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

B coorBerctBMM ¢ mnyHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW PpETUCTPALMHU U
MEPEePETUCTPALlUA YCTAHABJIMBAEMBIX MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX IIPENApaToB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’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 nmUchbMOM Mun3zapaBa Poccum ot 16.03.2017 Ne 20-4-4038963-c, u
MPUHSIIA pellieHrne 00 0TKa3e B COMIACOBAHUM TMPEAEIbHBIX OTITYCKHBIX II€H, 3asBICHHBIX
Ha peructpamuio [IT. Hosenn ®apmacwiotukan Jlaboparopus (Mumaust), Ha ciemyromniue
JIEKApCTBEHHBIE Tpenaparbl, BKJIIOYEHHBIE B MEPEYEHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENAPaTOB:

1. OnmaBemn (MHH — OwnpaceTpoH), TaONeTKH, TMOKPBITbIE IUIEHOYHOM
000J104KOH, 4 MT, 6 IIT - YIIAaKOBKH O€3bsIYEHKOBbIE KOHTYPHBIE (2) - TAUKX KapTOHHBIE, B
pasmepe 501,60 pyo.

2. OnpaBen (MHH — OwnpaceTpoH), TaONeTKH, TOKPBITHIC IIJICHOUYHOU
000JI0UKOH, 8 MT, 6 IIT - YIIaKOBKH 0€3bsYEHKOBbIE KOHTYPHBIC (2) - TAUKW KapTOHHBIE, B
pasmepe 1129,42 py0.

3. Jobyten (MHH — JloGyTaMuH), KOHIIEHTpAT JUIsl IPUTOTOBJICHHS pPacTBOpa IS
uHpy3ui, 50 mr/mi, 5 mi - ¢makonsl (1) - mauku kaproHHbie, B pazmepe 300,20 pyo.

[Ipu mnpoBenenun skoHoMuueckoro ananuza @OAC Poccum BBIABIEHO, YTO
Mpe/elibHbIE OTIYCKHBIE 1I€Hbl Ha BBIIIEYKa3aHHbIE BOCIPOU3BE/ICHHbBIC JICKAPCTBEHHbIC
npernaparbl, pacCuuTaHHBbIE HCXOAS M3 CTOMMOCTH 3a OJHY JEKapCTBEHHYIO (opMmy,
npeBbliatoT 80  MPOLIEHTOB ~ MAKCMMAJIBHOM  3apETHCTPUPOBAHHOM  MPEACIBHOU
OTHYCKHOM II€Hbl MPOU3BOAMUTENS HA AHAJOTHYHBIM JIEKAPCTBEHHBIM Mpemnapar,
pPacCUUTAHHBIN UCXOMS U3 MAKCUMAJIBHONW CTOMMOCTH OJJHOM JIEKApCTBEHHOU (POPMBI, UTO
MPOTUBOPEUUT MyHKTY 21 Mertoauku pacdera yCTaHaBIMBAEMBIX ITPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IMpEenaparoB MPEACNbHBIX OTHYCKHBIX II€H Ha JICKAPCTBEHHbIC
npenaparbl, BKIIOYEHHbIE B TME€PEUCHb JKU3HEHHO HEOOXOIMMBIX U BaKHEHUIIUX
JEKApCTBEHHBIX  NIpemaparoB, MpH WX  TOCYJIapCTBEHHON  perucTtpauud "
[IEpEePEeTUCTPalli, YTBEPKICHHOM mnocTaHoBieHueM [IpaBurenscTtBa Poccuiickon
®eneparuu ot 15 centsadps 2015 . Ne 979 (nanee — MeToauka).

B CBs3M C BBIIEU3IOKEHHBIM B COOTBETCTBUM C MOJIMYHKTOM «B)» ITyHKTa 13
[IpaBun TmpeBBIIEHWE NPEACTABIIEMONM I TOCYJIApPCTBEHHOM PETUCTpAlMU WJIU
NepeperucTpauu MpeaesibHOM OTMYCKHOW IIEHbl MPOU3BOAMUTENS Ha JIEKapCTBEHHBIN
mpenapar HajJ UCHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHMEM JUIsl OTKa3a B COIVIACOBAaHMWU TOCYJAPCTBEHHOW DPETUCTPALMHU IPEAEIbHON
OTIYCKHOU IIEHBI MPOU3BOAUTENSL HA JICKAPCTBEHHBIN Mpenapar.
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