MUHHCTEPCTBO 3APABOOXPAHEHNUS
Poccuiickont denepanyn

PaxmanoBckwmii iep., 1. 3/25,
r. Mocksa, I'CII-4, 127994

PEHIEHUE
00 OTKa3e B COMTACOBAHUHM MPECIIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MTPENaparhl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHWIIINX JICKAPCTBEHHBIX NIPEINAPATOB

B coorBerctBum ¢ myHkrom 13 IIpaBun rocymapCTBEHHOM pPETHCTpAllUU U
MEPEPETUCTPALlMM YCTAHABIMBAEMbBIX MPOU3BOJMUTEISIMU JIEKAPCTBEHHBIX IPENApPaTOB
MIPEACIIbHBIX OTIMYCKHBIX II€H Ha JIEKAPCTBEHHBIE MpENaparbl, BKIIOUYECHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JICKAPCTBEHHBIX MPENaparoB, YTBEP>KICHHBIX
nocranoByienneM [IpaButensctBa Poccutickoit @enepanuu ot 29.10.2010 Ne 865 (nanee
— IlpaBuna), ®DenepanbHas AaHTUMOHOMOJBHAS CIIy»)0a paccMOTpesia JIOKYMEHTHI,
npeacTasileHHble ntucbMoM MunsapaBa Poccum ot 17.05.2019 Ne 20-4-4099616-c, n
NPUHSIIA pelieHrne 00 0TKa3e B CONIACOBAaHUU MPEAEIbHON OTIYCKHOM LEHBI, 3asBJIECHHON
Ha peructpauuio OAO «Cunre3» (Poccus), Ha cieqyroniuil JIEKapCTBEHHbIM Ipenapar,
BKJIFOUEHHBII B MEpeYeHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX
IIPENapaToB:

«Cynmbracun» (MHH -  «Amnunumua+Cynb0akram»),  MOPOLIOK st
MIPUTOTOBJIEHUSI PACcTBOpa [JIi BHYTPUBEHHOIO W BHYTPHUMBIIIEYHOTO BBeneHusa, 500
Mr+250 mr — dumakonsl (50) - KopoOKku KapToHHBIE, B pazMepe 4 500,00 pyOieit.

IlpenenbHass OTHyCKHAash II€HA HA YKa3aHHbIM JICKAPCTBEHHBIM Ipernapar He
COINIACOBBIBAETCA 110 CIEAYIOLIUM OCHOBAHUSM.

3asBieHHas TpeaeNbHas OTIYCKHAsl I[eHA paccuuTaHa 0e3 ydera MaKCUMallbHOMN
3apPETUCTPUPOBAHHON TMPEAEIbHON OTHYCKHOM LEHbI HAa JIEKAPCTBEHHBIM Nperapar u
CPEIHETO apu(MeTnIecKoro 3HAYCHHUS IOHMKAIOILIETO ko3 unmenra,
MPEAyCMOTPEHHBIX  MyHKTamu  33-36 Meroauku  pacyeTra  yCTAHABIMBAEMBbIX
MIPOU3BOAUTENSAMHA JIEKAPCTBEHHBIX IMPENAparoB NPENEIbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE Mpenaparhbl, BKIIOYEHHBIE B IE€PEUYCHb KU3HEHHO HEOOXOAMMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpENaparoB, MpU HMX TOCYJAPCTBEHHON perucTpanuu u
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MEpEPETUCTPALINM, YTBEPKICHHOW TOcTaHOBIeHHEM IIpaBurenscrBa Poccuiickoit
®deneparuu ot 15.09.2015 Ne 979 (manee — MeToauka), ¥, B 3TOM CBSI3H, MPEBHINIAET
IIEHY, PAaCCUMTAHHYI0 B COOTBETCTBUU C TPEOOBAHMSIMHU TOMMYHKTa «a» MmyHKTa 10
Meroauku.

B coorBerctBun ¢ mnyHkrom 14 IlpaBuin, ®enepaibHONM aHTUMOHOMNOJIBHOM
ciayx0oit HampasiieH 3ampoc oT 30.05.2019 Ne AIl/45440/19 o mnpenocTtaBieHUH
YTOUYHEHHBIX PACUYETOB MPEAECIBHOW OTITYCKHOM LIEHBI C NMPUMEHEHUEM MaKCHUMaJbHOU
3apETUCTPUPOBAHHON IPEAEIBHOM OTIIYCKHOM LEHBI Ha JIEKAPCTBEHHBIM IIpernapar u
CpeaHero apu(pMeTUYeCKOTO 3HAUYCHUSI TOHUKAIOIIET0 K03 (UIIEHTa B COOTBETCTBUU C
nyHkramu 33-36 Meronuku. B mpenenax yCTaHOBIEHHOTO CpPOKa B COOTBETCTBUU C
ykazaHHbIM 3anpocoM GAC Poccuu nuHdopmaiius He moCcTynuia.

B cBsI3U C BBIIEU3I0KEHHBIM, B COOTBETCTBUU C MOJAIYHKTAMH «B» U «TI» ITYHKTA
19 IlpaBun mnOpeBbIIEHUE NPEACTABICHHON I TOCYJApCTBEHHOW pPETUCTPALIUU
MPEACIIbHON OTITYCKHOM LIEHBI MPOU3BOJAUTENSL HA JICKAPCTBEHHBIA Mpenapar Haj LEHOM,
paccuuTaHHOW B cOoOTBeTCTBUM C [IpaBmiiamu m MeToaukon, a Takke HEnpeiCTaBICHUE
CBEJICHUI, MPEyCMOTPEHHBIX MyHKTOM 14 [IpaBuil, ABISIETCS OCHOBAaHUEM [JISl OTKa3a B
COITIaCOBAHMM  TOCYJApCTBEHHOW  PETUCTpPAlMM  MPEICIbHOM  OTIYCKHOM  LIEHBI
MIPOU3BOAUTENS HA JICKAPCTBEHHBIN Ipenapar.

A.TO. IlapukoBckuii

M.A, Borauesa,
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