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HpouereTe BHEMATENHO HSJIATA JHCTOBKA OPEIH Aa 3alI0YHETE 12 NMPHEMATE TOBA JIeKAPCTBO.

- 3amnazeTs Ta3u NTHCTOBKa. Moike Ja MMaTe HyK/a fa g NIPoUETeTe OTHOBO,

- AKo uMaTe HAKaKBH JOITBIHHTEIHM BENPOCH, Nonwralite Bamua nexap UnH GapManesT.

- Topa JlekapcTBO & NpefnHcaHo nuyHo Ha Bac. He ro npeoTcTenBaiite Ha Apyrd xopa. To MOe Aa HM
HaBpeJ}, He3aBHCHMO OT TOBA, Y€ TeXHUTE CHMITOMH ¢4 ChIlWTe KakTo Banure.

- AKO HAKOS OT HeXXeNaHUTS JCKapCTBeHH peakLy CTaHe CepHO3Ha, WM 3abeNexnre ApyrH,
HEONHCAHH B TA3H JIHCTOBK2 HEIKEIAHH PeaKkiyy, Mol ybefoMeTe Bamus Jiekap win gapmManesT.

B razu JHCTOBKA ¢

. Kaxgo npeacrasnssa Keppra 1 3a Kakeo ce H3MOA3BA
IIpenm na npuemare Keppra

. Kax na npuemare Keppra

Br3MOKHH HEIKSTAHA peaklHi

Crxpanenue Ha Keppra

JonbnauTenna HHGopManwsa

O h 0 N

1. KAKBOIPEICTABIGIBA KEPPRA M 3A KAKBO CE B3HOJI3BA

Keppra 250 mg danmMupann TabAeTKY & aHTHEIHACSIITHYHO IEKApCTBO (JIeKapCTRO 3a JISYCHHE Ha
MPHCTEHIINTE MPH ENEJICIICH).

Keppra ce H3NoN3Ba CaMOCTOATENHO B JISYEHHETO Ha NAPUHANHY NPHCTHIIH NpH MalMeHTH Haa 16 rofuinya
BE3pACT.

Keppra ce u3n0/13Ba Ipy NANMGHTH KOMTO NPHEMAT M APYTO aHTHEIHICHTHYHO JCKapCTBO 32 IEeUCHHETO Ha:
® TapLUATHY NPHCTHITA TP BE3PacTHH M Aierla a4 rORHLIHA BE3pacT
* MHOKIOHHYHH NPUCTHIH NPH NAUHEHTH Hafl 12 roJMilza Bs3pacT ¢ I0BEHUIIHA MIOKIOHHIHA
eNHJIeTICHA.

2. TPEJM JA IPHEMATE KEPPRA

Keppra ce W3mon3sa IpK BE3PACTHH M Jiella Haj 4 rofMInHa B53pacT. He ce mpenopsbysa Ha feua nox 4
TOAWHH.

He npuemaiite Keppra:
. AKo cTe aneprayHH (CBPEXIYBCTRHTENHH) KBM JICBETHPALETAM HIIH KbM HAKOS OT OCTAHAJIHTE
cbetaBke Ha Keppra.

OfbpHeTe CHENHANEO BHEMAHNE NpH ynorpedara Ha Keppra:

. ako HMaTe 6B0peyny npobiemy, ciieBaiiTe JeKapcKHUTe ykasaHua. Baius Aekap MoXe Jia MpeleHH
Jjand Bamrara po3upoeka Tpa0Ba Ja ce KOPHTHpa.

rnadopMupaiire Bamusa jiekap.




Yoorpeba Ha APYru feKapcTBAa:
Mons uagopmupaiite Bamua nekap uid GapManesT ako IIPHEMATe HIH HaCKOpPO ¢ NpHeMali ApyTry
JieKapcTBa, BKITIOYHMTENHO H TaKHBa, OTIycKaHH 6es pellenTa.

Hpuem va Keppra ¢ Xxpana n BanuTKH:
Bue moxxe na npHeMate Keppra ¢ win Ges xpana. He npuematire Keppra 3aefiHo ¢ aKoxoll.

BpeMeHHOCT ¥ KbpMeHe:

Tlocsrernaiite ce ¢ Bamua nekap win dapManesT npefd ynorpebara Ha KOETO i Aa € JIEKapCTBO.

Axo cte GpemeHHa WIH MHCITATE, de cTe GpeMeRHa, Mo undopMupaiire Bawmusa nekap.

Keppra se Tpa6Ba Aa ce H3MOJ3EA 10 BpeMe Ha OPeMEHHOCT OCBEH B ClIyyal Ha KaTeropn4Ha
Heob6XonAMOCT. TIOTeHITHANHKAT PHUCK NIPH HEPOASHH Jiela He ¢ H3BecTeH. Ilpoyusanuata ¢ Keppra npx
IKHUBOTHH NOKA3BAT HEXKeJIaHa PelPOAYKTHBHA TOKCHYHOCT HO B JIO3H KOHTO 3HAYUTENHO M0-BHCOKH OT Te3H
KOHTO Ce Hy3KAaeTe 3a A3 KOHTPOJIHpaTe NpHCTHINTE CH.

He ce npenioppuBa KbpMEHE IO BPEME Ha JISHEHUETO.

IModnrpane # pabora ¢ MAMHHEH:

Keppra mosxe [ja HOBAHsE BEPXY cHOcOGHOCTTA 32 Iodkpane # paboTa ¢ Mammnu. Keppra Mojke fa
IPEAH3BEKA CHHIHBOCT. TOBa € MO-BePOSTHO B HAYAOTO HA JIGUSHHETO HiH CHe/l yBellHyaBane Ha J03ara.
He usnonssaiiTe KAKBATO H Ja € TEXHHKA HIH MAINHA JOKAaTO HE YCTAHOBHTE, Y€ BE3MOIKHOCTTA 32 TOBA HE
ce € NOBITHANA.

3. KAK JIA IPHEMATE KEPPRA

Jo3zapoeka npy sb3pacTaH B WHOIH (12-17 ropunn) ¢ Terao S0 kg unn noreve:

IMpuemaiire npeamicanus 6poi Tabnerku TouHo kaxro By e kazan Bauma nexap.

. Obuyaiinara fo3a e Mexcay 1000 mg (4 Tabnerky) 1 3000 mg (12 TabneTky) BeeKH HEH.

. Keppra Tpa6Ba Aa ce npHeMa ABa II6TH AHEBHO, CYTPHH H BEUep O €/1HO ¥ CHI0 BPEME BCEKH JICH.
Hanpumep, axo Ouesnama Bu dosa 1000 mg, Bue mpatea da npuemame 2 mabremxu cympun u 2
mabnemxu eeyep.

Josupopka npu Aena (4 - 11 rogunn) u ronomn (12-17 roaunn) ¢ Teryo mog S50 kg:

Jagaiite Ha Bamero nete npefnycanus Gpoit Tabnerky ToUHO kKakTo By e kaszan Baumig ekap.

. O6uuaiinaTa no3a e Mexxay 20 mg/ke 1 60 mg/kg Becexku acH

. Keppra Tpa6Ba ja ce npieMa JiBa NHTH AHEBHO, CYTPHH H BEYEP, 110 €[HO U CHILO BpEME BCEKH ACH.

Hpuno:xepne:
TTorasinaitre Tabnerkure Keppra ¢ I0CTATHYHO KONMYECTBO TEUHOCT (HalpUMep Hamia BOAa).

TipoasxATENROCT HA JICYEHHETO:

. Keppra ce npmiara 3a XpoHudYHO jieyenne. Bue TpabBa fa mpuemare TONKOBA NPONBDKHTENHO
Keppra, konkoro Bu e noceeersan Batuus nexap.

. He cnmpaiite nevennero ¢ Keppra 6e3 ceper or Balksa nekap, Thif KaTo TOBa MOXE Ja YBENHYH
npucTEnH Bu. Ako Bamusar nexap pemm Aa cnpe aeuennero Bu ¢ Keppra, Toi me Bu obacku kak
[IOCTENEHHO ia HaManuTe NpreMaHara fo3a Keppra.

AKo cre npuenH nopede ot Heobxogumara goza Keppra:
VeegoMere Bamus jiekap, ako CTe NpHeNIH NoBeye 0T HeoOXOAUMHTE TAONEeTKH.

Axo cTe nponycuann xa mpaemere Keppra:
YeepoMere Bamrna nekap, ako ¢Te MpOIYyCHANH enHa HiH [I0BCYE NO3H.
He Bzemaiite gBoiiHa 1033, 3a ja KOMIieHCHpare NPONycHaTaTa TabJeTka.

Axo cTe cnpenu BpHema ra Keppra:




Tipu coMpaHe Ha JIEUEHHETO, KAKTO W APYTHTE aHTHENWIENTHYHH eKapeTsa, Keppra TpaGsa fia ce npexnesa
TIOCTENieHHO ¢ Liel W30ArBaHe yBeIMUaBaHE HA NPHCTEIMTE.

AKO ¥MMaTe HAKAKBH HNOMBJIHWTENHE BBIPOCH, CBBP3aHK ¢ yrioTpedaTa Ha TO3H NPOAYKT, MO MONUTaATe
Bamuus fexap Wil GapManesT.

4. Bb3MOXHY HEXEJAHW PEAKINAH

Kakto Bewuky Jekaperea Keppra Moke Jia NpeAw3BHKA HEEIAaHH PEaKIMH, BBIPEKH Ye He BCEKH TIH
fonydasa.
Mons yeemoMere Bamms Jiekap, B Ciy<aifl Ha NOSBa HAa HKOA OT NOCOYEHHMTE peakikH, kogro Bu
Ge3nokoH:

Haii-qecTare Hexenanu peaxmun (>10%) goxnapgsanu npu npaeM Ha Keppra ca:
. COMHOIIEHTHOCT (CBHIMBOCT)
. Actenns, ymopa (M3TOIIEHHE).

Yeeru (> 1% - 10%) wu gpyrH HesxelaHH PCAKDBHHE Ha JIEKapPCTBOTO €A}
e HapyIIeHHs OT CTpdHA HA HEPBHATA CHCTeMa: 3aMafHOCT (YyBCTBO Ha HecTa0HIIHOCT), KOHBYNCHH,
rnasoboiie, XMIEepKHHE3Hs (NOBHOIEHA aKTHBHOCT), aTakcHd (JHnca Ha KOOpRHHALULE), TPEeMOp

(seBonH# noTpenBanuy), amMHe3us (3aryba Ha NaMer), HapyIlIeHHs B paBHosecueto (3aryba Ha
PABHOBECHE), HapylueHue Ha  BHMMaHWeTo (3aryba Ha KOHIEHTpaums), NpobineMH ¢ MaMerta
(zabpapsne);

* NICUXWYHM HApyIEHHA: TPEBOXKHOCT, ACMpecHsd, 6MONHORAaNHA HeCTabMIHOCT, BpaxpeOHOCT, Wik
arpecHBHOCT, GE3CHHME, HEPBHOCT WIH Pas/pasHHTENHOCT, JHYHOCTHH HapyileHHs (TIOBEHEHHECKH
npabieMH), aHopMalTHO MUcaeHe(3aGaBeH0 MuceHe, HeBE3MOKHOCT 3a KOHLCHTPaLWs)

e CTOMANIHO-YPEBHM HapylleHus: GOJIKH B KOpema, TafeHe, JHCIENCHa (CMYIeHHE B XPaHOCMHIIAHETO),

JHapHs, HOBPhIaHe

HapyLieHus Ha MeTabonms3Ma 1 XPAHEHETO: aBOPeKCHA (3aryba Ha aneTHT), ToBHIIaBaHe Ha TETMIoTO.

HapyIIeHHs Ha YXOTO M JIaGHpHHTA: BEPTHIO (MYBCTEO Ha CBETOBBPTEX)

HapyIICHHA HA OUMTe; AUIUTONKS {BOHHO BIIAHE), 3aMBITIEHO 3pEHHE

HapylIeHUA Ha MYCKYJHO-CKENETHATAa CHCTEMA H ChefHHHWTENHAT2 THKaH: Mmuanrui (foake B

MYCKYJIHTE)

HapaHsBaHe: CiiyyaiiHo HapaHsbaHe

ur(exupn: HHOEKUHH, Ha30hapHHrHTH

JMXATERHN HapyileHHs: YCHICHA KalLTHIA

HapyIUeHHA Ha KOKaTa; oApa Ha oOpHB, eK3eMa, IPYPHT

HapyIIeHHs B KpBBOHOCHATA CHCTEMa: Hamanspase Oposa Ha TpombouuTiTe

Jpyra Hexefladn JekapcTBeRn peaknan upy Keppra:

* TCHXHYHM HapyleHMs: HeoOWYaliHO MHOBEJeHHe, IHAB, O3ITOKOHCTBO, 06BpKBaHe, XamONHHAIRH,
YMCTBEHH HapyINCHHS, DSNKO HAKOM Xopa GHXa MOMM A2 MMAaT CYHIMIHH MHCIM  (MHCIH 32
camoyOHHCTBO).

HapyLICHHA Ha KOXKAaTa: Koconaj
HapylllcHHs B KPBBOHOCHATA CHCTeMa: HaMainssahe Opos Ha uepBenwTe Wik GenuTe KISTKH Ha
KDEETA.

Hsxou OT Te3H HEMXENAHH JIEKAPCTBEH# PEAKIHH, KaTo CHHAKMBOCT, YMOPa H 3aMasHOCT Ce CPEaT o-4eCTo
B HAMaJOTO Ha JIEYEHMETO HJTH NPH yBelHYaBaHe Ha N03aTa. Te3H peaKiu Ce OYaKBarT fia HaManssaT ¢
BpEMETO. A

AXO HAKOS OT HOKEIAHHTE ACKapCTBEHH Peakliy CTaHe CePHO3Ha MITH axo 3abemeKHTef
PEaKLuH, KOWTO He ca ONMCAHM B Ta3H IHCTOBKA, MOJIs yBezioMeTe Batuis nexap wii g

5. CbHbXPAHEHHUE HA KEPPRA



. CoxpanaBaliTe Ha MACTO, HEHOCTRITHO 3a ASLA.
. He ce u3ickBar cnenuanHy YCIOBHA HA ChXpaHeHHe.

He H3n0/13BaiiTe IeKapCTBOTO ClIeH H3THYaHe CPOKA Ha FOIHOCT O0T0esA3an BEPXY KAPTOHEHATa KYTHI H
OonucTepa.
CpoKa Ha rofIHOCT OTTOBaps Ha IOCIeAHH JEH 0T MOCOUYSHHs Mecer]

6. JNOI'BJIHUTEJHA HHOOPMAIHA

Kaxso cpabpxa Keppra
. AKTHBHATA CHCTaBKa € JiEBeTHpalleTaM

. JpyTuTe CECTaBKH Ca:
Slapo Ha TaGrerkara: KpockapMesioza Hatpuil, Makporon 6000, konoupaneH 0e3B0JCH CHITMLH, MarHE3HEB

cTeapar
@umoro nokputre: Onagpaii 85F20694 (TTonusrHIN aJIKOXON, YACTHIHO XH/IPOIH3NPaH, THTAHOB
muokeun (E 171), maxporosn 3350, Tajk, KapMUHOBO HHAHIO anyMunneB jiak (E 132)).

Keppra duiMuapany TabieTky ca ONaKkoBauH B GiKCTEpH ¥ IOCTABEHH B KAaPTOHEHH KyTuu. Beaka Tabnetxa
cprppika 250 mg neserupaueram.

Kark m3rmexpaa Keppra v KakBo chABP:KA ONAKOBKATA
DuimMupann TabNeTKUTE ¢a CHHH, NIPOKBIATOBATH, C AelNTeNHa YepTa i penieden koi “uch” u “250” Bppxy

e/lHaTa CTPaHaA.
Kapronenwre KyTuu craspsxar 20, 30, 50, 60, 100 u 200 ¢punmupanu Tabnerxy. He Bonuky BHIOBE

ONAKOBKH MOTAT Ja G6'bIaT MycHaTH B npoaaxba.

MpeTe;RATe HA paspelleHHEeTo 32 ynoTpeba i NPoH3BOAUTEN
IIpuTexaTen Ha paspemenuero 3a ynorpeGa: UCB S.A., Allee de la Recherche 60, B-1070 Bruxelles,

Belgium.
Hpousroauten: UCB S.A. (Pharma Sector), Chemin du Foriest, B- 1420 Braine-1’ Alleud, Belgium.

Jiata Ha HoclexHo ofobpenne Ha gncroskara: 2006 1.

Ionpo6ra HE(OPMAIHS 33 TO3H JEKApCTBEH HPOXYKT € IpeocTaBena Ha yeb caiita Ha Epporelickata
arenims 1o nexaperpata htip://www.emea.eu.int/




