EBPA3SUIMCKASI DKOHOMUYECKAA KOMUCCHUA

3KCIEPTHBIA KOMUTET
MO JJEKAPCTBEHHBIM CPEACTBAM

PEKOMEHIOAIIU A

« 9 » centsabps 2026 . No 486

r. Mocksa

O BBIOOpE pepepeHTHOTrO JEeKAPCTBEHHOI0 NMpenaparTa s Iesiei
HcceJieJoBaHHS OMOIKBUBAJEHTHOCTH JIEKAPCTBEHHbBIX NpenapaToB
(copepaxamux aeicreyomee Benectso ¢ MHH «xeronpoden» B JiekapcTBeHHOMH
(popme resb 419 HAPY:KHOTO NPUMeHeHHs, S%)

B cootsercTBuu ¢ CornameHueM O €OUHBIX MPUHUHUIAX W MpPaBUIax 0OpareHus
JIEKaPCTBEHHBIX CPEICTB B paMKaxX EBpazuicKoro 3KOHOMMUYECKOI0 coio3a oT 23 nexabps
2014 ropna, IlonoxenueM 00 DKCHEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CpEICTBaM,
yTBepxkaeHHBIM Pemennem CoseTta EBpa3suiickoit 5KOHOMHYECKON KOMHCCHH OT 3 HOSOpS
2016 r. Ne 75, u ¢ mommyHKTOM «0» myHKTa 18 [IpaBWm mpoBemeHMs HCCIENOBAHHUH
OMOIKBMBAIICHTHOCTH  JIGKAPCTBEHHBIX  IIpemapaToB B  paMKax  EBpasuiickoro
SKOHOMHYECKOT0 COI03a, yTBepkAeHHBIX PemmenueM Coseta EBpaszuiickoit 5KOHOMHUIEeCKOH
KoMuccHu oT 3 Hosa6pst 2016 1. Ne 85, DKCIepTHBIH KOMUTET 110 JIEKAPCTBEHHBIM CPEICTBAM
pPeKOMEeHIYyeT:

A Lened HcclefoBaHUS OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOIO IIperapara,
comepxarero neicreyromiee Bemectso ¢ MHH «xetonpoden» B nexkapcTBeHHOU hopme
rejlb O HApy»XXHOrOo IIpUMeHeHMs, 5%, B KadecTBe pe(epeHTHOTO HCIIONb30BaTh
IMOpUIHBIN JIeKapCTBeHHBIH mpemnapar Ketomen B mekapcTBeHHOW (GopMe TIenb s

Hapy»Horo npuMenenus, 5% («BETIIPOM» AJl, Bonrapus);



2

00paTuTh BHMMaHME 3asBHTelNell Ha HeoOXOmUMOCTh cobmmomaeHus TpeboBaHHMIA
K TPOBEICHUIO KIMHHYECKMX HCCIEeIOBAHHM JIEKAPCTBEHHBIX IPENapaToB, COAEPIKAIINAX
H3BECTHOE JEMCTBYIOIIEE BEIIECTBO (BELIECTBA), B ISKAPCTBEHHBIX (hOpMax, OKa3bIBAFOIUX
MecTHoe JeHcrBue (mpunokeHne Ne 11 x IlpaBunam mpoBemeHHs HCCIeIOBAHUH
OMOSKBHBAIEHTHOCTH  JISKApPCTBEHHBIX  IpElapaTtoB B  paMKax  EBpasHiickoro
DKOHOMHMYECKOTO  COr03a,  yTBepkaeHHeIM  Pemenuem  CoBera  Espasumiickoif
OKOHOMHUYECKOH Komuccuu OT 3 Hoa0ps 2016 r. Ne 85), u TpeboBaumii Kk KauecTBy
¥ GHOSKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENAapaTtoB [isi MECTHOIO MPMMEHEHMS IIPH
HAHECEHUH Ha KOXY M WHBIMH CIIOCOOaMHM JIOKAJIIBHOTO MpuMeHeHus (mpunoxenne No 13
k IlpaBunam mpoBelNeHHs HCCIENOBAaHUMH OHOIKBHBAICHTHOCTH JIEKAPCTBEHHBIX
IpernapaTroB B paMKax EBpasuiicKoro 3K0HOMHYECKOTO CO03a, YTBEPIKIEHHEIM Pemnenvem

Cogera EBpasuiickol 5K0HOMUYECKOl KoMuccur oT 3 HosOpst 2016 . Ne 85).

Unen Konneruu (MunucTp)
10 TEXHUYECKOMY PEryJIHPOBAaHHIO,
IIpencenarens DKCIEPTHOrO KOMUTETA
110 JIEKAPCTBEHHBIM CpPeJICTBaM gl AM. Cy66otun



