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NleBeTnpauetam Actavis (levetiracetam)
O6bw nperneg Ha JleBeTupaueTtam Actavis n ocHoBaHua 3a paspewaBaHe B EC

KakBo npeacrasnsiBa JleBetupauetaMm Actavis n 3a KakBo ce usnonssa?

JNleBeTnpauetam Actavis e npoTMBoenuIenTUYHO ieKapcTBo. Moxe Aa ce n3nosi3Ba CaMOCTOATENHO MNpu
nauMeHTn Ha 16 n noseye roAnHM C HOBOAMArHOCTULMPaHa enuiencus 3a nevyeHne Ha napumanHm
npucTbnu (NpMnagbum) cbC unm 6e3 BTopuyHa reHepanusauus. ToBa € BUA enuiiencusl, Npu KosTo
NpeKkoMepHa enekTpnyecka akTMBHOCT B efHaTa 4acT Ha MO3bKa NpUYNHSABaA CUMNTOMU KaTO BHeE3arHwu,
KOHBYJ/ICMBHM ABWXEHNSA Ha efHaTa 4yacT Ha TA10TO, HapyLweH cnyX, oboHsHWe unn 3peHue, 3aryba Ha
YyBCTBUTESIHOCT UM BHe3arneH cTpax. BTopuyHa reHepanun3auus HacTbnBa, KOraTo CBPbXaKTUBHOCTTa
Ce pa3npocTpaHsiBa B Lens MO3bK.

NeBeTnpauetam Actavis MOXe Aa ce u3non3sa M KaTo AONbABALLO JledeHne KbM Apyrin
npoTuBoenNMNENTUYHN NeKapCTBa 3a JIeYEHUE Ha!

° napumanaHun npuctenn CbC NN 6e3 reHepannsauunsa npu naumneHT Ha Bb3pacT Haa eanH Mecel;

e MWOKJIOHUYHU NPUCTBNN (KPaTKM NOAOGHMN Ha LWOK CNasMu Ha eAuH MYCKYyS WK rpyna MycKy/n)
npy NaumMeHTN Ha 12 1 noBeve roAMHU C IOBEHMUIHA MUOKJIOHMYHA enunencus;

e MbpPBUYHO reHepasManpaHm TOHUUYHO-KIOHNUYHM NPUCTBNU (CEPUO3HU NpUNaabLmM, BKIOUYUTENHO
3aryba Ha Cb3HaHWe) Npu NauMeHT Ha 12 1 nosBeye roAnHU C NAMoNaTUYHa reHepanamsnpaHa
enunencus (cMaTa ce, Ye To3M BUA ENUNENCUS € Hac/leaCcTBeHa).

JleBeTnpaueTtam Actavis cbabpxa akTUBHOTO BellecTBO feBeTupaueTam (levetiracetam) u e ,reHepuyHo
nekapcTteo". ToBa o3HayaBa, 4ye JleBeTmpaueTtaM Actavis CbabpxKa CbLIOTO aKTUBHO BELLECTBO U AEUCTBA
Nno CbLUMSA HaYMH KaTo ,pedepeHTHOTO N1eKapCcTBO", KOETO BeYe e pa3pelleHo 3a ynotpeba B EC u ce
Hapuya Keppra. 3a noeBeye nHpopMauns OTHOCHO FrEHEPUYHUTE SIeEKapCTBa BUXXTE AOKYMEHTa Tun
»BBIMPOCU N OTrOBOpU™ TYK.

Kak ce nanonssa Jilesetupauyeram Actavis?

NeBeTnpauetam Actavis ce npeanara nog d)opMaTa Ha TabneTkun 3a NorabliaHe C TEYHOCT.
JNlekapCTBEHUAT NPOAYKT Ce OTNyCKa Mo JiIeKapCcKo npeanucaHue.
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ObuuainHaTa Ha4yanHa Ao3a Npu NauneHTn Ha 12 n nosede roAMHK € TenecHo Terno Hag 50 kg e 500 mg
ABa NMbTW AHEBHO. [lHeBHaTa A03a Moxe aa 6bae ysennueHa ao 1500 mg aABa NbT AHEBHO. 3a
rMauMeHT Ha Bb3pacT Mexay eauH meceul 1 17 roamHm ¢ TtenecHo Terno nog 50 kg nosata 3aBucm ot
Ters0To Ha nauueHTa.

3a noseye MHMOpMaLmMs OTHOCHO ynoTpebaTa Ha JleBeTupaueTam Actavis BMXTE NMCTOBKaTa U ce
CBbpXXeTe C Bawus nekap wim dapmauesT.

Kak pencrBa JleBetnpauertam Actavis?

AKTMBHOTO BeLLEeCTBO B Levetiracetam Actavis, neBeTupaueraM, € NpoTMBOENUIENTUUYHO JIEKAPCTBO.
EnunencuaTa ce NpuMUnHSABaA OT NPEKOMeEpHa efieKTpuyecka akTMBHOCT B MO3bKa. TOUHUAT MEXAHU3BM Ha
[leiiCTBME Ha NleBeTMpaLleTaM He € HaMbJIHO U3SICHEH, HO U3rNeXxaa TON Bb3AelCTBa BbPXY NMPOTEUH,
HapeyeH CMHaNTUMYEeH BEe3NKylapeH NpoTenH 2A, KOMTO ce cpella B MPOCTPaHCTBOTO MEXAY HEPBUTE U
yyacTBa B 0CBO60XAABAHETO Ha XMMUYHW areHTU OT HEPBHUTE KNeTKU. B pesynTaT Ha ToBa
JleBeTupaueTtam Actavis cTabununsmpa enekTpuyeckata akTMBHOCT B MO3bKa WM NpeAoTBpaTsABa NpUCTbMUTE.

Kak e npoyueH JleBeTupaueram Actavis?

dupmMaTa e npeaocTaBuia gaHHW OT NybAnKyBaHaTa nnTepaTypa OTHOCHO fieBeTupaueTaM. MNpoyyBaHus 3a
non3uTe 1 puckoBeTe Npu ogobpeHaTa ynotpeba Ha akTMBHOTO BeLLECTBO Beye Ca NpoBeAeHU C
pedepeHTHOTO NekapcTBo Keppra 1 He e Heob6xoaMMO Aa ce noBTapsAT ¢ JleBeTupauetam Actavis. Tbih kaTo
JleBeTnpaueTaM Actavis e reHepuyHO IeKapCTBO, NPOyYBaHMATa NPU NaUMEHTU UensaT aa nokaxaTt
€ANHCTBEHO, Ye NpoAayKTbT € bmoekBMBaneHTeH Ha pedepeHTHOTO fiekapcTeo Keppra. [1Be nekapcrea ca
61M0eKBUBANIEHTHWN, KOraTo UMaT €4HU N CbLUM HMBA HA aKTUBHOTO BELLECTBO B OpraHu3Ma.

KakBu ca nonsmre n puckoseTte, CBbp3aHu ¢ JleseTtupaueram Actavis?

Tbit kaTo JleBeTupaueraM Actavis e reHepUMUHO NIeKapcTBO M 6MOEKBUBANEHTHO Ha pedepeHTHOTO
JIEKApCTBO, Ce NMpMeMa, Ye Nnon3uTe U pUCKOBETE Ca CblLUMTE KaTo Npun pedepeHTHOTO SIeKapCTBO.

3auwo JleseTupayertam Actavis e paspewieH 3a ynorpeba?

EBponeickaTta areHuMs No fiekapcTeaTa 3aKk/oym, Ye B CbOTBETCTBME C U3UCKBaHUATa Ha EC e
[OKaszaHo, ye JleBeTupaueTtam Actavis e cbC CpaBHMMO KayecTBO N e bnoekBmBaneHTeH Ha Keppra.
3aToBa AreHuumsiTa cumTa, Ye KakTo npu Keppra, nonsurte oT ynoTpebaTta Ha JleBeTupauetam Actavis
npesuvLLaBaT yCTAaHOBEHUTE PUCKOBE M TO3M NPOAYKT MOXe Aa 6bae pa3speweH 3a ynotpeba B EC.

KakBu mMepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTta u
ecdexkTnBHa ynoTtpeba Ha JleBeTupauetam Actavis?

MpenopbkuTe 1 NpeanasHuTe Mepku 3a 6e3onacHaTa v edekTuBHaA ynoTpeba Ha JleBeTupaueTam
Actavis, konTo cnegsa ga ce cnassaT OT MEAMUMHCKUTE Creunanmncti U nauneHTuTe, ca BKAKYEHN B
KpaTkaTa xapaKTepucTMka Ha npogykTa U B IMCTOBKaTa.

KakTo npu BCUYKM nekapcTea, AaHHUTE BbB Bpb3Ka € ynoTpebata Ha JleBeTupauertam Actavis
HenpekbCHaTO ce npocneasasart. Nogo3npaHnTe HexenaHn peakuum, cboblieHn npu JleBeTupauetam
Actavis, BHMMaTEsIHO Ce OLeHaABaT U ce npeanpueMaT BCUUYKM HEOOXOANMMM MepKM 3a 3aliuTa Ha
nauymeHTuTe.
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AonbnHutenHa mHdopmauua 3a Jiesetupauetam Actavis:

NeBetnpauetam Actavis nony4daBa paspeweHue 3a ynotpeba, sannaHo B EC, Ha 3 okTtomBpu 2011 r.

JonbnHuTtenHa nHdopmauusa 3a JleBeTnpauetam Actavis MoxeTe Aa HaMepuTe Ha yebcanTa Ha
AreHumsaTa: https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-actavis.

[aTa Ha nocnegHo akTyanusmpaHe Ha TekcTta 06-2021.
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