PEILIEHUE
00 OTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIMYCKHBIX 1IEH MPOU3BOIUTENEH
Ha JICKapCTBEHHBIC MPENaparhl, BKIOYCHHBIE B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBerctBun ¢ mnyHkroM 8 IlpaBun TrocynapCTBEHHOW perucTpalud U
MepeperucTpaluu yCTAHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpEACIbHBIX OTIYCKHBIX 1IEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbBIE B MEPEUCHb
YKU3HEHHO HEOOXOJMMBIX W BaXXKHEWIIUX JICKAPCTBEHHBIX MPEMaparoB, YTBEPKICHHBIX
nocranoienreM [IpaButensctBa Poccuiickont denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), ®enepanbHasi aHTUMOHONOJBHAS CIy>)k0a paccMoTpena  JIOKyMEHTHI,
npeacTaBileHHble nmucbMoM MunsnpaBa Poccun ot 26.12.2016 Ne 20-4-4031050-c, un
MPUHSIIA pellleHre 00 0TKa3e B COIIACOBAHUU 3asBJICHHBIX B BBINICYKa3aHHOM MUChME Ha
peructpanuio 32 npenenbHbix  ormyckHblx  1meH  OAO  «Ycomwe-Cubupckuii
xumbapm3aBon» (Poccusi) Ha nekapCTBEHHBIN Ipemnapar, BKJIIOYEHHBIH B TEpeYeHb
KU3HEHHO HEOOXOIMMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX MpemnaparoB, deHobapoOuran
(MHH — ®enobapburai) B 1eKapCTBEHHOUN (opMe «TabIeTKN» B JOZUPOBKE «50 MI.

[IpenenbHble OTIYCKHBIE LI€HbI HA YKa3aHHBIM JIEKAPCTBEHHBIM IMpenapar He
COIIACOBBIBAIOTCSA I10 CJIETYIOLUIUM OCHOBAHUSIM.

B coorBerctBun ¢ myHkrom 15 IIpaBun mpousBoguTENs NOJDKEH NMPEICTABUTH, B
TOM 4YHCJI€ JaHHbIE 00 00beMax BBIITYCKa JIEKAPCTBEHHOI'O Mpernapara, €ro yJaeJabHOM Bece
B o0memM o00beMe NPOM3BOJUMBIX JIEKAPCTBEHHBIX IMPENaparoB, JOKYMEHTAJIbHOE
MOJATBEPKACHUE U PAcIIU(PpPOBKY 3aTpar, 3aHUMAIOLIUX HauOOJIBIIUN YAENbHBIA BEC B
ce0ecTOMMOCTH TIpenapara, JIOKyMEHTalIbHOE IOJITBEPKACHHE PAcCXOJOB IO CTaThsIM
«Cpipbe» u «Marepuanbe». [Ipu npoBenennn sxoHomuueckoro ananuza ®AC Poccun
YCTAHOBJIEHO, YTO B MPEACTABICHHBIX JIOKYMEHTaX OTCYTCTBYET BbIII€yKa3aHHAs
uHpopmarus.
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Ha ocnoBanuu nynkra 10 [IpaBuit B LensiX yTOUYHEHUSI CBECHUI, COIEPHKALIUXCS B
NPE/CTABICHHBIX  JIOKyMEHTaX, W  TMOJy4YeHHUs  JOIMOJHUTEIbHONH  HeoOXOoIuMOMn
uHpOpMAIIMK TIPOU3BOJUTENIO yKa3aHHOro JiekapcTtBeHHoro mnpenapara ®AC Poccum
HarpaBjieH 3anpoc oT 24.01.2017 Ne AK/3470/17. B mpenenax yCTaHOBIICHHOTO CpOKa
3arnpoieHHast nHpopManus B DenepaibHyr0 aHTUMOHOIIONIBHYIO CITy)0y He TOCTymuia, B
CBSI3U C YEM MPOBECTU SKOHOMUYECKUN aHAIU3 3asIBJICHHBIX HA PETHUCTPALHIO MPEICIIbHBIX
OTIYCKHBIX LIEH HE MPEICTABISAECTCS BO3MOKHBIM.

Kpome toro, mpu npoeaeHnu 3xoHoMuueckoro anaimsa @AC Poccun BBISBIICHO,
YTO TPEAECIbHBIC OTITYCKHBIE IIEHbl HA 3asBJICHHBIE BOCIPOM3BEIACHHBIE JIEKAPCTBEHHBIC
npenaparbl, PacCUYUTAHHBIC HCXOAs W3 CTOMMOCTH OJHOW JIEKApCTBEHHOU (OPMHBI,
npeBbiatoT 80 MPOLEHTOB MaKCUMaJIbHOW 3apErUCTPUPOBAHHON MPEACIbHON OTITYCKHOM
IIEHbI TTPOU3BOAUTENS HA aHAJIOTMYHBIA JIEKAPCTBEHHBIN TIpenapar (Mo MEXIyHapOIHOMY
HEMAaTEeHTOBAHHOMY HAVWMEHOBAHUIO WM MPU €ro OTCYTCTBUH - XHUMHUYECKOMY WIH
IpyNIUPOBOYHOMY HaUMEHOBAHUIO, JIEKAPCTBEHHON (popme U H03UpOBKe (KOHIIEHTPALIUU,
AKTUBHOCTHU B €IMHULAX JIEUCTBUS), pACCUNTAHHON MCXOAS U3 MAKCUMaJlbHON CTOMMOCTH
OJTHOM JIEKapCTBEHHON (OPMBI, YTO MPOTUBOPEUUT NYHKTY 6 Mertomuku pacuera
YCTAHABIIMBAEMBIX  MPOU3BOJUTEISIMUA  JIEKAPCTBEHHBIX  NIPENApPATOB  IPEAECIbHBIX
OTIYCKHBIX IIEH HA JICKAPCTBEHHBIE NPENaparbl, BKIIOYEHHBIC B NEPEYEHb KU3HECHHO
HEOOXOMUMBIX W BaXXHEHIIMX JICKAPCTBEHHBIX TMPEMapaToB, MPH WX TOCYIapCTBEHHON
pPETUCTpAllMA W TIEPEPETUCTPALMU, YTBEPKICHHOM NOCTaHOBIEHHEM IIpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Mertonauka).

B coorBerctBum ¢ mnyHktom 10 IIpaBui HemocTymiieHue B - Ipeaenax
YCTAHOBJICHHOTO CpOKa 3allpOLIEHHON JOKYMEHTalbHO O(QOpPMIEHHOW HH(pOpMaluu
ABJISICTCS. OCHOBAaHMEM [IJI1 OTKa3a B COIVIACOBAHUM TOCYJApPCTBEHHOW PETUCTpaLMU
MIPEACIBHON OTIYCKHOM LIEHBI IPOU3BOAMUTENS HA JICKAPCTBEHHBIA Ipemnapar, a Takke B
COOTBETCTBUH C MOAMYHKTOM «B» IyHKTa 13 IIpaBun mpeBblllieHHE MPEACTABICHHON IS
rOCYAapCTBEHHOM PErUCTpallMM WJIMA IEPEPETUCTPALMU NPEACIBbHONW OTIIYCKHOW LIEHBI
IIPOU3BOAUTENS HA JICKAPCTBEHHBIN IpenapaTr HaJl LEHOW, pACCUMTAHHOW B COOTBETCTBHU
¢ MeToaukou SBIISIETCSI OCHOBAaHMEM JUIS OTKa3a B CONIACOBAHUM TOCYIapCTBEHHOU
PETUCTpAlMU WJIA TIEPEPETUCTPALUH TMPEACIIbHON OTIYCKHOM ILIEHBI MPOU3BOJIWTEINSI HA
JIEKapCTBEHHBIN IIpenapar.
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