MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

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

PEHIEHUE
0 COIIACOBAHMM NPENEIbHBIX OTITYCKHBIX LIEH IPOU3BOIUTEIIEH
Ha JICKapCTBEHHbIE MPENaparhl, BKIOYEHHbIE B IEPEUCHDb KU3HEHHO HEOOXOIUMbIX
Y BOKHEUILINX JIEKAPCTBEHHBIX IIPENApaToB

B coorBerctBuum ¢ mnyHktoM 13 IlpaBun rocynapCcTBEHHOW perucTpauud |
MEepEepPErucTpalui yCTAHABIUBAEMBIX MPOU3BOIUTENIAMHU JIEKAPCTBEHHBIX IPENapaToB
MpEACNbHBIX OTIIYCKHBIX ILIEH Ha JIEKAPCTBEHHBIEC IpENapaTrhbl, BKIOYEHHBbIE B MEPEYEHb
KU3HEHHO HEOOXOIMMBIX W BaKHEHIIUX JIEKAPCTBEHHBIX MPENaparoB, YTBEP>KICHHBIX
nocra"HoBiieHnueM [IpaButensctBa Poccniickonr @Pepepamuum ot 29.10.2010 Ne 865,
®denepanbHasi aHTUMOHOINOJbHAS CIyXk0a paccMOTpesla JOKYMEHTBI, IpPEICTaBICHHBIE
nucbmMamu Munszapasa Poccun ot 19.11.2019 Ne 20-4-4116984-c u ot 04.12.2019 Ne 20-4-
4116984-mon, W mpuUHSANIA PENICHUE COMIACOBaTh MPEICIbHYI0 OTIYCKHYIO IIEHY,
3asBJICHHYI0O HA PpETUCTPALMIO0 JIEpXKATEIEM WIM BIAJENBbLUEM PETHUCTPALMOHHOTO
yI0CTOBEpEeHUs JekapcTBeHHOro mnpemnapara Actpa3eHeka Ab (IlIBenust), mpou3BoACTBO
TOTOBOM JIEKapCTBEHHON (pOopMBbI, MepBUYHAsT M BTOpu4Has ymakoBka Kyk ®dapmuka JIJIC
(CILA), opranu3zaiusi, OCyIIECTBIISIFOIIAs BBIMTYCKAIOUUN KOHTPOJIb KadyecTBa AcTpa3eHeka
@apmackrotukainc JIII (CIIA), Ha caeayronuil JIeKapCTBEHHbIN Mpenapar, BKJIIOUYEHHBIN B
nepeyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

dazenpa (MHH — benpanuzymab), pacTBop [Isl MOAKOKHOTO BBeneHus, 30 Mr/miI,
1 mu1, - mmpwust (1) - mauku kapToHHBIS, B pazmepe 123 752,57 pyo.
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