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

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBun rocynapcTBEHHOW pEruUCTpaluud |
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHneM IlIpaButenbctBa Poccuiickoit ®enepamuu ot 29.10.2010 Ne 865
(manee — IpaBuna), denepanbHas aHTUMOHOIIONBbHAS CITyk0a paccMOTpenia JOKYMEHTHI,
npeacTaBieHHble nmUchbMoM Mun3zapaBa Poccum ot 21.08.2017 Ne 20-4-4050136-c, u
NpUHsUIa pemeHne 00 OTKa3e B COMTACOBAHMM MPENETbHON OTIMYCKHOW IeHbl D000TT
JIx6oparopuz Im6X (I'epmanus); mp., mepB. ym., BTOp. ym., BbII. K. - 260Bu C.p.JIL.
(MTanus) Ha cnexyrolnid J€KapCTBEHHBIN Mpenapar, BKJIOUEHHBIN B IEPEUYECHb )KU3HEHHO
HEOOXOJUMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

I'entpan (MHH — ApnemeTnoHMH), TaOJETKH, MOKPBITHIE KAIIEYHOPACTBOPUMOM
obonoukoit, 500 mr, 10 wrT., - 6auctep (2) - nauka kapToHHasi, B pazmepe 2042,79 pyO.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSIM.

[Ipu npoBenennn s3xoHOMUYeckoro anannza GAC Poccrn BBISIBIEHO 3HAUUTEIIBHOE
YBEIIMUEHUE 3asIBJICHHOM NpPENEIbHOW OTIMYCKHOM II€Hbl Ha YKa3aHHBIM JIEKAPCTBEHHBIN
npenapar no CpaBHEHUIO ¢ 3apeructpupoBaHHoi 25.09.2015 mpenenbHOW OTIYCKHOW
1eHoil Ha sekapctBeHHBI mpemnapar «lentpam»y (MHH — Anemernonun), tabnerkw,
MOKPBITHIE KHUIIEYHOPACTBOpUMOM 00osoukoit, 400 mr, 10 mrt., - 6auctepsl (2) - madku
KapTOHHBIE, (Aep)karenb  WIM  BIAJEJell  PETUCTPALIMOHHOTO  yAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpemapara — 20060t1T JIaboparopu3 ['MOX (['epmanmsi); TpOU3BOJACTBO
(Bce cramuu) — 200Bu C.p.JI. (Urtanus)) (npu nepecuere Ha OJHY JIEKAPCTBEHHYIO
dbopmy 1 1 Mr AEHCTBYIOIIETO BEIIECTBA).

YuuThiBasi BBIIIEU3TIOKEHHOE, TMpeneibHas OTIYCKHAs L€HAa Ha YyKa3aHHBIN
JIEKapCTBEHHBIM  Mpemapar HE CONIACOBBIBAETCA, B CBSI3U C  SKOHOMHUYECKH
HEO0OOCHOBAaHHBIM POCTOM IICHBI.

B coorBercTBMM € TOANYHKTOM «B» IiyHKTa 13 IlpaBun mnpeBblieHuE
MPEACTABISIEMOMN JIJIs1 TOCYIapCTBEHHOM PETUCTPALIMK WM MEPEPETUCTPALIMY MPEIETbHON
OTIIyCKHOM [I€Hbl IMPOM3BOJAMTENSI Ha JIEKAPCTBEHHBIM Ipenapar HaJa LEHOM,
pacCUMTaHHOW B  COOTBETCTBMM ¢  METOAMKOM  pacyera  YCTaHaBIMBAaEMbIX
MPOU3BOAUTENSIMUA  JIEGKAPCTBEHHBIX IMIPENaparoB MPEAEIbHbIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC TpENaparsl, BKIIOUEHHBIE B TIEPEUEHb KU3HCHHO HEOOXOIUMBIX H
BOKHEUIIINX JIEKAPCTBEHHBIX IIPENapaToB, MPU HX TOCYJAPCTBEHHOW pErucTpanud u
[IEpEPETUCTPALIMY, YTBEPKIAECHHOM mocraHoBieHueM [IpaBurenscTtBa Pocculiickon
®enepaunn ot 15.09.2015 Ne 979, sBnsercs OCHOBaHMEM JJIsi OTKAa3a B CONIACOBAHHMU
TOCYJapCTBEHHOW PETMCTPAlMU MPEAEIbHON OTIIYCKHOM ILE€Hbl ITPOM3BOJAUTENS Ha
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JIEKapCTBEHHBIN Mpernapar.
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