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PEIIEHWE
00 OTKa3e B COMIacOBaHWH [NpeaCIbHLIX OTIYCKHBIX LEH f[pOM?BOﬂHTCJ’Ieﬁ
Ha JICKAPCTBEHHBLIC IIpelapaThbl, BKIIIOYEHHLIC B IIEPEYECHDb JKMU3HCHHO HCO6XO,[IHMBIX
1 BaXKHEUIITHX JICKAPCTBEHHBLIX [IPEIIapaToB

B coorBercTBMM C IMYHKTOM O, IOANYHKTOM «B» myHkra 11 IlpaBun
rOCy/IapCTBEHHOW perucTpanuy NpeneabHbIX OTIYCKHBLIX LIeH IMpPOW3BOIUTENeH Ha
JeKapCTBEHHBbIE MpenapaThbl, BKJIIOUYEHHbIE B IEpPeYeHb JKU3IHEHHO HEOOXOAUMBIX W
Ba)KHEWIIUX  JIEKAPCTBEHHBIX IIPenaparoB, YTBEP)KJACHHBIX  IOCTAHOBICHHEM
[TpaButenbcrBa Poccuiickoit @enepanun ot 29.10.2010 Ne 865 (nanee — Ilpasuna),
DenepanbHas AHTUMOHOIOJIbHAS ciyx0a paccMmoTpera JIOKYMEHTBI,
npejacrasieHnbie nucbmMom Munsapasa Poccun ot 28.09.2015 Ne 20-4-493187-c, u
MpUHsJa penieHHe 00 OTKa3e B COMIACOBAHMM NPENebHOM OTIYCKHOW [IEHBI
npousBosictea OO0  @dupma «PEPMEHT»  (Poccust), Ha  cieayrolui
JIeKapCTBEHHBIM Mpernapar, BKJIIOYeHHBIH B MepedeHb JKU3HEHHO HEOOXOIMMBIX H
Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB:

Qoprenuznn  (PexoMOuHaHTHBIA Oenlok, cojepKalluid  aMUHOKHUCIOTHYIO
MOCJIEIOBATEIbHOCTD CTa(hMIIOKMHA3B), THO(UIN3AT /s NPUTOTOBIEHUSI pacTBOpa
s BHyTpuBeHHOro BBeneHus S mr (745000 ME) — ¢nakouns! (1)/B xommuekre ¢
pacTBopuTeneM — Harpus xjgopua 0,9%, 5 ma — amnynsl (1)/ - mauku KapTOHHBIE B
pasmepe 13250,00 py0.

[lpenenbHas oTmycKHas 1leHAa HAa YKa3aHHbIA JIEKQPCTBEHHBIN Mpenapar He
COIIACOBBLIBAETCS 110 CJIE/IYIOIIUM OCHOBAHHUSM.

B mnpeactaBieHHBIX [POM3BOAMTENEM MarTepuaiax Ha [epeperucTpaiuio
BBIILICYKA3aHHON TIpeAeIbHON OTIYCKHON LIeHbl BBISBIEHO, YTO Ha JIEKAPCTBEHHBIN
npenapatr @oprenusuH Obula 3aperucTpupoBaHa neHa B pasmepe 12500,00 pybneit
npukazoM Munzapasa Poccun Ne 160/20-15 ot 27.02.2015. Tak, nepepeructpanus
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LIeHbl MCXOs U3 YCTAHOBIEHHOro (hepepalibHbIM 3aKOHOM O (enepaibHoM OroKere
Ha COOTBETCTBYIOIIMN ()MHAHCOBBIN IO M HA IUIAHOBBLIM MEPHO/ IPOTHO3UPYEMOIO
ypoBHst nH(sAnAK (noanyHKT «o» nynkra 14 Ilpasun) B 2015 roay HEBO3MOXKHA.

B cBs3U ¢ BbILLIEU3JIOKEHHBIM, B COOTBETCTBUHU C IOAIYHKTOM «B» MyHKTa 11
[IpaBun mpeBbllIeHHE MPEACTABISIEMON JUIS TOCYJAapCTBEHHOM  perucTpanun
NpeleIbHOM OTILYCKHOW LEHBbI IIPOU3BOAUTENS HA JIEKAaPCTBEHHBIH Mpenapar Haj
[ICHOW, pacCYUTaHHOW B  COOTBETCTBHM ¢  MeTOAuKOH  yCTaHOBJIEHUS
MPOU3BOAMTENSIMU JICKAPCTBEHHBIX MPEINapaTroB IpeAelibHbIX OTIYCKHBIX LEH Ha
NeKapCcTBEHHBIe Mpernaparsl, BkioyeHHble B rnepedenb JKHBJIII, yreepxiaenHoi
npukazom Munszapascoupaszsutus Poccun u ®CT Pocemm or 03.11.2010
Ne 961n/527-a, siBasieTcss OCHOBaAaHUEM I OTKa3a B COITIACOBAHUM IOCY1apCTBEHHOH
perucTpalui MpeielbHON OTIYCKHON [EeHBbl ITPOU3BOJIMTENS Ha JIEKapCTBEHHBIH
npemnapar.
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