MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii iep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEHIEHUE
O COIIACOBAHMM NPENEIIBbHBIX OTITYCKHBIX LIEH IIPOU3BOAUTEIICH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOUECHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ myHKTOM 8 IIpaBui TOCYZapCTBEHHOW pPETUCTpAIH H
MEPEePETUCTPAIN  yCTAHABIMBAEMBIX TPOU3BOJUTEISIMUA JICKAPCTBEHHBIX IpENapaToB
NPEICIBbHBIX OTIMYCKHBIX II€H Ha JIGKAPCTBEHHBIC MpEnaparhl, BKIIOUEHHBIC B IMEPEUCHBb
’KU3HEHHO HEOOXOJMMBIX U BaXHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, YTBEP>KICHHBIX
nocraHosiienneM IlpaButenbctBa Poccuiickoii @Penepaunu ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHOIOJBHAS CIIyX)0a paccMOTpesia JOKYMEHTHI, MpPE/CTaBICHHBIC
nucbMoM MunzapaBa Poccun ot 02.03.2018 No 20-4-4063551-c, u npuHsia pelieHue
COIVIacOBaTh MPEJENbHYIO OTIYCKHYIO IIEHY, 3asBJICHHYIO Ha PErHCTpalUIO JAeprKareieM
WIA BIAJCIbLEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIperapara
®.Xopdpmann-JIs Porr JIta. (LBetinapusi), mpou3BOACTBO FOTOBOM JIeKapCTBEHHOU (POPMBI
u nepBuyHas ynakoBka Berrep ®@apma-®eprurynr I'm6X u Ko.KI' (I'epmanust), BropuuHas
yIOAaKOBKAa W OpraHu3alus, OCYLIECTBISIOMIAs BBIMYCKAIOMIMA KOHTPOJIb KayecTBa
®.Xopdpmann-JIs Pomr Jlta. (IlBeiinapus), Ha cienyrolmuidi JEeKapCTBEHHBIN Ipenapar,
BKJIIOYCHHBII B TIEPEYCHb JHKU3HEHHO HEOOXOAMMBIX M BaXHEHIINMX JIEKapCTBEHHBIX
penaparos:

Axtempa (MHH — Tomunuzymab), pacTBoOp Il IOJKOXKHOTO BBeaeHUs, 162 mr/0.9
MJI, - IITPHUI-TIOOUKH (4) - MaYKu KapTOHHBIE, B pazmepe 56424,64 pyo.
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