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PEHIEHUE
06 OTKa3e B CONIACOBAHMH MPeIebHEIX OTIyCKHEIX LIEH MPOU3BOANTENeH
HAa JIEKAPCTBEHHEIE NPENIapaThl, BIUIOUYSHHBIE B NepeYeHb XKU3HEHHO HEOOXOIUMBIX
U BAXHEHIIHX JIEKAPCTBEHHEIX [IPEHAPATOB

B coorBerctBuM ¢ myuxkToM 8 [IpaBMn rocypapcTBEHHOM perucrpaliu o
NEPCPETHCTPAlMH YCTaHABIMBAEMBIX NPOM3BOXHTENAMHE JICKapCTBEHHBIX MPENapaToB
NpeaeabHBIX OTIYCKHEIX IEH Ha JIEKApCTBCHHBIE NIPEIaparsl, BKIIOYCHHEIE B MEPEUYEHb
XU3HEHHO HEOOXOOUMEIX M BaxKHEHIINX JEeKapCTBEHHBIX IPENaparoB, YTBEPHKAECHHBIX
nocranoBneHueM [Ipasurensctea Poccuiickoit @enepanuu or 29.10.2010 Ne 865 (zanee
- TlpaBmna), PenecpanpHas aHTUMOHONOJNBHAd Ciyx0a paccMoTpena HTOKYMEHTEHL,
npencTaBieHHble mMiceMoM Munsapasa Poccun or 18.02.2016 Ne 20-4-4003462-c, u
IpuHANa pemieHHe o0 OTKaze B COINACOBABMH IIPENENBHON OTIyCKHOH LIEHE
«9BEP Heiipo ®apma I'm6X» (AscTpus); np., OepB. yI., Brop., yo. - « CEHEKCH»
(®Opannux); Boit. k. - «OBEP Heiipo ®apma I'M6X» (ABcrpus) Ha ciaelXyromui
JEeKapCTBEeHHHIM npenapar, BKIIOYCHHBIH B IEpeYeHh JXU3HEHHO HEOOXOIMMBIX H
BOXXHEHUMIMX JIEKAPCTBEHHEIX NIPeNapaToB:

Taxuben (MHH — ¥Ypanuaui), pacTBop Jisi BHYTPHBEHHOTO BBEACHHA, 5 MI/MI,
20 M — aMmyns (5) - magka KapToHsas B pasMepe 2439,74 py6.

IlpenensHas OTHYCKHAA LICHAa Ha YKa3aHHBIA JICKapCTBEHHBINM Ipemapar He
COIIACOBEIBAETCA 10 CIEAYIOMMM OCHOBAHUAM.

Ilpy npoBepenun skoHomuueckoro aHammia DAC Poccuu BBIBICHO, YTO
NpeenbHas OTIIYCKHas 1eHAa Ha BRIMEYKA3aHHHIA BOCIIPOM3BENCHHEBIN JIeKapCTBEHHBIH
Openapar, pacCYMTaHHas MCXOAA U3 CTOMMOCTH OfHOH JeKapcTBeHHOH GopMEr,
npesbimiaeT 80 NpoEHTOB MAKCHMAIBHON 3apErdCTpUPOBAHHOM NPEAEILHON OTIY CKHOHR
[IEHR [IPOW3BOJUTENS Ha AHAJIOTHYHEBIH JIEKAPCTBEHHBIH Nperapar, 4TO NMPOTHBOPEUMT
nyskry 21 Meromuku pacyera yCTaHaBJINBAEMEIX NPOM3BOAUTEIAMH JIEKaPCTBEHHBIX
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MpenaparoB NpeAelbHEX OTIYCKHBIX HEH Ha JEKAPCTBEHHEIE Mpenaparsl, BKIIOYEHHKIE B
nepedeHb KU3HEHHO HEOOXOAMMEIX U BaXXHEHINNX JICKApCTBCHHBIX NMpPENaparoB, OpH HX
roCyZapCTBEHHON PErHCTpalliil M IEPEPETHCTPaLmy, YTBEPKIACHHON MOCTaHOBICHUEM
ITpaeurenscTBa Poccuiickoit ®epepanuu ot 15 cenrabps 2015 . Ne 979 (namee —
Mertonuxa).

B cBA3M ¢ BEHIICH3NOXEHHEIM, B COOTBETCTBMM C HOAMYHKTOM «B» ITyHKTa 13
[IpaBEn NpeBHINECHHE TPEACTABIACMON [NA TOCYAAPCTBCHHOH pETHCTpalyH MM
[epeperacIpaliMyd NpeAcHbHON OTIMYCKHOH IEHH MPOM3BOAMTENS HAa JEKAPCTBEHHBIN
npenapar Haj IHEHO#, pacCYMTaHHOH B COOTBETCTBMM ¢ MeTOOuKoH, sBugeTcA
OCHOBAHMEM IS OTKa3a B COMIACOBAHWH IOCYJapCTBEHHOM pErmcTpalMi npeacnbHoiH
OTIIY CKHOM 1EeHEI IPOH3BOIUTENS Ha JICKapCTBEHHEIN Ipenapar.
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