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,
npeacTtaBieHHble nucbMoM MunsnpaBa Poccun ot 24.05.2017 Ne 20-4-4043647-c, n
MPUHSUIIA pellieHrne 00 0TKa3e B COIIaCOBAHMM, 3asBJICHHBIX B BBIIIEYKa3aHHOM MUCbME Ha
peructpannio 32 mpenenbHbiXx  oTnyckHbIX 1meH  OAO  «Ycompe-Cubupckuii
xumbapm3zaBoa» (Poccus), Ha JeKapCTBEHHBIM TMpenapar, BKJIIOUYEHHBIH B TIEpPEYCHBb
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
CONIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSM.

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
cebectoumoctu mnpenapara. [Ipu nposenenun sxkoHomuyeckoro ananuza OAC Poccum
YCTAHOBJIEHO, YTO B IMPEACTABICHHBIX JIOKYMEHTaX OTCYTCTBYET BbIII€yKa3aHHAs
uHpopmarus.

Kpome Toro, npu npoBeneHun skoHomuueckoro anannza ®AC Poccuu BBISIBIICHO,
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YTO MPEETbHBIE OTIYCKHBIC LIEHbl HA 3asBICHHBIE BOCIIPOU3BEIACHHBIE JEKAPCTBEHHBIC
npenaparbl, PacCUUTAHHBIE HUCXONS W3 CTOMMOCTH OJHOM JIEKApCTBEHHOM (HOPMBI,
npeBbimaT 80 MPOLIEHTOB MAKCUMAJIbHON 3apErUCTPUPOBAHHON MPEIEIbHON OTITYCKHOM
LEHbl TPOU3BOAUTENS HA AHAJIOTHMYHBINA JIEKAPCTBEHHBIN Mpenapar (Mo MeXIyHapOJIHOMY
HEMAaTeHTOBAHHOMY HAMMEHOBAaHUIO WJIM NPU €ro OTCYTCTBUH - XHMHUYECKOMY WIIH
rpyNIUPOBOYHOMY HAaWUMEHOBAHHUIO, JICKAPCTBEHHON (popMe U TO3UPOBKE (KOHIICHTPAIIUH,
AKTUBHOCTHU B €IMHUIAX JICUCTBUS), PACCYHUTAHHOW MCXOAS U3 MAaKCUMAJIbHOW CTOMMOCTH
OJHOM JIEKapCTBEHHON (OpPMBI, YTO MPOTUBOPEUUT NYHKTY 6 Meronuku pacuera
YCTAHABIIMBAEMbBIX  MPOU3BOJUTEISIMA  JIEKAPCTBEHHBIX  NPENApPATOB  MPEACIbHBIX
OTHYCKHBIX IIEH HA JIEKQPCTBEHHBIC NPENaparbl, BKIIOYCHHBIE B TNEPEYEHb KU3HECHHO
HEOOXOJUMBIX M BaXKHEHUIIUX JIEKAPCTBEHHBIX IMpENaparoB, MPU HUX TOCYAAPCTBEHHOU
perucTpalui W TEPEPETUCTPALM, YTBEPKICHHOW mocTaHoBiIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B coorBercTtBUM ¢ mnoamyHKTOM «0» myHkra 13 IlpaBun mpencrasieHue
JIOKyMEHTOB B HETIOJTHOM 00BbeMe W (WJIM) HETMOJIHOTA COJEPKAIUXCS B HUX CBEJICHUH, a
TaKX€ B COOTBETCTBUU C TMOANYHKTOM «B» TiyHKTa 13 IlpaBun mnpeBbillieHHE
MIPEACTABIEHHON U1l TOCYAAPCTBEHHOM PETMCTPALIMU WM NEPEPETUCTPALIMU TTPEACTIbHON
OTIYCKHOM LEHBI MPOU3BOJUTEIIS HA JICKAPCTBEHHBIN NMpenapar HaJl [IEHOM, paCCUNTAaHHOU
B COOTBETCTBHM C MeTOOUKOM, SBIISIETCS OCHOBAaHMEM JUIsl OTKa3a B COIVIACOBAHWUM
TOCYAapPCTBEHHOM PErUCTpalli  MPEACIbHBIX OTHYCKHBIX IE€H MNPOU3BOJAWTENSI Ha
JIEKApCTBEHHBIN IIpenapar.

P.A. Ilerpocsn
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