PEIIEHUE
00 OTKa3e B COMTACOBAHMHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MTpenaparhl, BKIIOYCHHBIC B IIEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBerctBum ¢ mnyHkromM &8 IIpaBun TrocynapCTBEHHOM pEruCTpalvd M|
MepepPErucTpaluyu yCTAHABIMBAEMBIX TMPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MpenaparoB
MpeeNIbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIC Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb
YKU3HEHHO HEOOXOAMMBIX W BaXKHEWIIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranoBiienreM [IpaButenscTBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuia), @enepanbHas aHTUMOHONOJBHAS  CIyk0a paccMoTpena JOKyMEHTHI,
npeacraBieHHble mucbMoM MunszapaBa Poccum ot 15.09.2016 Ne 20-4-4022723-c, u
OpUHsUIa penieHue o0 OTKa3e B COMIACOBAHMM MPEICIbHOW OTIMYCKHOM  II€HBI
OAO «Opranuka» (Poccust), Ha cienyromuii JIeKapCTBEHHBIA TIpenapar, BKIIOYCHHBIA B
nepeyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPETapaToB:

Hosokannamun (MHH — Ilpokannamuj), pacTBOp [Hjisi BHYTPUBEHHOTO H
BHYTpUMBIIIEYHOTO BBeAeHUs, 100 mr/mit, 5 mut, - ammynst (10) /B KOMITIEKTE C HOKOM
aMITyJIbHBIM WM CKapu(HUKaTopoM/ Mavyku KapTOHHBIE, B pazmepe 128,20 pyo.

[IpenenbHass OTHyCKHas II€HA HAa YKA3aHHBIM JIEKAPCTBEHHBIM IIpernapar He
COITIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

B xome mpoBeneHusi 3KOHOMUYECKOro aHanusa npeactaBieHHbIXx B DAC Poccum
JIOKYMEHTOB BBISIBJICHO MPEBBIIICHHE OOIIEITPON3BOJCTBEHHBIX PACXO/IOB.

Kpome toro, B cooTBeTCTBUU C IMyHKTOM 15 TIpaBui, npou3BoauTe b NpeICTABISIET
JOKYMEHTAJIBHOE TOATBEPKACHUE PacxonoB Mo crartbiM «Ceipbe» U «Marepuansl», a
TaKke JAaHHbIe 00 00bemax BBIMYyCKa JEKAPCTBEHHOTO IMpemnapara, ero ylAeJIbHOM Bece B
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o011eM 00beMe POU3BOJUMBIX JIEKAPCTBEHHBIX MPETapaToB.

[Ipu npoBenennn skoHOMHUYeckoro aHanmza PAC Poccuu ycTaHOBIEHO, YTO B
IIPEACTABIECHHBIX JOKYMEHTAaX OTCYTCTBYET JOKYMEHTAJIBHOE MOATBEPKIECHUE PACXOIOB
no crartbe «ChIpbe» U HEKOTOPHIM MO3UIIMSAM, BXOJSAIIMM B CTaThlo «Marepuanbl», a
TaKXe JAaHHble 00 00beMax BBIMYyCKa JEKAPCTBEHHOIO Ipenapara, ero yIAeJIbHOM BEce B
o0uieM 00bemMe MPOU3BOAUMBIX JEKAPCTBEHHBIX MPENapaToB.

B cBsi3u C BBIIEU3IOKEHHBIM, B COOTBETCTBUM C TMOJINYHKTOM «B» IyHKTa 13
[IpaBrs1 TIpEBBINIEHWE MPEACTABISAEMOW JUIsi TOCYAApPCTBEHHOW PETUCTPALMU WM
MEPEPETUCTPALIMN TPEIEIbHON OTIIYCKHOM LIEHBI NPOU3BOAMUTENS HA JIEKAPCTBEHHBIM
mpenapar HaJl I[€HOM, pacCUYMTAaHHOM B COOTBETCTBMUM C MeTonukKol pacyera
YCTaHABIMBAEMbIX  MPOU3BOAUTEISIMUA  JICKAPCTBEHHBIX  IPENApaToB  MPEAENIbHBIX
OTIIYCKHBIX II€H Ha JIEKAPCTBEHHBIE MPENaparhbl, BKIIOYEHHBIE B IEPEYEHb >KU3HEHHO
HEOOXOMUMBIX U BAaXKHEHIIMX JIEKAPCTBEHHBIX TMPEMapaToB, MPH HX TOCYIapCTBEHHOMN
perucTpalMd W TMepeperucTpalum, yTBEPKIAECHHON mnocTtaHoBiIeHUeM I[lpaBurtenbcTBa
Poccuiickoir @enepaunu ot 15.09.2015 Ne 979, a Takke B COOTBETCTBHM C MOIITYHKTOM
«O» myHnkrta 13 IlpaBus npegocTaBieHHE TOKYMEHTOB B HEMOJHOM U (MJIM) HEMOJIHOTA
COJEpXKAIIUXCSI B HUX CBEICHUHN SBISAETCS OCHOBAaHWMEM JUIsl OTKa3a B COIVIACOBAHHUM
rOCyIJapCTBEHHOM pETUCTPAallMM TNPEIEIbHOM OTIYCKHOM LEHBl NPOU3BOAMTENS Ha
JIEKapCTBEHHBIN IIpernapar.

A.b. Kameapos
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