EBPA3UNCKAS 3KOHI/I‘{ECKAH KOMUCCUS

SKCHEPTHBIA KOMUTET
1O JJEKAPCTBEHHBIM CPEJICTBAM

PEKOMEHIAIIUSA
«22» nexabps 2023 r. Ne 226
r. MockBa

O BO3MOKHOCTH perucTpanuH JeKapcTBEHHOr0 Npenapara, AelicTBylolee BelecTBO
KoToporo npuHaaaekuT K I1I kinacecy buogapmaneBTHYECKOH CHCTEMBI
kjaccuuranuu, 6e3 nposeeHus Heeae 0BaAHHH OHOIKBHBAJIEHTHOCTH

in vivo (¢ MHH «unugakpun» B JekapcTBeHHOMH hopme TabaeTku, 20 Mr)
¢ NnpuMeHeHHeM OHOBelBepa
B coorBerctBuuM ¢ CornaileHueM O eIMHBIX NPUHIMUNAX U MpaBUIax oOpaleHus

JIEKapCTBEHHBIX CPEICTB B paMkax EBpazuiickoro 3K0OHOMHYECKOro coro3a oT 23 mexabps

2014 rona, IlonoxeHneM 00 OKCIIEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CpEICTBaM,

yTBepkaeHHbIM Pemennem CoBeta EBpa3uiickoil 5KOHOMHYECKOH KOMUCCHH OT 3 HOSOps

2016r. Ne 75, wm mnyHkrom 5 Tpebosanuit k OuoseiiBepy, OCHOBaHHOMY

Ha 6mocdapmaneBTHieckoi cucreme knaccupukaruu ([Ipumoxenue Ne 4 x IlpaBuiam

TIPOBENIEHUs HCCIIe0BaHUN OMODKBUBAIEHTHOCTHU JIEKAPCTBEHHBIX IIPENapaToB B paMKax

EBpa3nuiickoro 5KOHOMHYECKOI'0 COr03a, yTBepxkaeHHbIM Pemennem Cosera EBpazuiickoit

SKOHOMHYECKOH Komuccuu oT 3 HosiOps 2016 1. Ne 85), DKCHEpTHBII KOMHTET

T10 JIEKapCTBEHHBIM CPEJICTBAM PEKOMEHAYeT:

OCYILECTBIATh  PErMCTpallMioO  JIEKApCTBEHHOIO  Ipenapara,  COAepikKallero
nercTByromiee BerecTBo ¢ MHH «unupakpun» B mexapcTBeHHOH dhopMe TabmeTku, 20 Mmr,
xotopoe mpuHaane:xkuT K III xmaccy OGmodapmaneBTHUECKOH cHCTEMB! KilacCH(DHUKALIUU

(BKC), 6e3 mnpoBejeHusi HCCIeIOBaHUN OWMO3KBUBAJIEHTHOCTH in Vivo, TIO MPOLEAYpe



2

OuoseiiBepa, ocHoBaHHoro Ha bBKC 1npu ycioBuu BBINONHEHHS pa3pabdOTUHKAMHE
JIEKapCTBEHHOT'O Ipenapara Beex CIEeAYIOIIMX YCIOBUM:

a) MpoBeJleHHOT0 o0BemMa COOCTBEHHBIX HCCIEIOBAHUN PacTBOPUMOCTH i1 Vitro
B OTHOILLIGHWM  aKTUBHOH  (apmaueBTHUYecKOH  cyOCTaHIMM,  HOATBEPIKAAIOLINX
ee coorBetcTBUE III knaccy BKC;

0) mpoBeaeHHOr0o 00BeMa COOCTBEHHBIX HCCIEAOBAHMM in Vifro B OTHOIICHHH
rOTOBOM  JieKapcTBeHHOW (OpMBI  JIEKApCTBEHHOI'O IIperapara, [MOTBEepPkIArOIInX
ee cooTBeTcTBHE 110 Tpoduito BeicBoOoknenus [1I knaccy BKC, a taike sKBHBaIeHTHOCTD
npo¢uns pedepeHTHOMY JIEKapCTBEHHOMY Ipenapary;

B) COOTBETCTBHUS KAyeCTBEHHOIO M  KOJWYECTBEHHOI'O COCTaBa  3asBIsSEeMO
Ha PErHCTPAlMI0 JIeKAPCTBEHHOM (DOPMBI JIEKapCTBEHHOrO Iperapara ¢ y4eTOM TpaHHMIl
OTKJIOHEHHUH, YCTAaHOBJIEHHBIX IyHKTOM 19 TpebGoBaHuil k OHOBeliBepy, OCHOBAaHHOMY
Ha OnodapMarieBTHdeckoil cucrteMe kiaccuduxanuu (mpunoxenue Ne 4 k Ilpasuiam
IIPOBEICHUSI HCCNeIOBaHUN OMOSKBHUBAJIEHTHOCTH JEKAapCTBEHHBIX IIpernapaToB B paMKax
EBpa3zuiickoro 5KOHOMHYECKOTr0 COr03a, yTBepKaeHHbIM PemenneM Coserta Eppazuiickoid
9KOHOMHYECKOH koMuccuu oT 3 HoAOps 2016 r. Ne 85), u MecTa nelicTBUs IpernapaTa;

r') MUHAMH3alAHd  (PapMaKkoIOrMYecKUX pHCKOB, CBSI3aHHBIX C BO3MOXHOCTBIO
IPUHSTHS PEIIeHHUs O JIOMycKe B oOpalleHHe TOJIEKO Ha OCHOBAHHUH HCCIIC/IOBaHUM i1 Vitro

HeOHOIKBUBAJIEHTHOTO JICKapCTBECHHOT'O ITpEIiapara.

Unen Komneruu (Munuctp)
M0 TEXHUYECKOMY PETyJIHPOBAHHIO,
[Ipencenarens DKCIEPTHOIO KOMUTETA
10 JIEKApPCTBEHHBIM CpPeACTBaM B.B. Hazapenko



