PEILIEHUE

00 OTKa3e B CONIACOBAHUH MMPCACIBbHBIX OTITYCKHBIX IICH HpOHBBOI[HTeJIeI)'I
Ha JICKApCTBCHHLIC ITPCIIapaThbl, BKIIFOUYCHHBIC B IICPCUCHDb JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIITNX JICKapCTBCHHBLIX ITPCIIapaToB

B coorBerctBun ¢ myHkrom 8 IIpaBun ToCynapCTBEHHOM perucTpanuv U
NepeperucTpaluyd yCTaHABIMBAEMBIX TMPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpernapaTroB
MpeCNIbHBIX OTIYCKHBIX I1IEH Ha JIEKAPCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoiieHreM [IpaButenscTBa Poccutickont denepannu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIIy)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble UcbMoM MunznpaBa Poccum ot 19.01.2017 Ne 20-4-4032148-c, u
MPUHSIIA PENIeHre 00 0TKa3e B COIIACOBAHUU 3asBIICHHBIX B BBIINIEYKa3aHHOM MUCHME Ha
peructpanuto 28 mpenenbHbIx  oTmyckHbIX  1meH  OAO  «Ycompe-Cubupckuii
xumpapmsaBoa» (Poccus) Ha nexkapCTBEHHBIM mMpemnapar, BKIIOYCHHBIH B IEpEYCHb
KU3HEHHO HEOOXOAMMBIX W BaKHEMIIMX JEKapCTBEHHBIX mpenaparoB, denobapOuTan
(MHH — ®enobapburait) B J€KapCTBEHHON popMe «TabIeTKN» B JOZUPOBKE «S5 MI».

[IpenenbHble OTHMYCKHBIC IIEHBI Ha YKa3aHHBIA JIEKAPCTBEHHBIM IMpernapar He
COMIIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSIM.

B xozne mpoBeneHus sKOHOMHYECKOTO aHanu3a mpejactraBieHHbIX B DAC Poccun
JIOKYMEHTOB BBISIBJICHO TPEBBIIICHUE OOIIEMPOU3BOICTBEHHBIX U OOIIEX03SIICTBEHHBIX
pacxoloB Ha 3asBJICHHBIM JIeKapCTBeHHBIM Tmpernapar denobapouran (MHH —
®enobapbuTall) B JO3UPOBKE «5 MI» IO CPAaBHEHHUIO C paHEe MPe/ICTaBICHHBIMU
aHAJIOTUYHBIMU pPAcXOfaMU Ha JeKapcTBeHHBIM mpenapar denodapouran (MHH —
®denobapbutan) B go3upoBkax «50 mr» u «100 mr» B pamkax 3asBieHud B MuH3IpaB
Poccum ot 06.12.2016 Ne 4031050 u Ne 4031049.

Kpome Toro, B coorBeTrcTBrH ¢ myHKTOM 15 IIpaBui, npou3BOaUTENb MPEACTABISET
JTIOKYMEHTAJIbHOE TMOATBEPKACHUE pacxoloB Mo crarbsiM «Ceipbe» U «Marepuaisl», a
TaKXke JIaHHble 00 00beMax BBHIMTyCKa JIEKAPCTBEHHOTO Mperapara, ero yaeJlbHOM Bece B
oO1eM o0bemMe MTPOU3BOAUMBIX JIEKAPCTBEHHBIX MpenaparoB.

[Ipn npoBenennn skoHOMHYeckoro ananmza PAC Poccum yCTaHOBIEHO, 4YTO B
MPEACTABICHHBIX JOKYMEHTaX OTCYTCTBYET JOKYMEHTAJIbHOE MOITBEPXKICHUE PACXO0B
no cratesiM «Celpbe» U «Marepuansl», a Takxke JJaHHbIe 00 oO0beMax BbIyCKa
JIEKapCTBEHHOTO TMperapara, €ro yIAeJIbHOM Bece B 00ImeM o0beMe MNPOU3BOAMMBIX
JIEKAPCTBEHHBIX MPEMAPATOB.

Kpome Toro, mpu npoBeseHnn 3xkoHoMHu4eckoro aHaimn3za @AC Poccun BBISBICHO,
YTO MpEeJETbHbIE OTIMYCKHbIC 1IEHbl HAa 3asBICHHBIE BOCIPOU3BEIACHHBIE JEKAPCTBEHHBIC
mpernaparbl, PACcCUUTAHHBIC HCXOMS W3 CTOMMOCTH OJHOW JIEKAPCTBEHHOW (HOPMBI,
npeBbiatoT 80 MPOLUEHTOB MAaKCUMAJIbHOW 3apErUCTPUPOBAHHON MPEACIBHON OTITY CKHOU
IEHbl TPOU3BOAUTENS HA AHAJIOTHMYHBINA JIEKAPCTBEHHBIN Mpenapar (Mo MeXIyHapOIHOMY
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HENIATCHTOBAHHOMY HAMMEHOBAHWIO WM IIPU €ro OTCYTCTBUM - XHUMHUYECKOMY WU
IPYIIAPOBOYHOMY HAMMEHOBAHHIO, JICKAPCTBEHHOU (popMe U JT03MPOBKE (KOHIICHTPAIINH,
AKTUBHOCTHU B €IMHULAX JIEUCTBUS), PACCUNTAHHON MCXOAS U3 MAKCUMaJlbHON CTOMMOCTH
OJTHOM JIEKapCTBEHHON (OPMBI, YTO TMPOTHUBOPEUUT NYHKTY 6 Mertomuku pacyera
YCTAHABIIMBAEMbBIX  MPOU3BOJAUTEISIMUA  JIEKAPCTBEHHBIX  NIPENApPATOB  IPEAECIbHBIX
OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE NPENaparbl, BKIIOYEHHBIE B INEPEYEHb KU3HECHHO
HEOOXOMUMBIX W BAaXXHEHIIMX JICKAPCTBEHHBIX TMPEMapaToB, MPH WX TOCYIapCTBEHHOUN
pPETUCTpAllMA W TIEPEPETUCTPALMU, YTBEPKICHHOM NOCTaHOBIEeHHEM [IpaBuTenbcTBa
Poccutiickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee — Metonuka).

B cBs3M ¢ BBIIEH3I0KEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» IyHKTa 13
IIpaBun 1npeBbIIEHUE IPEACTABISAEMON Ul TOCYJApCTBEHHOW pErucTpauuyd WA
MEPEepPEerucTpali MpeaeTIbHON OTIYCKHOM IE€Hbl IMPOU3BOAMUTENSL HA JICKAPCTBEHHBIN
npenapar HajJ LEHOM, PAacCUNTAHHOM B COOTBETCTBMHU C METOOUMKOW, a Takke B
COOTBETCTBUM C TOANMYHKTOM «0» myHkTa 13 IlpaBun npegocrtaBiieHHE TOKYMEHTOB B
HEMOJIHOM o0beMe H (WJM) HEMOJHOTAa COAEPXKAIIMXCS B HUX CBEACHHUH SIBISICTCS
OCHOBaHHMEM JIJII OTKaza B comiacoBaHuu @denepalbHONW aHTHUMOHOIIOIBHON CITY»KOOM
TOCYJJapCTBEHHOW PETUCTPAllUM TPEACIbHOW OTIHYCKHOW IIEHBI IIPOWM3BOJIUTENS Ha
JIEKapCTBEHHBIM Ipenapar.
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