PEHIEHUE
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
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), ®exnepanbHas aHTUMOHONOJbHas CHayk0a paccMoTpena JOKYMEHTSHI,
npeAcTaBieHHble mUcbMOM Mun3apaBa Poccum ot 19.10.2016 Ne 20-4-4023910-c, u
IpUHSJIA pelieHue 00 OTKa3e B COIIACOBAHUU IMPENEIbHBIX OTITYCKHBIX LEH JepKaTess
WIM BIIAJIEIbLA PETMCTPALMOHHOIO YIOCTOBEPEHHUs JIeKapcTBeHHoro mnpenapara OOO
«TpuBuym XXI» (Poccus), npousBoactBa (Bce cragun) OOO «CnaBsHCKas anteka»
Poccnst Ha cneqyromuil JIEKapCTBEHHBIN MPENapar, BKIOYEHHBIN B MEPEYEHb )KM3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

1. Keroponak (MHH - Ketoponak), pacTBop sl BHyTPUMBILIEYHOTO BBeAeHUS 30
mr/mi, 1 mut, ammyssl (5) — madku KapToHHBIE, B pazmepe 35,00 pyo.

2. Keroponak (MHH - Ketoponak), pacTBop njisi BHyTpUMBILIEYHOTO BBeAeHUs 30
mr/mi, 1 mut, ammyinsl (10) — mauku kapToHHBIE, B pasmepe 64,00 pyoO.

[IpenenbHbple OTIYCKHBIE IIEHBI HA YKA3aHHBIM JIEKAPCTBEHHBIM Mpemapar He
COIIACOBBIBAIOTCS 110 CJIIETYIOLUIUM OCHOBAHUSM.

[Ipu mnpoBenenun skoHoMuuYeckoro ananuza OAC Poccunm BBIABIEHO, YTO
IIpeIEIbHbIE OTIYCKHBIE LIEHBl HAa BBIIICYKa3aHHbBI BOCIPONU3BEACHHBINA JE€KAPCTBEHHBIN
npenapar, pacCuMTaHHbIE HCXOAS M3 CTOMMOCTH OJIHOM JIEKAPCTBEHHOW (POPMBI,
npeBbIaroT 80 MPOUEHTOB CPEAHEN 3aPErUCTPUPOBAHHOMN MTPEACIBHON OTITYCKHOM LIEHBI
MPOU3BOJUTENS Ha pe(EepeHTHBIN JIEKApCTBEHHBIN Mpenapar, pacCCYUTaHHON HCXOAS U3
(aKTUYEeCKOro MepHuoAa TOCYJAPCTBEHHOM PpErucTpaldd LEHbI, YTO MPOTHBOPEUUT
nyHkTy 6 Meronuku pacuyeTa yCTaHABIMBAEMBIX MPOU3BOAUTENISAMH JIEKAPCTBEHHBIX
IpenaparoB MpeleabHbIX OTIYCKHBIX 1IEH Ha JIeKapCTBEHHbIE Mpenaparbl, BKIIOUEHHBIE B
NepeyeHb KU3HEHHO HEOOXOAMMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, Mpu UX
rOCYyJIapCTBEHHOM PErucTpalyyd W NEPEPETHCTPALMU, YTBEPKIACHHON IMOCTAaHOBIECHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 15 centsOps 2015 . Ne 979 (nmanee —
Meronuka).

B cBA3u C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C IMOAIMYHKTOM «B» IyHKTa 13
[IpaBun TmpeBBIIEHWE NPEACTABIIEMONM I TOCYJApCTBEHHOW PETUCTpAlUU WU
NEPEPETUCTPALIMN TPEACIBHON OTIYCKHOM II€Hbl IPOU3BOJIMTENS Ha JIEKAPCTBEHHBIM
mpenapar HajJ UEeHOW, pPACCUMTAHHOWM B COOTBETCTBUM C METOOUKOW, SBIAETCA
OCHOBAHHMEM ISl OTKAa3a B CONIACOBAHMHU TOCYIApCTBEHHON PErHCTpalvy MNpPEebHOU
OTITyCKHOM LI€HBI POU3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar.
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