EBPA3UIMCKAS BKOHdMHqECKAH KOMUCCUS

SKCIEPTHBIN KOMUTET
10 JIEKAPCTBEHHBIM CPEJICTBAM

PEKOMEHIOAIIU A
« 9 » centsidps 2026 r. Ne 508

r. Mocksa

O BbI0Ope pedepeHTHOrO JIeKapCTBEHHOTO Npenapara aJis 1eJeii
MCcClIeI0BAHus OMODKBHBAJEHTHOCTH JIeKaAPCTBEHHBIX NPeNnapaTos
(comep:kamux neicTyromee Bemectso ¢ MHH «razaporen» B iekapcTBeHHO
tdhopme pacTBOp A5l HAPYKHOTO NpuMeHenus, 0,045%)

B coorerctuu ¢ CoryaimieHueM O €IMHBIX NPHHIMNAX W [paBHiax oOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMKaX EBpasHiCKOro 3KOHOMHYECKOTO COro3a OT 23 jiekabps
2014 ropna, llomoxenmem 06 DKCIEPTHOM KOMHUTETE IO JIEKAPCTBEHHBIM CPEACTBAM,
yTBepikAeHHBIM Perenuem CoseTa EBpasuiickoil 5KOHOMHYECKOH KOMUCCHH OT 3 HOSOPsI
2016 r. Ne 75, u ¢ moamyHkToM «0» myHkra 18 IlpaBui mpoBefeHHs HCCleNOBaHHI
OHOSKBMBAIEHTHOCTH  JIGKAPCTBEHHBIX  MPENapaTtoB B  paMkax  EBpaswmiickoro
SKOHOMHYECKOTO CO034a, yTBep kK AeHHbIX Pemmennem Cosera EBpasuiickoit skoHOMHYECKOH
KoMKCCHH OT 3 Ho0psa 2016 1. Ne 85, DKcriepTHBIM KOMUTET 110 JIEKAPCTBEHHBIM CPeICTBAM
pPeKOMeHOyeT:

JULL  TIeIed  MCClieloBaHuss OMOSKBHBAJICHTHOCTU JIEKApCTBEHHOT'O IIperapara,
cozmeprkaiero naekctsyromiee Bemectso ¢ MHH «razapoten» B JekapcTBeHHON (popme
pactBop Wit Hapy»HOTo mpuMeHenus, 0,045%, B xauecTBe pedepeHTHOr0 UCIIOIB30BATh
BOCIIPOM3BE/ICHHBIN JIeKapCTBEeHHEIH mpenapar Arazlo Lotion B mexapcreHHO# (opme

noceoH, 0,045 % (Bausch Health US LLC., CIIIA);
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o0paTUTh BHMMaHHe 3asBHTeNedl Ha HeobxoammocTh cobiromenus TpeGoanuii
K MPOBEACHUIO KIMHUYECKAX HCCIE0OBAaHMM JICKAPCTBEHHBIX IMIPENapaToB, COMEPIKAIMX
U3BECTHOE JIEHCTBYIOIIEE BEIECTBO (BEIIeCTBA), B IEKAPCTBEHHBIX (hOpMax, OKa3EIBAIOILIMX
MecTHOe pedictBue (mpunoxkenme Ne 11 k [IpaBuiiaM NpOBENEHHs MCCIIENOBAHUM
OMOSKBMBAEHTHOCTH  JIEKAPCTBEHHBIX  IPEMapaTtoB B  paMkax  EBpasmiickoro
OKOHOMHYECKOIO  COr03a,  yTBepxkIeHHbIM  Pemenmem  Coera  Epasuiickoii
9KOHOMHYECKOUW Komuccuu oT 3 Hos0psa 2016 r. No 85), u TpeGomammii kK KauecTBy
¥ OMOSKBMBAIEHTHOCTH JIEKAPCTBEHHBIX IIPENapaTOB Il MECTHOrO IPUMEHEHHS MpH
HaHECEHUH Ha KOXY M MHBIMM CIIOCOOaMH JIOKAIBHOTO MpuMeHeHus (npuiokenre Ne 13
k IlpaBunamM mnpoBefeHHS HMCCIECNOBAaHMHM  OHOPKBHBAJICHTHOCTH JIEKAPCTBEHHBIX
IpernaparoB B paMKax EBpa3suiickoro 5KOHOMHYECKOr0 CO03a, YTBEPKAECHHEIM Pelenuem

Cogera EBpasuiickoif 3koHOMHUeCcKOH KoMucchu OT 3 Hostops 2016 1. Ne 85).

Unen Komnerun (Munucrp)
10 TEXHUYECKOMY peryIupOBaHHIO,
IIpencenarens OKCIIEPTHOTO KOMHUTETA
I10 JIEKAPCTBEHHBIM CPE/ICTBAM L A.M. Cy60oTun



