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1. Hdean - onucaHue MpoLeaypbl (vacTOTHI, MEPHOANYHOCTH H yCNOBHii) MpOBE/IEHUS HabmoaeHms 3a
XOJIOM HCCJIeZIOBaHMs, 0 KOTOpoMy ObLIO MPUHATO nookuTeNbHOe pemenue. HaGmoneHie MoXKeT
npoBoMThECA B hopMe 3204HON IKCIEPTH3RI TEKYLUHX JAHHBIX 110 TPOTOKOMY MCCNeIOBaHUs B BHIE
FOJOBBIX OTYUETOB TJIABHOTO MCCIIEA0BATE/A wuiM TyTeM TPOBEJCHHMS KOHTPOJILHOrO BM3MTA B
HCCIIEIOBATEBCKUM LIEHTp U OTpe/iefieHns COOTBETCTBUS TMpoLecca TPOBEJEHHMA KOHKPETHOrO
uccaenoBaHMA TpeGoBaHMsIM coOKOACHHA TpaB y4acTHUKOB uccnenopanus, GCP u ycnoBHAM
COOTBETCTBYIOILErO MPOTOKOIA.

2. O6aacTh NPUMEHEHHs - KO BCeM BHJIAM DKCNEPTH3E! IIPOBENCHUA nccnenopanua onodpentoro K.

3. OTBeTCTBEHHOCTh - SKCMEPTH3a JaHHBIX IO TEKYLIEMY HCCIIe0BAHHIO dopma COII-K3-010-01,
KoTopoe npoBoauTes wienamu K3.

4. Ha6momenne: cexperapb KD no cornacosauuio ¢ Ilpeaceaareinem KD MoKeT NpOBOAMTE KOHTPOJIb 33
COGIIIONIeHHEM CPOKOB TonmyueHus ordetoB Popma COIT-KP-010-01 u BecTH COOTBETCTBYIOLIYIO
KapTOTEKY.

4.1. PaccMoTpenue TpeOyeT ClIE/yIouue CoObITHs 1 o6CcTOATENBCTRA, BO3HUKAIOIIKE B X0/1€
UCCNEI0BaHUA:

4.1.1. Bce MOMPABKHM K MPOTOKOIY (POrpamMMe), KOTOPbIS MOTYT MOBJIHATS Ha co0JIr0IeHHE MpaB,
6C3OHaCHOCTB H 3710pOBbE yLIaCTHPlKOB HCCJICA0BaHMs IIPH HpOBe,EleHHH camoro
HCCeJOBaHHA !

4.1.2. CEPbE3HBIC H HeﬂpeﬂBHﬂeHHb!e HeKenaTe/IbHbIC ABJICHHA, CBA3aHHBIC C HPOBe}],eHHBM
MCCIICOBAHMA, MCCIIEYEMbIM MPOLYKTOM HIIM MEIMIMHCKAM H3JEIIHEM, & TaKKe
TPENPHHSATLIE B 3TOH CBA3M MEPBI CO CTOPOHEI McciieioBaTeneii, CNoHCOpoB
M 0HLHATILHBIX JTHLL

4.1.3. moGbie coObITH MWK HOBas MHGOPMALHA, KOTOPbIE MOTYT H3MEHHTE COOTHOLICHHE
T0/Ib3a/PHUCK /1 YHACTHUKOB HCCIIEOBAHUA.

4.2. TInaHoBoe HAG/IOCHHE 38 XOIOM UCCIIeIOBAHUS BKIIOUACT B ce0d noaaydy oTr4era o Xoue
HCC/IeIOBaHMS C KPATHOCTBIO, OTIPE/IeIeHHOH KD npu npUHATHY MOJIOKHUTETBHOIO
pelIeHys, MpH UTHTENbHBIX HCCIICAOBAHUAX HE pesxke | pasa B rofi. OTHeT MOAMUCHIBACTCA

1 JATHPYETCs [VIABHBIM HCCIIe/IOBATENEM ®opma COI-K3-010-01.

4.3. TIpoMexyTOUHBIE OTUETHI O XOJIE HCC/Ie/0BAHMA AOIDKHE] cojieprKaTh CIeYIOLLYI0
uH(OPMALKIO, HO HE OTPAHHYHBATLCS €I

4.3.1. cBejeHUs 0 Habope CyOBEKTOB HCCIIEN0BAHMA;

4.3.2. cepbe3HbIE HEKENATC/IbHbIE apJienHus/cepbe3Hble HeONaronpUATHLIE BO3TEHCTBHS U3IETHA,

¥ HenpeBUIEHHbIE HeXKeNaTe/IbHbIC SRICHH/BBIABICHHBIC HEJOCTATKH MEUIIMHCKOrO
W3JeNus B LIEHTPE;

4.3.3. cBeieHus 00 MCKIIOUSHHH CyOBEKTOB H3 UCCIIC0BAHMA,

4.3.4. HOBbIE AaHHbIe, Kacarolyecs 6e30MacHOCTH MPOAYKTa WK HCCIIelyeMOro M3eHs;

4.4, Tlpu yuacruu B KM ys3BUMOro KOHTHHIEHTA (metH, MOXKWIbIE, HELEeCH ocoOHble, JMLA C
ICHXHYECKMMM PACCTPOMCTBAMMU M T.[L.), [IPH BBICOKOM PUCKE JUIA YUaCTHHKA MCC/Ie/I0BAHMA WITH
1o KakuM-1u60 apyrum npuduHam, K3 moxer KOHTPOJIMPOBATH XOJi HCCTIEI0BAHMA C Gonpluek
TNepHOAMYHOCTbI0. Pemenue 06 0COBEHHOCTSIX MOHHTOPHMHIa MPUHMMACTCA Ha 3aCeaHuu KD:
ripu BbICOKOM pHcke 1 pas B mecsll, | pas B 3 Mecsita, IpA PHCKe CpejHel cTeneH 1 pas B 6 wu
1 pa3 B 9 Mecsaues. B ciy4ae BBICOKOrO PHMCK HCC/ICAOBAHUSA U TpPUBIICUEHHS YA3SBUMBIX
KOHTHHI'€HTOB BO3MOXKHO TIPHHSTHE PELeHHs O KOHTPOJIE KAkKIOro nauuenTa. [Ipy HEBLICOKOM
pHCKe MCCIeJOBaHMS KPATHOCTD HaGonenus cocrasnset | pas B 12 MecsleB.

4.5. B cayuae KoHcTaTauui (akTa HapylleHus MPOTOKOIA (mporpamMmbl) HCCIEAOBAHMSA, MOABICHUHN
HOBbIX CBeﬂGHHﬁ, H3MEHAIIHUX COOTHOIIEHHE ﬂOﬂbSa/pHCK A y"laCTHPII{OB HCCIIe0BaHUA,
PErHCTpaLiM CEepPhe3HBIX HEMENATE/IBHBIX ABIeHMI y TAIMEHTOB, CBA3AHHBIX C MPOBEACHHCM
JaHHOI'O KJIMHHYECKOTO Uucciie1oBaHud 3TH‘-IGCKHﬁ KOMHMTET MOKET.

4.5.1. B OTHOLIEHMH MCCIICIOBAHMS: OTO3BATh PELICHHC 06 0100peHkH KIMHHYECKOro NCCIeA0BaHNA,
TMPUOCTAHORUTL  €ro  MPOBEACHUE, norpeGoBath CTpPOroro cobmoieHnss  MPOTOKONIA
(porpaMMBI) TIpH YCHJIEHHOM KOHTPOJIC co croponsl KJ:

4.5.2. B OTHOLIIEHHH JIMLIA, B OTHOLICHWH KOTOPOTO MPOM3OLLIO HAPYIICHHE MPOTOKOA (mporpamMmBi):
BbIBE/ICHHE M3 HCCIeJ0BaHUS, OKa3aHHE MED Me/TMIMHCKOTO BMEIIATENbCTBA, HANPaBICHHbIX
Ha HEHTPAH3aLMIO HapyLUCHHH.
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4.6. KD nomkeH ObiTb mpouH(bOPMHpPOBaH O MOOBIX OTKJIOHEHMAX OT MpPOTOKONA (mporpamMMsl)
KIMHAYECKOT0 MCCIENOBaHMUA, CBA3aHHBIX C BBEACHHEM OrpaHMYMTENLHBIX MEP M HANPaB/leHHBIX HA
oGecneuenne 5e30NacHOCTH MAlMEHTa M HENPEPHIBHOCTH XOJia MCCICNOBAHMA B neHTpe B TeueHue 135
KaneHJapHbIX JHEM.

4.7. B ciyuyae KOHCTATALMK COOTBETCTBHA MNPOBOIAMMOTO yccsieoBaums TIPoTokoNy (IporpamMme)

BBLIHOCHTCS pELIeHHE O TNPUHATAM K CBEICHHIO noyyeHHoM MH(pOPMALMK [0 MOHMTOPHPOBAHMIO
HCCIIEIOBAHUS.

4.8. Cobmonenue ycrnosuii HaGNIOJEHWs 33 XOJOM MCCIENOBAHUA SABIACTCA OTBETCTBEHHOCTHIO
cexperaps. OH BejleT yd4eT KpaTHOCTH MOCCLIEHHMA HCCIeNOoBATEILCKIX LIEHTPOB ¥ TPENOCTABICHHA
OTYETOB O XOJIe MPOEKTA, I0CPEACTBOM KaPTOTEKH Ha0MI0AEHHS.
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®opMa MPOMEIKYTOUHOTO OT4ETa 00 MCCIIe/IOBAHNM

HoMep npoTOKOoNa/MporpaMMBbl HCCIIEIOBAHKA
Ha3zpaHue MpoOTOKOJI1a/TIPOrPaMMBbi:

I'naBHbIli HCCIEIOBATEb!

HWccnenoratensCKuil LEHTP:

Craryc HccieqoBaHus (OTKPbIT/3aKPBIT Habop MaLUeHTOB):
CrnioHcop:

Homep npotokona K3 u fara 000peHus UCCIeI0BaHU:
Jlara Hayana McclleJoBaHHA:

Ilepuop BpeMeHH, 32 KOTOPBIH MONaeTCs OTHET

Yucno paH)ZlOMPlSHpOBaHHbIX TMalUCHTOB:

[TnaHupyeMOe YMCII0 Y4aCTHUKOB KH:

Yucno CKpUHUPOBAHHBIX MALMEHTOB:

Yyc/10 MalMenToB, npoomkaomux yuactue B KH:
Upeio yMacTHHKOB, 3aKOHYMBIINX JICUCHHE!

KpaTkoe usnoxeH1e pe3y/bTaToB:

Undopmauus o CH B cBoeM LEHTPE.

Uudopmars 006 OTKIOHEHHAX OT MPOTOKO/IA.

TToanuck 1. UccleaoBaTens:

Hara:

®opma COI-K3-010-01
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