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PEIIIEHUE
00 OTKa3e B COIIACOBAHMU MPEAENEHEIX OTITYCKHEIX LIEH [IPOM3BOAUTENCH
Ha JIEKApCTBEHHEIE MPENaparsl, BKIOUSHHEIE B IepeYeHb )KU3HEHHO HEOOXOAMMBIX
¥ BaXXHEHIINX JIEKapPCTBEHHBIX [IPENAapaToOB

B coorBercrBuM ¢ mynkraMud 8 u 21 IlpaBun rocynapcTBeHHOM pErMCTpalyyd U
NEPEPETUCTPALIMK YCTAHABIUBACMBIX TPOM3BOAMTEIAMH JICKADCTBEHHBIX IPENAparoB
NpeNeNbHEIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHHBIE IIPENapaTsl, BKIIOUEHHBIE B MEPEUCHb
XKH3HEHHO HEOOXOMVIMEIX M BaOXHEHMINNX JEKApPCTBEHHBIX NPENaparoB, YTBEPKACHHBIX
nocranoBierneM IIpaBurenscTa Poccuiickoit @enepauuu ot 29.10.2010 Ne 865 (nanee -
IlpaBuna), PenepanbHas aHTHEMOHONOABHAd Cayxba paccMoTrpena JOKYMEHTEI,
npe/icTaBIeHHBIe THCbMOM Munsapara Poccuu or 12.02.2016 Ne 20-4-4005237-¢c, u
MIPUHSUTA pelleHne 00 OTKa3e B CONIACOBAHMM NIPEAE/IbHON OTIMYCKHOMN NEHEI, 3adBICHHON
Ha IepeperucTpaliuio, JAepxarels WIM BiaJelbla PETHCTPALMOHHOIO YAOCTOBEPEHHS
JIEKapCTBEHHOTO IIpenapara i npouspoicTsa (Bce craguu) Q00 «Cerayansckas IOanna
Iysa ®apmanepruueckas koMnanug» (Kurail) Ha cuegyroumid JIeKapcTBEHHBIN
Npenapar, BIIIOYEHHBIH B IepeueHb JKU3HEHHO HEOOXOAMMEIX M BaXHEHIIMX
NeKapCTBEHHBIX NPEIapatos:

VmmyHnornoOynuH aHTHpaOWYecKuil M3 CHIBOPOTKM KpoBH uenoBeka (MHH —
HWmmyrornoOynuH aHTHpaOUyecKuii), pacTBOp UIA BHYTPUMBILIEYHOIO H IHOAKOXKHOTO
seeaenua 150 ME/ma, 1 mn — dumakonsr (1) — rmadxu kapToHHbIe, B pasMepe 936,32 py®.

Ilpenenchas OTIycKHas Li€HAa HAa YKa3aHHBIM JIEKAPCTBEHHBIH IIpemnapar He
COMIACOBRIBAETCA MO CIICYIOIMKUM OCHOBAHMAM.

[Ipr mnpoBenedum sxoHomMudeckoro anamusa POAC Poccuu BHABICHO, HYTO
3asB/ICHHAs Ha MEPEPETHCTPAaUUI0 TpeAcibHas OTHyCKHas IieHA Ha BHIIEYKa3aHHRIN
JEKapCTBEHHBIH MpeTapar 3Ha4uTeNbHO BEINE PACCUHTAHHON B COOTBETCTBHH C IIYHKTOM
24 MeToaMKH pacyeTa YCTaHABIUBACMEIX NPOU3BOAUTEIAMM JIEKAPCTBEHHBIX NPENapaTon
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OpPeACABHBIX OTIIyCKHBIX LIEH Ha JIEKAPCTBEHHBIE NPENaparsl, BKIIOYCHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOOMMBIX M BAOXKHEHIIMX JEeKapCTBEHHBIX MpenapartoB, HNpU  UX
rOCyJAapCTBEHHON PEerucIpandyl U INEpeperucTpalliy, YTBEPKACHHONH MOCTaHOBICHUEM
IlpaBurenscrea Poccuiickoit @enepauun or 15.09.2015 Ne 979 (manee — Meroauxa),
JOIyCTUMON BeJIMYHHONM YBENHYECHHA S3aperiucTPHPOBAHHOM NpEeNeNIbHON OTIYCKHOM
IIEHBl HA JIeKapCTBCHHBIN Npenapar MMMyHOrnoOynuH aHTUpaOUUYecKUH U3 CHIBOPOTKH
kpoBu uenosexka (MHH — VMMmyHOmnoOynvH aHTHpaOM4ecKWil), 4TO INPOTHBOPEYHT
nyHxTy 23 Meroauku,

B ¢Bs3M ¢ BHINEU3NOXKEHHEIM, B COOTBETCTBMH C IIOAIIYHKIOM «B» IIyHKTa 13
[IpaBun MOpEBHIICHKE NPEACTABISHHOM I8 TIOCYyIapCTBEHHOH perucTpauyiv MM
NEepeperucTpanuy MpeAclIbHOM OTIMYCKHOM LEHBI IIPOM3BOJAMUTENS Ha JIEKAPCTBEHHBIN
Opernapar Hapg LEHOH, pacCYUTaHHOW B COOTBETCTBHMM ¢ MeToamkod sBasercs
OCHOBaHMEM JJI OTKa3a B CONIACOBAHWM TIOCYJApPCTBEHHOM PEruCTpallud MU
[EPEPErucTpaldy OpeJebHOM OTIIYyCKHON ILIEHBI IIPOM3BOJMTIEN HA JEKAPCTBEHHBIM
IIpenapar.
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