PEHIEHUE

00 OTKa3e B COITACOBAHMM MPEAEIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JIEKapCTBEHHbBIE Mpenaparbl, BKJIIOYEHHbIE B IEPEUYEHb KU3HEHHO HEOOXOAUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBum ¢ nyHktoM 8 IIpaBui TrocynapcTBEHHOM perucTpauud U
NepeperucTpaluu yCTaHABIMBAEMbIX IPOU3BOJUTENSAMHU JIEKAPCTBEHHBIX IMpernaparoB
MPEACTbHBIX OTIYCKHBIX II€H HA JICKAPCTBEHHBIC Ipenaparbl, BKIIOUYEHHBIE B MEPEUYCHBb
KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKIACHHBIX
noctaHoBienreMm lIpaButenbcrBa Poccuiickoin @enepaunn ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepasbHas AHTHUMOHOIIOJIBHASI  Cly>)k0a  paccMoTpena  JIOKYMEHTHI,
npeAcTaBiIeHHble nMcbMOM MunsnpaBa Poccun ot 15.12.2016 Ne 20-4-4031263-c, wu
NpUHsUIIA peleHre 00 0TKa3e B COMTACOBAHMM IMPEAEIbHON OTITYCKHOM IE€HBI BiIa/Iebla I
nepkareist peructpaiuontHoro ynocrosepenus AO «BEPO®APM» (Poccust), mpousBoicTBa
(Bce cragun) AO «BEPO®APM» (Poccus) Ha criemyroumuii JieKapcTBEHHBIM Ipenapar,
BKJIFOUEHHBII B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX
Ipernaparos:

Kenaiipa-eepo (MHH — JleBetupameram), TaOJeTKH TMOKPHITHIE TUICHOYHOMN
obosoukoit, 500 mr, 10 mT., - YIIaKOBKH SYEHKOBBIE KOHTYpHBIC (3) - Mauyku KapTOHHBIC, B
pazmepe 1109,70 pyO.

IlpenenbHasgs OTIyCKHas II€Ha Ha YKAa3aHHBIM JIGKapCTBEHHBIM Ipemnapar He
COIIACOBBIBAETCSA I10 CIEAYIOIIUM OCHOBAHUSIM.

IIpn npoBenennn 3xoHOoMuyeckoro aHanusza @AC Poccun BBISBIEHO, UTO MpeaeabHas
OTIIyCKHas Il€HAa Ha BBINICYKA3aHHBI BOCIPOU3BEACHHBIN JIEKAPCTBEHHBIM mpenapar
npesbiaeT 80 MPOLIEHTOB CPEAHEN 3apErMCTPUPOBAHHOW NPEACIBLHOW OTIIYCKHOW IEHBI
npou3BoAuTENsl Ha pedepeHTHBIM JekapcTBeHHbIM mnpemapar Kemmpa (MHH —
JleBeTuparieram), TabIETKU MOKPHITHIE TIeHOUHOM 00osoukoi 500 mr, - FOCh ®apma C.A. -
benbrus), paccuutanHod 3a mepuona 3 JIET, UCXONd M3 CTOMMOCTH OJHOW JIEKapCTBEHHOMU
dbopMbI, UYTO TPOTUBOPEUUT TMYHKTY 6 Meromukn pacueta yCTaHaBIMBAEMBIX
MPOU3BOAUTEISIMA  JICKAPCTBEHHBIX IPENaparoB MpPeeNbHbIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC TMpenaparbl, BKIIOUYEHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOMMMBIX U
BOKHEWIINX JICKAPCTBEHHBIX IIPENaparoB, IPU HX TOCYAAPCTBEHHOW PpETUCTPALMM U
[IEpEPETUCTPALMY,  YTBEPXKACHHOM  mocraHoBineHueM  IIpaBurensctBa  Poccuiickon
®enepanuu ot 15 centsadps 2015 . Ne 979 (nanee — Metonuka).

B cBs13u ¢ BBIIEU3TI0KEHHBIM, B COOTBETCTBHM C ITOAITYHKTOM «B» ITyHKTa 13 IIpaBun
IIPEBBIIEHNE MPEICTABICHHON MJISI TOCYJapCTBEHHOW PETHUCTPALMM WM IEPEpPErucTpauun
MIPEACIIBHON OTIIYCKHOM LEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIM Ipernapar HaJ LEHOW,
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paCCqHTaHHOﬁ B COOTBCTCTBHHU C MGTOHHKOﬁ, ABIIACTCA OCHOBAHUCM I OTKas3a B

COITIACOBAHUM TOCYJAPCTBEHHOW PErUCTpalMd WIM IEPEepPerucTpaluu  IpeaesibHON
OTIIyCKHOM LIEHBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.
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