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I8 10. A0 wo fA/2E5YKY 78

Ha Ne o1

PEIIEHUE
00 0TKa3e B COMTaCOBAHMHU NPE/IEIBbHBIX OTIYCKHBIX LI€H MPOHU3BOAUTENEH
Ha JIEKAPCTBEHHBIE MPenapaThl, BKIIOYEHHbIE B [IEPEYEHb )KU3HEHHO HEOOXOIMMBIX
Y BOKHEHIINX TeKapCTBEHHBIX NPEnapaToB

B coorBercTBMM ¢ myHKToM 8, mnogunyHKrom «6» myHkra 13 IlpaBun
roCy/1apCTBEHHOH perucTpauuu 5 [epeperucTpanuu yCTaHABIMBAEMBIX
MPOU3BOAMTEIAMH JICKAPCTBEHHBIX IIPENApaToB IPEIENBbHBIX OTILYCKHBIX leH| Ha
JIeKapCTBEHHbIE IpEnaparhbl, BKIIOYEHHbIE B IE€PEYEHb JKU3HEHHO HEOOXOAMMBIX H
BOKHEHIINX  JIEKAPCTBEHHBIX  MpENaparoB,  YTBEP)KACHHBIX  I[IOCTAHOBIIEHUEM
[IpaButensctBa Poccuiickoin @enepanun ot 29.10.2010 Ne 865 (nmanee - I[lpasuma),
denepanbHas aHTUMOHOIOJbHAS COy)0a paccmoTperna JOKYMEHTHI, IMpe/iCTaBICHHbIC
nucbMoM Munzapasa Poceun ot 22.09.2015 Ne 20-4-492048-c, u npuHsna peiieHue od
OTKaze B  COIVIaCOBaHMM  MNPEJEIbHOM  OTIHYCKHOM  LIEHBl  IIPOM3BOJCTBA
OAO «Ypanbuodapm» (Poccus), 3asBieHHOW Ha mnepeperucrpauuio (B ciydae
M3MEHEHHs 1LIeH Ha ChIphE M MaTepHalbl, a TAKKe M3MEHEHMs HAKJIaJHbIX PAcXO/IOB), Ha
CHAEAYIOIIMI JIEKADCTBEHHBIH IPENapar, BK/IYEHHbIH B IEPEYeHb IHKU3HEHHO
HeOOXOMMbIX ¥ BaXKHEHIIHX JIEKAPCTBEHHBIX IIPENapaToB:

Anermncanunuiosas kucnora-Yb® (MHH — AuerwncanuumunoBas Kuciora),
tabnerkn 500 mr, 10 mT - ynmakoBku Oe3bsueHKOBbIE KOHTypHBIE (1) — KOpOQOKHM
KapTOHHBIE B pazMmepe 4,35 pyo.

IlpenenpHas OTNyCKHAs IEHA HA YKA3aHHBIH JICKAPCTBCHHBIH Iperapal He
COTJIACOBBIBAETCS 10 CICAYIOLIUM OCHOBAHMSM.

Ha ocnoBanum nyskra 8 IlpaBun (1eHCTBOBaBIIMX HAa MOMEHT HANMCAHMS
3anpoca) MpOM3BOANTEINIO YKA3aHHOTO JIEKAPCTBEHHOIO Mpernapara HalpaBieH 3arpoc OT
08.10.2015 Ne AK/54754/15 B wunensx yTOYHEHUs CBEJICHHH, COJEP)KAIIMUXCA B
NpPeACTaBICHHbIX JOKYMEHTAaX, a MMEHHO KOIIMM KOHTPAKTOB CO CpPOKaMHu JCHCTBHS,
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3aBEPIIAIOLIMMHCS HE paHee YeM 4epe3 LIECTh MECALEB OT JaThl I0Jadyd 3asBICHHI,
HOATBEPXKJAIOIINE LEHbl HA MaTepHalbl, HMCIOIL3YIOIMECH NpPH IPOM3BOACTBE
yKa3aHHpIX npernaparoB. [Ipum aHamu3e NpeacTaBICHHBIX AAHHBIX YCTAHOBJIEHO, YTO
orcyrcrByeT npunoxenue K gorosopy Ne 508/10-I1 or 20 oxradpsa 2015 r. ¢ ykazanuem
ONKMCAaHWS W CTOMMOCTH TIPOAYKIIMH, KOTOpOE SBIACTCS HEOThEMJIEMOH 4YacThIO
yKa3aHHOTO JI0rOBOpA.

B CBs3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBHM C IOJAMYHKTOM «O» myHkTa 13
[IpaBuy mpeAcTaBiIeHUE [JAOKYMEHTOB B HEMNOIHOM 00beMe W (HMIM) HEMNOJHOTA
COIEpIKAIIMXCS B HHUX CBEICHHMH SABJIACTCSA OCHOBAHHMEM /Ul OTKa3a B CONIACOBaHMH
rOCYJapCTBEHHOM pErucTpanyd Npeae]bHOH OTIMYCKHOM LIEHbI IIPOM3BOJWTENS |Ha
JIEKApCTBEHHBIN IIperapar.

% B.I'. Kopones

A.A. Tlonukapnos,
(499) 755-23-23, no6. 088-101
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