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JleBeTnpaneram

Epiletam 1000 mg film-coated tablets
Levetiracetam

IIpouerere BAMMaTeIHO HANATA JIHCTOBKA, NPEIH 12 3ANI0MHETe AA HPHEMATE TOBA

JACKAPCTBO, ThH KATO TH CHLABLPAA BaxkAAa 32 Bac HEQOpPMAaNHS.

- Jana3sete Ta3u JiMcToBKa. Moxe [a ce HaIokKu Aa i NpoYETETEe OTHORO.

- AKO UMaTe HAKAKBH JONBIHHTE/THHY BBIIPOCH, NIONKTaHTe Bamug nexap wny dapManesr.

- ToBa nexapcTso e npennycano eaMHCTBEHO M TMYHO Ha Bac. He ro npeorcreimaitre na
Apyru xopa. To Moxe ja HM HABpeaH, HEZABHCHMO Ye MIPH3HALIATE HA TAXHOTO
3a0onaBane ca ChIIMTE KaKTo Bammwre.

- AKO NONyYuTe HAKAKBH HEXKeIaHH peakuuu ysenomere Bawna nexap wnu dapmanepr.
‘ToBa BmodBa 1 BCHUKE BB3MOKHN HEXEIAHH peakuyM, HEONHCAHH B Ta3H JIUCTOBKA

KaxBo chabpka Tasn ancroska;

Kakso npencrasnsea Ennneram u 3a kakeo ce wanonspa
Kaxeo tpa6ea na snaere npenn na npueMere Enuneram

. Kaxk na npuemare Emmieram

Bb3mokan Hexenanu peakuyn

. Kak na cexpansasare Emaneram

ChALpiKaHUe HA ONAKOBKATA H NOIBIHWTENHA HH$pOopMaLHL

U AW

1. Kaxso npescrasassa EIIMJIETAM n 33 kakBo ce H3IH0A3BA

Enuneram e antrenunentHyso JIEKAPCTBO (JISKAPCTBO 34 JICUSHHE Ha IPHCTHIHTE NP
CIIHNCIICHS ).

Enuneram ce msnonsea: |
® CaMmOoCTOATENIHO NPH MAMEHTH HaX 16-roAMmHa BE3pAcT ¢ HOBOAHAarHOCTHIMpaHa
CHHICNCHA, 3a Ie4eHAe Ha IAPLUHATHH NPUCTHAHN C WiK Ge3 BTOpHYHA reHepaIH3anus.
¢ KaTo NONbJIHEHHE KbM APYTW AHTHEIIWIENTHYHY JICKAPCTBA 34 JICUSHHME Ha:
" TApUMANHE NPHCTHIM ¢ KK 6€3 reHepanTHaalKa npy BB3PaCTHY, IOHOLIH, Aela U
6ebera Ha Bp3pact Hax eaun mecerr;
" MHOKJIOHHYHH NPUCTLIHM NPH BB3PACTHH M IOHOWM HaA 12 TOMHHH ¢ HOBEHWJTHA
MHOKJIOHHYHA €IHACIICHS,
® IEPBHYHO ICHEPANU3UPAHH TOHHIHO-KNOHHIHH MPHCTHITH IPH NalHEHTH HaN
12 ropumu ¢ HaHonaTHYHa reHepalH3MpaHa eIMHIETICHS.,

KakBo Tpa6ea na 3maete npenu aa npaemere EINAJIETAM

He npremaiite Ennneram
* AKO CTe aleprHyHd KM JICBCTHpANETaM HH KbM HAKOA OT OCTAHAJIMTE CHCTABKH HA
TOBA JICKapcTBO (M36pOeHH B TOUKa 6),

Hpenynpexaenns n npeanazan MEpKH e

TI'oBopere ¢ Ba e
peTe ¢ bamns Jexap npean ga opremere Ennneram R

* Ako umare 656peann npobiemn, ciieBaiiTe ykasaHusTa Ha Bamms nekap. To
A4 mipeLieHu, ue Bamara xosa TpaGea na ce xopurupa. Al
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® Ako 3alenexure HAKAKBO 3a0aBsine Ha pacTexa HIH HeO4aKBaHO pa3BUTHE Ha
rryGeprer Ha Bamtero aere, Tpsafsa na uHQopMHpare Bawmns nekap.

¢ AKo 3abenexxuTe NOBHINABAHE HA TEKECTTA HA NPUCTENNTE (HANp. HapacTBaHe Ha Gpos
uM), TpAOGBa Ja ce cBLpxKeTe ¢ Batmsg JieKap.

* Manka gyact ot X0para, nekyBanH c AHTHENTHIICITUIH, kKaTO Ermineram, ca umanu
MHCJIH 32 CAMOHApaHABaHEe MIIH CaMOYOHICTBO. AKO HMAaTe CHMIITOMH Ha JAenpecHs
H/WTH MHCITH 3a caMOyGHIiCTBO, TpsbBa fa ce o6LpHeTe KbM Balmia nekap.

Apyra aexapersa 1 Enmaeram

Hudopmupaiite Bayuns JIeKap MNH GapMalesT, ako NPHEMATE, HACKOPO CTe IPHEMANY WY €

BDH3MOXHO Ja NIPHCMATE APYTH JICKApPCTRA. '

EnnneraMm ¢ xpana H a1KoxoJ

Buie moxe a nipuemare Emaieram ¢ wiu 6es Xpana. Kato npeanasna Mapka, ne npuemaiite
Enuneram ¢ ankoxon.

bpemennoct, Knpmene n deprranTer

AKO CTe GpeMeHHA WIH KhPMHTE, CMATATE, 4e MOKe Jia cTe OpeMEeHHa KM [UTaHUpaTe
6pemenHocT, nochBeTRaltTe ce ¢ Bamus JieKap unu GapManesT npeau ynorpeSara Ha TOBa
nekaperso. Enuneram He Tpa6ea na ce u3nonsea no BpeMe Ha OPeMEHHOCT, OCBEH B CTyYaii Ha
KaTeropuina Heodbxoaumocr. TloteHunanausT puck 3a Bamero HEPOIESHO IETE HE € MIBECTEH.
ITpoyuBanusTa ¢ JICBETHpaLCTaM TIPDH )KHMBOTHH IMOKA3RAT HEXKEIAHA PENPOAYKTHBHA
TOKCHYHOCT, HO B KO3 KONTO ca 3HAYHTENHO MO-BHCOKH OT AO3HTE, KOHTO ca By Heobxoaumn,
33 1a KOHTPOJIMPATE NPHCTHITHTE CH.,

He ce npenopwusa xepmene no BpeM€e Ha JICYeHHETO.

odupane 1 paGora ¢ MamEER

Enuneram Moxe na nosnuse Bepxy cnocobHocTTa 3a o¢rpane ¥ paGoTa ¢ MALITHHM, THil KaTO
MOXKC 213 IpeH3BUKa CHHNIUBOCT. ToRA € [O-BEPOATHO B HAYANOTO HA JIEYCHHETO HIIH cren
YBC/IMaBaHe Ha nosarta. He modupaiite u He paBorete ¢ Mamunm 1okaro He YCTAHOBHTE, Ye
crniocobGHocTTa BH n1a M3meIHABATE Tesu OCHHOCTH He € 3aCerHarta.

Kak xa npuemare EIIMJIETAM

Bunaru npuemaiire ToBa nekaperBo Touno kakto Bu e xazas Bawmnar nexap wnm gapmauesr.
AKO He CTe CHT'YPHH B HEllo, TonHTaiiTe Banmis JileKap unu QpapmManest. Enuneram Tpadsa qa
CC IIpHEMa 184 TETH IHEBHO, BeAHBK CYTPHH U BEAHBK BEUep, 10 EHO H CHIIO BpEeME BCEKH
neH. lpxematite npeanucanns 6poit Tabnerin TouHo KaxTo By e Kazan Bainus nekap.

1000 mg dpunmupanu tabnerky:

Camocmonmenno aeuenue
/lO3HPOBKA NPH BL3PACTHH H OHOWIH (man 16-rognmaa BL3pacr)
Ob6uyaiina nosa: mexcay 1 000 m g 1 3 000 mg nuerHo.

-

Hanpumep: axo onesnama Bu dosa e 2 000 mg, Bue mpabea oa npuemame 1 mabnemxy™
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cympun u 1 mabnemwu sevep




Korato nepsonavanHo 3anoqHere aa npueMare Enuneram, BaumusT Jexap e Bu npeannie
Mo-HECKA A034 B NPOAB/DKCHHE HA 2 cenmuu, npeny aa Bu pane Hali-uuckara o0myalina
03a,

Honvaeamo nevenue

Aozuposka npr BL3pacTan B wHowM (o1 12 0 17 roguam) ¢ Ter;o 50 Kr mwin noBeve:
Obuvaiina no3a: Mexgy 1 000 mg u 3 000 mg nHerHO.

fHanpumep: axo Onesnama Bu doza e 2 000 mg, Bue mpadea Oa npuemame edna mabnemxa
CYmMpUn u eona mabnemia sevep.

HMosuposka npn Gebera (ot 6 g0 23 mecena), gena (ot 2 go 11 roguEN) ¥ JOHOWA (or 12 no
17 roauan) ¢ reryao nox 50 kr:

Bammar nexap iiie nipeAnMine Hali-NOAXOMALIATA IEKAPCTBEHA (POpMAa HA JIEBETHpALIETAM
CIIOpel BE3PACcTTa, TETJIOTO H JO3HPOBKATA.

Jlepernpaueram 100 mg/ml nepopanen pasreop € no-noaxopsma opma 3a Gebera H zena Ha
BB3pacT oA 6 roguHu,

O6nuaiina n03a: Mexcy 20 mg Ha KT TenecHo Terno ¥ 60 mg Ha Kr TeJIeCHO TENIO JHERHO.

Jo3npoBka npa Gebera (ot 1 mecen 70 He NoBeue 0T 6 Mecena):

JlepeTHpaneraM 100 mg/ml nepopanex Pa3TBOp € No-NoaXoadIna tdhopma 3a gpmomenne npH

Oelera.

HavunH ma npuaoxeHne:
Hornsumaiite Ennnetam ¢ ROCTATHUHO KOMHYECTBO TEUHOCT {Hanp. Yallia BOJA).

[IpoxbLKETENHOCT HA JIeYeHHETO:
e Enmneram ce npuiara 3a xpoHH4HO jieueHue. Bue Tpa6Ba aa npuemare Enmneram
TOJIKOBA BpeMe, KOJIKOTO BH ¢ nocweeran Banmis nekap.

* He crmpaiire neyennero, O3 aa ce koncyaTupare ¢ Bamus Jiekap, Toi KaTo ToRa
MOX€ N4 YBE/IHYH NPHCTHIMTE BH. Ako Bammsar nekap pemu na cnpe jie4eHueTo BH ¢
Enuneram, To#/14 me Bu 06i1cHH kak nocTeneHHo fa crpere npuema Ha Emmneram .

AKO CcT¢ IpHEe/IH noBede OT HeobxoammMara A03a Ennyeram

B13MoXKHUTE HeXeNauH JIeKapCTBEHM peakiii IpH npeaosipane Ha EmureraM ca CHIMBOCT,
TPEBOMKHOCT, arpecus, HaMaJICcHO BHHMAHKE, IOTUCKAHE Ha QHINAHETO H KOMA.

Crbpxere ce ¢ Bamms jiekap, ako ¢Te nNpHesH HoBede OT HEOGXOAUMHATE TaGIICTKH.

Bammsr nexap wie npeanpuemMe Hail-a06pUTE BE3MOXHN MEPKH TIPH npefo3upaHe,

Axko cre aponycHAAH Aa npuemere Ennaeram
Ceppixere ce ¢ Bamus nexap, ako cTe NporyCcHaH €1Ha WM [oBeYe [03H4.
He B3emaiire apoitna 1033, 3a 1a KOMIIEHCHPATE MPOITycHaTaTa Tabuerka.

AKo cTe cupesin npHeMa Ha Ennneram
Ilpu ciipaHe Ha ASUSHUETO, KAKTO B TIpM APYTHTE aHTHENWISNITHYHH JIeKapcTBa, Emieram
Tpaﬁaa Aa ¢€ TIPEKBbCBA NOCTENEHHO, 3a Ja ce H30erHe yBenH4aBaHe Ha MPUCTHIINTE.

AKO HMaTe HAKAKBH AOITB/IHUTSIIHH BENPOCH, CBLP3aHA ¢ yiioTpefara Ha TORa nenapcrso
MOJIA mormuTaiTe Bauus siekap wny papmauesr. 5




Bramoxan nexenany peaxyuu

Kakro BcHukw nekapersa, TOBa 1€KapCTBO Moske Aa MPEAU3BHKA HEKEIAHH PeaKUHH, BBIPEKH
4€ HE BCEKH I'M MOMTy4aBa..

HAKOH 0T HexeaHNTe NEKapCTBEHH peakup, KaTo CHHJIMBOCT, YMOPa H 3aMasHOCT, MOXKe N
C¢ CpeIarT no-4ecTo B Ha4aloTO Ha JIEYCHHETO WiH NPH YBEIMYABAHE Ha 03ata. OYaKsa ce
TC3H PEAKUMH 2 HAMAISABAT ¢ BPEMETO.

Muore 4ecTH: MOTaT A3 BR3HHKHAT npH noeeve ot 1 Ha 10 norpeburennu
® Hazo(apuHTHT;
® COMHOJCHTHOCT (CBHJIMBOCT), TaBOOHNHE.

HecTn: Morat Aa BH3HHKHAT npy 1 10 10 Ha 100 notpeduTenH

® aHOpeKCHA {(JTHNCA HA aneTHT);

* TIOTHCHATOCT, BPaXAEOHOCT HITH arpeCHBHOCT, TPEBOKHOCT, DeschHUe, HEPBHOCT Wil
Pa3sapa3sHUTENHOCT);

¢ TbpYOBe, HAPYIUCHHS B PaBHOBECHETO (3ary6a Ha PaBHOBECHE), 3aMasgHOCT (YYBCTBO Ha
HECTAOHNHOCT), JISTAPIusl, TPEMOP (HEBOTHO TpenepeHe);

® BEPTHIO (UYBCTBO Ha CBETOBLPTEXK),
KallUTALa,
OONKH B KOpeMa, ragene, AHApHA, IUCIENCHA (HapYILCHO XpaHOCMHNaHe),
NIOBPBIIAHE, raJcHe;
oOpuB;
aCTCHWA/ M3TOMIEeRHe (YMopa).

Hewecrn: Morar na se3nnkuar mpy 1 xo 10 Ha 1 000 norpedurenu

® HamalleH OpOii TPOMOOLMTH B KPHLETE, HAMASICH Opoit Genmt KpbBHA KIETKH;

¢ HaMaljdBaHe Ha TEMJIOTO, MOBHINABAHE Ha TEMJIOTO;

¢ ONHT 32 CamOyOMIICTBO M MHCITH 38 cAMOYOHIHCTBO, MICHXHIHH pascTpoiicTBa,
HeoOHYaHHO MoBeAeHME, XaMOUHHALHH, THAB, O0LPKAHOCT, NPHCTHI Ha NMAHMKA,
EMOLMOHAIHA HECTAOHTHOCT/ NPOMEHH B HACTPOEHHETO, Ge3NOKOHCTRO;

® amHesnd (3aryba Ha naMer), HapYIICHHUS Ha IAMETTa (3aOpasane), napymena
KOOpAHHALMA/ ATAKCHA (JIMIICA HA KOOPAMHAIMA Ha ABHOKEHHATA), MApecTe3ns
(M3TpBIIBAHE), HAPYIICHUE HA BHHMAHHETO (3aryba Ha koHUEHTpaysA);
AHUILTONHA (ABOHHO BIDKIAHE), 3aMEBTTIEHO 3PCHHE;
UTKJIOHCHHE OT HOPMATHHTE CTOHHOCTH Ha PE3YNTATHTE OT M3C/CABaHe Ha YepHHS
Apob;
KOCOmaj, eK3eMa, Crpoex;
MyCKynHa criaboct, Muanrus (Gonka B MycKysuTe);
HapAHABAHE.

Penxn: morar na Bx3HukHaT npu 1 50 10 Ha 10 000 norpeburenu

¢  HH}pEKIpA;

* HaMaJicH OpOH Ha BCHYKY BUOBE KPLBHHA KIETKM:

* caMoyOHIiCTBO, TMYHOCTHH HapylIeHH" (MoBeASHYECKH npobaemu), IIPOMSHA B
MHCIeHeTO (3a0aBeHO MHCIICHE, HEBB3MOKHOCT 3a KOHIICHTPALMS );

® HCKOHTPONHPAHH MYCKYJIHH CIIA3MH, 3aCATAIIY [VIABATA, TANOTO ¥ KpalHWIMTe,
3aTPYAHCHO KOHTPOJIHPaHe Ha ABHKEHHATA, XHNECPKHHE3HS (noBumena aKTHBHOCT);

® MAHKPEATHT, .

HEPHOAPOOHA HEAOCTATEYHOCT, XENATHT; g ?\ s
OOpPHB 110 KOMKAaTa, KOMTO MOKE /1 € BEB dopmara Ha MexypH u [a OpWIHYa Ha MafIKH>; 5y N\
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OT ThMeH NPLCTEH) (epumema myamugopme), OGpUB, 3acAraIy roasma TUIOML,
NPUAPYAEH C MEXYPH H JIIOLIEHE Ha KOYKATA, NPeJUMHO OKOJIO yCTaTa, Hoca, OUHTE U
FeHMTanuuTe (CUHOpOM HA Cmuevnc-Ixnconcon), KakTo u no-cepHo3Ha ¢opMa, npH
KOATO HMa JIOINEHE Ha nokeve ot 30% oT TenecHaTa NOBBLPXHOCT (MokcuyHa
ENUOEPMATING HEKPOAU3A).

AKO NOTyqHTe HAKAKBH HEKEIIaHH JCKAPCTBCHU peakunH, yeeaoMere Banmis nexap win
dbapmanest. Tora BKIIOYBA BCHYKH HEOMHCAHH B TA3H NTUCTOBKA HEKETAHH PEeaKLIHH,

Kak pa cexpanaBare EIMAJIETAM

Tosn nexaperBen nponyxT He W3KCKRa CTIEIHATHH YCIOBHA 32 CHXPAHEHHE.
Ha ce cexpaHaBa Ha MACTO, HEIOCTHITHO 3a aena.

He u3nonseaiite Topa siekapeTro ciex Matuyane CPOKa Ha FOMHOCT, OTOENA3aH BBpPXY
KapToHeHaTa Kytus H 6nucrepa cnen “Coxen no:”
CPOKBT Ha FTOAHOCT OTTOBApPS Ha MOC/eTHHS AEH OT MOCOYEHHA MeCell,

He usxerpnaiire nexapcrsara B kananuzauwsra win KOHTeHHepa 3a NOMAIIHH OTNATbLUL
[lonuraiite Baruma dapmanest xak na H3XBBPIATE JICKapCTBATa, KOHTO BeYe He W3MO3BaTe.
Te3u Mepku e cioMoTHaT 3a onasBaHe Ha OKOJIHATA cpena

Coabpkanne Ha onakoBKaTa H Apyra sadopmManus
Kakso chaspxa Ennneram:

AKTHBHOTO BEUISCTBO C HAPHYA JIEBETHPALETAM (Levetiracetam).
1000 mg: Beaka Tabnerka ¢babpixa 1000 mg neseTupaneram.

Apyrure cLCTaRKH ca:

Chpueruna:

Kpocniosuzion (Tun B), ITosnaon K30, CanuupeB aHokcHa, KoMoHaeH Ge3poaeH, Maruesuen
cTeapar

1000 mg:

DOHUIMOBO NOKPUTHE:
Xunpomenosa, Makporon / PEG 400, TuTanos maokcHn (E171), Ilpeuncren tank

Kax n3rnexaa Ennneram n kakso ChABPKA ONMAKORKATA

1000 mg:

benu, opanuu QrIMEHpany TabneTky ¢ NeaMTeNn Ha Y€pTa OT €AAHaTA CTpaHa, ¢ pa3Mepu 19,2 x
10,2 mm, omakoeauu B anyMuauesu/PVC-PE-PVDC GiicTepH, nocraseHH B KapTOHEHH
KyTau, cbABpKaly 10, 20, 30, 50, 60, 80, 100, 120 u 200 dunMHpany TableTKH.

He Bcuuku BuAOBe onmakoBxu mMorar na 6baar ITyCHATH B npojakGa




IIpuresaren na paspemennero 1a ynorpeda
EGIS Pharmaceuticals PLC

1106 Budapest, Keresztiri Gt 30-38.
YHIAPH S

poussogurenn

Remedica Ltd, Limassol Industrial Estate, P.O. Box 51706, CY-3508 Limassol, Kunsp

EGIS Pharmaceuticals PLC, H-1165 Budapest, Bokényfaldi ut 118-120, Yurapua

Tosn nexapersen npoaykr e pazpeiuen 3a ynorpeda B crpanute-unenkn na EMII ene
C/IETHHTE HMEHa:

Jara va nocrenno npepasriesIane Ha THCTOBKATA
HOuwm, 2013 1.






