PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mUcbMoM MunznpaBa Poccun ot 05.07.2017 Ne 20-4-4046116-c, u
NpUHsUTa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETbHON OTIMYCKHOM IE€HBI
AO «XumzaBon um. KapnoBa» (Poccusi) Ha criemyromuili JI€KapCTBEHHBIN Mpenapar,
BKJIIOYEHHBI B MEpEYEHb >KU3HEHHO HEOOXOJUMBIX U BaXKHEWIIHMX JIEKAPCTBEHHBIX
Mpenaparos:

bapus cynedar mis penrreHockonun (MHH — bapust cynbgar), nopomok s
MPUTOTOBJICHUSI CyCHEH3UHU sl mpuéma BHYTph, 100 T — cTakaHYMKH MOJTUMEPHBIE
(120) — stiuku KapTOHHBIE, B pasmepe 2 372,52 pyo.

[IpenenpHass OTHyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIM TMperapar He
COTJIACOBBIBAECTCS MO CIEAYIOIIMM OCHOBAHHUSIM.

[Tpu npoBenenun sxonomuyeckoro ananuza GAC Poccuu BBISBICHO, UTO B paMKax
OJTHOTO PErMCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara npu U3MEHEHUU
KOJIMYECTBA JIEKAPCTBEHHOTO IMpernapara BO BTOPUYHON (IMOTPEOUTENHCKOM) YyMaKOBKe
MIPOU30IIIO YBEIMYEHUE CTOMMOCTH OJHOM JE€KapCTBEHHOM (hOPMBI, YTO MPOTHBOPEUUT
NyHKTY 5 Meroauku pacuera yCTaHABIMBAEMBIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX
MpenapaToB MpeAesIbHBIX OTITYCKHBIX 1I€H Ha JIEKAPCTBEHHBIE MpENapaThl, BKIFOUCHHbBIC B
MEepPEUYCHb KU3ZHEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
rOCy/IapCTBEHHOM PErucTpalvu U NEepPeperucTpaiuu, yTBEPKJACHHON MOCTaHOBICHUEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonauka).

B cBsi3M ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUHM C TMOJMYHKTOM «B» ITyHKTa 13
[IpaBuy1 mMpeBBIICHUE MPEICTABISIEMON JUIsI TOCYJApCTBEHHOW pErucTpalud Wid
NepPeperucTpaluy MpeAebHOW OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIM
npenapar Haj LEHOH, pacCUMTaHHOM B COOTBETCTBUU C METOIUKOM, SBIsSETCS
OCHOBAaHHUEM JUIsl OTKa3a B COIVIACOBAHWU TOCYJAPCTBEHHOW PETUCTPALMU IPEAEIbHON
OTITYCKHOM LIEHbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kameapos
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