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JHACTOBKA: HHOOPMAIIAA 3A IIOTPEBUTEJSY

Keppra 1000 mg ¢uiamupann Tabaerka
Levetiracetam

Hpoqe'rere BHEMATEAHO UANATA JHCTOBKA NIPEOH A2 3aH0YHETE A4 APHEMATE TOBA JCKAPCTEO.

- 3anasere TazH nucTOBKA. MOXKe Aa MMarte HYXIa Aa # IPOUCTETEe OTHOBO.

- AKO HMaTe HIKAKBH JOMBIHHTENH BLIIPOCH, IonuTalite Bamna nexap wia diapManesT.

- Tosa JeKapcTBO € mpeArucaHo JIMuHo Ha Bac. He ro npeotcTenraiite Ha Opyry Xopa. To MOXKeS g2 HM
HaBpe/(H, He3aBHCHMO OT TOB2, Y6 TeXHUTe CHMITOMH ca ChilHTe KakTo Bamre.

- AKO HAKOA OT HE)KSJIAHHTE JIEKAPCTBEHH PEaKiiiH CTAHE CepPHO3HA, i 3a0eeixure APYrH, HEOMHCAHH
B TA3H JIHCTOBKA HE)KENIAHH Peaxiyiy, Mol yBefomere Banma nekap nnu gapmanerT.

B Ta3n JBCTOBKA @

1. Kaxso npepcrapmisa Keppra 1 3a Kakso ce H3MON3Ea
2. Hpenu ma npuemare Keppra

3. Kak na npuemare Keppra

4. BpeMOXKHM HejxeNlaHH PeakKuHu

5. Cexpanenue na Keppra
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Jonwraurenna uadopManus

1. KAKBO IOPEACTABJIISIBA KEPPRA H 3A KAKBO CE H3IIOJ3BA

Keppra 1000 mg ¢unmupasy TabneTk# e aHTHEeIWIENTHYHO JEKApCTBO (JIEKAPCTBO 34 JISHeH e Ha
MPHCTHIINTE NPH SITHIEICHA).

Keppra ce H3110/138a CAMOCTOATENHO B ICUSHHETO Ha NapIMaNHA APACTENY NpH NaUHECHTH Haj 16 rofHInHa
BE3pACT.

Keppra ce #3no13sa npy NAMACHTH KOUTO TIPHeMAT B APYT0 aHTHENHICIITHYHO IeKapCTRO 34 JIEYSHHeTO Ha:

e  nApNUANHH NPHUCTENH NIPH BE3PACTHH H Aena Haj 4 rojiiliHa BE3pacT

*  MHOXJOHHYHH MPUCTHIIA NPH NaNMEHTH Haf 12 rofMINHa BE3PACT C FOBSHIIIHA MHOKIOHHYHE
eNTHIeICHS.

2. IIPEAH JA TIPUEMATE KEPPRA

Keppra ce M300N1382 IPH BE3PACTHY H Aelia Haj 4 rojuiiHa Be3pact. He ce npenopsisa Ha feila nox 4
TOJIHHH.

He npuemaiite Keppra:
. Ako cte anepridHu (CBPBXUYBCTBHTCIHN) KbM JICBETUPALIETaM WK KBM HAKOS OT OCTAHATINTE
CBRCTABKH Ha Keppra.,

O6bpHeTe cNenuanHo BHAMAaHHe Npu yrnorpedara na Keppra:

. axo umate 6u0pednn npobiemMy, ciefipaliTe HeKApCKUTE ykazanus. Baiuusd Aekap Moxe 1a
npeLieHy nanu Bamata fo3upoRKa TpabBa Aa ce KOPHrHpa,

. Keppra He Br3/ielicTBa BBPXY pacTexa H Ty0eprera Ha felara. Hama MOCTaTEYHO JaHHH 32
ABArOCpOYHaTa yrorpebara ot Aena.

Mons #HGopmupatite Baunia sekap.




Yuotrpeba Ha APYFR JekapcTBa:
Mona undopmupaiite Bamms aekap unn GapMalieBT aKo NPHEMATE HIIH HACKOpO ce MPHEMAIH APYTH
NIEKApCTBA, BIIOUHTENHO H TAKKMBA, OTYCcKaHH Oe3 perenra.

IIprem na Keppra ¢ Xxpana ¥ HalHTKE:
Bue moxe na npuemate Keppra ¢ win 0e3 xpana. He npuemaiire Keppra 3aeHo ¢ aIKOXOIL

BpeMenHoCT H KBPMEHE:

Tocreerraiite ce ¢ Bamus Jiekap Wiu gapManesT NpefH yNoTpedaTa Ha KOETO U Jia € IEKAPCTBO.

AKo cTe GpeMeHHa WIH MUCIATE, Y& cre GpeMeHHa, Moas HHGopMuUpaiite Bamns nekap.

Keppra xe TpabBa jia ¢ce H31I0/I3Ba 10 BpeMe Ha OpeMeHHOCT OCBEH B Clyyaii Ha KaTeropHYHa
HeobxomumocT. [TOTEeHIHaHIAT PHCK TIPH HEPOJGHH Jiella He € u3BecTeH. ITpoyysanuara ¢ Keppra nps
SKHBOTHH HIOKA3BAT HEKEIAHA PENPONYKTHRHA TOKCHYHOCT HO B JO3H KOMTO 3HaUHTEJIHO HO-BHCOKH OT Te3H
KOHTO ¢& Hy:KAAeTe 33 1a KOHTPOJIHPATe MPHCTHIUTE CH.

He ce npenopryBa KEPMEHE N0 BPEMe Ha JISHEHHETO.

Mojnpane B patora ¢ MAMHHHE!

Keppra Mosxe a niosnmse BHpXy crocobHocTTa 3a odnpane u pabota ¢ Mamunu. Keppra Moxe Aa
IpeausBHKa ChHINBOCT. TOBA € MO-BepOsTHO B HAYAJiOTO Ha JIEUEHHETO HiK ey, yBeJHJaBaHe Ha fo3aTta.
He msnonspaiiTe KakpaTo H Ja € TEXHAKA HIH MaBIMHA JOKATO HE YCTAHOBHTE, Y€ BF3MOMKHOCTTA 33 TOBA HE
BH ce e noBnmstia.

3.  KAK JIA IPHEMATE KEPPRA

HosapoBKka npu BL3pPAcTHA M oHoM (12-17 ropunn) ¢ Terno 50 kg nin noseye:

Hpuemaiite nipeanvcanis 6poii Tabnerku TouHo KaxTo Byt ¢ kasan Bawua nexap.

. O6uyatinara moza e mexxay 1000 mg 1 3000 mg Bceku AeH.

. Keppra tpa6Ba Aa ce nipueMa ABa OLTH JHEBHO, CYTPHH ¥ BEUEP 110 €1HO M CHUIO BPEME BCEKH JCH.
Hanpumep, npu onesna dosama 2000 mg, Bue mpatea 0a npuesmame 1 mabnemua cympun u 1 mabnemxa
gexep.

Josuposka npu gena (4 - 11 ronusu) u ronomy (12-17 rogann) ¢ rerno nog S50 kg:

Jasaiite na Bawero fete npeanucanys Gpol Tabnetku TOUHO kakTo B € kasan Bauuis nexap.

. O6uuaiinata noza e mexgy 20 mg/kg u 60 mg/kg Beexu nen

. Keppra TpaGea ja ce nipseMa JiBa IHTH JHEBHO, CYTPHH H BEHED, 10 €HO M ChHI0 BpeMe BCeKH JCH.

Keppra 100 mg/ml niepopanes pasrsop u Keppra 250 mg ¢rnmupanu Tabrerku ca Hal-NOMXOAALIHTE
nexapcTBeHH (hopMu 3a yriorpeba IIpH Majiki JeLa.

panoxenne:
Tlorrsiwaiire TabneTkHTe Keppra ¢ KOCTATHYHO KOMMYECTBO TEUHOCT (HAaNpHMEp Jala BOAa).

TIpoas/uKATENHOCT HA JIeWeHHETO:

e Keppra ce npriara 3a XpOHHYHO JleyeHne. Bre TpsOba Aa NPHEMATE TOJIKOBA POABDKUTENHO Keppra,
Konkoto BY e noceeeTan Bawus nexap.

» He cnupaiire nevenuero ¢ Keppra 6es opber or Baris nexap, Thi kaTo TORa MOXKE Jia YBEIHYH
npueteny Bu. Axo Bammsar nexap pemsy Aa cripe aeuenneto Bu ¢ Keppra, Toii me Bu o6scHn xak
HOCTENeHHO Ja HaMamiTe IpHeMaHnaTa Jo3a Ha Keppra.

AKo cTe NpHelIH uosevye or HeoOxoxumara noza Keppra:
VeeaomeTe Bamus NeKap, 4K0 CTe IPHEIH NoBeUe 0T HeoOXoauMuUTe Tabner.

AKo cre nponycHanu aa npaemere Keppra:
VeenoMere Bamus jexap, aKo cTe MPOIyCHATH €AHA HIH [OBEYe IO3H.
He pzemaiiTe ABOIHA 1034, 32 12 KOMIICHCHpPATE NpONycHarara TabneTka.



AKxo cTe cripenn npuema ga Keppra:
Ilpu criMpaHe Ha NeYeHHETO, KAKTO ¥ ApPYTHTe aHTHENHICNTHYHHM lekapeTea, Keppra Tpabsa fa ce npexkscsa
MOCTENEHHO ¢ el H30arsane yBeaHYaBaHe Ha NIPHCTEIHTE.

AKO rMaTe HAKAKBE JOITBAHHATENIHH BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TO3H NPOAYKT, MOJIA MONHTANTe
Banina mexap wm dapMaleeT.

4. BB3MOXHH HEXEJAHN PEAKIIHHA

Kaxro Bcnukd iekaperea Keppra Moxxe Ia Npeau3BUKa HeKENAHH PeaKiuy, BEIPEKH Y€ He BCEKH IH
LOJIy3aBa.

Mons yBenomere Bamus nexap, B ciayyaii Ha [IosiBa Ha H¥KOS OT OCOYSHHTE PEeaKIiH, KoaTo Br
Ge3moxon:

Haji-yectare nexenans peaknnn (>10%) goxnaagsane npu npaem ga Keppra ca:
¢  COMHONEHTHOCT (CHHIHBOCT)
*  Acrtenus, ymopa (M3TOLIEHHE),

Yeern (» 1% - 10%) B Apyry HEXenand peakivl HA JEeKAPCTBOYO ca:

*  HapyWeHHs OT CTPaHa Ha HePBHATA CHCTEMA: 3aMasHOCT (YYBCTBO Ha HeCTabUIHOCT), KOHBYHACHH,
rnaeoBosiHe, XUMepKHHEe3Ks (IOBHILEHA aKTHBHOCT), aTaKCHA (JIHICa Ha KOOPAHHAH), TPEMOP
(HeBOJNHY NOTpeTBaHuA), aMHe3Hs (3ary6a Ha ramer), HapyleHL s B paBHOBECHeTO (3aryba Ha
paBHOBECHE), HapyLieHHe Ha BHUMaHueTo (3aryba Ha KOHLEHTpauut), npobiieMH ¢ naMerTa
(sabpapsHe);

®  TICHXHYHH HapyIICHHMs: TPEBOXKHOCT, JASMPECHS, EMOLMOHANHA HeCTaOWIHOCT, BpaXACOHOCT, WIH
arpecHBHOCT, Ge3ChHHE, HEPBHOCT HIlH Pas/IPasHHTEAHOCT, THYHOCTHH HapyLieHUs (OBeAeHIECKH
npo6nemH), aHOPMAITHO MHCIEHe(3a6aBeHO MUCTICHS, HORE3MOMKHOCT 32 KOHISHTPALIHA)

*  CTOMAUIHO-4PEBH HAPYNIEHHA: GONKH B KOPEMa, TafieHe, AUCIIENICH: (CMyIIIeHHS B XPAHOCMMIIAHETO),

IHapH4, HOBPBIaHe

HapylieHus Ha MeTaboNH3Ma H XpaHeHeTo: aHopeKcHs (3aryba Ha areTuT), MOBHIIABAHE HA TETJIOTO.

HAPYLICHHS HA YXOTO H JiaCMpHHTa: BepPTHrO (MYBCTBO HA CEETOBBPTEK)

HApyLUEH}s HA OYHTE: JUIUIONHS (ABOHHO BIDKAHE), 3aMBIJIEHO 3PSHHE

HapYIUEHHs HA MYCKYJIHO-CKEIIETHATA CHCTEMa i CheAWHHTENHATA ThKaH: Muanrus (Gonka B

MYCKYyJHTE)

HapaHsBaHe: cy4aiiHo HapaHaBaHe

uH(peKIHA: HHQEKIMH, Ha30()apHATHTH

JUXaTeNHHA HADYIUSHKA: YCHIEeHA KaluiHia

HapyLIeHH: Ha KOXaTa: 110482 Ha 00pHB, eK3eMa, NIpypUT

HapyIieHHs B KPEBOHOCHATA CHCTeMa: HamannABaHe 6pos Ha TpoMboLuTHTe

Jpyru uesxesiaHH JekapeTeeHn peaknun npe Keppra:

*  NCHXWYHM HapyLieHHs: HeoGHUAlHO NOBeACHHE, THAB, 0e3MOKOHCTRO, OOBPKBaHE, XAMOIMHALKH,
YMCTBEHH HApYILIeHHs, PAAKO HIKOH Xopa GyXa MOIVIY Aa MMAT CYUUMAHY MACIH (MUCHH 32
camaybuiicTBo).

HApYIIeHHA Ha KOXaTa: KOCONak
HapyIIeHH:s B KpBBOHOCHATA CHCTEMA: HamalisBaHe Gpos Ha YepBeHHTe WM GeluTe KNeTKH Ha
KpPBETa.

Hsxou OT Te3H HexKeNaHH JIeKapCTBeHH PEaKliyK, KaTo CBHIIHBOCT, YMOpa H 3aM
B HAYaNOTO HA JICUEHHETO WK NPH YBeNHYaBaHe Ha Jo3aTa. Te3H peakiyu ce o
BpPEMETO.



5. ChXPAHEHHE HA KEPPRA

» (CoxpaHsBaiiTe HAa MACTO, HETOCTHIHO 32 AeLIa.
e He ce n3HCKBaT clIeIHAHH YCIOBHA Ha CHXPAaHEHME,

He usnonspaiite IeKapcTBOTO ClISA H3THYAHE CPOKa Ha FOJHOCT 0T0eiI3an BhpXyY KapTOHeHATa KyTHA K
onmucTepa.
Cpoxa Ha FOAHOCT OTroeapsa Ha IIOCHCAHKA ACH OT INOCOUCHHA MECCL

6. JOINBJHUTEJIHA HHO®OPMAIMA

Kakso epgnpxa Keppra

. AKTHBHATA CBECTARKA € JIEBETHpaIeTaM

. JlpyriTe cBCTABKH ca:
SIppo Ha Tabnetkarta: Kpockapmenosa natphii, Makporon 6000, xonomnnanen 6e380a¢H CHITHIHH,
MAarHe3HeB cTeapar
PDpmmoro noxpurre; Onanpaii 85F18422 (TlonuBHHMI aNKkoXO0l, YaCTHYHO XHIPONHIAPaH, THTAHOR
muokerq (E 171), makporon 3350, Taik).

Keppra ¢unmupany TabNeTKH ¢a 0fakoBauy B GIUCTEpH U OCTaBeHH B KapToHeRH KyTHH. Beaka Tabnerka
ceabpxa 1000 mg neserupaneram.

Kak msracxaa Keppra ¥ KakBo CbAbPiKa ONaKOBKATA
dunmupann Tabnerkure ca Geny, IpoILIrOBaTH, ¢ AeNHTENHA YePTa U Hane4yaTan ko “ucb™ u “1000”

BHPXY eHaTa CTpaHa.
Kapronenure KyTuH chabpiar 10, 20, 30, 50, 60, 100 u 200 duwmmupany TabaeTky. He Bonuku Buaose

ONAKOBKH MOTaT fia O'BJiaT MycHaTH B pogaxOa.

TIpHTeXATe H2 pazpelieHAETO 32 YIoTpeda A NPOH3BOAATEN
IIpurexaren Ha paspemenueTo 3a ynorpeba: UCB S.A., Allee de la Recherche 60, B-1070 Bruxelles,

Belgium,
Ipouzpopuren: UCB S.A. (Pharma Secior), Chemin du Foriest, B- 1420 Braine-1' Alleud, Belgiuvm.

Hara ua nocieguo opobpenne Ha aacToBraTa: 2006 r.

Hoxpo6ua HHGOpMALEHS 32 TO3M JIEKapcTBEH NPONYKT € lipeJlocTaBera Ha yel calita na Esponeiickara
areHiuA 10 JexapcTrata hitp://www.emea.eu.int/
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