PEHIEHUE
00 OTKa3e B COMIaCOBaHUH MPEAETbHON OTIYCKHOM 1I€HbI MPOU3BOIUTEIIS
Ha JIEKAPCTBEHHBIN Mpemnapar, BKIOUYCHHBIHN B IepeueHb )KU3HEHHO HEOOXOANMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B cootBeTcTBUM € NyHKTOM &8 W MNOANYHKTOM «B» nyHKTa 13 IlpaBui
roCyAapCTBEHHOM perucTpamnuu u nepeperucTpanuu YCTAHaBIIMBAEMbIX
MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IMpenaparoB NPEACIbHbIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TEPEYEHb >KU3HEHHO HEOOXOJUMBIX U
BAXHEWIINX  JICKAPCTBEHHBIX  IPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee — Ilpasuina),
®denepanbHas aHTUMOHOIONBHAS CIIyX)0a paccMOTpesia JOKYMEHTBI, MpPECTaBICHHBIC
nrcbMoM MunsznpaBa Poccun ot 03.07.2017 Ne 20-4-4045777-c, v ipuHsiiIa pemieHue 00
OTKa3€ B  COIVIaCOBAHMM  INPEAEIbHOW  OTIYCKHOM  LEHBI, 3asBJICHHOM  Ha
nepepeructpauio  AO  «BEPTEKC» (Poccust), Ha cnemgyronue JeKapCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B TIEPEUYCHb KUZHEHHO HEOOXOJUMBIX U BaXKHEHUIINX
JIEKapCTBEHHBIX MPENApPaToB:

1. «buconponon», (MHH «buconpomnon»), TableTKH MOKPHIThIC TJICHOYHOU
oOosioukoit, 10 mr, 15 mT., ynakoBKu sYeHKOBBbIE KOHTYpHBIE (4) - Mauku KapTOHHbBIE,
B pa3mepe 224,13 pyO.

2. «buconponom» (MHH «bucomnposnon»), TaONeTKH TMOKPHITHIE IIJIEHOYHOU
o0osioukoit, 5 mr, 30 mIT., YIaKOBKH SYEHKOBBIE KOHTYpHBIE (2) - Mayku KapTOHHBIE, B
pasmepe 128,21 py0.

[IpenenbHbIE OTITYCKHBIE IIEHBI HA BBILICYKAa3aHHBIE JIEKAPCTBEHHBIE MpEnaparbl He
COITIACOBBIBAIOTCS IO CIECAYIOIIUM OCHOBAHHUSIM.

[Ipu mnpoBenenun sKkoHoMHuYeckoro aHaiauza ®OAC Poccuu BBISBIEHO, 4YTO
3asBJICHHBIE HA TMEPEPETUCTPALNIO TPEACIbHbIE OTHYCKHBIE LEHBI HA YKa3aHHbIC
JIEKapCTBEHHBIE TpenapaTrhl BbBIIIE PACCUUTAHHOM B COOTBETCTBHUM C IIyHKTOM 17
Mertoauku pacuera yCTaHABIMBAEMbBIX MPOU3BOJIUTEISIMUA JIEKAPCTBEHHBIX IPENAPATOB
MPEAETbHBIX OTIMYCKHBIX IIEH Ha JICKAPCTBEHHBIC MPEINAPATHI, BKIIOUCHHBIE B MEPEUYCHb
KU3HEHHO HEOOXOAMMBIX W BaXXHEMINIMX JIEKAPCTBEHHBIX IIpenaparoB, IMpU HUX
TrOCYIapCTBEHHON PETUCTpPalMd W MEPEPErUCTPALMU, YTBEPKIACHHOW MOCTAHOBICHUEM
[IpaButenncTBa Poccuiickort ®deaeparuu ot 15.09.2015 Ne 979 (manmee — Meronuka),
JOITyCTUMOM BEJIMYMHBI YBEJIMYECHUS 3aPETHCTPUPOBAHHBIX MPEIEIbHBIX OTIYCKHBIX
LIEH, YTO MPOTUBOPEUUT IyHKTY 16 MeToauku.

B cBsi3U C BBINIEU3TIOKEHHBIM, B COOTBETCTBHM C MOJAIYHKTOM «B» ITyHKTa 13
[IpaBun mnpeBbILIEHUE MPEACTABIEHHOW [ TOCYJAPCTBEHHOW PETUCTpalMyd WIIA
MEPEPETUCTPALANA TIPEACITBHON OTIYCKHOM ILI€HBI MPOUW3BOJIUTENSI HAa JIEKAPCTBEHHBIN
mpenapar HajJ [EHOM, pPAacCUYMTaHHOM B COOTBETCTBHMM C METONHMKOM, SBISETCS
OCHOBAaHMEM i1 OTKa3a B COIIACOBAHMM TOCYAAPCTBEHHOM PETUCTpallUU WU
MEPEPETUCTPALNA TIPEACTbHON OTIYCKHOM II€HBI MPOUW3BOJUTENSI HAa JIEKAPCTBEHHBIN
rpermnapar.
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