MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COMTACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MIPEenaparhl, BKIOYEHHbIE B IEPEUEHD KU3HEHHO HEOOXOAUMBIX
Y B&KHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBum ¢ nmynktamu 13 u 34 IlpaBun rocyqapcTBEHHOW PErvCTpalud U
MEePEPETUCTPALlMM yCTAHABIUBAEMbIX MPOU3BOJUTENISAIMHU JIEKAPCTBEHHBIX IPENAapaToB
MpEACIIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOJUMBIX M BAKHEWINWX JIEKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocranoByieHueM IIpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
— IIpaBuna), ®enepasbHasi AaHTUMOHOIIOJNBbHAs CIyk0a paccMoTpena JOKYMEHTHI,
npeacrasieHHble mucbMoM MunsnpaBa Poccnn or 21.10.2019 Ne 20-4-4113930-c, n
NpUHsUIA pelieHne 00 OTKa3e B COMIACOBAHMM MPENEIbHON OTIYCKHOM LIEHBI, 3asIBICHHON
Ha mnepepeructparuio Ankainoun AO (Pecnmybmuka Makenonus), Ha CleAyrOIUN
JIEKApCTBEHHBIN Mpenapar, BKIOYEHHBIM B TMEpPEUYEHb JKU3HEHHO HEOOXOAUMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB:

Bepamamun (MHH — Bepamamun), TabineTku, MOKpBITHIE 000y0ukor, 80 M,
14 mT., - yIIakoBKY STYEUKOBBIE KOHTYPHBIC (2) - TTaYKK KapTOHHBIE, B pazMepe 44,56 pyo.

IIpenenbHass OTIYyCKHas II€HA HA YKAa3aHHbIM JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS IO CIEAYIOIIMM OCHOBAaHHUSM.

[Ipu npoBenenuu s3xonoMuyeckoro ananuza ®AC Poccun BBISIBIEHO, YTO COITIACHO
MIPE/ICTABICHHBIM JOKYMEHTAM CpeIHEB3BEIIeHHAs (DaKTHUECKas 1IeHa BBO3a YKA3aHHOTO
JIEKapCTBEHHOTO Tpernapara 3a OTYETHBIM mepuoj Oblia HUXKE 3aperHCTPUPOBAHHON Ha
3TOT MEPUOJ LIEHbI 00Jiee YeM Ha MPOTHO3UPYEMBIN YPOBEHb UH(IIALIMH, YCTAaHOBICHHBIN
Ha TeKylui rox geaepaibHbIM 3aKOHOM O (efiepaibHOM OIO/KETE Ha COOTBETCTBYIOIIUIMA
(¢uHaHCOBBI TroA W TUIaHOBBIM mnepuon (4,3 %), YTO NPOTUBOPEUYUT TPEOOBAHUSIM
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noAanyHkra «0» myHkra 50 MeToauku pacyera yCTaHABIMBAEMBIX MPOU3BOAUTEISIMU
JIEKApCTBEHHBIX NIPENaparoB NPeAeIbHBIX OTIYCKHBIX 1IEH Ha JICKAPCTBEHHBIE MTPENapaThl,
BKJIFOUYEHHBIE B IMEPEYCHb >KU3HEHHO HEOOXOJUMBIX M BaXXKHEMIIMX JIEKAPCTBEHHbIX
[IpenaparoB, MPU UX TOCYAAPCTBEHHON PETUCTPalMU U NEPEPErNCTpaluy, YTBEPKICHHON
nocranoBiieHueM IlpaButenbctBa Poccuiickoit denepanuu ot 15.09.2015 Ne 979 (nanee
— Mertoauka).

Kpome toro, ®AC Poccuum BBISBIEHO, YTO POCT Kypca HAalMOHAJIbHOW BAaJIFOTHI
roCy/1lapCTBA-NPOU3BOJIUTENS JIEKAPCTBEHHOTO Tpenapara K pyonto (MakeIoOHCKUN JuHap)
3a MEPHUO CO JIHS MOCJIEIHEN perucTpanuu (IepeperucTpannn) NpeaeabHOW OTIYCKHON
LIEHbI MTPOU3BOJIUTENS HA JICKAPCTBEHHBIM MperapaTr A0 AaThl MOJa4YM JOKYMEHTOB Ha €€
OYEPEIHYIO MEPEePEerucTpalvio He TPEBBIIIACT MPOrHO3UPYEMBIN YpOBEHb HHOISAUUU
TEKyIIero roja, yCTaHOBJIEHHBIN (enepanbHbIM 3aKOHOM O (enepasibHOM OrKeTe Ha
COOTBETCTBYIOUIMN (UHAHCOBBIM TOA M TIUIAHOBBIM TEPHOJ, YTO MPOTUBOPEUUT
TpeOOBAHMAM MOJIYHKTA «a» myHKTa 50 MeToauku.

B cootBerctBuu ¢ nucbmom @I'BY «HIIDCMID» Munsapasa Poccun ot 26.09.2019
Neo 20445, npencraBneHHbiM Mun3apaBom Poccun B KOMITIEKTE JOKYMEHTOB, 3asBIICHHbBIN
JIEKapCTBEHHBIN Mpenapar SBJIseTCs] BOCIPOU3BEACHHBIM, pe(epeHTHBIM JIEKapCTBEHHBIM
npenaparoM JUIsl  KOTOPOro  SIBJISIETCA  JIEKAPCTBEHHBIM mpenapar «Bepamamumy
(MHH - «Bepamamun»), B JIeKapcTBEHHOH (opMe «TabiIeTKH, MOKPHITHIE IUIEHOYHOU
oOosioukoit, 80 Mr» (BiIajenen Wiu AEepiKaTellb PErHCTPALMOHHOTO YIOCTOBEPEHHS] —
OO0 «O3o0n», Poccus, peructpauronnoe yupocropepenue Ne JIC — 002541 or
12.03.2012).

Bmecre ¢ tem, ®AC Poccum yCTaHOBIIEHO, YTO 3asBIEHHAsA K MEPEPETUCTPALUU
npenenabHas — OTIYCKHas  [IeHa  Ha  JIGKapCTBEHHBIM  mpemapar  MpeBbIIIAET
3apEruCTPUPOBAHHYIO MPEACIbHYI0 OTIYCKHYIO IIEHY MPOU3BOAMUTENST HAa pedepeHTHBIN
JIEKApCTBEHHBIN Npenapar, pacCYUTAHHYI) HCXOAS M3 COOTBETCTBYIOIIEH CTOMMOCTH
OJTHOM JIEKapCTBEHHOM (OpMBI, UTO MpOoTHBOpEUHT IMyHKTY 31 [Ipasu.

B cBf3M C BBIIEH3I0KEHHBIM, B COOTBETCTBUM C IOAIYHKTOM «I» IyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMOW JUISI TOCYAAPCTBEHHOM IEpEPEruCTpalnu
MPEAEIBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEISI HA JIEKAPCTBEHHBIN Npenapar HaJa LEHOM,
paccunTaHHOU B coOTBEeTCTBHM C [IpaBumamu u MeTOOUKOW, SIBISIETCS OCHOBAHHEM ISl
OTKa3a B CONNIACOBAHMM T'OCYJAPCTBEHHOW PErMCTpPalvy IPEAECIbHOM OTIYCKHOM LIEHBI
MIPOU3BOJMTENS HA JIEKAPCTBEHHBIN Ipenapar.

A.1O. IlapukoBckuii
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