JIncroBKa: HEGOpMANHA 32 NANHEHTA
Jlperanen 500 mg pnamupanu Ta0IeTKH

JIeBerupaueraM (levetiracetam)

IlpouereTe BHHMATEIHO HSAIATA JIHCTOBKA, Thi KaTO TA ChABPXKA BaKHA 32 Bac nrgopManus.

- 3amazere Ta3W JUCTOBKA. MoxXe 12 c€ HANOXKHM Oa A NPOYETETE OTHORO.

. AKO MMATE HAKAKBH JOTBIHHTENHH BBIIPOCH, onuTaikTe Bamus nekap Wix (apManest

- ToBa JIeKapcTBO € MPEANMCaHO eANHCTRBEHO U TH4HO Ha Bac. He ro npeoTcThnBaHTe Ha APYTH
xopa. To MOXe 12 UM HaBpe/IH, HE3aBUCHMO OT TOBA, Y€ TCXHUTC CMMIITOMH Ca CBIIHTE KAKTO

Baisre.
- AKO IOJTy4dTe HAKAKBH HEXKETAHM JICKAPCTBEHY peakiMH, yBeoMeTe Bailks nekap Wik
dapManerT. ToBa BII0OYBA H BCHYKH BB3MOKHH HEXKCIAHH peakuﬂﬂ HEOINHCaHH B Ta3H JIUCTOBKA.
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KakBo CBABPXKA TA3H JIMCTOBKA:
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1. Kakso npenctasnspa JlpeTatieH i 3a KAKBO CE H3MION3BA Witk P a{ ﬁ / /0 é' ’53
2. Kakpo TpsGBa fa 3Haere, OpeiH 1a npremete Jlperalien f ¢

3. Kak na npuemare JperaneH
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4. BE3MOKHH HEXETAaHH PeaKlHu j
5. Kak na cpxpandsare /lperaneH !;f’—‘uf" L M /f
6. ChIBpiKaHHE Ha ONAKOBKATA M JOMBIHHUTEIHE HHPOpMAaLAs B AT T LIPS

1. KakBo npeacraBinsaea /IperaneH H 32 KAKBO C¢ H3N0./13Ba

JpeTalieH € aHTHETHIENTHYHO JIEKapcTBO (JIEKAPCTBO 32 JI€YSHHE Ha PUCTHITHTE NPH SIIIETICHS ).
Toea nexkapcTBO c€ H3MON3BA:
® CAMOCTOSTEIIHO NPH BH3PACTHH K IOHOIIM Haz 16-rofyiiHa Bb3pacT ¢ HOBOHArHOCTHIIMPAHA
eMIICIICHA, 3a JISYCHUE Ha NIapIHATHHA NPUCTHIIH ChC WIH O€3 BTOPHYHA FEHEPATH3aLHA
e KaTo JONbIHEHHE KbM APYTH AHTHEIHICNTHYHH JI€KAPCTBA 3a JICYCHHE HA!
O MNapLHATHM IPUCTHITH Ch¢ WIK 0e3 reHepanu3aliys Npy Bb3PacTHH, FOHOLIH, JCLA K
HOBOPOJZICHH Ha BB3pacT Hax 1 mMecell.
O MHOKJIOHHYHH NPHUCTBIM NIPH BB3PACTHH U FOHOIIM HajJl 12 roquHM ¢ IOBCHH/IHA

MHOKJIOHWUHA ETTHACIICHS.
O IHPBUYHM FeHEPATH3HPAHH TOHHYHO-KJIOHHYHEU NPHCTHITN MPH BH3PAaCTHH Y FOHOMIM Haj 12

rOAKHYA C HAHOMATHYHA PCHEPATTH3HPpaHa CIIWICIICHA.

2. Kakso Tpa0Ba ga 3HaeTe, npeJH Aa npuemere [peranex

HE npuemaiite Jperanen:
® aKO CTe wIEePruyYHM (CBPHXYYBCTBUTEIHH) KbM JICBETHPALICTAM HJIH KBM HAKOA OT OCTAHAIHTS
CHCTABKH Ha TOBA JIEKapcTBO (M300peHH B TOUKa 6).

IMpeayupexnenus H NpeANasHH MEPKH

[oBopete ¢ Bamus Jekap uin ¢papmanesT npeln 1a npHeMere /Iperanen, aKo:

e wumare GBHOpeunHH MpobGreMH, CleBaiiTe IEKAPCKUTE YKA3AHHS, MOXKE /1a & HEODXOpS
Kopurupa Bamara no3a.

o 3abejIeXKHTE HAKAKBO 3a0aBAHE HA pacTeXka Wik HeOUaKBaHO Pa3BUTHE HA ITyOe
JeTe, MONA CBBpAETE ce ¢ Bamus nexap.

¢ 3a0elexUTe NIOBMIIABAHE HA TEXKECTTA HA MPUCTHINTE (HAIIP. HAPACTBAHE Ha O
CBBEPXKETE c€ ¢ Bamus ekap.




e  MMaTe CUMIITOMH Ha ACTIPECHs W/HIH MHCIH 3a caMOyOHICTBO, MONIA CBBpXETe ce ¢ Bamsd

nexap. Maika 9acT oT XOpara, JIEKYBaHH ¢ aHTHENWISIITHLY, KaTo JpeTaueH ca HMani MHCIIH 34
caMOHapaHgBaHE WK caMOYOHHCTBO.

Jipyru gexapcerea u /Iperanen
Mo, uadopMupaiire Batusa nekap HiM (papMalieBT, ako MPUEMATE HIIH HACKOPO CTC NPHCMATTH

IPYTH 1eKapcTBa, BKIIOUMTEIHO M TaKHBa, OTIyCKaHU Oe3 pelenTa.

JIpeTanen ¢ XpaHa, HANMKTKA H AJIKOXO0J1
Bue moxxe 1a npHemare JperaneH cbe wiM 6e3 xpaHa. Karo npennasia MApka, HE IIPUEMAaNTE
JlperaneH ¢ aIKoXoJl.

BpeMenHOCT H KbpMEHE
[TocnBeTBaiiTe ce ¢ Balms nexap wid (GapManeBT nmpeau ynorpedara Ha KOETO H /ia € JICKapCTBo.

AKo cTe GpeMeHHa WIH MUCIIHTE, Ue MOXKe Jja cte GpemenHa, Tpabea Aa nHpopMmupare Bauus nekap.
JlpetaueH Be TpaOBa Ja ce U3IOJ3Ba [0 BpeMe Ha OpEMEHHOCT, OCBEH B CJIy4ad HA KATCTrOpHiHa
HeoGxoaumocT. [ToTeHLMaTHUAT pHCK 3a Balero HepoJeHo aeTe He e u3pecTeH. IlpoyduBaHusTa ¢
JIEBETHPALIETaM IIPH KHBOTHH [10Ka3BaT HEXeEIaHa PEMPOAYKTUBHA TOKCHYHOCT, HO B 1031 KOUTO Ca
JHAYMTETHO TIO-BHCOKH OT J03MTE, KOUTO ca BH HeoOX0AHMH, 32 Ja KOHTPOJIHPATE MPHCTHIIMTC CH.
He ce npenopruBa KEPMEHE 10 BpEME Ha JICYUEHHETO.

Illodupane 1 pabdora ¢ MAIIHHH

JlpeTaneH MOKe Jia BIOMH cnocoGHocTTa Bu 32 modupane u paGoTa ¢ ypeay WK MallluHH, ThH KaTo
Moxe a Bu HanpaBu ChHIMBH. ToBa € NMO-BePOATHO B HAMAJIOTO HA ICHCHUETO KWITH CNE],
yBe/INUaBaHE Ha fo3ara. He modmupaiite u e paboTeTe ¢ MallMHA JOKATO HE YCTAHOBUTE, S
crmocobHocTTa BH na H3nbaHsABaTE Te3H ASHHOCTH HE € 3aCETHATA.

3. Kak ga npaemarte /IperaneH

BuHArH IpHEMaiiTe TOBa IEKAPCTEO TOYHO KaKkTo BH € kasan BawmsT iekap wiu papMaLeBT. AKO He
CTe CUTYPHH B HELNO, MonuTaiite Bammus nexap wid gapManesT.

Jpetanen TpaGBa j1a ce MpHeMa JiBa IbTH JHEBHO, BEAHBK CYTPHH H BEAHBAK BEUCD, 110 SIHO H CHLIO
EpPEME BCEKM JCH.

[pueMmaiite 6pos TabeTkH KaTo claeBaTe HHCTPYKIMHMTE HA Bamius nexap.

Monomepanun
o3npoBKa OpH Bb3pacTHH H WHOMH (Hax 16 roqunm):

O6uuaiina 103a: Mexay 1 000 mg (2 tabnetkn) u 3 000 mg (6 Tabnerku) BCEKH AeH.
Korato nmbpsoHadanHo 3ano4ynere Aa npuemarte Jperanen, Bamuar nexap me Bu npeanuire no-
HECKA 1034 B [IPOIBIDKEHHE HA 2 ceIMHLM, ipeay Ja Bu nane naii-Huckara obuyaiHa 103a.

Hanpumep: axo Onesnama Bu 0o3a e 2 000 mg, Bue mpabdea 0a npuemame 2 mabnemxu Cympun u 2
mabremKu sevep.

Honvasawio neuenue

Tlo3HpoBKa NpH BL3pacTHA | oHomH (12 o 17 ropunn) ¢ rerao S) kg aan noseve:
O6uuaiisa no3a: Mexcay 1 000 mg (2 rabnerkn) u 3 000 mg (6 TabieTkH) BCeKH AEH.

Hanpumep: axo onesnama Bu 0osa e 1 000 mg, Bue mpabea 0a npuemame 1 mabremy
mabaemxa seuep.



Hosapoeka npu 6ebeta (6 10 23 mecena), aeua (2 A0 11 roaunn) u ronomu (12 g0 17 rogann) ¢
Teryo noa SO kg:

Balumar niekap nie npeanrile Hai-nmoaxXoAfaIlaTa JeKapCcTBEHA (opMa JIERETUpALleTaM CHOpe
BBL3pacTTa, TEMJIOTO U I03HPOBKATA.

Jlesetupauetam 100 mg/ml nepopaneH pasTeop € no-noaxoaduia gopma 3a NpuioKeHune npu dcdera
¥ aeua nog 6 roqyuiIHa Bb3pacT.

ObuuaitHa go3a: mexay 20 mg Ha kg renecHo Termo w 60 mg Ha kg TEIECHO Terno BCEKH AEH.

Hozapoeka npu Hedera (1 mecen 1o mox 6 Mecena):
JIeBetnpaueram 100 mg/ml nepopaneH pazrBop € mo-noaxonsia ¢opma 3a NpuIcKeHue npu 6ebera.

Haung Ha NpHIOKEHRE:
I Ipuemaiitre Tabnerkure JIperalieH ¢ AOCTATHYHO KOJHYECTBO TSUHOCT {(Hanp. Hallla BOAA).

IIpoAB/KATEIHOCT HA JTEICHHETO:

e JlperaueH ce npuiara 3a XpoHHYHO JieueHHe. Bue TpadBa fa MpoABIKUATE ¢ JIGUEHHUETO TOJKOBA
BpeMe, KOJIKOTO BH € nocbBeTBan Banina ackap.

o HE coupaiiTe JeyeHHeTo 0e3 1a ce KOHCYJATHPaTe ¢ Bammna nexkap, Thil KATO TOBA MOXKe Ja
YBe/JIHYH NpHCThREATE BH. Ako Baumar nekap pewn na cnpe neueHuero By, Toi/Ta me Bu
ODACHM Kax MOCTEIMEHHO Ja CIPETE JICUSHHETO.

AKO cTe npHeH HNOBeYe 0T HeobxoaumaTa Jo3a Jperanen

BB3MOKHHTE HEXENMaHH JIEKapCTBEHH peaklMH MpH Mpeao3upaHe Ha J/lpeTalleH ca ChbHIHBOCT,
TPEBOXKHOCT, ATPECHA, HAMANICHO BHUMAaHUWE, ITOTHCKAHE HA JUIIAHETO W KOMA.

CeepkeTe ce ¢ Baiuusg nekap, ako ¢Te IMpHeTH NoBeYe OT HEOOXOIUMHUTE TabJIeTKH.

Bawwat nekap uie npeanprueMe HaH-Z00pUTE BE3MOKHH MEPKH TIPH NMpEao3upaHe.

AKO ¢T€ DpOnyCHANH Na npuemerte [Aperanen
CBBpkeTe ce ¢ Bamus nekap, ako cre npoIrycHalIM €1Ha WIH IoBeYe J03H.
He B3emaiite apoiiHa 1o3a, 3a Aa KOMIIEHCHpaTe MpOoITycHaTaTa TabieTka.

AKO cTe cnpein npueMa Ha /(peranen
IIpy criupaHe Ha JIeUeHHETO, KAKTO M TIPH APYTHTE aHTHEIIWIENITHYHM IeKapcTBa, JperaueH TpaOBa
7la C€ IPEeKbCBa [IOCTETICHHO, 3a Aa ¢ M30ErHe YBEIHYABAHETO HA IIPUCTHIIHTE.

AKO HMaTe HIKAKBU AOIIBIIHATEIHH BEIPOCH, CBBP3aHHM ¢ yoTpedara Ha TOBA JIEKapCTBRO, MOJIA
nonuraite Bamusg nekap wiu ¢papMalepT.
4. BLb3MOKHE HEKeJIaHH peaKIHH

KakTo BcHuku JACKAPCTBA, TOBA JICKAPCTBO MOXKE 4 IIPEAU3IBHKA HEXKCHAHH PECaKIlHU, BBIIPCKH HC HE
BCCKH I'H ITOJIYY4ABA.

HAKOH OT HeXXeJIAHATE PeaAKIHH KATO CHHIIMBOCT, YMOpa H 3aMasgsHOCT, MOXKE [1a Ce Cpenlar no-
YECTO B HAYAIOTO Ha JICUCHHMETO KM NpH YBeIHYaBaHe Ha JozaTa. Ouaksa ce TE3H PEeaKkiiu f1a
HAMAJSABAT C BPEMETO.

MHoro g2ecTH: MOXe ma 3acertar nmoseue Ot 1 Ha 10 maneHTH
* Ha30(apUHTHT (BB3NAJICHUE HA BB3/TYXOHOCHUTE MTBTHUINA ¥ TOpPHATA YaCT HA I'bpJI
®* COMHOJIEHTHOCT (CBHJIMBOCT), I1aBOOOIHE

Yecrr: Moxke ma 3acerdat ot 1 go 10 Ha 100 maimmenTH




AHOPEKCHA (JIMIICA HA aTieTHT);

Oenpecus, BpakAeOHOCT WK arpeCHBHOCT, TPEBOKHOCT, O€3CHHUAE, HEPBHOCT HIIM
PA3JIPAZHUTEITHOCT;

KOHBYJICHM, HAPYIIICHHA B PABHOBECHETO (3ary0a Ha paBHOBECHE), 3aMagHOCT (UYBCTBO Ha
HECTAaOUIHOCT), TeTaprus, TpeMop (HEBOIHO TPeNepeHe);

BEPTHIO (UYBCTBO Ha CBETOBBPTEXK);

KalLLTHIIA;

OONKM B KOpeMa, AHAPH, AUCIENICHA (HAPYIICHHE B XPaHOCMWJIAHETO), NOBPBIIAHE, TaJIeHE;
oOpus;

acteHus/ yMopa (cnabocT/M3TOLIEHHE).

HeuecTn: Moxe aa 3acerdar ot | go 10 mammentu va 1000

HaMaJIABaHe Ha OpoA Ha TpOMOOLIMTHTE, HaMaIaBaHe Ha Opos Ha OennTe KPBBHU KIIETKY;
HAaMAJSIBAHE HA TErJIOTO, YEEIMYABAHE HA TETIIOTO;

OMMT 32 CaMOYOUHCTBO K MUCTTH 34 caMOYOHNHCTBO, YMCTBEHH HapyIIeHHA, HEOOMYaHHO
NOBEJIEHHE, XAJIKOLMHALIHAM, THAB, OOBPKBaHe, MaHUYEeCKU aTakH, EMOLIMOHANHA
HECTAOMIHOCT/TIPOMEHH B HACTPOEHUETO, BB30yIa;

aMen3ns (3aryba Ha namer), HapyluieHUA Ha naMeTTa (3adpagsHe), HAPYLIEHWE Ha KOOPAMHALMATA
aTakcus (BJIOLLIEHA KOOPAHHALIMA Ha JBMKEHUATA), NapecTe3us (M3TPbIIBaHE ), HAPYUICHHUE Ha
BHUMAHWETO (3aryba Ha KOHILICHTpALMA );

OHMIUIONAA (ABOHHO BHXKIAHE), 3AMBIIICHO BHK/IGHE,

OTKJIOHCHHUA B PE3YATATUTE OT M3CJICABAHE HA (PYHKIMATA HA YSPHUS ApOD;

KOCOnaf, €K3€Ma, NMPYPUTYC;

MYCKYNTHa ¢abocT, Mpairusa (MycKynHa 00/Ka);

HApaHABAHE.

Penxn: Moxxe na zacerdar ot 1 no 10 nanuenur ra 10 000

MHQ)EKLHSA,

HaMaJIgBaHe Ha Opos Ha BCHYKH BHJIOBE KPHBHH KJIETKH;

caMoyOHHCTBO, THYHOCTHH HapylleHHA (IIOBEICHUYESCKH Ipo0ieMH), HeOOHMUYacH MpOLIEC HA
MHUCIeHE (OaBHO MHUCIICHE, HEBB3MOKHOCT 3a KOHIEHTPAIIHA ),

HEKOHTPOJMPYEMH MYCKY/IHH CIIa3MH, 3aCATAIlM I71aBara, TOpCa ¥ KpanHULMTE, TPYXHOCTH IPU
KOHTPONMPAHE Ha ABMKEHUATA, XMITEPKHHE3UA (XHNIEPaKTABHOCT);

IIAHKPEaTHT;

YepHOAPOOHA HENOCTATHYHOCT, XCIIATHT,

KOokeH oOpUB, KOHTO MOXE J1a C€ pa3BHe B MEXYPM M J1a U3MJIeXKAa KaTo MAIKH TOYKH ([IEHTPaJTHA
TBMHA 4acT, 3a00MKOICHA OT no-6ieaa obnacT, ¢ TbMEH NPBCTEHOBUIIEH KPBT IO Kpas) (epumema
myamughopme ), obIMpen 0OpHB ¢ MexypH M Oencma ce koxka, 0co0eHO nNokpail ycTara, Hoca,
OYHMTE H I€HUTATUHTE (CHHApOM Ha Stevens— Johnson), v mo-rexka Gpopma, KOATO NPpHUYHHABRA
OeneHe Ha KoxkaTa Ha nosede oT 30% oT KOXKHaTa NOBbPXHOCT (MOKCUYHA enudepmMania
HEXPOAU3A).

AKO HOJIYYHTE HAKAKBU HEXEIIAHHU JEKAPCTBEHH PEAKIIUMU, YBeaoMeTe Bamuda nexap wiu
¢apmanenT. ToBa BKIIIOUBA BCHYKH Bb3MOXKHH, HEOMHCAHM B Ta3HM JIUCTOBKA HEXKEJIAHH PEaKLIKH.

3. KaK aa cpxpanasarte [peranen

Toea nekapcTBo TpaOBa J1a ¢€ ChXpaHsIRa Ha MACTO, HEJIOCTBITHO 3a MOIIEa U 10Cera Ha JeLa.

He u3nonspaiite TOBA TEKapCTBO ClIell U3THYAHE CPOKA HA MOAHOCT oTOeIA3aH BEPXY
KyTug U Onucrepa cnea “l'oaeH no:™.

CpOKBT Ha TOZHOCT OTrOBapa Ha MOCJIEIHMA AEH OT MOCOYEHHI MeCelLl.
CpOKEBT Ha TOTHOCT cJlel MBEPRC OTBapgHe Ha OyTuakata ¢ 100 auu.




He M3XBBpIATE IeKapcTBaTa B KAHAMH3ALMAATA WM B KOHTEHHEpa 3a AOMallHK oTnagsuM. [lonuraire
Banmms ¢apManeBT Kak Ja M3XBBPIIATE JISKAPCTBATA, KOMTO Beve He H3MnoisBare. Te3d MepKH e
CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHaTa Cpeaa.

Ja ce chxpaHABa B OpUrHHAIHATA OTIAKOBKA, 34 /1a Ce IPEAna3u OT BJara.

6. CrabpkaHne HA ONIAKOBKATA H JONBL/JIHHTENAHA HupopMannd

Kakso ceabpxka Jperanen
AKTHBHOTO BEILECTBO CE HAPHYA JICBETUPALETaM (levetiracetam,).
Besaka dunmupana tabnerka cpabspika 500 mg nesetupaueram (levetiracetam).

Jpyrure CLCTaBKH ca:
CobpuesuHa Ba Tabnerkara: nOBHAOH K25, MEKpOKpHCTaNHa LETY/103a, KPOCKapMeIo3a HAaTpHH,
KPOCHOBHAOH (THI A), CHITHLIHEB JUOKCH, KOJIOHAeH O0e3B0JeH, TallK, MAarHE3HER cTeapar.

OUIMOBO NOKPUTHE: XHITPOMETO3a, XHAPOKCUNIPONMILIEIy103a, Makporoa 6000, THTaHOB JTHOKCHY
(E171), Tank, xkene3eH okcHa XKbaT (E 172).

HpetaueH 500 mg ¢unmupanu tabnetku ca onakoeadid B OPA/AI/PVC - Al bnucrepH, NOCTaBEHHM B
KapTOHEHM KYTHH, chabpxkainy 10, 20, 30, 50, 60, 100, 120 u 200 dunmupanu Tabnerku unu HDPE
OYTHIKH ¢ NOJMIIPONUICHOBA BUHTORA Kanavyka H CWIHKAreN KarncyJja, IIOCTABEHH B KAPTOHECHH
KyTHH, Chaspxaiu S0 v 100 ¢unmMupanm TabneTkm.

He BcHUKM BUAOBE OMAKOBKK MOTAT Ja OBaar mycHaT# B npogaxoa.

Kak marnexaa /iperanen H KaKBO ChABPKA ONAKOBKATA

JKBJITH, OBAJIHH, JBOHHOH3NBKHAIH (PMIMUPaHH TAOIETKH, ¢ A€IHMTE/HA YepTa OT JBETE CTPAHH, C
Haanuc LVT / 500 or equara crpana.

Tabnerkara Moxke a Obae pa3neeHa Ha JABe PABHH IOJOBHHH.

IlpaTexaTen HAa paspemieHHETO 32 ynorpeoda:
Sandoz d.d.
Verovskova 57, 1000 Ljubljana, CnoBenns

IIpou3BoANTE/IH:
Lek Pharmaceuticals d.d.

Verovskova 57, 1526 Ljubljana, Cnosenus

LEK S.A.

AIMHHHUCTPATHBEH aIpec

ul. Podlipie 16, 95-010 Strykéw, IToua

AIpec Ha MPOH3BOACTBO

ul. Domaniewska 50 C, 02-672 Warszawa, [loaia

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1, 39179 Barleben, 'epmannsa

S.C. Sandoz, S.R.L.
Str. Livezeni nr. 7A, RO-540472 Targu-Mures, PyMbHUS

To3n nekapCcTBEH NPOAYKT € pa3pelleH 3a ynoTpeda B cTpaauTe-wieHKH na EN

HMeEHA:
Xonanaus DRETACEN 500 mg, filmomhulde tabletten




bwarapus: DRETACEN

Uexnus: DRETACEN 3500 mg

JInrea; DRETACEN 500 mg plévele dengtos tabletés
[Tomta DRETACEN

PyMLHHUA: DRETACEN 500 mg, comprimate filmate

JaTa na mocjaeaAHo oA00OpeHHe HA JHCTOBKATA
{MM/TTTT}






