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HaNe o1

PEIIEHUWE
00 oTka3e B COrnacoBaHUU NpeaC/IbHBIX OTITYCKHBIX I[I€H ﬂpOI/I3BO,HPIT€JIeI\;I
Ha JIEKapCTBCHHBIC ITpEeraparsl, BKIIIOYEHHBIE B IIEPEYEHDb JKU3HEHHO HEOOXOIMMBIX
W BaXKHEWUIIIHUX JICKapCTBEHHBIX IIPEIIapaToB

B coorBerctBMM ¢ MNyHKTOM 6, mnoamyHkrom «0» myHkra 11 Ilpasui
roCyIapCTBEHHOH pEerucTpaliy MpefeibHbIX OTIYCKHBIX 1EeH TPOM3BOAMTENEH Ha
JIeKapCTBEHHBIE Mpernaparbl, BKIIOYEHHBIE B IEPEYeHb JKU3HEHHO HEOOXOMMMBIX H
BAKHEHMIINX  JIEKAPCTBEHHBIX  IpernaparoB,  YTBEP/KIEHHBIX  IOCTAHOBJIEHUEM
[TpaButensctBa Poccuiickoit @enepauun ot 29.10.2010 Ne 865 (nanee - Ilpasuia),
denepanbHas aHTUMOHOIONBHAS Cllyk0a paccMoTpena JOKYMEHTHI, IPEJICTaBIEHHbIE
nucbMoM Munsapasa Poccun ot 10.09.2015 Ne 20-4-49063 1-c, n npunsana pemieHue o0
OTKa3e B COITIACOBaHMM mpenenbHbIX OTmyckHbiX 1HeH OOO «Oson», Poccusi, Ha
ClIeAyIOIIHe JIeKApCTBEHHBbIE IIpernaparbl, BKIIOYEHHblE B IepeYeHb IKM3HEHHO
HEeOoOXOMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX Mpernaparos:

1. ITearokcudumnun (MHH — IlenTokcndumimH), KOHIEHTPAT Ul IPUTOTOBIIEHHUS
pactBopa s uHOY3ui 20 mr/ma, 5 ma — ammnynsl (5) — YNakoBKH sS4YEHKOBbIE
KOHTYpHBIe (1) — nmayku KapToHHBIE, B pa3mepe 113,65 pyo.

2. INenroxcudummuyd (MHH — INenTokcuuminn), KOHUEHTPAT sl IPUTOTOBICHHUS
pactBopa s uHOY3ud 20 mr/ma, 5 Min — ammynsl (5) — YIakOBKH SYEHKOBBIE
KOHTYpHBIe (2) — Mma4yKu KapToHHbIe, B pasmepe 227,30 pyoO.

[lpenenbHble OTHMYCKHBIE II€Hbl Ha YyKa3aHHbIE JIEKapCTBEHHBIE IIpernaparbl He
COIIACOBBIBAIOTCS TI0 CJIEYIOIIMM OCHOBAHUSIM.

Ha ocHoBanum nyHkra 8 [IpaBuia NmpoM3BOAMTENIO yKa3aHHBIX JIEKAPCTBEHHBIX
rnpenaparoB HampasieH 3ampoc ot 28.09.2015 Ne AK/52142/15 B uensx yTOYHEHHS
CBEJIEHHI, COep/KAIIUXCsl B MPe/CTaBIeHHbBIX JoKyMeHTaX. Bmecte ¢ Tem orer OOO
«O30m», Poccusi, HampaBneHHsld mucbMoM Ne O/H (Bxomsumii PAC Poccum ot
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12.10.2015 Ne 112075/15), comepHMT HENOIHYI HH(OpPMALMIO B 4YacTH JeTallbHOM
pacu(poOBKH PacxoaoB, CBA3aHHBIX C IIPOM3BOJCTBOM BbIILIEYKa3aHHBIX JIEKAPCTBEHHBIX
MpenaparoB, B CBS3M C YeM IPOBECTH OJKOHOMHYECKMHM aHalu3 3asiBIEHHBIX K
perucTpalid 1LIeH B COOTBETCTBUU ¢ MeTOAMKOH YCTaHOBIIEHHS IPOU3BOAMTEISAMH
JIEKapCTBEHHBIX MPENapaToB MpeAebHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHbIE NIPErnaparsl,
BKJIFOYEHHBIE B TepeYeHb JKU3ZHEHHO HEeOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
MpernaparoB, yTBEp:KIEHHOW COBMECTHBIM NpuKa3oM Munszapascoupasputus Poccuu u
OCT Poccun ot 03.11.2010 Ne 9611/Ne 527-a, He npeacTaBIsieTCs] BO3MOXKHBIM.

B coorBercTBMM ¢ noamnyHkromM «O6» nyHkta 11 IlpaBun HemosHOTa
MpeACTABIEHHBIX JOKYMEHTOB SBISETCS OCHOBaHMEM Ul OTKa3a B CONIACOBAHHU
roCcyJapCTBEHHON perucTpaluy IpefebHOM OTIYCKHOM LEeHbl NPOU3BOAMTENS Ha
NeKapCTBEHHBIN Mperapar.
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