MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIIIEHUE
00 OTKa3e B COMIACOBAHUH MPEAEIBHON OTITYCKHON LEHBI IPON3BOAUTENS
Ha JICKapCTBEHHBIN MTPenapar, BKIIFOUEHHBIN B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX
1 BAKHEWIIMX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBMM ¢ NOyHKTOM 8 M TNOANYHKTOM «a» TyHKTa 19
[IpaBun rocynapCTBEHHOM pErucTpalid U MEepeperucTpalud YCTaHABIUBAEMbBIX
MIPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX IPEMAPATOB NPENEIBbHBIX OTIIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TMEPEUEHb >KU3HEHHO HEOOXOJUMBIX U
BOXHEUIIMX  JICKAPCTBEHHBIX  MPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButennbctBa Poccuiickori @eneparuu ot 29.10.2010 Ne 865 (manee — IlpaBuna),
denepanbHas aHTUMOHOIIOIBHAS CIIyX)0a paccMOTpesia JOKYMEHTHI, MpPEICTaBICHHBIC
nucbMoM Munzapasa Poccun ot 14.02.2018 Ne 20-4-4063669-c, 1 npuHsia penieHue oo
OTKa3e B CONIACOBAHMM  MPEIEIBHOM  OTIYCKHOM  LIE€HBI, 3asBJICHHOM  Ha
nepepeructpaiuto  OAO  «Cunte3» (Poccus), Ha JeKapCTBEHHBIM mpenapar,
BKJIIOYCHHBIN B TEPEUCHb KU3HEHHO HEOOXOJMMBIX W BaXKHEHIIUX JIEKAPCTBEHHBIX
penaparos:

Hedazonuu-AKOC (MHH - Iledazonun), mopomiok Jyisi IPUroTOBICHUS pacTBOpa
JUISi BHYTPUBEHHOTO U BHYTPHUMBIIIEUHOTO BBeAeHus, 1 T, Quakonsr (50) kopoOku
KapTOHHBIE (JJ1s1 cTaliMoHapoB), B pazmepe 701,03 pyoO.

[IpenenbHass OTHYCKHAasl IieHA Ha YKa3aHHbIA JIEKAPCTBEHHBIM mpemnapar He
COIIACOBBIBAETCSA 10 CIAEAYIOIIUM OCHOBAHUSIM.

Ha OCHOBAaHUU MTOAIYHKTA «a» ITYHKTa 19
[IpaBus  3aperucTpupoBaHHas TNpejelibHAas OTIyCKHash I€HAa Ha JEKapCTBEHHBIM
mpernapar MOXKET OBITb TEPeperuCTPUpOBaHA I  JICKAPCTBEHHBIX IPENaparoB
HIKHECPEIHETO 1IeHOBOro cermeHTa A0 500 pyOneil (BKIIOUMTENBHO), YTO MCKIIIOYAET
BO3MOXKHOCTb II€PEPETUCTPALIMH BBIIEYKa3aHHOTO JIEKAPCTBEHHOTO Mpernapara.
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B cBfi3M C BBINIEU3TI0KEHHBIM B COOTBETCTBUM C TOAIYHKTOM «B» ITyHKTa 13
[IpaBus1 TpEBBINIEHUWE NPEACTABISEMOW JUIsI TOCYAAPCTBEHHOM pETUCTpallM WIIA
IIEPEPETUCTPALNA TPEACIbHON OTIIYCKHOM LEHbl IPOU3BOJAMUTENS Ha JICKAPCTBEHHBIN
mpernapar HajJ [EHOM, pPacCYMTaHHOM B COOTBETCTBUM C MeToaukon pacuera
YCTAHABIMBAEMBIX  ITPOU3BOAMUTEINSAIMU  JICKAPCTBEHHBIX IIPENAPATOB  MPEIEIbHBIX
OTIYCKHBIX ILIEH Ha JICKAPCTBEHHBIC Ipenaparbl, BKIIOUCHHBIE B IEPECYEHb JKHU3HEHHO
HEOOXOAMMBIX M BaXKHEWIINX JIEKAPCTBEHHBIX IMPENaparToB, MPU UX TOCYAAPCTBEHHOU
pPEruCTpalliid W NEPEPETHCTPALMU, YTBEPKIAECHHOM IocTtaHoBieHUueM IIpaBurenscrBa
Poccuniickoit ®@enepannn ot 15.09.2015 Ne 979, aBnsercss ocHOBaHMEM Uil OTKa3a B
CONNIACOBAHMM  TOCYNAPCTBEHHOM  PErMCTpaluy  IPEAEIbHOM  OTIHYCKHOW  ILICHBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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