MWUHWNCTEPCTBO AHTUMOHOTIOJ/IbHOIO PETYJIMNPOBAHUA U
TOPIrOBJIN PECIMYBNNKW BENAPYCb

BbIMMNCKA

M3  NpoOTOKONa  3acefaHnsi  KOMUCCUK
Mo cornacoBaHU npeaenbHON OTMYCKHOW
LleHbl NPOM3BOAUTENS HAa NEKAPCTBEHHOE
CpeAcTBO

27 nekabpsa 2018 r. Ne 13
r.MuHck

1. CIAYWA”nwn:

O paccMOTPeHMUN 3aaBNeHus, [JOKYMEHTOB " CBeAeHUN
Les Laboratoires Servier gna cornacosaHus npegenibHON OTMYCKHOW LEeHbl Ha
NeKapcTBEHHOe cpeAcTBO npomssoacTea Les Laboratoires Servier Industrie
(PpaHuma) KOPAKCAH (MHH lvabradine) Tabnetkun, noKpbITble MJEHOYHOWN
obonoykoin, 5mMr B 6nmuctepax B ynakoBke No 14x4, Tabnetku, MOKPbITble
NIEHOYHON 060/104KOW, 7,5 MI B 6nmcTepax B ynakoBke Ne 14x4.

PELLNAN:

CornacoBatb npefesibHble OTNYCKHbIE LieHbl Ha JleKapCTBEHHOE CPeACcTBO
npounssofcTea Les Laboratoires Servier Industrie (®paHuma) KOPAKCAH
(MHH lvabradine):

TabneTkn, MOKpPbITble MJEeHOYHOW 060/104KOM, 5Mr B 6nucTepax B
ynakoBke Ne 14x4 B pasmepe 47,01 6en. py6.;

TabneTkn, MOKpbITble MAEHOYHOW 060/104KOM, 7,5 Mr B 6GnMcTepax B
ynakoBke Ne 14x4 B pasmepe 49,22 6Gen. py6. «

2. CNYLWANW:

O paccMoTpeHNM 3anBNeHnsa,,  LOKYMEHTOB " CBefeHUI
Les Laboratoires Servier gns cornacoBaHus npeaenbHON OTMYCKHOW LEHbl Ha
NneKapcTBeHHOe cpeacTtBo npomssoactea Les Laboratoires Servier Industrie
(PpaHuma) HOMWMPEN A (MHH Perindopril/Indapamide) TabneTtku,
MOKPbITbIE NNEHOYHOW o060no4ykoin, 2,5 mr/ 0,625 mMr B KoHTeliHepax Ne30 B
ynakoske Ne 1.

PELLUWIN:

CornacoBatb NpefefibHY0 OTNYCKHYH LeHY Ha /IeKapCTBeHHOe CpeAcTBO
nponssoacTea Les Laboratoires Servier Industrie (®paHuua) HONMUMPEN A
(MHH Perindopril/Indapamide) TabneTku, NOKpbITble MEHOYHON 060N10UKOMN,
25 Mr /0,625 mr B KOHTeMHepax Ne30 B ynakoBke Nel B pasmepe
15,61 6en. py6.

3. CNYLWANW:
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O paccMOTpeHUN 3asBNeHus, OOKYMeHTOB W cBefeHu PRO.MED. CS
Praha as. (MPO.MEA. LUC Tnpara a.0.), Yewckaa Pecnybnuka, pans
corsfiacoBaHua npeaenbHOM OTMYCKHOWM LEHbl Ha N1eKapCTBEeHHOEe CpefCcTBO
MponaHopm (MHH Propafenone) npoussoactea PRO.MED. CS Praha as.
(MPO.MEA. UC Tnpara a.0., Yewckas Pecny6nmka) TabneTku, NOKPbITbIE
o6onoukoi, 150 mr B 6nimctepax B ynakoske Ne 10x5.

PELLWIN:

Cornacosatb NpefefibHY0 OTMNYCKHYHO LleHY Ha NeKapCTBeHHOe CpeAcTBO
MponaHopm (MHH Propafenone), npoussoactesa PRO.MED. CS Praha as.
(MPO.MEA. LC TMpara a.0.), Yewckad Pecnybnunka, TabneTku, MOKPbITbIE
o6onoukoin, 150 wmr B Onuctepax B ynakoBke Ne 10x5 B pa3mepe
12,52 6en. py6.

4. CNYLWANwW:

@) paccMOTpPeHUn 3adB/1eHu, NOKYMEHTOB 7 CBefeHUI
NpeACTaBUTENbCTBA 3aKPbITOr0 akUMOHEpHOro obuiectea «PapmaueBTUUECKNiA
3aBof, A MNCx», BeHrpusa ans cornacoBaHus npefenibHON OTMYCKHOM LEHbl Ha
nekapcTeeHHoe cpeacTtBo npounssoactea EGIS Pharmaceuticals PLC (BeHrpus)
Arunok (MHH Metoprolol) tabnetkn 50 mr Bo gnakoHax Ne 60 B yrnakoBke
No 1.

Mpn npoBefeHUN 3KOHOMWYECKOrO aHanmi3a npefesbHOW OTMYCKHOM
ueHbl MAPT yCcTaHOBNEHO, UTO NpefesibHaa OTNYCKHadA LleHa He COOTBETCTBYET
3Ha4yeHWto, paccCYNTaHHOMY B COOTBETCTBUM C VIHCTPYKLMEN.

CornacHo 3KOHOMWYECKOMY aHafu3y cpegHee apumeTMyecKoe 3HayeHume
MUHUMaNbHBIX OTMYCKHbIX UeH 415 JleKapcTBeHHoro cpeactesa 3Aruiok (MHH
Metoprolol) Tabnetkn 50 mr Bo diakoHe Ne 60, B ynakoBke Ne 1- 6,02 6en. pyo6.,
YTO HWXKE 3asiB/IEHHOW NpeAenbHON OTNYCKHOW LieHbl Ha 3,99 %.

PELLUWNIN:

Ha ocHoBaHMUM a63aua TpeTbero nyHkta 9 T1o/oXKeHMA O nopsaake
perncrpawmnu npefenbHbIX  OTMYCKHbIX  LUEeH  NpOou3BOAMTENEN Ha
NeKapCTBEHHble  CpefAcTBa, YTBEPXAEHHOro  noctaHosseHnem  CoBeTa
MwuHucTpoB Pecny6nukn benapycb oT 19 Hoa6ps 2018 r. Ne 776, OTKasaTb B
cornacoBaHuy npegesnibHOM OTMNYCKHOM LEeHbl Ha JleKapCTBEHHOE CPefCTBO
npounssogctea EGIS Pharmaceuticals PLC (Benrpus) 3Orunok (MHH
Metoprolol) Tabnetkn, 50 mr, Bo (prakoHax Ne 60 BynakoBke No 1 B pasmepe
6,27 6en. pyo.

5. CNyLWwAnNn:

O paccMOTpeHUM 3asaBNeHus, AOKYMEHTOB W CBefeHU aKLMOHEpHOro
obwectea «ICRKA, TOVARNA ZDRAVIL,D.D.,NOVO MESTO» pnsa
COrnacoBaHuA npefefibHONW OTMYCKHOW LeHbl Ha /NeKapCTBEHHOe CPefCTBO
nponssoactea AO «KRKA» (Pecnybnuka CnoseHus) Jlopucta HA (MHH
Losartan and diuretics) TabneTku, MNOKPbITble 060104KOM, 100Mr/25Mr
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B 6incTepax B ynakoBke Ne 14x2, TabneTku, MNOKPbITble 060/104KOM,
100mr/25mr B 6nmcTepax B ynakoske Ne 10x3.

PELLWIN:

CornacoBatb npefefibHble OTMNYCKHbIE LEHbl HA /IEKAPCTBEHHOE CPEeACTBO
npomnssoactea AO «KRKA» (Pecny6nmka CnoseHus) Jlopucta HA (MHH Losartan
and diuretics):

Tabnetky, MoKpbITble 060504ko  100Mr/25Mr B 6nmMcTepax B YMNakoBKe
No 14x2 B pa3mepe 7,66 6en. pyo.;

Tabnetky, MoKpbITble 060s04ko  100Mr/25Mr B 6mMcTepax B YMakoBKe
Ne 10x3 B pa3mepe 8,20 Gen. pyo.

6. CNYLWANwW:

O paccmMoTpeHuUn 3asBeHns, JOKYMEHTOB W CBEAEHUA aKUMOHEepHOro
obwectea «KRKA, TOVARNA ZDRAVIL,D.D.,NOVO MESTO» pans
corniacoBaHma npeaenbHOW OTMYCKHOWM UEHbl Ha /1eKapCTBEeHHOEe CpefcTBO
nponssogctea AO «KRKA» (Pecnybnuka CnoseHus) AwmnpunaH (MHH
Ramipril) tabnetkn 1,25 mr B 6nuctepax BynakoBke NelOx3, Tabnetku
2,5 Mr B 6nuctepax BynakoBke NelOx3, Tabnetkm 5 mr B 61mcrtepax
B ynakoBke Ne 10x 3, Tabnetku 10 mr B 651mcTepax B ynakoske Ne 10x 3.

CornacHo 3KOHOMWYECKOMY aHann3y cpefHee apugmMeTUyYecKoe 3HayeHue
MUHUMabHbIX OTMYCKHbIX LeH A4 JIeKapCTBEHHOro CpeAcTsa MNpPOM3BOACTBA
AO «KRKA» (Pecny6nuka CnoseHns) Amnpunad (MHH Ramipril) Tabnetku
10 mr B 6nmctepax B ynakoske Ne 10x 3 coctasunio 7,59 6en. pyb., UTO HWKe
3aAB/IeHHOW NpefenbHON OTMYCKHOW LieHbl Ha 1,04 %.

PELLNAWN: 4

1.CornacosaTb npefjefibHble OTMYCKHble LeHbl Ha J1IeKapCTBEHHOE
cpeacteo npoussogctea AO «KRKA» (Pecny6nuka CnoeHusi) AmnpunaH
(MHH Ramipril):

Tabnetkm 1,25 mr B 6nuctepax BynakoBke NelOx3 B pasmepe
3,59 6en. pyob.;

Tabnetkm 2,5 Mr B 6aucTepax BynakoBke NelOx3 B pasmepe
4,11 6en. py6.;

Tabnetkm 5 Mr B Onuctepax BynakoBke NelOx3 B pasmepe
5,25 6en. py6.

2. OrtkasaTb B COr/flacoBaHuM  NpeAenbHOM  OTMYCKHOM  LeHbl  Ha
nekapctseHHoe cpeactso  npomssoactea AO  «KRKA»  (Pecnybnuka
CnoseHuns) Awmnpunad (MHH Ramipril) Tabnetkm 10 mr B 61ucrtepax
B ynakoBke Ne 10x 3 B pa3mepe 7,67 6en. py6. Ha OCHOBaHMMK ab3ala TPeTbero
nyHKTa 9 MonoxeHna o nopagke perucrTpaumm npefesibHbIX OTMYCKHbIX LeH
npon3BoauTeneit Ha NeKapCTBEHHbIE CpeacTBa, YTBEePXAEHHOro
nocraHosneHnem  Coseta  MwuHuctpoB  Pecnybnuku  benapycb  oOT
19 HoAGpA 2018 1. Ne 776.
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7. CNYLWwAnNn:

O paccMOTpeHWUW 3asBNeHUsi, AOKYMEHTOB W cBegeHUin [y6anyHoro
akunoHepHoro obuwectea «lannudgapm» (¥YKpanHa) pf1a  coriacoBaHus
npefefibHbIX OTMYCKHbIX LEH Ha JieKapCTBEHHOe CpeACcTBO MPOM3BOACTBA
My6nnyHoro akunmoHepHoro oobulectea «Kwuesmeanpenapatbl» (Y KpanHa)
KcaHTHona HukotmHat (MHH Xantinol nicotinate) Ttabnetkm 150Mr B
6nncrtepax Nel0x6.

PELLIWNIN:

CornacoBaTb NpegenbHyt0 OTNYCKHYIO LeHY Ha flekapCTBEHHOE CPeAcTBo
npoussofctea y6AMYHOro akuUMOHepHOro obuiectea «KueBmegnpenapartbi»
(YkpanHa) KcaHTuHona HukotuHat (MHH Xantinol nicotinate) Tabnetku B
6nmctepax 150mr Ne10x6 B pasmepe 2,69 6en. py6.

8. CNYLWANW:

O paccMOTpeHUW 3asBfeHus, AOKYMEHTOB W CBefeHU aKLMOHEpHOro
obwectea «KRKA, TOVARNA ZDRAVIL,D.D.,NOVO MESTO» pans
corniacoBaHma npeaenbHOM OTMYCKHOWM LEHbl Ha /1eKapCTBEeHHOEe CpefCcTBO
nponssoactea AO «KRKA» (Pecny6nuka CnoseHusi) Slopucta H100 (MHH
Losartan and diuretics) Tabnetku, nNOKpbITble o060n04KOM 100Mr/12,5mr
B 6nmcTepax B ynakoBke Ne 14x2, TabneTku, MOKPbITble 0060/104KOMN
100mr/12,5mr B 6nmncTepax B ynakoske Ne 10x3.

B pe3synbTate 3KOHOMWYECKOro aHanu3a npefenbHOM OTMYCKHOW LEHbI
YCTaHOB/IEHO, YTO 3asBfeHHadA NnpejenbHaa OTNyckHasa ueHa Ha Jlopucta H100
(MHH Losartan and diuretics) TabneTtku, NOKPbITble MAEHOYHOW 060/10UKON,
100mr/12,5mMr  B6nuctepax B YMNakoBKe Ne 14x2 COOTBETCTBYET
paccYnMTaHHOMY B COOTBETCTBUM C VIHCTPYKLUMEN 3HAYEHUIO.

OKOHOMUYECKNIA aHaNn3 NpeaenbHoM OTNYCKHOW LeHbl Ha Jlopucta H100
(MHH Losartan and diuretics) Tabnetku, MoOKpbITble MAEHOYHON 060M104KOW
100mr/12,5mr B 6nmnctepax B ynakoBke No 10x3 He NPOW3BOAUICA B CBA3M
CTEM, 4YTO B 3asBfIEHUM O perucTpauumnm npeaencHoM OTMYCKHOW LEHbI
NPON3BOAUTENA Ha JieKapCTBEHHOe CPeACTBO MNpeAcTaB/ieHbl CBeAEeHUSA, He
COOTBETCTBYHOLLME perncTpaynoHHoOmMy YyAOCTOBEPEHUIO Ne10471/16
o1 04.04.2016 r. (oTcyTcTBYeT yrnakoska Ne 10x3).

PELLNAWN:

1. CornacoBaTb NpeAesibHYK OTMYCKHY LeHYy Ha JSlopucta H100 (MHH
Losartan and diuretics) TabneTkh, MNOKPbITbIE MJIEHOYHON 060/I0UKOM
100mr/12,5mr B 6nmnctepax B yrnakoBke Ne 14x2 B pasmepe 10,55 6en. py6.

2. OrtTkasaTb B cOrnacoBaHun npefenbHOM OTMYCKHOW  LEHbl  Ha
Nopucta H100 (MHH Losartan and diuretics) TabneTkun, NOKPbITble MNEHOYHOM
o6onoukon 100mr/12,5mr B 6nmctepax B yrnakoBke Ne 10x3 B pa3mepe
11,31 6en. py6. Ha OCHOBaHMM ab3aua BTOporo nyHkta 9 [10/I0XKeHMA O
nopsigke perucTpauum npefenbHbIX OTMYCKHbIX LEH MNpPou3BOAMTENen Ha
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NEeKapCTBEHHblE  CpefcTBa,  YTBEPXAEHHOro  noctaHoBnieHnem  CoBeTa
MuHucTpoB Pecny6nnkn benapycb oT 19 Hos6ps 2018 r. Ne 776.

[MpeacenaTenbCTBYHOLLNI B.A.becnanbii

CekpeTapb O.A.TTpnemko



