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EBPA3ZUNCKAS DKOHOMHWYECKASI KOMUCCUS

SKCHEPTHBIM KOMUTET
MO JJEKAPCTBEHHBIM CPEJCTBAM

PEKOMEH/IAT WS

« 27 » aBrycra 2025 1. Ne 377

r. Mocksa

O BriGope pedepeHTHOrO JeKAPCTBEHHOI0 NpenapaTa AJs ueeil
HccIel0BaHusA OHOIKBHBAJICHTHOCTH JIEKAPCTBEHHBIX MPENapaToB
(comepkaniux neicTryromee BemecTso ¢ MHH «xeTopoaax» B JiekapeTBeHHOI
¢opme reanb QJsl HAPYKHOTO MPUMEHeHHS, 2 %)

B cootserctun ¢ CoraiiendeM O eIVHBIX IIPHHUMIAX W TPABUIAX OOpAIICHMS
JICKapCTBEHHBIX CPEJICTB B paMKax EBPasuiicKoro SKOHOMHYECKOTO cO03a 0T 23 mexabps
2014 roma, IlomoxxenweM 06 DKCIEPTHOM KOMHUTETE II0 JIEKAPCTBEHHBIM CPEICTBAM,
yTBepxeHHpM Pemrennem Coera Eppasuiickolf 5kOHOMMYECKOH KOMUCCHA OT 3 HOSOPS
2016 r. Ne 75, m ¢ moamyHKTOM «O» ImyHkra 18 IlpaBui NpoBeNeHHs HCCIeIOBaHMM
OMOOKBMBANEHTHOCTH  JIEKAPCTBEHHBIX — IIPEMapaToB B paMkax  EBpasuifckoro
SKOHOMHMYECKOI0 COr03a, yTBepKIeHHbIX Pemennem CoBera EBpasuiickoi 53xoHOMHUECKOH
KoMHCCHH 0T 3 HosbOpst 2016 1. Ne 85, (mamee — IlpaBuwia GUOSKBUBAIEHTHOCTH)
OKCIIEPTHBIA KOMHUTET T10 JIEKapPCTBEHHBIM CPEACTBAM PEKOMEH /Y eT

AN LeNed MCCuefoBaHud OMOSKBHBAIEHTHOCTH JIEKAPCTBEHHOIO TIpernapaTta,
conepiKariero aetcTayroree Bemectso ¢ MHH «keToponaky B nexapcTBernoi Ghopme reis
ISl Hapy)KHOTO IpUMeHeHHs, 2 %), B KadecTBe pe(epeHTHOr0 HCIOIb30BATH
BOCIIPOM3BEICHHBIN JICKAPCTBEHHBIH IIpemapat KeTopol B NeKapCTBEHHOM (hopMe Tesb [

Hapy»xHOro npumenenus, 2 % ([-p Pennu’c Jlabopatopwuc Jlt., Munus);



2
o0paTUTh BHMMaHME 3asBHTeNell Ha HeoOXOoAMMOCTH cobirojenus TpebosaHuii

K IPOBEJEHHIO KIMHUYECKHX HCCIIEJOBAHHUN JIeKapCTBEHHBIX IMpEnapaToB, COAep KalluX
H3BECTHOE JIEHCTBYIOIIEE BELIECTBO (BEIIECTBa), B IEKapCTBEHHBIX (POpMax, OKa3hIBAIOLINX
MecTHoe JelicTue (npunoxkenue Ne 11 k ITpaBunam 6uoskBuBaieHTHOCTH) U TpeGoBanuii
K KayecTBY M OHOSKBMBAJICHTHOCTH JIEKAPCTBEHHBIX IIPEMapaToB JUis MECTHOIO
IpUMEHEHHs MPH HAaHECEHWH Ha KOXY M MHBIMHM CIIOCODAMH JIOKAlTbHOT'O MpPUMEHEHHMS

(mpunoxenue Ne 13 k IIpaBuiam 6HOIKBHBAIEHTHOCTH ).

Unen Komnerun (MuHHCTD)
10 TEXHUYECKOMY PEryJIUPOBAHUIO,
IIpencenarens DKCNEpTHOTO KOMUTETA
110 JIEKAPCTBEHHBIM CpeICTBaM B.b. Tarapurkuit




