PEILIEHUE
00 OTKa3e B COIIACOBAHMM MPEIEIIbHBIX OTIIYCKHBIX LIEH MPOU3BOIUTEIEH
Ha JIEKapCTBEHHBIE TPeTaparhl, BKIIIOYCHHBIE B TIEPEUCHDb KU3HEHHO HEOOXOTUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENIAPATOB

B coorBerctBum ¢ mnyHkToM & IIpaBHi TOCYIapCTBEHHOW pErucTpalvd U
NepeperucTpanud yCTaHABIMBAEMbIX IPOU3BOAUTEISIMUA JICKAPCTBEHHBIX IIperaparoB
MpeACIbHBIX OTIMYCKHBIX I[€H Ha JIEKQPCTBEHHBIE Tpenaparhl, BKIIOYEHHbBIE B MEPEYEHb
’KU3HEHHO HEOOXOAMMBIX M BAXKHEWIIHX JIEKAapCTBEHHBIX IPENaparoB, YTBEP>KICHHBIX
nocranoBiieHreM [IpaButenscTBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), ®enepasbHas aHTUMOHOIIONBHAS ClIy’)k0a paccMoTpena JOKYMEHTHI,
npeacTaBieHHble ucbMaMu MunzapaBa Poccun ot 03.04.2017 Ne 20-4-4040168-c, ot
03.04.2017 Ne 20-4-4039370-c, m mpuHsUIa pemieHHe o0 OTKa3e B COIIACOBAHHUH
MpeAeNIbHBIX OTIYCKHBIX II€H, 3asBJIeHHbIX Ha nepepeructpanno OO0 «O3o0n» (Poccus),
Ha CIEQyIolMe JIEKapCTBEHHBIEC IMpEeraparhl, BKIIOUECHHBIE B IMEPEYEHb >KU3HEHHO
HEOOXOJUMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

1. «Hudbenununy (MHH «Hudenunun), TabneTku, MOKPHIThIE IJICHOYHOU
oOosoukoi, 10 mr, 50 wWIT., - YIaKOBKH SYEUKOBbIE KOHTYpHBIE (1) - MauKu KapTOHHBIE, B
pasmepe 30,93 py0.

2. «Ouananpun» (MHH «3Onananpuny), tabnerku, 20 mr, 10 mrt., - ynakoBKu

SUYCUKOBBIC KOHTYPHBIC (2) - MaYKu KapTOHHBIE, B pazMepe 13,42 pyo.

[IpenenvHble OTMYyCKHBIE IIEHBI HA YKa3aHHBIE JIEKAPCTBEHHBIE Ipemaparbl HE
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

Ha ocHoBannu nynkrta 10 IlpaBun mpoW3BOAMUTENIO YKa3aHHBIX JIEKAPCTBEHHBIX
npenaparoB HampaiieH 3ampoc ot 21.04.2017 Ne AJI/27100/17 B memsx yTOYHEHUS
CBEJICHUM, COAEPKAIIUXCS B IMPEJICTABICHHBIX JOKYMEHTaX, B TOM YKCIIE€ 3alpOIICHbI
pa3bsSCHEHUS TO  BBISIBICHHBIM  HECOOTBETCTBUSIM  KOJMYECTBA  OTTPY>KEHHBIX
JIEKapCTBEHHBIX NPENapaToB B MPEJICTABICHHOM IPOU3BOAUTEIEM pPEECTpe OTIPYy30K U
KOMUSX TOBApHBIX HAKJIAQJHBIX, @ TaKXKe CBEJACHUS 10 KOJUYECTBY OTTPYKEHHBIX
BBIIIEYKA3aHHBIX JICKAPCTBEHHBIX IPENaparoB C MPUIOKEHHEM peecTpa OTIPY30K IO
npuiaraemoit ¢popme (zanee — 3armpoc).

00O «O30n» nucbmoM 0T 27.04.2017 ucx. Ne 115 (Bx. Ne 64336/17 ot 27.04.2017)
COOOIIEHO 00 OTCYTCTBHMM BO3MOXHOCTH MPEACTaBUTh HMHQPOpPMAIUIO, YKa3aHHYIO B
3anpoce, B YCTaHOBJICHHBIE CPOKHU B CBSI3U C HEIOUYETAMH MIPOTPAMMHOTO O0OECIIEUEeHHUs B
00O «O308».

[To coctosinuto Ha 10.05.2017 undopmanus, ykazannas B 3amnpoce, B aapec GAC
Poccuu He noctynuna.

B cBsi3u ¢ BBIMIEU3I0KEHHBIM, B COOTBETCTBUM C TOAIYHKTOM «0» myHKTa 13
[IpaBun mnpencraBieHWe JOKYMEHTOB B HETMOJHOM o0beMe © (WIM) HEMOJHOTa
COJIEpKAIIUXCSI B HUX CBEJCHUN SIBJISETCS OCHOBAaHUMEM JUIsl OTKa3a B COMIACOBAHUU
rOCYJAapCTBEHHOM PEruCTpallii NPEACIbHOW OTIHYCKHOM WEHbI IPOU3BOAMUTENS Ha
JIEKapCTBEHHBIN IIpernapar.
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