EBPA3UMCKASI 9DKOHOMUYECKASI KOMUCCHUS

SKCHEPTHBIH KOMUTET
1O JEKAPCTBEHHbBIM CPEACTBAM

PEKOMEHIAIIH S

« 25 » Hos0ps 2025 T Ne 408

r. Mocksa

O BriGope pedepeHTHOrO JieKapCcTBEHHOT 0 MpenapaTa s mesei
uceieoBapus OHOPKBHBAJIEHTHOCTH J1eKAPCTBEHHBIX penapaToB
(copepxamux koMOHHanuI0 AelicTByomux Bemecrs ¢ MHH «renapun natpuspy +
«wraypomakporoa 400» + «npeaHu3oJi0H» B JieKapcTBeHHOH (hopMe Ma3b
AJISL PeKTAJBLHOI0 ¥ HAPYKHOTO NPHMeHEeHHS)

B coorBerctBuu ¢ CoriamieHueM O €IUHBIX IPUHIMIEX H IpaBUiIax o0palicHus
JTEKapCTBEHHBIX CPEJICTB B paMKkax EBpazuiicKOro 5KOHOMHYECKOT0 coro3a oT 23 nexabps
2014 ropma, IlomoxeHmeM 00 OKCHEPTHOM KOMHTETE TI0 JIEKAPCTBEHHBIM CPEICTBAM,
yTBepkJieHHBIM Pemernuem Cosera EBpazuiickoil 5KOHOMUYECKOH KOMHUCCHH OT 3 HOSIOPS
2016 r. Ne 75, m nogmyHKkTaMu «0» 1 «» nmyHkra 18 IlpaBun nmpoBeeHus HCCIeTOBaHHMA
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHBIX  IIpermaparoB B  paMkax  EBpasuiickoro
HKOHOMHUYECKOI0 COI03a, yTBepKAeHHbIX Permnennem Cosera EBpazuiickoii 5KOHOMUYECKOH
Komuccuu oT 3 HosOpst 2016 r. No 85, DKcnepTHBIM KOMHUTET I10 JIeKapCTBEHHBIM CPefCcTBaM
PeKOMEeHAyeT:

JUls Leslefl  IIPOBEJCHMSI HCCIe0BaHMMA OHOIKBUBANICHTHOCTH JIEKAPCTBEHHOTO
npenapara, COJAEp)Kallero KOMOMHAIMIO AekcTByomux BemectB ¢ MHH «remapun
HaTpusa» + «iraypomaxporon 400» + «opeqHH30I0H» B JEKapCTBEHHOHM (GopMe Mazb s
PEKTaJIbHOTO M HApy >KHOTO IIPUMEHEHHs, B KauecTBe pPe(epeHTHOro WCIIOIB30BaTh
ruOpUIHBIN IeKapCcTBEHHBINA penapat I 'enarpomOun I B nekapcTBeHHOIM (hopMe Masb IJis
PEKTanbHOro U HapyxHoro mnpumenenus, 65 ME + 30 mr + 2,233 mr, (Xemodapm AL,
Cepbust);



2

oOpaTUTh BHUMAaHWE 3asBHTENell Ha HeOOXomMMOCTh cobmromenns TpebGosanui
K NPOBEIEHWIO KIHHHYSCKHX HCCIIe0BaHUM JIEKAPCTBEHHBIX IPENapaToB, COAEPIKAIINX
M3BECTHOE JIefCTBYIOLIeE BENIECTBO (BEIIECTBA), B IEKAPCTBEHHBIX (hOPMaX, OKa3bIBAIOIIIX
MmectHOe geiictBue (mpumoxenwe Ne 11 x IlpaBunaM IpoBeeHMsI HCCIIETOBAHHUM
GHOYKBMBAIICHTHOCTH  JIEKAPCTBEHHBIX  [permapaTtoB B pamMKax  EBpasuiickoro
HKOHOMHYECKOTO  COI03a,  yTBepikaeHmbiM  Pemrenmem — Cosera  EBpasuiickoi
SKOHOMUYECKOH Komuccuu oT 3 mHostopst 2016 r. Ne 85) m TpeGopanuii K KavecTBY
¥ OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB OIS MECTHOIO NMPUMEHEHHs IPH
HAHECEHWH Ha KOy ¥ MHBIMH CIIOCOOAaMM JIOKaJBHOTO IMpEMeHeHus (rmpuioxenre Ne 13
k IlpaBumam TPOBENEHHsS HCCIENOBAaHUM  OHOSKBUBAICHTHOCTH — JIEKapPCTBEHHBIX
IIpenaparoB B pamkax EBpasHilcKoro s3KOHOMHYECKOTO COI03a, YTBEPKISHHBIM Perenuem

Cosera EBpasuiickoii skoHOMUYecKoi komuccnn o 3 Hosbpst 2016 1. Ne 85).

Unen Koyreruu (MuHHCTD)

110 TEXHHYECKOMY PeryJIMpOBaHHIo,
[IpemcenaTesib DKCIEPTHOIO KOMUTETA
I10 JIEKaPCTBEHHBIM CPeICTBaM
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