MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JIEKapCTBEHHbIE MTPenaparkl, BKJIOUEHHbIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPaTOB

B coorBerctBun ¢ myHkrom 13 IlpaBun rocygapCTBEHHOW pErucTpalvv |
MEPEPETUCTPALIMM  YCTAHABIMBAEMBIX MPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX IPEMAPATOB
MIPEACIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC MPEMAPAThI, BKIIOUYECHHBIE B IMEPEUCHBb
’KU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocranoBienneM [IpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
— IlpaBuna) (B pemakuuu, AEUCTBYIOIIEH Ha Aary noaadyu 3aseieHus — 12.11.2019),
denepanpbHas aHTUMOHOMOJNBHAS CIY)X0a paccMOTpeNa JTOKyMEHTBI, IMPEICTABICHHBIE
nucekMoM MunznapaBa Poccun ot 16.12.2019 Ne 20-4-4119443-c u npunsina pemieHue 06
OTKa3€ B COIVIACOBAaHUM MPENEIbHON OTIYCKHOW LIEHbI, 3asBICHHONW HA PETHUCTPALMIO
JIEp)KaTeNeM WM BIaJEIbLUEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara OOO «Bapramana ®apma» (Poccust), mpousBoiacTBa (Bce craanu) Annacamu
Oxynsip [Hesaiice3 (II) JItn. (Muaus), Ha cleayromuil JEKapCTBEHHBIM Mpemnapar,
BKJIIOYCHHBI B TMEpPEYEHb >KU3HEHHO HEOOXOIUMBIX W BAXKHEHIIMX JIEKAPCTBEHHBIX
MIpEnaparos:

Moxkcudyp (MHH — Moxcudnokcanu), kamnu riasuele, 0.5%, 5 mi, - dnakon (1)
- Ma4yKa KapToHHas, B pazmepe 145,49 pyo.

[IpenenbHass OTHyCKHas ILI€HA HA BBINICYKa3aHHBIM JIEKAPCTBEHHBIM IIperapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

[Ipu mnpoBeAeHMH SKOHOMHUYECKOIO aHaliu3a, B COOTBETCTBUU C IIYHKTOM 14
[TpaBun, ®enepanbHON aHTUMOHOMOJIBHOW CIy:kO00W HarpasieH 3ampoc ot 10.01.2020
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No  AIl/344/20 o mnpenocraBieHMH HHPOPMAIIMM O MHUHUMAIBHBIX II€HaX JPyTHX
MHOCTPAHHBIX ITPOU3BOAUTENEN Ha JIEKapCTBEHHbIE Mpenaparsl, copnajaromue no MHH,
JIEKapCTBEHHON (opMe, J03UPOBKE, OOpalaromuecs: B TOCYIapCTBE MPOU3BOAUTENS
JIEKapCTBEHHOTO Tpernapara, B COOTBETCTBMM C TpeboBaHusiMu myHKTa 30 Metoauku
pacyeTa yCTaHaBIMBAEMbIX MPOU3BOAMUTEISIMU JICKAPCTBEHHBIX MPENaparoB MpPeaesIbHbIX
OTIIYCKHBIX II€H Ha JIEKapCTBEHHBIE IMpernapaThl, BKIIOUYEHHbIE B MEPEUEHb KU3HEHHO
HEOOXOAMMBIX M BaXKHEHIIMX JIEKaPCTBEHHBIX MpENaparoB, MpU HX TOCYJapCTBEHHOM
pEerucTpallid M TNEePEeperucTpalyy, YTBEPKACHHOW MOocTaHOoBIeHUWEM IIpaBuTenbcTBa
Poccuiickoit ®enepamuu ot 15.09.2015 Ne 979 (B penmakumu, OEHCTBYIOIIEH Ha JaTy
noaauu 3asBieHus — 12.11.2019) (nanee — MeTtonuka).

B nmpenenax ycTaHOBIEHHOTO CpOKa B COOTBETCTBHUHM C yKa3aHHbIM 3anpocoMm DAC
Poccuu undopmanus He moctynuia.

B CBsI3M C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTAMH «B» M «I» IIyHKTa
19 IlpaBun mnpeBbILIEHUE MPEICTABICHHOW ISl TOCYAAPCTBEHHON PpETUCTpPAlUM WU
IIEPEPETUCTPALIUNA TIPEACIbHON OTIYCKHOM ILIEHBl MNPOW3BOJAMTEINISI HA JIEKAPCTBEHHBIN
Ipernapar HaJ UEHOW, pacCUMUTAaHHOW B cooTBeTcTBUM C [lpaBunamu u Meroaukon, a
TaKXe HEMPEJCTaBICHHE CBEJCHUM, MPelyCMOTpPEHHbIX NMyHKTOM 14 IlpaBun, sBisercs
OCHOBAaHMEM Il OTKa3a B CONIACOBAHHWH TOCYJApPCTBEHHOM PEruCTpalMM IPEAEIIbHON
OTITyCKHOM LI€HBI IPOU3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar.
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