATb MHDOPMaUUIo No NobbiM acnekTam nccneaoBaHus, HO He MOXeT
y4yacTBOBaTb B NPEHUAX UIN B rON0COBaHMMK/BbipaboTke MHeHns DCO/HIK.

6. 3CO/H3K mMoxeT obpaluaTbCsa 3a NMOMOLLbIO K 3KCNepTaM, He SIBMSIOWMMCS ero YieHaMu.

Mpoueaypbl

3CO/H3K ponxeH paspaboTaTb, AOKYMEHTasIbHO 0POPMUTL U COBNOAATE CBOM Mpoueaypbl, onpeaensowme:

1. Ero coctas (dbamMunum n KsanudukKaumio YIeHOB) U yYpeauBLUNI ero OpraH.

2. Mopsaok Ha3HayYeHus 3acefaHunii, ONOBELLEHMS ero YIEeHOB O NMPeACTOosWMX 3aceaHnsax, a Takxe op-
raHvMsauuio 3acefaHuni.

3. MNMopsaok NepBUYHOIro W NOCeayoLWwero paccCMOTPEHNSA AOKYMEHTaLMN MO UCCef0BaHuIo.

4, MNepnoanyHOCTL NocneayoLero pacCMOTPEHUA 4OKYMEHTauMmM No UCCeA0BaHUIo.

5. Mopsaok, cornacHo HOpMaTMBHbLIM TpeboBaHUSAM, YCKOPEHHOr0 PpacCMOTPEHWs W yTBepxXAae-
HUs/opobpeHns He3HaAUUTENbHbIX U3MEHEHWUI ANS UCCNIeA0BaHUN, paHee yTBepXAEeHHbIX/0A06peHHbIX
UM Xe.

6. HeponycTMMoCTb BK/IOUEHUS Cy6bEKTOB B MUccienoBaHue Ao Toro, kak 9CO/H3K BblgacT nMcbMeHHoe

yTBEpxaeHne/onobpeHne Ha npoBeaeHne NCCefoBaHuns.

7. HeaonycTMMOCTb OTK/IOHEHMI OT MPOTOKOSA WU ero M3MeHeHWin 6e3 npeaBapuTeNbHOrO yTBepXae-
Husi/opobpeHna cooTBeTCcTBYHOWMX nonpaBok DCO/HOK, kpome Tex cny4yaeB, korga Heobxoammo
YCTPaHUTb HEMOCPEeACTBEHHYK Yrpo3y Cyb6beKkTaM WCCNefoBaHWs WKW KOrAa W3MEHEeHUs KacakTcs
TONbKO aAMUHUCTPATMBHbIX UM TEXHUYECKNX acNeKTOB UCCNeaoBaHus (Hanpumep, 3aMeHa MOHUTOPA,
n3MeHeHne HoMepa TenedoHa) (cm. 4.5.2).

8. 0653aHHOCTb UccnegoBaTens HesameanuTenbHo coobuwatbs 3CO/HIK:

1. 06 OTKNOHEHMSIX OT MPOTOKONAA WM MU3MEHEHUSX MPOTOKOMA, MPOM3BEAEHHbIX ANS YCTPaHEHUS
HenocpeACTBEHHOWM yrpo3bl cybbekTaMm nccnegosanunsa (cm. 3.3.7, 4.5.2, 4.5.4);

2. 06 M3MeHeHusX, YBeNMUMBaLWMX PUCK ANns CyOBbeKTOB M/WUn CYLLEeCTBEHHO BAUSAIOWMX Ha npoBe-
AeHune nccnepgoBaHua (cm. 4.10.2);

3. 060 Bcex HexenaTesbHbIX peakuusix, KOTopble siIBASIOTCS O4HOBPEMEHHO CEpbe3HbIMM W Henpea-
BULAEHHbIMU;

4. 0 HOBbIX AdHHbIX, KOTOPblE€ MOryT CBMAETENbCTBOBATbL O BO3paCTaHUW pUCKa ANA Cy6'beKTOB nnun
HE6ﬂaF0ﬂpVIF-ITHO NnoBAUATb Ha Xo4 uccnegoBaHu4.
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9. O6si3aHHOCTb  JCO/H3K HesaMeanuTesnbHO B MUCbMEHHOM BMAe coobwaTb uccnegoBaTe-
Nto/opraHmsaumm:

1. 0 CcBOMX peleHnax/3akNoyeHnax, Kacaowmxcs nccnenoBaHns;

2. 0 MpUYMHaX NPUHSATUS PEeLUEeHU/3aKTIUYeHNI;

3. o nopsiake o6xxanoBaHMsl €ro peLlleHnii/3aktodYeHni.
AoKyMeHTaums

3CO/H3K ponkeH XxpaHUTb BCe AOKYMeHTbl (HanpuMmep, CBOW mMpoueaypbl, CMUCKU UYIEHOB C yKa3aHWEM poaa
AesATeNbHOCTM U MecTa paboTbl, NpeACTaBeHHbIE HA pacCMOTPEHME AOKYMEHTbI, MPOTOKOMbI 3acefaHnn 1 ne-
penucky) B TeYeHne MMHUMYM TpeX JIeT Mocsie 3aBeplueHUs MUCCefoBaHWUs M NpefocTaBnsaTb MX MO 3anpocy
YMNO/IHOMOYEHHbIX OpraHoB. lMccnepgoBaTenu, CMNOHCOP, YMNO/HOMOYEHHble OpraHbl MOryT 3anpawuBaTtb Y
3CO/H3K ero npoueaypbl U CMINCKK YTTEHOB.

UCCNEOOBATEJ1b

KBanMdJVIKauMﬁ n ob6s3aTtenbcrBa uccsenosarens

1. WccnepoBaTenb fonxeH MMeTb 06pasoBaHue, npodeccnoHanbHyo NoAroTOBKY W OMbIT, NO3BOMAIOWME
€My MpuHATb Ha cebs OTBETCTBEHHOCTb 3a Hajajexallee npoBeAeHWe KINMHWMYECKOro MUCCneaoBaHus.
KBanudukauns nccneposatens AO/HKHA COOTBETCTBOBaTb HOPMAaTWBHbIM TpeboBaHUSAM WM 6biTb NOA-
TBEpXXAeHa ero Hay4Hon 6uorpadwueii (curriculum vitae) n/vnun opyrmmMmn goOKyMeHTaMun, Kotopble MOryT
6bITb 3anpowweHbl cnoHcopoM, DCO/HIK n/mnm ynosiHOMOYEHHbBIMU OpraHamu.

2. WccnepoBaTenb AO/MKEH AeTanbHO 3HaTb, KaK MPUMEHSATb UCCreAyeMbli NpoAyKT B COOTBETCTBUW C
NpOTOKOJIOM, TeKyLllen peaakumen 6politopbl uccneposatens, nHdopMauuern o NpoaykTe U Apyrumu
WCTOYHMKaMN, NpefocTaBaseMbIMU CMIOHCOPOM.

3. WccnepoBatenb fonxkeH 3Hatb 1 cobnogate GCP n HopMaTuBHble TpeboBaHUS.

4, WccnepoBaTtens/opraHnsaums He AOMXKHbI NPensTCTBOBAaTb MOHUTOPUHIY U ayAUTy CO CTOPOHbI CMOH-
copa, a TakXXe MHCMEKLMAM YNOJHOMOYEHHbIX OPraHoB.

5. WccneposaTenb Ao/MKEH BECTU CNMCOK obnajatowmx HeobxoanMorn kesanudukaumen nuy, Kotopble no

€ro Nnopy4yeHuto OCyLLECTBASIOT ONpeaeNeHHY0 AeATeNbHOCTb B paMKax UCCnenoBaHus.
CooTBeTCcTBYHOLME PecypcChbl

1. WccnepoBaTenb AonXeH 6biTb CNocobeH NpoaeMOHCTPMpPOBaTh (HanpuMep, Ha OCHOBAHUM peTpocnek-
TUBHbIX AaHHbIX) BO3MOXHOCTb Habopa B TeYeHWe OroBOPEHHOro nepuoaa TpebyeMoro Koauyectsa
noaxoAalMX Cy6bekTOB UCCNeA0BaHUS.

2. WccnepoBatenb AOMXKEH MMeETb AOCTAaTOYHOE KOJIMYECTBO BpeMeHM, 4Tobbl Haanexawmm obpasom
NnpoBeCTU N 3aBEPLLUNTb NCCcnegoBaHNeE B TEHEHNE OrOBOPEHHOIo nepmnoaa.
3. WccnepoaTtens A0MKEH pacnonaraTb 4OCTaTOYHbIM KOJIMYECTBOM KBaJ'IMCbl/ILI,VIpOBaHHbIX COTpyAHUKOB N

MaTepuasbHbIX pecypcoB (nomeweHus, obopyaoBaHue) B Mepuoj WMccnenoBaHusl, Anst TOro 4tobbl
NpoBeCcTN 3TO UccnefoBaHWe Hagnexawmm n 6esonacHbelM o6pasom.

4. WccnepoBaTtenb oTBevaeT 3a To, YTOObI BCe 3aHATbIE B KIIMHUYECKOM UCCef0BaHUN COTPYAHUKA 6b11n
XOPOLO 3HAKOMbI C MPOTOKOJIOM U UCCNeayEeMbIM MPOAYKTOM, a TakKXe CO CBOMMU YHKUMAMU N 065-
3aHHOCTAMMU.

Oka3aHue MeAULIMHCKOM NnoMoLym Cy6'beKTaM nccnenoBaHusa

1. ABnsOWMNCA uccnenoBaTeneMm UM couccnenoBaTenem Bpay HeCET OTBETCTBEHHOCTb 3a BCE NMPUHU-

MaeMble B paMKax nccnegoBaHuns peweHnsa MeaguunHCKOro Xxapakrepa.

2. Bo BpeMsi 1 No 3aBepLUeHUN ydyacTms CybbekTa B UCCNeA0BaHUN UCcreaoBaTeslb/opraHm3aumns 0KHbI
obecneynTb OKaszaHue cybbekTy HeobxoaMMON MeAMLUMHCKOM MOMOLWM B cy4yae ntobbiX CBA3AHHbIX C
nccneaoBaHMEM HeXenaTesbHbIX SSBIIEHUI, BKAOYAs KIMHUYECKU 3HAYMMble U3MEHEH U NabopaTopHbIX
nokasatenei. MccnegoBatenb/opraHnsaums obs3aHbl MHGOpMMpoBaTb CybbekTa O CTaBLUMX U3BECT-
HbIMW UCCNEfOBaTEN0 MHTEPKYPPEHTHbIX 3aboneBaHnsIx, TpebyOLWNX MeaULIMHCKON MOMOLLM.

3. WccnenoBaTtento pekoMeHAYETCs COOBWMTL fievaleMy Bpady, €CiuM TakoBOW MMeeTcsi, 06 ydacTuu
cybbeKkTa B UCCeaoBaHUM NMpU YCIOBUKM, UYTO CyGbEKT He BO3pakaeT MpoTUB WMHMOPMUPOBAHUS fne-
Yaulero Bpaya.

4. XoTs cybbekT He 06s13aH coobwatb 0 MpuYMHax, NObyAMBLUMX ero AOCPOYHO NMpeKpaTuTb y4yacTue B
nuccnenoBaHnn, nccneaoBaTteNlb AO/MKEH MOMbITaTbC YCTAHOBUTb 3TWM MPUYMHBI, NPOSIBAAS MpU 3TOM
NoJIHOE yBaXeHMWe K npaBaM cybbekTa.

KoHTakTtbl ¢ 3CO/H3K

1. Mepen TeM kak HayaTb UCCeaoBaHWe, UccneaoBaTeb/opraHn3auuns AOKHbI MONYYUTb MUCbMEHHOE U
AaTupoBaHHoe yTBepxaeHue/onobpeHne DCO/HIK npoTokona mccnenoBaHWs, NMUCbMEHHONW (hOopMbl
WH(POPMMPOBAHHOIO COFNlacusi U ee MOCNeAyLWNX peaakumii, Mep, HanpaBfeHHbIX Ha MpuBREYeHUE
cybbeKkToB K y4yacTUO B WCCNeAOBaHMW (HanpuMep, pekiaMHbix 06bsBNeHWUi), KU Nbbix Apyrux
NMUCbMEHHbIX MaTepuanos, KOTOpble NpeanosiaraeTcsl NpefocTaBUTb CybbekTaM.

2. BmecTe ¢ ApyrMMnm AOKyMeHTaMW UcCregoBaTesib/opraHmsaums AoXHbl npegoctaBute 9CO/HIK no-
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cnegHiol0 pepakuuio 6powtopbl uccnegosatens. Ecnu 6powtopy uccnepoBaTens AOMNOSHSAKT B xoAe
nccnefoBaHus, muccneposaTenb/opraHnsauns obsizaHbl npeaoctaButb 3CO/H3K HoByH pepakuuio
6powtopbl nccnegosaTens.

B TeueHue nccnepoBaHua uccnenoBaTefb/opraHms3aumna AoMXHblI npegoctasnate 9CO/H3K Bce noa-
nexatime pacCMOTPEHUIO OKYMEHTHI.

5. Co6nopeHmne nportokona

1.

WccnepoBatens/opraHnsaums AOMKHbI NMPOBOANTL MCCNefoBaHWe B COOTBETCTBMM C MPOTOKOSIOM, CO-
rnacoBaHHbIM CO CMOHCOPOM W, NMpU Heo6XO0AMMOCTU, C YNOJIHOMOYEHHbIMU OpraHaMu, N yTBEPXAEH-
HbiM/og0bpeHHbIM 3CO/H3K. B noaTBepXAeHMEe [OroBOPEHHOCTM WccneaoBaTenb/opraHusauus um
CNOHCOP NOAMUCHIBAKT NPOTOKON MU OTAENbHbBIN AOrOBOP.

WccnepoBaTtenb He AO/MKEH OTKIOHATLCS OT NMPOTOKOAA WM BHOCUTb B HEro M3MeHeHus 6e3 cornacus
crnioHcopa M 6e3 npeABapuTENbHOMO PacCMOTPEHUS W AOKYMeHTalbHO OQOPMIEHHOr0 YyTBepxae-
Husa/onobpeHuns nonpaeku k npotokony 3CO/HIK, kpome Tex cny4yaes, Koraa Heob6xoaMMO yCTPaHUTb
HENoCpeACTBEHHYIO Yrpo3y CybbeKkTaM UCCNefoBaHUs WKW KOrAa U3MEHEeHMs KacalTCs TONbKO aaMu-
HUCTPATMBHbIX WAWN TEXHUYECKUX acMeKTOB MCCeaoBaHua (HanpuMmep, 3aMeHa MOHUTOpa, U3MeHeHue
HOMepa TenedoHa).

WccnepoBatenb WM HasHa4YeHHOE UM JIMLO AO/HKHO O6BACHATb M AOKYMEHTaNbHO OQ)OpMJ'IﬂTb ntobble
OTKJIOHEHUA OT YTBEPXAEHHOIO NPOTOKO/a.

WccnepoBaTtenb MOXET OTK/IOHSATLCS OT MPOTOKOSIa UM BHOCUTb B HEro U3MEHEHWs! ANs yCTpaHeHus
HenocpeaCTBEHHOW  yrposbl cybbekTaMm uccnegoBaHuss 6e3 npeaBapuTeNnbHOrO  yTBepXae-
Hus/opobperHna 2CO/HIK. B kpaTyanume CpoKM OnNMCaHne OTKIIOHEHUA UM U3MEHEHUN C yKa3aHWEeM
WX NPUYUH 1, NpU HEOHBXOAMMOCTH, NpeanaraemMble NONpaBKN K MPOTOKONY AO/KHbI 6biTb HaNpaB/eHbl:

1. 2CO/H3K ansa paccMoTpeHus n yTeepxaeHus/onobpenuns;
2. CMNOHCOPY ANS COrNacoBaHWs C HUM;
3. YNO/IHOMOYEHHbIM OpraHam, ecan Heobxoamnmo.

6. Uccnepyembie NpoayKTbl

1.

OTBETCTBEHHOCTb 3a YYeT nccneayembliX npoayKToB B nccnegoBaTesibCKOM LIEHTPE BO3/10XKEHA Ha UC-
cnenosaTenﬂ/opraHmaumo.

Ecnu 370 paspelweHo/TpebyeTcs, uccrenoBaTtesib/opraHmsaums MoryT/A0/KHbl nepefaTb HEKOTopble
nUnn Bce 06513aHHOCTU MCcneaoBaTens/opraHM3aunn rno yyeTy nccneayembix nNpoayKToB B MccnenoBa-
TENIbCKOM LEHTpe anTe4yHoMy paboTHWMKY WAW WHOMY nuuy, NOAKOHTPONbHOMY MUCCreaoBaTe-
Nto/opraHnsaunm.

WccnepoBatens/opraHnsaums n/vnm antedHblil paboTHMK MW MHOE YMOJIHOMOYEHHOoe uccnegoBaTe-
nem/opraHuMsaumen nMUo AO/MKHbI BECTU yYeT MOCTaBOK MPOAYKTOB B MCCNefoBaTeNIbCKUIN LEHTP, MX
(aKTMUYeCcKoro KoNMyYecTBa B LeHTPe, MCNO/Ib30BaHMS KaXabIM CyObeKTOM, a Takxe BO3BpaTta CroHCOopy
b0 MHOro pacnopsi>XeHUs HEMCMONb30BAHHBLIMW NPOAYKTaMKU. 3anuncu no y4yeTy AO0KHbI BKOYaTb B
cebs paTbl, KONNMYECTBO, HOMepa NapTuii/cepuii, CPOKU rOAHOCTH (rae NPUMEHNMO) U YHUKasbHbIE KOAbI
nccneayemblx NpoaykToB M cybbekToB uccnepoBaHusa. Wccneposatenb AOMXKEH BECTU 3anucu, NOA-
TBEpXAaLWwme, YTo CybbeKkTbl Nonyyanu uccnegyemble NpoayKTbl B A03aX, NMPeAyCMOTPEHHbIX MPOTO-
KOJIOM, B KOJIMYECTBAX, COracyoLlwmxcs ¢ obwmum KoNnM4YecTBoM ncciesyembiX NpoAyKTOB, NOyYEHHbIM
OT CroHcopa.

Wccnenyemble NpoayKThl CeAyeT XPaHUTb B COOTBETCTBUWM C MHCTPYKUMAMKU crioHcopa (cM. 5.13.2 u
5.14.3) n HopMaTMBHbIMK TpeboBaHUAMMU.

Wccneposatenb fomkeH obecneyunTb, UTOObI nccnepyembole nNpoaykrbl 6bIIM MCNONIb30BaHbl TONbKO B
COOTBETCTBUU C YTBEPXKAEHHBIM MPOTOKOJ/IOM.

WccnepoBaTtenb WAM  yrnonHOMOYEHHOe wccnenoBaTeneM/opraHmsaumned Nnuo A0/MKHO O6BACHUTL
KaxaoMy Cy6bekTy npaBufia npvMeHeHUs UCCnefyeMbiX NPoAYyKTOB U UYepes npueMsieMble MHTEpBarbl
BpeMeHn (B 3aBUCMMOCTW OT WCCNeAOBaHWsa) MpoBepaTb CO6AAEHME STUX WMHCTPYKUMI KaxAbIM
Cyb6BbeKTOM.

7. PaHaoMM3aUmMa M packpbiTUe Koaa

WccnenoBaTtenb fAoKeH cobno4aTh NpefyCMOTPEHHYO B UCCNIEA0BAaHUN METOAMKY pPaHAOMMU3ALMK, EC/IN TaKoBast
nMeeTcs, U 06ecneymnTb packpbiTMe KoAa TOJIbKO B COOTBETCTBMM C MPOTOKOMIOM. ECiv uccneaoBaHne NpoBoAUTCS
CnenbIM METOAO0M, UCCNEL0BATENb AO/KEH HE3AMEANUTENIbHO AOKYMEHTaNIbHO 0DOPMUTE U O6BACHUTL CMIOHCOPY
noboe npexaeBpeMeHHoe packpbiTMe Koja UCCiefyeMbiX NMPOAYKTOB (HanpuMmep, ciyyaliHoe packpbiTue Koaa,
pacKpbiTUE KOAa B CBA3W C CEPbE3HbIM HEXeNaTeNbHbIM SBIEHUEM).

8. NHdopMupoBaHHoe cornacme cy6bekTOB UccnefoBaHus

1.

2.

Mpy nonyyeHUn n AoKyMeHTanbHOM 0OpPMAEHUU MHPOPMUPOBAHHOMO COrflacusa muccneaoBaTenb A0J1-
XeH cobnioaatb HopMmaTuBHble TpeboBaHus, npuaepxmBatbcd GCP u 3TMYeckMx NpUMHUMNOB, 3ano-
XXEHHbIX B XeNbCMHKCKOM Aeknapauun BMA. [lo Hayana nccnenoBaHms MccneaoBaTesib AO/KEH Mony-
YUTb NMUCbMEHHOEe yTBepxaeHne/onobperHne SCO/HIK nucbMeHHOW ¢OpMbl MHPOPMUPOBAHHOIO CO-
rnacus un nobbixX Apyrnx NMCbMEHHbIX MaTepuanos, NpeaoCcTaBnseMblX cybbekTaMm.

MncbmeHHas CbOpMa MH(:bOpMVIpOBaHHOFO cornacus un niobbie Apyrune nnmcbMeHHbIE MaTepUanbl, Npego-
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cTaBnsieMble cybbekTaM, cnefyeT AOMOJSHATb/MCNPaBAATb MO Mepe MOSIBEeHWS HOBOW BaXXHOW WH-
dopMaummn, KoTopass MOXeT OKasaTbCA CYLIeCTBEHHOW Ans cornacus cybbekTta. Jllobas AOMNOSHEH-
Has/vcnpaeneHHas nucbMeHHas dopMa MHMOOPMUPOBAHHOIO cornacusa u nobble Apyrune AOMNOSHEH-
Hble/UCNpaBJieEHHblIE MUCbMEHHbLIE MaTepuasnbl, NpeaocTaBnsieMble cybbekTaM, AOMXKHbI ObiTb yTBEP-
xAaeHbl/ofobpeHbl DCO/HIK Ao mx ucnonb3oBaHus B uccnenoBaHuu. Cyb6beKkT unu ero 3aKOHHbIN
npeacTaBuTesb A0/KEH 6bITb CBOEBPEMEHHO 03HAKOMJIEH C HOBOWM MHMOPMaLUneit, CNocobHOM NoBINATL
Ha XefnaHue cybbekTa npoAosXaTb y4dyacTume B uccnepaoBaHum. dakT nepepaym sToi MHboOpMauum
[OSMKEH 6bITb AOKYMEHTalbHO ODOpPMIIEH.

3. Hu nccnenoBaTenb, HU Apyrue 3aHaTble B UCCNeA0BaHUM NnUa He LOKHbI NPUHYXAaTh cy6bekTa unm
MCMOJIb30BaTb WMHblE HEKOPPEKTHbIE METOAbl BO3AEWCTBUA C LENbI0 CKIOHUTb €ro K y4yacTtuio sinbo
NPOAO/IKEHMIO YUYacTUa B UCCNEeA0BaHUN.

4, HW ycTHas, HU NUCbMeHHas MHbOopPMaLUKs, Kacallascs UccneaoBaHns, BKIoYash MMCbMEHHYO hopMy
MHGbOPMUPOBAHHOMO COMNAacusl, He AO/KHA COAepXaTb (POPMYSIMPOBOK, MPSAMO UM KOCBEHHO CKIO-
HSOWKUX CY6beKTa WM ero 3aKOHHOIo MpPeACTaBUTENS OTKA3aTbCA OT 3aKOHHbIX Mpas, a Takxe dop-
MYJIMPOBOK, MpPsSIMO WM KOCBEHHO OCBO60XAAMOLWMX UCCefoBaTeNs, OpraHM3aumnio, CoHcopa Uiam mx
npeacTaBUTENEN OT OTBETCTBEHHOCTU 3@ XanaTHOCTb.

5. WccnepoBartenb unm HasHayeHHOE UM JINLLO A0JIXKHO B NMOJSIHOM Mepe nponHdpopMupoBaTtb cybbekTa nnu,
ecnn cybbekT He cnocobeH aatb MHGOPMMPOBaAHHOE Cornacue, ero 3akKOHHOro NpeacTasuTens 060 Bcex
3HaAuYMMbIX acrnekTax UccnenoBaHus, B TOM 4YuC/ie 03HAKOMWUTb C MUCbMEHHOW MH@opMauuen 06 uc-
cnefoBaHun 1 oaobpeHnemM/nonoxuTenbHbiM 3akatodeHmem 3CO/HIK.

6. YCTHas M MUCbMeHHas MHdopMauus 06 UCCIeaoBaHWMM, BKIOYAs MUCbMEHHYIO GOPMY MHGbOPMUPO-
BAHHOIO COrnacus, AOKHA COAEPXATb Kak MOXHO MeHbLUe CreunasbHbiX TEPMUHOB M BbITb MOHATHA
Cy6beKTY WK, B COOTBETCTBYIOLLMX Cy4YasiX, €ro 3aKOHHOMY NMPeACTaBUTENIO U HE3aUHTEPECOBaHHOMY
CBUAETENIO.

7. Mepea nonyvyeHnem MHOOPMUMPOBAHHOIO COracusa nccnefoBaTenb AN Ha3HAYEHHOE UM NIMLO A0IXKHO
npefocTaBuTb CybbekTy WAW ero 3aKOHHOMY MNpeAcTaBUTenNto AOCTaTOYHOE KOMMYECTBO BPEMEHU U
BO3MOXHOCTb ANs nony4yeHus 6onee nogpobHon nHdopmaumm 06 nccnefoBaHnm U NPUHSATUS peLlleHns
06 yyacTum B HEM MW OTKa3e OT Takoro yyactus. CybbeKkT uan ero 3aKOHHbIN NpeacTaBUTENb AONXKEH
NONYYUTb MCYHEPIbIBaKOLWNE OTBETbI HAa BCE BOMNPOChlI 06 nccnenosaHum.

8. [o Havana yyactus B UCCnefoBaHUM Cy6beKT WM ero 3aKOHHbIW MNpeacTaBuTenb, a TakXe Nuuo,
NpoBOAMBLLEE Pa3bACHUTENbHYIO Beceny, AOKHbI NoANUCaTb U COBCTBEHHOPYYHO AATMPOBaTb MUCH-
MEeHHYI0 HOpMYy MHPOPMUPOBAHHOIO COrnacus.

9. Ecnu cybbeKkT nnun ero 3akOoHHbIA NpeacTaBUTENb He CNOCO6eH YnTaTb, TO B TEYEHUE BCEWN Pa3bsCHU-
TenbHOW 6eceabl AONKEH NPUCYTCTBOBaTb HE3aMHTEPECOBaHHbI cBuaeTeNb. Mocne Toro Kak cybbekTy
VTN ero 3aKOHHOMY NpeACcTaBUTESO0 NPOYMTaNN U PasbsACHUIM MUCbMEHHY0 GOPMY MHDOPMMPOBAHHOIO
cornacuvs v apyrue npenocrasnisieMble CybbekTy MMCbMEHHbIE MaTepuasbl U Mocse TOro Kak cyb6bekT nnm
€ro 3aKOHHbIM npeacTaBuTeNb Aan YCTHOE corjiacve Ha y4dactue cybbekTa B MccnenoBaHuu U, eciu
cnocobeH, noanucan u cobCTBEHHOPYYHO AaTMpPOBan NMUCbMEHHY hopMy MHMDOPMUPOBAHHOIO corna-
cus, cBuaeTenb AOKEH ee noanmcaTb U cCO6CTBEHHOPYYHO AaTupoBaTh. MoanuceiBas dopmy cornacus,
cBuaeTenb NoATBEPXAAeT, 4To MHdOopMauusa, cogepxawascs B ¢dhopMe cornacus u BCeX APYrux
MUCbMEHHbIX MaTepuanax, bbila TOYHO pa3bsCHEHA U MOHATa CYyObEKTOM WM €ro 3aKOHHbIM Mpea-
CTaBUTENEM M 4YTO corflacMe Ha y4dacTve B MccneaoBaHWW AaHO CyObeKTOM MM ero 3aKOHHbIM npea-
cTaBuTenem 4o6poBOSIBHO.

10. Kak B xoae pasbacHUTeNnbHOW 6ecenbl, Tak U B MUCbMEHHON dopMe MHMOPMUPOBAHHOIO cornacus, a
Takxe NbbiX ApYyrMx NUCbMEHHbIX MaTepuanax, nNpeaocTaBnsieMblXx cybbekTaM, AOMKHO 6biTb pa3b-
SICHEHO cneayoLee:

1. WccnepoBaHue HOCUT 3KCNEPUMEHTasbHbIN XapakTep.
2. LUenb uccnepoBaHus.

3. BapuaHTbl NeyeHnss B NpoLecce UCCeoBaHus U BEPOSTHOCTb C/TyYalHOro pacnpeaeneHust B oaHy
W3 rpynn fieyeHus.

Mpoueaypbl nccneaoBaHUs, BKOYas BCe MHBa3WBHbIE Npoueaypbl.
065a3aHHOCTM cybbekTa.
Te acnekTbl UCCNeA0BaHUS, KOTOPble HOCST SKCNepPUMEHTaNbHbIN XapakTep.

N ook

OXnpaemblii puck Unn HeynobcTBa Ans cy6bekTa, a TakXkKe, B COOTBETCTBYHOLMX Crydasix, ANs
3M6puroHa, nioaa UAn rpyaHoro pebeHka.

®

Oxwnpaemble Bbiroga U/wnmu nonb3a. ECiv nonb3bl C MEANLIMHCKOW TOUKW 3pEHUSA He nNpeanonaraeTcs,
TO Cy6bEKT foMKeH OblTb NOCTaBNEH 06 3TOM B M3BECTHOCTb.

9. WHble, NOMUMO MpPeayCMOTPEHHbIX B UCCNeA0BaHUK, Npoueaypbl UAWM MeToAbl NlieYeHus, KoTopble
MOryT 6bITb JOCTYMHbI CY6BbEKTY, @ TakXe UX 3Ha4MMble MOoTeHLUMasbHble BbiIroga u/unu nonb3a, a
TaKXe pUcK.

10.KoMneHcaumsa v/wnu nedyeHve, AOCTyMHble Cy6beKTy B C/lyyae NpUUYMHEHUS] BpeAa ero 340pOoBbio B
pe3ynbTaTe y4yacTusi B UCCNeA0BaHUM.

11.MnaHupyeMble BbinnaTbl Cy6bekTy 3a ero yyactue B UCCNeL0BaHUN, €C/IM TaKOBble NPeayCMOTPEHbI.
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11.

12.

13.

14.

15.

12.MnaHupyemMble pacxofbl CybbeKkTa, ec/iv TakoBble OXMAAKTCSl, CBA3aHHble C ero yyacTueM B UC-
cnefoBaHUK.

13.Yvyactne cybbekTa B UccnenoBaHun ABASIETCS AO6POBOSbHBIM, M OH MOXET 0TKa3aTbCs OT y4yacTus
WA BbIATU U3 MUccneaoBaHust B 060N MOMeHT 6e3 Kakux-nmbo caHKumMin ans cebs wunm notepwm
NMOMNOXEHHbIX BbIFOA,.

14. MoHuTOopbl, ayanTtopbl, DCO/HOK 1 ynoNHOMOYEHHbIE OpraHbl B TON Mepe, B KakoW 3TO AOMNYyCKaeTcs
3aKoHOAaTeNbCTBOM, 6yAyT MMEeTb MPsiMOM AOCTYN K OPUrMHaNbHbIM MEAUUMHCKUM 3anncsiM cyb6b-
eKTa Ans NpoBepKM npoueayp W/vnun AaHHbIX KIMHUYECKOro nccneaoBaHusl, He HapyLwas npy 3ToMm
KOH®OUAEHUMANBHOCTM AaHHbIX CybbekTa, U YTo Cy6beKT UM ero 3aKOHHbIA npeacTaBuTeNb, Noa-
nucbiBas MMCbMEHHY0 GopMy MHDOPMMPOBAHHOIO COrfacus, AaeT paspelleHe Ha Takown AOCTyn.

15.3anucu, naeHtTudunumnpyowme cybbekta, 6yayT coxpaHeHbl B TaHe U MOTryT 6bITb PACKPbITbl TONIbKO
B TOW Mepe, B KaKoi 3TO AOMYyCKAEeTCs 3aKOHOAATeNbCTBOM. Mpu ny6nukaunmn pesynbtaTtoB uccre-
[0OBaHWA KOHPUAEHLMANBHOCTb AaHHbIX cy6bekTa 6yAeT coxpaHeHa.

16.Cy6beKT nnm ero 3akoHHbIN nNpeacTaBuTens byaeT CBOEBPEMEHHO O3HAKOM/IEH C HOBOW WHdoOpMa-
umen, cnocobHoM NOBAMATL Ha XenaHue cybbekTa Npoao/HKaTh yyacTue B UCCefoBaHUN.

17.71Mua, K KOTOPbIM MOXHO 06paTUTLCS ANS MOMYYEHUS LOMOSHUTENBHON MHbOpMauMmn o6 nccneso-
BaHWWM M npaBax Cy6beKTOB MCCNefOoBaHWs, a TakXe B C/lydyae MNpUUYMHEHWUS Bpeaa 340pOBblO
cy6bekTa B pesyfibTaTe ero y4actusi B UCCIeLoBaHuu.

18.Bo3MOXHble obCcTosiTENbCTBA M/WUAM MPUYKUHBI, MO KOTOPbIM y4yacTme cybbekTa B WUCCefOBaHMMU
MOXeT 6bITb NpeKpaLleHo.

19.MNpepnonaraemas ANUTENbHOCTb Y4acTusa cybbekTa B uccneaoBaHuu.
20.MpunbnunantenbHoe KONMYECTBO Cy6BLEKTOB, KOTOPOE npeanonaraeTcs BKAOYNTb B UCCIef0BaHMe.

Mepen BK/IOYEHMEM B UCCNeAOBaHWE Cy6bEKT WM €ro 3aKOHHbIN MpeAcTaBUTENb AOSKEH MOYYUTb
NOAMWUCaHHbIA U AaTUPOBaHHbIW 3K3EMMASP NMUCbMEHHOW (GopMbl MHPOPMUPOBAHHOMO COrflacusl U BCe
Apyrve npepoctaBnisieMble CybbekTaM MUCbMEHHble MaTepuanbl. Bo BpeMs yyactus cybbekTa B uMC-
CnefoBaHUKM Cy6beKT UM ero 3aKOHHbIA NPeAcTaBUTENb AO/MKEH MoyyaTb NOANUCAHHbIE U AaTUMPO-
BaHHbIe 3K3eMM/spbl BCEX MOCeaylwmx peaakumii Gpopmbl MHHOPMUPOBAHHOIO COrlacus U KOMuu
BCEX MOMpPaBOK K APYTrMM MWCbMEHHLIM MaTepuanaMm, NpeaocTaBisieMbiM Cy6beKTaM.

Ecnn B KnMHWYeckoM mccnepoBaHun (CBA3aHHOM NGO He CBSA3AHHOM C JIEYEHMEM) y4acTBYHOT Cybb-
€KTbl, KOTOpble MOryT 6bITb BKJIKOYEHbI B UCCeA0BaHME TOJIbKO HA OCHOBAHUM COrNnacus Mx 3aKOHHbIX
npeactaButenen (Hanpumep, HECOBEPLUEHHONIETHME, MauMeHTbl C BblpaXeHHbIM cnaboymuem), TO
cybbekT pgomkeH 6bITb NpouHdopMupoBaH 06 uccnenoBaHWUM B COOTBETCTBMM C €ro CrocobHOCTbIO
NMOHATb 3Ty MHMOPMaUUIo, U, ecnm cybbeKT B COCTOSHMM, OH AOJIKEH NoAnucate U CO6CTBEHHOPYYHO
[ATUpPOBaTb NMUCbMEHHY0 (hOpPMY MHPOPMUPOBAHHOIO COracus.

Kpome cnyyaeB, onucaHHbIX B 4.8.14, B UccnefoBaHue, He CBSI3aHHOE C NleYeHUneM (T.e. uccnefoBaHue,
B KOTOPOM He MpefnonaraeTcsi HEMOCPeACTBEHHOM C MEAWULIMHCKOW TOYKWM 3peHUs Mosb3bl ANs Cy6b-
eKTa), MOryT 6bITb BKJIHOUEHbI TOJIbKO CYy6bEKTbI, KOTOPbIE JIMUHO AAl0T CBOE cornacue U co6CTBEHHO-
pPYYHO MOAMUCHLIBAIOT U AATUPYIOT NUCbMEHHY0 HOpPMy MHGPOPMUPOBAHHOIO Cornacus.

B nccnepoBaHnus, He CBA3aHHbIE C ledeHneM, CybbeKTbl MOryT 6bITb BK/IKOYEHbI C COMNacus X 3aKOHHbIX
npeacrasuTenen npu cobnoaeHnn cneaywmx yCrnoBuin:

1. Uenu nccnenoBaHms He MOMyT 6bITb AOCTUTHYTbl MOCPEACTBOM UCC/IeA0BaHUSA C y4aCcTUeM Cy6'beKTOB,
KOTOpbl€ MOIryT AaTb CBOE cornacue JindHo.

Oxunaaembli pUCK Ansa Cy6'beKTOB HE3HAYUTENEH.
OTpuuaTtenbHoe BO34eNCcTBME Ha 340poBbe Cy6'bEKTa CBEAEHO K MUHUMYMY U HE3HAYUTENBHO.
MccnepoBaHue He 3anpeLleHo 3aKOHO4aTebCTBOM.

[Onsa BKIOYEHUS Taknx Cy6beKToB A0HKHO ObITb 3anpoLleHo cneunanbHoe yTeepxaeHne/onobpenne
3CO/H3K, yunTbiBatoLlee 3TOT acnekT.

u A WN

MonobHble nccnenoBanmns (3a NCkNtYeHMeM 060CHOBaHHbIX ClyYaeB) A0/KHbI MPOBOANTBLCS C yYacTUeM
nauneHToB, nMewWwmx 3abonesaHve, ANS Ne4YeHUs KOTOPOro npefHasHadeH uccnesyemblii NMpPoAYKT.
CybbeKkTbl B TaKMX UCCNeA0BaHUAX AOHKHbI HAX0AUTbCA NoA 0co60 TwaTenbHbIM HabnwaeHneM, n nx
yyacTue A0/MKHO 6bITb NpeKpaLleHo, eCin eCTb OCHOBaHWUSA Nofaratb, YTO OHU UCMbITbIBAKOT YpE3MEPHbIi
ANCKOMPOPT.

Mpy HEOTNOXHbIX COCTOAHUAX, KOrAa A0 BKOYEHUS B UCCleAOBaHMe HEBO3MOXHO MOy4nTb cornacme
camoro cybbekTa, OHO AOJ/IHKHO ObITb 3anMpoleHO Yy ero 3akKOHHOro NpeacTaBuUTeNs, ecin TaKoBOM
npucyTcTByeT. Ecnm npeaBapuTenbHoe cornacve camoro cybbekta HEBO3MOXHO UM OTCYTCTBYET ero
3aKOHHbIV NpeacTaBuTeNb, TO AN BKIOYEHUS cybbekTa B nccnenoBaHue A0MKHbI 6bITb NpeanpuHATHI
npeayCcMOTPEHHbIE MPOTOKO/IOM U/UNK APYrMMKU AOKYMEHTaMn 1 yTeepxaeHHble/oaobpeHHble 3CO/HIK
Mepbl, HanpaB/ieHHble Ha 3awWwmTy npas, 6e3onacHocTn u 6narononyumns cybbekTa, a Takxe obecne-
YMBalLMe COOTBETCTBME HOPMATMBHbIM TpeboBaHMSAM. Cy6beKT WAWM ero 3aKOHHbIW npeacTaBuTenb
[onxeH 6bITb B KpaTyanline Cpokn NoctaBieH B N3BECTHOCTb 06 nccneaoBaHnm, Ny Hero A0XHO 6bITb
3anpoLUeHo cornacue Ha NpoAo/IKEHME y4acTUs B UCCNeA0BaHMM, a TakxXe Apyroe coriacue, Kak 3To
nonoxexo (cm. 4.8.10).

9. 3anucum m oTyeTbl
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10.

11.

12,

OTyeTbl
1.

WccnenoBaTtenb Ao/mKeH obecrneumBaTh NPaBWIbHOCTb, MOMHOTY, pa3bopyYMBOCTb U CBOEBPEMEHHOCTb
npeaocTaB/eHns CMOHCOPY AaHHbIX, coaepxawmxca B MPK 1 Bo Bcex TpebyeMbix oTyeTax.

[aHHble B IPK [0/MKHbI COOTBETCTBOBATL MEPBUYHON AOKYMEHTAUMMU, U3 KOTOPOI OHWU MEpEHEeCceHbI;
MUMEIOLLMECS PACXOXAEHUA A0/IKHbI 6bITb 06bACHEHBI.

Jtobble n3MeHeHns unu ncripasnenms B UPK gonxHbl 6biTb NoANMCaHbl, 4aTUPOBaHbl, 06bACHEHbI (Npw
HeobXoAMMOCTN) N HE AOMKHbI CKpPbiBaTb NMEpBOHaYabHY 3anucb (T.e. AO/XeH 6bITb COXpaHeH "ao-
KYMeHTanbHbIn cnea"); 3TO OTHOCUTCA KakK K MUCbMEHHbLIM, TaK M K 3/1eKTPOHHbIM M3MEHEHUSIM WU
ncnpasnexmam (cM. 5.18.4, 0)). CnoHCOp AO/MKEH NMpeaoCcTaBUTb UCCeaoBaTeNs M U/UAnM UX YMNOMAHO-
MOYEHHbIM MNPEeACTaBUTENSAM WHCTPYKUMIO O nopsake odopMIeHUs Takmx ucnpasieHuin. CnoHcop
AO/HKEH MMETb MUCbMEHHbIE Mpoueaypbl, NpeaycMaTpuBatoluMe, YTO U3MEHEHUS AWM UCNPaBieHUs B
MPK, BHOCMMble ero yrnosIHOMOYEHHbIMU MpeACTaBUTENAMWU, AOKYMEHTaNbHO 0hOpPMASIOTCS, SIBNAOTCA
HeobxoAUMbIMW U 0A0bpAldTCS uccneaoBaTeneM. MccnepoBaTenb AO/MKEH XpaHUTb 3anmMcu 06 3Tux
M3MEHEHMUSIX N UCMpaB/IeHNsX.

WccnepoBatenb/opraHnsaums A0/MKHbI BECTU AOKYMEHTaUMI0 MO WUCCNeAOBaHMI0 CornacHo pasgeny 8
HacTosllero craHgapTa M HOpMaTMBHbLIM TpeboBaHuaM. WccnepoBaTenb/opraHusaumsa AOSKHbI NpuU-
HWUMaTb Mepbl, NpeaoTBpallaoume CJ'IyLIaVIHOE NUnn npexaeBpeMeHHoOE YHUYTOXEHNE 3TUX JOKYMEHTOB.

OCHOBHbI€ AOKYMEHTbI AOJIKHbI XPAHUTLCS HE MeHee ABYX NIeT Nnocne YTBEPXAEeHUS nocneaHen 3asBKu
Ha peructpauuio npenaparta B Poccun nnm ctpaHe - yyactHmue ICH v oo Tex nop, noka HU ogHa 13
3asBOK He byaeT HaxoAMTbCS Ha pacCMOTPEeHWU M He byaeT MaHMpPOBaTbCS HOBbIX 3asiBOK, WU He
MeHee ABYyX NieT nocne oduuManbHOro npekpaweHns KINHUYeCcKon pa3paboTku uccneayemoro npo-
AyKTa. OTU AOKYMEHTbI A0/KHbI XpaHUTbLCS 6onee AnnUTeNbHbIN CPOK B Cydae, eciv 3TO NpefyCMOTPeHO
HOPMaTUBHbLIMW TPebOBaAHMAMU UM AOFOBOPOM CO CMIOHCOPOM. OTBETCTBEHHOCTbIO CMOHCOPa ABNSETCA
nHdbopMmMpoBaHne uccnenosaTensi/opraHnsaumm o6 MCTeYeHUM Cpoka XpaHeHusl AOoKyMeHTauuu (CM.
5.5.12).

®urHaHCOBble acneKkTbl UCCNeAoBaHUsl AOMKHbI 6biTb OTPaXXeHbl B AOFOBOPE MexAy CHOHCOPOM WU UC-
cneposaTeneM/opraHusaumen.

Mo 3anpocy M™MoHuTOpa, ayautopa, 3CO/H3K wnnm ynonHOMOYEHHOrO OpraHa wccnepoBsa-
Tenb/opraHmsaumnsa A0/KHbl obecneunTb NPSAMON AOCTYN KO BCEM 3anucaM, OTHOCALUMMCS K Uccneno-
BaHMI0.

O Xope uccnepoBaHuAa

WccnepoBsatenb aomkeH npeacrtaBnatb 9CO/HIK kpaTkme NMCbMEHHbIE OTYETbl O X04e UCC/ef0BaHus
eXerogHo unu 4vaule, ecnu atoro Tpebyet 3CO/H3K.

WccnepoBatenb AOMXKEH He3aMeanuUTeNbHO NpefoCcTaBnsaTb NMUCbMEHHblE 0T4YeTbl cnoHcopy, DCO/HIK
(cM. 3.3.8) 1, B COOTBETCTBYIOLIMNX CyYasx, OpraHn3aumm o Nobbix M3MEHEHMAX, CYLLECTBEHHO BiM-
ALWNX Ha NpoBeAeHne NccnefoBaHns U/Mnu yBenmumBaoLwWwmx puck Ans cybbekTos.

OTUYeTHOCTb NO 6e30MacHOCTH

1.

060 BCcex cepbesHblX HexenaTenbHbIxX aBneHnax (CHSA) HeobxoanMo HeMeaneHHo coobwaTb CNOHCOopY,
3a ucknoveHnem Tex CHS, koTopble B NpOTOKOME UM B APYrOM AOKyMeHTe (Hanpumep, B 6poLutope
uccnegoBartens) onpeaesieHbl Kak He Tpebytolwune HemeaneHHoro coobuieHuns. MNMocne NepBNYHOro He-
MeasNleHHoro coobuweHnss HeobxoaMMO B KpaTyalhlue Cpoku MpeactaBuUTb MNOAPOOHbLIN MUCbMEHHbIN
oTyeT. MNMepBUYHbIN 1 NocneayowWwme OTYETbl A40/KHbI MAEHTUDMUNPOBATL Cy6bEKTOB UCCNeA0BaHUS MO
NMPUCBOEHHBIM MM YHUKaNbHbIM KOAAM, @ HE MO MMeHaM Cyb6beKTOB, MepCcoHasbHbIM UAEHTUdUKaALN-
OHHbIM HOMepaM u/unu agpecam. NccnegoBaTenb AOMKEH TakXxe cobntoAaTb HOpMaTUMBHbIE TpeboBaHMs,
pernaMmeHTMpytowme npeaoctaBfeHne OTYETOB O HenpeaBUAEHHbIX Cepbe3HblX HeXenaTefbHbIX pe-
aKLMAX YNOSHOMOYEeHHbIM opraHam n 2CO/H3K.

060 Bcex HexenaTenbHbIX SBMEHUAX W/UAN OTKIOHEHUsIX nabopaTopHbIX MokasaTesiell OT HOpPMbI,
onpeaeneHHbIX MPOTOKONIOM KaK KpUTUYeckuMe Ans oueHku 6esonacHoctu, Heobxoaumo coobwaTb
CMOHCOPY B COOTBETCTBUM C TpebOBaHUSIMM K OTYETAM M B CPOKW, OMnpeaesieHHble CMOHCOPOM B Mpo-
TOKOJE.

Mpn coobuieHnax o cMepTn muccnepoBaTenb 06s3aH No 3anpocy crnoHcopa u 9CO/HIK npepoctaBuTb
N6y AOMONHUTENBHYI0 MHGOPMaLmMo (HanpuMep, NPOTOKO BCKPbLITUS M MOCMEPTHbIN 3MUKPU3).

MNMpexaeBpeMeHHOoe NpeKpalleHne Nin NpMoCcTaHOBKa UccneqoBaHns

Ecnun no

Kakon-nn6éo npuynHe nccnegoBaHne npexaeBpeMeHHoO npekpaweHo nanm npnoctaHoB/EHO, UCCneno-

BaTeNb/opraHusaumsa AOoSXKHbl He3aMeaNuTeNlbHO MHGPOPMUPOBaTbL Cy6LEKTOB MCCeAoBaHus, obecneunTb UM
COOTBETCTBYIOLLEE NleYeHne u HabnogeHne 1, eciv NpeaycMoTpeHo HOpMaTUBHbIMU TpeboBaHMAMU, MHDOPMU-
poBaTb YNOSIHOMOYEHHbIe opraHbl. Kpome Toro:

1.

Ecnn uvccnepoBaTenb npexaeBpeMEHHO MpekpallaeT WAn npuocTaHaBnAMBaeT uccreaoBaHue 6e3
npeaBapuTeNbHOMO COrlacus COHCOPa, OH AOJ/IKEH COO6WNTL 06 3TOM OpraHu3aumm, rae NpUMEHUMo, n
nccnepoBaTesib/opraHnsanms AO/KHbI He3aMeanuTenbHO MNpouHdopMnpoBaTb 06 3TOM CroOHCopa M
3CO/H3K un npepoctaBuTb cnoHcopy U CO/HIK noapobHoe NUcbMeHHOe 06bSICHEHUE NMPUYUHbBI MpU-
OCTAHOBKW UMM MpeKpaLLleHnst nccneaoBaHus.

Ecnn cnoHcop npekpalwlaeTt uan npuoctaHasBInBaeT nccneaoBaHue (CM. 5.21), nccneanoBaTtesb A0/1XKEH
He3aMeanuTeNbHO CcoobWwnTb 06 3TOM opraHusauuun, raoe npMMeHnUMo, " VICCJ'IE,D,OBaTEJ'Ib/OpFaHVIBaLI,VIS-I
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22,

AO/IKHbI He3aMeanuTenbHO npouHdopMupoBatb 06 atom 3CO/HOK u npepoctaBute 3CO/HIK no-
ApobHoe NMcbMeHHoe 06bsiCHEHWE MPUYUHDBI MPUOCTAaHOBKM UM NpeKpalLeHnst nccnefoBaHus.

3. Ecnn 2CO/H3K okoH4YaTenbHO WM BPEMEHHO OT3blBaeT yTBepxaeHme/onobpeHne Ha npoBeAeHue
nccnepgoBaHusa (cm. 3.1.2 u 3.3.9), uccnepgoBaTenb AO/MKEH COO6WMTL 06 3TOM oOpraHusauuu, rae
NPpMMEHMMO, U nccneaoBaTeNb/opraHn3aums AOMKHbI He3aMeaAnnTenbHO NpouHdopMmMpoBaTb 06 3TOM
CroHCcopa 1 NpeaocTaBUTb CMOHCOPY NOAPOB6HOE NMCbMEHHOE 06bACHEHNE MPUYMHbBI MPUOCTAHOBKM MU
npekpalleHuns nccneaoBaHums.

UTOroBbIii oTUeT UccnenoBaTens

Ecnn TpebyeTtcs, no 3aBeplieHMN UCCef0BaHUS UccneaoBaTenb AOMKEH CO0bWMTL 06 3TOM opraHusauunmu; uc-
cnefoBaTeNb/opraHmsaumnsa 4oMxkHbl npegoctaBntb 9CO/HIK kpaTkuii oT4eT 06 UTOrax UCCnenoBaHus, a Takxe
Bce TpebyeMble 0TYEeTbl YNOJIHOMOYEHHbIM OpraHamM.

CMOHCOP

O6ecneueHune KayecTsa u KOHTPOJ1b Ka4yecTBa

1. CrnoHcop oOTBevYaeT 3a BHeApeHWe U NopAepXaHue cucteMm obecrneyeHUMss U KOHTPOSS KayecTBa C
nuceMeHHbiMM COIM, KoTopble MMeKT CBOel uenblo obecrneunTb NpoBeAeHue uccrenoBaHus, cbop,
perncTpaumio 1 npeacrtaBfeHMe AaHHbIX B COOTBETCTBMW C NpoTokosioM, GCP n HopMaTMBHbIMK Tpe-
6oBaHusMM.

2. CnoHcop oTBeyvaeT 3a obecreyeHune cornacusi BCex BoB€YEHHbIX CTOPOH Ha NnpefocTaB/ieHne nNpsiMoro
poctyrna (cM. 1.21) BO BCe y4yacTBywlMe B WUCCIeAOBaHWM LEHTPbl, KO BCEM MNEpPBUYHbIM AaH-
HbIM/AOKYMEHTaM W OTYeTaM B LeNsX UX MOHWUTOPWMHIra W ayauTa CMOHCOPOM, a TaKXe MHCMeKuuu
HaUMOHaNbHbIMU U UHOCTPAHHbLIMU YMOTHOMOYEHHbLIMU OpraHaMu.

3. KoHTponb KayecTBa crnefyeT OCYLeCTBNASATb Ha BCex aTanax paboTbl C AaHHbIMUK, YTO6bI 06ecneynTb Mx
[OCTOBEPHOCTb U NPaBUIbHOCTb 06paboTku.

4, [loroBopbl Mexay CMOHCOPOM W UccnenoBaTeneM/opraHmsaumnenn unm nobon Apyrorn yyacTBylowleln B
nccnenoBaHMn CTOPOHOM A0MXKHbBI 6bITb COCTaBAEHbI B MMCbMEHHOM (hopMe Kak 4acTb NPOTOKONa UAn B
KayecTBe CaMOCTOATENbHbIX AOKYMEHTOB.

KoHTpakTHas uccnepoBsartenbCkas opraHmsauus

1. CrnoHCOp MOXEeT MOSIHOCTbI MM YacTUYHO Nepenatb obs3aHHOCTU ” d)yHKLI.MVI, CBsA3aHHbIE C npoBe-
OEeHNEM UNCCefoBaHWs, KOHTPAKTHOW MCCeaoBaTeNbCKOM OpraHmM3aunn, 0AHaKo OTBETCTBEHHOCTb 3a
KayecTBO W MOJIHOTY MOSyYEHHbIX B XO4e UCCNeAoBaHWUs AAaHHbIX BCerga NexuT Ha crnoHcope. KoH-
TpaKTHas nccnepoBaTeibCckas opraHmM3aums A0/KHA OCYLLECTBATb Mepbl MO 06ecneyeHmnto U KOHTPOITHO
KayecTBa.

2. Mepenaya KOHTPAKTHOM MCCNenoBaTeNbCKOM OpraHusauum nobbiX CBS3aHHbIX C UccrienoBaHuem obs-
3aHHOCTEN N PYHKUMIA [0/KHA ObiTb AOKYMEHTaNbHO OOopMeHa.

3. Bce cBsizaHHble C uUccefoBaHUEM 0653aHHOCTU U ¢)yHKLJ,I/|I/|, He nepenaHHble KOHTpaKTHOVI nccneno-
BaTesIbCKOM opraHmsauunmn, oCTaroTCAa B KOMNETEHUMN CNOHCOPAa.

4. Bce, UTO B HACTOSsILLEM CTaHAapTe KacaeTcsl CMOHCopa, TakXe NMPUMEHUMO K KOHTPaKTHOWN nccrneaoBa-
TeNbCKOM opraHusauMu B TOW Mepe, B KOTOPOI KOHTpaKTHasi MccreaoBaTesibCckasi opraHusauus npu-
HUMaeT Ha cebs 0653aHHOCTU U PYHKLUUKU CMOHCOPa MO NPOBEAEHUIO UCCNIEA0BaHUS.

MeaunuunHckasa kBanudpukaums

CrnoHCcop AoMmkKeH Ha3HaunTb obnajatrolmini COOTBETCTBYIOWEN MeAMUMHCKOW KBanudukaumen nepcoHasn, Ko-
TOpbI Ao/mxeH 6biTb BCceraa AOCTYNEH ANA peleHWs CBA3aHHbIX C MCCNeAoBaHWMEM BOMPOCOB MeAMLMHCKOro
XxapakTepa. Npn Heo6xoAMMOCTU ANa 3TOM Lenu MOryT 6biTb NpUBAEYEHbl BHELWHNE KOHCYNbTaHThbI.

Av3aiiH uccnegoBaHus

1. CnoHcop AoMKXeH npuenekatb KBanu@uUMpoBaHHbIX vy (Hanpumep, 6MOCTAaTUCTUKOB, KITMHUYECKNX
dapmakonoros, Bpayeln) Ha BCex 3Tanax uccnenoBaHus - oT pa3paboTku npotokona, MPK u nnaHa
CTaTUCTUYECKOrO aHanM3a A0 NOAFOTOBKM MPOMEXYTOYHOMO U (MHANIbHOFO OTYETOB.

2. Takxxe cM. pa3gen 6 HacTosiwero ctaHaapTa, pykosoacTtBo ICH "CTpykTypa u coaep)xaHue oTyeTa O
KNIMHWYECKOM nccnegosaHnun" n apyrue cootTeeTcTeytowme pykosoactsa ICH no ansanHy, npoTokony m
opraHmsauum nccnenoBaHus.

MeHepKMEHT uccnenoBaHus, pa60Ta C AaHHbIMU U BeAeHue AOKYMeHTaunm

1. CrnoHcop 06s3aH npuBnekaTb obnagatoWmx COOTBETCTBYHOLWEN KBanudukaunen nuy ans obuwiero py-
KOBOACTBa uccrnenoBaHmeM, paboTbl C AaHHbIMU, BepUdUKaLUKN AaHHbIX, NPOBEAEHNSI CTaTUCTUYECKOrO
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12.

aHanmsa 1M NoAroToBKW OTYETOB 06 MccneaoBaHUN.

CnoHcop MOXeT NPUHATL pelleHne 06 obpa3oBaHMN HE3ABMCMMOIO KOMUTETA MO MOHUTOPUHIY AaHHbIX
(HKMA) ans paccMOTpeHus XoAa KIAWMHWMYECKOro MUCCnefoBaHus, BKOYas pacCMOTPEHME AaHHbIX No
6e30nacHOCTM M OCHOBHbIX NapamMeTpoB 3MMEKTUBHOCTU, a TaKxe AN BblpaboTkM pekoMeHAauuin
CMOHCOpY O UenecoobpasHOCTU MPOAOIIKEHUSA, MpeKpalleHUs UCCNefOoBaHUS WUAN BHECEHUS B Hero
n3MmeHeHui. HKM AomkeH MMeTb NMUCbMEHHbIE OMepaunoHHbIe Npoueaypbl U BECTU MUCbMEHHbIE 3a-
NMUCK BCEX CBOMX 3acedaHun.

Mpn ncnonb3oBaHWUM 3N1EKTPOHHbIX CUCTEM Ana paboTbl C AAHHBIMU UCCEA0BAHUSA U/UAN SNEKTPOHHbIX
CUCTEM yAaNneHHOro AoCtyna K AaHHbIM CNOHCOP AOJIXKEH:

1. O6ecrneuynTb U AOKYMEHTasIbHO O(OPMUTL COOTBETCTBME CMUCTEM 3/IEKTPOHHOM 06paboTKN AaHHbIX
YCTaHOB/EHHbLIM CMOHCOPOM TPE6OBaHUAM K MOMIHOTE, TOYHOCTM M HAAEXHOCTU AAHHbIX, @ TaKxe
CTabubHOCTb AOCTUXEHUSA TpebyeMoro pesynbTtaTa (T.e. Banugaumio).

2. Wmetb COIM No ncnonb30BaHMIO 3TUX CUCTEM.

3. Ob6ecneuntb paboTy cucteMm TakuM o6pa3oM, 4TOObl MOXHO 6bISI0 M3MEHSATb AaHHbIE U MPU 3TOM
BHOCMMble M3MeHeHUs 6blnn 6bl 3aJ0KYMEHTUPOBaHbI, @ paHee BBeAeHHble AaHHble He 6binn 6bl
yAaneHbl (T.e. UMenca AOKYMeHTanbHbI cnen).

MMeTb cucTeMy 3alumThbl, NpeaoTBpaLlaloLyo HeCaHKUMOHMPOBAHHbIA AOCTYN K AAHHbIM.
MMeTb cnmMcok nNuu, HajeneHHbIX NPaBOM BHOCUTb U3MEHeHUs B AaHHble (cM. 4.1.5 1 4.9.3).

ObecneunBaTb afekBaTHoe pe3epBHOE KONMpoBaHWE AaHHbIX.

N oo u A

CoxpaHATb MaCKMpOBKY B UCCNeAoBaHUAX, NMPOBOAMMbIX ClenbiM METOAOM (T.€. COXPaHsATb MacKu-
pOBKY Npu BBOAE M 06paboTke AaHHbIX).

Ecnn B npouecce 06paboTkun aaHHble TpaHCHOPMUPYIOTCH, BCeraa A0/HKHA CYLLECTBOBATb BO3MOXHOCTb
CpaBHEHWSI UCXOAHbIX AaHHbIX C 06paboTaHHbIMMU.

CrnoHCOp A0MIXEH UCMOb30BaTh YHUKaNbHbIN MAEHTUMUKALMOHHBIN KoA cybbekTa (cMm. 1.58), nosso-
NA0WUIN naeHTMdUUMpoBaTh BCe AaHHbIE NO KaXXA0MYy Cy6beKkTy.

CI'IOHCOp nnn apyrue Bnagenbubl AaHHbIX AO0/1XHbI XPaHUTb BCE OTHOCALWLMECA K CMNOHCOPY OCHOBHbIE
AOKYMEHTbI N0 UccnenoBaHuo (CM. pasaen 8 HacToswero CTaH,D,apTa).

CI'IOHCOp AOJIXKEH XpaHUTb BCE OTHOCALWMECHA K HEMY OCHOBHbleE AOKYMEHThLI MO nccnegoBaHUO B COOT-
BETCTBUW C HOPMATUBHbLIMU TPebOBaHMAMU TEX CTpaH, B KOTOPbIX MPOAYKT 0A06pPEH W/WNK B KOTOPbLIX
CcnoHcop cobupaeTcs obpaTuTbCs 3a ogobpeHuemM.

Ecnu croHcop npekpalaeT KInHUMYecKylo pa3paboTKy nccresyemoro npoaykra (Mo 04HOMY MM BCEM
nokasaHusM, MyTaM BBEAEHMWsl, IeKAapCTBEHHbIM (hOpMaM), OH AO/KEH XPaHWUTb BCE OTHOCALUMECH K
CMOHCOPY OCHOBHbIE AOKYMEHTbI MO UCCIEA0BaHMIO B TeYeHne No KpaiHei mMepe AByX fIeT C MOMeHTa
oMLUManbHOrO NpekpalleHns pa3paboTku UK B COOTBETCTBMU C HOPMATUBHbLIMU TPe60BaAHUSAMMU,

Ecnu cnoHcop npekpallaeT KAMHUYECKY pa3paboTKy MCCeayeMoro npoayKTa, OH AOMKEH COOBLMTb
06 3TOM BCEM Y4acTBYOLWMM B WUCCMEAOBaHWW WCCIEA0BaTeNsAM/OpraHn3aumsaM M ynosHOMOYEHHbIM
opraHam.

JNiob6as nepepayva npaB cO6CTBEHHOCTM Ha AaHHbIE AOMXKHA 6bITb AOBEAEHA A0 CBEAEHUS YMOSTHOMO-
YEHHbIX OpraHoOB B COOTBETCTBMM C HOPMaTUBHLIMW TPEBOBAHUSIMU.

OTHOCALWMECAS K CrMOHCOPY OCHOBHblE AOKYMEHTbl AO/MKHbl XPaHUTbCA He MeHee ABYyX NeT nocne
YyTBEPXAEHUSA NMocnefHeN 3asiBKM Ha pernctpaumio npenapaTa B Poccum unm ctpaHe - yyactHmue JCH m
[0 Tex Nop, NoKa HW 0A4Ha 13 3a8BOK He HyaeT HaXo0ANTLCS HA PacCMOTPEHUU U He ByaeT NnaHnpoBaTbCA
HOBbIX 3asBOK, WM HE MeHee ABYX JIeT nocne oduunanbHOro npekpalleHms KIMHUYeckon ¢asbl pas-
paboTkn mccnegyemMoro npoaykta. 3TU AOKYMEHTbl AOS/MKHbI XpaHUTbCA 6onee ANUMTENbHbIN CPOK B
cny4yae, ecnm 3To NpeayCMOTPEHO HOPMATMBHbIMKM TpeboBaHUAMM AN HE06XO0AUMO CMOHCOPY.

CrnoHCOp A0/MKEH B MUCbMEHHONM opMe nHpopMUMpoBaTb UccnenoBaTesnen/opraHmusauum o Heobxoam-
MOCTM XpPaHEHWS CBSI3aHHbIX C UCCNefOBaHNEM 3anuncen, a TakXe NMMCbMEHHO U3BECTUTb UX, KaK TOJIbKO
HEeo6XoANMOCTb B AaNbHENLLEM XPaHEHUM OTnaaeT.

Bbi6op uccneposarens

1.

CrnoHCOp HeceT OTBETCTBEHHOCTb 3a BbI6bOp uccnepoBaTenen/opraHusaunii. Kaxabll nccnepgosaTenb
[OIKEH UMeTb KBanudukauumio, onbiT U pecypcbl (cM. 4.1, 4.2), aocTaTouHble ANS MPOBeAeHUs UC-
CcnefoBaHus, ANS KOTOPOro oH BbibpaH. Ecnv B MHOroueHTpOBbIX UCCeaoBaHMSaxX HeobxoamMmo opra-
HM30BaTb KOOPAMHALMOHHbIA KOMUTET U/MAn BbibpaTb KOOPAMHATOPOB M3 YMCia uccrnenoBaTenemn, To
370 ABNsAeTcs 0693aHHOCTbLIO CrOHCOpa.
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2. [o noanucaHua goroeBopa C uccnegoBaTenem/opraHusaumein Ha npoBeAeHne UccnefoBaHus CNOHCOpP
AOJSIKEH NpefoCTaBUTb UCCeAoBaTeNto/opraHn3aumm NpoTokon 1 6poLopy nccnenoBaTens B TEKyLLEN
penakuuu u AaTb uccneaoBaTento/opraHmsanmm 4oCcTaTodHOe BpeMs AN 03HAKOMJIEHUS C MPOTOKO/IOM
M NMpefocTaBfeHHOM MHMopMaunen.

3. CnoHCop A0J/KEH MONY4YUTb COrslacMe UccreaoBaTens/opraHnsaunm:

1. npoBoauTb uccnegosaHue B cooTseTcTtBuMM ¢ GCP M HopMaTuBHbIMKM TpeboBaHusMKn (cM. 4.1.3), a
TaKXe C MPOTOKO/IOM, COr/lacoOBaHHbIM CO CMIOHCOPOM U YTBEPXAeHHbIM/oao6peHHbIM DCO/HIK (cMm.
4.5.1);

2. cobntoaaTtb Npoueaypbl perucTpaunun/npeactaBneHns AaHHbIX;
3. Ha npoBeAeHWe MOHUTOPWHIa, ayamTa u nHcnekumn (cm. 4.1.4);

4. XpaHWTb OCHOBHbIE AOKYMEHTbI, CBA3aHHblE C UCCeAoBaHWEM, A0 Tex Mop, NMoka CMOHCOpP He Co-
obWwnT uccnegoBaTento/opraHn3auum, YTo 3TU AOKYMeEHTbl 6osnble He TpebytTcs (cM. 4.9.4 u
5.5.12).

CI'IOHCOp n VICCJ'Ie,CLOBaTeﬂb/OpFaHVI3aL|,I/Iﬂ AOJKHblI noAnncaTtb MNpPOTOKON WK WMHOWN AOKYMEeHT, noa-
TBep)KD,aPOLLI,Mf/'I 3TO cornacwume.

PacnpeaeneHnue o6sisaHHOCTEMN

[o Hayana uccnenoBaHWsi CMOHCOP AO/KEH YCTAHOBUTb W pacnpefenunTb BCE CBsI3aHHble C UCCNefoBaHUEM
0643aHHOCTU U PYHKLMW,

KoMmneHcauum Cys'bEKTaM n nccnepoBartensam

1. Ecnv npefycMOTPEeHO HOpMaTUMBHBLIMU TPEBOBaHUSAMM, CMOHCOP AO/KEH 06ecrneynTb CTpaxoBaHWe WUiu
rapaHTMpoBaTb OPUANYECKYID M (DUHAHCOBYHD MOAAEPXKY MWCCNeAoBaTensi/opraHusaumMmM B ciydae
NpeabaBAEHUs UM MPETEH3UIA, CBA3AHHbIX C UCCNEA0BAHMEM, 3@ UCK/TIOYEHMEM TEX NMPETEH3MUI, KOTOpble
BO3HWK/IM B pe3y/bTaTe yMbIC/la UN HEOCTOPOXHOCTU CO CTOPOHbLI WCCNEefoBaTeNs MU YNIEHOB UC-
CneaoBaTeNbCkoro KoJIIeKTUBa.

2. lMpaBuna v npoueaypbl CNOHCOpa AO/MKHbI NpeaycMaTpuBaTb BO3MELLEHME pacXo[oB Ha fledeHue
Ccy6beKToB B C/lly4ae MpUYMHEHUS Bpeda WX 340pOBbl0 B pe3ysibTaTe UX yyacTus B UCC/IeAOBaHMU B
COOTBETCTBMU C HOPMATUBHbLIMU TPE6OBaHVIFIMM.

3. Ecnn Cy6'beKTbI nccneaoBaHmsa nony4vyarT KoOMMeHcauuto, nopsaaok u cnoco6 KoMMneHcauum AOSXKHbI
COOTBETCTBOBATb HOPMATUBHbLIM Tp86OBaHMﬂM.

dnHaHCUpoBaHue

®durHaHCcoBble acneKkTbl MCCNeaoBaHUS AO0MKHbI 6bITb AOKYMeHTanbHO odOopMSieHbl B BMAE AOroBopa Mexay
CMOHCOPOM U UccnepoBaTenem/opraHmsaumnen.

YBeaoMsieHue yrnosIHOMOYEHHbIX opraHOB/nonaqa 3aABKMU B YNOJIHOMOYEHHbIE€ OopraHbl

[o Havana KAWMHWYECKOrOo MCCeAoBaHUsa CrnoHcop (MM CMOHCOP COBMECTHO C uUccrefoBaTenieM, eciiv 370
npeaycMOTPEHO HOPMAaTMBHbIMKM TpeboBaHWSMKU) AO/KEH NMOAaTb B COOTBETCTBYIOWME OopraHbl Bce Tpebyemble
3as9BKUW AN UX PAaCCMOTPEHUS, NMPUHATUS U/UAN NONYYEHUS pa3peLlleHns HayaTb nccnegosaHue (B 3aBMCUMOCTH
OT HOpMaTMBHbIX TpeboBaHW). Bce yBeaOMIEHNSA/3a8BKN AO/KHbI 6bITb AaTUPOBaHbI U COAEPXKaTb AOCTAaTOUYHYIO
nHdopMaumio Ansa naeHTMdnKaunmm NnpoTokona.

MoarBep>kaeHne paccMmoTpeHnst 3CO/HI3K
1. CrnoHCOp AOJ/IXEH NOMYYUTb OT UccnepoBaTens/opraHusayumm:
1. HaumeHoBaHwue u agpec ICO/H3K nccnepgosaTens/opraHmsaunu;

2. nopteepxaeHne ot DCO/HIK TOro, 4yto OH OpraHMsoBaH M AenctByeT cornacHo GCP u cooTBeT-
CTBYHOLLEMY 3aKOHOAATENbLCTBY;

3. AOKyMeHTanbHO odopMiieHHoe yTBepxaeHue/onobpeHne 3CO/HOK mn, no TpeboBaHUO CrioHCopa,
KOMUIO TEeKyLLe BepCUM NPOTOKOsA, MUCbMEHHOM hopMbl MHPOPMMPOBAHHOMO COrnacus U ntobbix
APYruX npefocTaBfisieMblX Cy6bekTaM MMCbMEHHbIX MaTepuasioB, a TakXxe onucaHue AeWCTBUIA Mo
npuBneYeHnto cybbekToB K y4acTUO B UCCNEA0BaHUWN, AOKYMEHTOB, OTHOCSILUMXCA K MpeaycMoT-
pEeHHbIM ANsi CY6bEKTOB BbliMaTaM U KOMMNEHcaUUsM, U NobbiX MHbIX AOKYMEHTOB, KOTOpble MOMu
6bITb 3aTpeboBaHbl D2CO/HIK.

2. Ecnn 3CO/H3K obycnoBnuBaeT Bblgady CBOEro yTBepxAaeHusi/oaobpeHnsi BHECEHWEM W3MEHEHUN B
Kakne-nnmbo acnekTbl UCCNefoBaHWS, HanpuMep B NPOTOKO/, MUCbMEHHY hOpMy MHGHOPMUPOBAHHOIO
cornacust unm nobble uHble NpefocTaBfisieMble CybbekTaM MUCbMEHHbIE MaTepuanbl U/Unun agpyrue
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npoueaypbl, CAOHCOP AO/MKEH MOMYYUTb OT MCCnepoBaTensi/opraHuMsaumMm KOmmn BCEX M3MEHEHHbIX
OOKYMEHTOB M AaTy NOJSlyYeHHOro yTBepxaeHns/oaobperHns 3CO/HIK.

CroHCOop AO0/KEH NOyYnUThb OT UCCnefoBaTeNsi/opraHn3anmm AoKyMeHTaumMo 1 AaTbl S06bIX MOBTOPHbIX
yTBepxaeHunin/onobperHnii 3CO/HIK, a Takxe pelwleHunii 06 0T3bIBE WM NMPUOCTAHOBKE paHee BblAaH-
HOro yTBepXaeHusi/oaobpeHus.

12. UHdopmaumus 06 nccneayembix npoayKrax

1.

Mpu NnaHMpoBaHWW NCCIeA0BaHMUIA CMOHCOP AOJKEH pacnosiaraTe 4OCTAaTOUYHbIM 06bEMOM MOSTyUYEHHbIX
B AOK/IMHUYECKUX U/UNN KIMHUYECKUX UCCNefoBaHUsAX AaHHbIX Mo 6e30nacHoCTU U 3hdeKTUBHOCTH,
OnpaBAblBaOWMX NMPUMEHEHME UCCNefyeMOro NpoAyKTa C MCMOMb30BaHUEM COOTBETCTBYHOLUMX MyTel
BBEZlEHUS1 1 03 MPU COOTBETCTBYIOLLEN ANTENBHOCTU U B COOTBETCTBYIOLLEN MONYNALNM.

CrnioHcop AposxeH O6HOBNSATbL Gpolwtopy wuccnepoBaTenss N0 Mepe MOJlyYeHUst HOBOW CyLLEeCTBEHHOM
MHpopMauum (cM. pasaen 7 HacTosiLWwero ctaHaapTa).

13. NMpou3BOACTBO, YNaKOBKA, MapKUPOBKa M KOAMPOBaHUE UccnenyeMbix NPOAYKTOB

1.

CrioHcop AomkeH obecneunTb, YTObbl UCCeayeMble NPOAYKTbl (BK/IOYasi, B COOTBETCTBYHOLINX CyYasx,
aKTMBHble npenapaTbl CpaBHEHMS W nnauebo) MMenun XxXapakTepUCTUKKM, COOTBETCTBYHOLIME CTaauu
pa3paboTKM AaHHbIX NPOAYKTOB, 6bl/IM NPOU3BEAEHbI B COOTBETCTBUN C MPUMEHUMbIMU TpeboBaHUAMM
GMP 1, B COOTBETCTBYIOLUMX C/lyyasix, 3aKOAMPOBaHblI U MapKMpoBaHbl TaknMm obpa3oM, 4Tobbl obec-
NMeynTb 3alnTy MaACKMpOBKW. KpoMe TOro, MapkuMpoBKa AO0/IKHA COOTBETCTBOBATb HOPMATUBHbLIM Tpe-
6oBaHUSAM.

CrnoHCop AoNXeH onpeaenuTb ANa UccneayemblX NPoAYKTOB TeMmnepaTypy XpaHeHus, YCnoBusa xpa-
HeHus (HanpuMmep, B 3allMLLEHHOM OT CBeTa MecCTe), CPOK XpaHeHUs, pacTBOpPUTENN U NpoLueaypbl Ans
pa3BefeHns 1 BOCCTAHOBMIEHUS, @ TaKXe, ecnu TakoBble NpeayCMOTPeHbl, YCTPOMCTBA A/ BBEAEHUS
npoaykTta. CnoHcop AosxkeH WHdopmupoBaTb 06 3TUX TpeboBaHMAX BCE BOBJ/IEYEHHblE CTOPOHbI
(Hanpumep, MOHUTOPOB, MCccneaoBaTeNeln, NPOBM30POB, WL, OTBETCTBEHHbIX 3@ XpaHeHWe).

Wccneayemble npoAyKTbl AO/MKHBI ObITb ynakoBaHbl Tak, 4Tobbl NpefoTBpaTUTb MX 3arpsA3HeHuE U
obecneyunTb MX COXPAHHOCTb (MPUroAHOCTb) NMPY TPAHCMOPTUPOBKE N XPAHEHWUU.

[Ons uccnenoBaHWit, B KOTOPbIX WCMOMb3YeTCA Cenon MeToh, CUCTEMa KOAMPOBaHMS MCCNEenyeMoro
npoaykKTa AOJ/KHA BK/OYaTb B Ce6A MexaHu3M, MO3BOMSAWLWMIA, B 3KCTPEHHbIX Clydasix, 6bICTPO
MAEHTUOUUMPOBATbL NPOAYKT, HO, B TO XK€ BPEMS, HE AOMYCKaOLWMN BO3MOXHOCTM HE3AaMETHO PacKpbiTb
Koa.

Ecnn nekapctBeHHas dopma uccneayemMoro npoaykTa WUAM npenapaTta CPaBHEHUS Ha KIMHUYECKOM
3Tane m3yyeHus 6bina cylwecTBEHHO U3MEHeHa, TO A0 MCMNONIb30BaHNS HOBOW sIeKapCTBEHHOM (POpPMbI B
KIMHUYECKNX UCCefoBaHMAX AOMKHbI ObiTb MOMyYeHbl pe3yfbTaTbl A6bIX AOMNOMHUTENbHBIX UCChe-
[OBaHUI AAaHHOW nekapcTBeHHOM dopMbl npoaykTa (HanpuMep, CTabunbHOCTM, pacTBOpMMOCTU, 6uo-
AOCTYNHOCTKN), HEO6XOAMMBIE ANS OLEHKM TOro, CNOCObHbl N AaHHble U3MEHEHUS CYLLECTBEHHO MO-
BNNATb HA (hapMaKOKMHETUYECKNI NpoduUIb NpoAyKTa.

14. MNMocTraBka uccneayeMbix NPOAYKTOB U NpaBuna o6palleHns ¢ HUMKU

1.
2.

CrnoHcop oTBeYaeT 3a NOCTaBKy UCCeaoBaTento/opraHn3anmm nccneayemoro npoaykra.

CnoHcop He A0MKEH NOCTaBASTb UCCNeAYyEMbI NMPOAYKT UCCNefoBaTENO/OpraHmM3aLmm 4o Tex Nop, noka
He MonyyuT BClO TpebyeMyl AoKyMeHTauuo (Hanpumep, yTBepxaeHune/onobpenHmne 2CO/HIK u ynon-
HOMOYEHHbIX OpraHoB).

MucbMeHHblE Mpoueaypbl CAOHCOpPa AOMMKHbI BKAOYATb B cebs MHCTpyKUMM Ans uccneposarte-
nsi/opraHnsaumm no npaBuiaM XpaHeHUs UccneayemMoro npoaykta U obpalleHusi ¢ HUM, a TakxXe Mo
BeLlEHMIO COOTBETCTBYIOLLEN AOKYMeHTaumu. Mpoueaypbl A0MKHbI ONUCbIBaTL 6e30nacHoe nony4vyeHue
uccnegyemoro npoaykta, obpalleHue € HUM, ero XpaHeHue U Bblgady, U3bsiTUE HEUCNOSIb30BaHHOIO
nccneayemMoro NpoaykTa y cy6beKkToB M BO3BpaT €ro CroHcopy (1Mb6o MHoe pacrnopsikeHue HeUCnonb-
30BaHHbIM MPOAYKTOM, €CNN 3TO CaHKLUMOHMPOBAHO CMOHCOPOM W COOTBETCTBYET HOPMAaTUBHbLIM Tpe-
60BaHuaM).

CrnoHCOp AOJIKEH:
1. obecneunTb CBOEBPEMEHHYIO MOCTABKY MCCNeAyeMbIX NPOAYKTOB UCCneaoBaTensMm;

2. [OKYMEHTMPOBaTb MOCTaBKM, MOJlyYeHWe, Bblaavy, BO3BPAT M YHUUTOXEHUE (MO MHOEe pacrnopsi-
XXEHMe) nccneayemblix NpoaykToB (CM. pasgen 8 HacTosiwero ctaHgapTa);

3. MMeTb cuCTeMy BO3BpaTa WCCeAyemMoro npoAyKTa M AOKYMEHTMPOBaHWS MOAOGHOro U3bATUSA
(HanpuMep, oT3biBa 6pakoBaHHOIO NpoAyKTa, Bo3BpaTa NpoAyKTa nocie OKOHYaHWUS UCCNefoBaHus
WSN MO UCTEYEHUUN CPOKa FOAHOCTH);
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15.

16.

17.

18.

4. VMETb CUCTEMY YHWUUTOXEHMS (IMB6O WMHOIO PACMOPSXEHUS) HEWUCMONb30BaHHbIX MCCIeayeMbiX
NPoAYKTOB M JOKYMEHTUPOBAHUS NOAOGHOIr0 YHUUTOXEHMSA (IGO0 MHOTO pacropsXeHus ).

5. CroHCop AO0NXeH:

1. MpuHATb Mepbl No obecneyeHnto CTabuUbHOCTM UCCeayeMbiX MNPOAYKTOB Ha MPOTSHXKEHUUM BCEro
nepmnoaa ncnosib3oBaHuA.

2. WmeTb gocTaTouyHOE KOSIMYECTBO MCMOJIb3yEMOIro B UCCIeA0BaHUSX UCCNeayeMoro npoaykTa, 4tobol
noATBEPAUTb, B Cilyyae Heob6XoAMMOCTU, ero COOTBETCTBME cneumdukKaumsaMm, a Takxe BeCcTu ydeT
aHanM30B M XapaKTepucTuk obpasuoB npoaykta w3 naptmu. B 3aBMCMMOCTM OT cTabunbHOCTU 06-
pa3ubl AOMXKHbI 6bITb COXpaHeHbl IM60 A0 OKOHYaHMS aHanuM3a AaHHbIX NO UCCefoBaHuo, NMbo B
TEeYEeHMe CpoKa, onpeaeneHHOro COOTBETCTBYHLMMU HOPMaTUBHbIMU TpeboBaHUAMUM, MCXoAs M3
TOro, Kakon nepuog asnsetcsa 6onee AnNUTENbHbIM.

[ocTtyn K 3anucam

1. CrnoHCop A0MXKEeH NnpefycMOTpeTb B NMPOTOKO/IE UM MHOM MUCbMEHHOM corfaweHnm o683aHHOCTb UC-
cneposaTensi/opraHusaumm obecneynTb NPSAMON AOCTYN K MNEPBUYHBLIM AAHHbIM/AOKYMEHTauun Ans
Lienen MOHUTOPUHIa, ayanTa, akcneptuabl 2CO/HIK, a TakKe MHCNEKLUMN CO CTOPOHbI YNOTHOMOYEHHbIX
OpraHos.

2. CnoHcop gomxkeH yb6eanTbCs B TOM, YUTO KaxAabl CybbeKkT Aan NMCbMeHHOoe corfiacue Ha NpsiMoi AocTyn
K €ro OpurHanbHbIM MEANLMHCKMM 3annucsaM Ansa uenen MoOHUTOpUHra, ayauta, akcneptmssl 3CO/HOK,
a TakXe MHCNeKUUn Co CTOPOHbI YNOSTHOMOYEHHbIX OPraHoB.

UHdopmaumsa, oTHOCAWAACA K 6e30MacHOCTH
1. CroHCcop OTBEYaEeT 3a MOCTOSIHHYIO OLeHKY 6e30MacHOCTU UCCefyeMblX NPOAYKTOB.

2. CrnoHCop [AO/MKEH He3aMeaIMTeNbHO YBEAOMUTb BCEX 3aHATbIX B MUCCNeAoBaHWW uccneposaTe-
nevi/opraHusaumnn, a Takxxe yrnosHOMOYEHHbIE OpraHbl O MOJyYeHHbIX AaHHbIX, KOTOpble MOryT Hebna-
ronpuUATHO OTPasuTbCA Ha 6e30MacHOCTU Cyb6beKTOB, MOBMMATbL Ha NpoBeAeHWe uccrefoBaHus nmbo
M3MeHUTb yTBepxxaeHne/onobpeHne 3CO/HIK Ha npoaonkeHne nccnenoBaHus.

CoobweHnsa o HexkenaTeNlbHbIX peaKLunsax

1. CrnoHCcop AonXeH B BO3MOXHO 6onee KOpOTKUIA Cpok coobuiaTe BCEM Yy4acTBYHOLMUM B UCCNeA0BaHUMU
nccnepgosatensM/opraHmsauunam, DCO/HOK, roe a1o TpebyeTcs, a TakXe YyNnoJIHOMOYEHHbIM OpraHam
060 Bcex HexenaTefbHbIX peakuusx, KOTOpble O4HOBPEMEHHO SBNSAIOTCA CEpbe3HbIMW U HenpeaBu-

OEHHBbIMN.

2. Takune aKcnpecc-oTyeTbl AOKHbI COOTBETCTBOBATbL HOPMATMBHbLIM TpeboBaHMsaM u pykosoacTBy ICH
"OueHkKa AaHHbIX NO KIMHUYeCKon 6e30nacHOCTW: TEPMUHOMOMMA U CTaHAAPTbl 3KCNpPecc-oTYeTHOCTH .

3. CnoHcop JONXeH NpeacTaBnsATb Ha pacCMOTPEHWE YNOSIHOMOYEHHbIM OpraHaM BCE HOBble AaHHble 1
nepuoanyeckme otyeTbl N0 6€30NacHOCTM UCCneayemMoro NpoAykta B COOTBETCTBUM C HOPMATMBHbIMU
TpeboBaHUAMM.

MoOHUTOPUHI

1. Llenb

Llenbo MOHUTOPWMHIA UCCefoBaHUs SBSIETCS NpPoBepKa TOro, YTo:
1. MpaBa u 6narononyyme cy6beKTOB 3aLUMLLEHDI.

2. MMpeactaBneHHble AaHHble ABASKOTCS TOYHbIMM, MOMHLIMWM U MOATBEPXAANTCA MEPBUYHON [OKY-
MeHTauunen.

3. WUccnepoBaHne npoBOANTCS B COOTBETCTBUM C YTBEPXAEHHOM TeKyLlen BepcuMel NpOTOKO-
na/nonpasok, GCP n HoOpMaTMBHbIMK TpeboBaHUAMMU.

2. Bbi60p MOHUTOPOB M UX KBanudukaums
1. MOHMTOpbI AOMKHbI HAa3HA4YaTbCs CMOHCOPOM.

2. MOHI/ITOpr AOJDKHbI UME€Tb COOTBETCTBYHOLWYHK NMOArOTOBKY, a TaKXe obnapatb Hay4HbIMU n/vinm
KNINHUYECKUMUN 3HAHUAMU, HeobxoaAnMbIMK ana npoesegeHNa Haanexawero MOHUTOPUHra uccne-
AOBaHUA. KBaJ'IVICbVIKaLlVISI MOHUTOPOB AO0J1KHa 6bITb noaTBepXaeHa AOKYMEHTAJIbHO.

3. MoHUTOpPbI AOMKHBI AeTanbHO 3HaTb MCCneayeMble NPOAYKTbl, MPOTOKOS, MUCbMEHHY HOPMY MH-
¢dopMMpOBaHHOrO cornacua U BCce Apyrue npeaocraBnseMble cybbekTaM NMCbMeHHble MaTepuansl,
COnNn cnoHcopa, GCP u HopMaTuBHble TpeboBaHUS.
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3. O6beM 1 copepxxaHne MOHUTOPUHIa

CnoHcop Ao/keH obecneunTb Haanexalumin MOHUTOPUHT uccneaoBaHnii. COHCOP AOMXKEH OnpeaenvTb
HeobxoanMble 06bEM N CoOAEpPXKaHME MOHUTOPUHIA UCXOAS U3 Lenein, 3aaay, MeToA0/I0rNK, C/TIOXKHOCTH,
MacKMpoBKM, 06beMa W OLEHMBAEMbIX NMapaMeTpoB uccrenoBaHus. Mo oblwemy npasBuiy, C Uenbio
MOHUTOPUHIa TpEGyETCﬂ noceuwatb nccnengoBaTenbCKUE UEHTPblI A0, BO BpPeEMA U NOCAE OKOH4YaHUA
nccneaoBaHusa. OAHAKO B UCKIIOYUTENbHBLIX Clydasix CMOHCOP MOXET peluTb, YTO MOHUTOPUHI 6e3
BU3NTOB B UCCNeAOBATENbCKUE LEHTPbI B COYETAHUMN C TaKUMU npoueaypaMu, Kak TPpeEHUHI U nNpoBe-
AeHWe CcoBellaHuin uccnefosaTenen, npeaocTtaBfieHMe UM MNOAPOBHOr0 MUCbMEHHOr0 PYKOBOACTBA
MOXET rapaHTUpoBaHHO obecneunTb Haanexatllee nposeaeHne nccnegoBaHnsa B COOTBETCTBUK C GCP.
CTaTUCTMYECKM onpeaensieMble KOHTPOJIbHble BbIGOPKW MOryT CAYXWTb MNpPUEMNEMbIM METOAOM ANs
otbopa npoBepseMbIX AaHHbIX.

4. 0653aHHOCTN MOHMTOpPA

MOHWTOp, B COOTBETCTBMM C TpebOBaHMSMU CNOHCOPA, A0MXKeH obecneunTb Haanexallee npoBeieHne u
AOKyMeHTanbHoe odopmieHne nccnenosanms. C 3Ton Lenbio MOHUTOP, Koraa YMecTHO U Heob6xoanmo ¢
Yy4YeTOM KOHKPETHOro MCCcnefoBaHns U NCCNefoBaTeNbCKOr0 LEeHTPa, BbIMOHAET HUXenepeyncreHHole
AencTeuns:

1. BbIiCcTynaeT B KayecTBe OCHOBHOIMO CBSA3YIOLLEro 3BEHA Mexay CMOHCOPOM U UCCreaoBaTenemM.

2. [lpoBepsieT B Hayane 1 Ha NPOTSXKEHUN BCEro UCCNefoBaHUS afeKBaTHOCTb KBanudukaummn un pe-
cypcoB nccneposatens (cm. 4.1, 4.2, 5.6), a TakxXe AOCTaTOYHOCTb Ana 6e€30nacHOro u Haanexa-
Lero npoBeAeHUs NCCNef0BaHNSA UMEIOLWMNXCA NOACKMX U MaTepuanbHbIX PeCcypcoB, BK/OYas na-
6opaTopuun, obopyaoBaHue 1 nepcoHan.

3. B oTHOWEHMM Uccneayembix NPOAYKTOB MOHUTOP NPOBEPSIET Crieaylolee:

1. CpOKW 1 YCNOBWUSI XpaHEHWNS NPUEMIEMbI U KOJIMYECTBO LOCTATOYHO [0 KOHLL@ UCCIef0BaHuS;

2. vccnenyeMble NPOAYKTbl MOJyYalT TOJIbKO Te€ Cy6beKTbl, KOTOPbIM OH Ha3Ha4yeH, U B [03ax,
YCT@HOB/EHHbIX NMPOTOKOSIOM;

3. cybbekTaM npeaocTaBneHbl He06X0AMMbIE MHCTPYKLUMW MO MPaBUIbHOMY MPUMEHEHUIO Ucche-
ZLyeMbIX MPOAYKTOB, 06paLLEHMNIO C HUMU, UX XPaHEHUIO 1 BO3BpaTy;

4. nony4yeHue, NMpUMeHeHMe U BO3BpaT UCCeAyeMbiX MPOAYKTOB B WCCNEA0OBAaTENbCKOM LEHTpe
[OSKHBIM 06pa3oM KOHTPONMPYHOT U 0DOPMASIOT LOKYMEHTANbHO;

5. yHu4yTOXEHMe (MB0 MHOE pacrnopshKeHWUE) HEUCMOb30BAHHBIX UCCIeLYyEMbIX NPOAYKTOB B UC-
CnefoBaTeIbCKOM LIEHTPE OCYLLECTBASIIOT B COOTBETCTBMU C HOPMATUBHbLIMW TPEGOBaHUSMU U MO
COrfIacoBaHMUI0 CO CMOHCOPOM.

1. TlposepseT cobntogeHne uccnegosaTtenem YTBEPXAEHHOIO0 NPOTOKOMA U BCEX YTBEPXAEHHbIX NO-
NnpaBoOK K HEMY, €C/IM TaKOBbl€ NMMEIOTCA.

2. MMpoBepseT, YTo6bl MMCbMEHHOE MHHOPMUPOBAHHOE COrflacue Kaxaoro cybbekTa 6b1a0 NonyyYeHo 4o
Hayana yyactusl B UCCIeA0BaHNN.

3. ObecneuunBaeT Hanuuune Y wuccneposartend TEKyLLI,eVI peanakumnmn 6pOLLIPOpr nccnepnosartensd, BCeEX
OPYrMX OOKYMEHTOB M MaTepuanoB, HEO6XOAMMbIX ANS MPOBeAEHUS UCCeaoBaHWs HaAsexallmm
o6pa30M U B COOTBETCTBUMN C HOPMATUBHbIMU TDE6OBaHVIFIMVI.

4. O6ecneumBaeT TO, 4TOb6bI UCCnenoBaTesNb U ero COTPYAHUKU, 3aHATbIE B UCCNeaoBaHUN, 6b11Kn po-
CTaTO4HO MHCI)OpMMpOBaHbI 06 nccnepoBaHum.

5. TllpoBepsieT, UTO UccneposaTeslb U €ro COTPYAHUKWU, 3aHATble B UCCe[0BaHUW, BbINOSHAKT CBS-
3aHHble C nccnegoBaHnem 0683aHHOCTM B COOTBETCTBUM C NMPOTOKO/ZIOM MU BCEMU APYrMMU MUCb-
MEHHbIMW cCornaweHnaMmm mexay CnoHCoOpoM U MCCﬂeﬂ,OBaTeﬂeM/OpraHVI3aL|,MeI‘/‘1 n He nepeaatoT
BbIMONTHEHNE CBOUX beHKLI,VIVI HEYNONTHOMOYEHHbLIM NNLIAM.

6. MMpoBepsieT cobnlogeHne UCCefoBaTeNleM KPUTEPMEB OT6Opa Mpu BKIOYEHUU CYy6bEKTOB MCCe-
[I0BaHuA.

7. CooblaeT o CKOpoCcT! Habopa Cy6beKTOB B UCC/Ief0BaHME.

8. lpoBepsieT NpaBWUNbLHOCTb, MOSIHOTY W CBOEBPEMEHHOCTb PerncTpauuun AaHHbIX B MEepBUYHbLIX U
APYTUX OTHOCSWMXCS K UCC/IEA0BaHMIO OKYMEHTaxX, a TakxKe Nopsaok UX BeAeHus.

9. lpoBepsieT, 4YTO UcCcenoBaTeslb NpeAoCTaBNsieT BCe TpebyeMble OTUYETbI, YBEAOMIEHUS], 3arnpochl U
noZo6HbIE AOKYMEHTbI M YTO OHU ABNAOTCA NMPaBWIbHBIMW, MOJIHBIMU, CBOEBPEMEHHbIMU, pa3top-
UMBbLIMU, AATUPOBaHbI U MAEHTUDULNPYIOT UCCeaoBaHME.

10.lpoBepsaeT npaBuIbHOCTb U MNOMHOTY AaHHbIX B UPK, NepBMYHbIX AOKYMEHTax U ApYrux oTHOCS-
LLMXCA K MCCNeAOBaHUIO 3anNncaxX NyTeM COMOCTaBEHUSA UX Mexay cobol. B ocobeHHOCTN, MOHUTOP
[O/HKEH NPOBEPUTL CneaytoLlee:
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Ayaut

1. npaBuNbHOCTb BHeceHUs TpebyeMbiX NPOTOKO/OM AaHHbIX B PK 1 nx cootseTcTBMEe AaHHbIM B
NepBUYHOM AOKYMEHTauuu;

2. nobble M3MeHeHMs A03bl U/MAN Tepanuu 4eTKo AOKYMeHTasbHO OMOpPMSIOTCA ANS KaXAoro
cybbekTa nccneagoBaHus;

3. HexenaTenbHble SIBJIEHUS1, COMYTCTBYOLLEE NIeYeHNEe U MHTEPKYPPEHTHble 3aboneBaHua perun-
cTpupytoTcs B MPK B COOTBETCTBMM C MPOTOKOSIOM;

4. nponyLlleHHble Cy6beKkTOM BU3WUTbI, HEMPOBEAEHHbIE aHANN3bl U HEBbIMOJSIHEHHbIE 06CefoBaHUS
SICHO oTpa)keHbl B UPK Kak TakoBble;

5. BCe c/lydyau WCKOYEHUS U BblObiBaHUS Cy6bEKTOB M3 WCCNeAOBaHWUS 3aperMcTpupoBaHbl U
06bsicHeHbl B VPK.

CoobuaeT nccnegosaTento 0 Ntobbix gonyweHHbIXx B MPK owwnbkax, nponyckax n HepaszbopumBbixX
3anmcsix. MoHMTOpP AO/MKEH NpocneanTb 3a TeM, YTobbl COOTBETCTBYHOLWME UCMpaBneHus, Aobas-
NIEHUS UK BbluepKMBaHWUS Bblnv caenaHbl, AaTUpPoBaHbl, 06bsCHEHbI (ecin HeobxoaMMo) M noa-
nucaHbl CaMMM uccregoBaTeneM NMMH0 yNONHOMOYEHHBIM Ha NoAnucaHue 3a Hero uameHeHui B IPK
UYNEHOM MCCrenoBaTeNbCKOrO KOMekTMBa. [aHHble MOJIHOMOYMS AOMXKHbI 6biTb 3aKpenieHbl AO-
KyMEHTasnbHO.

MpoBepseT cobnoaeHne CpoKOB COOBLLEHUS O HexenaTeNbHbIX SIBAeHUsIX, onpeaeneHHbix GCP,
npotokonom, 3CO/HIK, cnoHCOpPOM N HOpMATUBHbIMKU TpeboBaHMAMMN.

MpoBepsieT BeaeHWe UccnenoBaTeNleM OCHOBHbIX AOKYMEHTOB (CM. pa3aen 8 HacTosiwero ctaHaap-
Ta).

CoobwwaeT nccnegosatento 06 oTKNOHeHMsX OT npoTokona, COM, GCP n HopMaTuBHbIX TpeboBaHui,
a TaKxxe npeanpuHMMaeT HeobxoauMble AENCTBUSA C LeNbilo NpeaoTBpaTUTbL NOBTOPEHMeE NoAobHbIX
OTK/TOHEHWUIA.

Mpoueaypbl MOHUTOPUHIa

MoHUTOp AonxeH cobntopate nucbMeHHble COTl CMNOHCOpPa, a TaKXe npoueaypbl, cneunanbHO onpe-
AefeHHble CNOHCOPOM AJ1d MOHUTOPUHIA KOHKPETHOro nccrneaoBaHu4.

OTYeT MOHUTOpA

1.

[Mocne kaxaoro BM3uTa B UCCenoBaTebCKUi LEHTP UM CBA3AaHHOIo C UCCneaoBaHMEM KOHTaKTa
MOHUTOP AO0J1XKEH NPEeACTaBUTb CNOHCOPY NMUCbMEHHbI OTYET.

OTueTbl AO/KHbI BK/HOYaTb B cebs AaTty, HAaMMeHoBaHuMe LeHTpa, UM MOHUTOpPa, UMSA nccnegoBaTtens
NN MHOIo inda, € KOTOPbIM COCTOANICA KOHTAKT.

OT4yeTbl AOMKHbI COAepXaTb KpaTKoe onucaHve ob6beKkToB NMpoBepKM, COobLeHne MoHMTOopa O Cy-
LeCTBEHHbIX AaHHbIX/daKTax, OTKNIOHEHUSX U HeaocTaTKax, BbIBOAbI, ONWcaHWe AENCTBUIA, Npea-
NPUHATBIX TM60 NNaHUpyeMbixX /Unn pekoMeHayembix Ans obecnedeHus cobnogeHns TpebosaHum
npotokona, GCP 1 ynonHOMOYEHHbIX OpraHoB.

MpoBepka CMOHCOPOM OTYETa M Mocneayllmne AeNCTBUS MO HEMY AOMKHbl 6bITb AOKYMEHTANIbHO
o(opM/IeHbl YNOJIHOMOYEHHbIM NPeaCTaBUTENEM CMIOHCOPa.

Mpn nposeaeHun ayauTa B npegenax Mep, HanpaBf€HHbIX Ha obecneyeHne KayecTBa, CNOHCOPbI A0JIXKHbI

YUnTbIBaTb:

1.

Llenb

Llenbio cnoHCOpCKOro ayanTa, NpoBOAMMOIo OTAENbHO U HE3AaBMCUMO OT PYTUHHbIX (OYHKLUMN MO MOHUTOPUHTY U
KOHTPOJIIO KauyecTBa, SABNASEeTCA OueHKa COOTBETCTBUS MPOBOAMMOro mccnegosaHus npotokony, COMN, GCP un
HOpPMaTUBHbLIM TpeboBaHWSM.

2.

3.

Bbi6op 1 KBanudmkaums ayantopos

1.

Ona npoBeaeHus ayauTa CHOHCOP AO/KEH Ha3HayuTb SML, HE3aBUCUMbIX OT KJIMHUYECKUX Uccne-
[OBaHWUM.

CnoHcop 06s513aH yAOCTOBEPUTBLCSA B TOM, YTO ayaAMTOpbl 06nafatoT AOCTAaTOYHOW KBanudukauumen,
T.e. MOArOTOBKOM W OMbITOM, ANS MPOBEAEHUs ayauTa Haanexawmm obpasom. Keanudukauwus
ayamTopa AoskHa 6biTb NoATBEPXAEHA AOKYMEHTaNbHO.

Mpouenypbl ayamTta

1. CI'IOHCOp AOJDKEH YGG,D,VITI:C;I, 4YTO ayaAuUT KNINHUYECKUX VICCﬂeB,OBaHVIVI/I'IpOFpaMM npoeoAnTCAa B CO-

OTBETCTBMU C MUCbMEHHbLIMM MpPOLIEAYPaMU CMOHCOpa, onpeaensiowmnMm o6bekT ayauTa, MeToabl
npoBeAeHNs ayauTa, YacToTy ayaAuToB, a Takxe hopMy 1 CoAep)KaHUe OTYETOB 06 ayauTe.
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2. Pas3paboTaHHbI CMOHCOPOM MfaH ayaudTa M npouefypbl ayaAuTa MUCCNefoBaHWs AOMXKHblI 6biTb
onpeaesneHbl 3HaUNMMOCTbIO AaHHOMO UCCNefoBaHUs ANs Nojayvy 3asiBOK B YNO/THOMOYEHHbIE OpraHbl,
KONMYEeCTBOM Cy6beKTOB, YYacCTBYHOLWUX B WCCNeAOBaHUM, TUMOM U CINOXHOCTbIO WCCleAoBaHus,
CTeneHblo pucka ANs Cy6bekToB MCCNefoBaHUsl, a TakXe AO/KHbl 6blTb MPUHATHI BO BHUMaHue
nto6ble BbisiBNEHHbIE NPO6IEMbI.

3. 3ameyaHusa v BbIBOAbI ayauTa AO/MKHbI 6bITb 0POPMAEHbl JOKYMEHTANbHO.

4. [ns COXpaHEeHWs HE3aBUCMMOCTM U LEHHOCTU (YHKUMW ayauTa YroSHOMOUEHHbIE OpraHbl He
[OSKHbI B PYTUHHOM MOpsiAKE 3anpalimBaTb OT4eTbl 06 ayauTe. YMOSHOMOUYEHHbIE OpraHbl MOryT
o6pallaTbca 3a AOMYCKOM K oT4eTaM 06 ayauTe, eciin MMEOTCS CBUAETENbCTBA CEPbEe3HOro Heco-
oteeTcTBMA GCP, unu B cinyyae cyaebHbIx pa3bupaTtensCcTs.

5. Ecnu 370 TPE6YETCH COOTBETCTBYHOWMM MECTHbLIM 3aKOHOAATENBLCTBOM WUJIN NOA3AKOHHbLIMU aKTaMW,
CNOHCOP A0/1KeH NpeacTaBuTb CBUAETENBbCTBO O NpoBEJEHHOM ayauUTe.

Heco6nioaeHne npuMmeHMMbIX TpeboBaHnM

1. Hecobnoaenne npotokona, COM, GCP u/wunm cOOTBETCTBYHOLWMX HOPMaTUBHbLIX TpeboBaHMN nccneno-
BaTesnieM/opraHmMsaunen nnnm coTpyaAHMKOM CMOHCOpa AOJMKHO BeCTu Kk 6e3oTnaratesibHbiM AEACTBUSM
CMoHCopa, HamnpasBJ/ieHHbIM Ha obecrnevyeHne nx cobnoaeHus.

2. Mpn obHapyXeHnn B xoAe MOHUTOPUHIa UM ayauTa Cepbe3HbIX U/WUNK NOBTOPSAOLWMXCA C/yYaeB He-
cobnogeHns nNpMMeHuMbIX TpeboBaHWI CO CTOPOHbI UCCnefoBaTens/opraHn3aunm CrNoHCOP AOJIXKEH
npekpaTuTb ydacTue uccnepoBaTens/opraHusaumn B uccnegosaHun. Ecnm yyactme uccneposaTte-
na/opraHvsaumn npekpaweHo B pesyfbTaTte Cepbe3HbIX WU/Uan MOBTOPSAOLWMXCSA CyyYaeB Hecobnoae-
HUS NMpUMeHUMbIX TpeboBaHWMW, CMOHCOp AoJXeH 6e30TnaratesibHO yBeAOMUTb 06 3TOM YMOSIHOMO-
YEHHbIE OpraHbl.

[ocpoyHoe npekpalleHMe uin NpuocTaHoBKa uccnenosaHus

Ecnn nccneposaHne AOCPOYHO MpekpalleHO MAW MPUOCTAHOBJSIEHO, CMOHCOP AO/KEH He3aMeanuTesibHO coo6-
WNTb mMccnepoBaTensaM/opraHnM3aumsaM M YNoJIHOMOYEHHbIM OpraHaMm O MpeKpaleHuM Wnan MpuocTaHoBKe, a
TakXe yKasaTb MPUYMHbI NMpeKkpawieHns nnum npuoctaHosku. ICO/HIK Takxke gosmkeH 6biTb HEMEANEHHO WMH-
dopmMmMpoBaH CNOHCOPOM UK UccnefoBaTenem/opraHmsaumnein (B COOTBETCTBUM C HOPMATUBHbIMU TpeboBaHMSA-
MU), B TOM YMCNE N O MPUYMHAX NMpeKpaLleHns 1IN NPUOCTAaHOBKM UCCNef0BaHus.

OTYeT 0 K/INMHNUYECKOM UccaefoBaHUN/UCNbiITaHUN

HesaBucmmMo oT Toro, 6b110 M UCCneaoBaHMe 3aBepLleHo Mo MPOTOKOY WM MpeKpaLleHo AOCPOYHO, CMOHCOP
Ao/mkeH obecneynTb COCTaBNEeHWE W MpeAcTaB/ieHMe B YMNOIHOMOYEHHble opraHbl (B COOTBETCTBMM C HOpMa-
TUBHbIMW TpebOBaHNAMMN) OTHETOB O KIMHMYECKOM uccneaoBaHmn. CNoHCOp Takxke Ao/mMKeH obecneyunTb cooT-
BETCTBME OTHETOB O KJIMHWUYECKOM MCCeA0BaHMU, BXOASLMX B COCTaB 3asBKW Ha perncrpaunio, ctaHaapTam
pykosoactBa ICH "CTpykTypa n coaep>xaHue OTYETOB O KAMHM4YeckoM uccnegosaHun" (MpumeyaHue - Pyko-
Boacteo ICH "CrpykTypa 1 coaepXaHune OTY4ETOB O KJIMHWMYECKOM MUCCNeAoBaHMM" yKasblBaeT, YTO B OTAENbHbIX
cnyyasx MoryT 6biTb MpMeMeMbl COKPALLEHHbIE OTYEThI.)

MHoroueHTpoBble UCCIeA0BaHUSA

[py MHOroOUEHTPOBbIX UCCNef0BaHNAX CMOHCOP AOJIKEH obecneunTb cneaywuiee:

1. Bce uccnepoBaTeny npoBoaAT UCCieAo0BaHME B CTPOrOM COOTBETCTBMM C NMPOTOKOSIOM, COMNacoBaHHbIM
CO CMOHCOPOM W, ecnu TpebyeTcsl, C YMOJIHOMOYEHHbIMU OpraHaMu W yTBEpPXAEHHbIM/0AO6PEHHbIM
9CO/H3K.

2. MPK paspaboTaHbl TakuM 06pa3oM, YTobbl cobpaTh Bce TpeGyeMble AaHHble U3 BCEX LIEHTPOB, y4yacT-

BYHOLUMX B MHOIOLLEHTPOBOM MCCNeAoBaHUU. TeM uccrnenoBaTensaM, KoTopble cobMpatoT AOMOSHUTENb-
Hble AaHHbIE, A0/XKHbI BbITb TaKXe NPeAoCTaB/eHbl AoNoNHUTENbHbIE MPK, pa3paboTaHHble aAns cbopa
AOMNOJTHUTENbHbIX AaHHbIX.

3. 0653aHHOCTM WCCNeaoBaTeNein-KoopaAMHATOPOB M APYrUX WCCeAoBaTesiein fOKYMEHTaNbHO 3akper-
NeHbl A0 Havyana uccnenoBaHus.

4, Bcem nccnepoBatensm npeaoctaBieHbl MHCTPYKUMM N0 co6t04eHUI0 NPOTOKONA, eAMNHbIX CTaHAapToB
OLIEHKM KJIMHMYECKMX 1 TabopaTopHbIX AaHHbIX, @ TakXxe no 3anosHeHuo NPK.

5. CBsa3b Mexay uccrefoBaTensaMm He 3aTpyaHeHa.

MPOTOKOJ1 KIIMHUYECKOIO UCCNIEAOBAHNA N NMOMPABKU K MPOTOKONY

Mo obweMy npaBuny, coaepxaHue NPoToKoNa UCCNef0BaHNS AO/KHO UMETb YKa3aHHYI0 HUXe CTpyKTypy. Oa-
Hako WHdbOpMaLus, MMeloLas OTHOLEHNE TONbKO K OAHOMY MCC/eA0BaTeNIbCKOMY LEHTPY, MOXET 6biTb npes-
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CTaBfieHa Ha OTAENbHbLIX CTpaHuMuax MpoTOKOJia MM COAEepXaTbCA B OTAENbHOM COr/alleHnu, a YacTb npuse-
[EHHOMN HMXEe MHDOPMALMM MOXKET TaKKe COAEPXaTbCA B APYrMX AOKYMEHTAX, CCbIIKM Ha KOTOpble MMEKTCA B
NnpoToKosie, HanpuMep B 6polutope nccieaosaTens.

1. O6wasn nHdbopmauus

1.

HasBaHwue npoTokona, naeHTUdUKaLMOHHbIN HOMep NpoTokona 1 faTta. Jllobas nonpasBka TakXe A0MXHa
MMeTb HOMep MOMpaBKu U AaTy.

2. HanmeHoBaHue/nMsa n agpec cnoHcopa U MOHMTOpa (ecsn OHW pas3nnyarTCcs).

3. MMSa 1 AONMXKHOCTb N1y, YNOMHOMOYEHHbIX OT MMEHU CMOHCOpa MOAMNMCbIBaTb MPOTOKOA U MOMPaBKKU K
MpoTOKONY.

4. MMsa, ponxHoCTb, agpec n HoMmep TenedoHa Ha3HAYEHHOro CMNOHCOPOM MEeAMLMHCKOro 3sKcrnepTa Mo
[AHHOMY UCC/1e0BaHMIO.

5. MMS n BOMKHOCTb MccrnepoBaTenen, oTBevalwmx 3a NpoBeAeHne UccieaoBaHus, a Takxe agpeca u
HoMepa TenedoHOB KIMHUYECKUX LLEeHTPOB.

6. MMa, AOMKHOCTb, aapec u HoMep TenedoHa KBannduUUMpoBaHHOIro Bpaya, oTBeYatlowero 3a npuHsaTme
BCEX pelleHUN MeaNLMHCKOro XxapakTtepa (ecim AaHHOe MU0 He SBNSeTCS uccnepoBaTenem).

7. HavmeHoBaHUs 1 agpeca KIMHMYECKUMX nabopaTopuit U APYrMX MeAUUMHCKUX WU/UNU TEXHUYECKMX
cnyx6 n/vnu opraHMsaumnin, BOB/IEYEHHbIX B UCC/iel0BaHMe.

2. O60cHOBaHMe uccnepoBaHunA

1. HasBaHue n onncaHue nccnegyembix NpoayKTOB.

2. CBoAHOE U30XEeHWEe NOTEHUMANTbHO UMEOLWMNX KIIMHUYECKYI0 3HaYMMOCTb pe3ysibTaToB AOKIMHUYECKNX
MUCCNefOBaHUI, a TakXKe pe3y/ibTaToB KJIMHUYECKMX UCCNefoBaHWnM, 3Ha4YNUMbIX A1 AaHHOMO uccneno-
BaHus.

3. KpaTkoe onncaHne n3BecTHbIX M NOTEHUMAsbHbIX PUCKOB U MOJb3bl ANS CYObEKTOB UCC/IeA0BaHMUS, eCin
TakoBble MMelTCS.

4. OnucaHune n obocHoBaHue criocoba BBeAeHUs, AO3MPOBKN, peXMMa A03NPOBaHUSA N Kypca Jie4yeHus.

5. YKasaHue Ha To, YTO uccnenoBaHue 6yneT NpoBOAUTLCSA B COOTBETCTBUM C NpoTokonoMm, GCP n Hop-
MaTMBHbIMK TpeboBaHMAMMN.

6. OnucaHune nccneayemor nonynsaumu.

7. CCbIIKW Ha NuTepaTypHble UCTOYHUKU U AaHHble, CYyLEeCTBEHHbIE AN UCCIeA0BaHUS U NMpeacTaBasowme
coboit 060CHOBaHME A4aHHOIo NCCNeaoBaHus.

3. Llenn n 3agaum nccnegosaHun

[eTanbHoe onucaHue uenemn u 3agady uccnegoBaHus.
4. Avn3aiiH nccnepoBaHun

Hay4yHas 060CHOBaHHOCTb UCCeA0BaHMSA U AOCTOBEPHOCTb MOJTyYeHHbIX B UCCNEeA0BaHNM AAHHbIX CYLECTBEHHO
3aBUCAT OT AM3aliHa uccnegosaHns. OnncaHne AnsaHa UccnenoBaHUsa AOMKHO BKIOYaTh B cebs:

1.

YKasaHuWe OCHOBHbIX W AOMOSHUTENbHLIX (MPU HanMuMM) UCCNesyeMblX MapaMeTpoB, KoTopble 6yayT
OLIEHNBATLCS B XOA€E MCC/IeA0BaHMS.

OnucaHne TuNa/gusariHa NpoOBOAMMOrO uccneaoBaHusi (Hanpumep, ABOWMHOe cnenoe, naaue-
60-KOHTpONMpyemoe, napannenbHoe) U rpaduyeckyto Cxemy AusaiiHa MCCnefoBaHWusi, mpouenyp u
3TanoB UCCNEeA0BaHUS.

OnucaHune mep, HanpaBNeHHbIX HAa MUHUMU3ALMIO/UCKTIOYEHNE CYOBEKTUBHOCTU, B TOM YuCe:
1. paHpaomusauum;
2. cnenoro MeToaa/MacKUpOBKMU.

OnncaHue MCnoNb3yeMoro B UCCIeA0BaHWUW NeYeHUs, JO3UPOBKN U CXEMbl NMPUMEHEHUS UCCNEeYy eMbIX
NpoAyKTOB. Takxe BK/OYAET B cebsi onncaHue ieKapCTBEHHOM hOpMbl, YNakKoBKM U MapKMpPOBKU UC-
cnefyeMbix NpoAyKTOB.

Oxxunaaemast NpoAO/IKUTENBHOCTb YYacTusl Cy6beKTOB B UCCNEL0BaHUMN, ONMCaHMeE NOCNIeA0BaTEIbHOCTH
W NPOAOKUTENBHOCTU BCEX NEPUOAOB UCCNEA0BaHUs, BKIOUas Nepuoa nocneayrowero HabnoaeHus,
€cnv TaKkoBOW NpefyCMOTPEH.
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6. OnucaHue "npaBun OCTAaHOBKW" WM "KpUTEpUEB MUCKIOYEHUS" Ans OTAeNbHbIX Cy6bekToB, vacTen
nccneaoBaHMsa UM UCCNefoBaHns B LIESIOM.

7. Mpoueanypbl yyeTa uccrneayeMblx NpPOAYKTOB, BK/tOYas, Npu Hanuvuuu, nnauebo v npenapatbl cpas-
HeHus.

8. XpaHeHne paHAOMM3aUMOHHBIX KOAOB U MpoLueaypbl UX pacKpbITUS.

9. MepeyeHb BCex AaHHbIX, perncTpmpyeMbix HenocpeacteeHHo B VIPK (T.e. 6e3 npeaBapuTenbHOM 3anmcu
B MUCbMEHHOM WU 3/IEKTPOHHOM BUAE) U pacCMaTpMBaEMbIX B KadecTBe NepBUYHbIX AaHHbIX.

5. OT60p M UcKkNUYEeHne cy6beKToB

1. Kputepumn BkAOHEHUS Cy6beKkToB.

2. KpuTepumn HeBKIOUEHNS CybOBbEKTOB.

3. Kputepumn uncknoyeHns cybbekToB (T.e. OCHOBAHWUS MpeKpalleHUs NpuMeHeHUs UCCreayeMoro npo-

LyKTa/VUccneAyeMoro nedyeHuns), a Takxxe npoueaypbl, onpesensiowme:

1. Korga u Kak cy6bekToB UCKIIOYATb U3 UCCNeA0BaHNUS/NeYeHNst UCCeayeMbIM MPOAYKTOM.
2. Kakue faHHble U B KaKMe CPOKU A0KHbI 6biTb COBPaHbl MO UCK/IOYEHHbIM MaLMeHTaM.

3. 3aMeHeHbl N U KakuM 06pa3oM BbibbIBLIME CYy6bEKTI.

4. TMocnepytowee HabnoaeHne 3a cybbekTaMu, UCKIKOYEHHBIMU U3 NTeYEeHUs UccieayembiM NnpoaykK-
TOM/UCCnenyeMbIM NleYeHneM.

6. JleueHne cybbekToB

1. OcylwecTBnsemMoe neyeHwe, BK/OYas Has3BaHUSA BCeX MPOAYKTOB, UX AO3MPOBKW, 4YacTOTy MpueMma,
nyTn/cnocobbl BBEAEHWNS, @ TakKXe NPOAOCJIKUTENIbHOCTb JIeYEHUs, BK/IOYAs nepuvoabl NOCIeAyrLWero
HabnoaeHns ana Kaxaomn rpynnbl ne4yeHna nccnengyemMmbiMn npoagyKrtamu.

2. NekapctBa/cnocobbl neyeHns, NpMMeHeHne KOTOPbIX pa3peLlleHo (BKIKYas HEOT/IOXKHYO Tepanuio) nnm
He paspeLleHo 40 U/nnun BO BpeMs nccnegoBaHus.
3. MeToabl KOHTPONSA 3a cobnogeHnem npoueayp cybbekTamu.
7. OueHka 3¢ PeKTUBHOCTH
1. MepeyeHb NapameTpoB 3 HEKTUBHOCTU.
2. MeToAbl M CPOKWN OLLEHKM, PerMcTpaunn n aHanmsa napametTpoB 3PPeKTUBHOCTH.
8. OueHka 6e3onacHoOCTH
1. MepeyeHb NnapameTpoB 6e€30MacHOCTHU.
2. MeToAbl M CPOKM OLLEHKM, perncTpaunn n aHanvsa napameTpos 6e30nacHoCcTu.
3. TpeboBaHus K oTyeTaM, NMpouesypbl MO perncTpauum M COObLLEHUAM O HexXenaTesibHbIX ABNEHUAX W
MHTEPKYPPEHTHbIX 3aboneBaHnsX.
4, MeToa M NpoAONXUTENbHOCTb HabnaeHUs 3a cybbekTaMu Mnocne BO3HUKHOBEHWUS HexenaTeNbHbIX
SABJIEHUN.
9. CraTucrTuka
1. OnucaHune CTaTUCTUYECKMX METOAO0B, KOTOpbIe NpeAnoiaraeTcs UCMNoNb30BaTh, BKAKOYAsA CPOKM KaXKaoro

NnjaHMpyemMoro NpoMeXxyToUYHOro aHanmsa.

2. MnaHMpyeMoe KONMYecTBO Cy6bekToB. B cilyyae MHOMOLEHTPOBbLIX WCCNEA0BAHUN AOHKHO 6bITh
onpeaeneHo NnaHnpyeMoe KOIMYecTBo Cy6bekToB B KaxaoM LeHTpe. O6ocHoBaHMe pa3Mepa Bbl6opKH,
BKJIIOYAsH PACCY>XXAEHUS U BbIYUCITIEHNS ANt 060CHOBaHUS! CTaTUCTUUYECKOWM MOLLHOCTU UCCNEA0BaHUS U
KJIMHWYECKOW NpaBOMEPHOCTU UCCNef0BaHUs.

MpUMeHsIEMbI YPOBEHb 3HAYMMOCTH.
KpuTepumn npekpalleHmsa nccnenoBaHms.

Mpouenypbl yyeTa OTCYTCTBYOWMX, HE NoANeXalunx aHanmsy u COMHUTENbHbIX AAHHbIX.

A

Mpoueaypbl cooblieHnss 0 N6bIX OTKNOHEHUSIX OT MepBOHayanbHOrO CTAaTUCTUYECKOro nnaHa (Bce
OTK/IOHEHUS1 OT MEepBOHAYa/IbHOrO CTAaTUCTMUYECKOro MiaHa AOMKHbI 6biTb OMMcaHbl U 060CHOBaHbI B
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12.

13.
14.

15.

16.

npoTtokose u/mnn duHanbHOM oT4yeTe 06 UccnenoBaHUmn).

7. OT60p cy6beKkTOB ANns aHanusa (HanpuMep, Bce paHAOMM3MPOBAHHblE Cy6beKTbl, BCe Cy6beKTbl, Mo-
NyumBLIME XOTs 6bl OAHY A03Y MUCCIeayeMOoro npenapara, Bce CybbekTbl, COOTBETCTBYIOLINE KPUTEPUAM
oT60pa, cy6beKTbl, AaHHbIE KOTOPbIX MPUIroAHb! AN OLEHKN).

MpsaMoii 4OCTYN K NepBMUYHbIM AAaHHbIM/ AOKYMEHTauum

CnoHCop AONXeH NpeAyCcMOTPeTb B MPOTOKOSE WM UHOM MUCbMEHHOM cornaweHun ob6s3aHHOCTb MccneaoBa-
Tenei/opraHnsauunii He NpensTCTBOBaTb MPSMOMY AOCTYMNY K MEPBMYHLIM AaHHbIM/LOKYMEHTaLUuun Ans npose-
[EeHUS CBSI3aHHbIX C WCC/eA0BaHWEM MOHUTOPUHra, ayauTa, 3TUYECKOW 3KCMepTU3bl, a TakXke MHCheKuun co
CTOPOHbI YNOJSIHOMOYEHHbIX OPraHoB.

KoHTponb kauecTBa n o6ecneueHme kauecrBa
3Tuka

OnucaHne 3TMYeCKnX acnekToB NCCneaoBaHus.
Pa6oTa c paHHbIMK U BeaeHue 3anucen

®dnHaHCUpPOBaHME U CTpaxoBaHue

®duHaHCMpoBaHWe U CTpaxoBaHWe, eC/M OHU He OMWCaHbl B OTAEbHOM LOroBope.
My6nukauun

MonuTtruka B OTHOWEHMM Ny6nnKauui, ecnm oHa He onmcaHa B OTAe/IbHOM J0roBoOpe.
MpunoxxeHnus

(MpumeyarHue: NoCcKobKY MPOTOKO UCCIEA0BAHNS U OTHET O KIIMHUYECKOM MCC1EA0BaHNU/UCTbITAHUN TECHO CBSI3aHbl,
A7151 AOMO/IHNTE/IbHOU MHGOopMaumu cM. pykosoacTBo ICH "CTpyKkTypa n cogep>xaHune OoT4eTa O KJIIMHUYECKOM UCC/1EeA0-

BaHun".)

7.

BPOLUIOPA NCCNEAQOBATENA

BBepeHune

Bpowtopa uccnenosatens (BW) npeacraBnsieT cobon CBOAHOE W3JIOXKEHUE KIIMHUYECKUX U OOKIMHUYECKUX
AaHHbIX MO MccnenyemMoMy MPOAYKTY, KOTOPblE€ UMEKT 3HaYeHUEe A8 ero U3yyeHus C yyacTMeM 4yenoBeka B
KauecTBe cybbekTa uccnenoBaHusi. HasHadeHveMm BU siBnseTcs npepocTaBfieHuMe uccnefoBaTensiM U ApyruMm
nnuaM, BOBJIEYEHHbIM B MpOBeAeHME nccnenoBaHus, MHbOpMaunmn, noMorawowe NOHUMaHuoo U cobaaeHUto
MHOMMX CYLUECTBEHHbIX MOMIOXEHWI NMPOTOKONA, TakKMX Kak [03a, 4acToTa/MepuoanyHOCTb 03, Cnocobbl BBe-
AeHWs, a Takxe npoueaypbl MOHUTOpUHra 6esonacHocTn. BU Takxe obecneymBaeT NOHMMaHWe, cnocobCTBY0-
liee KIMHUYECKOMY BeAeHMI0 CyObeKTOB MCCenoBaHUs B TeYeHMe Kypca KIIMHWUYEeCKOro mccnenoBaHus. UH-
dopmaumsa fomkHa 6biTb NMpeactaBfieHa B KpPaTKOW, MpPOCTON, O6bEeKTUBHOW, B3BELIEHHOW W JINWEHHOW pe-
KNIaMHOro OTTeHKa (opMe, MO3BONSIOWEN KIAMHULMUCTY WM MOTEHUMAnbHOMY WCCNeAoBaTesllo MOHATb ee U
copMmnpoBaTb CBOK COBCTBEHHYIO OOBLEKTUBHYIO OLEHKY LienecoobpasHOCTU MpeasiaraeMoro UCCnefoBaHus
MNCXOAS U3 COOTHOLLEHUS pUcka M Nosb3bl. 10 3TON NpuYnHe B peaakTupoBaHum BU 06bIYHO f0ONXKEH NPpUHUMATL
yyacTve MeanuUMHCKUI 3KCnepT, HO codepxaHune BU fonxHo 6biTb 0406peHo cneumanuctamm Tex obnacren, rae
6b1I1 NONYYEHbI ONMUCbIBAEMble AaHHbIE.

HacTosawui ctaHgapTt onpeaensieT MUHUManbHbI 06beM MHdOpMaunm, KoTopas Ao/xHa 6biTb BKItOUeHa B BU, n
[aeT pekoMeHAaunn no CTPYKType M3N0XEHUS AaHHOW MHdopMaumn. MNpeanonaraeTcs, YTo xapakrep n o6bem
OOCTYNHOM MHdopMauum byayT M3MEHATbCS B 3aBMCMMOCTM OT CTaaumm pa3paboTku mccneayemoro npoaykra.
Ecnun nccnepyemblii NnpoayKT HAXOAUTCS Ha PbIHKE U 60MbLUMHCTBY MPaKTUKYIOLWMX Bpayel XOpOoLLO U3BECTHbI ero
dapmakonornyeckme csoictea, bW mMoxeT 6biTb MeHee nogpobHon. Ae 3TO AonycKaeTcsl YNOJHOMOYEHHbIMU
opraHamu, BMecto B/ MoryT 6bITb MCNOIb30BaHbl MaTepuanbl, coaepxallme OCHOBHYO MHMOPMaLMIO O NPOAYKTe,
NINCTOK-BKNAAbIW WA MHGOPMALMS Ha STUKETKE NMpu yCNOBUW, YTO afnbTePHATUBHbLIN BapuaHT COAEPXUT aKTy-
aNbHY10, BCECTOPOHHIO U NoapobHyo MHdopmMaumnio 060 BCcex XxapakTepucTukax uccinenyemMoro npoaykra, Ko-
TOopble MOryT 6bITb BaXkHbl ANS uccneposaTens. ECnv 3aperncTtpupoBaHHbIN NMPOAYKT UCCNeAyeTcs Ha npeaMer
HOBOro NpUMeHeHus (T.e. Mo HOBOMY nokasaHuio), BU gomkHa 6bITb cocTaBneHa C y4eToM HOBOIrO NPUMEHEHUS.
BW cnepyeT nepecmatpmBaTb He pexe 04HOro pasa B roa v, Nnpn HeobxoAMMOCTH, AOMNONHATL B COOTBETCTBUMN C
NUCbMEHHbIMM NpoLefypaMm CNoHcopa. B 3aBUCMMOCTM OT cTaamm pa3paboTku NpoayKTa U Mo Mepe NOoCTynAeHns
HOBOW 3Ha4YMMon nHdopMaumn BU MOXHO AOMNONHATE M 6onee yacto. OgHaKo B COOTBETCTBMWU C Haaexallen
KNuHn4yeckon npaktukoin (GCP) HoBasi MHdopMaums MOXeT 6bITb HACTOIbKO BaXkHa, 4YTO ee HeobxoamMMo Co-
0bwuTb nccneposaTensm 1, Bo3MoxHo, CO/HIK n/mnmn ynonHOMOYEHHbIM OpraHaM A0 ee BK/II0UYEHUS B HOBYHO
penakuuio BU.

Kak npaBuio, CNOHCOp OTBeYaeT 3a NpeAoCTaB/ieHME UCCNeaoBaTensaM akTyanbHOW peaakuun BU, a nccnepo-
BaTesvM 0TBeYaloT 3a NpefocTaBieHne akTyanbHoM peaakumm bU cooteeTcTByowemy DCO/HIK. Ecnm cnoHcopom
nccneaoBaHnsa ABNSETCA UccnenoBaTesb, OH AO/KEH YAOCTOBEPUTBLCA, AOCTYMNHa v 6powopa KOMMeEpYecKoro
npoussoauTens. Ecnu nccnegyembiii NpoayKT NpeaocTaBnsaeTcs CaMmM ClOHCOPOM-UCCnefoBaTeneM, OH AO/KEH
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AOBECTU HeobxoauMyl MHMOpMaLMIO A0 CBEAEHUS 3aHATOro B MCCneAoBaHMM nepcoHana. Ecnu otcytcTByeT
npakTMyeckas HeobxoAMMOCTb cocTaBneHus BW craHaapTHoro c¢dopmaTta, B KavecTBe anbTepHaTWBbl CMOH-
cop-uccnegoBaTteflb AO/MKEH NpeacTaBUTb MUHMMANbHbIM 06beM akTyasnbHOW UHbOpMauuMm, OMUCaHHOW B
HacTosLeM CTaHAapTe, B pacluMpeHHOM pa3jene 060CHOBaHMA UCCeA0BaHuUs.

2. O6wme nonoxkeHus

BW ponxHa Bko4aTh B cebs:

1.

TUTYNbHbIA NUCT

[omxkHbl 6bITb YKa3aHbl HAMMEeHOBaHWE CNOHCOPa, MAEHTUMUKATOPLI KaXX4oro nccnenyemMoro npoaykra
(T.e. HOMEp nccnefoBaHWS, XMMUYECKoe WM of0bpeHHOe AXeHepuyeckoe HalBaHWe, a Takxe Top-
roBble Ha3BaHWs, rae pa3pelleHo 3aKOHOAATENbCTBOM M MO XefaHWIo CroHcopa) U AaTa peaakunn BU.
PekomeHayeTca ykasbiBaTb HOMep Bepcun BU, a Takxe HOMep W AaTy npeablaylen peaakumn BU.
Mpumep npuBeaeH B NpUaoXeHun 1.

YkasaHue Ha KoHduaeHUManbHoCTb
Mo >xenaHuo CroOHCOp MOXET BKOUYNTL B B/ yBeaomneHune Mccne,qosaTeneWnonyaneneﬁ O TOM, 4TO

OHW AO/MKHbI paccMaTpuBaTb BU kak KoHMuMAeHUManbHbIN AOKYMEHT, NMpeAHAa3Ha4YeHHbI WUCKIYU-
TeNbHO A1 03HAKOMJIEHUS U MCMONb30BaHUS UCCeaoBaTeNbCKUM KonnekTueoM u DCO/HIK.

3. Copep>kaHue 6powtopbl uccnepgosatens

BW posmkHa nMmeTb criegylowme pasaensl, KaXxablii 13 KOTOpbIX, rae noaxoauT, cneayeTt conpoBoXaaTb CNMUCKOM
CCblJIOK Ha InTepaTypHbI€ NCTOYHUKWN!

1.

OrnasnexHuve

MpuMep ornaeneHusl NpUBEAEH B NPUTOXEHUN 2.
Pestome

[omkHo 6bITb MpeacTaBneHO KpaTkoe pestloMe (XkenaTenbHO, He Mpesblwatolee ABYX CTpaHuu) A0-
CTynHoOM uHdopMaunnm o GU3MYECKUX, XMMUYECKnX, dapmaLeBTuyeckux, hapmMakonornyecknx, ToK-
CUKONOrMyecknx, hapMakoKMHETUYECKUX, MeTabonnyecknx U KIAWHMYECKUX CBOMCTBaX, COOTBET-
CTBYHOLLEN TeKyLen CTaann KInMHnYeckon paspaboTku nccneayemMoro npoaykra.

BeeneHune

B kpaTkoM BBOAHOM pasaene A0KHbl ObITb YKa3aHbl XMMUYECKOEe Ha3BaHne (a TakxXe AXXeHepuyeckoe u
TOpProBoe Ha3BaHWA, ecnn oaobpeHbl) nccnegyemoro NpoaykKTa, BCeE aKTUBHbIE MHIPeAneHTbl, dapMa-
Konornyeckas rpynna, K KOTOpOW OTHOCUTCS UCCAeAyeMbl NPOAYKT, U MecTo, Ha KOTOpOe OH B Hel
npeteHayet (HanpuMep, npevmyulectsa), 060CHOBaHWe AN M3yYeHUs MccneayeMmoro npoaykta, a
TaKXe ero oxugaemble npoduiakTuyeckne, TepaneBTUYECKME WM AMArHOCTUYECKME MOoKa3aHus.
Kpome Toro, B BBOAHOM pa3sjesie A0/MKeH 6biTb ChOpMynMpoBaH o6LWni NoAxXoA K OLeHKe nccneayemoro
npoaykTa.

dusmnyeckne, XMuMnYeckme un CbapMaLlEBTMLIECKMe CBONCTBa n neKapCcTBeHHas CbOpMa
LonxHbl 6bITb npeacraBsieHbl ONUCaHMe KOMMNOHEHTOB UCCIEAYEMOro nNnpoAyKTa (BKHI’OLIaﬂ XnMmnyeckune

WU/MNn CTPYKTYpHble (OpMybl), @ TakKXe KpaTkas CrpaBKa O ero CyLeCTBEHHbIX MU3NYECKUX, XUMU-
yeckux n dapmMaleBTUYECKUX CBOMCTBAX.

Onsa obecneyeHns agekBaTHbIX Mep 6e30nacHOCTM B X04e UCCIeA0BaHus AOKEH bbiTb YKasaH n, ecnu
Tp66YETCFI, obocHoBaH cocTaB J'IEKapCTBEHHOﬁ d)OprI, BKJIIOUas AOMONIHUTESNbHbIE BeLlecTBa. Takxe
LOJKHbBI 6bITb npeaocTtaB/ieHbl MHCTPYKUMKX NO XPaHEHUIO U MCMNO/Ib30BAHUIO NEKAPCTBEHHbIX CbOpM.

Cnepnyet yrnoMsiHyTb Nto60e CTPYKTYpHOE CXOACTBO C APYTMMU U3BECTHbIMU BELLECTBAMM.
[oKNnHMYeckme uccneaoBaHms

BeeneHune

JonxHbl 6bITb NpefAcTaBneHbl B KpaTkol dopMe pe3ysnbTaTbl BCEX CYLLECTBEHHbIX AOKINHUYECKUX UC-
cnenoBaHuii apMakosorMyYeckMx CBOMCTB, TOKCUYHOCTU, apMakoOKMHETUKN U MeTabonusma uccne-
Ayemoro npoaykTa. OoskHbl 6biTb ONMUCaHbl UCMONb30BaHHbIE METOAbl, NMpeAcTaBfieHbl MOMyYeHHble
pe3ynbTaTbl, @ TakXe MX 06CyXAeHVWe B CBA3U C UCCNefyeMbIMU TepaneBTUYECKMMU U BO3MOXHbIMU
HebnaronpuaTHbIMK 3ddekTamm y yenoseka. B 3aBUCMMOCTU OT HanM4uMs/[OCTYNHOCTM MHMOPMaUUn
yKasblBaloT cnefyollee:

Mcnonb3oBaHHbIE B CCNEA0BAHUAX BUAbI XXMBOTHbIX.

KonnyecTso 1 Mon XUBOTHbIX B KaXXA0OW rpymnne.

EanMHWUbl n3MepeHns Ao3bl (Hanpumep, MuanurpamMm/knnorpamm (Mr/kr)).
KpaTHOCTb BBEAEHMS.

MyTb BBEAEHUS.

OnvTenbHOCTb Kypca BBeAEHWUS.
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NHbopMaLms, OTHOCALWAACA K CUCTEMHOMY pacripefesieHuio.
MpoAo/IKUTENBHOCTL NOC/eayoWero HabnaeHNs Nocie OKOHYaHNS BBeAeHMs npenapara.
Pe3ynbTaThl, BKOYAA PackpbiTUe C/IeAyoLWmMX acneKToB:

XapakTepa u 4acToTbl (hapMaKoIOrMYEeCKMX NN TOKCUYECKUX 3(PPEKTOB;

BbIP@XXEHHOCTU WU/ CTEMNEHU THKECTU PapMaKoorMyecknx UM Tokcuyecknx addekTos;
[,0303aBUCMMOCTU 3D DEKTOB;

BpeMeHu A0 HacTynneHunsa acddeKkTos;

obpaTumocTun apdheKkToB;

NpoAONIXKUTENBHOCTU 3D EKTOB.

[nsa 6onbluei HarNSAHOCTY AaHHblE ClleAyeT, Mo BO3MOXHOCTU, NPeACTaBsaTb B Buae Tabnuu/cnmckos.
Mocneaytowme pasaenbl AOMKHbI COAEPXaTb 06CyxAeHWe Haubosiee BaXKHbIX Pe3ysbTaToB UCCNEeno-
BaHWiA, BK/tOYasi 10303aBUCHMOCTb HabntoaaeMblx 3(pheKToB, X IKCTPANoALMI0 Ha YEN0BEKa, a Takxe
nobble MHblE acneKTbl, TPEBYOLWME UCCef0BaHMSA Yy YenioBeKa. TaM, rae Heo6XoanMo, AOMKHO 6biTb
npoBeseHo cpaBHeHME 3P HEKTUBHbBIX U HETOKCMYECKMX A03 NpenapaTa Ha XMBOTHbIX OAHOMO M TOr0 Xe
BuAaa (T.e. He06X0AUMO NPeAOCTaBUTL 06CYXAEHUE TepaneBTUYECKoro nHaekca). Cneayer ykasatb, Kak
3TU AaHHble COOTHOCHATCS C A03MPOBKAaMW, MpeanaraeMbiMy Afnsi NPUMEHEHMS Yy 4YenoBeka. Bo Bcex
cnyyasix, rAe BO3MOXHO, MpY MpPOBEAEHWMU CpaBHEHWI PEKOMEHAYEeTCs YyKkasbiBaTb KOHLEHTpauuu
npenapara B KpoBW/TKaHW, @ He J03MPOBKU, BblpaXKeHHbIE B MI/Kr.

1. [JdoknuHuyeckasa gapmakonorus

ouhnNE

[aHHbI pa3pen fonxeH BKAYaTb B ceba KpaTkoe onucaHuve gapMakonormyeckmx CBOMCTB UC-
cregyeMoro npoaykTa M, ecniv 3TO BO3MOXHO, ero OCHOBHbIX MeTabonuToB Mo pesyfbTaTtaM uc-
CnefoBaHUI Ha XMBOTHbIX. KpaTkoe onncaHne AO/MKHO BKAOYaTb B cebs nccnenosaHmns no oueHke
BO3MOXHOW TepaneBTUYECKON aKTUBHOCTM (Hanpumep, 3P@PEeKTUBHOCTb NPU 3KCNEPUMEHTaNbHOM
naTonornn, NUraHA-peuenTopHoe B3aMMOAENCTBME N CneundPUyYHOCTb AENCTBUSA), @ TaKxKe uccne-
AOBaHMA no oueHke 6e30MacHOCTM (HanpuMmep, cneuunanbHble UCCIeA0BaHUA AN U3YYEHUS MHbIX,
He MMelLWMX TepaneBTUYEeCKON HanpaBeHHOCTHN, dapMakonornyecknx acddekTos).

2. ®apMakoKMHeTMKa v MeTabosIM3M MPOAYKTa Y KUBOTHbIX

[aHHbIl pa3gen AoskeH BKI4YaTb B cebst KpaTkoe onucaHue dapMakoOKMHETUKU, MeTabonmnsma m
pacrnpeneneHus CcnefyemMoro NnpoayKTa B TKaHSAX XXMBOTHbLIX BCEX BUAOB, HA KOTOPbIX MPOBOANINCH
ncenenoBaHus. JomkHbl 6bITb OCBELLEHbl BCacbiBaHMe, MecTHas U cucteMHas bmoaoCcTynHOCTb UC-
cnefyeMoro npoaykta M ero MetabonuToB, a TakXe MX CBSA3b C AaHHbIMW (hapMaKoNorn4yecknx m
TOKCMKOJIOTMYECKUX UCCNef0BaHUM Ha XUBOTHbIX.

3. Tokcukonorus

[aHHbI pasaen Ao/HKEH BKAKYaTb B cebs KpaTKoe onncaHne TOKCU4YeCKnX 3de)€KTOB ncecnenyemoro
NMpoAYKTa, BbISIBJIEHHbIX B UCC/IEA0BAHUSX Ha XUBOTHbIX pa3Hbix BUAoB. CneayeT, Mo BO3MOXHOCTH,
npunaepxmeatbCa HM)KEI'IpMBe,D,EHHOVI CTPYKTYpbl ornaBfeHna AaHHOro pasaena:

1. TOKCMYHOCTb NPV OAHOKPATHOM BBELAEHWN.

2. TOKCUMYHOCTb MPU MHOrOKPaTHOM BBEAEHUW.

3. KaHueporeHHoCTb.

4. CneumanbHble uccnefoBaHus (HanpuMmep, MeCTHO-pasjpaxkawllee u anneprusvpyrollee Aen-
cTBME).

5. PenpoAyKTMBHas TOKCUYHOCTb.

6. [eHOTOKCMYHOCTb (MyTareHHOCTb).

1. [elicTBue y yenoseka

BeeneHune

B sToM pasgene noapobHo o06cCyxaalT m3BecTHble 3ddeKTbl UccneayemMoro npoaykra y 4enoBeka,
BK/toYas MHbOpMaumio, OTHOCSLWYCA K (apMakoKMHeTuke, MeTabonusmy, cdapMmakogMHaMuke, A0-
303aBMCcHMMOCTU 3 dekToB, 6e3onacHoCcTM, 3PHEKTUBHOCTHU, a Takxke ApYyrMM BuaaMm dapmakosormye-
CKOW aKTMBHOCTU. MO BO3MOXHOCTU, AO/MKHO 6bITb AAaHO KpaTKOe OMnMcaHue KaxKAoro 3aBeplUeHHOro
KIIMHUYECKOro uccneaoBaHusl. Takxe AomxkHa 6bITb NpeacTaBieHa MHdopMaumsa o pesynabTatax 1t6oro
MCMOJIb30BaHUS UCCNEeNYEMOro NpoayKTa BHE PaMOK KITMHUYECKUX UCCNef0BaHWIA, HanpuMep CBeLeHus,
Nnosly4eHHble BO BPeMS MOCTPErMCTPALMOHHOMO NPUMEHEHMS NPOAYKTa.

1. ®apMakoKMHeTUKa u MeTabosmsm Y 4enoBekKa

[aHHbI pa3aen Ao/KeH coAepXaTb KpaTKyl MHGOpMauuio, OTHOCSLWYCS K (hapMakoKMHETUKE
nccneayemMoro nNpoAayKTa, U BKAYaTh B cebs crneaytoulee (B 3aBUCMMOCTU OT HaMUMUS AaHHbIX):

1. dapmakokuHeTuky (B TOM uucne meTabonusMm, BcacbiBaHue, CBA3biBaHWe C 6enkamu nnasmsbl,
pacnpefeneHve n BbiBeAeHME).

2. BuopocTynHoOCTb uccneayemoro npoaykta (abconoTHylo, rAae 3TO BO3MOXHO, WM/WAM OTHOCM-
TeNbHY) C UCMOMIb30BaHMEM ONpeaeNieHHOM IeKapCTBEHHOW (POPMbI B Ka4ecTBE CpaBHEHMS.

3. Cybnonynauuu HaceneHus (HanpuMmep, passiMyms rno nosy, BO3pacTy UN HapyLLIEHNSM PyHKUMA
OpraHos).
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2.

3.

4. B3aumopencTBus (HanpuMmep, feKapCTBEHHbIE B3aUMOAENCTBUS U BIVSIHUE NMPpUEMa NULLN).
5. [Opyrve faHHble no dapMakokKMHeTUKe (HanpuMmep, pe3yfbTaTbl MPOBEAEHHbIX B paMKaX Kiu-
HUYECKUX UCMbITaHUI (papMaKOKUHETUYECKUX UCCEef0BaHWIA Ha pasNYHbIX rpynnax).

1. Bbe3sonacHOCTb U 3hDEKTUBHOCTb

KpaTko gomxkHa 6biTb npeacTaBneHa MH@opMaums, oTHocawasncs K 6esonacHocTn, dapMakoanHa-
MUKe, 3P DEKTUBHOCTU MU A0303aBUCUMOCTM 3P DEKTOB NCCeayeMoro npoaykra (1 ero metabonumTos,
€C/M eCTb AaHHble), NoslyyeHHas B XoAe MpoBefAeHHbIX KIMHUYECKUX nccnegoBaHuit (C yyactuem
30poBbIX A06poBONbLUEB W/MNN NauneHToB). [JosmkHa ObiTb NpeacTaBfieHa MHTeprnpeTaums 3Tux
OAHHbIX. ECNn YyacTb KIMHUMYECKUX UCCefoBaHui yxe 3aBeplieHa, ansa 6onee cHOro BocnpusaTus
OAHHbIX peKoOMeHAYyeTCs NpeacTaBUTb MO 3aKOHYEHHbIM UCCefoBaHUAM CBOAHble OTYETbl Mo 3¢-
dekTMBHOCTM 1 6e30MacHOCTU UCCeayemMoro NpoaykKTa no OTAENbHbIM NMOKAa3aHUAM Yy passinyHbIX
nonynaumm. Takxe peKoMeHAYEeTCS MCMOb30BaTh CBOAHbIE Tabnuubl HEXenaTeNbHbIX peakuuii no
BCEM K/IMHMYECKUM McCCnenoBaHusaM (BKAOYas nccnenoBaHusa Ans nobbix M3yyaBLUIMXCS MoKasa-
HW). JonxHbl 6bITb OCBELLEHbI 3HAaYMMble Pa3NUNA B XapakKTepe/4acToTe HexenaTeNbHbIX peak-
UMM KaK ANS pasAnyHbIX MOKasaHWi, Tak U 4719 pasnyHbIX NONyasumia.

B BW pomxHbl 6bITb ONMMcCaHbl BO3MOXHbIE PUCKW U HeXernaTesbHble peakuuu, KOTOpble MOXHO
0oXnaaTb, OCHOBbIBAACb Ha HaAKOMMEHHOM ONbITE NPUMEHEHUA KaK UCCneayeMOro nNnpoAaykKTa, Tak U
CXOAHbIX C HUM NpPOAYKTOB. [o/mKHbI 6bITb TakXe onuMcaHbl Mepbl NPefOCTOPOXHOCTU UK cneyn-
anbHble MeToAbl HabnoaeHus, KOTOpbIe Heob6xoanMo NMPUMEHATb MPU UCNONTIb30BaHUN NPOAYKTa C
nccneaoBaTeNbCKMMU Lensamu.

2. TloCTperncTpaunoHHbIl OMbIT MPUMEHEHNS

B BW AosmkHbl 6bITh YKasaHbl CTpaHbl, B KOTOPbIX UCCNEAYEMbI/ NMPOAYKT YXe UMEETCS B NMpoAaxe
nUnu 6blN 3aperucTpupoBaH. Jllobas 3HauMMas MHbOpMaLMs, NoslyyeHHass B Xo4e MocTperucrpa-
LUMOHHOro MpUMEHEHWS NPOAYKTa, AOMXHa 6biTb NpefcTaBfneHa B 0606LieHHOM BuAae (Hanpumep,
nieKkapcTBeHHble hOopMbl, A03MPOBKM, MyTU BBEAEHUS M HEXenaTesbHble peakuumn). Takxke B BU
LOSKHBI 6bITh YKa3aHbl CTpaHbl, B KOTOPbIX 3asBUTeNto 6bI10 0TKasaHo B 0406peHnn/pernctpaumm
npoAyKTa AN KOMMEPYECKOro MCMoJib30BaHMSA UMW Xe pa3pelleHre Ha NpoAaxy/CBUAETENbCTBO O
pervcTpaumm 6bi10 @aHHYIMPOBaHO.

O6CY)K£I,EHM€ AAHHbIX N MHCTPYKUWKU ONna nccnenosartens

B 3ToM paszene A0MXKHO 6biTb NpeAcTaBAeHO 06CYXAEHME AOKIMHUYECKUX U KIIMHUUYECKUX AAHHbIX U
0606LeHa nHbopMauus, NonyvyeHHas U3 pasHbIX UCTOYHMKOB MO PasfIMYHbIM CBOMCTBAM MUCCNeayeMOro
npoaykTa. TakMMm 06pasoM, UccneaoBaTento NpeaocTaBnsalnTca Haubonee MHbOpMaTMBHAs UHTepnpe-
TauMsi MMEKLUMXCA AAHHbIX, @ TakKXXe BblBOAbI O 3HAUMMOCTM 3TOM MHbOPMaUUKU ANs NOC/EeayHLWMX
KNIMHUYECKUX UCCNeA0BaHUIA.

[omxHbI 6bITb OCBELLEHbI OI'Iy611VIKOBaHHbIe paﬁOTbI Mo CXOAHbIM NPOAYKTaM, eCnn TakKoBble MMEKDTCA.
3To NO3BOAUT MCCNeaoBaTento 6biTb FOTOBbIM K HeXenaTeNbHbIM peakumam mnun apyrmm ﬂpO6J'I€MaM,
KOTOpble MOryT BO3HUKHYTb B XO04€ KIUHUYECKUX nccnenoBaHum.

OCHOBHas uenb AaHHOro paszena 3ak/lo4aeTcsl B TOM, YTO6bl MOMOYb UCCIEA0BATENIO MOyUYUTb YETKOE
npeacTaBieHMe 0 BO3MOXHbIX PUCKax W HexenaTeSbHbIX peakuusix, a Takxke O creumasnbHblX TecTax,
MeToaax HabnoaeHWs U Mepax MpeAoCTOPOXHOCTM, KOTOpble MOTyT MOHaAo6bUTbCsS B XO4e KIMHMYe-
CKOro uccnenoBaHusi. 3To nNpeacTaBlieHne A0MKHO 6biTb OCHOBAHO Ha AOCTYMHOW uHdbopMauun o du-
3UYECKUX, XUMUYECKMX, dapMaueBTUYeCKuX, (HapMakonorMyeckux, TOKCUKOSIOTMUYECKUX U KIUHUYeE-
CKMX CBOMCTBax Wccneayemoro npoaykTa. KauMHUMYecKOMy WccneaoBaTeNito TakXe A0SKHbl 6blTb
npeaocTaBneHbl MHCTPYKLUMM MO AMArHOCTUKE W JIEYEHMIO BO3MOXHbLIX MEpPefo3vpOBOK U Hexena-
TefbHbIX peakuuii, KOTopble OCHOBaHbl Ha NMpeablaylieM KANHUYECKOM OnbiTe U hapMaKoiornyeckmx
CBOWCTBax UccneayemMoro npoaykra.

Mpunoxxenune 1

TUTYNbHbIA INCT (npumep)

Ha3BaHue crnoHcopa

MpoaykT:

Homep nccneposaHus:

HazBaHue(s): xummnyeckoe, axeHepuyeckoe (ecnm NoaxoamuT), TOpProBoe HasBaHuWe (ecnu paspelleHo 3ako-
HOAATENbCTBOM M MO XXeNaHMo CMOHCOopa)

Bpowtopa nccneposartens

Homep pepakuun:

[ata Bepcun:

3aMeHseT npeablayLlyto peaakumio HoMep:

MpunoxxeHune 2

OMNABJIEHUE BPOLUOPLI UCCNEOOBATENSA (npumep)
YKasaHue Ha KoHbuaeHUManbHOCTb (Heobsi3aTenbHO)
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Moanuncun (Heoba3aTenbHO)
OrnasneHune
Pesiome
BeeneHune
dusnyeckne, xmmmnyeckme, dapMaueBTMYECKME CBOWCTBA U JieKapcTBEHHas gopMa
JoknnHnyeckme nccnenoBaHus
1. [JoknuHunuyeckas dapmakosorms
2. ®apMakokuHeTuKa 1 MeTabonn3M NpoayKTa Y XMBOTHbLIX
3. Tokcukonorus
4. DddekTbl y Yenoseka
1. @dapmakokuHeTuka u MeTabonunsm y yenoseka
2. bBesonacHocTb 1 3pHEKTUBHOCTb
3. TlocTperncrpaumoHHbIN OMbIT MPUMEHEHUS
4. O6cyxaeHue faHHbIX U MHCTPYKLUWK ANS UccnenoBaTtens
CcCbIfIKK Ha:
1. My6nukaunn
2. OtueThl
[aHHble CCbITKM AONXKHbI ObITb NPMBEAEHBI B KOHLIE KaXXA0M rnasbl.
MpunoxeHnsa (Npu Hanu4un)

abhwN =

3. OCHOBHbIE AOKYMEHTbI A1 NPOBEAEHNA KITIMHUYECKOIO MCCJIEAQOBAHUA

1. BBeneHue

OCHOBHbIMW AOKYMEHTaMW ABASIOTCA Te AOKYMEHTbI, KOTOpble BMECTe MM MO OTAENbHOCTU MO3BOMSAIOT OLEHUTb
npoBeAeHne MUCCneaoBaHnsa M KayecCcTBO MOMYYEHHbIX AaHHbIX. DTW AOKYMEHTbl CNyXaT A0Ka3aTeNbCTBOM CO-
6nto0aeHns nccnegosaTeneM, CNOHCOPOM M MOHUTOPOM CTaHAAPTOB Haanexalluen KamHudeckon npaktukm (GCP) n
HOpPMaTUBHbIX TpeboBaHW.

OCHOBHbIe AOKYMEHTbI TakXe ciyXaT 601blWOMY YNCTY MHBIX BaXKHbIX Lener. CBoeBpeMeHHOe NnoMeLlleHne oc-
HOBHbIX JOKYMEHTOB B d)aﬁﬂbl VICCJ'Iep,OBaTEJ'IFI/OpFaHM3aL|,VIM M CNOHCOpPa MOXET CylWweCTBEHHO cnocobcTBoBaTh
YCMEeLWwHOMY BbIMOSIHEHUIO B paMKax KJIMHUYECKOro nccienoBaHms CBOMX QYyHKUMA nccnepoBaTenem, CroHCOpOM
M MOHMUTOPOM. Kpome TOro, 3T AOKYMEHTbl 06bIYHO SABNSAKOTCS OH6BEKTOM HE3aBMCMMOIO ayAuTa CO CTOPOHbI
CNOHCOpa 1 NHCNeKUMn Co CTOPOHbI YNOJTHOMOYEHHbIX OPraHOB KakK 4aCTu npouecca noATBEPXXAEHNA 3aKOHHOCTU
NpoBeAeHNS UCCeA0BaHUs U AOCTOBEPHOCTM COBpaHHbIX AaHHbIX.

Hwxe npuseneH MUHWMasbHbIN rnepeyeHb OCHOBHbIX OKYMEHTOB. [JOKyMeHTbl CrpynnupoBaHbl B TpW pa3saena B
3aBUCUMOCTHK OT CTaAunUnN KNNHNYECKOro nccnenoBaHnd, Ha KOTOpOl‘a OHW 06bIYHO CcOo3aatoTCs:

1. nepea HayanoM KANMHMYECKOW (asbl MCCNeoBaHUS;
2. BO BpeM$ KIMHMYecKon dasbl NCCNefoBaHus;
3. nocne 3aBepLlUEHUSA UK NPeXAeBPEMEHHOr0 NpeKkpalleHms NCCefoBaHuns.

[aHo obbscHeHMe uenen Kaxaoro AOKYMeHTa, yKa3aHo, rae AOKYMEeHT AOJ/IKEH XpaHuTbcs: B darnax uccne-
posartens/opraHmsaunn nnbo cnoHcopa, nmb6o B obomx Mectax. [lonyckaeTtcs ob6beAnHEeHWe HEKOTOPbIX AOKY-
MEHTOB NPW YCNOBUMU, YTO OTAE/NbHbIE 3/IEMEHTbI S1IerKO NAEHTUPULMNPYIOTCS.

dannbl nccnenoBaHns A0MKHbI 6biTb CO34aHbl B Havane UCCNefoBaHUs Kak B MecTe Hax0XAeHWs nccnenosa-
Tens/opraHusaumm, Tak u B odumce cnoHcopa. iccneaoBaHne MOXHO CYMTaTb 3aBEPLUEHHBIM TO/IbKO MOC/E TOro,
KakK MOHWTOp MpoBepuT davnbl U nccnenosaTens/opraHn3aunmn, U CNOHCopa M NOATBEPAUT HanMyMe BCeX He-
06X0AMMbIX JOKYMEHTOB B COOTBETCTBYOLWMX dannax.

[MepeuncneHHble B HaCTOSLWeEM CTaHAapTe AOKYMEHTbl KakK Mo OTAeNbHOCTU, TaK U B COBOKYMHOCTU MOryT 6bITb
noABEPrHyTbl ayaAnTy CNOHCOpa M UHCNEKUUUN YNOSTHOMOYEHHbLIX OpraHoOB U AOJ/IXHbI 6bITb npeabaBaeHbl Npu
npoBeaeHnn TakoBbIX.

1. Mepen HauyanoM KIMHUYECKOMN pa3bl uccneaoBaHus

Ha cTaguu nnaHuMpoBaHMsa UccneaoBaHus 40 ero dopMasibHOro Hadasna Ao/KHbI 6blTb CO34aHbl U MOMELLEHbI B
hann cnepyowme JOKYMEHTbI:

HaunMmeHoOBaHMe fOKyMeHTa Lenb Haxogutcsa B painnax
uccneposaTens/ CrnoHcopa
opraHusaumm
1. Bpowtopa nccneposartens [lokyMeHTanbHO 3akpenuTb (akT nepeaauyu X X

nccnenoBaTento Heo6xoAMMON M akTyanbHOM
Hay4yHol wuHdbopMaunmm 06 wnccnegyemom
npoaykre

2. MoanuncaHHbIM NpoToKoN M | JJOKYMEHTanbHO 3akpenuTb ¢GakT yTBep- X X
nonpaBku K HeMy (ecnu | XAEHWs CNOHCOPOM W MCCrefoBaTeneM npo-
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TakoBble uMelTca), 06- | Tokona/nonpasok n NPK
pasel  MHAWBUAYaNbHOW
pEerncTpaumMoHHOn  KapThbl
(MPK)
3. MHpopmauus, npego-
cTaBnsiemMas cybbekTy uc-
cnefoBaHus
1. ®opma MHMOPMUPOBAHHOIO | [lokyMeHTanbHO 0pOopMUTb HakT noayveHus X X
cornacvs (BknYas BCe He- | MHPOPMMPOBAHHOIO cornacus
06X0AMMble pa3bACHUTENbHbIE
MaTepuasnbl)
2. Jllobas ppyras nucbMeHHas | JokyMeHTanbHO MoATBEpAUTb, 4YTO Cybbek- X X
nHdbopmaums Tam 6yaeT npeaocTaBnieHa COOTBETCTBYOLWAs
(C TOUKM 3peHnst coaepxaHust U AOCTYMHOCTH
ONA NOHMMaHWA) NUCbMeHHaa WHdopMaums,
nomorarwwas UM aatb corfacme Ha OCHOBe
NOMHOM MHDOPMUPOBAHHOCTU
3. PeknamHble obbsiBneHunss ans | [JJOkyMeHTanbHO MOATBEPAUTb, YTO Mepbl NO X
npuBreYeHUss CybbeKkToB B | MpuUBIEYEHMIO CyHObeKTOB afekBaTHbl U OT-
nccneaoBaHue (eCcnmM UCNosb- | CYTCTBYET d/IEMEHT NPUHYXAEHUS
3ytoTcs)
1. OunHaHCOBbIE acnekTbl MC- | JJOKyMeHTanbHO 3akpenuTb (dUHAHCOBOE X X
cnefoBaHus cornaweHve no MUCCNeaoBaHWIO — Mexay
CMOHCOPOM " nccneposarte-
nem/opraHusauuen
2. CtpaxoBoe 065a3aTenbCTBO | JOKyMeHTanbHO NOATBEPAUTb, YTO B Ciy4ae X X
(ecnn TpebyeTcs) npuYnHeHuns yuwepba, CBA3aHHOro C uccne-
AoBaHueM, cybbekTam 6yaeT  AOCTynHa
KOMMeHcauus
3. MoanuncaHHoe cornaweHuve | JJOKyMeHTanbHO 3aKpenuTb CornaweHns
BOBJ/1I€YEHHbIX CTOPOH,
Hanpumep:
4. mexay wuccneposatesniem/ op- X X
raHusaumen n CNoHCOpOM
5. mexpay wuccneposatenem/ op- X X
raHusaumMe W KOHTPaKTHOM
NCCNeaoBaTebCKkoN  OpraHun- (ecnv Tpebyetcs)
3auuen
6. Mexay CrOHCOPOM U  KOH- X
TPaKTHOW uMccnenoBaTenbCKom
opraHusauuen
7. Mexay wuccneposaTenem/ op- X X
raHmsaumen U  YMoJIHOMO-
YeHHbIMKM  oOpraHamu (ecnu
TpebyeTcs)
1. [JatnpoBaHHoe W AoKy- | JokyMeHTanbHO NoATBEPAUTb, UYTO AaHHOEe X X
MeHTanbHO odopMAeHHoe | uccnenoBaHme 6bi1I0 pacCMOTPEHO U yTBEp-
yTBepxaeHue/ onobpeHue | xaeHo/opobpeHo DCO/HIK.  YkasbiBatoT
DKCNepTHbIM COBETOM Op- | HOMEp BepCUW U AaTy AOKYMEHTa
raHusaumm (3CO)/ Hesa-
BUCUMbIM 3TUYECKUM KO-
mutetom (H3K) cneayto-
LWMX OKYMEHTOB:
8. npoTokona u nobbix NONpaBokK
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9. WPK (ecnu TpebyeTcs)
10.dopMbl  MHGOPMMpPOBAHHOIO
cornacus
11.n060i Apyrot nNUCbMEHHOMN
MHdOopMauum, npenocraBns-
eMoin cybbekTam
12.peknamMHbIx 06bsBNEHUI ANs
npuefeyeHns Ccyb6bekToB B
nccnenosaHme (ecnm Ucnosb-
3yHTCH)
13.MHdpopMaumm 0 KoMneHcauum
cybbekTam (Npu Hannuum)
14. nobbIX MHBbIX yTBEPXAEHHbIX/
0A06pEeHHbIX AOKYMEHTOB
1. CocTtaB 3JKcnepTHOro co- | JJOKyMeHTanbHO 3aKpenuTb COOTBETCTBME X X
BeTa opraHusaumn/ Hesa- | coctaBa 9CO/H3K TpeboBaHuam GCP
BMCMMOIO 3TWYECKOro KO- (rne Tpebyetca)
MuUTeTa
2. PaspeweHne/ opobpeHune | [JoKkyMeHTanbHO MNOATBEPAUTb, 4YTO NpuU X X
npoTokona/ yseAOMJEHWE | HalnyuMM COOTBETCTBYHOLMX HOPMaTUBHbIX
0 npoToKone OT YMoNHO- | TpeboBaHWi paspelueHune/ opo6pe- |(rae Tpebyetcs) | (rae Tpebyetcs)
MOYEHHbIX OpraHoB (rae | HMe/yBefoMSIEHME YMOSIHOMOYEHHbIX Opra-
TpebyeTca) HOB NOJTy4YeHO A0 Hayana UccnefoBaHus
3. Curriculum vitae w/vnun | [JOkyMeHTanbHO NOATBEPAUTL KBanuduka- X X
Apyrue [OKYMeHTbl, MOA- | UMIO W MNPUrOAHOCTb ANs NPOBEAEHUS WUC-
TBEpXAawwme KBanudu- | cnegoBaHns U/WAM  OCYLLECTBNEHUS Meau-
Kaumo mccnegosatene M | LUMHCKOro HabnwoaeHus 3a cybbekTamm
counccnepoBartenen
4. HopmanbHbIn AvanasoH | [lIokyMeHTanbHO  3aKpenuTb  HOpMalbHbIN X X
3HaYeHWn Ans  npeay- | AManasoH 3HadeHWh Ans nabopaTopHbIX Te-
CMOTPEHHbIX MPOTOKOJSIOM | CTOB
MeANLMHCKNX/ na6opa-
TOPHbIX/ TEXHUYECKUX
npoueayp u/wnun Tectos
5. MepununHckme/ nabopa- | JokyMeHTanbHO NOATBEPAUTb MPUrOAHOCTb X X
TOpHble/ TexHu4yeckune | obopyaoBaHusa AN nposedeHns Tpebyembix
npoueaypbl/ TeCTbl: TecToB W obecnedeHus HagexHoctn pe- |(rAe Tpebyetcs)
3ynbTaToB
15. ceptudpurkaums
16.1nun akkpeaguTaums
17.vnm BHYTPEHHWI e
BHELUHWI KOHTPO/b KayecTsa
18.nnn agpyrme m™etoabl noA-
TBepXxaeHus (roe Tpebyetcs)
1. O6pasubl  3TMKETOK Ha | JJoKyMeHTanbHO NOATBEPAUTb cobnoaeHue X
ynakoBKax MWCCneayeMblX | COOTBETCTBYOLWMX TpeboBaHM K MapKu-
NpoOAYyKTOB poBKe uMccneayeMoro npenapata v npurog-
HOCTb MHCTPYKUMI Ans cybbekToB
2. MHCTpyKumsa no obpawe- | JOKyMeHTanbHO 3aKpenuTb UHCTPYKUMWU Ans X X

HUIO C ncecnenyembiMm
npoaoyKTaMn M pacxoiHbl-
MW MaTepuUanamu (ech HE

obecneyeHuns Haanexatwero XpaHeHus4,
YNakKoBKU, pacnpegeneHna m ytunusauumm
nccneayemMbixX npoayKToB U pacxogHbiX Ma-
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BKJIIOYEHO B MPOTOKOS WUIn
6powwtopy nccnegosatens)

Tepuanos

TOBOM BM3NTe

KOMJIEHUS nccrnefoBaTens U 3aHATOro B UC-
cnefoBaHMKM NepcoHana Cc npoueaypamu uc-
cnepoBaHus (MoxeT 6bITb obbeanMHeHO C
8.2.19)

3. YyeT noctaBok wuccneny- | JokyMeHTanbHO 3akKpenuTb AaTtbl M cnocob X X
€MbIX NpOAYKTOB W pac- | NOCTaBkn, HOMepa Cepuin Unccnesyembix
XOAHbIX MaTepuanos NpoAYKTOB M pacxoAHblX MaTepuanos. 1o3-
BOSISET OTCNeAMTb CEepUIo MpOAYKTa, KOH-
TPONMpOBaThb YCNI0BUS NOCTaBKW U BECTU YUeT
4. CepTudukatbl  aHanu3os | [lOKyMeHTanbHO NOATBEPAUTb MOAMHHOCTb, X
NOCTaBNEHHbIX  UCCnefy- | YACTOTY W KOSIMYECTBEHHOE coAepxaHue
€MbIX NPOAYKTOB aKTMBHOro BelwecTBa (AO3MPOBKY) uccre-
AYyEeMbIX MpoAYKTOB
5. Mpoueaypsbl packpbiTna | [JoOKyMeHTaslbHO 3aKpenuTb npoueaypy 3Kc- X X
Koja ANs wuccnefoBaHW, | TPEHHOW WAEeHTUPUMKaUUMM MaCKMpOBaHHOIO
MpoOBOAUMBIX C/leMblM Me- | UCCleAyeMoro MpoaykTa 6e3 HapylleHus (B cooTBeTCTBY-
TOZOM MaCKMPOBKW A/15 OCTaNbHbIX CY6beKTOB folmnx cny4vasx,
TPeTbs CTOPOHaA)
6. PaHaoMu3auMoOHHBIM  cnu- | [JOKYMEHTanbHO 3aKpenuTb MeToA paHAao- X X
COK MU3aunn CybbeKkToB UccnenoBaHns
(B cooTBETCTBY-
owux cnyvasx,
TPeTbs CTOPOHaA)
7. OTuyeT MoOHMTOpa O npea- | JJoKyMeHTanbHO MOATBEPAUTL NPUEMIEMOCTb X
BapwuTeNibHOM BU3UTE nccneaoBaTenbCkoro LUeHTpa AnsS AaHHOro
nccneaosaHua (MoxeT 6biITb 06beanMHeHo C
8.2.20)
8. OTyeT MOHMTOpa O cTap- | [loOKyMeHTanbHO MNOATBEpAUTb (aKT O3Ha- X X

2.

Bo Bpems KJIMHUYECKOM (baBbl nccnenoBaHuna

B noaTBepxaeHWe TOro, 4Yto BCA HeobxoamMMas HoBasi MHGOpMauUMs AOKYMeHTaNbHO 0OpPMIISETCs MO Mepe ee MocTyn-
JIeHUsi, B AOMNONIHEHME K BbllLENepeyncsieHHbIM JOKYMEHTaM, MMelLWmMMcs B daiifie, No xody uccnefoBaHust Heo6xoanMo
[06aBNsATL creaytowme AOKYMEHTbI:

npuBrieyeHUs Cyb6bekToB B
nccneposaHme (ecnu UCNonb-
3yHTCS)

HauMeHoOBaHue fOKyMeHTa Lenb HaxoauTtca B daiinax
vnccnepnosartens/ CrnoHcopa
opraHmsaumm

1. O6HOBNEHHbIE Bepcuun | [lokyMeHTanbHO 3akpenuTb (akT CcBoeBpe- X X
6powtopbl nccnegosaTens MEHHOro cooblieHns nuccnenoBaTento Heob-
X0AMMOM WMHGOpMaLMM No Mepe ee MocTyn-
nexus
2. Joboe nsmeHeHue: [loKkyMeHTanbLHo 3aKpenuTb M3MeHeHnsa X X
OaHHbIX [AOKYMEHTOB, MNPOU3BEAEHHble BO
19.npotokona/ nonpasok 1 UPK BpEMSl UCCNen0BaHNS
20.¢dopMbl  MHDOPMMPOBAHHOIO
cornacms
21.nw060M Apyro NUCbMEHHOWN
nHdbopmaumuun, npepocrasnsa-
eMoi cybbekTam
22.peknamMHbiXx 0b6bsBNEeHUn ans
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23.

24.

25.

26.

27.

28.

29.

[JaTtupoBaHHOe U  [OKYy-
MeHTanbHO odopMIeHHoe
yTBEpXAeHne/ onobpeHue
OKCnepTHbIM COBETOM Op-
raHusaumm (3CO)/ Hesa-
BWUCUMbIM 3TUYECKMM KO-
mutetoM (H3K) cneayto-
LWUNX AOKYMEHTOB:

nornpaBoK K NPOTOKONY
HOBbIX peaakuni:
dopMbl  MHDOPMUPOBAHHOIO
cornacus

npeaoctaBnsieMbix cybbekTam
MaTepuasnoB

peknaMHbix 0bbsiBneHnn ans
npuBreYeHnss Cyb6bEKTOB B
nccnenosaHve (ecnm Mcnosnb-
3yeTcs)

ApYrnx yTBEpPXAEHHbIX/
0406pEeHHbIX 4OKYMEHTOB
pe3ynbTaToB Nepuoanveckoro
pacCMOTPEHUs AOKYMeHTauuu
no wuccneposaHuto (rae Tpe-
6yetcs)

[JokyMeHTanbHO noATBepAUTb (dakT pac-
CMOTpEHMS n  yTBEpXAeHUs/onobpeHus
3CO/H3K nonpaBok 1/uUnn HOBbIX peaakLunii.
YKa3blBaloTCa pefakums u agata A0KyMeHTa

30.

Fne Tpebyetcs, paspeLle-
Hne/ opobpeHue/ yBe-
AOM/IEHME  YMNOJTHOMOYEH-
HbIX OpraHoB Ans:

nonpaBoKk K MpOTOKOAY MU
APYTUX OOKYMEHTOB

[JoKyMeHTanbHO 3aKpenuTb
HOpMaTUBHbIM TpeboBaHMNAM

COOTBETCTBUE

X X

(rone Tpebyetcs)

HayuHyto 6uorpaduto
(curriculum vitae) HoBbIX
uccnepgosaTtenen wu/  unu
couccnenosaTenemn

Cm. 8.2.10

MN3MeHeHMss HOpManbHOro
AvanasoHa 3HayeHulii ans
npefyCMOTPEHHbIX  Mpo-
TOKO/IOM MeANUNHCKMX/
nabopaTopHbIX/ TexHuye-
CKUX npoueayp/ TecToB

[JOKyMeHTanbHO 3aKkpenuTb HOPMasbHbIN
ANanasoH 3Ha4YyeHW TeCcTOB, U3MEHEHHbIX B
xope ncenepgosaHusa (cm. 8.2.11)

31.

32.

33.

34.

M3MeHeHnsas B MeauUUH-
cKkux/ nabopaTopHbIx/
TeXHUYeCcKUX npoueaypax/
Tecrax:

cepTudunkaums
WKW akKkpeauTaums

nunm BHYTPEHHWI e
BHELUHWI KOHTPO/b KayecTsa

WAnM  apyrue MeToabl  MOA-
TBepXxaeHus (roe Tpebyetcs)

[JoKyMeHTanbHO MNOATBEPAUTb, 4YTO TecCTbl
npoAos/KalT oTBevaTb TpeboBaHuAM B Te-
yeHue nepuoaa nccnegosaHusa (cm. 8.2.12)

X X

(rpe TpebyeTcs)

1.

ﬂOKyMeHTaLlI/lﬂ no no-
CTaBKaM nccneanyemblx
NpoAYKTOB U pacXoAaHbIX

Cm. 8.2.15
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MaTepuanos
2. CepTudukatsl aHanmsa | Cm. 8.2.16 X
HOBbIX Cepuii uccneapye-
MbIX NPOAYKTOB
3. OT4eTbl MOHUTOPOB O BW- | JIOKYMEHTa/IbHO 3aKpenuTb BU3WUTbl MOHW- X
3uTax TOPOB U UX pe3ynbTaTbl
4. CylwecTBeHHble Aansa  uc- | [JokyMeHTanbHO 3akpenuTb nwbbie corna- X X
cnefoBaHUsa neperoBopbl/ | WeHus nmMbo CylecTBeHHble MeperoBopbl,
nepenucka (NOMMMO BM- | KacatolWMecs BOMPOCOB MNPOBeAEHWUs uccne-
3UTOB): [O0BaHUA, ero aAMMHUCTPATUBHbIX acrekTos,
HapyLeHWA MpOTOKONa, OTYETHOCTM MO He-
35.nepenucka XenatenbHbIM ABNEHUAM
36.3anucuK BCcTpey
37.3anmcnm TenedoHHbIX nepero-
BOPOB
1. MoanucaHHble ¢dopMbl | [lokyMeHTanbHO NOATBEPAUTL, YTO Cornacue X
WH(POPMMUPOBAHHOIO  CO- | Kaxxaoro cybbekTa noslyyeHo B COOTBETCTBUM
rnacuvs ¢ GCP 1 npoTOKO/IOM A0 Haydana y4dactus B
ncenegosaHnn. Kpome Toro, JOKYMEHTabHO
3aKpenuTb paspelleHne Ha npsMon AOoCTyn
(cm. 8.2.3)
2. MepBnyHas AokyMeHTaumnsa | JOKyMeHTanbHO MNOATBEPAUTL aKT cylie- X
CTBOBaHMS CybbekTa W AOCTOBEPHOCTb CO-
6paHHbIX AaHHbIX. BKAOYUTL UCXOAHbIE A0-
KYMEHTbI, OTHOCALWMECs K WCCNefoBaHuio,
JleYeHno N aHaMHesy cybbekTa
3. 3anosfiHeHHble, [atnpo- | JlokyMeHTanbHO 0dOpMUTbL MNOATBEPXAEHUE X X
BaHHble W MOAMWCAHHbIE | uccnegosaTeneM WAM - YNO/THOMOYEHHbIMU
UHAMBUAYaANbHBIE — peru- | COTPyAHWKaMM MCCleAoBaTens 3aperucrpu- (konms) (opurunan)
cTpaunoHHble kapTbl (MPK) | poBaHHbIX Aa@HHbIX
4. [lokyMeHTupoBaHue uc- | JOKyMeHTanbHO 3aKkpenuTb BCe W3MeHe- X X
npasneHunii B PK HWUA/AONOMHEHNS WAM  WUCMpaBneHus, cae-
naHHble B WPK nocne 3anucu nepBoHa- (konus) (opurunan)
YanbHbIX AAHHbIX
5. YBeaomsieHne CNOHCOpa | YBeaoMieHne crnoHcopa wuccriepoBaTeneMm o X X
nccnegosaTenieM O Cepb- | CEPbE3HbIX HeXenaTeSlbHbIX SABEHUSX U COo-
€3HbIX HeXenaTesibHbIX | OTBETCTBYIOLME OTYETHLI cornacHo 4.11
ABNEHMAX W COOTBET-
CTBYHOLUNE OTYEThI
6. YBenomneHne CNOHCOPOM | YBeAOM/IeHMe CMOHCOPOM M/unu uccnepoBa- X X
n/mnun nccneposateneM | tenemMm (4TOo MPUMEHMMO) YMOSHOMOYEHHbIX
(4To npuMeHuMo) ymon- | opraHoB u DCO/HIK o HernpeasuaeHHbix | (TAe Tpebyetcs)
HOMOYEHHbIX OpraHoB W | Cepbe3HbIX HeXenaTeflbHbIX peakumsax B Co-
3CO/ H3K o HenpeaBu- | otBeTcTBMM € 5.17 n 4.11.1 n o Apyron uH-
AEHHbIX Cepbe3HblX He- | ¢opMaumm nNo 6e30MacHOCTU B COOTBETCTBUM
XenatenbHbIX peakumax u | € 5.16.2n4.11.2
0 Apyron uHdopMaummn no
6e3onacHocTH
7. CoobLeHune cnoHcopoM | CoobuieHne  CNOHCOPOM  McCneaoBaTento X X
nccneposatento  MHGoOp- | nHdopmaummn no 6esonacHoCTM B COOTBET-
Maumn no 6esonacHocTn ctBumn € 5.16.2
8. [MpoMexyTouHble unu ro- | NpoMexyToyHble WX  roAOBblE  OTYETHI, X X
[OBble OT4YeTbl, npeno- | npegoctasnsieMmbie 3CO/HIK B cOOTBETCTBMM
ctaBnsieMble 3CO/ H3K u | ¢ 4.10 1 ynosHOMOYEHHbIM OpraHaM B COOT- (roe TpebyeTcs)
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YMNO/IHOMOYEHHbIM OpraHamM | BeTtcTeum ¢ 5.17.3
9. XypHan ckpuHuHra cybb- | JJOKyMeHTanbHO 3akpenuTb naeHTUdUKauno X X
€eKTOB cybbeKkToB, Mpoleawmnx nepea uccneposa-
HUEM CKPUHUHI (rne Tpebyercs)
10. Cnncok  uaeHTudukaum- | JJokyMeHTanbHO MNOATBEPAUTb, 4YTO MUcCCne- X
OHHbIX KOAO0B CYy6bEKTOB [oBaTtesnib/ OpraHuM3aumnsa XpaHAT KOHduAeH-
LManbHbIA CNMCOK WMEH BceX CyH6bekTos,
KOTOpbIM MpU BK/IIOYEHUN B WUCCEeAOBaHME
66111 NpUCBOEHbI MAEHTUPUKALNOHHbBIE KO-
Abl. Mo3sonser nccneposare-
no/opraHusaumn  naeHTMduuMpoBaTb Jto-
6oro cybbekTa
11. XKypHan peructpaumn | JokyMeHTasnibHO 3aKpenuTb XpoHonorunye- X
BK/IIOYEHNS Cyb6BbEKTOB CKY10 nocneaoBaTeNbHOCTb  BKJIIOYEHUS
Ccy6beKkToB N0 MAEHTUDUNKALMOHHBIM KOAAM
12. Yuer wuccnepyemoro npo- | JoOKyMeHTaslbHO 3aKpenuTb MWCMoJsib30BaHue X X
AyKTa B WuccrneposaTesb- | UCCIEAYyeMOro npoayKTa B COOTBETCTBUM C
CKOM LieHTpe NpOTOKOJSIOM
13. NncTt obpasuos noanucemn [JokyMeHTanbHO 3akpenuTb obpa3subl noa- X X
nMCen U MHWLMANOB BCeX NuUL, YMNOJHOMO-
YEHHbIX BHOCUTb AAHHbIE U/WUNN UCNPaBiieHNs
B NPK
14. YyeT XxpaHawmuxca obpas- | [JokyMeHTanbHO 3aKpenuTb MeCTOHaxoXae- X X
LoB 6MONOrMYecKMX XuA- | HME U MAeHTUPUKaUMIO XpaHaWwmnxcs obpas-
KocTen/ TkaHeh (ecnu | LOB B Ciyyae HeobXxoAMMOCTU MpoBeaeHus
nmeroTca) MOBTOPHbIX aHan30B

2.

Mocne 3aBepwieHUs UK NpeKpaLlleHns uccnenosaHus

[Mocne 3aBepLlieHns nn npekpaLleHns nccneaoBaHus Bce A0KYMEHTbl, NepeyncneHHble B 8.2 1 8.3, BONXKHbI coaepxaTtbcs
B CbaVIJ'Ie nccnenoBsaHnda BMeCcTe C HMXKEyKa3aHHbIMU AOKYMEHTAaMU L

HanMmeHoBaHMe fOKyMeHTa Llenb Haxogutcsa B painnax
uccneposartens/ CroHcopa
opraHusauuu
1. YyeT uccneayemoro npo- | AOKYMEHTanbHO 3akpenuTb MCronb3oBaHue X X
AYKTa B WCCNeAoBaTenb- | UCCENyeMoro npoAykTa B COOTBETCTBUM C
CKOM LieHTpe NpOTOKO/IOM.  [1OKYMEHTaNbHO  3aKpenuTb
pe3ynbTaTbl OKOHYaTE/IbHOrO MoAcYeTa KO-
nuuyecTBa Uccreayemoro npoaykrta, nonay-
YEHHOro MCCneaoBaTe/lb.CKUM L@HTPOM, Bbl-
aHHoro cybbekTaM, BO3BpaLLEHHOro Cy6b-
eKTaMu 1 BO3BPaLIEHHOro CNOHCOpY
2. JokyMeHTaumst no  yHu- | JOKYMEHTaNbHO 3aKpenuTe (akT yHUUTOXe- X X
UTOXEHUMIO Uccneayemoro | HUS HEUCNO/b30BaHHbLIX UCCNIEAYEMbIX MPO- |(€C/IU YHUUTOXEH
npoaykTa [lyKTOB CMOHCOPOM W11 B UCC/EA0BATENbCKOM | B KIIMHUYECKOM
LleHTpe LieHTpe)
3. WToroBbiii cnmcok wuaeH- | CAeNaTb BO3MOXHOW MAEHTUDUKALMIO BCex X
TUDUKALMOHHBIX konos | BK/IIOUYEHHBIX B McCnefoBaHue CYGbekToB B
Cy6beKToB cnyyae Heo6XxoauMOCTM KX nocneayloLuero
HabnoaeHna. Cnucok [OSKeH XPaHUTbCA C
cobnogeHnem TpeboBaHMM  KOHMWMAEHUM-
a/lbHOCTW B TE@YEHWE COrNacoBaHHOro cpoka
4. CepTudukar ayauta (ecnu | AOKYMEHTaNbHO 3akpennTb akT NpoBeaeHus X
nmeeTcs) ayanTa
5. OTyeT MoHuTOpa o0 3a- | AOKYMEHTa/IbHO 3aKpennTb OKOHYaHMe Bcex X
BEPLIAIOLLEM BU3UTE MeponpuUATUn nccneaoBaHns, HeobxoamMbIxX
AN 3aBeplualollero B13nTa, U Hananume Ko-
NUA_OCHOBHbIX [OKYMEHTOB B COOTBETCTBY-
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rowmnx darnnax

6. [JokyMmeHTauuss no pac- | BO3BpaLlaeTcs CnoHcopy Ans [OKyMeHTaslb- X
npeaeneHmio cy6bekTos no | HOTO 3aKpeneHns MMeBLINX MecTo cnyyaes
rpynnam u  packpbitvio | BEKPbITMS KOAOB
KOA0B

7. UToroBbili  oTyeT wuccne- | JOKYMEHTaNbHO 3aKpenuTb 3aBepLUeHne uc- X
fosartens, npeaocrasns- | C/1€A0BaHUA
embli  3CO/H3IK  (ecnmn
TpebyeTcs) M ynonHOMO-
UYeHHbIM opraHam (rae

NPUMEHMNMO)
8. OTYeT 0 KAMHMYECKOM mc- | AOKYMEHTANbHO 3aKpenuTb pesynbTaTbl MC- X X
crefoBaHum cieloBaHns U NX MHTEprpeTaumio eCcniv NPUMEHMMO)
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