EBPA3UNCKAS 3KOHOMI/I‘{ECKAH KOMUCCHUA

SKCIHEPTHBIA KOMUTET
11O JJEKAPCTBEHHbBIM CPEJICTBAM

PEKOMEHIALIUS

« 30 » anpemns 2026 . Ne 453

r. Mocksa

O Bb160OpE pedepeHTHOrO JIeKapCTBEHHOr0 MpenapaTa AJs uesei
HCC/IeN0BaHusl OHOOKBHBAJEHTHOCTH JICKAPCTBEHHBIX IPENapaToB
(copeprramux KoMOMHANHIO AeiicTByOMHX BemecTs ¢ MHH «oxceumerazomuny +
«HeKCNAaHTEeHOJ» B JIEKAaPCTBEHHOMH (hopmMe KanJu HasajabHble, 0,5 Mr/mu + 50 mr/mu)

B coorserctBum ¢ CornaimmeHneM o eMHBIX NMPUHLHUIAX W MPaBHIax 0OpaIneHus
JIEKapCTBEHHBIX CPE/ICTB B paMKax EBpasuicKOro 3KOHOMHUYECKOTrO COr03a 0T 23 mekadps
2014 roma, ITonoxenuem 00 OKCIEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CPEJICTBAM,
yrBepx/ieHHBIM Pemenrem CoseTa EBpasuiickoll 92KOHOMHUYECKOH KOMUCCHH OT 3 HOSOPs
2016 1. Ne 75, m ¢ moanmyHKTaMH «O» 1 «m» myHKTa 18 [TpaBui npoBe/ieHus Bccie10BaHmH
OMOOKBUBAJICHTHOCTH ~ JEKAapCTBEHHEIX  IIPEIapaToB B  paMKax  Espasmiickoro
OKOHOMMYECKOTO COK03a, yTBepKAeHHbIX PemennemM CoBera EBpasuiickoil 5KOHOMHYECKO
KOMHCCHHU OT 3 HoAOps 2016 1. Ne 85, DKcepTHBIM KOMUTET IT0 TEKAPCTBEHHBIM CPECTBAM
pPeKOMEHOYeT:

JUISL LeNIed TMpOBeNeHHs] MCCIe0OBaHUH OMOIKBHBAIEHTHOCTH JIEKAPCTBEHHOIO
npernapara,  COAEpXKalllero  KOMOMHAUWI0 — OeHCTBYrommMx — BemectB ¢ MHH
«OKCHMETA30/IMH» + «IEKCIIAHTEHOJ» B JIEKApPCTBEHHOW (opMe KaIlld Ha3allbHEIE,
0,5 wmr/mnm + 50 mr/mMi, B KauecTBe pehepeHTHOTO WCIONB30BaTh THOPMIHBIN
JeKapCcTBeHHBIN npenapar OKCUIIaH B JIeKapCTBEHHOM (hopMe Kariu Juid Hoca, 0,5 Mmr/mi +

50 mr/mn (OOO «Apcanut», Pecrrybmuka Apmenus);



2
oOpaTHTh BHMMaHHE 3asBHTeNell Ha HeobXomumocTh cobmonenus TpeGoBamumii

K MPOBEJCHHIO KIMHUICSCKHX HCCIICNOBAHUH JIEKapCTBEHHBIX IIPEIapaToB, COMEPIKAITHX
H3BECTHOE JICHCTBYIOIIEE BEIIECTBO (BEIIECTBA), B IEKAPCTBEHHBIX (POPMAX, OKA3BIBAFOTIHX
MecTHOe neicTBue, (npunoxkenne Ne 11 x [lpaBuiam NpoBeleHHSI HCCIEIOBAHMN
OMOGKBUBAICHTHOCTH  JEKAPCTBEHHBIX  I[IPEMaparoB B pamMkax  EBpasmickoro
OKOHOMHUYECKOIro  coro3a,  yTeepxacHHbIM — Pemenmem  Cosera  Espasumiickoit
SKOHOMMYECKOH Komuccuu oT 3 HosOps 2016 r. Ne 85) u TpeGosanuii Kk KauecTBy
¥ OHOSKBUBAICHTHOCTH JEKapPCTBEHHBIX IIPENAaparoB JUls MECTHOTO NPUMEHEHWS! IIpH
HAHECEHHH Ha KOXY W MHBIMH CIIOCOOaMM JIOKaJIbHOTO IpuMeHeHus (Tpuioskenue Ne 13
K IlpaBunam [poBefeHMs MCCIENOBAaHWH OHOOKBHBANIEHTHOCTH  JTeKAPCTBEHHBIX
MIpernapaToB B paMKax EBpasHiicKOro 3KOHOMHYECKOIO COI03a, YTBep}KHEHﬂBIM Perennem

Cosera Eppasniickoli skoHoMIYecKol komuceuu ot 3 Hosbpst 201G)r. Ne 85).
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