MNWHWNCTEPCTBO AHTUMOHOTMNO/IbHOIO PEFYNINPOBAHWNA U
TOPIroB/WM PECMYBJINKN BENNAPYCb

BbIMMCKA

W3 NpoTOKONa 3aceflaHus  KOMUCCUW
MO COrNacoBaHUI NpeenbHON OTNYCKHO
LEeHbl NPOW3BOAUTENS Ha JIEKAPCTBEHHOE
CPeAcTBO

13 mas 2019 r. Ne 37
r.MuHckK

1. CNYLWANn:

@) paccMOTpPeHUM 3a9BNeHunA, LOKYMEHTOB " CBefleHUI
KomnaHum  Abbot Laboratories GmbH (epmaHng) o0 peructpayuu
npefenbHON OTNYCKHOW LeHbl Ha NeKapCTBEHHOe CpeacTBO MPOM3BOACTBA
Fournier Laboratoires Ireland (Mpnangna) TPANKOP (MHH Fenofibrate)
TabneTku, NOKPbITbIEe MIEHOYHOW 060104KOM, 145 Mr B 6aMcTepax B yNaKoBKe
Ne 10x3.

Mpn npoBefeHWN 3KOHOMMUYECKOrO aHanu3a npefesibHOM OTMNYCKHOM
ueHbl MAPT ycTaHOB/IEHO, YTO MpefenbHad OTMYCKHas LeHa COOTBETCTBYET
paccCyMTaHHOMY B COOTBETCTBMW C WHCTpPyKUMEA O MeTofuKe pacyeta
npefenbHbIX OTMNYCKHbIX LEeH NPOM3BOAWUTENE Ha NeKapCTBEHHble CPeacTBa,
YTBEPXEHHOMN nocraHoBssieHMeM  MwuHUCTEpCcTBA  AHTMMOHOMOJ/ILHOTO
perynuposaHua wn*toprosnum Pecnybonukn benapycb ot 19 Hosbpa 2018 r.
Ne 83 (panee - MIHCTpyKLUNA), 3HAYEHUIO.

PEWLWNIN:

CornacoBatb MpefenbHY OTMYCKHYK LEHYy Ha JeKapCTBEHHOe
cpeactBo  npowussoactea  Fournier Laboratoires Ireland  (MpnaHgus)
TPANKOP (MHII Fenofibrate) TabneTkn, NOKPbITbIE MAEHOYHOR 060104KOIA,
145 mr B 6nimctepax B ynakoske Ne 10x3 B pasmepe 29,82 6en.pyo6.

2. CNyWAnNwu:

O paccMOTpPeHUN 3asBfieHUS, AOKYMEHTOB W CBeAeHWI COBMECTHOIO
obLiectsa C OrpaHMYeH!rol OTBETCTBEHHOCTbIO «PapMIaHA» O perncrpauum
npeaenbHOW OTMYCKHOMW LEHbl Ha NeKapCTBEHHOE CPeAcTBO MPOM3BOACTBA
COOO «®apmnaHg», Pecnybnuka benapycb 3aptaH (MHH Losartan)
TabneTKn, NOKPbITble 060104KON, 100 mr B 6imcTepax B ynakoske Ne 10xb5.

MyHktom 4 TlonoXeHua O nNoOpAgKe peruncrTpauny npepenbHbIX
OTMNYCKHbIX  LeH nponsBoAnTeNen Ha  /leKapCTBeHHble  CpPeAcTBa,
YTBEPXAEHHOro nocrtaHosneHnem Coseta MuHucTpos Pecnyb6numku benapyco
oT 31 okTa6pa 201 8 . Ne 776 «O peructpaynm npefenbHbIX OTMYCKHbIX LEH
Npon3BoANTENEil Ha JfleKapCTBEHHble cpeAcTBa» (danee [MonoxeHwne),
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onpefefieH nepeyeHb MpeAcTaBNfAeMbIX [LOKYMEHTOB, HeOOXOAUMbIX [ANA
perncrpaymm npepenibHOM OTMYCKHOW LEHbl AepXaTeneM perncrtpaumoHHOro
YAOCTOBEPEHNSA WM NIEKAPCTBEHHOE CPeAcTBO (YMOSIHOMOYEHHBLIM WM JIMLLOM),
B KOTOPbIA BXOAAT AOKYMEHTbl, MOArOTOB/EHHbIE C y4yeTOM TpeboBaHUN W
B COOTBETCTBUM C (hOpM;'"1, onpeseneHHbIMU VIHCTPYKUWEN.

Tak, COOO «®apmnaHg»  HeLOCTOBEPHO nNpeACTaB/ieH  Naket
[OKYMEHTOB [N pacyeTa npefenbHON OTMYCKHOW LEHbl Ha reHepuyeckoe,
O6MONOrMyecKkn aHanornyHoe neKapcTBeHHOE CPeAcTBO B COOTBETCTBUU C
rnaBon 3 MHCTpyKLMMK.

PELWINJI:

OTkasaTb MNa OCHOBaHMW ab3aua BTOPOro nyHkta 9 T[lof0OXKeHUA B
corflacoBaHum npegenbli U OTNYCKHOW UeHbl Ha 3aptaH (MWH Losartan)
TabneTtku, NOKpbITble 06  04YkoW, 100 Mr B 6amcTepax B ynakoBke Ne 10x5.

Mpepcepatens A.b.Kapnosunuy

CekpeTapb O.A.Mpnemko



