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Ileb - ONMCAHUE TPOLEAYPHI (YACTOThI, MEPUOIMEHOCTH H YCIO0BHI) NPOBE/IeHNs HabMOACH!S 32
XOJIOM HCCIIeJOBaHHs, N0 KOTOPOMY ObLIO TIPMHATO ToONoKuTeNbHOe pemeHue. Habmonenue Moxer
NpPOBOIUTLCA B (hopMe 3a04HOM IKCTIEPTH3bI TEKYLHUX JAHHBIX MO MIPOTOKOIY MCCIIE0BAHUS B BUIE
FOJIOBEIX OTYETOB IJIABHOTO MHCCIIENOBATENl W/WIM MyTeM MpPOBeJCHUS KOHTPOJIBHOIO BH3MTA B
UCCJIEIOBATEILCKUI LIEHTP /I OMNpeJeseHHs COOTBETCTBHA IpPOLECCa IMPOBEIEHUSA KOHKPETHOrO
WCCNeoBaHuA TpeboBaHMAM coOmoaeHus mpaB ydacTHUKOB uccnenoaHud, GCP um ycnosuam
COOTBETCTBYIOLIETO POTOKOJIA.

O61acTh NpEMeHeHNAS - KO BCEM BHJIaM SKCTIEPTU3HI IPOBEAEHHUS HccaenoBanus ogoopeHHoro KD.

OTBeTCTBEHHOCTH - JKCIEPTH3a JaHHBIX MO Tekymemy uccnenosanuio ®opma COI-K3-010-01,

KOTOpoe npoBoautcs wieHamu KD.

Ha6moaenune: cekperaps K3 no cornacoBanuto ¢ [Ipeacenatenem K3 MoxkeT mpoBOAUTE KOHTPOIb

3a cobmoneHueM cpokos nony4deHus orderos Popma COIT-KD3-010-01 1 BecTH COOTBETCTRYHOILYIO

KapTOTeKy.

4.1. PaccmotpeHue TpeOyeT cieayrolue coObITHA H 00CTOATENBECTBA, BOZHHKAIOLIHUE B X0
MCCNIEJ0BAHUA:
4.1.1. BCe MoMpaBKH K MPOTOKOJY, KOTOPbIE MOTYT MOBJIHATh Ha COOJIO/ICHHE NPaB,
0€30MacHOCTb U 3710pOBbE YHACTHHKOB MCCIIEI0BAHHS TIPH IPOBEIEHUH CaMOro
UCCleIOBAHMNS;
4.1.2. cepbe3Hbie ¥ HETIPEBHICHHBIE HEXKEIATE/IbHBIC ABJICHUSA, CBA3aHHBIE
C NPOBEACHUEM HCC/ICA0BAHHUA HIIH HCCIeAYyEeMBIM MPOAYKTOM, a TaKoKe
NpEeINPHUHATBHIC B 3TOM CBA3M MEPbI CO CTOPOHBI HCCIIEI0BATENEH, CIIOHCOPOB
U 0ULHATBHBIX JIUIL;
4.1.3. moObie cOOBITHA MM HOBas MH(OPMALHA, KOTOPIE MOTYT H3MEHHTH COOTHOILEHHE
HOﬂL3&/pHC]€ JJ1A YHaCTHHUKOB HCCJIEAOBAHHA.
4.2. [Tnanoeoe HabmoaeHNe 3a X0A0M HCCIe0BaHHs BKIKOYAET B ceds nojavy or4era o XoJe
MCCIIC0BAHMA C KPaTHOCTBIO, onpeeneHHoit KD mpy npuHATHH MOJI0KUTENBHOTO
pellleHns, NPy JTATENBHBIX HCCIET0BAHIAX He pexe 1 pasa B rod. OT4eT NOANUCHIBACTCA
U JaTupyeTcd riaBHeM HcenenoBateneM @opma COIN-KD-010-01.
4.3. TIpoMexKyTO4YHbIE OTYETHI O X0A€ UCCIICI0BAHHA AODKHEI COAEPKATE CJIEAYIOIYIO
HHGMOPMALIHIO, HO HE OTpaHHYHBATLCS €10:
4.3.1. cBenenus o Habope cyOBEKTOB UCCIIEIOBAHUS,
4.3.2. CHJ u venpeapuaeHHble HA B LicHTpE;
4.3.3. cBezieHus 00 UCKITIOYEHUU CYOBEKTOB M3 HCCIIEI0BAHU;
4.3.4. HOBBIE JaHHBIE, Kacalompeca 0€30MacHOCTH MPOAYKTa,
4.4, Tlpu yusactun B KM ysa3BMMOro KOHTHHIEHTa (neTu, noxKuible, HeaeecrocoOHble, JMLa ¢
ICHXMYECKMMH PaccTPOHCTBAMH M T.[.), IPH BBICOKOM PHCKE /1A Y4aCTHHKA NCC/ICAOBAHNA I
[0 KaKUM~TH60 ApyruM npuumuHam, KD MoXeT KOHTPOTHPOBATh X0/ MCC/ef0BaHNs ¢ OosbLIeii
MEPUOAMYHOCTEIO. PerieHue 06 0COGEHHOCTSIX MOHHTOPHHIA MPUHMMACTCA Ha 3acelaHHH KD:
[Py BHICOKOM pHcke 1 pas B Mecsy, | pas B 3 Mecslia, IpU pucke cpeareii crenern 1 pas B 6 wn
1 pas B 9 mecsueB. B ciyuae BBICOKOrO PHCK HCCENOBAHMA H NPHUBJIEHCHHAS YA3BHMBIX
KOHTHHIEHTOB BO3MOXKHO TIPHHATHE PELICHHS O KOHTpoJe Kaxaoro mauyenTa. ITpu HEBBICOKOM
pHCKe HCCIENOBAHNs KPATHOCTh Hab/mo/leHnsl cocTasiset 1 pas B 12 MecALEs.

4.5. B ciayuae KoHcrataiui (akTa HapylleHHs [POTOKONA MCC/IEN0BaHMs, MOABICHUH HOBBIX
CBEJICHWI, M3MEHAIONMX COOTHOINEHHWE MOJb3a/PHCK Ul YYaCTHMKOB  MCCIIEN0BaHMHA,
PErHCTpalUyi CEPhe3HbIX HENKENATE/bHBIX SBIEHUH Y MALMEHTOB, CBA3aHHBIX C MPOBCACHHEM
JIAHHOTO KJIMHUYECKOIO MCC/IEA0BaHUA ITHUCCKIM KOMHTET MOKET:

4.5.1 B OTHOIIEHHH MCC/IEOBAHMSA; OTO3BaTh pelieHne 06 0J00peHNH KIMHHYECKOTO UCC/Ie/10BaHNs,
NPHOCTAHOBHT €r0 TNPOBEJEHHE, MOTPebOBaTh CTPOroro CoOMKOAEHHA MPOTOKOIA TPH
YCHJIEHHOM KOHTpOJIE €0 cTopoHbl K3;

4.5.2. B OTHOILIEHNMHU JTMIA, B OTHOLIEHHH KOTOPOTO MPOM30LLIO HApYIIeHHe MPOTOKOJIA: BBIBEICHHE
W3 HCC/ENOBAHMS, OKa3aHWe Mep MEIMLMHCKOro BMeEILaTebCTBa, HAMpaB/JICHHBIX Ha
HelTpann3aLuio HapyLIeHHH.

4.6. B cryuae KOHCTATALMH COOTBETCTBUS IPOBOIMMOTO HCCIEI0BAHUA TIPOTOKOITY BBIHOCHTCA
pelIeRne O MPUHATHH K CBECHHIO MONy4€eHHOH HH(POPMALMK 110 MOHHTOPHPOBAHHIO KH.

4.7. CobmroeHue ycnoBit HaOMoAEHHA 3@ XO/I0M HCCIIE/I0BAHUA ABJIACTCA OTBETCTBEHHOCTBIO
cexpeTaps. OH BEJIET Y4eT KPaTHOCTH IOCCUICHHSA UCCNIEN0BATENBCKHX LIGHTPOB 1

MpexocTaBpIeHUA OTYETOB O XO1€ MPOCKTA, NOCPEACTBOM KapTOTCKH HaO/IIOACHHA.
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@opma MPOMEKYTOYHOTO 0TUeTa 00 UCCNeIOBAHHH

Homep npoTokona uccneoBaHUA:

Hasganue nporokona:

I'naBHbiii HCcie0BATENb:

HccnenosatenbCKii LEHTD:

Craryc ucciienoBaHus (OTKPBIT/3aKpbIT HA0OP MALIHEHTOB):
Cnoncop:

Homep npotokona KD u nata onobpeHns Hcclea0BaHu:
Jata Ha4ajia UcCIeIOBaHMA:

Yucio paHAOMHU3UPOBAHHEIX MALUEHTOR!

[TnanupyemMoe 4ucao y4acTHHKOB KH:

Yucio CKpUHHUPOBAHHBIX MALMEHTOR:

Yucio nauyeHToB, NpoJobKatoIHX yyactie B KH:
Yucno YYaCTHHUKOR, 3aKOHYHBUIHX JIEYCHHE!

Kpartkoe uznoxeHme pe3yabTaToR:

Hudopmanus o CHS B cRoeM LieHTpe.

Uudopmauus 06 OTKIOHEHHAX OT IIPOTOKOJIA.

Ilonnuce ra. uccinenoBatend:

JlaTa:

®opma COIT-K2-010-01
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