MNWHWNCTEPCTBO AHTMMOHOTMNO/NIbHOIO PENYTMPOBAHWNA
N TOPIFOB/IN PECIMYBNVKW BENAPYCb

BbITTMCKA

13 NPOTOKO/A 3acefaHNsi KOMUCCUU
No  COrNacoBaHWIO  MPefesnbHOi
OTNYCKHOW LieHbl MPOU3BOAUTENA
Ha neKapcTBeHHOe CPeACcTBO

6 mapTta 2020 r. Ne 15 r.MuHCK

1 CNyWwAnNwu:

O paccMOTpeHUn 3afB/eHMU, LOKYMEHTOB 7 cBefleHuni
or HAO «TexHonor» ot 04.02.2020 o peructpauuu npepenbHON OTMNYCKHOWN
LleHbl Ha /lekapCcTBeHHOe cpeAcTBo npoussogctea YAO «TexHonor» (YkKpanHa)
Hutpornnuepun (MHH Glyceryl trinitrate) Tabnetku nogvasbiuHble 0,5 mr B
KoHTeilHepax Ne 40 B ynakoBke No 1.

B pe3ynbTate 3KOHOMMYECKOr0 aHanun3a npefenbHOM OTMYCKHOW LEeHbI,
NpoBeLeHHOro B COOTBETCTBMM C TMNyHKTOM 8 [lonoxeHMa o0 nopsagke
perncrpaymnm npefenbHbIX OTMYCKHbIX LieH npounssBoamnTenein Ha
NeKapCTBeHHble  CpeAcTBa,  YTBEPXAEHHOro  nocTtaHoBneHnem  CoBeTa
MwuHuctpos Pecnybnuku benapycb ot 31 okta6pa 2018 r. Noe 776 (manee -
[MonoxeHwue), 3adaB/ieHHad npefesibHas OTMYCKHAaA LeHa NpeBblllaeT 3HaYeHue,
paccyMTaHHOe B COOTBETCTBMM C WIHCTpyKuuein o0 MeTOAMKe pacyeTa
npefenbHbIX OTMYCKHbIX LeH MPOu3BOAUTENIE Ha leKapCTBEHHOE CPeAcTBO,
YTBEPXAEHHbIM NMOCTaHOBNEHMEM MuHuUcTepcTBa  @aHTUMOHOMNOJILHOTO
perynnposaHusa v toproenu Pecnybnukn benapycb ot 19 Hoa6psa 2018 r. Ne 83
(nanee - NHcTpyKuma).

B Xxope paccmoTpeHus npefcTaBfieHHbIX 3adBUTENeM [LOKYMEHTOB
YCTaHOBNEHO:

ans pacyeTa Tabnnybl 1 NPUNOXeHNs 3 NHCTpYyKL K
MCNONb30BaHbl  HEKOPPEKTHble  WHTEPHET  WUCTOYHUKKM  (4nA  pacyerta
MWUHUMaNnbHOW OTNYCKHOW LEeHbl MPOU3BOAUTENA HA JIeKapCTBEHHOe CPeAcTBO B
cTpaHe npous3BoauTens (YKpanHa) yYnTblBaIUCb PO3HUYHbIE LIEHbI, & TAKXE He
yunTbiBanacb LieHa Ha NeKapCTBeHHOe cpefcTBo B Poccuiickoin Pepepauumu,
AN pacyeTa  MUHUMaNbHOW  OTMYCKHOW  LEeHbl  MPOM3BOAMTENS  Ha
nekapcTteeHHoe cpeactBo B Pecnyb6nukym  KasaxctaH — Mcnosnb3oBasce
HEKOPPEKTHbIA UCTOYHUK);

ANs pacueTa CpefHeB3BeLIEHHOWA (hakTnyeckon OTMYCKHOWN
(KOHTpPaKTHOW) LEeHbl Ha /leKapCTBEHHOe CPeACcTBO MPUMEHEH HEKOPPEKTHbIN
MHOEKC noTpebuTensckux ueH (100,88%).



PELLNNWN:

OTkasaTb Ha OCHOBaHMW ab63aua TpeTbero nyHkta 9 TlosioxeHus B
corflacoBaHuMu npefenbHOM OTNYCKHOW LUeHbl Ha JleKapCTBEeHHOe CpPeAcTBo
npoussoactea YAO «TexHonor» (YkpanHa) Hutpornuuepud (MHW Glyceryl
trinitrate) Ta6neTkn nogbAsbluHble 0,5 Mr B 6/1McTepax B KOHTeilHepax Ne 40 B
pasmepe 1,39 py6.

2. CNYWANWn:

O paccMOTPeHNM 3asB/ieHNs, LOKYMEHTOB 7 CBefleHU
MpegcTtaButensctea 3A0 «Maxpharma Baltija» (JlutoBckaa Pecny6nnka) B
Pecnybnuke Benapycb oT 11.02.2020 0 perucTtpaumn npegenbHbIX OTMYCKHbIX
LleH Ha fNeKapCcTBeHHOe cpeAcTBO npou3BoAacTBa Intas Pharmaceuticals Ltd.
(MHpna) AMIIOANH (MHH Amlodipine) tabnetkm 5mr B 6aucTepax B
ynakoBke Nel4x2; tabnetku 10Mr B 6nmcTepax B ynakoBke Nol4x2,

B pe3ynbTtate 3KOHOMWYECKOro aHanm3a MnpefesbHblX OTMYCKHbIX LEH,
NPOBELEHHOr0 B COOTBETCTBUM C NYHKTOM 8 T[10/M10XeHWs, YCTaHOBNEHO,
4yTO 3afBfIeHHble npefefibHble OTMYCKHble LeHbl MNpeBbIWalT 3HayYeHuU,
paccymMTaHHble B COOTBETCTBUN C VNHCTPYKUWEN.

B pe3ynbTtate npoBefeHHOro 3KOHOMMWYECKOro aHanusa, cpepgHee
apuimeTnyeckoe 3HayeHne MUHUMaIbHON OTNYCKHOW LieHbl Ha OpUrMHanbHoe
nekapcteeHHoe cpeacteso HOPBACK (kancynbl  5mr, Ne28) ¢ y4yetom
nepecyeta u3 Ne 30 M C NpPUMEHEHMeM MOHWXKAKLWeEro KoapduyneHTa
coctaBuno 4,05 6enopycckux pyoneir, a Ha HOPBACK (kancynbl 10mr, Ne28)
- 4,84 0Genopycckux py6nen, 4to ABNAETCA MUHUMA/bHbIM 3HAYEHUEM
OTNYCKHOWN UeHbl.41py 3TOM B 3adB/IeHUW YKa3aHa K perucrpayuun npegesnbHas
0TNYyCKHas LeHa Ha AMJIOANH TabneTku SMr B pasmepe
6,29 6en. py6., 4to Ha 2,24 6en. py6. npesbillaeT 3HAYEHME MUHUMANbHOW
OTNYCKHON LeHbl, a Ha AMJTOAWNH Tabnetkn 10mr B pasmepe 10,45 6en. py6.,
4yTo Ha 5,61 6en. py6. Bbile 3HaYeHUA MUHUMaIbHOMW OTMYCKHOWN LEeHbI.

PELLWNIN:

OTKasaTb Ha OCHOBaHUM ab3aua TpeTbero nyHkTa 9 [1onoXxeHus B
cornacoBaHuu npefenbHbIX OTMNYCKHbIX LEH Ha /eKapCTBEHHOe CPeAacTBO
npoussoactea Intas Pharmaceuticals Ltd. (MHans):

AMNOAVNH (MHH Amlodipine) Tabnetkn 5mr B 651u1cTepax B yrnakoBke
Nel4x2 B pasmepe 6,29 6en. py6.;

AMNOOMH (MHH Amlodipine) Ta6bnetkm 10mr B 6/7ucTepax B
ynakoBke Nel14x2 B pasmepe 10,45 Gen. pyo.

3. CNyWwAnn:

O paccMOTpeHUWN 3asBfieHUA, LOKYMEHTOB W CBefeHW OT HeMeLKOoro
akunoHepHoro ob6uwectea «Berlin-Chemie AG» ot 24.02.2020 o peructpayun
npefesibHON OTMNYCKHOW LeHbl Ha J/leKapCTBEHHOE CpeAcTBO MPOU3BOACTBA



3
Berlin-Chemie AG (lepmanuda) 3CIr'i1YMW3AH L (MHH Silicones) kannu gns
npuema BHYTpb 40 mr/1mn 30 mn B ynakoBke No 1.

PELLWIN:

CornacosaTtb npefesibHY0 OTNYCKHYK LEHY Ha JileKapCTBEHHOE CpPefACTBO
npoussoactea Berlin-Chemie AG (lepmaHua) 9CNYMWU3AH L (MHH
Silicones) kannu gna npuema BHYTpb 40 mMr/lmn 30 mn B ynakoBke Ne 1 B
pasmepe 5,22 6en. py6.

4. CNYLWANW:

O paccMOTpeHNM 3a8BNeHN], LOKYMEHTOB " CBefleHUnI
ot Pfizer H.C.P. Corporation (CLLA) o pernctpauun npeaenbHOM OTMYCKHOWN
LleHbl Ha neKapcTBeHHOe cpeacTBo npoussogcTea Pfizer Italia S.R.L. (UTanus)
CEPMWOH (MHH Nicergoline) Tabnetku, nokpbiTble 060/104KON, 5 Mr B
6nuctepax B ynakoske Ne 15x2.

PEWWNNIN:

CornacoBaTb npefenbHY0 OTNYCKHYK LEHY Ha NeKapCTBEHHOE CPefCcTBO
nponssogcrtea Pfizer Italia S.r.L. (Wtanma) CEPMMNOH (MHH Nicergoline)
Tabnetku, NokpbiTble 060/104KON 5 Mr B 6amcTepax B ynakoBke No 15x2 B
pasmepe 6,54 6en. pyo.

MMpepcepatens A.M.KapTyH

CekpeTapb [.A.TTono3koBa



