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Ieas - onucanue npouemypsi (YacToThl, NEPHOJIMYHOCTH H YC/I0BHH) NMpOBeNeHHsS HaOMIOAeHus 34
XO/IOM HCCTIeIOBaHHA, N0 KOTOPOMY GbLIO NPHHATO NONOKHTENbHOE pemenue. Habmonenue MoKer
MPOBOAUTECA B (POPME 3204HOM IKCNEPTH3IBI TEKYIUMX JAHHBIX TI0 MPOTOKOJTY MCCIEOBAHUA B BUIE
TFONOBBIX OTYETOB IVIABHOIO MCC/CAOBATENA W/HIM IyTeM MpPOBEJEHNs KOHTPOJILHOrO BHM3HTA B
HCCIIeNIOBATENBCKUI LCHTP A/ ONpeleNeHns COOTBETCTBUS MpOLEcca MPOBEAEHH KOHKPETHOro
MCCIC/I0BAHKA TPeGOBAHHAM COOMIONGHHS NpaB YUACTHHKOB ucenenopanusd, GCP u ycnosuam
COOTBETCTBYIOLLETO NPOTOKONIA.

ObaacTh npumMeHenns - Ko BceM BUAaM IKCMEPTH3bI NPOBE/ICHHUS HCChenoBanus 0400peHHoro K.

OTBETCTBEHHOCTE - 3KCNEpTHIA JAHHBIX TIO Texyuemy ucenegosanny ®opma COIM-K3-010-01,

KOTOpO€ NPOBOAUTCS WieHamu K3,

HaGmonenne: cexperape KD no cornacosanmio ¢ IIpencenarenem K3 moxer npooauts KOHTPO/b

3a COOJIIOIEHHEM CPOKOB MOTYYEHHS OTHETOR ©®opma COIT-KD2-010-01 u Bectu COOTBETCTBYIOLLYIO

KapTOTeKy.

4.1. PaccmoTpenue Tpebyet creaytowme coGbITHs 1 00CTOATE ILCTBA, BO3HHKAIOILHE B XOJIE

HCClIeIOBAHMS:

4.1.1. Bce MONpaBKH K MPOTOKOIY, KOTOPBIE MOTYT NOBIHUATE Ha COOMOeHKE Npas,
0€30MacHOCTb 1 30POBbe YUACTHHKOB MCC/IENOBAHHS MPH NPOBEIEHHH CaMOro
HCCIIeIOBAHHS;

4.1.2. ceppe3Hble 1 HEMpeBUAEHHbIE HexKeNaTe bHEIE ABJICHHS, CBA3aHHBIE
C MPOBEIACHUEM HCCNIENI0BAHUS HIIH HCCICLYEMbIM MPOIYKTOM, a TAKWKe
NPEATNPHUHATEIE B 3TO¥ CBA3M Mepbl CO CTOPOHBI HCCIe0BaTE e, CIIOHCOPOB
¥ OQHLHAILHEBIX JTHLL

4.1.3. mo6vle cobbITHs MM HOBas HH(OPMaLK, KOTOpPbI€ MOTYT H3MEHHTE COOTHOLIEHHE
T0/IB3a/PHCK AT YYACTHHKOB MCC/IEA0BAHMS.

4.2. [nanoBoe HaGmoeHHe 32 X0A0M HCCIIENOBAHMS BKIIOYAET B cebs Nojavy oT4eTa 0 Xojie
HCCNIEN0BaHNs C KPATHOCTLIO, OnpeaeneHHo KO npu NpUHATHE NONOKHTEABHOO
PCUICHHA, TpH UTMTE/IbHBIX HCCIeA0BaHUAX He peske | pasa B ron. OTueT noamrosipaercs
H laTHpyeTCA r1aBHBIM Heenenoarenem @opma COIT-KD-010-01,

4.3. IIpoMe:yTOUHbIE OTHETBI O XO/IE HCCIIEA0BAHMS JOMKHbI COMIEP3KaTh CIICAYIOILYHO
HHOOPMALIHIO, HO HE OrPAHUUYHBATLCS €IO:

4.3.1. cBenenus o HaGope CyGBHEKTOR HCC/IGAOBAHMAL

4.3.2. CHAI u nenpenBuaennsie HS B uentpe;

4.3.3. cBeneHus 06 MCKTIOYEHUH CyOBEKTOB M3 HCCIENOBAHMSL;

4.3.4. HOBbIE aHHbIE, KACAIOIHECH GE30MaCHOCTH NpoayKTa;

44. Tlpu yvactun B KU ya3BMMOro KoHTHHreHTa (meTH, noxumele, HeaeecriocoGHblE, JNMmA C
TCHXH4ECKHMH PacCTPOHCTBAMM H T.A.), IPH BLICOKOM PHCKE IUIs YIACTHHKA MCC/IENOBAHMS WIH
no KakuM-mu60o apyruM npuunnam, KD mosxer KOHTPOJIHPOBATh X0/ HCCIEN0BaHHS ¢ GoJibineii
MEPHONMYHOCTLIO.  Peuienne 06 0cOGEHHOCTAX MOHHTOPHHTA NpHHUMAaeTCs Ha 3acemaHuu KD:
TpH BBICOKOM pHcke 1 pa3s B mecsiw, | pas B 3 mecsua, TIPH PHCKE CpeHeH cTeneHH | pas B 6 uiu
1 pas B 9 Mecsaues. B ciyuae Bhicokoro PHCK HCCICNIOBAHHS W MNPHBIICYEHHS YS3BHMBIX
KOHTHHI€HTOB BO3MOYKHO TPHHATHE PELICHHS O KOHTPOJIE KaXKAOro MalMeHTa. I[pu HeBBICOKOM
PHCKE HCC/ICNI0BAHKA KpaTHOCTE HabmoaeHus coctasaser 1 pas B 12 mecsues.

45. B ciyuae komcraraumm ¢akra HapylWeHHs NPOTOKONA HMCCIISNOBAHMA, TOSBIEHUH HOBBIX
CBEICHHH, M3MEHSIOIHMX COOTHOLIEHHE MONb3a/PUCK N1 YYACTHHKCS UCClIeI0BaHHS,
PETMCTPALMK CePBE3HDBIX HEKENATENbHBIX ABNCHUH y MALMEHTOB, CBA3AHHBIX C NPOBEICHHEM
AAHHOIO KITHHHYECKOrO HCCNELOBAHHS STHYECKHIH KOMHTET MOKET:

4.5.1 B OTHOLUEHHH MCCENOBAHMS: OTO3BATH peiueHne 06 on0OpeHnH KIHHHYECKOro MCCIIEIOBaHMH,
PHOCTAHOBUTL €ro npoBeaeHHe, NOTpeGOBaTh CTPOroro cobMroaeHHs NPOTOKONA TpH
YCHJIEHHOM KOHTpOJIE €O cTopoHbl K3;

4.5.2. B OTHOLUEHHM JIHLIA, B OTHOLIEHHH KOTOpOro MpOHM30LLIO HAPYIIEHHE MPOTOKOA; BHIBEACHHE
M3 MCCICNOBAHMA, OKA3aHWe Mep MEIHUHHCKOrO BMeIlaTeNbCTBa, HamnpaB/IeHHBIX Ha
HEHTPAJIH3aLIHIO HAPYLIEHHUH.

4.6. KO nomken 6viTh NPOHH(GOPMHPOBAH 0 JMOGBIX OTKIOHEHHSX OT IPOTOKOJIa
KIIHHHYECKOr0 HCCIIeN0BAHMS, CBS3aHHEIE C BBEICHHEM OrpaHUYHTE/IBHBIX MEP U HallpaBJICHHEIE
Ha olecreveHne Ge30MaCHOCTH TAIMEHTA U HCTIPEPBIBHOCTH XOJa HCCIIEJIOBAHUS B IIEHTPE B
TeUeHHe 15 KaJCHOapHBIX JHEH,
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4.7. B Cllyvyae KOHCTAaTalHH COOTBETCTBHUA MPOBOIUMOIQ HCCIeqoBaHuA IIPOTOKONY BBIHOCHUTCH
PCLICHHE O MPHHATHH K CBEACHHIO NO/1y4eHHOH HHOPMALIHH 1O MOHHTOpHpOBaHuto KU,

4.8. CoGumronenne ycnosuii Habm0aeHMs 33 XO10M HCCIIeIOBAHHKA SIBJIAETCSA OTBETCTREHHOCTRIO
cexperaps. OH BeIET yueT KPATHOCTH MOCEILEHHS HCC/IEI0BATEIbCKHX LIEHTPOB H
MPEAOCTAB/ICHHS OTHETOB O XOA€ NPOEKTa, 0CPEACTBOM KAPTOTEKH HAGMIONCHHS.
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Dopma MPOMEIKYTOUHOro OTUeTa 06 HCC/IeN0BAHNHN

Homep npotokona ucenenoranms:

Hasganue nporokona:

['naBHEeIi uccnenoparens:

Hceenenosarensckuii uentp:

Crartyc uccnenopanms (oTkpBIT/3aKpBIT HaGOP NalHeHTOB);
CnoHcop:

Homep nporokona K3 u nara 0106peHHs HeCIeOBAHMS:
Jara Hayana ucenenoBanus:

Yueno paHIOMH3MPOBAHHbBIX NALIMEHTOB:

IInannpyemoe yncsio yyactrukos KU:

HK1ci0 CKPHHHPOBAHHBIX NALMEHTOR:

YHCII0 MankeHToR, MPOAOIKAIOLIMX yuacrtHe B KH:
HHCr0 yUacTHHKOB, 3aKOHYHBLINX JleUeHHe:

Kpatkoe usnoxenue pesynsraros:

Hudopmaums o CHS B cBoem uenTpe.

Undopmauns 06 oTknoneHunsx or MPOTOKO/IA.

[Moamuce ra. uccnenosatens:

JHara:

®opma COIT-KD-010-01
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