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LleAb — pa3paboTaTb MHCTPYKLMM MO IKCMEPTH3E U MOCAEAYIOLLEMY HAOAIOAEHMIO MO
(hakTy OTHETOB O pPA3BUTUM HEXKEAATEAbHbIX SBAEHUI/peakunii B XOAe TeKyLIero
MCCAEAOBaHMS, paHee OAOOPEHHOTO STUUECKMM KOMUTETOM.

O6AacTb NpUMeHeHUst — BCe 0OAOOPEHHbBIE MPOTOKOAbI.
TepMuHbI M onpeaereHns —

® HexeAaTeAbHass peakumsi (tepmuH 1.26 no GCP) — Bce HeraTMBHble WAM
HEMpeABMAEHHble  peakUMu, CBsI3aHHble C  MCMOAb3OBaHMEM  AOOOM  AO3bl
MEAULIMHCKOTO MPOAYKTa M MPEANnoAaraiowme BO3MOXHOCTb HAAUUMA MPUHUHHO-
CAEACTBEHHOM CBA3M MEAULIMHCKOTO MPOAYKTA M AQHHbIX MPOSABACHUMN.

e HexeAaTeAbHoe siBAeHue (TepmuH 1.27 no GCP) — BbIIBAEHHOE Yy MauMeHTa MAM
CyObeKTa KAMHMYECKOTO MCCAEAOBAHWSI MOCAE MPUMEHEHUs (papMaLeBTUUECKOro
npoAykTa Aloboe HebAaronpusTHOE C MEAMLMHCKOM TOYKM 3peHMst CcoObITHe,
KOTOPOE MOXET M HE UMETb MPUYMHHO-CAEACTBEHHOM CBA3N €ro NPUMEHEHMEM.

® HernpeABMAEHHAsl HeXeAaTeAbHast peakuus (TepmuH 1.32 no GCP) — HexeAaTeAbHast
peakumsi, CYWHOCTb WMAW TAXECTb KOTOPOW He COrAacyloTcs C  MMeEIOLLenCs
“HpopMaLmert O NPoAyKTe.

® Cepbe3HOe HexeAaTeAbHOe SIBAEHME W/MAWM Cepbe3Hasi HeXeAaTeAbHasi peakums
(tepmuH 1.51 no GCP) — Alo60e HebAAronpusTHOe KAMHUYECKOe CoObITUE, KOTOpOe
BHE 3aBMCMMOCTHM OT AO3bl Mpenapara: NPUBEAO K CMEPTH; MPEACTABASIET YIPO3Yy AAS
XU3HM; TpebyeT rocnuTaAM3aunn MAM ee MPOAAEHUS; MPUBEAO K CTOMKOM WAM
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3HAUYUTEABHOM  HETPYAOCNOCOOHOCTU/MHBAAMAHOCTHM;  MpPEACTaBAsieT  coboM
BPOXKAEHHYIO aHOMaAMIO/MOPOK Pa3BUTHSI.

C yuetom 3asau aanHoro COlla aanee B AQHHOM AOKYMEHTE HeXeAaTeAbHasi peakums,
HEXeAATeAbHOE SIBAEHME U HEMPEABMAEHHAs HEXeAaTeAbHasi peakumst OyAayT 0603HauaTbCs
ab6pesunatypori HS, a cepbe3Hoe HexeAaTeAbHOe —SBAEHME  W/MAM  Ccepbe3Has
HeXXeAaTeAbHast peakuns — CHA.

OTBeTCcTBeHHOCTDb. [1epBOit 00653aHHOCTBIO ITUHECKOTO KOMUTETA SIBASIETCS IKCMepTh3a
OTYETOB O HEXEAATEAbHbIX PEAKUMSAX M SBAEHMSIX, BKAIOHAIOWMX PUCK AAS YHACTHUKOB
MCCAEAOBAHUS AU HECOOTBETCTBME STUYECKMM CTaHAApPTaM.

1. CHS, cAyunBlImMecs B AAHHOM MCCAEAOBATEALCKOM LIEHTPE.

MccaeroBateab o6s3aH m3sewwats ADK 060 Bcex CHA, cAyumBlumxcs B AaHHOM (cBOeMm)
MCCAEAOBATEABCKOM LIEHTPE B MUCbMEHHOM BMAE M MO TerepOHY B TeuveHue 24 4acos
MocAe TOro, KaK OHO MPOU30LWAO. B cOOBLIEHNN TAABHbIN MCCAEAOBATEAbL AOAKEH YKa3aTb:

e CyTb COObITUS;

® KPUTEPUI1 CEPbE3HOCTU COOLITUS (CMEPTb, YrpoXaloLLee XMU3HU COCTOsIHUE, CTOMKOe
MAM BbIPXXEHHOE HapyLlleHue TPyAOCNOCOBHOCTH/AEeCNOCOBHOCTH,
FOCNMUTaAM3aLIMS UAM MPOAAEHME TOCMUTAAM3ALIMM, BPOXKAEHHbIE AHOMAAMM UAU
AepekTbl pa3BUTUS, APYrMe BaKHble C MEAMLIMHCKOM TOUKM 3peHust coObITus),
MCXOAbI (eCAM COOBITUE Pa3pPeLIMAOCD);

®  CBSI3b COObITUS C UCCAEAYEMbBIM MPOAYKTOM M/MAM MPOLIEAYPAMKU MCCAEAOBAHMS;

e BbIBOA (OLEHKA) MO MOAYYEHHOM WH(OPMALMU C TOUKM 3PEHUS BO3MOXKHOIO
BAMSIHUS HA NPOAOAXKEHUE NAK OTMeHY K.
CooblueHNe  NPEACTABASIETCS  TAABHBIM  MCCAEAOBATEAEM  MAWM  MPEACTABUTEASIMM

nccaeroBateAbckoro LeHTpa B ADK no TeaedoHy, a Takxke no cpakcy (846)2556683 man
IAEKTPOHHOM nouTe (science@reaviz.ru) U 006s3aTeAbHO PErUCTPUPYETCS CEKPETAPEM.
CekpeTapb cpasy xe MH(POPMUPYET MpeAcesaTeAss MAM 3amMecTUTeAs npeaceaatens AIK o
CHZl AASt CPOHMHOTO MPUHATUSA peLIeHNs.

B TeyeHnne nocaeaylolwmx 2-x AHei AaHHOe cooOlleHMe, MOAMMCAHHOE U AaTUpyemoe
FAABHbIM MCCAEAOBATEAEM B 2-X 3K3eMrnaspax nepeaaercs B AIDK npeacTaBUTEAIMM
MCCAEAOBATEAbCKOTO LIEHTPa AMYHO (NMo aericTBylowemy aapecy ADK). [MpeactaBuTteato
MCCAEAOBATEAbCKOTO LIEHTPa Ha BTOPOM 3K3eMrAsipe coollleHus (Konus cooOLueHus,
KOTOpasi BO3BPALLAETCS B MCCAEAOBATEABCKMI LIEHTP) CTaBMTCS OTMETKA O MOAyYEHWM
MHpopMaLIMK C AQTOM M NMOAMUCHIO CeKpeTapsl.

[peaceaaTeAb MAM 3amecTuTeAb [IpeaceaaTeAs B €ro OTCYTCTBUE BbIHOCAT OAHO W3
CAEAYIOLINX PEeLEeHUN:

MPUHATb K CBEAEHMIO NMPEACTABAEHHYI0 MHGOpMaLIKIO;

B OTAEAbHbIX CAy4asX, 3aCAY>KUBAOWKMX 0Cc00O0ro BHUMAHUSA C TOUKMU 3PpeHUA 6e30MnacHoCTH
Y4aCTHUKOB  NCCAEAOBAHUA WU U3MEHEHUA  COOTHOLUEHMUS pVICK/ﬂOAb3a y4acCtmna B
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nccreaoBaHuu, [peaceaateab  ADK, 3amectutenb  [lpeaceaateas MAM  3KCNepT,
Ha3HayeHHbI [lpeaceaaTereM, MNPEANPUHUMAIOT KOHKPETHble AENCTBUS B OTHOLUEHMM
AQHHOTO CODObITUSI (3aMPOCUTL  AOMOAHUTEAbHBIE AOKYMEHTbI M/MAM  MHpOpMauMio Mo
MCCAEAOBAHMIO, MPUOCTAHOBUTb MAM MPEKPATUTb MCCAEAOBAHME).

MO pelleHnio Bbllieyka3aHHbIX YAaeHoB ADK cooblueHnst BbIHOCATCS Ha 06CyxaeHue
3KCTPeHHOro 3aceaannst ASK 1 Mo HUM rOAOCOBaHWEM MPUHUMAIOTCSI OCOObIE peLLeHMsI.

Ecan Kkakume-an60 warn ObiAM NpeAnpuHsThl, cekpetapb ADK He3amMeAAUTEAbHO
coobuaet 06 3TOM raBHOMY MCCAEAOBATEAIO M OPraHM3aLMK, NPOBOASILLEN MCCAEAOBAHME.
CekpeTapb rotoBUT OpULIMAAbHOE MUCbMO, MOAMUCAHHOE M AATUPOBAHHOE MPEACEeAATEAEM
AIK nAM ero 3amecTuTeAeM TAaBHOMY MCCAEAOBATEAID O TOM, Kakue AEUCTBUS AOAXKHbI
ObITb MpPeAnpuHATbl B coOTBETCTBUMM C pelueHneM ADK. Ecan ADK He npeanpuHumaer
HUKAKWUX AEMCTBUM, HA COODOLLEHMM CTAaBUTCS OTMETKA «MPUHATO K CBeAeHMIO». CooblueHus
APXMBMPYIOTCS CeKpeTapmaToM B (haiae AQHHOTO MCCAEAOBAHMSI.

2. CHA Ha AaHHbIM npenapart, 3aperMcTpMpoOBaHHbIE B APYIMX MCCAEAOBATEAbCKMX
LeHTpax.

ASK aonxeH 6biTb npouHpopmMupoBaH 060 Bcex caydasx CHSl Ha aaHHbI npenapar,
KOTOpble 3apPerncTpPUpPOBaHbl B XOA€ TPOBEAEHUSI KAMHUYECKOTO WCCAeAOBaHMUst (He
00653aTeAbHO MO AQHHOMY MPOTOKOAY) BO BCEX MCCAEAOBATEAbCKMX —LIEHTpaX, TAe
NPOBOAMTCS MHOTOLIEHTPOBOE KAMHMYECKOe MCCAeAroBaHWe. OpraHu3aums, NpoBOAsiLLas
nccaeroBaHue (crnoHcop), ob6s3aHa CBOEBPEMEHHO coolOlWaTb 000 BCEX CEPbE3HbIX
HEeNpPeABUAEHHbIX  NMOOOYHBbIX  adpdpekTax. [A@BHbI nccaeroBaTeAb  00s13aH
NPOMHpOPMUPOBaTb ITUYECKUI KOMUTET 000 Bcex cayvasx CHS Ha AaHHbIM npenapar,
NPOU30LLIEALIMX B KaKMX-AMOO MCCAEAOBATEALCKUX LIEHTpaX, B TedeHne 10 paboumx AHen
MOCAe MOAYYEHMS] MM TakoW MHpopMaumMu OT crnoHcopa. MHdopmauus AOAXKHA ObiTb
NMPeACTaBAeHa Ha PYCCKOM si3blke UAM ObITb CHabXeHa KOMMEHTAPUSIMU Ha PYCCKOM $I3bIKe.

KommeHTapmmn A0AXHbI oTpaxaTb cBa3b CHS ¢ npremom nccaeayemoro npenaparta.

3. HA, cAyumBlunecs B AAHHOM MCCAEAOBATEALCKOM LIEHTPE.

B Tekywem otyete O MPOBOAMMOM WMCCAEAOBAHWMM M 3aKAIOUMTEABHOM OTHETE TAABHbI
nccaeaoBaTeAb 00s13aH  MHpopmuposaTb ADK 0 npousolleAllnx B AaHHOM (cBoem)
MCCAEAOBATEALCKOM LieHTpe Hl Ha AaHHbINM Npenapat, M MPOKOMMEHTUPOBATb MX.

AIK 06s3aH NPOBOAWUTb KOHTPOAb MOAOTHETHBLIX €MY LIEHTPOB, B KOTOPbIX MPOW3OLIAO
HapylleHne nNpoTokoAa. EcAM noaoGHble sBAEHMS| HAOAIOAAAMCH, HEOOXOAMMO 3anpoCUTb
BHEOYEPEAHOM OTYET M3 MCCACAOBATEABCKOIO LIEHTPA, MPOMHTEPBbIOMPOBATb TAABHOIO
MCCAEAOBATEAS! U NMPU HEOOXOAMMOCTU HAHECTU BU3UT B 3TOT LIEHTP.
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