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PEIIEHUE
00 OTKa3e B COIIACOBAHMH MPEJENIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTEIICH
Ha JIEKApCTBEHHBIEC IIPENAPAaThl, BKIIIOUEHHbIC B [IEPEYEHb KH3HEHHO He0OXOIMMBIX
M BAKHEHIIINX JIEKAPCTBEHHbIX MPENapaToB

B COOTBETCTBMM ¢ IIyHKTOM &, TMOANYHKTOM «B» myHkTa 13 [lpaBfn
rocy/1apCTBEHHOH perucTpalmu H nepeperucTpanmu yCTaHaBJIMBACMHIX
NIPOU3BOJAMUTENAMH JIEKAPCTBEHHBIX [IPENAPATOB IIPE/C/IbHBIX OTHOYCKHBIX 1IeH Ha

JICKAapCTBCHHbIC Npeliaparbl, BKIYCHHbLIC B IMECPCUCHb KHU3HEHHO HCO6X0£[HMIJIX

BAXKHEHIITHX JICKApCTBEHHBIX [pernaparos, YTBCPKOCHHBIX [NOCTAHOBJICHUGM

IIpaButensctBa Poccuiickon ®exepanmu ot 29.10.2010 Ne 865 (nmanee - IlpaBund
MeznepalibHasi aHTUMOHOIIONBHAsL CIyKOa paccMOTpena JIOKYMEHTbI, TPEACTaBIEHHE
nucbMoM Munsapasa Poceuu ot 11.09.2015 Ne 20-4-489640-c, u npuHsIa pelieHue ¢
OTKasze B COIVACOBAHMM MNpeAenbHOM oTnyckHoH 1mensl 3A0 «®DapmaneBTHYecK
npeanpuarue Obonenckoe» (Poccus) Ha craenyloumuil  JieKapCTBEHHBIH Ipenapa
BKJIIOYEHHBIH B I[EPEYEHb JKM3HECHHO HEOOXOAMMBIX M BAXKHCHIIMX JIEKaPCTBEHHb)

Hpenaparos:
Huxnodpenak perapy OGonenckoe (MHH — Quknodenak), Ttabnerk

MPOJOHTHPOBAHHOTO JIEHCTBHSA TOKPBITHIC KHIIEUHOPACTBOPUMOHN obonoukoit 100 M
10 mT - ynmakoBKHM sYEHKOBbIC KOHTYpHbIC (3) - mauku KapToHHBIE, B pasmepe 76,9
pyoneii.

[Ipesenshas oTiyckHas LeHa Ha YyKa3aHHBI JIGKapCTBEHHBIH Ipenapar H
COIVIACOBBIBACTCS MO CACAYIOIIUM OCHOBAHUSAM.
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[Ipy npoBeneHMM aHajM3a YCTAHOBJEHO, YTO HA JIEKAPCTBEHHbIH mperiap

aT

Huxnodenak B jiekapcTBeHHOH (Qopme TabNETKH NPOJOHIMPOBAHHOTO JIEHCTBHA,

OKPBITBIE KHILIEYHOpAcTBOPUMOH 0001040l 100 mr, 10 mT - ymakoBKH suEHKOBpIE

KOHTypHBIE (2) - madykd KapTroHHble, IpoussoicTBa 3A0 «Dapmanesruyec
npeanpusatue Odonenckoey, Poccus 3aperncTpupoBaHa npeienbHas OTIYCKHAS IEeH:

pasmepe 28,84 pybuei (npuxa3 Munzapasa Poccun 17.03.2015 Ne 260/20-15). Takth

oOpaszoM, 3asBlieHHas K PErdCTPAllMM TMpeleNbHas OTIYCKHAs [€HA [PEBbIILE
3apErHCTPUPOBAHHYIO NPEACIBHYIO OTIYCKHYIO LICHY HA aHAJOTHYHBIN JIEKapCTBEHHI
npernapar TOro e MPOM3BOJUTENS IpH IepecyeTe 1eHbl 3a 1 nexkapcrBeHHylo ¢op
Ha 77,9 %.

B coorBeTcTBMM € NOAIYHKTOM «B» nyHkra 13 IlpaBun npessimeH

OPEACTABAACMON /U1 TOCYJdPCTBEHHOH PErHCTPALMK TIPEIE/IbHOM OTIYCKHON IEHbI

MPOU3BOAMTENIS HA JICKAPCTBCHHBIHN Mpenapar Hajl [eHOH, pacCUUTAHHON B COOTBETCTB
¢ Merogukoi  yCTAHOBJICHHs  MPOU3BOJIMTE/ISIMM  JICKAPCTBEHHBIX  [Iperapar
MpeAeIbHBIX OTIIYCKHBIX IIE€H Ha JIEKAPCTBEHHbBIC MpEnaparhl, BKIOYEHHbIC B Hepeye
JKHBJIII, yrBepxaennon npuxkasom Munsapascoupassutus Poccuu u @CT Poccun
03.11.2010 Ne 961u/527-a, pneiicrByromeid B nepuon nposeaenuss PAC Pocc

9KOHOMHYCCKOro aHaliMisa, ABJACTCA OCHOBAHMCM JId OTKa3a B COIVIaCOBaHY

rOCYJApCTBEHHOM PErucTpaLdy MPEeAe/IbHOW OTIYCKHOW LIEHBbI [POU3BOAMTENS
JIEKapCTBEHHBIN Mpernapar.
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