MNWHWNCTEPCTBO AHTVUMOHOTO/IbHOIO PET'YTMPOBAHWA
N TOPIOBJIN PECIMYBNUNKW BENNAPYCb

BbIMNCKA

M3 NpPOTOKONa 3acefaHus  KOMMUCCUM
Mo cornacoBaHuio npeaenibHOM OTNYCKHOW
LLeHbl NMPOU3BOAUTENA Ha NEKapCTBEHHOE
CPeAcTBO

12 peBpansd 2020 r. Ne 5 r.MunHck

1. CNYWANn:

O paccmMOTpeHuU 3asBfeHUA, JOKYMEHTOB W CBeLEeHWI 0 perucrpayunun
npefenbHbIX OTMYCKHbIX LEH Ha /ieKapCTBEHHOe CpPeACTBO MNPOU3BOACTBA
COOO «Jlekgpapm» (Pecnybnuka Benapycs) HWUEPTOJIMH-NT® (MHH
Nicergoline) kancynbl 5Mr B KOHTYPHOI A4eliKOBOIN ynakoBke 10x3; Karncy/bl
10Mr B KOHTYPHOW A4elikoBoi ynakoBke 10x5; kancynbl 30MI B KOHTYPHOW
A4einkoBOWN ynakoBke 10x3.

OTMeyeHo:

B pe3ynbTare 3KOHOMWYECKOro aHanmsa npepesibHblX OTMYCKHbIX LEH,
NPoBeLeHHOro B COOTBETCTBUW C MNYHKTOM 8 T[lonoXeHua o nopagke
peruvcrpayum npegenbHbIX  OTNYCKHbIX  LUEH  MPOu3BOAMTeNEeN Ha
NeKapCTBeHHble  CpeAcTBa, YTBEpPXAEHHOro nocrtaHoeneHuem  CoBeTa
MwuHnuctpos Pecnybnuku benapycb ot 31 okTabps 2018 r. Ne 776
YCTaHOB/IEHO, 4YTO  3afdB/ieHHada  npefenbHas  OTNYCKHasa  LeHa Ha
HNUEPTOJIMH-N® kancynbl 30mMr (10x3) He npeBbilaeT .3HaYeHue,
paccyMTaHHOe B COOTBETCTBUM C rnaBon 3 VIHCTPYKUMW O METOLMKE pacyeTa
npefenbHbIX OTNYCKHbIX LeH NPOW3BOAUTENEA Ha NeKapCTBEHHble CPeacTBa,
YTBEPXJEHHOMN MOCTAHOB/IEHNEM MuHncTepcTBa  aHTUMOHOMOJ/ILHOTO
perynuposaHus un toprosnu Pecnybnnku Benapycb oT 19 Hosfbpa 2018 .
Ne 83 (manee - VIHCTpyKLNSA);

3aAB/IEHHbIE npefenbHble OTNYCKHbIE LleHbl Ha
HUWUEPITOJIMH-N® kancynbl 5mr (10x3) 1 HWUEPITOJIMH-NT® Kkancynbl
10mr (10x5) npeBblWalT 3Ha4YeHWUsA, paccyMTaHHble B COOTBETCTBUM C
NHCTpyKLU e,

B pe3ynbTate MpPOBeLeHHOro 3KOHOMWYEeCKOro aHanusa, cpefHee
apuimeTnyeckoe  3HayeHMe  MUHUMASIbHOM OTNYCKHOMW LeHbl  Ha
opurnHanbHoe nekapcTBeHHoe cpeactso CepmuoH (Kancynel 5mr, 10x3) ¢
YUYETOM MOHMXKalLWero KoahpuymneHTa coctasmno 2,85 6enopycckux pyobnen,
a Ha CepmuoH (kancynbol 10mr, 10x5) - 6,78 6enopycckux pyb6nen, 4to
ABNSAETCA MWHWMa/IbHbIM  3HAYeHUEM OTMYCKHOW LUeHbl. [lpn 3TomM B
3a9B/IEHMN yKasaHa K perucrtpaunu npegenbHas OTNYyCKHad LeHa Ha
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HNUEPTOJTNMH-N® kancynbl 5mr (10x3) B pasmepe 551 6en. py6., uto Ha
2,66 6en. py6.,, a Ha HWUEPITOJNMH-N® kancynbl 10mr (10x5) -
12,12 6en. py6., 4to Ha 5,34 6en. py6. nuam B NONTOPa pas3a Bbile 3HAYEHUS
MUHWUManbHOW OTNYCKHOWN LEHbI.

PELLWNI:

Cornacosatb npeAenbHyl OTMNYCKHYKH LEHY Ha /NeKapCTBeHHOoe
cpeactso npoussoactea COOO «Jlekapm» (Pecnybnmka benapycs):

HULUEPTONMWH-N® (MHH Nicergoline) kancynbl 30Mr B KOHTYPHOM
A4eiikoBoi ynakoske 10x3 B pasmepe 10,79 6en. py6.

OTkasaTb Ha OCHOBaHMW ab3aua TpeTbero nyHkta 9 [1onoxeHus
B cOrjlacoBaHUM npefesibHbIX OTMYCKHbIX LEH Ha JleKapCTBEHHOe CPefCTBO
npoussoactea COOO «Jlekdapm» (Pecnybnuka benapycs):

HULUEPTONWH-N® (MHH Nicergoline) kancynbl 5Mr B KOHTYpPHOM
AuyeinkoBoi ynakoBke 10x3 B pasmepe 5,51 6en. pyo.;

HULUEPTONMWH-N® (MHH Nicergoline) kancynbl 10Mr B KOHTYpPHOW
fA4eikoBOi ynakoBke 10x5 B pasmepe 12,12 6en. py6.

2. CNYWANn:

O peructpauymm npeaenbHOn OTMYCKHOM LEHbl Ha NeKapCTBEHHOE
cpeacteo  npomssoactea COOO  «Jlekapm» (Pecnybnuka bBenapychb)
TPN-3MWAWNH M  (Trimetazidine) Tabnetkm ¢ MOAUMPUUMPOBAHHBLIM
BbICBOOOXAEHMEM, MOKPbITblEe MJIEHOYHOW 060/104KON, 35 MI B KOHTYpPHOM
A4eMKoBOW ynakoBke 10x6.

PELLNIN:

Cornacosatb MnpefefibHYHO OTMYCKHYH LEeHYy Ha JIeKapCTBEHHOe
cpeacteo npomussogctea COOO  «Jlekapm» (Pecnybnuka bBenapychb)
TPN-3NOVWNH M  (Trimetazidine) Tabnetkm ¢ MOAUPULNPOBAHHBLIM
BbICBOOOXAEHMEM, MOKPbITble MNEHOYHOW 060/7104KOM, 35 MI B KOHTYPHOM
fA4eikoBOi ynakoBke 10x6 B pasmepe 8,52 6en. pyo.

3. CNYLWANW:

O pacCMOTpeHun 3asBNeHUs, LOKYMEHTOB U CBefeHWUI O permcrpauum
npefenibHbIX OTMNYCKHbIX LUeH Ha JIeKapCTBEHHOe CpeACTBO MPOM3BOACTBA
000 «®apmTtexHonorua» (Pecnybnuka benapycs) JIMSVHOMPUMA T
(MHH Lisinopril) Tabnetkn 5 Mr B KOHTYPHOI A4eilkoBOW ynakoBke No 10x3;
Tabnetkn 10 Mr B KOHTYPHON A4elikoBol ynakoBke Ne 10x3; Tabnetku 20 mr
B KOHTYPHOI A4elikoBoi ynakoske No 10x3.

PEWLNIN:
CornacoBaTb npefenbHble OTMYCKHble LEHbl Ha JIeKapCTBEHHOe
cpencteo npomnssoactea OO0 «PapmTexHonorng» (Pecnybnuka benapycs):
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NN3NHOMPUA ®T (MHH Lisinopril) Tabnetkm 5 Mr B KOHTYPHOW
fyeikoBoi ynakoske Ne 10x3 B pasmepe 1,70 6en. py6.;
NMN3NHOMPWNN ®©T (MHH Lisinopril) Tabnetkn 10 mMr B KOHTYPHOW
AauelikoBoi ynakoske Ne 10x3 B pasmepe 2,15 6en. py6.;
NTN3NHOMPUA ®T (MHH Lisinopril) Tabnetkn 20 mMr B KOHTYPHOW
fyeikoBoi ynakoske Ne 10x3 B pasmepe 3,71 6en. py6.

4. CNYWANW:

O pacCMOTpeHUM 3asBfieHUA, JOKYMEHTOB W CBELEeHWU 0 permcrpauyumn
npefenbHbIX OTMYCKHbIX LEH Ha JleKapCTBEHHOe CpPeAcTBO MPOU3BOACTBA
000 «®apmTtexHonorus» (Pecnybnuka bBenapycb) buconponon ®T (MHH
Bisoprolol) Tabnetku, NokpbiTble 060/104KON, 2,5 MI B KOHTYPHOI S14€AKOBOWA
ynakKoBKe No 10x3; TabneTkn, NOKpPbITbIE 060/104KOM,
2.5 Mr B KOHTYpHOWN a4YelikoBoil ynakoBke Noe 10x5; TabniieTKu, MOKPbITbIE
060/M104KO, 5 MIr B KOHTYpPHOW sivyeilkoBOW ynakoBke No 10x3; TabneTkw,
MOKPbITble 000/I04KON, 5 Mr B KOHTYpPHON f4eilkoBoW ynakoBke No 10x5;
TabneTtku, NOKpbITble 060/104KON, 10 MI B KOHTYPHOW SYEMNKOBOMN YMaKOBKe
Ne 10x3; Tabnetku, NOKpbITble 060/104KOM 10 MI B KOHTYPHOMW A4YEeNKOBOM
ynakoBke Ne 10x3.

PELLMNIN:
Cornacosatb npefenbHble OTMYCKHble LEHbl Ha JieKapCTBEHHOE
cpeacteo npomssoactea OO0 «dapmTexHonorus» (Pecnybnvka benapycs):
Buconponon ®T (MHH Bisoprolol), TabneTkn, NoKpbiTble 060104YKOW
2.5 MI B KOHTYpPHOW A4eilkoBOW ynakoBke 10x3 B pasmepe 1,85 6en. py6.;
Buconponon ®T (MHH Bisoprolol), Ta6netkn, NoKpbITbie 060104KON
2.5 MI B KOHTYpPHOW A4eilkoBoi ynakoske 10x5 B pasmepe 3,15 6en.<qy6.;
Buconponon ®T (MHH Bisoprolol), TabneTkun, nokpbiTble 060104YKON,
5 Mr B KOHTYPHOW A4eilkoBOW ynakoBke 10x3 B pasmepe 2,25 6en. pyo.;
Buconponon ®T (MHH Bisoprolol), Tabnetku, nokpbiTble 060/104KOMN,
5 Mr B KOHTYPHOW siueinlkoBoi ynakoske 10x5 B pasmepe 3,75 Gen. py6.;
Buconponon ®T (MHH Bisoprolol), TabneTtkn, NoKpbiTble 060104YKON,
10 MI B KOHTYpPHOW A4veilkoBol ynakoske 10x3 B pa3mepe 2,78 6en. py6.;
Buconponon ®T (MHH Bisoprolol), TabneTkn, NoKpbiTble 060104YKON,
10 Mr B  KOHTYpHOM  sYelikoBOW  ynakoBke 10x3 B  pasmepe
4,67 6en. py6.

5. CNyWwAnn:

O paccmMOTpeHUM 3asBfeHNA, JOKYMEHTOB M CBEfeHW 0 permcrpauumn
npefenbHOW OTMYCKHOW LeHbl Ha NeKapCTBEHHOe CpPeAcTBO MPOU3BOACTBA
OAO «bopucoBckuin 3aBof MeAMUMHCKMX npenapatoB» (Pecnybnnka
Benapycb) AMuogapoH (MHH Amiodarone) KOHUeHTpaT A1A NPUrOTOBJIEHUA
pacTBopa Ana uHgysmii 50mr/mn B amnynax 3mn B ynakoske NelO.



PELLUMNIN:

CornacoBatb npefenbHYyH OTNYCKHYK LUeHYy Ha JIeKapCTBEHHOe
cpeacteo  npomssoactea OAO  «bopucoBckuidi  3aBOA  MeAULUHCKUX
npenapatos» (Pecnybnuka benapycb) AmuogapoH (MHH Amiodarone),
KOHLeHTpaT 4719 NPUroTOB/IEHMA pacTBoOpa ANA UHPY3nin 50mr/mn B amnynax
3mn B ynakoske Nel1l0 B pasmepe 3,77 6en. py6.

6. CNYLWANN:

O paccMOTpeHUN 3asaB/eHUA, LOKYMEHTOB W CBeAEHWN O permcrpauyuu
npefenbHOW OTNYCKHOW LEHbl Ha /1IeKapCTBEHHOE CpeAcTBO MPOM3BOACTBA
OAO «bopucoBcKknin 3aBof MeanUUHCKUX npenapatoB» HuuepronnH (MHH
Nicergoline) Tabnetku, NoKpbITble 060/104KON, 10 MI B KOHTYPHOW S4Y€KOBOWA
ynakoBke Ne 10x3.

PELLUWNNN:

CorniacoBatb MNpefesibHYH0 OTMYCKHYH LeHYy Ha JieKapCTBEHHOe
cpeacteo  npomssoactBa OAO  «bopuCOBCKMI  3aBOJ  MeAULMHCKMX
npenapartos» Hwuuyepronmd (MHH Nicergoline) Tabnetku, MNOKpPbITbIe
060n04koil, 10 Mr B KOHTYpPHOW sA4YeilkoBoW ynakoske No 10x3 B pasmepe
3,96 6en. pyo6.

7. ChyWAnn:

O paccmOTpeHun 3asBfieHUA, JOKYMEHTOB W CBELEHUN O perucTpayuu
npefenbHOM OTMYCKHOW LeHbl Ha NleKapCTBEHHOE CpeAcTBO MPOU3BOACTBA
OAO «bopucoBCKUIA 3aBOf MeAUUMHCKUX npenapaTtoB» HuuepronnH (MHH
Nicergoline) TabneTkun, NokKpbiTble 060/104KOIN, 30 MI B KOHTYPHOW A4YEAKOBOWA
ynakoske Ne 10x3.

PELWLNIN:

Cornacosatb npefefibHYHO OTMYCKHYH LeHYy Ha JieKapCTBEHHOe
cpeacteo  npomussoactBa OAO  «bopuCOBCKUI  3aBOf  MeAULMHCKMX
npenapartos» Hwuuepronmd (MHH Nicergoline) Tabnetku, nNOKpPbITbIe

o6onoukoir, 30 Mr B KOHTYpPHOW s4elikoBoi ynakoBke Ne 10x3 B pasmepe
9,78 6en. pyo.

8. CIIYWANN:

O paccCMOTpeHUM 3asBfieHUsA, JOKYMEHTOB W CBELEeHMI O permcrpayunm
npefenbHbIX OTNYCKHbIX LEH Ha JIleKapCTBEHHOe CpeACTBO MPOM3BOACTBA
PYT «benmepnpenapatbl» (Pecny6bnuka benapycs) BETAKCO/M0O/T (MHH
Betaxolol) Tabnetku, nokpbiTele 060/104KON, 20MI B KOHTYPHON A4E€NKOBOM
ynakoBke 10x2; Tabnetku, NOKpbITble 060/104KOA, 20MI B KOHTYPHOW
A4einkoBON ynakoBke 10x3.



)

B pesynbTate 3KOHOMWYECKOro aHanm3a npefenbHbIX OTMNYCKHbIX LEH,
NPOBeLEHHOro B COOTBETCTBUMN C MYHKTOM 8 M0N0XEHMA YCTAHOB/EHO:

3adaB/ieHHaa npejenbHad oTnyckHaa uUeHa Ha BETAKCOJIO/
(MHH Betaxolol) Tabnetku, nokpbiTble 060/104KON 20MI B KOHTYPHOW
A4eilkoBO ynakoBKe 10x3 He npeBbllIAaeT 3HAaYeHWe, pacCUYUTaHHOe B
COOTBETCTBUMN C VIHCTpYKLMeir;

3aaBfeHHaa npefenbHad oTnyckHad ueHa Ha BETAKCOJ/IOJ
(MHH Betaxolol) Tabnetku, noKpbiTble 060104KOM 20MI B KOHTYPHOW
A4eilkoBOM ynakoBke 10x2 npeBblllaeT 3Ha4YeHWe, paccyMTaHHOe B
COOTBETCTBUMN C VIHCTPYKLUMEN.

CornacHo  MpOBEAEHHOr0  3KOHOMWYECKOro  aHanusa,  cpefHee
apuimeTnyeckoe  3HavyeHMe  MUHMMaNbHOW  OTMYCKHOW  LEHbl  Ha
BETAKCONO/ (MHH Betaxolol) Tabnetku, nokpbiTble 060104K0n, 20Mr B
KOHTYPHOMW fA4YelKOBON ynakoBke 10Xx2 ¢ y4yeTOM nMepecyeTa COCTaBUO
3,85 6en. py6., UTO ABMAETCA MUHUMA/IbHBIM 3HAYEeHMEM OTNYCKHOW LEHbI.

PEWWNIWN:

CornacosaTb nNpeAefnbHYHO OTMNYCKHYH LeHY Ha /eKapCTBeHHOoe
cpenctso npoussoacTtea PYT1 «benmeanpenapatol» (Pecnybnvka benapycn):

BETAKCOJZION1 (MHH Betaxolol) Tabnetku, nokpbiTble 060/104KOM
20Mr B KOHTYPHOI fiueilkoBoi ynakoBke 10x3 B pasmepe 5,25 6en. pyo.

OTkasaTb Ha OCHOBaHMW ab3aua TpeTbero nyHkta 9 [1onoxeHus
B COrnacoBaHWW nNpejenbHON OTNYCKHOMW LEHbl Ha JIeKapCTBEHHOe CPefCcTBO
npoussoactea PY T «benmeanpenapatol» (Pecnybnuka benapycs):

BETAKCOJ/IO/1 (MHH Betaxolol) Ta6netku, MNOKpbITble 060/104KOWA
20Mr B KOHTYPHOW siueinkoBON ynakoBke 10x2 B pasmepe 4,15 6en. pyo.

o

9. CNYWAnNn:

O paccMOTpeHUM 3asBfieHUs, JOKYMEHTOB W CBELEHMWI O perucrpayunu
npefenbHOW OTNYCKHOW LeHbl Ha NeKapCTBEHHOE CPeAcTBO MPOU3BOACTBA
Baxter Oncology GmbH (lepmanng) UETPOTWA (MHH Cetrorelix)
nMounnsat Ang NnpUroToBeHNA pacTeopa 414 NOAKOXHOro BeegeHns 0,25mr
BO (pflakOHaxX B KOMIJIeKTe C pacTBopuTenem (Boja [ANA WHbEKLUUIA) B
npeABapuTe/ibHO 3aMo/IHEHHOM wWwnpuye 1mn ¢ 2-ma urnamm un  2-m4
CNUPTOBbLIMM TaMMNOHaMW B KOHTYPHOI A4YeKOBOWN yrnakoBke No7.

OTMeyeHO, 4TO B pe3ysibTaTe 3KOHOMMYECKOro aHanmsa npefenbHON
OTNYCKHOWN LeHbl, NPOBEAEHHOr0 B COOTBETCTBMU C MYHKTOM 8 T0Nn0XeHus,
3afB/ieHHaa  npejefnbHaa  OTNYCKHAad  LeHa  MpeBblWaeT  3HayeHwue,
paccyMTaHHOEe B COOTBETCTBUU C VIHCTpYKLMeil.

CpefiHee apu@meTMyecKoe 3HAYeHWE MUHUMANbHOW OTMYCKHOW LEHbI
Ha opurnHanbHoe nekapcTeeHHoe cpeactBo LLETPOTWA (MHH Cetrorelix)
nMogpunnsat 4ng NnpUroToBIeHUA pacTeopa 419 NOLAKOXHOro seegeHuns 0,25mr
BO (pflakOHaxX B KOMMJEKTe C pacTBopuTenieM (Boja QA8 WHBEKUWIA) B
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npeaBapuTenbHO 3anosiHEHHOM wnpuye 1mn ¢ 2-mMA urnamm n  2-m4
CNUPTOBbIMU TaMMOHaMn B KOHTYPHOW f4eiKOBOMW yrnakoBke No7 cOCTaBW/IO
404,15 6en. py6., UTo ABNAETCA MUHUMANbHbIM 3HAYEHUEM OTMYCKHOWN LEHbI.
OfHakKo B 3asB/IeHUM YyKa3aHa K peruncrpayunm npefenbHaa oTnyckHas LeHa Ha
LLETPOTWA (Cetrorelix) nuogwunusat gna nNpurotoB/ieHUd pacTtBopa ANs
MOAKOXXHOro BBefeHMa 0,25Mr Bo pnakoHax B KOMMJIEKTe C PacTBOPUTENIEM
(Bofa AN MHBLEKLMIA) B npefBapuUTelbHO 3aMO/IHEHHOM wWwnpuue 1ma ¢ 2-mMa
urnamMmm n 2-mMs CNUPTOBBIMU TaMMOHAMW B KOHTYPHOM A4eNKOBOW ynakoBKe
No7 B pa3smepe 474,92 6en. py6., uto Ha 70,77 Gen. py6. (unm Ha 17,5%)
npeBblLIAaeT 3HAYEHNE MUHUMANbHON OTMNYCKHOWN LEHbI.

PELWLNIN:

OTkasaTb Ha OCHOBaHMM ab3aua TpeTbero nyHkta 9 [lonoxeHus B
corfiacoBaHun npegenbHOW OTNYCKHOM LeHbl Ha JleKapCTBEHHOe CPefCTBO
npoussofctea Baxter Oncology GmbH (IFepmaHua) LUETPOTWL (MHH
Cetrorelix) nuogwunusat AN1S NPUTOTOBAEHMA pacTBopa [ANA MOLKOXHOrO
BBeaeHMa 0,25Mr BO (DnakoHax B KOMMJeKTe C pacTBoputenem (Boga Ans
WHbEKLUMIA) B NpeABapuTeNbHO 3aM0/IHEHHOM Wnpuue 1Ma ¢ 2-Ma urnamum un 2-
MA CMUPTOBLIMW TaMMOHaMW B KOHTYPHOW A4YeNKOBOW YynakoBke No7 B
pasmepe 474,92 6en. pyo.

10. CNAYLWANW:

O paccMOTpeHUMn 3asaBfieHUsA, LOKYMEHTOB W CBEAEHWUIN O perucrTpayuu
npefenbHOW OTNYCKHOW LEHbl Ha fIeKapCTBEHHOE CpeAcTBO MNPOM3BOACTBA
Merck Serono S. p. A. (Wtanua) TOHAN-® (MHH Follitropin alfa) pactsop
ANA MOAKOXHOro BBefeHns 66 wmkr (900ME)/1,5mMn B wnpuu-pyyke B
komnnekTe ¢ 20 urnamun B ynakoske Neol.

OTMeyeHO, 4YTO B pe3ysibTaTe 3KOHOMMYECKOrO aHanus3a npefesibHoWn
OTNYCKHOM LeHbl, MPOBEAEHHOr0 B COOTBETCTBMU C MYHKTOM 8 0N0XeHus,
3adB/fieHHad  npefenbHasa  OTNYCKHadA  LeHa  MpeBblWaeT  3Ha4vyeHwue,
paccyMTaHHOe B COOTBETCTBMU C VIHCTpyKLMei.

CpefHee apumeTnyeckoe 3HayeHWe MUHUMaNbHOW OTMYCKHOMW LEHbI
Ha OpWUruHanbHOe nekapcTBeHHoe cpeactBo [OHAJ-® (pacTBOp AN4
MOAKOXXHOro BBefeHUs 66 Mkr (900ME)/1,5mMn B WwinpuL-pyyKe B KOMMIEKTE C
20 nrnammn B ynakoske Nel) coctaBuno 607,26 6en. py6., UTo Takxe ABNAeTCA
MUHUMa/IbHbIM 3HAYEeHWEM OTMYCKHOM UeHbl. O4HaKO B 3adBNEHNMN yKasaHa K
permcTpauuMn npegenbHas oTnyckHas ueHa Ha TOHAJI-® (pacTtBop Ans
MOAKOXXHOro BBefeHUsa 66 mkr (900ME)/1,5mMn B Wwinpuu-pyyke B KOMMIEKTE C
20 nrnamm B ynakosBke Nel) B pa3mepe 646,39 6en. py6., uto Ha 39,13 6Gen.
py6. (unn Ha 6,44%) npeBblwaeT 3Ha4YeHNEe MUHUMANbHON OTMYCKHOW LEHBI.



PELLNIN:

OTKasatb Ha OCHOBaHWW ab3aua TpeTbero nyHkta 9 [lonoXeHua B
corflacoBaHun npegenbHOW OTNYCKHOM LeHbl Ha JieKapCTBEHHOe CPefcTBO
npoussofctea Merck Serono S. p. A. (UWtanua) TOHAJ-® (MHH Follitropin
alfa) pactBop 4ns NoAKoXHOro seBefeHus 66 Mkr (900ME)/1,5mMn B wnpuu-
pyuyke B KomnnekTte ¢ 20 urnamu B ynakoske Nel B pasmepe 646,39 6en. pyo6.

11. CAyWAnNn:

O paccMOTpeHUMN 3asaBfieHUsA, LOKYMEHTOB W CBEAEHWUIN O perucrpayuun
npefenbHOW OTNYCKHOW LEHbl Ha NeKapCTBEHHOe CpeacTBO MPOU3BOACTBA
Merck Serono S. p. A. (Mtanua) TOHAN-® (MHH Follitropin alfa) pactsop
ANA NOAKOXHOro BBefeHua 33 mkr (450ME)/0,75mn B wnpuu-pyyvke B
KomnnekTe ¢ 12 nrnammn B ynakoske Ne 1.

OTMeuYeHO, 4YTO B pe3y/sibTaTe 3KOHOMWYECKOro aHanmsa npejesbHon
OTNYCKHOMN LeHbl, NPOBEAEHHOro B COOTBETCTBMU C NMYHKTOM 8 lMonoxeHus,
3afaBneHHad  npefenbHas  OTMYCKHasa  LUeHa  npeBblWaeT  3HauyeHue,
paccyMTaHHOe B COOTBETCTBUU C VIHCTpyKLMeil.

CpefHee apumMeTnyeckoe 3HAYeHME MUHUMANbHOW OTMYCKHOW LEHbI
Ha OpurnHanbHoe nekapcTBeHHoe cpeactBo OHAJ-® (pacTtBOop [Ans
noaKoxXHoro eeegeHnsa 33 Mkr (450ME)/0,75mMn B WiNpuy-pyvyKke B KOMMNJIEKTe
¢ 12 wrnamn B ynakoBke Nol) coctaBuno 305,40 6en. py6., 4TOo TakKxe
ABNSAETCA MUHMMANIbHbIM 3Ha4YeHUWEM OTNYCKHOW UeHbl. OfHAKO B 3aABleHUU
yKasaHa K perncrpauumn npegenoHad otnyckHasd ueHa Ha TOHAJ-® (pacTtBop
ANA NOAKOXHOro BeBefeHua 33 Mkr (450ME)/0,75mn B wnpuu-pyyvyke B
KomnnekTe ¢ 12 urnamm B ynakoBke Nel) B pasmepe 326,10 6en. py6., 4To Ha
20,70 6en. py6. (unm Ha 6,78%) npeBblwaeT 3HAYEHUE MUHUMANbHOW
OTMYCKHOWN LEHbI. «

PELWLNIN:

OTKasatb Ha OCHOBaHWM ab3aua TpeTbero nyHkta 9 [lonoXeHua B
corfiacoBaHuMy npefesbHOW OTNYCKHOM LeHbl Ha JieKapCTBEHHOe CPefCcTBO
npoussoactea Merck Serono S. p. A. (Utanna) TOHAJT-® (MHH Follitropin
alfa) pacteop ans nogkoxHoro seegeHus 33 Mkr (450ME)/0,75mn B wnpuuy-
pyuyke B KOMmMekTe ¢ 12 urnammn B ynakoske Nel B pasmepe 326,10 6en. pyo.

12 CNYWANN:

O pacCMOTpeHUM 3asaBfieHUA, JOKYMEHTOB W CBELEHUN O perucrpayuun
npefenbHOW OTNYCKHOW LeHbl Ha NeKapCTBEHHOE CpeacTBO MPOU3BOACTBA
Merck Serono S. p. A. (Utanna) TOHAN-® (MHH Follitropin alfa) pactsop
ANA NOAKOXHOro BBegeHua 22 wmkr (300ME)/0,5mn B wnpuu-pyyke B
KOMNNeKTe ¢ 8 nrnamu B ynakoske Nel.

OTMeYeHO, 4YTO B pe3y/ibTaTe 3KOHOMWYECKOro aHanu3a npefefibHoW
OTNYCKHOM LeHbl, NPOBEAEHHOr0 B COOTBETCTBMU C MYHKTOM 8 0N0XeHuUs,
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3adBfieHHad  npefenbHaa  OTMNYCKHaa  LEeHa  npeBblWaeT  3HayeHue,
paccyMTaHHOe B COOTBETCTBUW C VIHCTpyKLMeil.

CpenHee apuMeTMYeCKOe 3HaYeHMEe MUHMUMaNbHOW OTMYCKHOW LEHbI
Ha OpuUrnHanbHoe nekapcTBeHHoe cpeacteo FOHAJ-®  (pacTBOp AnA
NOAKOXHOro BBefeHnsa 22 mkr (300ME)/0,5mMn B Wwinpuu-pyyke B KOMMIEKTE C
8 nrnamn B ynakoske Nel) coctaBunio 203,91 6en. py6., 4TO TakxKe ABNAeTCA
MUHUMaNbHbIM 3Ha4eHWeM OTMYCKHOWN UeHbl. OfHAKO B 3afB/IEHNMN YyKa3aHa K
peructpauymMmn npegenbHas oTnyckHad ueHa Ha TOHAJ-® (pacTtBOp AN
NoAKOXHOro BeegeHus 22 mkr (300ME)/0,5mn B winpuy-pyyvyke B KOMMEKTe C
8 nrnamu B ynakoske Nel) B pasmepe 215,47 6en. py6., uto Ha 11,56 6en. py6.
(nnn Ha 5,67%) npeBblWwaeT 3HaYeHNE MUHUMANIbHON OTMYCKHOW LEHbI.

PEWNIN:

OTkasaTb Ha OCHOBaHWM ab3aua TpeTbero nyHkta 9 lMonoxeHus B
corflacoBaHun npefenbHOW OTNYCKHOM LeHbl Ha JieKapCTBEHHOe CPefCcTBO
npoussoactea Merck Serono S. p. A. (MTanmua) TOMAMN-®& (MHH Follitropin
alfa) pactBop gna noakoxHoro BeefeHnsa 22 Mkr (300ME)/0,5mn B wnpuuy-
pyuyke B KOMMeKTe ¢ 8 urnamu B ynakoske Nol B pasmepe 215,47 6en. pyo.

13. CNyYWANwu:

O paccMOTpeHUN 3asBfeHUA, JOKYMEHTOB W CBELEeHWI O permcrpauum
npefenbHOW OTMYCKHOW LeHbl Ha NeKapCTBEHHOe CPeAcTBO MPOU3BOACTBA
Merck Serono SA (LWUseiyapus) TFOHAMN-® (MHH Follitropin alfa)
nvounnsat Ans nNpuroToB/ieHWS pacTBopa And NOAKOXHOro BBefeHus 5,5
MKr (75ME), Bo* (hnakoHax B KOMM/eKTe C pacTtBoputenem (Boga Ans
WHBbEKUMIA) 1M B npeABapuTeNbHO 3anO/IHEHHbIX wWNpuyax ¢ 2 urnamy B
ynakoBke Nel. *

OTMeyeHo, 4YTO B pe3y/ibTaTe 3KOHOMMWYECKOro aHanu3a npefesibHoM
OTNYCKHOM LeHbl, NPOBEAEHHOr0 B COOTBETCTBMU C MYHKTOM 8 0N0XeHUs,
3afBfieHHaa  npefjenbHas  OTMYCKHAad  LeHa  MpeBbIlAaeT  3HayeHwue,
paccyMTaHHOe B COOTBETCTBUN C VIHCTpyKLMeil.

CpenHee apumMeTnyeckoe 3HavyeHMEe MUHUMANIbHOW OTMYCKHOW LEHbI
Ha OpurnHanbHOe nekapcTBeHHoe cpeactso NOHAM-® (nnodunusatr and
MPUroTOBNEHNSA pacTBoOpa ANA MOAKOXHOro BBegeHus 5,5Mkr (75ME), Nel)
coctaBuno 54,21 6en. py6., 4TOo TakXe ABMAETCA MUHMMaNbHbIM 3HAYEHMEM
OTNYCKHOWN LeHbl. O4HaKO B 3asfB/IeHUWN yKa3aHa K perucrtpauuu npegenbHas
oTnyckHaa ueHa Ha TOHAJI-® (nnoduansat ANs NPUroToBIEHUSA pacTBopa
ANA NOAKOXXHOro BeBefeHunsa 5,5Mkr (75ME), Nel) B pasmepe 54,35 6en. py6.,
yto Ha 0,14 6en. py6. npesblllaeT 3Ha4YeHNe MUHUMANIbHOW OTNYCKHOW LiEHbI.

PEWLNNI:
OTKa3aTb Ha OCHOBaHWM abG3aua TpeTbero MyHKTa 9 [lonoxeHus B
COrnacoBaHuy MpefenbHOW OTMYCKHOM LieHbl Ha NIEKApCTBEHHOE CPefCcTBO
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npounssoactea Merck Serono SA (LUsenuapus) TOHAJ-® (MHH Follitropin
alfa) nnounmsart gna NpUroToBneHMA pacTBopa ANd MOAKOXHOro BBeAeHUS
55 Mkr (75ME), Bo (nakoHax B KOMMIEKTe C pactBopuTenem (Boga And
WHbEKUMIA) 1M B nNpefaBapuTeslbHO 3amo/IHEHHbIX wWnpuyax ¢ 2 urnamyi B
ynakoBke Nel B pa3smepe 54,35 6en. py6.

14. CNYLWANW:

O paccmMOTpeHUM 3asBfieHUs, JOKYMEHTOB W CBELEeHMWI O perucrpayunun
npefenbHOW OTMYCKHOW LeHbl Ha NeKapCTBEHHOe CpPeacTBO MPOU3BOACTBA
World Medicine Ilac San. Ve Tic. A.S. (Typuyusa) PEBACTEH (MHH
Trimetazidine) Tabnetkm ¢ MOAUMMUULMPOBAHHLIM  BbICBOBOXAEHUNEM
MOKPbITble MAEHOYHOW 060/104YKON 35MI B KOHTYPHOI S4EMKOBOWN ynakoBKe
Ne 30x2.

PELLNNN:

Cornacosatb npefenbHY0 OTNYCKHYH LUEHY Ha JIeKapCTBEHHOe
cpeacteo npoussogctea World Medicine Ilac San. Ve Tic. A.S. (Typuwus)
PEBACTEH (MHH Trimetazidine) T1abnetkm ¢ MOAU(PULUPOBAHHbLIM
BbICBOOOXAEHNEM MOKPbITble MJIEHOYHOW 060/104KOM 35Mr B KOHTYPHOW
fyeinkoBoi ynakoske Ne 30x2 B pasmepe 9,52 6en. py6.

15. CAywAnn:

O pacCMOTpeHuU 3asfBfeHUA, JOKYMEHTOB W CBELEeHWI O perucrpayunu
npefenbHbIX OTMYCKHbIX LleH Ha JieKapCTBEHHOe CpeACTBO MPOU3BOACTBA
000 «®apmTtexinonorua» (Pecnybnuka benapycb) AMAOANMNH T
(MHH Amlodipine), Tabnetkm 5 Mr B KOHTYpPHON SA4YelWKOBOW YMNaKOBKe
Noe10x3; Tabnetku 10 Mr B KOHTYPHOW f4einkoBOM ynakoske Nel0x3”

PELLUWVNWN:

CornacosaTb npefenbHble OTMYCKHble LeHbl Ha /eKapCTBEeHHOe
cpencteo npomssoactea OO0 «PapmTexHonorua» (Pecnybnnka benapychb):

AMnogmnnnmH T (MHH  Amlodipine) Tabnetkm 5  wr,
B KOHTYPHOI fueinkoBoi ynakoske Ne10x3 B pasmepe 1,84 6en. pyb.;

AMnogmnnnnH T (MHH Amlodipine) Tabnetkm 10 wr,
B KOHTYPHOI fveiikoBoi ynakoBke Nel1l0x3 B pasmepe 2,20 6en. pyo.

16. CAYWANW:

O paccMOTpeHuU 3asfBfeHUA, LOKYMEHTOB W CBELeHUi 0 peFMCTpaLLI;IM
npefenbHbIX OTNYCKHbIX LUEH Ha /leKapCTBEHHOe CpeAcTBO NPOM3BOACTBA
COOO «Jlekgpapm» JTIMBNHOMPWNN-N® (Lisinopril) Tabnetkn B KOHTYPHOM
fA4yekoBo ynakoBke 5 Mr NelOx3; 5 wmr Nel5x2; 5 mr NelOx6;
S Mr Nel5x4; 5 mr Ne20x3; 10 mr Ne10x3; 10 mr Ne15x2; 10 mr Ne10x6; 10 mr
Ne15x4; 20 mr Ne10x3; 20 mr Nel10x6.
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B pesynbtate 3KOHOMWYECKOro aHanm3a npefenbHblX OTAYCKHbIX LEH,
NpoBeAeHHOro B COOTBETCTBUM C NYyHKTOM 8 [lonoXxeHua o nopagke
perucrTpaymu npefenbHbIX  OTMYCKHbIX  UEH  MPOW3BOAUTENEN Ha
NeKapCTBEHHble  CpeAcTBa, YTBepXAeHHOro noctaHosneHuem  CoBeTa
MwuHucTpos Pecnybonukn benapycb o1 31 okTta6pa 2018 r. Ne 776 «O
permcrpaumu npefenbHbIX  OTMYCKHbIX  LUEH  MPOW3BOAUTENEN Ha
NeKapCTBEeHHbIe cpeAcTBa», YCTAHOB/EHO:

3anaBNeHHble npefefibHble OTNYCKHbIE LEeHbl Ha NeKapCTBEHHOEe CPEeACTBO
NN3VNHOMPWN-N®  (Lisinopril), Tabnetkm B KOHTYPHON AYENKOBOW
ynakoBke 5 Mr NelOx3, Nel5x2, NelOx6, Nel5x4, Ne20x3, 10 mr NelOx6,
No15x4 He npeBbIWAOT 3HAYEHWI, paCCYUTaAHHbIX B COOTBETCTBUM C rnaBoin 3
NHCTpyKumn.

3aaBneHHble npefenbHble OTMNYCKHbIE LEeHbl HA NEKApCTBEHHOE CPeAcTBO
NN3NHOMPWN-N®  (Lisinopril), Tabnetkm B KOHTYPHON AYENKOBOM
ynakoBke 10 mr NelOx3, Nel5x2, 20 mr NelOx3, NelOX6 He COOTBETCTBYIOT
3HAYEHUAM, pacCYUTaHHbIM B COOTBETCTBUWN C rnaBon 3 VIHCTPYKUUM, TaK Kak
NpeBbIWAT pacyeTHble npeaesibHble OTNYCKHbIE LEeHbI:

no tabnetkam 10 mr Ne10x3 n 10 mr Ne15x2 - Ha 8 kon. nnu 3,0%,

no tabnetkam 20 mr Ne10x3 - Ha 28 kon. unn 6,5%),

no tabnetkam 20 mr Ne10x6 - Ha 23 kon. unu 2,7%).

OTmeyeHO, 4TO B pacyeTax CpefHeapuUMMETUYECKUX LUeH Ha
reHepuyeckoe nekapcteeHHoe cpeactso JIM3NHOMPWU-T® (Lisinopril),
(paHee - MN3NTAP-JI®) He yuTeHbl 3aperncTpuMpoBaHHble N pa3MelleHHble
Ha opuumnanbHOM cailTe AreHTCTBa MO IeKapCcTBam U MeAULUHCKUM U3LeNnNam
Pecny6nukn Mongosa npefefibHble OTMYCKHble LEeHbl Ha JIeKapCTBEHHOE
CcpeacTBo MN3NHOMNMPUN-N® (Lisinopril) npon3BOACTBA
COOO «Jlekthapm», KOTOpble ABAAKTCA HaUMEHbLWWMW MO CPABHEHUK C
LleHaMuM YTBepPXeHHOro nparica gns peanusauymu B Pecny6nmky Mongosa.

PEWLIWNIN:

CornacoBaTb npefenbHble OTMYCKHble LeEeHbl Ha J1leKapCTBEHHOe
cpeactso npoussoactea COOO «Jlekpapm» NTNSNHOMPUA-N® (MHH
Lisinopril):

Tabnetkn 5 Mr B KOHTYpHOW A4YeilkoBoW ynakoBke NelOx3 B pasmepe
1.84 6en. py6.;

Tabnetkn 5 Mr B KOHTYPHOW fA4eilkoBol ynakoBke Nel5x2 B pasmepe
1.84 6en. pyb.; *

Tabnetkn 5 Mr B KOHTYpPHOW A4YeilkoBoW ynakoBke NelOx6 B pasmepe
2.98 6en. py6.;

Tabnetkn 5 Mr B KOHTYpPHOW fA4veilkoBoW ynakoBke Nel5x4 B pasmepe
2.98 6en. pyob.;

Tabnetkn 5 Mr B KOHTYPHOW A4eilkoBoM ynakoBke Ne20x3 B pasmepe
2.98 6en. pyo6.;
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Tabnetkn 10 Mr B KOHTYPHOW sfiveiikoBoi ynakoBke NelOx6 B pasmepe
5.32 6en. pyo6.;

Tabnetkn 10 Mr B KOHTYPHOI A4elikoBOW ynakoBke Nel5x4 B pasmepe
5.32 6en. py6.

OTkasaTb Ha OCHOBaHWM ab3aua TpeTbero nyHkta 9 lMonoxeHus B
cornacoBaHuMuM npepenbHbIX OTMYCKHbIX LeH Ha J/leKapCTBEHHOe CpefcTBO
npoussogctea COOO «Jlekgpapm» NTNIVNHOMPUNT-N® (MHH Lisinopril):

Tabnetkn 10 Mr B KOHTYPHOW s4elikoBOW ynakoBke NelOx3 B pasmepe
2.66 6en. pyo.;

Tabnetkn 10 Mr B KOHTYPHOI f4eilkoBO ynakoBke Nel5x2 B pasmepe
2.66 6en. pyo6.;

Tabnetkn 20 Mr B KOHTYPHOW sA4elikoBoi ynakoBke NelOx3 B pasmepe
4,61 6en. py6.;

Tabnetkn 20 Mr B KOHTYPHON sfiveiikoBoil ynakoBke NelOx6 B pasmepe
8,79 6en. py6.

17. O paccMOTpeHUn 3adABNEHUS, [OKYMEHTOB W CBeAEeHUR ¢
perucTpauuMm npepenbHbIX OTMYCKHbIX LeH Ha JieKapCTBEHHble CcpeacTBa
npoussoactea YT «MuHcknHtepkanc», Pecnybnmka benapyce MOHOKATIC
(MHH Isosorbide mononitrate) kancynbl 20 Mr B KOHTYPHOW S4eMNKOBOW
ynakoBke No 10x3; kancynbl 40 Mr B KOHTYPHOW SA4YeMKOBOM YynakoBKe
Ne 10x3.

B pe3ynbTtate 3KOHOMWYECKOT0o aHann3a npefenbHbiX OTNYCKHbIX LEH,
NPOBELEHHOro B COOTBETCTBMM C MYHKTOM 8 [M0N0XEHNA YyCTaHOBNEHO, YTO
3adBNEHHbIE nNpefenbHble OTMYCKHble LeHbl Ha J/IeKapCTBEHHOE CPEACTBO
MOHOKATIC (MHH Isosorbide mononitrate) kancynbl 20 Mr B KOHTYPHOW
AuveinkoBoi ynakoBke Ne 10x3 u kancynbl 40 Mr B KOHTYPHOW SYeKOBOWA
ynakoBke Ne 10x3 He COOTBETCTBYKHT 3HAUYeHUAM, PaCCUYUTAHHbLIM
B COOTBETCTBUM C WHCTpPYKUMENn, TaK KaK TMpeBbllaldT pacyeTHble
npegenbHble OTMYCKHble UeHbl cooTBeTCTBEHHO Ha 30 kon. (unm 14,2 %) wu
Ha 45 kon. (nnun 17,0 %).

PEWNIN:

OTKasaTb Ha OCHOBaHWM ab3aua TpeTbero nyHkta 9 lMonoxeHusa B
corfiacoBaHuMM npefenbHOW OTNYCKHOM UEHbl Ha /1IeKapCTBEHHOE CPefcTBO
npounssoactea ¥ «MuHckuHTepkanc» (Pecny6nvnka benapycs):

MOHOKAINC (MHH Isosorbide mononitrate) kancynsl 20 Mr B
KOHTYpHOW sveiikoBol ynakoske Noe10x3 B pasmepe 2,41 6en. py6.;

MOHOKATC (MHH Isosorbide mononitrate) kancynol 40 Mr B
KOHTYPHOW fveiikoBon ynakoske No 10x3 B pasmepe 3,08 6en. py6.

/6Ty'
[Mpencenatens A.M.KapTyH

CekpeTapb oY [.A.lMonoskoBa



