EBPA3UNCKAS DKOHOMUYECKAS KOMUCCHUSI

SKCNEPTHBIA KOMUTET
MO JEKAPCTBEHHBIM CPEJACTBAM

PEKOMEHJ{TAT[T S

«21» mas 2025 r. Ne 343

r. Mocksa

O BbIGOpe pedepeHTHOTO JEeKAPCTBEHHOI0 penapara s UeJiei
uccieaoBaHusi OHO3KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIpPenaparos
(¢ xkoMOUHANHMEH I'PYNIHPOBOYHOI0 HAMMEHOBAHHA «XJIOPreKCHINHA OHIJII0OKOHAT?
+ MHH «reTpakxaun» B JekapcTBeHHOI (opme cnpei
JJIst MecTHOro npuMmenenns, 0,3 mr + 0,15 mr/mo3a)

B coorBercTBuu ¢ CoryamieHueM O eIMHBIX NPUHLIMIAX M IIPaBHIax 0OpalleHus
JIEKAPCTBEHHBIX CPEICTB B pamMKax EBpazuiickoro 3KOHOMHUYECKOT0 coo3a oT 23 nexabps
2014 ropya, IlonoxxeHneM 00 OKCHEPTHOM KOMHUTETE IIO JIEKAPCTBEHHBIM CPEJCTBAM,
yrBepkieHHBIM Pemnennem Cosera EBpa3uiickoll SKOHOMUUECKOH KOMHCCHU OT 3 HOAOPS
2016 r. Ne 75, u nojnyuxramMu «O» U «I» myHkTa 18 IlpaBun npoBeneHus ucciel0BaHUM
OHOSKBHBAJEHTHOCTH  JIEKAPCTBEHHBIX  IIpernapaToB B pamkax  EBpasuiickoro
HSKOHOMHYECKOTO COI03a, YTBep:KeHHbIX Pemenrem CoseTta EBpasulickoli 5KOHOMHYECKOR
KOMHCCHH OT 3 HOSTOpst 2016 1. Ne 85, DKCnepTHBIM KOMUTET 110 JISKAPCTBEHHBIM CPEJICTBAM
peKoMeHAyeT:

UL LieJel TPOBEJIEHHs] HCCIeNOBaHUM OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOIO
mperiapara, CoAepykKallero KOMOMHAIMIO AEHCTBYIOIMX BEIIECTB C IPYNINUPOBOYHBIM
HAHMEHOBaHUEM «XJIoprekcujinna ourimokosay + MHH «rerpakann» B jiekapcTBEHHOM
dopme cripeit juist MectHOTO ITpuMeHeHus, 0,3 Mr+ 0,15 Mr/no3a, B kauecTBe pedepeHTHOro
MCIIONBE30BaTh  THOPHMJIHBIA  JiekapcTBeHHbIM — mpernapat  AHTH-AHrmH — Dopmyna
B JleKapcTBeHHOW (QopmMe cIped s  MECTHOTO IIPUMEHEHMs  JI03MPOBAHHBIM,

0,3 mr + 0,15 mr/moza (OO0 «baym Xency, Poccus);



2

oOpaTuTh BHMMaHMe 3asBUTENeH Ha HeobXxommmocTh cobmoncnus TpeGosanmii
K NPOBEJCHUIO KIMHHUYCCKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENapaToB, COAEPIKALIUX
H3BECTHOE JICUCTBYIOIIEE BEIIECTBO (BEIECTBA), B IEKAPCTBEHHBIX (hOPMaX, OKa3bIBAOIHX
mectHoe geictBue (npunoxenue Ne 11 x TlpaBuiam npoBeneHHs HCClieOBAHUIA
OMOOKBMBAIICHTHOCTH  JIEKAPCTBEHHBIX — IpermapatoB B paMKax  LBpasuiickoro
SKOHOMHYECKOro  corosa,  yTBepxkIeHHbIM  Pemenuem  Copera  Eppasuiickoii
DKOHOMHMYECKOH Komuccuu oT 3 Hosbps 2016 1. Ne 85) m TpeboBanuii k KayecTBy
1 OHOOKBMBAJIEHTHOCTH JIEKAPCTBEHHEIX MPENapaTtoB Uil MECTHOTO NPMMEHEHHs HpH
HAHCCCHUM Ha KOXKY M MHEIMH CIIOCOOaMH JIOKAJIBHOrO NpuMeHenus (npuioxkenue Ne 13
K IlpaBuiaMm NpOBENEHWs  MCCIEJOBAHMN  OMOSKBHBAJIEHTHOCTH  JIEKAPCTBEHHBIX
NPernapaToB B pamMKax EBpasuiickoro 3aKOHOMHUYECKOTO COI03a, YTBEPKIACHHLIM PeleHrem

Cosera EBpasniickoil 5KOHOMHYECKOH KOMHUCCHE OT 3 HOs16pst 2016 1. Ne 85).

Ynen Komneruu (Munucrp)
110 TEXHUYECKOMY PEeryJIHPOBAHHIO,
IIpencenarens DKCIEPTHOTO KOMHUTETA
I10 JIEKAPCTBEHHBIM CPEJCTBAM . Tatapumxuit




