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' 00 OTKa3e B COIIaCOBAaHUH NpeACIBHBIX OTITYCKHBIX LICH I'IpOIr{3BO,U,l/ITCJ'Ief;l
Ha JICKapCTBCHHBIC Npenaparbl, BKJIIOYEHHEIE B NNE€PEYEHb JKU3HEHHO He0OXOTUMBIX
1 BaXKHEHIIMX JIEKApPCTBEHHBIX IIPEIraparoB

B coorBercTBMM ¢ TyHKTOM 6, mnoanmyHkKToM «B» mnyHkra 11 IlpaBun
rocyJapCTBEHHOM perucTpanuu IpeJelbHbIX OTIYCKHBIX LEH IIPOM3BOIAUTENIEH Ha
JIeKapCTBEHHBIE Tpenaparbl, BKIIOYEHHBIE B I[e€peYeHb JXU3HEHHO HEOOXOIMMBIX H
BOXHEHIIUX  JIEKApPCTBEHHBIX  IPENaparoB,  YTBEPXKAEHHBIX  IIOCTAHOBIICHHEM
ITpaButenscTBa Poccuiickoit ®@enepanum ot 29.10.2010 Ne 865 (nmanee - Ilpasuna),
@DenepasibHasi aHTHMOHONOJIbHAS Ciyx0a paccMoTpena AOKYMEHTHI, IPEACTaBIEHHBIE
nucbMamMu Mun3zapasa Poccun ot 07.09.2015 Ne 20-4-489513-c 1 ot 15.09.2015 Ne 20-
4/463, u npuHsana pemeHre o6 OTKaze B COMIACOBAHUM IPENENIbHBIX OTIYCKHBIX LIEH
OAO «buocunTtes», Poccus Ha crnefyroniye JIeKapCTBEHHbIE Mpenaparsl, BKIIOUYEHHbIE B
NepevyeHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIIUX JIEKAPCTBEHHBIX IPENapaTos:

1. Hucrarur (MHH — HucratuH), TablieTKd NOKPBITHIE MJIEHOYHOH OOOIOYKOM
250000 E/, 20 wT. — 6ankwu (1) — mayku kaproHHBIE, B pazmepe 48,00 py6.

2. Hucratun (MHH — Hwucrartun), TabneTku MOKPBIThIE MIEHOYHOH 000I04KOH
500000 E/I, 20 wT. — 6ank#u (1) — mayku kapToHHbIe, B pazmepe 60,00 py6.

IIpenenbHble OTMYCKHBIE IEHBI Ha YyKa3aHHBIE JIEKaPCTBEHHbIE IIpenaparbl He
COIVIACOBBIBAIOTCS M0 CIIEAYIOLIUM OCHOBAHHSIM.

Ilpy aHanu3e npeACTaBIEHHBIX NOKYMEHTOB YCTAHOBIIEHO, 4YTO 3asBJIEHHBIE
npefeNbHblE OTMYCKHbIE LIeHbl Ha BbIIIEyKa3aHHbIE JIEKAPCTBEHHbIE Ipernaparhbl
MPEeBBIIAIOT  MAKCUMAJIbHYIO  3apErHCTPUPOBAHHYIO  LI€HY Ha  aHAJOTMYHBIA
JIeKapCTBEHHBIN ITpenapar, Npou3BeeHHbIN Ha TeppuTopuu Poccuiickoii Penepanuu.

B cootBerctBHM ¢ moanmyHkToM «B» nyHkta 11 IlpaBun nmpeBsilieHHE
MPEACTABISAEMOM [JIsl TOCYJapCTBEHHOM pErucTpalMd MNpeNesibHOM OTIMYCKHOM LIEHbI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar Hajl 1IeHOH, paCCYUTAHHONU B COOTBETCTBHUH
¢ Meroaukoil  yCTaHOBIEHUS  MPOU3BOAUTENSIMU  JIEKAPCTBEHHLIX  MpENnaparoB
NpefenbHbIX OTHYCKHBIX LEH Ha JIEKapCTBEHHBbIE ITpenaparbl, BKIIOYEHHbIE B NEpe4YeHb
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JKHBJIII, yrBepxaenHo# npukazoM Munsapasconpassutus Poccun u ®CT Poccun ot
03.11.2010 Ne 961n/527-a, sBnsieTcs OCHOBAaHHMEM /Ul OTKa3a B COIVIACOBAHHHM
roCyIapCTBEHHOM pErucTpaluy TpeAeIbHOR OTIMYCKHOH WEHbl MPOW3BOAUTENS Ha
JIEKapCTBEHHBIH IIpenapar.

@®AC Poccum Taike obpamaer BHMMaHWe MwuH3gpaBa Poccuu Ha TO, 4TO B
@enepanbHoM 3akoHe oT 12.04.2010 Ne 61-®3 «O6 obpamieHun JieKapCTBEHHBIX
CpeacTB» conepxutcs BeeeHHas DenepanbHeiM 3akoHOM oT 08.03.2015 No 34-D3 yacTs
5 crarbu 61, B coorBercTBUM ¢ KoTopoi IIpaButensctBoM Poccuiickoit @enepauuu
YCTaHaBIMBAIOTCS OCOOEHHOCTH TOCYJapCTBEHHOTO PpEeryJMpOBaHUsS MNpeaebHBIX
OTIIYCKHBIX II€H Ha JIEKapCTBEHHbIE Mpernaparbl, BKIIOYEHHbIE B MepedyeHb KU3HEHHO
HEOOXOMMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IIpernaparoB, B 3aBHCHMMOCTH OT
SKOHOMHYECKMX M (MJIHM) COLMAIBHBIX KpPUTEpHEB (M3MEHEHHE YCIIOBHH, MOpsaKa H
CTOMMOCTH TPOHM3BOJICTBA JIEKAPCTBEHHBIX IIPENapaToB, MCIOJIb30BaHUE HOBBIX (GOpM,
METONOB M CHOCODOOB TOCYJapCTBEHHOINO peryJiHpOBaHMS LI€H Ha JIEKapCTBEHHBIE
nmpenaparbl, B TOM YHCJIE Ha OCHOBE MexaHH3Ma pedepeHTHOro ueHooOpa3zoBaHMs,
M3MEHEHHH MOopsiKa OKa3aHUsl MEIMLIMHCKOM MMOMOIIY, U UHbIE H3MEHEHHUS ).
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