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[Ha No o1

PEILIEHUE
00 oTKaze B COIIacoOBaHMHA [MPEACIIBHBIX OTITYCKHBIX 1I€H HpOM'BBOI[HT@Heﬁ
Ha JIEKapCTBEHHBIC Mperaparbl, BKIIIOYEHHbIE B I[IEPEYCHDL JKU3HCHHO HE0OXO UM
1 Ba)KHEHIIIHNX JIEKapCTBEHHBIX ITperapaToB

bIX

B coorBercTBMM ¢ nyHKToM 6, mnoamyHktom «06» myukra 11 JIpaBun

FOCy,ZlapCTBeHHOfi perucTpaiuyy [MpeaejbHbIX OTIYCKHBIX LI€H IIPOU3BOIUTE)

el Ha

JICKapCTBEHHBIC TIpenaparbl, BKJIKOYEHHbIE B MEPEYCHb JKU3HCHHO HEOOXOIUMBIX H

BAKHEHLIMX  JIEKapPCTBEHHBIX [penaparos, YTBEPIKIEHHBIX ITOCTaHOB[IEHHEM
[pasutenscTBa Poccuiickoit @enepaunn or 29.10.2010 Ne 865 (nmanee - HHaBHna),
MdenepanbHas aHTUMOHOIIONbHAS CIyk0a paccMoTpena AOKYMEHTHI, Ipe/CTaB{IeHHbIE

maceMoM Munsapasa Poccun ot 07.09.2015 Ne 20-4-489899-c, u npussiia peue

HUEe 00

oTKaze B coracoBaHuM rnpejenbHol ormyckHol nenst OO0 «JIIOMW», Poctus, Ha
CIIeYIOIMIA  JIeKapCTBEHHBIM  Mpemnapar, BKIIOYEHHBIH B  Iepe4eHb JKH3HEHHO

HEeOOXOAMMBIX U BaKHEHILIUX JICKapPCTBEHHBIX IIPEIIapaToB:

AHHOTI'O

AckopbunoBass kucinora (MHH - AckopOunoBas xuciora), l]OpOLUJ;K JU1s1

MPUIrOTOBJIEHUS pacTBOpa Uisl NpueMa BHYTPb 2,5 I' — makeThl W3 KOMOUHHUPO

TepMOcCBapuBaeMoro Marepuaina (5) — makeTsl MOJIUITHIIEHOBbIE, B pasmepe 72,69 py6.
[IpenenbHas OTIyCKHAs lleHa Ha YKa3aHHBIA JIeKapCTBEHHBIN IIpengpar He

COrIacoBbIBACTCS I10 CJIICAYIOIIMM OCHOBAHHAM.

Ha ocHoBanuu nyHkra 8 IllpaBui NpOM3BOJMTENIO YKa3aHHBIX JIEKapCTBEHHBIX

npenaparoB HampasieH 3anpoc or 18.09.2015 Ne AK/50183/15 B uensx yro

YHECHHA

CBEJIEHHUH, COolepKaIlMXCsl B IPeJCTaBIeHHbIX JoKyMeHTax. Bmecte ¢ tem orBer OO0
«JIOMM», Poccus, nanpasnenubiii nucbmoM ot 30.09.2015 Ne 89, conepKuT HEMOIHYIO

HHQ)O}JM&HHIO 10  BOIIPOCY HECOOTBETCTBUA JaHHBIX [0 CTarbi <(Cbl])

BE» H

((MaTepHaﬂbl», B CBA3HM C HYEM IIPOBECTH SKOHOMHUYECKUU aHaliu3 3asiBJIEHHOHW K

perucrpanuu LE€Hbl B COOTBETCTBHH C MeToaukoi YCTAHOBIICHHUS ITPOHU3BOJIH

HIHTRTE

TCJISIMHA

50695

2015-90723(2)




N

JIeKapCTBEHHBIX ~ TIPENaparoB MpEAEbHBIX  OTIYCKHBIX 1IEH Ha JIeKapCTBEHHBIE
mpenaparbl, BKIIOYEHHblE B MEPeueHb JKU3HEHHO HEOOXOAUMBIX U B&)I(HfoJLHMX
JIeKapCTBEHHbIX npenaparos, YTBEPKASHHOM COBMECTHBIM MPUHA30M
Munsapasconpassutusi Poccun 1 @CT Pocenm or 03.11.2010 Ne 961u/Ne 527-p, He
[MpeICTaBIsIeTCs] BO3MOKHBIM.

Kpome Toro, npoW3BOANTENIEM He MpeACcTaBlieHbl MaTepualbl Mo MyHKTY 4 3aipoca
ot 18.09.2015 Ne AK/50183/15.

B coorBercTBUM ¢ momnyHkToM «O6» nyHkta 11 IlpaBun  HernojiHOTa
MpeJICTaBIEeHHbIX JIOKYMEHTOB SBJIAETCS OCHOBaHHEM JUlsi OTKasa B COINAcOBaHUM
roCcyapcTBEHHOM perucTpaluy MpelellbHONM  OTIYCKHOM LEHbl [POM3BOJMTEIS Ha
JIeKapCTBEHHBIN Ipenapar.
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