MWHWCTEPCTBO AHTVUMOHOITOJ/IbHOIO PETYJIMPOBAHNA
N TOPI OBV PECIMYBJTIMKW BEJTAPYCb

BbINMNCKA

13 NPOTOKOMA 3aceflaHnsi KOMUCCUU
MO0  COrnacoBaHWl  MpeaenbHON
OTMYCKHOW LeHbl NpPOM3BOANTENS
Ha NEeKapCTBEHHOE CPeACcTBO

12 mapTa 2020 r. Ne 17 r. MMUHCK

1 CNYWAnNnw:

O paccMoTpeHun 3adBMeHuns, [OKYMEHTOB 7 CBefleHN
ot COOO «Jlektapm», Pecnybnuka benapycb 0 peructpaunun npegenbHoOu
OTMYCKHOM LIeHbl Ha NeKapCcTBeHHOE CpeAcTBO Npon3BOACTBa

COOO «Jlekhapm», Pecnybnuka benapyce BUCOMPONON-NT® (MHH
Bisoprolol) TabneTkn, NokpbITble MAEHOYHOW 060/0YKOM, 5 MI B KOHTYPHOiA
f4eliKoBOil yrnakoBke Ne 15x4.

PELLNNWN:

CornacoBatb MpefefibHY0 OTMYCKHYH LIeHY Ha NeKapCTBEHHOe CPefACTBO
npoussoactea COOO «Jlekdapm» (Pecnybnuka benapycs) BUCOMPOOS-
No (MHH Bisoprolol) TabneTku, NoKpbITble MAEHOYHON 060/104YKON, 5 Mr B
KOHTYPHOM fiueilkoBoi yrnakoBke Ne 15x4 B pasmepe 5,31 6en. pyo.

2. CNYWAnNwn:

@) paccMOTpeHuun 3adBMeHuns, LLOKYMEHTOB 7 cBefleHui
oT 000 «KPKA-PYC» (Poccuitickas dPegepaums) (npeactaBUTeNbCTBO
AO «KRKA. TOVARNA ZDRAVIL. D.D., NOVO MESTO», "Pecnybnuka
CnoBeHunda) ot 15.03.2020 o peructpauuu npepenbHbIX OTNYCKHbIX LEH Ha
nekapcteeHHoe cpeactso npomssoactea OO0 «KPKA-PYC» (Poccuitckas
®epepauns) BANOAWNM (MHH Valsartan and amlodipine) Tabnetku,
MOKPbLITbIE MAEHOYHON 060/104KOK, 5mr/160mr B 6AMCTepax B YynakoBKe
Nel0x3; TabneTku, MOKPbITbIE M/JIEHOYHOW 060/104Koil, 10mr/160mr B
6nucTepax B ynakoske Nel0x3.

PELLWVII:

CornacoBaTb npefesfibHble OTNYCKHbIE LeHbl Ha NIeKapCTBEHHOE CPeACTBO
nponssogcTea OO0 «KPKA-PYCx» (Poccuiickaa ®efepayms):

BANOANTM (MHH Valsartan and amlodipine) Tabnetku, nNOKpbITble
NSIeHOYHON 060/104KOIN, SMr/160Mr B 6nmcTepax B ynakoBke Ne10x3 B pasmepe
29,02 Gen. pyob.;

BANOAONTM (MHH Valsartan and amlodipine) Ta6neTku, MNOKPbITblE
nneHoyHon ob6onoykoi, 10mMr/160mr B 6nmMcTepax B yrnakoBke NelOx3 B
pasmepe 29,02 6en. py6.



3. CNYLWANn:

O paccMOTpeHun 3a9BNeHuns, NOKYMEHTOB 7 CBefleHN
oT HAO «TexHonor» ot 04.02.2020 o perncrtpaunn npepenbHbIX OTNYCKHbIX
LleH Ha flekapcTBeHHoe cpefcTBo npoussoactea YAO «TexHonor» (Y kpauHa)
Hugegnnun (MHH Nifedipine) Tabnetku, nokpbiTble 060s04koi, 10 wr,
20 Mr B 6/iucTepax B ynakoske Ne 10xb5.

B pesynbTtaTe 3KOHOMWYECKOro aHanm3a npefesibHbIX OTNYCKHbIX LeH,
NpoBefEeHHOro B COOTBETCTBMWU C NMYHKTOM 8 [10/10)KEHUA YCTAaHOBJ/IEHO, 4TO
3afBNIEeHHbIE TMpede/ibHble OTMYCKHble LEeHbl Ha /1eKapCTBEHHOe CpPeAcTBO
MPeBbIWAKT 3HaYEeHUSA, pacCUMTaHHble B COOTBETCTBUU C HCTPYKLMEN.

B Xxope paccMOTpeHUs nNpefcTaB/eHHbIX 3adBUTENIEM [OKYMEHTOB
YCTaHOBJ/IEHO, YTO:

ona pacuyeTa Tabnmupl 1 NPUNOXKEHUS 3 NHCTpYKUMK
MCNONb30BaHbl  HEKOPPEKTHble  WHTEPHET  MCTOYHMKM  (gna  pacyera
MWUHUMaNbHON OTMYCKHOW LieHbl NPOMU3BOAMTENS HA NIeKapCTBEHHOE CPeACTBO B
cTpaHe npomussoaunTens (YkpaumHa) u B Pecnybnvke KaszaxcTaH y4uUTbIBa/IUCh
He OTMYCKHble UeHbl, a PO3HNYHbIe (1) UK ONTOBbLIE);

Ans pacyeTa cpefHeB3BELUEHHOW (hakTnYeckomn OTNYCKHOM
(KOHTpPaKTHOW) LeHbl Ha /leKapCTBEHHOE CPeACTBO MPUMEHEH HEKOPPEKTHbIN
NHAEKC NoTpebuTtenbckmnx ueH (100,88%).

PELLWNIN:

OTKa3aTb Ha OCHOBaHWM ab3ala TpeTbero nyHkKta 9 [lonoXxeHua B
corflacoBaHuUu npepenbHbIX OTNYCKHbIX LEH Ha NeKapCTBeHHOe CpeacTBo
npounssoactea HAO «TexHonor» (YKpanHa):

Hugegnnui (MHH Nifedipine) TabneTkn, nokpbiTele 060104Koin, 10 mMr
B 62imcTepax B yrnakoBke Ne 10x5 B pasmepe 1,44 6en. py6.; ”

Hudhegunuu (MHH Nifedipine) TabneTkun, nokpbiTble 060/104K0in, 20 Mr
B 62imcTepax B ynakoske No 10x5 B pasmepe 2,97 6en. py6.

4. CNYWANn:

O paccMoTpeHUn 3asB/1eHNS, [LOKYMEHTOB 7 CBefleHUNM
o1 PYTl «benmepnpenapaTbl» Ha NekapcTBEHHOe CpPeACTBO MNPOWU3BOACTBA
PYTI «benmeanpenapatbl» NAKTOBAUWMITNH NOPOLLOK

NMOMUNN3NPOBAHHbLIN AN NPUTOTOB/IEHMA CYCNEH3UW AN NpuemMa BHYTPb
5 103 BO (pnakoHax B ynakoBke No 6.

PELUIWIN:

CornacoBaTb npefesbHYH OTMYCKHYIO LeHY Ha NIeKapCTBEeHHOe CpeAcTBO
npoussoactea PYT1 «benmeanpenapatbl» JIAKTOBALW/IJTMH nopolwok
NMOUNN3NPOBAHHbIA AN MPUTOTOBMEHUSA CYCMEH3UW AN NpuemMa BHYTPb
5 003 BO (hnakoHax B ynakoBke Ne 6 B pasmepe 5,85 6en. pyo.



5. CNyYLWwANn:

@) paccMoTpeHnn 3asBfIeHMNA, LOKYMEHTOB 7 CBefleHN
oT obLecTBa c OrpaHMYeHHOM OTBETCTBEHHOCTbIO «ACTAVIS
INTERNATIONAL LIMITED» Pecnybnuka ManbTta B Pecnybnuke benapych
0 perucTpauum npegenbHoM OTMYCKHOM LEHbl Ha JleKkapCTBEHHOE CpPeacTBO
npounssoactea Balkanpharma-Razgrad AD (bonrapus) TPOKCEBA3NH
(MHH Troxerutin) kancynbl 300 Mr B 6nuctepax B ynakoske No 10x5.

PELLININ:

CornacoBatb Mpefe/ibHY0 OTMNYCKHYH LleHY Ha /IeKapCTBEeHHOE CPefCcTBO
npounssoactea Balkanpharma-Razgrad AD (bonrapus) TPOKCEBA3NH
(MHH Troxerutin) kancynel 300 mr B 6nucTtepax B ynakoBke Ne 10x5 B
pasmepe 12,70 6en. pyo.

6. CNYWAnNwn:

@) paccMoTpeHnn 3ad9BeHus, LOKYMEHTOB 7 CBefleHN
OT  akuuoHepHoro obuwecTtBa «Berlin  Chemie AG» (I'epmaHus)
npeactaBuTensCcTBO0 B Pecny6nuke benapycb oT 24.02.2020 o perucrpayuu
npeaenbHOM OTNYCKHOW LEHbl Ha /eKapCTBEHHOe CpPeAcTBO MNPOM3BOACTBA
komnaHun «Catalent Germany EberBach GMBH» (I"'epmaHus) NMpoctamon yHO
(MHH Sabalis serrulatae fructus) kancynbl 320 mr B 6nucTepax B ynakoBKe
Ne 15x2; kancynbl 320 Mr B 6nnctepax B ynakoBke Ne 15x4 (OnbxoBuk A.C.).

PELLINN:

CornacoBatb npefesnibHble OTMYCKHbIE LieHbl Ha JIEKAPCTBEHHOE CPeACTBO
npounssoacTea komnaHun «Catalent Germany EberBach GMBH» (I"'epmaHuns):

Mpoctamon yHo (MHH Sabalis serrulatae fructus) kancynbl 320 mr B
6nmctepax B ynakoske Ne 15x2 B pasmepe 15,69 6en. py6.;

Mpoctamon yHo (MHH Sabalis serrulatae fructus) kancynoel 320 mr B
6nmcTepax B ynakoBke No 15x4 B pasmepe 29,80 6en. pyo.
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