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Hactosmum nucemom s, Panskorckas Asia IOpbesHa, npeaceaatens Komutera no GHoseMIHH-
ckoii stuke npu HUU kapanonorun Tomekoro HUMII noarsep:aaio 1o, uto KomuteT oprannsosan
H JIeHCTBYET B COOTBETCTBHH ¢ 3aKoHoaareascTBoM Poccniickoii ®enepaunu, Xeascunckoii aexnapa-
HHeH, pyKkoBOACTBOM N0 Hawiexawed kaunnueckod npaxtuke (ICH GCP) u npukazom M3 Pd

No200u o1 004.2016 «O6 yTBepHKACHHH MPABHI HAAICKALUEH KIHHHYECKOH TPAKTHKHY.

Pervasitopubie 1okyMeuThl PO:
o (Crares 21 Kodcrurvuun Poccuiickoii ®eepaiinu

degepanblibie 3aKOHDI:
o  Gejiepaibiblii 3akon o1 21 HosOps 2011 1. No 323-D3 "O0 ocnosax oxpanbl 310p0OBbsi DA 1dH
B Poccuiickoit @eepatun” ¢ nocaeIVIonmMHI H3IMCHEHHSIMI 1 JIOMOTHCHHAMIL

o  ODetepanbhblii 3aK0H Ne61- O3 «O0 oOpauienu 1eKapeTBEHHBIN CPEACTBY (peaakis ot
27.12.18)

TaHHbIXY

e  Oejrepanbiblii 3akon o1 21.07.2014 N 242-D3 (pen. ot 31.12.2014) "O Buecenin mazMeneHiii 8
oTJeablble 3aKonojaresblible akthl Poccuniickoii Mesepaunn B yactu viouneuus nops.ka oo-
paGoTKI MePCOHATBHDIX JIAHHBIX B HH(GOPMAINIOHIO-TEICKOMMY HHKALHOHHBIX ceTsN"

IIpuxkaser:
o [Ipuka3 Mununcrepcrpa 3apasooxpanenus P® ot 1 anpenst 2016 r. No 200u ~O06 yrRep:k cHi

npaBHJ_HA/UICKAUEH KIHHHYeCKOH npakTuku”

e |Ipnka3 Poc3apaeuamazopa ot 15.02.2017 Nol071 «O6 yreepskaennn [lopsiika ocvieetriacHus
thapmakouazopay» (3apeructpuposatio B Munocte Poceni 20.03.2017 No46039)

o «llonoxeHue, pernamMEeHTHpYlOILEE JAEATENBHOCTb ITHUECKHX KOMMTETOB MpH MPOBEACHHH
KJIMHUYECKUX HCC/IeI0BaHNIT JIeKapCeTBEHHBIX cpeacTs». Jlemapramenta rocy1apcTBEHHOrO
KOHTpoA KadecTBa, d(pdpexTuBHOCTH M Ge30onacHOCTH JEKAPCTBEHHBIX CPEJICTB H MEJIHIHHCKOT
texuukn M3 P®, [1P. 291-22/101 ot 23.08.2001r.

e [Ipnkaiz Gexepanbhoii cayxdul mo Hazopy B cdepe yapapooxpancius ot 09.11.2017 N 9438

e [lpuka3z Mimyapasa Poccin o1 01.04.2016 N 1991 "O06 yreepacacnny [lpasii nauieskaniei
Jadopatopuoi npakruin”

e [lpuka3 Munyipasa Poccun ot 30.08.2021 N 8831 (pesr. o1 22.04.2019) O6 visepxaenns llo-
PA1KA POBEJACHHS ONEHKH COOTRCTCTBHA MEUITHHCKHX H3e1T B (POPME TEXHHUCCKHN HCTThI-
TalHil. TOKCHKOJOMHYUCCKUN HCCACI0BAHMIL, KIHHHUCCKIX HCNBLITAHNH B LN FOCY MAapC TR -

HOH PerucTpaiiy Me UHICKHX H31e/ il

e [lpuka3 Mejepainhoii civikbpl no nagzopy B cdepe 3apasooxpatienus ot 19. 02.2022 No | 183
«O0 yrBepaietn POPM IIPOBEPOUHBIX JHCTOB (CHUCKOB KOHTPOIBLHBIX BOMNPOCOR, OTBCThI Ha
KOTOPbIE CBUACTEJALCTBYIOT 0 coOJIOACHITN MIIH 11eCOOI0OAEHHN KOHTPOIHPY EMBIM JHLLOM 0051-
3aTebHBIX TpeOoBaniif). HenoibzyveMbix Mesepanbio ciavikooil mo naasopy B chepe 31paro-




OXPAHCHHS 1 CC ICPPUTOPHATBHBIMH opraHaMi npH OCYIICCTBJICHHH (bC nepaibHOIO rocy/aap-

CTREHHOrO KouTpoas (Hasopa) B cdepe odpateHus JCKApETBCHHBIX CpeICTRY

HauuoHaabHbIe CTAHAAPTHI:
o  Cramapt orpacan OCT 42-511-99 "l[Ipasuia npoBecHus KaueCTBSHHBIX KJANLIHYECKHN HCTIbI-

rannit B Poceutickoit eaepanni (29.12.98r.)

e Hanponaibislii cranapr Poceniickoit Meepariyi «Havexaaa Knuuiueckas [IpakTHKa»

(GCP) 'OCT P 52379-2005

e Hannonanblpii ctapaapT «PyKoBoACTBO 110 NPOBEIACHHIO KTHHHYCCKUX HCIBITaHN i MEUIIHIT-
cknx waneanii» 4.1 «O6ue TpeboBaHmg» TOCT P UCO 14155-1-2008 u yacthb 2 «[T1anupo-
paime Kinnrueckux nenpiranuiny TOCT P MCO 151552-2008.

o Tlpnkaz Munsapasa Poccnu o1 01.04.2016 N 1991 "O6 yreepracHun J1paBi HauleKaued
1a0opaToOPHON IPAKTHKH"

MeRIVHADOAHLIE JOKYMENTHI:

o XebCHiCKag neriapaitis Beemupiiol MeIHLHICKOI accolpalun «DTHYECKHE [P HLIIBL IS
MCTHIMHCKMX MCCIC/IOBAHUH ¢ yuacTieM mo/iei» 1964. jonoaxennas s 1975.1983.1989. 1996.
2000. 2004, 201 3rr.

e Dceobuas aexaapauus 0 OHOITHKE U [IPABAX YCI0BEKA

o MexayHapoaHble PyKOBOAIIHE TIPHHLMIIBI 10 STHIECKMM aCHEKTaM BHOMEIMLIHCKHX HCCIe-
0BaHMH Ha moAsx, paspaborannsie COBETOM MEXNIyHApOAHBIX OPraHW3alMH MEXMUHHCKHX

yeayr (CIOMS) (1993)
o Pexomenpauuu FDA, EMEA;

e Pcromengauni BO3 komuteraM mo JTHKE. TPOBOJSULIM IKCMEPTHIY OUOMCIMITITHCKIIX HC-
cienopauuii, XKenesa. 2000 roa;

e Unrterpuposaunoe aonoanenue k 1ICH E6 (R1): PVKOBOJICTBO 10 HALIEKALIEH KINHHYCCKOT]
npaxtixe E 6(R2) Tekymas sepcust Imana 4 Jlata: 9 HosOps 2016 r.

o [IpaBuna Hapnexaued KITMHAYECKOH NPAKTHKH €BPA3HHCKOro IKOHOMIYECKOro Colo3a (mpuka3s
No76 06 yTBepKACHHH MPaBHII HAIUIEKALIEH KIMHHYECKOH NPAaKTHKH EBpa3uiickoro 5KOHOMH-
yeckoro corosa pemenueM CoeTa EBpasuiickoil 9KOHOMHYECKOH KOMHCCHH OT 03.11 2016)

e Periavent (EC) No536/2014 Epporneiickoro napnamenra # copera EC 0 KIMHUUCCKIX HCMbITA-
HUSX J1eKapeTBelHBIX CPEICTB, MpeHa3HatueHbIX Ul HCI01b30BAHS YEIOBEKOM.

e Clinical Safetv Data Management: Definitions and Standards for Expedited Reporting (1CH
E2A)
M WHBIX HOPMATHBHO-TIPABOBBIX JOKYMEHTaX, PerJaMeHTHpPYIOUIHX MpOBEJICHHE OHOMETUIIMHCKHX
HeceI0BaHMI C ydacTHEM uelloBeKa H )KHBOTHBIX B Poccuiickoit denepatiui.

Tpencenarens Komutera no GMOMeAMUMHCKOM JTHKE
danbkosekas A.JO.
JMara: 16.06.2022



