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O B0O3MOKHOCTH perucTpalHH JieKapCTBEHHOTO Npenapara, JeicTBYIOIIHe
BemiecTea Koroporo npuHaaiaexat III knaccy OnodapmaueBTHYECKOH CHCTEMBI
Kjaaccupukanum, 0e3 npoBeAeHHs Hcce 0BAHHH OHO3KBHBAJEHTHOCTH
in vivo (MHH «cymaTpunran», B JlekapcTBeHHO# (hopMe Tab/1eTKH, NOKPBIThIE
nJIeHo4YHOo# 000a104K0ii, SO mr, 100 mr) ¢ npumenennem OnoBeiiBepa

B cootBercTBuu ¢ CoryamieHdeM O €IMHBIX NPUHIUNAX U MpaBHUIIaX OOpallleHus
JIEKaPCTBEHHBIX CPEJICTB B paMKax EBpasuiickoro 3KOHOMHYECKOro coro3a oT 23 mekabps
2014 ropma, IlonoxxeHueM 00 DKCIEPTHOM KOMHUTETE IO JIEKAPCTBEHHBIM CpEICTBAM,
yTBepKAeHHbIM Pemennem Coseta EBpasuiickoil 5KOHOMHUECKOH KOMUCCHH OT 3 HOSOps
2016 r. Ne 75, m mnyHkrom 5 Tpebosanmii K OuOBeliBepy, OCHOBaHHOMY
Ha OmocdapmanepTideckoit cucreme knaccudukauuu ([Tpunoxenune Ne 4 x IlpaBuinam
MPOBEICHUS MCCIeOBaHUIi OMOKBHUBAJICHTHOCTH JIGKAPCTBEHHBIX ITPETIapaToOB B paMKax
EBpasniickoro 3KOHOMHYECKOI'0 COr03a, YTBepKAeHHbIM Pemenuem Cosera EBpaszuiickoi
HSKOHOMHYECKOH Komuccuu OT 3 Hos0ps 2016 r. No 85), DkcrnepTHBIA KOMHTET
110 JIEKAPCTBEHHBIM CPEJICTBAM P KOMEH /Iy eT:

OCYLIECTBJISITE  PETHCTPALAIO  JIEKAPCTBEHHOTO  Tpernapara,  COJASpKallero
neiictByrouee BewectBo ¢ MHH «cymarpunrtan», B jnexkapcTBeHHOW (opMe TabIeTKH,
IOKPBITHIE TUIeHOYHOM obostoukoi, 50 mr, 100 mr, xotopoe npunamnexat k III kmaccy

ouodapmanieBTrueckoil cucreMsl knaccudukanuu (bKC), 6e3 mpoBeneHus nccieqoBaHIi
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OMO3KBMBAJIEHTHOCTH in Vivo, TIO0 Tpoleype OMoBeliBepa, ocHOBaHHOIrO Ha BKC npu
YCIIOBUM BBINOJHEHUs pPa3pabOTYHKAMH JIEKAPCTBEHHOTO TpernapaTa BCEX CIETyFOIX
YCIIOBHUU:

a) MPOBEJICHHOro 00beMa COOCTBEHHEIX HCCIENOBAHHMI PACTBOPUMOCTH in Vitro
B OTHOWICHWM  aKTHBHOM  (papmMaleBTHUECKOH  CyOCTaHLMM, TOATBEPIKIAIOLIKX
ee cootBercrBue Il knaccy BKC;

0) mpoBeseHHOro 00BEMa COOCTBEHHBIX HCCIENOBAHMH i1 Vilro B OTHOIICHHH
FOTOBOH  JIGKAPCTBEHHOW ~(OPMBI  JIEKADCTBEHHOTO  IIPENapaTa, —MOATBEPIKAALOLINX
ee cootsercTBre lII kmaccy BKC;

B) COOTBETCTBMSl Ka4eCTBEHHOTO M KOJMYECTBEHHOTO COCTABA HCCIIEIOBAHHOLN
IeKApCTBEHHON (POPMBI JIEKAPCTBEHHOrO Iperapara C y4eTOM IPaHHUI OTKIOHEHHH,
YCTAHOBNEHHBIX — MyHKTOM 19 TpeGosammiéi k  OuoseiiBepy, OCHOBaHHOMY
Ha OuotapmaleBTHYECKOH cHcTeMe Kiaccuukanuu (mpunokenme Ne 4 [IpaBunam
MPOBE/ICHUS MCCIeNOBAHMI OHOOKBUBANIEHTHOCTH JIEKAPCTBEHHBIX MPEMNAPaTOB B PAMKAX
Coroza, yreepiaeHHbIM Pemennem CoBerta EBpasuifckoil 3KOHOMHYECKOH KOMHCCHH
oT 3 HOsA0pa 2016 r. Ne 85), u MecTa nelicTBHS penapara;

r) MHHUMH3aUMH (apMakOJOrHYECKUX PHCKOB, CBSI3aHHBIX C BO3MOMKHOCTBIO
MIPUHSATHS PELICHUsI O IOMyCKe B 0OpallleH|e TOJIbKO Ha OCHOBAHUH UCCIIENOBAHUN i1 Vitro

HeOMOSKBUBAJIEHTHOTO JICKAapCTBCHHOI'O IIpeTiapara.
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