PEHIEHUE
00 OTKa3e B COTNIAaCOBaHUH MPEAETbHBIX OTIMYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE MTPENaparhl, BKJIOYEHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ nyHkToM & IIpaBun rocyaapCTBEHHOM pEerucTpalvv u
NEepPEeperucTpaluy yCTaHABIUBAEMbIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX IpPEnapaTroB
IIPEIEIBHBIX OTIIYCKHBIX IIEH Ha JICKaPCTBEHHBIC IIPENAparhbl, BKIKOYCHHBIE B IEPEYCHb
’KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEPIKIECHHBIX
nocranoienreM IIpaButenbcTBa Poccniickoit @enepanmu ot 29.10.2010 Ne 865 (manee -
[IpaBuna), @enepanbHas aHTUMOHOMOJNbHA CIyX0a paccMoTpena JIOKYMEHTHI,
npeacTaBieHHble nucbMoM Mun3apaBa Poccun ot 31.10.2016 Ne 20-4-4025603-c, u
OpUHSAJAa pelmeHue o0 OTKa3e B COIVIACOBAaHMU MPEICNIBbHBIX OTIYCKHBIX LIE€H
OAO «bopucoBckuii 3aBoj MeauUMHCKUX mpenaparoB» (Pecrnybnuka bemapych) Ha
CIEIYIOUIMI  JIGKapCTBEHHBIA Ipenapar, BKJIOYEHHBIH B IEPEYEHb KMU3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

1. JlJopatranun (MHH — Jloparanun), Tabnerku 10 mr, 10 mT. - ymakoBKu
STUEUKOBBIC KOHTYpHBIE (1) — mauku KapToHHBIE , B pazmepe 31,33 pyo.
2. Jloparanun  (MHH — Jloparaaun), tabnetku 10 wmr, 10 mr - ymakoBKH

SUCUKOBBIC KOHTYpHBIC (3) — Madyku KapToHHBIE, B pazMepe 106,12 pyo.

[IpenenbHble OTIYCKHBIE LEHBl HA YKAa3aHHbIA JICKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAIOTCS 110 CJIIETYIOLUIUM OCHOBAHUSM.

IIpu npoBeaeHun sKoHoMHYeckoro aHanmza OAC Poccun BBISBICHO, 4YTO
IIPOU3BOJMTENIEM 3aBBIIIEHBI LEHbl HAa CBIpbE W MAaTEpUalbl, HMCIOJIb3YEMBIE IPHU
IIPOU3BOJICTBE BBILICYKA3aHHBIX JIEKAPCTBEHHBIX MPENapaToB (3aBbIIIEH Kypc A0JUIapa,
€BpO).

Kpome Toro, B COOTBETCTBHH C IyHKTOM 5 METOIMKHN pacdeTra yCTaHABINBAEMBIX
MPOU3BOIUTENSIMU  JIEKAPCTBEHHBIX IpEnaparoB IMpPEAeNbHbIX OTIHYCKHBIX LIEH Ha
JIEKapCTBEHHbIE TIpEmapaThl, BKJIIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpENaparoB, MPU HX TOCYIAPCTBEHHOM pErucTpauuud u
IIEpEPETUCTPaALlUM, YTBEPKACHHOM IocraHoBileHUeM IlpaBurenscTtBa Poccuiickoi
Odeneparuu ot 15.09.2015 Ne 979 (mamee — MeToauka), pu pacyeTe MpeneSbHON
OTIIYyCKHOM 1I€Hbl Ha JIEKAPCTBEHHBIN IIpenapar NPOU3BOACTBA TOCYIApPCTB-UJICHOB
EBpa3uiiCKOro SKOHOMHYECKOTO COK03a B paMKaX OJHOIO  PErMCTPAalMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'0 IIpernapara pu U3MEHEHUH KOJIMYECTBA JIEKAPCTBEHHOTO
npenapara BO BTOPUYHOW (IMOTPEOUTENBCKOM) YMAaKOBKE HE JIOMYCKAETCS YBEIWYEHUS
CTOMMOCTH OJTHOM JICKAPCTBEHHON (DOPMBL.

[Ipu »TOoM, Ha nexapcTBeHHbI npenapar Jloparazua (MHH — Jloparaaun),
tabnerkn 10 mr, 10 mWT. - ynakoBKM SYEHKOBBbIE KOHTYpHbIE (3) — Mauyku KapTOHHBIE,
BBISIBJIEHO 3aBBILIEHUE MPEJECIbHONW OTITYCKHOM LIEHBI 110 CPABHEHMIO C JIEKAPCTBEHHBIM
npenapatoM Jloparagun (MHH — Jloparaaun), tabnerku 10 mr, 10 mrt - ymakoBKu

2016-118033(1)



AYEUKOBbIE KOHTYpHBIE (1) — Mauku KapTOHHBIE, B MEpPECUETe HAa OJIHY JIEKAPCTBEHHYIO
dbopMy, 4TO MPOTHBOPEUHT IMyHKTY 5 METOINKH.

B cB3M C BBIIIEU3I0KEHHBIM, B COOTBETCTBHUU C MOJIYHKTOM «B» ITyHKTa 13
[IpaBuy1 NpEBBIIEHUE NPEACTABIAEMOW I TOCYAAPCTBEHHOM PErMCTpPalld WIH
MEPEPETUCTPALUA TPEACIBHON OTITYCKHOM IIE€HBI IMPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ [EHOW, pPacCUUTaHHOM B COOTBETCTBMU C METOOUKOW, SBISAETCA
OCHOBAaHUEM [IJI1 OTKa3a B COIVIACOBAHWMU TOCYAAPCTBEHHOM PErMCTpalU MPEACTbHON
OTIYCKHOM IIEHBI MPOMU3BOAUTENS HA JIEKAPCTBEHHBIN IIpernapar.

A.b. Kamesapos
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