EBPA3ZUMCKAS DKO HOMM‘IECKAH KOMUCCUsI

SKCHNEPTHbIA KOMUTET
1O JIEKAPCTBEHHBIM CPEACTBAM

PEKOMEHIAALMUSA
«18» mapta 2024 . Ne 257
r. Mocksa

O BO3MOKHOCTH perucTpaluH JeKapcTBeHHOro Npenapara, JeHcTBYOIIee BEIeCTBO
KkoToporo npuHaaiaexuT Kk Il knacey 6modapmaneBTHYECKOH CHCTEMBbI
KJaaccupukanum, 6e3 npopeJeHUst HecaeJ0BaHHH OHOIKBHBAIEHTHOCTH

in vivo (¢ MHH «xaanpudun» B jiekapeTBeHHOH dopme TabiieTkH, 10 mr)
¢ NpuMeHeHHeM OHoBeliBepa
B coorBerctBun ¢ CorramieHueM O eIWHBIX NMPUHLHKNAX U IpaBuiax oOpalieHus

JICKapCTBEHHBIX CPEACTB B pamMKax EBpa3uiicKOro 5KOHOMHYECKOT'O CO3a OT 23 ,[161(3.6]37{'

2014 roma, IlonokeHnem 00 DKCHEPTHOM KOMUTETE II0 JIEKAPCTBEHHBIM CPECTBAM,

yrBepxkieHHbiM Perienrem CoBera EBpasuiickoif 5KOHOMHYECKOH KOMHUCCUH OT 3 HOSIOpsI

2016 . Ne 75, wmw mnyuktom S TpebGoBanuii Kk OuoOBelBepy, OCHOBaHHOMY

Ha OmodapmaneBTrueckoil cucreme knaccuukanuu (IIpunoxenune Ne 4 x IlpaBunam

MIPOBEJIEHHsI UCCIIeI0BaHNM OMO3KBUBAIEHTHOCTH JIEKAPCTBCHHBIX MPENapaToB B paMKax

EBpasuiickoro s5KOHOMHYECKOTo coro3a, yTBepxaeHHbIM Pemenuem CoBerta EBpazuiickoi

SKOHOMHYECKOH KoMHCCHH OT 3 HosgOps 2016 1. Ne 85), DkcnepTHbIi KOMHTET

IO JICKAPCTBEHHBIM CPEeJICTBAM Pe KOMEeHAYeT:

OCYIIECTBIIATh  PErHCTPallUI0  JIEKAPCTBEHHOIO  IIpenapara,  COAEpIKallero
neiicTByromee BemectBo ¢ MHH «xnaaprubuny B iekapcTBeHHON GopMe Tabietku, 10 mr,
koTopoe npuHamiexut Kk Il xraccy 6uodapmaneBTHUECKOH cHUCTEMBl KlacCH(pUKAIMH

(BKC), 0e3 mpoBeneHHUs HCCIeNOBaHUM OMOIKBUBAJIEHTHOCTH M1 Vivo, 110 IPOLELype



2

OuoseiiBepa, ocHoBaHHoro Ha bKC npu ycnoBuum BbINONHEHHS pa3pabOTUUKAMH
JI€KapCTBEHHOIO MIperapara BCexX CIEAYIOIIMX YCIOBHUI:

a) TpOBENEHHOro 00BeMa COOCTBEHHBIX HCCIENOBAHWN PACTBOPHUMOCTH in Vitro
B OTHOUIEHWM aKTHUBHOM  (apMaueBTHYECKOH  CyOCTaHLMH, MOATBEPIKTAIOIINX
ee cootBetrcTBHE I Kaccy bKC;

0) mpoBeneHHOro 0o0beMa COOCTBEHHBIX MCCICJAOBAHWHM i Vitro B OTHOIIEHHH
rOTOBOM JIEKapCTBEHHOM (OPMBI JIEKAPCTBEHHOI'O IIpernapara, IOATBePIKAAI0IIHX
ee cooTBeTcTBHE 10 TIpoduiro BeicBoOokaeHus 11 kmaccy BKC, a Takxe 9KBUBaIeHTHOCTD
npoduist pedepeHTHOMY JeKapCTBEHHOMY Ipernapary;

B) COOTBETCTBHSI KA4eCTBEHHOIO0 W KOJUYECTBEHHOI'0 COCTaBa 3asgBISEMOM
Ha perucTpalyio JeKapcTBEHHOH (hopMBI JIeKapCTBEHHOIO IpernapaTa ¢ YU4eTOM TI'paHHIl
OTKJIOHEHHWH, YCTaHOBJIEHHBIX NMyHKTOM 19 TpeboBanuii k OuoBeiiBepy, OCHOBaHHOMY
Ha OuodapmaneBTHUeCKON cHcTeMe Kiaccupukauun (mpuinokernrne Ne 4 x IlpaBuiam
TIPOBENIEHUsI MCCIIeIOBAHNH OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX TIPETapaToB B paMKax
EBpa3uiickoro 3KoHOMHYECKOIo cot03a, yreepxieHHbsiM Peiennem CoBerta EBpazuiickoi
SKOHOMHMYECKOH KoMHccHH OT 3 HosiOpsa 2016 1. Ne 85), n MecTa elicTBUs Iipernapara;

r) MHUHUMH3ALUANA (apMaKOJIOTHIECKHX PHCKOB, CBA3aHHBIX C BO3MOXKHOCTBIO
TIPUHSTHUS PelleHrs O A0IMycKe B oOpalleHue TOJIbKO Ha OCHOBaHUHU UCCIIeIOBaHUH in Vitro

HEOMO3KBHUBAJIEHTHOIO JIEKAPCTBEHHOIO IIpenapara.
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