MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
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PEILIEHUE
00 OTKa3e B COITIaCOBAHMM MPEEIIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAMMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPEMAPaTOB

B coorBerctBuM ¢ mnyHktomM 13 ¥ moanmyHKTOM «a» mnyHkra 32 IlpaBun
rocyJIapCTBEHHOU perucTpanuu u nepeperucTpaium yCTaHABIMBAEMBbIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX IMPENapaToB IMPEAEIbHbIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TIpenaparbl, BKIIOUYEHHbIE B TIEPEYCHb >KU3HEHHO HEOOXOIUMBIX U

BOXHEUIIMX  JIGKAPCTBEHHBIX  TPEMApaToB,  YTBEPKACHHBIX  IMOCTAaHOBICHHUEM
[IpaButennbctBa Poccuiickoini @Deneparuun ot  29.10.2010 Ne 865 (B pemakumu,
JNEUCTBYIONIE Ha Jjaty nomauu 3asBieHuss — 26.09.2019) (manee — IlpaBuna),

®denepanbHasi aHTUMOHOINOJIBHAS CIyX0a paccMOTpesia JOKYMEHTBI, MpPEICTaBICHHBIE
nucbmMamu MunzgpaBa Poccum or 30.10.2019 Ne 20-4-4114509-c m ot 06.12.2019
No 20-4-4114509-n0n1, 1 mpuHsia penieHue o0 OTKa3e B COIVIACOBAHUU MPEIEIIbHOM
OTITyCKHOM 1IeHbI, 3asiBJIeHHOM Ha nepepeructpannio AO «I[1DK «O0noBnenue» (Poccus),
Ha CJEIYIOUIMH JIEKapCTBEHHBIM TMpernapar, BKIIOYEHHBI B MepeYeHb >KU3HEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

[Tepexucy Bomopona (MHH — Bomopoaa mepokcum), pacTBOp Jyisi MECTHOTO H
HapyxHoro npumeHeHus, 3 %, 10 mu - TIOOMK-KaneabHUIBl (5) - MaYKu KapTOHHBIC, B
pasmepe 53,41 py0.

[IpenenbHass OTHyCKHas I1I€HA HAa YKa3aHHbBIM JIEKAPCTBECHHBIM Mpemnapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

[Ipn npoBenenun skoHomuueckoro ananuza OAC Poccum yCTaHOBIEHO, 4YTO
3asIBJICHHAs] BEJIMYMHA YBEJIIMYEHUS 3apETrUCTPUPOBAHHON MPEEIbHONW OTITYCKHOW LEHBI
Ha BbIIICYKA3aHHBIM JieKapcTBEHHBbIM mpenapar (8,78 %) mpeBbllIaeT BEIUYUHY
yaopoxaHus Cbipbg W MarepuasnioB (1,20 %) comtacHO YTOYHEHHBIM CBEICHUSIM,
npencTaBieHHbIM 3agBuTeneM Ha 3anpoc GAC Poccun ot 25.11.2019 Ne AL1/4102983/19,
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YTO MPOTHUBOPEUUT TPEOOBAHUSM TOJANMYyHKTa «a» IMyHKTa 39 Meronuku pacuera
YCTAaHABJIMBAECMbIX  MPOU3BOAUTEISIMU  JICKAPCTBEHHBIX  IPEMapaTroB  MPEAECIbHBIX
OTIYCKHBIX ILIEH Ha JICKAPCTBEHHBIE Ipenaparbl, BKIKOYEHHbIC B IEPEUYCHb YKU3HEHHO
HEOOXOIUMBIX M BaKHEUIIUX JICKAPCTBEHHBIX IPENaparoB, MPH UX TOCYIapCTBEHHOU
pPEruCTpallid W NEPEpPEerucTpaluu, YTBEPKIACHHOW mnocTaHoBieHHeM [IpaBurenbcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne 979 (B penakumu, OEHCTBYIOIIEH Ha aary
noaauu 3asBieHus — 26.09.2019) (nanee — MeTtoauka).

B cB3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C MOJIYHKTOM «T» HOyHKTa 19
[IpaBuy1 TPEBBIIIEHUE NPEACTABISEMONM U1 TOCYJApCTBEHHOM Iepeperucrpauuu
MPEAETBbHON OTIMYCKHOW LEHBI MPOU3BOAUTEIIS HA JIEKAPCTBEHHBIN Mpenapar HaJl LIEHOM,
pPACCUMTAHHOW B COOTBETCTBMU C METONMKOM, SIBIIIETCS OCHOBAHMEM [ OTKa3a B
COITIACOBAHUM  TOCYJAPCTBEHHOW  PETUCTPAlUM  NPEACIbHONW  OTIIYyCKHOW  LICHBI
MPOU3BOJIUTENSA HA JIEKAPCTBEHHBIM Mpemnapar.
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