PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBum ¢ myHktoM 8 u 21 IIpaBui rocynapCTBEHHOW pErucTpauvyd U
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
IpelleJbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B MEPEUYCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoyiennueM IIpaBurennscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBieHHble nmUcbMOM Mun3zapaBa Poccum ot 24.10.2017 Ne 20-4-4054149-c, u
MpUHSJIA pelIeHue 00 OTKa3e B COIIACOBAHUM MPEIEIbHONW OTIMYCKHOW LIEHBI Jep Karelis
WM BIAJeiblla PETUCTPALIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Iperapara
OAO «Asekcuma» (Poccus), mpou3BOACTBO TOTOBOW JIEKApPCTBEHHOW (QOpMBI U
nepuuHas ynakoBka OO0 «DAPMAIIPUM» (Pecnybnuka MonaoBa), BTOpuYHas
yIOaKkoBKa M OpraHu3alus, OCYUIECTBISIONIAs BBITYCKAIOIMNA KOHTPOJIb KayecTBa
OO0 «ABekcuma Cubups» (Poccusi), Ha cruexyromuil JIEKAPCTBEHHBIM Mpernapar,
BKJIIOYCHHBIN B TMEpEYEHb >KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKaPCTBEHHBIX
penaparos:

[Tpumadpynrun (MHH — Haramunun), cynmosutopun BaruHaidbHble, 100 wmr, 3
IIT., - YIIAKOBKH sSTYeHKOBbIe KOHTYpHBIE (1) - mauku KapToHHBIE, B pazMepe 162,83 pyo.

[IpenenbHass OTIyCKHAsi LI€HA Ha YKa3aHHbIA JICKAPCTBEHHBIM IIpEnapar He
COIIACOBBIBAETCS IO CIEAYIOIIEH PUYUHE.

[Ipu mpoBeaenuun sxkoHOMH4eckoro ananuza ®AC Poccun ycTaHOBIEHO, YTO POCT
Kypca HallMOHAJIbHON BaJIFOThI TOCYJAapPCTBA-IIPOU3BOAUTENS JIEKAPCTBEHHOIO IMpernapara
K pyOsto (MOJIJaBCKUU JIel) 3a MEPUO/I CO JIHS MOCJEIHEN epeperucTpaluu npeaeabHoi
OTIIyCKHOM LIEHbl TPOW3BOAMTENS Ha JIEKapCTBEHHBIA Mpernapar A0 JAaThl NOJAuu
JIOKYMEHTOB Ha €€ OYEpEIHYI0 MEePEepPerucTpalvio He IPEBbIIIAET MPOTHO3UPYEMbIN
YpPOBEHb MH(IALMM TEKYLIEro To0Jd, YCTAHOBJIEHHBIM (QenepaibHbIM 3aKOHOM O
benepanbHOM OIOKETE HA COOTBETCTBYIOIIMI (PMHAHCOBBIA IO M IUIAHOBBIM MEepUO.,
YTO MPOTHUBOPEUYUT MOANMYHKTY «a» MyHKTa 23 MeToauku pacyeTa yCTaHABIMBAEMBbIX
MIPOU3BOAUTENSIMUA JICKAPCTBEHHBIX IMIPENaparoB MPEIEIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOUEHHbIE B TIEPEYEHb KU3HEHHO HEOOXOIUMBIX H
BOKHEWIIINX JIEKAPCTBEHHBIX IMPENapaToB, MPU HUX TOCYJAPCTBEHHOW pErucTpalvu U
[IEpEePETUCTPALli, YTBEPXKICHHOM TMocTaHoBieHueM IlpaBurenscTtBa Poccuiickon
®enepannu ot 15.09.2015 Ne 979 (nanee — MeTtoauka).

B cBsi3u C BBINIEU3T0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBry1 TpEBBIIEHWE MNPEACTABISIEMON JUIsI TOCYIApCTBEHHOW PpETUCTPAllMM  WIH
NEPEPETUCTPALIMN TIPEACIIBHON OTIYCKHOM ILI€Hbl MPOU3BOAUTENS HA JIEKApPCTBEHHBIN
npenapar HajJ UEHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOQUKOW, SBIAETCA
OCHOBAHHMEM ISl OTKa3a B COMIACOBAHMU TOCYIApCTBEHHON PErucTpaluy MNpefebHOU
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OTHYCKHOﬁ ICHBI IIPONU3BOAUTCIIA HA JIGKapCTBeHHBII;'I IMpcCIiapar.

P.A. Ilerpocsn
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