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JleseTunpauetam Teva (levetiracetam)
O6bw npernen Ha JleseTupaueTtam Teva U OCHOBaHUS 3a pa3spewasaHe B EC

KakBo npeacrasnaBa JleBeTtupauetam Teva 1 3a KaKkBO ce usnonssa?

JNleBeTnpaueTtam Teva e NpoTUBOENUIENTUYHO NekapcTBo. Moxe Aa ce M3Mon3Ba CaMOCTOSATENIHO Mpu
nauveHTn Ha 16 1 noBeye roANHU C HOBOAMArHOCTULMPaHa enunencus 3a fevyeHme Ha napumanHu
NpUCTLNM (NpUnagbLmM) CbC UK 6e3 BTOpUYHA reHepanmsaumns. ToBa e BUA enunencusl, npm Kosito
npekoMepHa efiekTpuyecka akTMBHOCT B eHaTa 4acT Ha MO3bka NPUYNHSABA CUMATOMMU KaToO BHE3arHu,
KOHBYJICUBHU BUXEHWSI Ha efiHaTa 4YacT Ha TAN0TO, HapyLleH CNyX, 060HsSIHWME Unu 3peHune, 3aryba Ha
YYBCTBUTENTHOCT WM BHe3amneH cTpax. BTopuyHa reHepanunsaumsi HacTbMnBa, KOraTo CBPbXaKTMBHOCTTA
Ce pa3npocTpaHsiBa B LiesMs MO3bK.

NeBeTnpauetaM Teva MOXe Aa Cce U3Mosi3Ba M KaTo A0Mb/BALLO fledeHue KbM Apyrn
npoTnBoenMNenTUYHN NeKapCTBa 3a Jie4YeHune Ha:

° napumanaHun npuctoenm CbC UNn 6e3 reHepannsauunsa npun naumneHTn Ha Bb3pacT Hag 1 meceu;

e MMOKJIOHWMYHM NPUCTBNM (KPaTKM NOAOOHN Ha LIOK CMasMy Ha €AuH MYCKYJT AW Tpyrna MycKyun)
npu naumMeHTU Ha 12 1 noBeye roaMHU C IOBEHUIHA MUOKJIOHWYHA enuIIencus;

e MbPBUYHO reHepanusMpaHu TOHUYHO-KNOHWUYHU NPUCTBAN (CEPMO3HM NpUNaabLM, BKIOYBALLM
3aryba Ha Cb3HaHWe) Npu nauMeHTn Ha 12 1 noBeye roanHU C UaMonaTUYHa reHepannsnpaHa
enunencus (cMaTa ce, Ye TO3U BUA enuiencust e HacneacTBeHa).

JNleBeTnpauetam Teva cbabpXxa aKTUBHOTO BewecTBo nesetnpauetam (levetiracetam) u e ,,reHepnyHo
nekapcTteo". ToBa o3Ha4yaBa, ye JleBeTnpaueTaM Teva CbAbpXa CbLOTO aKTUBHO BELLECTBO U AeNCTBa
Mo CbLUMS HauYWH KaTo , pedepeHTHOTO JIEKapCTBO", KOETO BeYe e pa3peLleHo 3a ynotpeba B EC n ce
Hapuya Keppra. 3a noBeye MHMOpMaLUA OTHOCHO FEHEPUYHUTE NTIeKapCcTBa BUXTE AOKYMEHTa TUN
»BBIMPOCU N OTroBOpU™ TYK.

Kak ce nanon3sa Jlesetupaueram Teva?

JleBeTupauetam Teva ce npegnara nog cdopMaTa Ha TabseTKM 3a MOrnabliaHe C TEYHOCT. JlIeKapCTBEHUAT
NpoAyKT ce OTMycKa Mo Jiekapcko npeanuncaHue.

HauyanHaTa fgo3a npu nauneHTn Ha 12 n noBeye roamHu € TenecHo Tterno Hag 50 kg e 500 mg aABa NbTH
AHeBHO. [lHeBHaTa Ao3a Moxe aa 6bae yBenuyeHa o 1500 mg gBa nbTy AHEBHO. 3@ NauUMEHTU Ha
Bb3pacT Mexay eamH meceu U 17 rogmHu ¢ TenecHo Tterno nog 50 kg gosaTta 3aBUCKM OT TErnoTo Ha
nauuneHTa.
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3a noseye MHGOPMaLUUS OTHOCHO yrnoTpebaTta Ha JleBeTupaueTam Teva BUXTE NINCTOBKATa UK ce
CBbpXeTe C Balus fekap uav dhapMaLesT.

Kak pencrBa JleBetnpaueram Teva?

AKTUBHOTO BelLecTBO B JleBeTupaueTam Teva, fieBeTUpaLeTaM, e NpoTUBOENUIENTUUYHO NIEKAPCTBO.
EnunencusaTa ce NpuMUnHABA OT NPEKOMEpPHa efieKTpUUecka akTUBHOCT B MO3bKa. TOUHUAT MEXaAHU3BbM
Ha AeNCTBME Ha NIeBeTMpaLIeTaM He € HaMb/IHO U3SAICHEH, HO TOM ce CBbp3Ba C NPOTENH, HapeyeH
CMHaNTMUYEeH BE3UKYNapeH NpoTenH 2A, KOWTO yyacTBa B 0CBO60XAABAHETO HAa XMMUYHU areHTun oT
HepBHUTE KNeTKW. B pe3ynTtaT Ha ToBa JleBeTupaueTaM Teva cTabunnsnpa enekTpuyeckaTa akTMBHOCT B
MO3bKa U NpeaoTBpaTsaBa NpUcTbLNuUTeE.

Kak e npoyu4eH JleBeTupaueram Teva?

dupmaTa e npefocTaBuia AaHHM OT Ny6nMKyBaHaTa iuTepaTypa OTHOCHO fieBeTMpaLueTaMm. MpoyyBaHus
3a MNOJI3NTE U PUCKOBETE Npu oaobpeHaTa ynoTtpeba Ha akTMBHOTO BELLECTBO BeYe ca NMPOBEAEHM C
pedepeHTHOTO nekapcTBo Keppra 1 He e Heo6x0AMMO Aa ce noBTapsAT ¢ JleBeTupaueTtam Teva.

KakTo 3a BCSIKO /iekapcTBo, hupMaTa e npeaocTaBuia 4aHHM 3a KayecTBOTO Ha JleBeTupauetam Teva.
dupmMaTa e npoBena CblLo NpoyyYBaHWS, KOUTO MOKa3BaT, Ye TOBa JIEKApCTBO € 6MOEKBUBAJIEHTHO Ha
pechepeHTHOTO IeKapCTBo. [1Be NnekapcTBa ca GUOEKBMBANEHTHN, KOraTto MMaT €4HU U CbLUN HMBA Ha
aKTMBHOTO BELLECTBO B OpraHuM3Ma W ciefoBaTesHO Ce OYakBa Aa UMaT eauH U Cbly edekT.

KakBu ca nonsurte n pucKkoBseTe, CBbp3aHm ¢ JleBeTupauertam Teva?

Tbit kaTo JleBeTnpauetaM Teva e reHepUUHO NIeEKapCTBO M 6MOEKBUBANEHTHO Ha pedepeHTHOTO
JIEKApCTBO, Ce NMpMeMa, Ye Nnon3uTe U pUCKOBETE Ca CblLUMTE KaTo Npun pedepeHTHOTO SIeKapCTBO.

3auwo JleseTupayertam Teva e pa3pewieH 3a ynorpeba B EC?

EBponeickaTta areHumMs No fiekapcTeaTa 3aKk/ioum, Ye B CbOTBETCTBME C U3UCKBaHUATa Ha EC e
[OKaszaHo, ye JleBeTupauetam Teva e CbC CpaBHMMO KayecTBO M e bnoekBmBasieHTeH Ha Keppra. 3aToBa
AreHumsTa cunTa, Ye kakTo npu Keppra, nonsute oT ynotpebaTa Ha JleBeTupauetam Teva npesBuilasat
yCTaHOBEHUTE PUCKOBE N TO3U NPOAYKT MOXe aAa 6bae paspelleH 3a ynotpeba B EC.

KakBu Mepku ce npeanpueMar, 3a a ce rapaHTupa 6esonacHaTta m
ecdexkTuBHa ynoTtpeba Ha JleBeTupauyeram Teva?

MpenopbkuTte 1 NpeanasHnMTe Mepkun 3a 6e3onacHaTa u edekTuBHa ynotpeba Ha JleeeTmpaueTtam Teva,
KOWTO cfieABa Aa ce cnassaTt OT MeAULMHCKUTE Cneumannictn n naumeHTuTe, ca BK/IOYEHW B KpaTkaTta
XapaKTepucTMKa Ha npoAyKTa u B JIMCTOBKaTa.

KaKTo npu BCMUKK NleKapcTBa, AaHHUTe 3a yrnoTpebaTa Ha JleBeTupaueTtaM Teva HenpeKkbCHaTo ce
npocneassart. MNoAo3MpaHUTe HeXeNaHW peakuumn, cboblueHn npu JleseTupaueram Teva, BHUMATENHO ce
oLieHABaT M ce npeanpuemMaT BCUYKM HEOBX0AMMIN MEPKM 33 3aliMTa Ha NauneHTuTe.

OonbnHutenHa nHpopmauus 3a Jieserupauyeram Teva:

NeseTnpauetam Teva nony4yasa paspelleHue 3a ynotpeba, sanmgHo B EC, Ha 26 asryct 2011 r.

OonbnHuTenHa nHdopmauns 3a JleBeTnpauetam Teva MOXeTe fa HaMepuTe Ha yebcaiTa Ha AreHuusiTa:
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-teva. IHdopmaLma oTHOCHO
pedepeHTHOTO NEeKapCTBO CbLO MOXe Aa ce HaMmepu Ha yebcanTa Ha AreHuusaTa.
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[aTa Ha nocnegHo akTyanusvpaHe Ha Tekcta 06-2021.
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