PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B cootrBerctBuM ¢ mnyHkToM & IlpaBun rocyaapCTBEHHOM perucTpalvv U
MepEepPErucTpali yCTAaHABIMBAEMbIX MPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX IPENapaToB
IIPENEIbHBIX OTIIYCKHBIX LIEH Ha JIEKapCTBEHHBIE MPENaparbl, BKIOUYECHHBIE B IEPEYEHb
KU3HCHHO HEOOXOMMMBIX M BXKHEUINNX JICKAPCTBEHHBIX MPETMapaToB, YTBEPKICHHBIX
noctaHoBieHreM lIpasurensctBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @PexnepanpHas aHTUMOHONOJBbHAS Cly>)k0a paccMoTpena JOKYMEHTHI,
npeacrasieHHble mucbMoM MunsnpaBa Poccun ot 03.07.2017 Ne 20-4-4046674-c, n
NpUHsUIa penieHue o0 OTKa3e B COIVIAaCOBAHMHU OpeleabHbIX OTIYCKHBIX II€H
npousBogutenas 3A0 «Ob6oneHckoe — dapMmaieBTuueckoe npeanpustue» (Poccus) na
CIEIYIOUIMI  JICKQpCTBEHHBIM TMpernapar, BKJIOYEHHBbIH B IEpPEYEeHb KU3HEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

1. Monnk (MHH — Mupanamu), karcyibl, 2.5 mr, 10 mT. - yIIakoBKH SYEHKOBBIE
KOHTYpHbIE (3) — madku KapToHHbIe, B pazmepe 60,00 pyo.

2. Nonnk (MHH — HNupanamun), kancynsl, 2.5 Mr, 15 WT. - yIakoBKU STYEHKOBBIE
KOHTYpHBIC (2) — Madku KapToHHBIE, B pasmepe 60,00 pyo.

3. Uonuk (MHH — Hupanamun), kancyssl, 2.5 mr, 30 WIT. - yIIaKOBKU STYEHKOBBIE
KOHTYpHbIE (1) — mauku kapToHHbIe, B pazmepe 60,00 py0.

[IpenenbHplEe OTIIYCKHBIE LIEHBI HA YKAa3aHHBIA JICKADCTBEHHBIM IIpErapar He
COIIACOBBIBAIOTCS I10 CJIETYIOUIUM OCHOBAHUSIM.

B coorBerctBum ¢ mmceMom PI'BY «HIIDCMII» Munsapasa Poccun ot
28.06.2017 Ne 12466, nanpasnenHelM MuH3apaBoM Poccum B cocTraBe KOMILIEKTa
JIOKYMEHTOB, JIJIsl BBILIEYKa3aHHOT'O BOCIPOM3BE/IEHHOIO JIEKAPCTBEHHOTO Ipenapara B
KauecTBe peepeHTHOTO paccMaTpuBaeTcs JeKkapcTBeHHBIN npenapar Apudon (MHH —
Wunanamua) B JeKapcTBEHHOM (opme «TalNeTKu, MOKPHIThIe TUICHOYHOUW O00O0JIOYKOH,
2.5 Mr» (Brajener Wi JiepKareib PEerucTpallioOHHOTO YIoCcToBepeHus - «Jlaboparopuun
CepBbey, Opanius).

[Ipu npoenennn sxoHomuueckoro ananuza GAC Poccum ycTaHOBIEHO, 4TO Ha
nekapctBeHHbI npenapar Muganamua - OBL (MHH — Wupanamua) B nekapcTBEHHOM
¢dopme, COOTBETCTBYIOLIEH JeKapCcTBEHHOW ¢opmMe pedepeHTHOro JIEKApCTBEHHOTO
npenapara - TabJeTKH, MOKPBITbIe 000104KoM, 2.5 Mr mpousBoactBa 3A0 «O0oeHcKoe
— dapmarneBtuueckoe npeanpusitue» (Poccus) 3apeructpupoBaHa mpezesibHas
oTnyckHas ueHa B pasmepe 31,01 pyO. (mpuka3 MunsnpaBa Poccun ot 19.05.2017
Ne 272/20-17). Takum 00pa3oM, 3asBJIE€HHbIE K PErHCTpPALMU MPEEIbHbIE OTITyCKHbIE
LEHbl MPEBBIIIAIOT paHee 3aperMCTPUPOBAHHYIO NPENEIbHYIO OTIYCKHYIO II€HY Ha
aHAJIOTUYHBIN JIEKAPCTBEHHBIN Ipenapar TOro ke MIPOU3BOAMTEINS B 2 pasa.

B cBSI3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C IOANYHKTOM «B» MyHKTa 13
IIpaBun mpeBBIIEHUE NPEACTABISEMON JUIsl TOCYJApPCTBEHHOW PETUCTpPALMU WU
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IIEPEPETUCTPALMU TPEACIbHON OTIIYCKHOW IIE€HBbI INPOU3BOAMTEINS HA JIEKApCTBEHHBIN
npenapar HaJ I[EHOM, pacCYUTAaHHOM B COOTBETCTBHM ¢ MeTogukod pacdera
YCTaHABIMBAEMBbIX  IPOM3BOAMTEISIMH  JIEKAPCTBEHHBIX  IPENaparoB  IPEAENIbHbIX
OTIIyCKHBIX I[IEH Ha JIEKAPCTBEHHBIE NPENApaThl, BKIIOUYEHHBIE B INEPEUEHb XKU3HEHHO
HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX MpPENaparoB, MPU UX TOCYJapCTBEHHOI
pEerucTpalid W MEepeperucTpalny, YTBEPXKIAEHHOW mocTaHoBieHHeM [IpaBurenbcTBa
Poccuiickoit ®@eneparuu ot 15 centsaops 2015 . Ne 979, sBnsiercs OCHOBaHHMEM st
OTKa3a B COINIACOBAHMM TOCYIapCTBEHHOM PETUCTPALMU INPEAEIBbHOM OTIyCKHOW LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.

A.b. Kamesapos
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