MWHWNCTEPCTBO AHTUMOHOTMOJIbHOI O PEI'YJINPOBAHWA
N TOPIOBJIN PECTNYBJINKWN BENNAPYCb

BbIMNCKA

M3 MpPOTOKO/Ma 3acefaHuUs  KoOMMUCCUU
M0 COrnacoBaHUIO NpeaesbHON OTNYCKHOW
LIEHbl MPOWN3BOAUTENS HA NEeKapCTBEHHOE
CpeacTBo

26 Hos16psa 2019 . Ne 56 r.MuHCK

1. COYWAnNwu:

O paccmoTtpeHun  3asaBneHns OO0  «Bepodapm»  (Poccuiickas
degepayms) 0 perucTpaunmn npepesibHbIX OTMYCKHbIX LeH Ha f1ieKapCTBeHHOe
cpeacteo npomssogctea OO0 «Bepogapm» (Poccuitickas Pefepayms)
OAKAPBA3NH-TOHC (MHH Dacarbazine) nuounnsart NS
MPUroTOB/IEHNS pacTBopa AN BHYTPMBEHHOro seegeHus 100 mMr Bo dpiakoHax
B ynakoske Nel, JAKAPBA3WH-TOHC (MHH Dacarbazine) nnogwunmsar
ANA MPUrOTOBNEHNA pacTBopa AN BHYTPUBEHHOro BBefdeHMa 200 mr BoO
(pnakoHax B ynakoske Nel.

PELLININ:

CornacoBatb npefefibHble  OTMNYCKHble LEHbl Ha /IeKapCTBEHHOE
cpefcteo npomssofctea OO0 «Bepodapm»:

OAKAPBA3VH-NOHC (MHH  Dacarbazine) nuodwunusatr  ans
MPUroTOB/IEHNA pacTBopa AN BHYTPMBEHHOro BeefeHmsa 100 mMr BocdiakoHax
B yrnakoBke Nel B pa3mepe 5,86 6en. pyo.;

OAKAPBA3VH-NTOHC  (MHH  Dacarbazine) nunodwunusar  gns
MPUIroTOBNEHNS pacTBopa AN BHYTPMBEHHOro BeegeHus 200 Mr Bo piakoHax
B yrnakoBke Noel B pa3mepe 8,81 Gen. pyo.

2.  CnywAnwu:.

O paccmMOTpeHUW  3adBfIEHMA  IKCK/IKO3MBHOIO  AUCTPUObLIOTOPA
KomnaHun  «®apmacbiotvkan KomnaHm WpaH XopmoH»  (Micnamckas
Pecnybnuka WpaH) - OOO «CaHape-®apm» (Pecny6nnka ApMeHUs) o
perncTpaumm npefenbHbIX OTMYCKHbIX LUEeH Ha JfleKapCTBEHHOEe CpefCcTBO
nponssoacTea kKomnaHum «®PapmacbtoTkan KomnaHu KpaH Xopmon»
CMMMPOHONAKTOH (MHH  Spironolactone)  Tabnetku,  MNOKPbITble
060/104KOM, 25 Mr B KOHTYPHON f4eilkoBoi ynakoBke No 10x10, TabneTkw,
MOKPbITble 060/104KOM, 100 Mr B KOHTYPHOI fi4eiikoBoi ynakoBke Ne 10x10.
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B pesynbTaTe 3KOHOMWYECKOro aHann3a npefenbHbIX OTMYCKHbIX LieH,
NPOBELEHHOr0 Ha OCHOBaHMW nNyHKTa 8 [l0/M0XKEeHMAa  YCTaHOBJIEHO
crepytoLLee.

3asaBNeHHbIe npeaenbHble OTMNYCKHbIE LleHbl COOTBETCTBYIOT
MWUHVMMa/IbHbIM 3HaY€HMNAM, PaCCUUTAHHbIM B COOTBETCTBMM C VIHCTPYKLMEiA.

[MpefenbHble OTNYCKHblE LUeHbl Ha OpUrMHalbHOe JfleKapCTBEHHOe
cpeacteo AnbaaktoH (MHH Aldaktone) B cTpaHax Mo MepeyHIo COorfiacHo
NPUNOXeHUIO 1 K IHCTPYKUMIN He 3aperncTpupoBaHhbl.

Ha caiite MwuHMCTepcTBa 34paBOOXPAaHEHUs CTpaHbl NPOM3BOACTBA
AnbpaktoH (MHH Aldaktone) - ®paHuus - paHHble 06 OpUrMHaIbHOM
nekapcTtBeHHoMm  cpeactee  AnbgaktoH  (MHH Aldaktone) — «Pfizer»
NpefcTaB/ieHbl TONbKO Ha Tabnetku fo3vpoBkoit 25mr Ne30 (2,99 eBpo) u
Ne90 (8,52 eBpo). [na aHanm3a B3dATa UeHa 3a ynakoBky Ne90, Tak Kak npw
repecyeTe Ha OAHY /IEKAPCTBEHHYIO (POPMY [JaHHadA LeHa 6yaeT HauMeHbLUeN
(0,216 py6. 3a 1Ta6n., 21,60 py6. - 3a 100 Tabn.).

Heo6xoauMM0 OTMETWUTb, UYTO B COOTBETCTBMM C MWUCbMOM KOMMAHUU
«®apmacboTkan KomnaHu KMpaH XopmoH» oT 08.10.2019 Ne 98.3237,
NPUNOXEHHOMY K LOKYMeHTam, noctynuswnm B MAPT (ganee - nucbmo),
NeKapcTBeHHoe cpeAcTBO CnMpOHONakKTOH mnpousBoAcTea lran Hormone
Pharmaceutical Company He 3apernctpMpoBaHO B CTpaHaxX MO MepeyHto
COrlaCHO NPUIOXeHUo 1 K HCTPYKUUK, B CBA3U C YeM KOMMAHUSA He MOXeT
NpefocTaBUTb CBefeHUs 00 MUHUMASIbHbIX 3KCMOPTHbLIX LEHaX B 3TUX
CTpaHax.

OTHOCUTE/IbBHO ~ MWHWM&IbHOW  OTMYCKHOW  LUeHbl B CTpaHe
npoussoanTena -* Mcnamckon Pecnybnunke MpaH - B NMUCbMe YKa3aHO, 4To
[aHHad WHQopMaums ABNAEeTCA KOMMEPYECKOW TalHOW NpefnpuaTus M He
MMeeTCcs BO3MOXHOCTM ee yKa3artb. .

[MpOoBeLEHHbIN CPaBHUTE/bHbIA aHaIU3 Y)XKe 3aperucTpUpOBaHHbLIX B
Pecny6nvuke benapycb npeaenbHbIX OTMYCKHbIX LEH Ha J1eKapCTBEHHbIE
cpeactea  CnupoHonaktoH 1 BepownupoH  (MHH Spironolactone) B
[03MPOBKAaxX aHaNOrMYHbIX 3aABMIEHHbIM, MOKa3blBAET, UTO 3aABMIEHHbIE LieHbI
ABNATCA HAUMEHbLLUMN,

PELLINAWN:

Cornacoeatb MpefenbHble  OTMYCKHble LEHbl Ha JIeKapCTBEHHOE
CpeacTBO Npon3BoAcTBa «PapmacbioTKan KomnaHn ipaH XOpMOH»:

CMMPOHOJNTIAKTOH (MHH Spironolactone) TtabneTku, MOKPbITbIE
060/104KOi, 25 Mr B KOHTYPHOI s4yelikoBoW ynakoBke Ne 10x10 B pa3mepe
14,50 6en. py6.;

CMMPOHONAKTOH (MHH Spironolactone) TabneTku, MOKPbITbIE
o6onoykoir, 100 Mr B KOHTYpPHOI fYelikoBOi ynakoBke No 10x10 B pa3mepe
23,02 6en. pyo.
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OTMETUTb  MH(OPMALMIO,  WU3/IOXKEHHYIDO B MWUCbME  KOMMaHUu
«PapmacbroTnkan KomnaHu WpaH XopmoH» oT 08.10.2019 Ne 98.3237,
NPUIOXKeHHOMY K [AOKyMeHTam, noctynuswum B MAPT, OTHOCUTENBHO
MWUHMMaNbHOM OTMNYCKHOW LEHbI B CTpaHe npou3BoauTens - McnaMckomn
Pecny6nvke MpaH 1 OTCYTCTBMM BO3MOXKHOCTU ee yKa3aTb, TaK Kak faHHas
NH(opMaLmMs ABNSETCHS KOMMEPYECKOW TalHOW NpeanpuaTuns.

3. ChywAnw.

O paccmoTpeHun 3aasneHusa 3aasfeHne OO0 «benanek» (Pecny6nunka
Benapycb) 0 peructpaumm npeaenbHOM OTMYCKHOW LeHbl Ha NeKapCTBEHHOE
cpeacteo npoussoacTBa Hetero Labs Ltd. (MHgmsa) SUBPAT (MHW
Fenofibrate) TabneTkn, NOKpbITble 060/104KON, 145 Mr Bo (hnakoHax Ne 90, B
ynakoBke No 1

PELLIWNIN:

CornacoBaTb MpefenbHYH0 OTMYCKHYHO LEeHYy Ha JfieKapCTBEHHOe
cpeactso npoussoactBa Hetero Labs Ltd. (MHgmsa) PUBPAT (MUH
Fenofibrate) TabneTku, NOKpbITble 060/104KOM, 145 Mr BO (pnakoHax Ne 90, B
ynakoBke Ne 1B pa3mepe 59,55 6en. pyo.

Mpepcenatens A.M.KapTyH

CekpeTapb [.A.T1Tono3KoBa



