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1. OO011Hue moJ10KeHus

11 B cootBercTBUM ¢ MexIyHapOJHBIMU CTaHIApTaMH, BCE MEIUILIMHCKUE YUYPEXKJICHUS,
(dapmalleBTHUECKUE KOMIIAHUHM U WHBIC OpraHU3aIliy, MPOBOSAIINE KIMHUYECKHE UCCIICIOBAHMS,
JOJKHBI pabOTaTh B COOTBETCTBUH C 3apaHee YCTAHOBICHHBIMU CTAHJIAPTHBIMH OTICPAIlMOHHBIMU
MpoLeaypamHu.

C uenpl0 UCHOJMHEHHs] JTAaHHOTO TpPeOOBaHHUA, a TaKXKe JUIsl oOecreueHUs BBICOKOIO KayecTBa
MPOBEACHUS KIMHUYECKUX uccienoBanuit, Jlokanpueiii Dtrueckuit Komurer HI[ MBU ®UIL]
KHII PAH pa3pa6ateiBact Ctangaptasie Onepanuonnsie [Iponeaypsr (COIT).

12 PaspabatsiBaembie COII  OOMKHBI  PErJIaMEHTUPOBATH BCE O3Talbl  KIMHUYECKUX
uccienoanui, nposoaumeix B HII MbU ®UIL[ KHI[ PAH.
13. Becwr nepcoHan, BOBI€UEHHBII B KIMHUYECKHE MCCIIEOBAaHUS, JOJDKEH B CBOeH pabore

cTporo cienosath yreepxka¢HHbIM COIL
2. Paspaborka u yrBep:xkaenue COII

2.1. COII paspabatsiBatoTcst U yrepxkaatorcsa wieHamu JIOK HI[ MBU ®UIL] KHI[ PAH,
MMEIOIIMMHI HauOOJIBIITNI OIBIT pa0OTHl B DTHYECKUX KOMUTETAX.

2.2. [Tpu pazpadorke COIl nomxHBI cOOMIONATHCS MPUHIUIBI HAJJIEKAIIEH KIMHUYECKOU
npaktukd  (PykoBomcTBO 1O Hamiexamied — KIMHMYECKOM — mpakThke —MexIyHapoaHoi
KOH(EpeHIIMH N0 TapMOHU3AINHA TEXHUYECKUX TPEeOOBaHUN K perucrpanuu (hapMaieBTHUECKUX
NPOAYKTOB, TpeAHa3HaueHHBIX Juid mnpumeHeHuss dyenosekoM (ICH GCP  Guidelines);
Haumonanensiit crangapt Poccuiickon ®enepaunun «Hagnexamas KIMHAYECKas NPAKTUKA» OT
04.01.2006 r. (I'OCT P 52379-2005); IIpaBuiaa Hamaekamied KIMHHYSCKONW MPAKTHKA
EBpasuiickoro OxoHomuueckoro Coro3a, yrtBepxkaeHHble Pemenunem CoBera EBpasuiickoit
sKoHOMHYEecKO# komuccuu ot 03.11.2016 N 79).

2.3. PazpaGorannas COIl nomxHa ObITH yTBepxkaeHa Ha 3acenanuu JIOK u Hayuwo-
texunyeckoro cosera HI[ MBU ®UI][ KHII PAH u pa3memnieHa Ha oduiMaabsHON CTpaHUIIE
enTpa caitta ®ULI.

3. Usmenenue COII

31 N3menenus B COIl BHOCATCS Ha OCHOBAaHUM M3MEHEHMH TpeOOBAaHMN pEryisTOPHBIX
OpraHoB 3akoHojarenbcTBa Poccuiickoit denepanuu w/wiM Mo NPEASIOKEHUIO COTPYIHUKOB
LIEHTpa, €CJIM 3TO HEe MPOTHUBOPEUUT IMPHHLMIAM Hajajexameid kinuHudeckoil mpaktuku (ICH
GCP; I'OCT P 52379-2005, Pemenue CoBera EBpa3zuiickoil SKOHOMHYECKOW KOMMCCHUH OT
03.11.2016 N 79).

32 [Tocne BHecenus usmeHeHuid HoBasg Bepcuss COIl nmomxkHa OBITH yTBEpXkJEHA Ha
3aceganun JIDK n Hayuyno-rexunueckoro copera HI MbU ®UIL] KHI[ PAH.



MNPUJIOKEHHE 1

A, (PHO),
nocie o3HakomiieHus co CranmaptHbiMu OmnepanuonubiMu [Iponeaypamu (COIT) JIDK HIT MBU

OUILL KHIL PAH, o6s3ytock B cBoeli pabote B kauectBe skcnepra JIDK HI[ MBI ®UIl KHI] PAH,
cTporo cienoBath gaHHbM COIL.
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