MuHHCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannu

PaxmanoBckuii nep., 1. 3/25,
. Mockaa, I'CI1-4, 127994

PEIHEHUE
00 OTKa3e B COMIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH MTPOU3BOAUTEICH
Ha JIKapCTBEHHbIE MTPENaparhl, BKIOUEHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BAKHEWIIMX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBum ¢ mynkrom 8 u 21 IlpaBui rocymapCTBEHHON perucTpanuul U
MEPEPETUCTPALIMN YCTAHABIMBAEMbBIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IPENApaToB
MIPEACIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE NpENaparbl, BKIIOUEHHbBIE B IIEPEYEHb
’KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JICKAPCTBEHHBIX IMPENApaTroB, YTBEPKICHHBIX
nocranoBiienneM IIpaBurensctBa Poccuiickoit @enepanun ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepanbHasi AHTHUMOHOIOJBHAA CIyX)0a paccMoTpena JOKYMEHTHI,
npeAcTaBiIeHHble UcbMoM Mun3apaBa Poccuu ot 16.05.2018 Ne 20-4-4070643-c, u
NpUHsJIa pelieHre o0 OTKa3e B COIVIAaCOBAHUM TMPEACIbHOM OTIYCKHOM IIEHBI,
3asBJIEHHON Ha mepepeructpanuto, nmpousBoactsa OAO «leneon Puxtep» (Benrpus),
[Ip. T'eneon Puxrep Pymbiaus A.O. (Pymbiaus), Ileps. ym., Brop. ym., Bsimk.
AO «'EJEOH PUXTEP - PYC» (Poccus), Ha cienyroluil JeKapCTBEHHBIN Mpenapar,
BKJIIOYCHHBIN B TEPEUCHb KWU3HEHHO HEOOXOIWMBIX M BaKHEWUIIUX JIEKAPCTBEHHBIX
penaparos:

[Tpeanuzonon (MHH - Ilpennu3zonon), Tadnetku, 5 mr, 100 mrt., duakon (1) mauka
KapToHHas1, B pazmepe 76,03 pyoO.

[IpenenbHass OTHYyCKHAs [I€HA HA YKa3aHHbIM JICKQPCTBEHHBIM IIpErapar He
COIIACOBBIBAETCS I10 CIEAYIOIIEH TPUUHHE.

[Ipu npoBenenun s3xoHomuyeckoro ananuza ®AC Poccun yCcTaHOBIEHO, UTO POCT
Kypca HalMOHAJIBbHOW BalllOThl TrocyaapcTBa-npousBoautesis (PyMblHCKUE  Jieil)
nekapctBeHHoro npenapara «lIpeaauzonon» (MHH - IIpennu3onon) k py0oIito 3a nepuoj
CO JIHS TOCJIEHEW peructpanuu (mepeperucTpanuu) MpeaeIbHON OTIYCKHOW IIEHBI
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MIPOU3BOAUTENS Ha JIEKAPCTBEHHBIM Ipernapar 0 Aarbl MOAAYM JOKYMEHTOB Ha €€
OYEPEIHYIO TEePEPETUCTPalMi0O He TPEBBIIIACT MPOTrHO3UPYEMBIM YpOBEHb HUHOISALINU
TEKYIIEro rojia, YCTaHOBJICHHBIN (perepanibHbIM 3aKOHOM O (eepaibHOM OIOKETE Ha
COOTBETCTBYIOIIUN (UHAHCOBBIA TOJ] W IUIAHOBBIM TIEPHOJA, YTO MPOTUBOPEUUT
MOMAIMYHKTY «a» MyHKTa 23 MeTomuKu pacyeTa yCTaHaBIUBAEMBIX MPOWU3BOAUTEIISIMU
JIEKAPCTBEHHBIX MPEMaparoB MPEAEeibHbIX OTIYCKHBIX 1I€H Ha JIEKAPCTBEHHbIC
npenaparbl, BKIIOUCHHbIE B IME€PEYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIHX
JEKapCTBEHHBIX  MpenaparoB, MpU  HUX  TOCYIAPCTBEHHOM  pErucTpauud M
IEpEPETUCTPAllMY, YTBEPKACHHOM mnocTtaHoBieHueMm lIpaBurensctBa Poccuiickon
®eneparuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBIIEU3T0KEHHBIM, B COOTBETCTBHM C TOAIMYHKTOM «B» MyHKTa 13
[IpaBuy1 TpEeBBIIEHUE MPEACTABIAEMON i1 TOCYIAPCTBEHHOM PpETUCTPALMM  WIIH
MEpEPETUCTPAllMM TPEACIbHON OTIIYCKHOM ILIEHBl MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ LEHOW, pAacCUYUTAaHHOM B COOTBETCTBHMM C METOAMKOW, SIBISETCS
OCHOBAaHHUEM ISl OTKa3a B COMIACOBAHMM TOCYIApCTBEHHOUN PErMCTpaluu IMPEeaeIbHON
OTITYCKHOM LIEHbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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