KOMMUTET IO 9THUKE
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CTAHJAPTHASA OIIEPALIMOHHAS ITPOLIEJITYPA Ne3

Bepcus 2
Ymeepowcoena na 3aceoanuu JIDK
npomokon N9 om 18 cenmsaops 2024 2.

IMopsinok npeaocTaBIeHUs JOKYMEHTOB HEKJIHMHUYECKOT0 UCCIeJOBAHNS HA PpACCMOTPEeHne

Lenv oannoii COIl — onucamv nopsook npeoocmasieHuss OOKYMEHMO8 HEeKIUHUHLECKO2O0
ucciredosanus Ha paccmomperue ¢ Komumem no smuxe.

1.IlpenocTBieHne JOKYMEHTOB.

1.1  JloxymeHTsl mis paccMmorpeHus nomaroTcss B Komwurer mo stuke (JIDK) or nwmma
3asBUTEIS, HECYIIErO OTBETCTBEHHOCTh 33 HAYYHBIH, OPraHW3allMOHHBIA M STHUYECKUH aCTeKThI
ucciieloBaHysl (TJIaBHOTO MCCIIeI0BATENS/OTBETCTBEHHOTO CIIOTHUTENS).

1.2 JlokyMeHTHl moAa0Tca B OyMakHOM (opmare B OJHOM HK3EMIUIApPE, 3a HCKIIOYEHUEM
3asBJICHUS, KOTOPOE MOJAEeTCA B 2-X IK3EMIUIIpax.

1.3 lns ocymiecTBIEHUS 3THYECKON SKCIIEPTH3BI 3asBUTEINb JOJDKEH MpeAcTaBuTh B KomureT mo
ITHKE CIETYIONYI0 JOKYMEHTALHUIO:

v’ TloamucaHHOE 3asBUTEIEM U JaTHPOBAHHOE 3asBiieHHE (MHCHMO-TIONAYa) Ha UMS

npezcenarens (3amMecTuTelns npejacenarelns). B 3asBieHun yka3bplBaeTCsl OJHOE Ha3BaHUE
TEMBI HCCIIeI0BATEIbCKON paOOThI M IPUBOJUTCS CIIMCOK MPEACTABICHHBIX JOKYMEHTOB.
[IpoTokon (m1an) ucciaea0BaHMUs.
WupopmanioHHbII TUCTOK y4aCTHUKA UCTIBITAHUS U (hopMa HHPOPMHUPOBAHHOT'O COTJIACHSL.
JIHEBHUKH, aHKETBl M JpYyrue JOKYMEHTBHI, KOTOpbIE€ MPEACTOUT 3alOJHATH yYaCTHUKAM
UCIBITaHUH (€CIIU MPUMEHUMO).

v' Marepuaisl, BKIIFOYas peKiamMHbie, HHGOPMHUPYOLIHE 00 HCCACIOBAHIN M HUCIOIb3yeMbIe
JUISL IPUBJICUEHHS YUaCTHUKOB UCTIBITAHUHN (€CIIM TPUMEHUMO).

v' Hubpopmaiuio O BBIDIATaX UM KOMIICHCAIMSAX YYaCTHHKAM HCCICAOBaHMS (ecin
IIPUMEHHMO).

v VHCTpYKIHsI 110 TIPUMEHECHHIO JIEKApCTBEHHOTO TpenapaTa s MEAUIIMHCKOTO TIPUMEHEHHS
WIA PYKOBOJCTBO IO JKCIUTyaTallMM Ha MEIUIIUHCKOE W3J/EIHe, SBISIOUIMXCS MPEIMETOM
WCCJICIOBAHMH (€CITU TPUMEHUMO).

v' Pe3toMe HCCIen0BaTeNs B TEKYIEH pelakiinH.

1.4 Komuter 1o 3THKE MOKET 3allpOCUTh U JPYrUe JTOKYMEHTBI, KOTOpble MOTYT, IOTPEOOBAThHCS
€My JJISl HCTIOJIHEHHS CBOMX O0S13aHHOCTEH.

1.5 Bce 1OKyMEHTHI JOTKHBI COOTBETCTBOBATH TpeboBaHusIM GCP.

1.6 JlokyMeHTBI MpUHUMAIOTCA U peructpupyrotcs cekperapem JIDK. Cekperapb ocyiecTBiaseT
IPOBEPKY MOJIHOTHI COJEPXKAHHUS WM TNPHUHATHE K JEJIONPOU3BOJCTBY BCEX IOJNYYCHHBIX IS
9KCHEPTU3bl MaTepHaIoB HMccienoBaHni. Ha AByxX sKk3eMIulsipax 3asBJIEHUS CTaBUTCSA IOMETKa
CeKpeTaps M JlaTa 1o yTBepkIEHHOU (opMe, yI0CTOBEPSIONIas MojdydyeHne JOKyMeHToB. OauH
AK3eMIUISIp 3asBaeHus ocraetcs B JIOK, BTopoii oTnaercs 3asgBUTENIO.

1.7 ns OCYIIECTBICHUS ATHYECKOW OKCHEPTU3bl IUIAHUPYEMOW MMyONMKaluh 10 TeMe
UCCIIEI0BaHMS 3asBUTEIIb JOJKEH IIPEICTaBUTh B Komurer 1o JTHUKE
CJIEYIOILYIO JOKYMEHTAIUIO:

ANANEN




v' TloAnucaHHOE OJHUM W3 aBTOPOB M JATHPOBAHHOE 3asBicHHE (2 IK3EMIUISIpa) HA HMSI
npenceaarens (3aMecTuTensl mIpeaceaaress). 3asBleHHE JOJDKHO COAepXaTh Ha3BaHHE
nyONIMKaIuU, Ha3BaHUE TEMbl UCCIEIOBAHUS, [0 MarepHaliaM KOTOPOTO IMOATOTOBJICHA
CTaThs U HH(OpMAIHIO 00 aBTOpax.

v TleyaTHblil BAPUAHT [UIAHUPYEMOU MyOIHKAIIUH.

v Pemenne JIDK B OTHOIIEHWHM HCCIENOBAHUSA, MO MarepHanaM KOTOPOrO IIOArOTOBIEHA
CTaThSl.

2. CpokH ¥ aipec Mpe10CTaBICHUs TOKYMEHTOB.

HoxymenTtsl nogatorcst B JIDK He no3nnee, yem 3a 7 [HEH 10 04e€peAHOTO 3aCEaHus 110 apecy:
Mocksa, Kammpckoe mocce, n. 24, ®I'bY «'HIl Uactutyr ummynonorun» ®MBA Poccun,
Komuret no stuke.

3. JlokyMeHThI Ha OCHOBaHMH, KOTOpbIX HamucaH COIl:

— Haumonaneueim cranpaprom PO I'OCT P 52379-2005 «Hamnexamiass KIWHUYECKas
npaktuka Good Clinical Practice (GCP)», yTBepkaeHHBIM mNpukazoM DeneparbHOTO
areHTCTBAa 110 TEXHUYECKOMY PETYJINpOBaHMI0 U MeTposoruu ot 27.09.2005 Ne 232-cr,

— Pemennem CoBeta eBpa3uiicKoil 5JKOHOMHYECKOM KOMUCCHU OT 3 HOs10ps 2016 roma N 79

«O6 yrBepxkaenuu llpaBun Haanexamed KIMHMYECKOW NpakTUku EBpasuiickoro
9KOHOMHYECKOTO COH03a,

— TOCT P 59050-2020 MuHOBalIMOHHBII MEHEHKMEHT. DTUYECKAsA OLl€HKA UCCIIEJ0BaHUI
Y MHHOBalMi, yTBep K 1€HHBIN [Ipukazom Poccrannapra ot 29.09.2020 r. N 701-cT.,

— Pyxosoacreom ICH GCP E6 (R2).



