EBPA3ZUNCKASI DKOHOMHWYECKASI KOMUCCHUSI

SKCHEPTHBIA KOMUTET
O JEKAPCTBEHHBIM CPEJICTBAM

PEKOMEHTAIIHSI

« 27 » aBrycta 2025 . Ne 376

r. Mocksa

O BrIGOpE pedepeHTHOrO JIeKAPCTBEHHOTO NpenapaTa JJIst neJeil
HCCIeOBAHUS OHOIKBHBAJICHTHOCTH JIEKAPCTBEHHBIX PENapaToB
(comepzkamux gedicteyromee semecTso ¢ MHH «3oiMuTpunTan» B JeKapcTBeHHO
¢opme cripeii HazaabLHBIH J03MPOBAHHBIN, 2,5 MI/1032)

B coorBercruu ¢ Cormamenuem O eIHHBIX NPHHIMNAX W MPABUIAX OOpaleHMs
TIEKapCTBCHHBIX CPEICTB B paMKax EBpasuiiCKoro s5KOHOMHYECKOro coo3a oT 23 mexabps
2014 roma, Ilonoxenuem 06 DKCIEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM cpejicTBaMm,
yrBepknenHbsM Pemennem Cosera EBpasuifckol s3KOHOMUYECKO KOMUCCHY OT 3 HOAGPSI
2016 . Ne 75, u ¢ moamyHKTOM «a» myHKTa 18 IlpaBui HpOBeICHMS WCCIe0BAHMT
OHODKBMBANEHTHOCTH  TeKapCTBEHHBIX — [PENaparoB B  pamMkax  EBpaswifckoro
OKOHOMUYECKOTO COI03a, YTBePKIeHHEIX Permennem CoBera EBpasuiickol 5KOHOMHUIeCKOi
Komuccun OT 3 HOstopst 2016 1. No 85, (mamee — Ilpasmia GUODKBHBATEHTHOCTH)
OKCIIEPTHBIN KOMHTET 110 TeKapCTBEHHBIM CPEICTBAM P e KOMEHAY €T

JUISL TeNCH  UCCIeNOBaHWs OMODKBUBAJIEHTHOCTH JEKAPCTBEHHOTO —IIperapara,
cozieprKaniero fercTyroree setectso ¢ MHH «3onmMuTpuntany B nekapcTBeHHOM hopMe
CIIpel Ha3aIbHBIA JO3MPOBAHHBIN, 2,5 MI/mo3a, B KayecTBe pe(epeHTHOTO UCTIONb30BATh
OPUTHHANBHBIN JICKapCTBEHHBIA TpemapaT Zomig B JIeKapCTBEHHOHW (opme crpeit
Ha3aJbHBIM JO3UPOBAHHLIN, 2,5 Mr/mo3a (AstraZeneca, Kanamna);

00paTUTh BHMMaHWEe 3asBUTeNell Ha HeoOxomumocTh cobionenus TpeGosammii

K TIPOBEAECHUIO KIIMHHYECKHUX HCCIIeJOBAaHUU JICKAPCTBEHHBIX [IPEernaparoB, COACPIKAILINX

U3BECTHOE JIEHCTBYIOLIEE BEIIECTBO (BEINECTBA), B IEKAPCTBEHHBIX (OPMAX, OKa3bIBAIOIITAX



2
MecTHoe felicTBue (mpunoxenue Ne 11 k IIpaBunam 6uoskBuBaneHTHOCTH) M TpeboBanuii

K KauecTBY M OWMO3KBUBAJICHTHOCTH JIeKApPCTBEHHBIX IIPENapaToB JJjisi MECTHOIO
NPYMEHEHHUs NP HAaHECEHWHM Ha KOXXKY W WHBIMU CIOCOOaMM JIOKAJILHOTO MPHMEHEHHS
(mpunoxenue Ne 13 k [IlpaBunam OHOIKBHBANIEHTHOCTH), a TaKKe I10JOXKEHUM,
YCTaHOBJIEHHBIX PyKOBOZICTBOM II0 Ka4€CTBY JIEKAPCTBEHHBIX MPENAPATOB IS HHIAISIIHHA
M Ha3albHBIX JIEKapCTBEHHBIX mpenapaTtoB (Pekomenpmamus Komnerun Espasuiickoii

5KOHOMHUYECKON KoMuccuu oT 7 ceHTsops 2018 . Ne 17).
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