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B coorBerctBum ¢ mnyHktoM 13 u noamyHKToM «a» mnyHkTta 32 IlpaBun
rOCY/IapCTBEHHOM pErucTpalvu W MNEPEeperucTpalvi MNPEAeabHbIX OTMYCKHBIX II€H
MPOU3BOAUTEIICH Ha JICKAPCTBEHHbIC Mpemnaparbl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIIUX  JIGKAPCTBEHHBIX  MpENaparoB,  YTBEPKIECHHBIX
nocranoBiienreM [IpaButennscTBa Poccutickoit ®enepanun ot 29.10.2010 Ne 865 (nanee
— IIpaBuna), denepasiibHas aHTUMOHOIOJNbHAS CIy»Xk0a paccMoTpena JAOKYMEHTHI,
npeacTaBieHHble mucbMoM MunszapaBa Poccun ot 22.04.2020 Ne 20-4-4135197-c, u
MpUHsUIA pelieHre 00 0TKa3e B COMTACOBAHMM TMPENETbHON OTIYCKHOM IIE€HBI, 3asIBICHHON
Ha nepepeructpannio AO «AJICU-®Dapma» (Poccus), Ha ciemyromui JieKapCTBEHHBIN
npenapar, BKJIIOYEHHBI B TMEpEYEHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPENAPATOB:

Nunanamua-AJICM (MHH — Wapganamuna), TabneTKA, TOKPBITHIE TJICHOYHOM
o0osioukol, 2,5 Mr, 10 WT. - yNakoBKU SYEUKOBBIE KOHTYpHbIE (3) - MaYKH KapTOHHBIE,
B pa3mepe 18,42 py0.

IlpenenbHas OTHyCKHAs [I€HA Ha YKAa3aHHBIM JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSIM.

[Ipu npoBenenun skoHomuyeckoro aHanmuza DPAC Poccum ycTaHOBIEHO, YTO
3asBJICHHAs BEIMYMHA YBEIWYEHUS 3aPETMCTPUPOBAHHON MPEAEIBHOM OTIYCKHOM LEHBI
Ha BBIIIEYKa3aHHBIA JieKapcTBeHHbIM mpermapar (6,11 %) mpeBbIIaeT BETUYUHY
YIOpOKaHUSI ChIpbsi U MaTepuaiioB (2,10 %),4To IpOTUBOPEUUT TPEeOOBAHUSM IOAMYHKTA
«a» nyHkta 39 Meronuku pacueTra NpelesibHbIX OTIIYCKHBIX ILIEH MpPOU3BOAMTENICH Ha
JIEKapCTBEHHBIC TMpenaparbl, BKJIIOYCHHbIE B TMEPEYCHb >KU3HEHHO HEOOXOMUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX IMPENApPaTOB, MPU HMX TOCYJAPCTBEHHOW PETHCTpAlUU U
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MEpEPETUCTPALINM, YTBEPKIACHHOM TocTaHoBiIeHWEM [IpaBurenscrBa Poccuiickon
®denepanuu ot 15.09.2015 Ne 979 (manee — Metoauka).

Bmecre ¢ Tem, BblllI€yKa3aHHAs MpEIEiIbHAas OTIYCKHAs L€HA IPOU3BOAMUTEII
paccuuTana 0e3 yuera TpeOOBaHHM MOAMYHKTa «ay MyHKTa 39 MeToauku.

B stoii cBs3zu, DAC Poccun 6611 HampasieH 3ampoc ot 06.05.2020 Ne AJ1/37913/20,
O MPEIOCTABICHUN YTOYHEHHBIX PACUETOB 3asBIIIEMOM IIPEAEIIBHOW OTITYCKHOM LIEHBI Ha
JIEKapCTBEHHBIN Mpenapar ¢ y4eToM TpeOOBaHWU MOANYHKTAa «a» MyHKTa 39 MeTtoauku.
B oreere, npencraBmenHoMm AQO «AJIC ®apma», CKOPpPEKTHUPOBAHHBIA PpPACUET,
COOTBETCTBYIOLIMI TpeOOBAaHUAM IMOAMYHKTA «a» MyHKTa 39 MeTonuku, He MpeACTaBIIEH.

B cBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBHHM C IOAIMYHKTOM «I» IIyHKTa 19
IIpaBun mpeBbIIEHUE NPEACTABISIEMOW JUISI TOCYAAPCTBEHHOM IEpEPEruCTpaLvu
MIPEACIIBHON OTIYCKHOM LIEHBI ITPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar HaJl LEHOM,
pacCUMTaHHOW B COOTBETCTBUUM C METOOUKOM, SBIISIETCS OCHOBAaHWMEM JJIA OTKa3za B
COMNIACOBAHMU  TOCYHApPCTBEHHOM  pPETUCTpAallMM  MPEACIbHOM  OTIMYCKHOW  LIEHBI
IIPOU3BOJAUTENA HA JICKAPCTBEHHBIN IIpemnapar.

Mecmo dns nodnucu

A.B. JlonieHKO
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