@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Keppra 250 mg emkaioppéva pe Lewtod vuévio siokia
Keppra 500 mg emkaioppéva pe Lewtod vuévio diokia
Keppra 750 mg emkaioppéva pe Aewtod vuévio diokia
Keppra 1000 mg smkoivppéve pe Aertéd vuévio dickio,

AePetipaxeTaun

AP acte TPOGEKTIKG 0AOKANPO TO PVLIAO 0ONYIAOV YP1GNG TPV EGEIG 1] TO TULIL GUS UPYIGETE VO,
TOIPVETE OVTO TO PAPROKO, HLOTL TEPAAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GUC.

Durd&te avTd To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.

Edv éyxete mepartépm amopiec pwthote TOV Y10Tpd 1] TOV QOPLAKOTOLO GOG.

H ovvtoyn yio avtd to pappoko yopnyndnke omokAEoTIKA Y10 Goc. Agv TPENEL VO SDGETE TO
QAPUOKO GE AAMAOVG. . Mmopel vo Tovg TpokaAEsel PAARN, aKOU Kot OTOV TG, GUUTTOUOTO, TNG
acBéveldc Toug etvon 101 pe Ta S1Kd cag.

Edv mapotnpnoete KOmolo, avemBOunTn evEPYEL , EVIUEPDGTE TOV YIATPO 1 TOV PAPUAKOTOLO
c0G. Avtd 1oydel kot yio KaBe mhoavn avemBOunT eVEPYELD TTOV dEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV ¥prione. BAéme mapdypago 4.

T Tepréyer 1o mTapév AL 00N IOV

SoaprwNE

1.

T etvan to Keppra kai oo etvon 1 yprion tov

T mpénet va yvopilete mpv ypnoonomoete 1o Keppra
[og va mapete to Keppra

[MBavég avemBOunTes evépyeteg

Ia¢ va puidocoete t0 Keppra

[epreydpeva g cvokevaciog Kot AOmES TANpoQopieg

T givan To Keppra ko wowa givan 1 ypfon tov

H AePetipoaketaun ivor éva avtiemAnmtikd aproKo (QApUAKO TO 0010 YPNCIUOTOLEITOL Y10 TN
Oepaneia TV kpicewv emdnyiag).

To Keppra ypnoyomoteitat:

¢ LOvo Ppappako og eviAKes kot priovg amd 16 eT@v pe veodlayvwaoBeica emdAnyia, yio T
Oepamneio evoc cuykekpiévon Tomov exinyiag. H eminyia eivon pio ndonon oy onoia ot
acBeveic eppaviCovv emavarapfovopeves kpioelg (eminnrikés kpioelc). H AePetipaxeTaun
YPMOCLLOTOELTAL Y10l TOV TOTO EKEIVO TNG EMANWYING GTOV 0TO{0 Ol EMANTTIKEG KPIoELS apyikd
TPOocPaiAovy povo pio TAgvpd Tov eyKeAAOL, OAAG, pLeTémeLta, pmopel vo enektafobv o
UEYOADTEPEC TEPLOYEG KO OTIC VO TAEVPES TOV EYKEPAAOL (EMANTTIKN Kpion €6TIONKNG Evapéng
pe M yopic devtepoyevn yevikevon). H AePetipaxetdun ocag yopnyndnke and to yotpod cag yio,
T peimon tov ap1fpod TV EMANTTIKOV KpioewV.

GUUTANPOUATIKG [Le GAAD AVTIETIANTTIKA pdploKa yio T Oepameio:

" TV EMANTTIKOV KPIGE®V EGTIOKNG EVAPENG UE ) XOPIG YEVIKELOT GE EVIAIKEG, Epriovg,
modld Kot Bpéen nikiag amd 1 unvog,

" TOV LWWOKAOVIKOV KpicewV (PBpayeies, omaoumdikés akovoieg KIVAGELS EVOC Lodc M piog
opadOG HUAOV) o8 eVIAKESG Kol EPTBovg amd 12 €TOV e VEOVIKT] LDOKAOVIKT ETIANYQ,

" TV TPOTOTAONDS YEVIKELUEVOV TOVIKOKAOVIK®V KpicewV (coPapég kpioelg oTig omoieg
nmephapPaveTal 1 andAgln. GVVEIONONC) o8 EVIAIKEG Kot €pNPovg nAikiag amd 12 etdv e
1Wtomadn yevikevpévn emAnyia (0 TOTOG TNG EMANYING TOV TIOTEVETAL OTL EXEL YEVETIKA
aitia).



2. Tvpémer va yvopilete npv mapete_to Keppra

Mnv zéapere To Keppra
. o€ mepintwon oAAepYiog 6T AEPETIPAKETALT, GTO TVPPOALOOVIKE TOPEYMYX 1| GE OTOL00NTOTE
A0 OO TO. GUGTOTIKE CLTOV TOV POPLAKOL (AVAPEPOVTAL TNV TTAPAYPUPO 6).

IIposgidomou|oelg Kan TPoPLAGEELS
AmevBuveite otov Yi0tpd cog mpv napete to Keppra

o Edv vrogépete amd mddnon veppov, akolovdnote Tig 0dnyieg Tov yotpol cag. Avtog/avtr| Oa
amoPaciost av 1 8001 cog Bo TPETEL VO TPOGOPUOCTEL.

o Av TopatnpnoeTe OTOdNTOTE EXPPASLVOT TNV avATTLEN TOL TAdL0D GOG 1) OTOLNONTOTE
Eapvikn emttdyvvon tng epnpeiag, tapakaieiode va amgvbuvbeite oto yloTpd coC.

o "Evag pikpog apifudc atdoumv mov vroPAnnkay og Oepameio pe avtiemAnmrikd 6mwg to Keppra

EUPAVICAY CKEYELS OVTOTPUVUOTIGLOV 1| OVTOKTOVIOG. AV EYETE CUUTTAOUATO KATAOAMYNG KON
W0EAGLOV AVTOKTOVING, TOPAKAAEIGTE VOl ETUKOVMVIGETE LE TO YLTPO GOG.

o Edv &yete otkoyevelord N 10Tpikd 16TOPIKO OKOVOVIGTOV KapdlakoD puBpov (epepavég o
NAEKTPOKAPIIOYPAPNUA) 1 EGV ThoKETE 0O VOGO N/ AapPdvete Oepomeio mov cag kadioTd
EMPPENEIS 0€ AVOUUMES TOL KAPIIOKOD TAALOV 1 AVIGOPPOTIEG AAATWV.

Evnuepoote tov ylotpd 1 Tov QopUoKkomold cag eqv KAmold arnd Tig akdAoveg avemOdunteg

gvépyeleg yivetal coPapn 1 OlopKel TEPIGGOTEPO GO LEPIKEG NUEPEC:

. Mn @ucloroyikég okéyels, aicOnua evepedictdoTTag N CvTidpaon o exBeTIKN o’ OTL
ouvn g, 1 oV €GEIC 1 M OIKOYEVELA GOG KO 0L PIAOL GO TOPOTNPTGETE CTUAVTIKEG AALOYEG OTN)
duabeon N ™ cvumepipopd.

. Emdeivoon g eminyiog
O1 EMANTTIKEG KPIGEIS OOG LWTOPEL OE GTAVIEG TEPTTMOGELS VO, ETOEV®BOVY 1 vo avénbei n
GLYVOTNTA TOLG, KLPIOG KATA TN SLAPKELD TOL TPMTOL PNva UETE TV Evapén tng Bepoameiog 1)
v avénon g doonge. Edv eppovicete kdmolo amd autd Ta VEN GUUTTOUATO KOTO TN ANYT| TOV
Keppra, entokepeite Evav 10tpd TO GUVTOUOTEPO SVVATO.

Howod kon £pnpor
. To Keppra dgv evdeikvutor o mondid kot prpoug KaT® tov 16 eTdv og Hévo eapuaKo
(povobBepameia).

Ao @appoxa kot Keppra
Evnuepdote 10 y101pd M 10 QOPLAKOTOL Gag €6V TaipveTe, £ETE TPOGPATU TAPEL 1] LWITOPEL VO, TAPETE
OTO10ONTOTE AAAO PAPLLOKCL.

Mnv népete ToALOBLAEVOYAVKOAT (€va, GAPLLOKO TOV Yp1oLpoTToteital o¢ kaBapTikd) yia pio dpa
TPV Kot pio opol LETE T ANy TG AEPETIPAKETAUNG OLOTL OVTO UITOPEL VO 00N YTOEL GE OMOAELL TG

dpdong tg.

Kionon kot Onhaopog

Edv giote éyxvog 1 Onrhalete, vopilete 0TL pmopei va giote £ykvog 1 oYEOALETE VO ATOKTOETE T,
{note ™ GLUPBOLAN TOL YTPOV GOC TPV TAPETE ALTO TO Papuako. H AePetipaketaun pumopel va
ypNoomon0el katd tn S1apKELN TNG EYKLHOGHVNG UOVO €AV LETA 0o TPOCEKTIKY a&loAdynon kpibel
ovoykaio amd Tov y1Tpd cog.

Agv Oa mpémel va, dakomteTe T Oepameio cog yopPic va To LINTNOETE e TOV Y1OTPO GOG.

Agv pumopel vo amokAeloTtel TELEINC 0 KIVOUVOC EUPAVIONG GVYYEVDV OVOUUADY GTO TOdi GG TOL OEV
€xet yevwn el axopa.

Agv cuviotdton 0 Onhacpog katd ™ didpkela TG Bepaneiog.

Odnfynon ko LEPLOROS PNYOVIRLATOV

To Keppra pnopel va ennpedoet v ikavotnté cog va odnyeite 1 va yelpileote epyareio
unyovnuata, 610tt uTopel va 6og Tpokarécel vivniio. Avto gival ThavoTeEPO GTNV ApPYN TNG
Oepaneiag M €merta omd avénon g 00onG. Agv Tpémel va 0dmyeite 1 va xelpileote punyoviuoto £m¢



o0tov emiPePaiwbei 6TL 1) IKAVOTNTE GO VO TPAYLLOTOTOLEITE TETOEG dpaoTNPLOTNTEG dEV EMmpedleTat.

To Keppra 750 mg wepiéyer sunset yellow FCF (E110).
H ypootiki ovsia E 110 propei va mpokarécel ahAepyikéc aviidpacelc.

3. Hog va wapete To Keppra

[Tavtote va maipvete ovTd T0 PAPLOKO GVCTNPE COUEMVA LE TIC 0OTYIEC TOV YIITPOV GOC 1) TOV
oapuakomolov. Edv €xete appiPolrisc, potioTe TO Y10Tpd 1 TO POPUOKOTOLO GO,

[Mépete Tov ap1Bud diokiny cOUEOV e TIG 00NYiES TOV YLOTPOD GOG.
To Keppra npénet va Aappdvetar dvo eopéc v nuépa, pia to Tpoi Kot pia to Bpddv, tepimov v
O dpa kdbe pépa.

2vuminpouotixy Ocpancia kar povobeparcia (aro 16 etmv)

o Evijlikeg (218 gtdv) kou £épnpor (12 g 17 etdv) Bapovg 50 kg 1 ave:
Suvietopevn d6on: peta&d 1000 mg kol 3000 mg nuepnoimg.
Orav apyioete vo maipvete Keppra, o yiatpdc 0o oag cuviayoypagnost pd younAotepn 66on
v 116 2 gfdopnadec mov Ba TponynBodv g yapunAdTEPTG NUEPNOLOG dOONG.
Hopaderyua: ov n nuepnoio doon cog mpoopileror va eivou 1000 Mg, n ueiwuévy doon Evapéng
eivau 1 diokio twv 250 mg 1o mpwi kot 1 dioxio twv 250 mg to fpddv xorn door Oa avénoel
otadtakd péxpt va etaoet to 1000 mg v nuépa petd anod 2 efdouddsg.

o "Eonpor (12 ¢m¢ 17 e1dv) Bapovg 50 kg 1 yotepo:
O y10tpoc o0 00 Gog GUVTOYOYPAPNGEL TNV TAEOV KATAAANAN QUPUOKOTEYVIKT] LOPPOT TOL
Keppra coppmva pe to Bapog kot tn doom.

. Aocoroyia o€ Bpéon (1 unvog émg 23 pnvev) ka tadnd (2 £éog 11 etav) Bapovg kdto and
50 kg:
O y1atpdc oG Ba GLVTAYOYPAPNGEL TNV KATAAANAOTEPT PapLaKoTEYVIKY Lopon Keppra
GUUPMVO e TNV NALKia, To Bdpog Kot T d6o.

To Keppra noéoypo dSidivpe 100 mg/ml givar 1 kotahAnAotepn covBeon yio fpéen Kot Toudid nAtKiog
KOTO TOV 6 €10V, Y10 Todld kot prifoug (0o 6 £mg 17 e1dv) pe copotikd Bapog kdto tmv 50 kg
KkaBamg Kt 0tov dev pumopel va emitevydei 1 akpipng 6601 pe To diokia.

Tpomog yoprynong

Koatanivere ta diokia Keppra pe apket mocoTnTo KATO00 VYPOL (T.). £vo TOTHPL vEPO). MTmopeite
va mapete To Keppra pe 1 yopig tpoer). Metd T yop1ynon and 1o oTéUe UTOoPEL VO ELPOVICTEL 1)
TKPT YEOLON NG AEPETIPOKETAUNC.

Awdpkela e Oepaneiog

. To Keppra ypnowomoteitan yio ypévia aymyn. H Oepaneio pe Keppra npénet va cuveyileton yuo
000 YPOVIKO SLACTNLO GUVIGTA O YLUTPOC GOG.
. Mn GTOOTACETE TNV AYWOYT GG ¥®PIC T GVUBOVAN TOV YIATPOL GOG, KOOMG 1) SLOKOTY| TNG

Oepaneiog pmopet va 0dNyNGEL TNV ADENON TOV KPIGEWDV.

Eév mapete peyorvtepn 66on Keppra amé tnv kavoviki

O mBavéc avemBounteg evépyeleg tng vepdocoroyiag ivatl vvniia, di€yepon, exfpotnta, peion
G EYPNYOPONG, KOTAGTOAN TNG OVATVOTG KOl KMLO.

Emikoveviote Ue To Y1Tpo Gag Qv EYETE TAPEL TEPLGGOTEPO dloKio amd 0ca, Oa émpene. O yioTpog
oag o amopacicel TNV KOADTEPT dVVATOHV AVTILETMTION TG VTEPOOGOAOYING.

Eav eydoete va mapete 10 Keppra:



Emkowvmvinote pe to yotpo cag eqv £xete mapaleiyel pia 1| meplocotePe 0OGELC.
Mnv maipvete dutAf] 600N Yo Vo AVOTAPDOGETE TPOTYOVLEVT] 006N TTOV EEYACTE.

Eav otapatiocete va naipvere Keppra:

Xe mepintoon dwokomng g Bepomeiag, To Keppra npénet va draxomtetar Poadiuaio yio va
oamopevyfel  emdeivoon tov kpicewv. Edv o ylotpog anopaciostl va otapatioet 1| Oepaneio cag pe
1o Keppra, avtdc/avt Oa cog dmaet odnyieg yio t Pabuaio dwaxonn tov Keppra.

Edv éxete meplocdTepeg EPOTICELG OYETIKE LLE T YPTOT QVTOV TOL PAPUAKOV, POTACTE TO YT 1) TO
(QOPHLOKOTOLO GOC.
4, MBavég avemOOuNTES EVEPYELEG

Onwg dha To eAapuaKa, £TGL KOL 0VTO TO QAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

Evnuepoote apéocmg Tov 71aTpo 60C, 1| ANYAIVETE 6TO TUIIA ETELYOVIOV TEPLOTATIKAV TOV
TANGLEGTEPOV VOGOKONEIOV, EAV ENQPUVICETE:

o advvapia, tédon Amobupiog 1 LaAn 1 duokoria otV avomvor|, Kabdg avtd pmopet va etvon
CUUTTOWUOTA GOPOPNG AAAEPYIKNG (AVAPLACKTIKNG) avVTiOpaUoNg

o 0101 Ll TOL TPOGMOTOL, TV YEIMDV, TG YADGGOC Kot Tov eapuyya (oidnua tov Quincke)

o YPIIA®ON CLUTTOUOTO Kot eEAVON U0 6TO TPOGMTO TOL AKOAOVOEITAL ATTO EKTETAUEVO

eEavnua pe vynAd Topetd, avénuéva enimeda nratik®v evEOUOV oTIC eEETAGELS aiplaTOog Kol
avENUEVO aplBpd evog THTOV TV AEVKAV ALLOCEUIPI®OV (NOGIVOPIAIN) Kot S10YKOUEVOVG
Aep@udEVES (OVTIOPOOT) GTO PAPLOKO UE NOGIVOPIALN Kol cuaTnuatikd cvurtopate, [DRESS])

. CUUMTOUOTA OTTMG YOUNAOG GYKOG 0VPMV, KOVPAGST), VOUTia, ELETOS, GUYYVOT Kol O101La TV
OOV, TOV ASTPUYIA®V 1| TOV KATO AKpmV, KOODS 0wt Umopei va. ival GOUTTOUATO.
EAQVIKNG LEI®ONS TNG VEQPIKNG AgtTovpyiog

. depuaticd eEdvinpa, 1o onoio pmopel vo oYNUOTICEL PAVKTOIVES KOt VO TTOPEL TN LOPPT KPDV
GTOYOEWMV OAAOIDGEWDY (KEVTPIKEG OKOVPES KNAIDEG TEPUKAEIONEVEG OO Wil TT10 YAMUN
TEPLOYN LE Evav 6KOoDPOo SOKTOALO YOP® ard 10 mepiypauua) (rodduoppo epdlnuo)

. EKTETAPEVO EEAVOMLL LE PADKTOIVEG KO ATTOAETIGT) TOV OEPUATOG, EIOIKE YOP® OTO TO GTOMO,
™ poTn, Ta pdTio Kot o YevvnTika opyava (eovdpouo Stevens-Johnson)

. pia o cofopn popen e£ovONUATOg TOL TPOKAAEL OTOAETION TOL SEPLOTOC GE TEPIGCOTEPO
and 1o 30% NG COUATIKAG EMPAVELNS (T0l1KN emIdEppuKn VeKpOAvON)

. onpeia cofapdv vonTik®V oAAay®V 1] €AV KATO10G YOP® GOg TapaTNp|GEL oNUEin GOYYVONG,

vvnAia (VvOota), apvnoio (am®AE LvAUNG), EXNPEACHUEVT] Lviun (aenpnudada), un
(PLGLOAOYIKY] GUUTEPLPOPA 1] AAAL VEDPOAOYIKA onpeinl TS AKOVGLES 1) UM EAEYYOLEVEG
Kivnoelc. Avtd propet va gival countopato gykepaionddeioc.

O1 710 LYV avapepOUEVEG avemBouNTEG EVEPYELEG Elvar prvopapuyyitda, vvnAia (VOoTa),
TOVOKEPAAOG, KOT®OT Kot CAAT. Xnv apyn T Bepameiag 1 pe v avénomn g d0onc, avemBounteg
gvépyeleg OmmG 1 vOoTa, 1 KOTTwon kal 1 {aAn pumopei va ival cuvnBéatepeg. Ot evépyeieg avtéc Ha
TPEMEL VO, ELATTOVOVTOL LLE TNV TAPOSO TOV XPOVOUL.

IToAb ovyvéc: pmopel va mpocsBdilovy mepiccdtepa and 1 ota 10 droua
. pvoeapvYYiTda,
. vvnAia (VOoTa), TOVOKEPAAOG.

Yuyvég: umopei va TpooPaiiovy £wg 1 ota 10 dropa

. avopeéio (andieio 0peéng),

. KatdOAym, exBpikdTNTA 1 EMOETIKOTNTA, AyYOG, VTIVNALQ, VEVPIKOTNTA 1] EVEPEDIOTOTNTA,

. onacpol, dtutapayn g wwoppomiag, {aAn (aicOnon aotdbelag), Abapyoc (EArewyn evépyelog
Kot evOoLG1aGHOoD), TPOUOG (AKOVGLO TPEOVAO),

° tMyyog (aicOnuo meploTPoPng),



Prixac,

KOIALOKOG TTOVOG, dtdppota, duomeyio (duokorio oty TEWT), EUETOG, VOTia,
e€avonua,

advvapio /kOTwon (Kovpaor).

Oy ovyvég: umopet vo tpocsPdrrovy émg 1 ota 100 dtoua

UELOUEVOG aPOUOG aUOTTETAAMVY, LEIWUEVOC 0plOUOC AEVKDV OLUOGPULPI®Y,

ueimon tov Papove, avénon tov Pdpovg,

QMOTELPO  OTOKTOVIOG KOl OKEWEIG OVTOKTOVIOG, WOYIKA OlTapayn, W  (QUGLOAOYIKN
oLUTEPLPOPA, WevdaicOnom, Bvpdc, ovyyvom, Kpion movikov, cvvaicOnuatikny oaoctdbeio /
Swkvpdvoelg g ovvaisOnpotikig didbeong, diéyepon,

apvnoio (amdieto LyqUng), exapoven g pviung (téon va Egxvate), un QLUGIOAOYIKOS
oLVTOVIGHOG / ata&ia (ETPAPLVOT TOV GUVTOVIGUOV TOV KIVGE®V), TopacOncio
(LopunyKloope), dtoTapayn TG TPOSoyNS (ATOAELN TG CLYKEVIPWOTG),

dumhomio (duthn épacn), Baunn 6pact,

AVENUEVES / U1 PLGTOAOYIKEG TIUEG OTO OTOTEAECUATO, Liog EEETAONG TG NTOTIKNG AELTOVPYING,
TPy dmTOo, EkCepa, KVNGLOC,

poikn advvapia, poodyio (LOikKOG TOVOC),

KaK@o.

Yravieg: umopei va mpocfarlovv €woc 1 ota 1000 dropa

hoipwdn,

LEW®UEVOS aplBOg OAMV TOV LLOCOULPI®V,

cofapéc aldepywcés avtidpaoels (DRESS, avapuiaktikni avtidpacn [coPapr| kKot onuovtikng
oAdepykn avtidpaon], oidnua tov Quincke [TpNR&yLo ToV TPOCHOTOL, TOV YEMDY, TS YADGGOS
Kot Tov Aotpov)),

LEWOUEVT] GLYKEVTPOOT) VATPiov GTO aipla,

avToKTOVia, dTapayéS TS TPOSOTKOTNTAS (TPOPANLATA GUUTEPLUPOPAS), LT PLCLOAOYIKN
okéymn (BpadvTnTo oKEYNG, 0OVVAUIN CUYKEVTPOGONC),

TOPOAT PN 0L,

eykeporondbeia (BA. vroevdtnta "Evnuepmote apésmg to yoTpd cog” yio Aemtopepn
TEPLYPOPT TOV CUUTTOUATOV),

OV EMOEV@OON 1 aOENOT TG GLYVOTNTOG TOV ETANTTIKOV KPIGE®V,

aveEELEYKTOL LUiKOT OTOGHOL, TOV TPOSPAAAOVY TNV KEPAAT, TOV KOPUO KOl TO, GKPO, SVGKOALN
eAEYYOL TV KIVAGE®V, VITEPKIVNGIN (VTEPOPAGTNPLOTNTA),

petafoAn Tov kapdiakon puOUoy (GTO NAEKTPOKAPOILOYPAPTIOL),

TOYKPENTITION,

NTOTIKN AveTdpPKELD, NEATITION,

EapViKT| pelwon TG VEPPIKNG Agttovpyiog,

deppotikd eEdvinpa, o onoio pmopel vo GYNUOTICEL QAVKTOIVES KO TOAPVEL TN LOPPT
OTOYOEWMV OALOIDGEDY (KNAIOEG LE GKOVPOYPOO KEVTPO KOl )PT] TEPLPEPELX, 1] OTTOT0L
nepPdAleton amd Eva GKOVPOYP®HO SaKTOA0) (ToAbuoppo pvBnua), extetauévo eEavinua pe
QAVKTOIVEG KO ATTOAETIOT) TOV OEPUATOG, EWOIKA YOP® OO TO GTOWM, TN LOTY], TO LATLO KoL TOL
yevwntikd opyavo (cdvdpouo Stevens-Johnson) kot g o coPapn LOpPT| TOL TPOKAAEL
ATOAETION TOV dEPHOTOG O€ TEPLoTOHTEPO Od TO 30% NG COUATIKNG EMPAVELNS (T0l1KH
ETLOEPLUIKT VEKPOLDON),

papdopvdivong (d1domacT Tov HoiKoD 16T00) Kot oYeTILOHEVT] aENGT TG
KPEATIVOPOGPOKIVAGTC aiiptatog. O emmolacpog eival onpovtikd vynAdtepog o€ lanmveg
acBeveic o€ oOykplon pe un lanwveg acbeveic.

YOAOTNTO 1] SVGKOAIN GTO TEPTATN AL

GUVOLOCUOGS TVPETOV, HVTKNG duoKUUYinG, 0oTafobg apTNPLOKNAG TEONS Kol KAPIIOKNG
GLYVOTNTOG, GLYYLON, XAUNAS eminedo cuveidnong (umopel va eivar onpeio dtatapoyng, n omoia
ovopdleton vevpoinmriko koxonleg ovvopouo). O emmolocudc Eivarl GNUAVTIKA VYNAOTEPOC
o1ovg lammveg acbeveic cuykprtkd pe Tovg un lanoveg acbeveic.



Ava@opd avemOOunTmV evepyetdv

Edv mapotnpioete Kamota ovemiBountTn eVvEPYELD, EVILEPDOGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av10 1oyt Kot Yo kdBe mbavn avemBountn evépyela Tov dev avaPEPETAL 6TO TAPOV PUALO 0ONYIDV
ypnons. Mropeite emiong va avapépete avemBOunTeg evépyeleg anevbeiog, péow Tov EBvikon
Opyaviopod Goppdkmv, Mecoyeimv 284, 15562 Xoiapyog, Abnva, Tni.: 213 2040380/337, ®a&: 210
6549585, www.eof.gr. Méow g avagopds avemfduntev evepyelmv umopeite va fondnoete ot
GLALOYN TTEPIGGATEPMV TAT|POPOPLDY GYETIKA LLE TNV OCPAAELY TOV TOPOVTOS POPLAKOV.

5. IIog va pvridooste 10 Keppra

To @appoako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Katl Ogv TO POAVOLY T TOdLd.
Noa un ypnoonoteite ovtd T0 PAPLOKO UETE TNV NUEpOUNVia ANENG TOV avaypAPETHL GTO KOUTI LETA
™ AéEn AHEH o v xuyéhn petd m Aéén EXP.

H nuepopunvia Anéng eivar 1 televtaio HEPA TOV UNVOL TTOL AVOPEPETAL EKEL.

Av106 TO QappOKO deV amaltel 1dlaitepeg cLVONKeS POAUENG.

Mnv metdte QAPLOKA GTO VEPO TNG OMOYETEVLONG 1 6T GKOVTIOIN. POTGTE TOV PapUaKOTOLd GOG Y10
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNCLOTOLEiTE T AvTd T pétpa Ba fonbfcovy oty
pooTacio Tov mepPEArlovTog.

6. Mepreyépeva TG GVOKEVACINS KOl AOWTEG TANPOPOPIEg
T gpréyer To Keppra

H dpaoctikn ovoia ovopdletor AePetipakeTapn.

"Eva d1oxio Keppra 250 mg nepiéyet 250 mg AePetipaxeTapn.
‘Eva. d1oxio Keppra 500 mg nepiéyet S00 mg AePetipaxeTaun.
"Eva d1oxio Keppra 750 mg nepiéyet 750 mg AePetipaxerapn.
"Eva d1oxio Keppra 1000 mg mepiéyer 1000 mg AePetipaxerapn.

Ta dAlo cvotatid givar:

Tvpnvog dioxiov: vatplovyog dtactavpovuevn KoppeAldln, toivaibuievoyivkoin 6000, dvudpo
KoAAOEWEC 0EEid10 TOV TVPLTIOL, OTEATIKO LOYVIGLO.

Enucédoyn pe vuévio: vdporvbeica moivPivodladicodin, do&eidio tov titaviov (E 171),
moAvaBuievoyAukoin 3350, Tahkng, xp@oTIKEG ovoiec™.

*O xpwOoTIKEG OVoieg eivat:

Keppra 250 mg: wvdikokappivio (E 132)

Keppra 500 mg: xitpwvo o&gidro Tov ciompov (E 172)

Keppra 750 mg: kitpvn Adkka apyiriov (E 110), epuBpd o&eidio tov aonpov (E 172)

Epgavien tov Keppra kol wepieyopeva tng 6V6KELUGiog

Ta emucodoppéva pe Aemtd vuévio diokia Keppra 250 mg givon pumhe, empmkn pe pnkog 13 mm, pe
ONUEI0 TOUNG Kot [UE XOPaYHEVO oTN pic TAELPE TOV KMOUKe, «ucby kot «250».

H doyopiotikn ypopun xpnouedel povo yio va S1evkoAbvel T Opodon yio SIELVKOAVVOT| TG
KOTATOGTG Kot Ol Y10 TO Sl mpLlopd o€ iceg 0OGELC.

Ta emkoroppévo, pue Aemtd vuévio dwokia Keppra 500 mg givar kitpiva, emunkn pe uikog 16 mm, pe
onueio TouNg Kot Pe yopayuévo ot pic TAevpd tov kmdko, «ucby kot «500».

H dwoywprotikn ypoppn ypnoedel Lovo yio vo SIEVKoADVEL T Opadhon yia dievkdivven Tng
KOTATOOoTG KoL Ol Y10 TO S ®PIoHO o€ ioeg HOCELS.

Ta emkoroppévo, pue Aemtd vuévio diokia Keppra 750 mg givarl moptokord, emunkn pe unkog 18 mm,
Ue onpeio TopNg Kot Pe Yopaypévo ot pia TAevpd tov kdduco «ucby kot «750».
H dwywpiotikn ypouun ypnotedel povo yio va S1evkoAvver tn Opadon yia dievkdivven tng



KOTATOOTG Kot 0L Y10 TO Sy mpilopd o€ iceg 0OGELC.

Ta emucoroppéva pe Aemtd vpévio diokia Keppra 1000 mg eivon Agvkd, empnkn pe pakog 19 mm, pe
OMNUELD TOUNG Kot UE YopayHévo otn pia mAevpd tov kmduko «ucby kot «1000x».

H dwoyopiotikn ypoppn xpnoedel povo yio va S1evkoAbvel T Opodon yio SIELVKOAVVOT| TG
KATATOOMG KoL OYL Y10l TO Sy OPIoHO 6€ 16€C SOCELC.

Ta diokia Keppra gival cvokevacuéva oe koyélec Tov diotifevtal o€ KOLTIA 0o YOPTOVL, TO OTTOlN

TEPLEYOLV:

o 250 mg: 20, 30, 50, 60, 100 x 1, 100 emikoivupévo. pe Aemtd VUEVIO d1oKio, KOl TTOALOTAES
ocvokevaoieg mov mepiEyovv 200 (2 cvokevaciec Tov 100) exucoloppéva pe Aemtd vEVIO
dwokia.

o 500 mg: 10, 20, 30, 50, 60, 100 x 1, 100, 120 emucorvppéva. pue AemTd LUEVIO dloKia Kot
ToAOTAEG cuokevacieg mov mepEyovy 200 (2 cvokevaoies Twv 100) emkaAvppéva pe Aentod
vuévio dlokia.

. 750 mg: 20, 30, 50, 60, 80, 100 x 1, 100 emuoAvppéva e AETTO VUEVIO SIOKIO KOl TOAAATAES
ocvokevaoieg mov mepiEyovy 200 (2 cvokevaciec tov 100) exucolvppéva pue Aemtd LUEVIO
dioxia.

° 1000 mg: 10, 20, 30, 50, 60, 100 x 1, 100 emwoAvppéva pe Aemtd LUEVIO StoKio Kot TOAAATAES
ovokevaoieg mov mepigyovy 200 (2 cvokevaciec tov 100) exucolvppéva pe Aemtd LUEVIO

olokio.

O1 ovokevacieg tov 100 x 1 diokiov datiBeviar og didTpnTeg KOYELEG LOVAS®Y OGNC UTd
arovpivio/PVC. Okeg o1 GhAeg cuokevacieg dtatiBevial og Kavovikés Kuyéleg adovpviov/PVC.

Mmopei va unv KokAo@opohv OAEG Ol GUGKEVAGIEC.

Kéroyog Aderag Kvkhogopiag
UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpv&éhiec, Bélyto.

Hopoockevaostic
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-I’ Alleud, Bé\yto.
1 Aesica Pharmaceuticals S.r.l., Via Praglia 15, I-10044 Pianezza, ItoAio

T"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amevBuvleite otov Tomikd avTimpocsono Tov Katdyov g Adstog Kukhogopiag.

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tél: + 32/ (0)2 559 92 00 Tel: +358 9 2514 4231 (Suomija)
Bouarapus Luxembourg/Luxemburg
1O CH BU Boarapus EOO/] UCB Pharma SA/NV

Temn.: + 359 (0) 2 962 30 49 Tél/Tel: + 32/ (0)2 559 92 00
Ceska republika Magyarorszag

UCB s.r.o. UCB Magyarorszag Kft.

Tel: + 420 221 773 411 Tel.: + 36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

TIf: + 45/ 32 46 24 00 Tel: + 356 / 21 37 64 36



Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland

Tel: +358 9 2514 4231 (Soome)

E\rada
UCB A.E.
TnA: +30/2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 472944 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

Island
Vistor hf.
Tel: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 34 74 40

Latvija
UCB Pharma Oy Finland

Tel: +358 9 2514 4231 (Somija)

Nederland
UCB Pharma B.V.
Tel.: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: + 43 (0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organizac¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: +358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00

United Kingdom (Northern Ireland)
UCB (Pharma) Ireland Ltd
Tel: + 353/ (0)1-46 37 395

To mapov OAL0 0dNYLAOV YpoNS ovadsmpOnKe Yo TeELsvTOia Popd oTig 09/2021.

Alreg INYEG TANPOPOPLAOY

Aemntopepeic TAnpoeopieg yia To pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo Tov Evpmmaikon
Opyoviopov ®opudkmv: http://www.ema.europa.eu



http://www.ema.europa.eu/
http://www.ema.europa.eu/

@viro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Keppra 100 mg/ml wécipo didivpa
AePetipaxeTaun

AP aOTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLDOV YPTONGS TPLY EGEIC 1| TO TONOL GUG OPYICETE VA
TOIPVETE GVTO TO PAPROKO, HLOTL TEPALUPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GG,

Durd&te avTd To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.

Edv éxete mepartépo amopieg poToTE TOV Y10TPO 1) TOV QOPLAKOTOLO GOGC.

H cvvtayn yia autd 1o pappoko xopnynnke amokAeloTiKA Yio 60G. Agv TPEMEL VO ODCETE TO
QAapuroKo o€ AAAOVG. Mropel va Toug Tpokarécet PAGPN, akdpo Kot OTOV TO. CUUTTMOUOTO TNG
acéveldc Tovg eivor 101 e T, O1KG GO,

Edv mapotnpnoete KOmolo, avemBOunTn evépyela , EVIUEPDGTE TOV YIATPO 1 TOV PUPUAKOTOLO
oaG. Avtd oydet Kot yio kéBe mbovi avemBOpunTn evépyela TOL SEV OVOPEPETAL GTO TOPOV
@OALO 0OMy1dV ¥prione. BAéme mapdypao 4.

T epréyer 1o mTapév AL 00N IOV

SN E

1.

Tr etvan to Keppra kai oo etvon 1 yprion tov

T péner va yvopilete mpv ypnoonomoete 1o Keppra
Ilog va népete to Keppra

[MBovég avemBOuntec evépyeteg

Iag va puidocoete to Keppra

[Tepreydueva g cLoKEVAGING Kol AOUTEG TATPOPOPIES

Th eivar To Keppra kan mowa givan 1) yp1jon tov

H AePetipaxetaun gival €va avTiemANTTIKO QAPUOKO (PAPUAKO TO 0010 YPNCIUOTOLEITOL Y10 TN
Oepaneia TV kpicewv emAnyiag).

To Keppra ypnoyionoteitot:

2.

®¢ LOVo pAappako o€ eVAKeS Kot priovg amd 16 eTdv pe veodlayvwaoBeica emdnyia, yio T
Oepamneia evoc cuykekpiévon Tomov exminyiag. H eminyia eivon pia ndOnon oy onoia ot
acBeveic eppaviCovv emavarapfovopeves kpioelg (eminnrikés kpioels). H AePetipaxeTaun
YPMCLLOTOLELTAL Y10l TOV TOTO EKEIVO NG EMANWING GTOV 0TTOI0 Ol EMANTTIKEG KPIoELS apyIKd
TPOSPAAAOVY HOVO o TAEVPE TOV EYKEPAAOV OAALL, LETETELTO, UTOPEL VO ETEKTAOOVV GE
LEYOADTEPES TEPLOYEG KOl OTIC VO TAEVPES TOL EYKEPAAOL (EMANTTIKY Kpion €0TIOKNG EvapEng
Le M xopig devtepoyevn yevikevon). H Aefetipaketdun ocag xopnyndnke amod to ytpd cog yio
T peion Tov aplBpol TV ETANATIKOV KPIGEMV.

GUUTANPOUATIKG [Le GAAD OVTIETIANTTIKA @apuaKa yio T Oepameio:

" TV EMANTTIKOV KPIGE®V EGTIOKNG EVAPENG UE 1| XOPIG YEVIKELGT GE EVIAIKEG, Epifoug,
ool Kot Bpéen nAitkiog amd 1 unvog

" TV LDOKAOVIK®V KploewVv (Ppayeieg, omaoUmOKec akoVo1EG KIVAGELS EVOC LVOG 1 oG
opHaduG HUMOV) o€ eViAKES Kol eprIovg amd 12 €TOV e VEOVIKT LDOKAOVIKT EXUANYia.

" TV TPOTOTAONDC YEVIKEVUEVOV TOVIKOKAOVIKOV KpicemV (6oPapéc Kpioelg oTic omoieg
nepthapPaveTal  andAelo. GVVEIONGNC) e EVIAIKEG Kot €pMBouvg nhikiag amd 12 eTdv e
1W1omadn yevikevpuévn emdnyia (0 TOTOG TG EMANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aitia).

Tvpémer va yvopilete npwv mapete_to Keppra

Mnv zwéapere To Keppra

o€ mePInT®OoN aAlepyiog oTn AEPETIPAKETALT, GTA TVPPOAIOOVIKE TAPAYWDYA 1| GE OTOLOONTOTE
GAAO OO TO GLGTATIKE CVTOV TOL POPUAKOV (AVOPEPOVTUL TNV TTAPAYPAPO 6).



IIpog1domon)6ElS Kol TPOPUAGEELS
Amevbuvbeite otov yiatpd cog mpv mhpete to Keppra

. Edv vropépete amd mabnomn veppav, akorovdnate Tig 0dnyieg Tov Yiatpod oo Avtdg/avtn Ha
amopocicel av 1 6001 cog Bo Tpémel va TPOSaPUOGTEL.

. Av mopatnprioete 0molodNToTE EXPPASLVOT 6TV AVATTLEN TOV TOd10V GAG 1) OTOLNONTTOTE
Eapvikn emttdyvvon tng epnpPelag, tapaxaieiode va amgvbuvbeite oto YloTpd GOG.

o "Evag pikpog apifudg atopmv mov vroPAndnkay og Bepaneio pe avtieminnrikd omwg to Keppra

EUPAVICOAY CKEYELG AVTOTPAUVUATIGHOD 1] OVTOKTOVING. AV £YETE CLUTTOUOTO KOUTAOAYNG KOUN
10EACUOD OVTOKTOVING, TAPUKUAEIGTE VO, ETIKOIVOVIGETE UE TO YIATPO GUGC.

. Edv €yete otkoyevelako N 1Tpikd 1GTOPIKO OKAVOVIGTOV Kopdlakol puluod (euepavég o
NAEKTPOKAPIOYPAPNUA) 1) EGV TACKETE OO VOGO 1/t AapPdavete Bepomeio mov cag kadioTd
EMPPETEIC € AVOUOMEC TOL KAPIIHKOD TOALOV 1 AVIGOPPOTIES AAATOV.

Evnuepdote tov yotpd 1 Tov @aprokonold cog e6v Kamoto amd T akolovbeg avemBounteg

gvépyeleg yivetal coPapn| 1| OlpKel TEPIGGOTEPO GO LEPIKEG MUEPES:

o Mn @ucloroyikég okéyels, aicOnua evepebiotdtnTag N avtidpaon mo embetikn o’ ot
ouvnBme, 1 oV €0€iG 1 1 OIKOYEVELL GO KO 01 PIAOL GO TOPOTNPTCETE OTLLAVTIKEG AALAYEG OTN)
duabeon N T cvpmepipopd.

. Emdeivoon g eminyiog
O1 emAnnTikéc Kploels oag Umopel 68 OTAVIEG TEPMTAOGELS Vo EMOEV®mBoUV 1 va avénbei
GLYVOTNTA TOVG, KLPIOE KATA TN SLAPKELN TOL TPMTOV PUNVo UETE TV Evapén g Oepameiog )
v avénon g doong. Edv eppoavicete kdmolo amd autd ta vES GUUTTAOUATO KOTA TN ANYT] TOV
Keppra, emokepbeite £vav 10tpd T0 GLVTOHOTEPO dLVATO.

Howora ko £pnpor

o To Keppra dev gvdeikvutal e maidid Kot eprfoue kdT® Twv 16 €1V wg Lodvo QAapLLoKo
(povoBepameio).

Alro @appoxa ko Keppra
Evnuepaote 10 y101pd 1 10 @OopUaKOTOL0 oo 6V maipvete, £xETE TPOGPOTU TAPEL 1] UTOPEL VO, TAPETE
OTOLOONTTOTE AALDL (PAPLLAKOL.

Mnv tapete TOAVABLAEVOYAVKOAT (VO pAPLLOKO TOL ¥PNCIUOTOLEITOL MG KaBapTIKO) Yia pio dpa
TPV KoL o dpa LT T AW TG AePeTIpaKeTduNg O10TL 0LTO PIopel va 0dNYNoEL GE PEION TNG
dpdong g.

Kinon ka1 Onioopog

Edv giote éykvog 1 Onhalete, vopilete 0tL umopei va €iote £€ykvog 1 oxed1dleTe VO ATOKTHOETE TN,
{ntote TN GUUPOVAN TOL YTPOV GOG TPV TAPETE AVTO TO PAPUAKO.

H AePetipoketaun pmopel va ypnopomombei Kotd t SidpKeLn TNG EYKVUOGHLVNG LOVO EGV PETE o
TPOoeKTIKN a&loAdYNon kpbel avaykaio amd Tov Y1Tpd Gog.

Agv Ba mpénel va SaxonTeTe T Bepameio cog ywpic va To cu{nNTNoETE e TOV Y10TPO GOG.

Agv pmopel va amorhelotel TELeIC 0 KIVOLVOG EPPAVIONG GVYYEVOV OVOUAAIDY GTO OIS GO OV deV
&xet yevwn el axopa.

Agv cuviotdton 0 Onhacpog katd ™ didpkelo e Oepaneiog.

Oonynon ko EPoROS PNy avnpdTmv

To Keppra pnopei vo, ennpedcetl v ikavotntd cog vo odnyeite 1| va yepileote epyaieia
punyovipata, 010TL propel va 6og Tpokarécet vvniio. Avto givor mbavotepo oty apyn g
Oepaneioag | €merta omd avénon g 86omng. Aev Ba Tpémetl va odnyeite N va xepileate punyoviioTa
£m¢ 0Tov emiPePormbel 6TL 1 IKAVOTNTA GOC VO TPAYLATOTOLEITE TETOIEG dPAGTNPLOTNTESG OEV
emmpedleTot.

To Keppra wepiéyel pebvreotépa Tov mapaiopoiuvfevioikov o&Eoc, mpomTvAESTEPQ TOV
napavoposuPevioikov 0£Eog Kol HOATITOAN

To Keppra mdéoyo dSihopa mepiéyet pebuiecstépa tov TapaiidposuPevioikod o&éog (E218) ko
TPOTVAESTEPQ TOL TTapaidposuPevioikod 0&éog (E216) Ta omoia evdeyopéVmS va TPOKOAEGOVY
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OAAEPYIKEG avTIOPAGELS (TBaVO emPpadvvoprevov THTOV).

To Keppra mocipo dtdAvpa mepiéyet EXiong LAATITOAN.

Edv cag €yetl met o yuotpog oog 0Tt £xete duoavelio o€ KATO10VG COKYAPITES, EMKOIVMOVNOTE LUE TO
Y1aTpd GOG TPV TAPETE AVTO TO PAPLLOKO.

3. Hog va napete To Keppra

[Tavtote va maipvete ovTd TO0 PAPLOKO AVOTNPE COUPOVA LE TIC OOTYIEC TOV YIUTPOV GOC 1) TOV
oappaxomolov. Edv €xete appipolricc, potioTe TO Y10TPO 1) TO POPLOKOTOLO GO,

To Keppra npénet va Aappdvetar d0o eopéc v nuépa, pia to Tpmi Kot pia to Bpddv, Tepimov v
il dpa kabe uépa.

[Tapete 10 TOGIUO ddAVIA COLE®VA PE TIG 001 YiEG TOV YOTPOV OO,

MovoOeparncia (amo 16 eTov)

Evijlkeg (=18 e1ov) kat Epnpol (o6 16 eTdV) :

Metpnote v KatdAAnAn 860 ypnotponoldvag tn cvptyyo tov 10 ml mov mepiéyeton ot
ovokevaoia yuo acbeveic amd 4 TV Kol Gvm.

2uvictduevn 86on: to Keppra Aaufdavetol 600 gopéc nuepnoing, dmpnuévo og 600 ioeg 0OGELC, 1
KkG0e pio d6on perpdton peta&H S5 ml (500 mg) kot 15 ml (1500 mg).

Orav apyioete va maipvete Keppra, o yiatpdc Ba cag cuviayoypapnoet pia opnAiotepn 6061 yido Tig
2 gfdopddec wov Ba TporynBovv g YaUNAOTEPNC NUEPTIGLOG OOGTG.

2ovuninpouotixy Osparsio

Aobon o€ evifmkeg kot epffovg (12 émg 17 eTdv):

Metpnote TV KatdAAnAn d66M ¥pNooToI®VTaG TN cvptyya T@v 10 ml mov mepiéyetal otn
ovokevaoia yuo acleveig amd 4 TV Kol Avem.

2uvictdpevn 86omn: 1o Keppra Aappdvetal 0o opég nuepnoing, dimpnuévo o 000 ioeg dOCELS, 1
KkG0e pio d6on perpdton peta&H S5 ml (500 mg) kot 15 ml (1500 mg).

A6o1 6€ TELOLA 6 PNVOV KoL AVO:

O ywTpog oag Bo GLVTAYOYPUPNGEL TV KOTAAANAOTEPT Hopen Tov Keppra, copgpova pe v nikia,
T0 Bdpog kot T doom).

INo Too1d amé 6 pnvoav £mg 4 YPovAV, LETPNOTE TNV KATAAANAT dOGN YPNCILOTOI®VTAG T GUPLYY
tov 3 Ml Tov TepiEyeTon 6T cLVoKELOGIaL.

Io wo1d1d ave Tev 4 £TOV, PeTpioTe TNV KATAAANAT 306N XPNCILOTOIMVTOG TN ovptryya Tmv 10 mi
OV TTEPEYETOL GTT] GUGKEVOGTOL.

2uvietduevn 86on: 1o Keppra Aapfdaveror 600 popég nuepnoing, dmpnuévo oe 600 ioeg 0OGELS, M
Kké0e pio 06om petpdton petald 0,1 ml (10 mg) kot 0,3 ml (30 mg) avd Kko couatikod Bapovg Tov
7od100 (PAETETE TOV O KATM TIVOKO Y10, TOPOUSETY AT SOOTG).

A0061 6€ TOLOLA 6 UNVOV Kol AvVE:

Touotikd Bapog | Adom évapéng: 0,1 ml/kg dVo gopéc v nuépa | Méytot doon: 0,3 ml/kg dvo
QOpEG TNV NUEPQL

6 kg 0,6 ml dvo popéc TV Nuépa 1,8 ml dvo popéc v nuépa
8 kg 0,8 ml dVo popéc v Nuépa 2,4 ml 600 Qopéc v Nuépa
10 kg 1 ml 600 @opéc TV nuépa. 3 ml 800 popéc TNV nuépa

15 kg 1,5 ml dvo popéc v nuépa 4,5 ml dvo popéc v Nuépa
20 kg 2 ml d%o popég TNV nuépa 6 ml dVo Popég TNV Nuépa

25 kg 2,5 ml dvo Qopéc v nuépa 7,5 ml dvo Qopéc TV Nuépa
Amd 50 kg 5 ml 600 popég TNV nuépa 15 ml 600 @opéc v nuépa.

Aocoloyia o€ Bpéon (1 unvog Mg KAT® TOV 6 pNVAOV):

INa Bpéen om6 1 pnvog £0¢ KATO TOV 6 PNVAOV, LETPNGTE TNV KOTAAANATN OCT XPTCLOTOIDVTAG T
ovptyya Tov 1 ml ov mepiéyetar 6T GLOKEVOGIA.

2uviotduevn 86on: 1o Keppra Aapfdaveror 600 popég nuepnoing, dmpnuévo og 600 ioeg 0OGELS, M
KkG0e pio d6om perpaton peta&H 0,07 ml (7 mg) kot 0,21 ml (21 mg) avd Kihd copatikod Bapovs Tov
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Bpépovg (PAémete ToV MO KAT® TivoKa Yo TopoadelyaTo S00NC).

Aébon o€ Bpéon (1 pnvig £0g KAT® TOV 6 PNVAV):

Yopatikd Bapog | Adon évapéng: 0,07 ml/kg dvo @opéc v Méyiotn 660om: 0,21 ml/kg dvo
nuépa QOpES TNV NUEPQ

4 kg 0,3 ml dVo Qopéc v NuéPQ 0,85 ml 600 popéc TV nuépa.

5 kg 0,35 ml 600 popég TV nuépa 1,05 ml 600 popég v nuépa

6 kg 0,45 ml 600 @opég v nuépa 1,25 ml 600 @opéc v nuépa

7 kg 0,5 ml dvo popéc v Nuépa 1,5 ml dYo gopéc v nuépa

Tpémog yopfiymong:

Aol petpnoete T ooTH 006N UE TNV KATAAANAN cOptyya, To oo dtdivpa Keppra propet va
dtoAvetan o€ va moTNPL vepd N o pumumepd. Mmopeite va ndpete 1o Keppra pe 1| yopic eayntd. Metd
T YOPTNYNON OO TO GTOUO UTOPEL VO ELPOAVIOTEL 1) TKPT YELON TNG AEPETIPUKETAUNC.

Odnyieg xprong:

. Avoifte ) QAAN, TECTE TO TOUO, KOL GTPIYTE TO G€ avTifeTN POPa TG Kivnong Tov ikt Tov
poloylov (ewova 1).

CD@

. Xwpiote 10 €£dpTNO TPOGOPLOYNG amd T cvpryya (ewova 2). Elodyete to e&dptnua
TPOCAPHOYNG OTO Gvorypa TG PiAng (skdva 3). Xryovpevteite OTL £yl EPUPUOCEL KAALL.

®é\ o %
=
ll‘ . |

. [apte T cVPLYYO KoL EPOPUOCTE TN GTNV EWOIKT E60YN TOV eAPTNIA TPOSAPUOYNS (E1KOVa 4).
Avamodoyvpiote T AN (e1kdVa 5).

=
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o I'epiote T oOpryya pe pikpn mocdTTo SIHAVUATOG TPAPOVTOS TO Moo TPOG TO KAT® (E1KOVA
5A), katomy mBeiote 10 EUPOLO TPOG T EXAV® TPOKELLEVOL VO ATOLLOKPVOVETE KAOE
gvoegyopevn eucaAida (ewova SB). QBeiote 10 EpPoro Tpog Ta KAT® PEXPL VO PTACEL GTO
ONUELD EKEIVO IOV AVTIOTOXEL 6N dOOM G€ YIMooTOALTpa. (ml) TOV Y€l GVGTHOEL O YLITPOG GOG
(ewcova ST).

®8B

o Enravagépete T o1dAn oe kaBetn B¢om (ewdva 6A). Amopaxpdvare tn ocOpryya ond to
gEapmmuo Tpocapuoyng (ewdva 6B).

o AdeldoTe TO TEPLEYOLEVO TNG CVPLYYOS G EVOL TOTPL VEPO N O UILUTEPO, TELovTag To £UPolo
TPOG TOL KAT® (E1KOVA 7).

. ITieite 6o 1O MEPIEXOLLEVO TOV TOTNPLOV T} TOL UTUTEPD.

. Tepoyiote TN ELEAN PLOOVOVTOG TO TAUGTIKO TAOLLOL.

o EemAbvete ) oOpryya pe vepo povo (siova 8). ‘C@“

Aldpkela g Bepamneiag:

. To Keppra ypnopomoteiton yia ypoévia aymyr. H 6epaneio pe Keppra npénet va cuveyileton yio
0G0 YPOVIKO S1ACTN O CLVIGTA O YITPOS GOC.

. M GTOPOTAGETE TNV ay®YN 600G XOPIG T GUUPBOVAN TOL YUTPOL GG, KOOMG 1| SIKOTT TNG

Oepameiog pumopei vo, 0dNyHGEL 6TV ADENCN TOV KPIGEWDV.

Edv napete peyardtepn 06on Keppra amé tnv kavovik

O mBavég avemBounteg evépyeleg tng vepdocoroyiag ival vvniia, di€yepon, exfpotnta, peioon
NG EYPNYOPONC, KOTOUGTOAN TNG OVATVOTG KOl KMLLO.

Emwowvmvnote pe To y10Tpd cag edv EYETE TAPEL TEPIGGOTEPA d1oKia amd dca. Oa Empene. O yiaTpdg
o0g o amopacicel TNV KOADTEPT dVVATOV AVIIHETMTION TG VIEPSOGOAOYING.

Eadv Eeydoete va mapete 10 Keppra:
Emwowvmvnote e o y1atpd cag edv Exete mapaieiyel pia 1 nepiocdtepeg 0OGELS.
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Mnv maipvete SutAf] 606N Y10 Vo AVOTAPDOGETE TPOTYOVLEVT] 006N TTOL EeYATTE.

Eav octapatioete va naipvetre Keppra:

Xe mepintwon dakonng tng Beponeiog, To Keppra mpénet var daxdmteTon Pobduaio yio va
oamopevyfel  emdeivoon tov kpicewv. Edv o ylotpdg aropaciostl va otapatiostl 1| Oepaneio cag pe
10 Keppra, avtdc/avth Oa cog dmoet 0dnyieg yio ) Pabdaio dwaxonn tov Keppra.

Edv éxete meplocdTepeg EpOTNCELG OYETIKE LLE TN YPTOT AVTOV TOV PUPUAKOV POTAOTE TO YTPO 1 TO
QOPUOKOTOLO GOC.
4, IMBavéig avemBounTeg evépyereg

Onwg 6ha Ta eAppaKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AveTIBOUNTES EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMTOVC.

Evnuepaote apéomg tov yiaTpod 60g, 1] TYUIVETE 6TO TUNNO. ETELYOVTOV TEPLGTUTIKAV TOV
TANGLEGTEPOV VOGOKONEIOV, EAV ENQPUVICETE:

o advvapio, tédon Awobvpiag 1 (dAn 1 duckoAia oty avamvon, kabhg avtd propei va, gival
ovpmtdpata coPapng aAAEPYIKNG (AVOPUANKTIKNG) avTidpaoNC

o 0101l TOL TPOGAOTOL, TV YEIMDV, TNG YADGGOS Kot ToL papuyya (oidonua Tov Quincke)

o YPIITMON CLUTTOHOTA Kot eEGvON L0 6TO TPOSHOTO Tov aKoAovBeital amd ekTeETOUEVO

e€avOnua pe vynAd Topetd, avénuéva enimeda NTATIKGOV EVEOUOV oTIC EEETAGELC OiOTOG Kol
av&npévo apBpod evog THTOL TOV AEVKMV ULLOGPALPIOY (NOCIVOPIALN) KOl S10YKOUEVOLS
Aepoadéveg (avtidpacn 6to PapLako e NOCVoPiiia Kot cuotnpatikd copntdpata [DRESS))

o CUUTTOUOTA OTTMG YOUNAOG GYKOG 0VpMV, KOVPAGST), VOUTIO, ELETOG, GUYYVOT Kol O101Ua TV
OOV, TOV AOTPUYIA®V 7| TOV KATO AKpmV, KOO®OS avTd Umopel va gival GOUTTOUATO
EaQVIKNG LEI®ONC TNG VEQPIKNG AEITOVPYiag

o deppotikd e€avinpa, o omoio pmopel vo oYNUOTICEL QAVKTOIVES KO VO, TTOPEL TN LOPOT| KPDV
GTOYOEWMV OAAOIDGEWY (KEVTIPIKEG OKOVPES KNAIOEG TEPIKAEIONEVES atd [iol TTLO YAMUT
TEPLOYN LE Evav 6KoDPOo SOKTOAO YOP® and 10 mepiypauua) (rodduoppo epbbnuo)

o EKTETAPEVO EEAVINLLA e PAVKTOIVEG KOl ATOAETIGT) TOV OEPUATOS, EOIKE YOP® OO TO GTOL,
™ woT™, TO PATIe Ko To yEVWNTIkd opyava (edvdpouo Stevens-Johnson)

o pia o cofoapn popen eavOnUaTog TOL TPOKAAEL OTOAETION TOL SEPLOTOC GE TEPICTOTEPO
and 1o 30% NG COUATIKNAG EMPAVELNS (T0l1KN eTIdEppuKn VEKPOALGN)

. onueio cofapmdv VoNTIK®OV 0AAAY®V 1} €AV KATO10G YOPM GOG TAPOTNPNCEL GNUEIN GVYYVOTG,

vovnMa (viota), apvnoio (am®Ag pyiung), EXnpeacpévn uviun (aenpnuada), un
(VGLOAOYIKT] GUUTEPIPOPA 1] AAAL VEDPOAOYIKA GTUEID OTTOC KOVGLEC 1) U1 EAEYYOUEVEG
Kivfoels. Avtd propet va gival coumtopata eykepaionddsiog.

O1 710 GLUYVE avVaEEPOUEVEG AVETIBOUNTEG EVEPYELEC TV PIVOQOPVYYITION, VITIVNALL (VOOTQ),
TOVOKEPAAOC, KOTTmo| kot {aAn. Xtnv apyn g Oepaneiag N pe tnv avénomn g 06ong, avemBounteg
gvépyeleg Omwg 1 viota, 1 KO6Twon Kot 1 LaAN propei va, eivar cuvnBéotepeg. Ot evépyetec ovtég Ba
TPEMEL VO, ELATTOVOVTOL LLE TNV TAPOSO TOV YPOVOUL.

oAb ovyvéc: pmopel va mpocsBdilovy mepiccdtepa and 1 ota 10 dropa
. pwvopapuyyitida,
. vvnAia (VOGTO), TOVOKEPAAOG.

Yuyvég: umopel va TposPaiiovy €wg 1 ota 10 dropa

. avope&io (andieia 0peéng),

. KatdOAym, exbpicotnTa 1 EMOETIKOTNTA, AyYO0G, VITIVNALQ, VEVPIKOTNTA 1] EVEPEIOTOTNTA,

. onacpol, dtutapayn g wwoppomiag, {aAn (aicOnon actdbelag), Anbapyog (EAretyn evépyelog
Kot evOoLG1aGHOD), TPOUOG (AKOVGLO TPELOVAO),

. thyyog (aicOnuo mteptotpoeng),

*  Priag,
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KOWAL0KOG TTOVOG, dtdppota, duoreyio (SvokoAio otV TEYT), EUETOG, VaUTio
e€avonua,
advvapio /koTmon (Kodpaon).

Oy osvyvég: pumopet vo mposParrovy €wg 1 ota 100 dropa

UELOUEVOG aPOUOG OUOTETAAMVY, HEIOUEVOC 0PlOUOC AEVKDV OLUOGOULPI®Y,

ueimon tov Papove, avénon tov Pdpovg,

QOTELPO.  OTOKTOVIOG KOl OKEWEIC OUTOKTOVIOG, WOYIKA OlTapoyn, WU  (QUGLOAOYIKN
oLUUTEPLPOPA, WevdaicOnon, Bupdg clhyyvon, kpion Tovikov, cuvoucOnuotik ootdbeio /
Stkvpdvoelg g cvvalcOnuotikig didbeong, diéyepon,

apvnoia (amdigia pvnung), eEmPapovon g uvnung (téon va Eexvare), pn uetoAoykdg
GLVTOVIGHOG / ataia (ETPApPLVOT TOV GUVTOVIGHOV TOV KIVGE®V), TopacOnacio
(LoppnyKlacpa), Statapoyr TS TPOSOXNGS (ATOAELR TG CLYKEVTIPMOONG),

dumhomio, (dutdn dpacn), Baunn 6pact,

AVENUEVEC / U1 PLGTOAOYIKEG TIUEG OTO OMOTEAECUATO, Liog EEETAONG TG NTOTIKNG AELTOVPYIOG,
T dnTmon, Eklepa, KVNGUOC,

poikn advvapia, poodyio (LOiKOG TOVOC),

KéKmon.

Yravieg: umopei va tpocfardlovv €noc 1 ota 1000 dropa

hoipwdn,

LEW®UEVOS aplBog OA®MV TOV dLOCOALPI®Y,

cofapéc aldepywcés avtidpaoels (DRESS, avapuiaktikn avtidpacn [coPapr| Kot onuovtikh
aAdepykn avtidpaon], oidnuo tov Quincke [TpNR&yLo ToV TPOCHTOL, TOV YEMDY, TS YADGGOS
Kot Tov Aotpov)),

LEWOUEVT] GLYKEVTPOOT) VATPIOV GTO O,

aVToKTOVia, dTOPUYEG TS TPOSHOTKOTNTAS (TPOPANUATA GUUTEPLUPOPAS), LT PLCLOAOYIKN
okéyn (BpadvTnTa oKéyng, aduvapio GLYKEVTPOGNC),

TopaA P,

eykeporondbeia (BA. vroevdtnta "Evnuepmote apésmg to yoTpd cag” yio Aemtopepn
TEPLYPOPT TOV CUUTTOUATOV),

mBavn emdeivoon 1 avénon g cLYVOTNTIS TOV EMANTTIKMV KPIGEWV,

aveEELEYKTOL LUIKOT OTOGHOL, TOV TPOSPAAAOVY TNV KEPAAT, TOV KOPLO KOl TO, GKPO, SVGKOALN
EAEYYOL TV KIVAGE®V, VITEPKIVNGIN (VTEPOPAGTNPLOTNTA),

peTafoAn Tov kapdiakoD puOUoY (GTO NAEKTPOKAPSIOYPAPTI L),

TOYKPENTITION,

NTATIKN averdpKeLo, NIATiTION,

ViKY PeloT TG VEPPIKNG Agttovpyiog,

deppotikd eEdvinpa, o omoio pmopel vo GYNUOTICEL QAVKTOIVES KO TOAPVEL TN LOPPT
OTOYOEWMV OAAOIDGEWDY (KNAIOEC LE GKOVPOYPOILO KEVTPO KOl ()YPT] TEPLPEPELQ, 1] OTTOT0L
nepPdAleton amd Eva GKOVPOYP®HO SaKTOA0) (ToAbuoppo epvBnua), extetauévo eEavinua pe
QAVKTOIVEG KO ATTOAETIOT) TOV OEPUATOG, EWOIKA YOP® OO TO GTOUM, TN LOTY], TO LATIO KoL TOL
yevwntikd opyavo (cdvdpouo Stevens-Johnson) kot pie o coPapny LOpPT| TOL TPOKAAEL
AmOAETION TOV dEPHOTOG O€ TEPLoGOHTEPO amd T0 30% NG COUATIKNG EMPAVELNS (T0l1Kn
ETMLOEPLIKT VEKPOILVON),

pofdopvorivong (dtiomacn Tov pHuikov 16Tov) kot oxeTlopevn avENon g
KPEATIVOPOGPOKIVAGTC aipatoc. O emmorlacuog sival onpoviikd vynidtepog o€ lanmveg
acBeveic o€ oOykplon pe un lanwveg acbeveic.

YOAOTNTO 1] SVGKOAIN GTO TEPTATN AL

GLVOLOCUOGS TVPETOV, HVTKNG duoKapying, aoTafobg apTNPLOKNAG TEoNS Kol KUPIIOKNG
GLYVOTNTOG, GLYYLON, XAUNAS eminedo cuveidnong (umopel va eivar onpeio datapoyng, n omoia
ovopdleton vevpodnmriko koxonleg ovvopouo). O emmolacudg Eival GNUAVTIKA VYNAOTEPOC
o1ovg ldmmveg acbeveic cuykprtkd pe tovg un lanoveg acbeveic.

Ava@opd avemOOunTOV gvepyE®V
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Edv mapotnpioete Kamota ovemiBuuntn evEPYELD, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av1d 1oy0et Kat yio ke oy avemiBounTn evéPyELD TOV EV AVAPEPETAL GTO TAPAV EVAAO 0dNYIDV
ypnons. Mropeite emiong va avapépete avemBounTeg evépyeleg anevbeiog, péow tov EBvikon
Opyavicpov Papudkmv, Mecoyeimv 284, 15562 Xolapyds, Adnva, TnA.: 213 2040380/337, das: 210
6549585, www.eof.gr. Méow g avagopds avembduntev evepyeldv umopeite va fondnoete ot
GLALOYN TTEPLOCOTEPMV TANPOPOPLOV CYETIKA [LE TNV OACPAAELN TOV TOPOVTOS POPUAKOV.

5. IIog va pvridooete 10 Keppra
To @appoako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal Ogv TO POAVOLY T TOdLA.

No pun ypno1ponoteite ovtd T0 PAPUOKO UETE TV NUepoUnVia, ANENGS TOV avoyPAPETIL GTO KOVTL Kot
TN PLaAN petd ) Aéén AHEH.

H nuepounvia Anéng eivar ) televtaio Lépa TOL UNVO TTOV AVOPEPETAL EKEL.
Na un ypnoiponoteital Hetd amd 7 UVES 0o TO TPMTO AVOLYU TNG QLIANC.

dvldcoete oTNV aPYIKN QLAAT, Y10 VO, TPOGTOTEVETOL IO TO POC.

Mnv metdte AapUOKa 6TO vEPO TNG OMOYETELOTG 1 OTA OKOVTIOW. PoToTE TOV aplaKorold cog yio
TO TTAOG VO, TETAEETE TOL PAPLLOKA TOV OEV YpNoomoteite ma. Avtd ta pétpa 8o fondrcovv oty
nTpooTocio Tov mePPEAlovTog.

6. Iegpreydpeva TG 6VOKELAGIOG KO AOTTEG TANPOPOPieg

T nepréyer to Keppra:
H dpaoctikn ovoia ovopdleton AePetipaxeraun. Kabe ml mepiéyer 100 mg AePetipaketdun.

Ta GAAa cvotoTikd givar:

Kitpkod varpro, povoiidpiko kitpiko o&v, pebureotépog tov mapadpo&uPevioikon o&éog (E218),
TPOTVAESTEPUG TOVL TapadOpo&uPevioikod o&Eog (E216), yAvkvppilikd appmvio, yYAvkepoin (E422),
vypN poATitoAn (E965), kaiiovyoc axkecovdeaun (E950), dpopo otapuiion, kexabappuévo vowmp.

Epg@avion tov Keppra kot wepieyopeva mg 606KELOGI0G

To Keppra 100 mg/ml mocio diddlvpa givat Eva S1o0yEG VYPO.

H yvdhvn oudin tov 300 ml (yuo modid nAkiog 4 1odv kot ave, epnoug Kot eviALKES) vt
GLGKEVOGLEVT GE KOLTL amd yopTdVvL, o TEPLEYEL EMioNg o cVptyya Tov 10 ml, yia yprion amod to
otoua, (Babpovopnuévn ava 0,25 ml) kon e£GpTnHO TPOGAPLOYNS YO TN GVPLYYO.

H yvdhvn ouain Keppra tov 150 ml (yia Bpéon kot puikpd mtodid nikiog oand 6 pnvav émg KaTm arnd
4 gtdv) eival GLOKELACUEVT GE KOVTL A0 YOPTOVL TOV TEPIEXEL EMIONG Lia GVPLYYa TV 3 ml, yio
yxpnon amod to otopa (Baduovounuévn ava 0,1 ml) kot eEGpTnua TPOSAPHOYNS Yio T GUPLYYO.

H yvédhvn euain Keppra tov 150 ml (yio Bpépn nhikiag 1 unvog €og kdto tov 6 unvov) etvot
GLOKEVAGUEVT G€ KOVTL Od YapTOVL TOL TEPIEYEL ETiONG Lo cvpLyya Tov 1 ml, ya xprion and 1o
otoua, (Babuovopnuévn ava 0,05 ml) kon edpTnpo TPOGAUPLOYNS YO TN GUPLYYO.

Karoyog Adsrag Kvkiogopiag

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bpu&éiieg, Béryto.

IMopaockevaotig

NextPharma SAS, 17 Route de Meulan, F-78520 Limay, ["aAiia.

n UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’Alleud, BéAyto

IMo omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPoidV, TapukaieicOes va
amgvbuvbeite otov TomiKd avtimpoésmmo tov Katdyov tng Adetag Kvkiopopiag.

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tél: + 32/ (0)2 559 92 00 Tel: +358 9 2514 4231 (Suomija)
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Bbbarapus
1O CU BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: +45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: +358 9 2514 4231 (Soome)

E\rada
UCB A.E.
TnA: +30/2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 472944 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Tel: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 34 74 40

Latvija
UCB Pharma Oy Finland
Tel: +358 9 2514 4231 (Somija)
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Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/Tel: + 32 /(0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: + 43 (0)1 291 80 00

Polska
UCB Pharma Sp. z o.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organizac¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: +358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00

United Kingdom (Northern Ireland)
UCB (Pharma) Ireland Ltd
Tel: + 353/ (0)1-46 37 395



To mapov OAL0 0dNYLAOV xpHoNS ovadsmpOnke Yo TelevToia popd Tov 09/2021.
Aldreg INYEG TANPOPOPLAOY

Aemntopepeic mAnpoopieg yio 10 pappoko avtd eival d1abéoipeg oto dikTLaKO TOTO ToL Evpmraikon
Opyovicpov Gopudkmv: http://www.ema.europa.eu
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@vAiro oonYLOV rpions: IIAnpoopics yia Tov a.c0evi)

Keppra 100 mg/ml ukvo d1dAvpa Yo TopacKeELY] S10ADROTOS Y10 £YYVOT)
AePetipakeTaun

AP aoTE TPOGEKTIKE OLOKANPO TO QVAAO 0ONYLDOV YPTONS PLY EGEIC 1| TO TONOL GUG OPYICETE VA
APNOGLUOTTOLEITE AVTO TO PAPNAKO, SLOTL TEPAUAPPAVEL CNUOAVTIKEG TAPOPOPIES Y10 GUG.

Durd&te avTo To EOALO 0dNYIDV Yprone. Towg ypelaotel va to dofdcete Eavda.

Edv éxete mepartépo amopieg poTNOTE TOV Y1OTPO 1) TOV QOPLOKOTOLO GOGC.

H cvvtayn yio avtd 1o papproko yopnynnke omokAEloTiKA Yio 60G. Agv TPETEL Vo SDGETE TO
@apurako o€ AoV Mmopei va Toug Tpokarécel PAGHN, akdpa Kot GTOV TO GUUTTMOUOTO TG
ac0éveldc Tovg eivor 101 e To, O1KG Gag.

Edv mapotnpfoete KOmolo, avemBOunTn evépyELd , EVIUEPDGTE TOV YIATPO 1 TOV PUPUAKOTOLO
caG. Avtd oyvet Kot yio kéBe mbovi avemBOpunTn evépyeia TOL SeV OVOPEPETAL GTO TAPOV
@OALO 0OMy1dV ¥prione. BAéme mapdypapo 4.

T Tepréyer 1o Tapév AL 00N IOV

Uk~ wd P

1.

T etvon To Keppra ko mota glvan 1 xpriomn tov

T péner va yvopilete mpv ypnoonomoete 1o Keppra
[Mog va tapete to Keppra

[MBavég avemBOunTes evépyeteg

Iaog va puidocoete t0 Keppra

[epreydpeva g cvokevaciog Kot AOTEG TANPOPOpieg

T givan To Keppra kon wowa givan 1 ypfon tov

H AePetpaxetaun sivor éva avtiemAnNTTikd eappoKo (¢apLoKko To omoio pNoHoTotEiTOL Yio TN
Oepaneio TV Kpicemv emAnyiog).

To Keppra ypnoyomoteitar:

™G LOVo pAapuaKo o€ eVAKeS Kot epriovg amd 16 eTdv pe veodlayvwaobeica emdnyia, yio T
Oepamneia evoc cuykekpiévon Tomov eminyiag. H eminyia eivon pia ndonon oy onoia ot
acOeveic eupaviCovv emavaiapfovoueveg kpicelg (eminmrikég kpioelc). H AePetipaxetaun
YPNOLLOTOLELTAL Y10 TOV TOTO EKEIVO TNG EMANWYING GTOV 0TTOT0 Ol EMANTTIKEG KPIoELS apyIKa
TpocPailovy povo pia mAevpd Tov eykedAov, 0AAG, pLetémetta, propel vo enektafodv o
UEYOADTEPEC TEPLOYEG KO OTIC SVO TAEVPES TOV EYKEPAAOL (EMANTTIKN KpioTn €6TIONKNG Evapéng
pe M xopig devtepoyevn yevikevon). H Aefetipaketdun ocag xopnyndnke amod to ytpd cog yo
T peimon tov aplfpod TV EMANTTIKOV KPioEWV.

GUUTANPOUATIKG e GAAD AVTIETIANTTIKA pdploKka yio T Oepameio:

" TV EMANTTIKOV KPIGE®V EGTIOKNG EVAPENG UE 1) XOPIg YEVIKELOT OE EVIAIKES, EPovg
Kol ool nAkiog amod 4 eTov

" TV LDOKAOVIK®V KploewVv (PBpayeieg, omaoumOtkéc akoVo1EG KIVAOELS EVOC LVOG 1 Liog
ouddag LudV) o eVAMKEG Kat ePr|ovg amd 12 eTdv pe VEOVIKT LDOKAOVIKT ETAN Y.

" TV TPOTOTAODS YEVIKELUEVOV TOVIKOKAOVIK®V KpicewV (coPapég kpioelg oTig omoieg
mepAapPavetal n ondAslo cuveidnomg) oe eviAKeS Kot eprifoug nhxiog amd 12 etdv pe
1Womadn yevikevuévn emtinyio. (0 TOTOG TNG EXANYING OV TGTEVETAL OTL EXEL YEVETIKA,
aitia).

To mokvé dudlvpa Keppra yio, mopoaokevt] SLoADUATOG Yo £yyvon eival Uio, EVOALOKTIKT LOpEeN Y10
acBeveic 6TOVG OMOioVE M| YOpNYNOT TOL avTiemAnTTiKob Keppra amd to otdpa dev eival Tpocmpva
dvvar.
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2. Tvpéner va yvopilete nprv oog yopnyn0Osci_to Keppra

Mnyv ypnowpomouioste To Keppra
. o€ mepintwon oAAepyiog 6T AEPETIPUKETALT, GTO TVPPOALOOVIKE TOPEYMYH 1| GE OTOL00NTOTE
A0 OTTO TO. GUOTOTIKE CVTOV TOV POPLAKOL (AVAPEPOVTAL GTNV TTAPAYPaPO 6).

IIposgidomou|oelg Kan TPoPLAGEELS
AmevBuveite otov yiatpd cag mpwv cag yopnynbei to Keppra

o Edv vrogépete amd mddnon veppov, akorovdnote Tig 0dnyieg Tov yotpol cag. Avtog/avtr| Oa
amoPaciost av 1 8001 cog Oo TPETEL VO TPOGOPUOCTEL.

o Av TopatnpnoeTe OTodNTOTE EXPPASLVOT TNV avATTLEN TOL TUdL0D GOG 1) OTOLNONTOTE
Eapvikn emttdyvvon tng epnpeiag, tapakaieiode va amgvbuvbeite oto yloTpd cog.

o "Evag pikpog apifudc atdoumv mov vroPAndnkay og Oepameio pe avtiemnmikd 6mwg to Keppra

EUPAVICAY CKEYELS OVTOTPUVUOTIGHLOV 1| OVTOKTOVIOG. AV EYETE CUUTTAOUATO KATAOAMYNG KOV
W0EAGHLOV AVTOKTOVING, TOPAKAAEIGTE VO ETKOVMVIGETE UE TO YLTPO GOG.

. Edv &yete otkoyevelord N 10Tpikd 16TOPIKO OKOVOVIGTOV KapdlakoD puBuov (epepavég o
NAEKTPOKAPIIOYPAPNLUA) 1 EGV ThoKETE 0O VOGO N/kan AapPdvete Oepomeio mov cag kadieTd
EMPPENEIS € AVOUUMES TOL KAPIIOKOD TAALOV 1| AVIGOPPOTIEG AAATMV.

Evnuepaoote tov ylotpd 1 ToV QopUoKoTold cag 0V KATold and Tig akodAoveg avemOdunteg

gvépyeleg yivetal coPapn 1 OlpKel TEPIGGOTEPO GO LEPIKEG NUEPEC:

. Mn @ucloroyikég okéyels, aicOnua evepedictdoTTag N avTidpaon o exBeTikn o’ OTL
ouvn g, 1 oV €GEIC 1 M OIKOYEVELA GOG KO OL PIAOL GOG TTOPOTNPTGETE CTUAVTIKEG GALOYEG OTN)
duabgon N T cvumepipopd.

. Emdeivoon g eminyiog
O1 EMANTTIKEG KPIGEIS OOG WTOPEL € GIAVIEG TEPTTMOGELS VO, ETOEV®BOVY 1 vor awénbei n
GLYVOTNTA TOVG, KLPIOG KATA TN SLAPKELD TOL TPMTOL PNva LETE TV Evapén tng Bepoameiog n)
v avénon g doongc. Edv eppovicete kdmo1o amd autd Ta VEN CUUTTOUATO KOTO TN ANYT| TOV
Keppra, entokepeite Evav 10tpd T0 GUVTOUOTEPO dVVATO.

Howod kon £épnpor
. To Keppra dgv evdeikvutor o mondid kot eprovg KaT® tov 16 eTdv og Hévo eapuaKo
(povobBepameia).

Ao @appoxa kot Keppra
Evnuepdote 10 y101pd 1 10 QopLaKonold cag dv maipvete, 1| £xete mpdo@ato TApEL 1| LTopel va
TAPETE OMOLUONTOTE GALD PAPLOKO, OKOLO KOl ALTA TTOL OgV oag EYovv Yoprynbei e cuvtayn.

Mnv népete ToALOBLAEVOYAVKOAT (£va GAPLLOKO TOV YpMoLponoteital o¢ kabopTikd) yio pio dpa
TPV Kot pio opol PETE T ANyn TG AEPETIPOKETAUNG S1OTL AVTO UITOPEL VoL 00N YNOEL GE UEI®ON TNG
dpdong mg.

Kinon kot Onhaopog

Edv giote éyxvog 1 OnAalete, vopilete 0TL umopei va iote £ykvog 1 oYeOALETE VO ATOKTOETE T,
{ntote 1 GLUPBOVAN TOL YTPOV GOC TPV TAPETE QLTO TO PAPLAKO.

H AePetipoaketaun pumopel va ypnopuomombei Kotd ) StpKeLn TG EYKVUOGHVNG HOVO EGV LETE ad
TPOCEKTIKN a&loAOYN o™ KPBEl avaykaio amd Tov Y1uTpd cag.

Agv Oa, mpémel va, dlaxodmTeTe T Oepameio cog yopPic va To GLINTNOETE e TOV Y1OTPO GOG.

Agv pmopel vo amokAeloTtel TELEIDC 0 KIVOLVOC ELPAVIONG GVYYEVOV OVOUAADY GTO OIS GO TOV dEV
€xetl yevvn el axopa.

Agv cuviotdton 0 Onhacpog Katd ™ didpkela TG Bepaneiog.

Odnfynon ko (EPLOROS POV RLATOV

To Keppra propei va ennpedoet tnv ikavotnté cog va odnyeite 1 va yelpileote epyareio
unyovinuata, 610tt uTopel va 6og Tpokarécel vvniio. Avto gival Thavotepo oTNV apyn TG
Oepaneiag M énerta omd avénon g 06ong. Aev o Tpémetl va odnyeite N va. xepileate punyaviuoto
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£€w¢ 6tov emPeformbel 611 1 IKAVOTNTA COC VO TPOYUATOTOLEITE TETOLEG OPAGTNPLOTNTESG OEV
emmpedletat.

To Keppra nepiéyet varpro.

Mio péyiom epdma 66om mokvol dreAvpatog Keppra mepiéyet 2,5 mmol (1 57 mg) vazpio (0,8 mmol
(1 19 mg) vdtpilo avd eroridio). Na AapBdvetal voéyn edv Ppiokeote vd dlouta TEPLOPICUEVS
TPOCANYNG OANTIOV.

3. Hog yopnyeitan 10 Keppra

To Keppra 0a cog yopnyn0ei amod yotpd 1| vooniebtplo, mg evooeAéfia £yyvon.
To Keppra npénet va yopnyeitar 500 @opéc v nuépa, pia to mpmi kot pia to Ppadv, mepimov v ida
opa ke pépa.

H evdopréfro ohvOeom gival pio eVOALAKTIKN ADGN 6TN XOp1YNon arnd o otop. Mmopeite va
aALGEETE A TO EMKAAVLLLEVO, LE AETTTO VUEVIO d1oKin 1) TO TOGHLO StdAvpa otV EVOoPAEPia
YOPNYNoM Kot To avTioTpopo amevbeiog, ympic Tpocapuoyn g doong. [Ipénetl oumg va, dtatnpndei n
OAIKN MUEPN GO OGN KOl 1) GLYVOTNTA YOPNYNONG.

2vuminpouotixy Osparcia kar povobsparcia (amoé 16 etwv)

Evijlikeg (=18 etdv) ko épnpor (12 £émg 17 et@v) Papovg 50 kg 1] dvo:

Suvietdpevn 06on: petad 1000 mg kot 3000 mg nuepnoimg.

Orav apyioete va maipvete Keppra, o y1atpdc 0o o0 cuvTayoypagiost Lo, YopnAotepn 6061 yid Tig
2 gfoopadeg mov Ba TponynBovV NS YapNAOGTEPTG NUEPNTLOG dOONG.

Abon o moudd (4 £og 11 e1dv) kan gpnpovg (12 £wg 17 eT®dv) Bapovg kT amd 50 kg:
Youvietdpevn d6on: petatd 20 mg/kg copatikod Papovg kot 60 mg/kg copatikod Badpovg kKabe
nuépa

Tpomog ko 060G yoprynongs:

To Keppra mpoopiletar yio evooréfia xpnon.

H ocvvietdpevn d6on pénetl va apatdveTal o TovAdyiotov 100 ml evog copPatod doAddtn kot vo
yopmyeitan pe evooeAEPia £yyvon péca o 15 Aemta.

INa Tovg yrorpovg Kot Tig vooniehTpleg mo AemTopepels 0dnyieg yuo tnv cmwoth xpnon tov Keppra
TaPEXOVTOL GTO TUNUA 6.

Awdpkera g Oepameiog:
o Agv vapyet epmeipio pe yopnynon evOopAEPLaG AEPETIPAKETAUNG VIO TEPIOSO UEYAADTEPT) TOV
4 nuepav.

Eav octapoatioete va ypnopomorcite To Keppra:

e mepintoon dokomng g Bepomeiag, Onme Kol e AAAN avTIEMANTTIKE Qdppaka To Keppra mpémet
va dwakomtetar Pabpiaia yio vo amoeevyfel n emdeivoon tov kpicemv. Edv o yiotpdg amopacicst va
otapotnoel  Bepaneio cag pe to Keppra, avtog/avt Ba cag ddoet 0dnyieg yuo tn fabdpiaio dtokonn
tov Keppra.

Edv éxete mepiocdtepeg EPOTNOELG GYETIKA LLE T YPTOT] AVTOV TOV PAPUAKOL POTNOTE TO Y1 TPO 1| TO
QOPUOKOTOLO GOC.
4, MBavég avemOOuNTES EVEPYELEG

Onwg 6o To eAppaKa, £TGL KOL 0VTO TO QAPUAKO LITOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEC, OV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AVEPMOTOLG.
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Evuep®ote apéocmg Tov Y10Tpo 60C, 1| ANYAIVETE 6TO TUIA ETELYOVIOV TEPLCTATIKAV TOL
TANGLECTEPOV VOGOKOUELOV, EAV ENPAVICETE:

. advvapio, tdon Amobupiog 1 {AN 1 duokoAia otV avamvon, Kabdg avtd umopet va gival
CUUTTOUOTE GOPOPNG AAAEPYIKNG (AVOPLAOKTIKNG) avTIOpaoNg

. 01N TOL TPOGDOTOV, TOV YEIMDV, TNG YADGGAS Kat TOV Pdpvyya (oidnua tov Quincke)

. YPITMIN COUTTOUATO Kot EEAVONLLO GTO TPOCOTO TOL OKOAOVOEITAL OO EKTETAUEVO

eEavOnpa pe vynAd Topetd, avénuéva enimeda NTATIK®OV EVEOUOV oTIC EEETAGELS OiLOTOG KOl
avénuévo aptiud evog THIOV TOV AEVKOV ALLOCEUIPIOY (NOCIVOPIAIN) Kol S10YKM®UEVOVG
AepEUdEVEC (OVTIOPOOT) GTO PAPLOKO UE NOGIVOPIALD Kot cuoTnuatikd cvurtouate, [DRESS])

. GUUTTOUOATO OTTMG YOUNAOG GYKOG 00pmV, KOVPAUGT], VOUTIO, EUETOC, GUYYVOT Kol 01010 TV
OOV, TOV ASTPAYIA®V 1) TOV KATO GKp®V, KaODS avtd Uumopel va gival GOUTTO AT
EaQVIKNG LEI®ONC TNG VEQPIKNG AErTOVPYiag

. depuotid eEdvinpa, To omoio pmopel vo SYNUOTICEL PAVKTOIVES KOt VO TTOPEL TN LOPPT| UKPDV
GTOYOEWMV OAAOIDGEWDV (KEVTPIKEG GKOVPES KNAIDES TEPIKAEIOUEVES Ot o, T1O YAMUN
TEPLOYN HE Evay oKoDPOo SAKTOAIO YOP® and To TEPiypopa) (Trolduoppo epdnua)

. EKTETANEVO EEAVOMUL LE PADKTOIVEG KO ATTOAETIOT) TOV OEPUATOS, EIOIKE YOP® 0T6 TO GTOUO,
™ pot, To pATIo Kot To YEVVITIKG Opyova (advdpouo Stevens-Johnson)

o pia o cofopn popen e£ovONUATOg TOL TPOKAAEL OTOAETION TOL SEPLOTOC GE TEPICCOTEPO
and 10 30% ¢ couatikng emeavelas (toliky emidepuixi vekpoloon)

. onueio cofapmdv VONTIK®OV OAAAY®V 1} €AV KATOL0G YOP® GOG TOPOTNPNCEL GNUEIN GVYYVOTG,

vvnAa (viota), apvnoio (am®AE LviunG), EXNPEACHEVT Lviun (apnpnudada), un
(PLGLOAOYIKY] GUUTEPLPOPA 1] AAAL VEDPOAOYIKA oMLEein OO AKOVGLES 1) U1 EAEYYOUEVEG
KIVAoElS. Avtd pmopet va gival GUUTTOUATO EYKEPAAOTADELOC.

O 7o oYV avoaeepOUEVEG AVETBOUNTES EVEPYELES NNTAV PVOQOPVYYITION, VITIVIALL (VOGTQ),
TOVOKEPAAOG, KOTT®o| kat {AAn. Xtnv apyn g Oepaneiog ) pe v adénomn g 06ong, avemBounteg
gvépyeleg Ommg 1 vioTa, 1 kémwon kot 1 (AN propei va eival cuvnBéatepeg. Ot evépyeteg avtég Ba
TPEMEL VO, ELATTMOVOVTOL LLE TNV TAPOSO TOV YPOVOUL.

oA ovyvég: umopel va mpocsPdiiovy tepicadtepa amd 1 ota 10 dropa
. pwoeapvyyitida,
. vvnAa (VvoTa), ToVoKEPAAOG.

Yuyvég: umopel va mposPaiiovy €ng 1 ota 10 dropa

. avope&ia (andreia 0peEng),

. KatdOAym, exbpikotnTa 1 embetikoTnTA, dyY0G, VIVNAia, VevpdTTa N EVEPEBIoTOTNTA,

. onacpol, dStutapayn g wopponiag, {aAn (aictnon aotdbelag), Abapyoc (EAretyn evépyelog
Kot EVOOLGLOGHOV), TPOUOG (AKOVGLO TPELOVAO),

tAtyyog (aicOnpo meptoTpoenq),

P,

KowAokdg TOVOG, dtdppota, duomeyia (Suokoria oty TEYT), EUETOS, VaVTia

eEavOnua,

advvouio /kémwon (kovpaon).

‘O ovyvég: pnopet va mpooPaiiovy émg 1 ota 100 dropa

. UELMUEVOG aPlOUOG OUOTETOM®Y, HEIOMUEVOC OPLOUOC AEVKDV ALILOCQUIPI®Y,
o ueimon tov Pdpovg, avénon tov Pdpovg,
. OTOTELPA  OVTOKTOVIOG KOU OKEWEIS OVTOKTOVIOG, WOYIKY OloTapayn, WU (PLGLOAOYIKY|

ouUmEPLPOPA, wevdaicOnon, Bvpdg oldyyvon, kpion mToviKov, cuvalcOnuatiky actddeia /
dtaKvpavoels e cvvalsOnuatikig d1dbeong, diéyepaon,

. apvnoio (amdieo Lyqung), exapoven g pvnung (téon va Egxvarte), un QUGLOAOYIKOS
ouvtovicpog / ataio (ETBapvVoT TOV GUVTOVIGHOD TMV KIVIGEMYV), TapatcOncio
(LopunyKlacua), dtotapayn TE TPOocoyNG (ATMOAELR TG CLYKEVTPOGNC),

o dumhonio (duwAn dpacn), Oaunr 6pacm,

o aVENUEVES / UN PLGTLOAOYIKES TIUEG OTA OMOTEAECUATO Hiog EEETAONG TG NATIKNAG AELTOVPYiog,
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. TpLomTmon, Exiepa, Kvnouoc,
o poikn advvapio, poodyio (Loikodg TOVOC),
. KOKOO.

Yravieg: umopet va tpocPairovy €mg 1 ota 1000 dropo

. Aoipman,

. UELOUEVOG apOIOG OADY TV OLLOGPUPInY,

o coPoapéc odlepyikég avtidpdoelc (DRESS, avaeuioktikn avtidpacn [cofapr| Kot GUaVTIKY
aAdepyikn avtidpaon], oidnua tov Quincke [Tpr&yto Tov TPOSOTOL, TOV YEIMDV, TNG YADCSCOG
KoL TOV Aaov]),

. HELOUEVT CLYKEVIPOGT VOTPiov GTO aipla,

o aVTOKTOViO, S10TAPAYES TG TPOSHOTIKOTNTAG (TPOPANUATA CUUTEPLPOPAG), LT PLGLOAOYIKN
okéyn (Bpadvnta okéyng, advvapio cLYKEVTP®GNG),

*  TOPOATPNUOL,

. gykeporomadeio (PA. voevdtrTa "Evnuepmote apuécsmg 1o ylotpd coc" yio Aemtopuepn
TEPLYPUPT TOV CLUTTOUATOV),

. mOovn emdeivmon 1 avgnon e GuXVOTNTIG TOV EMANTTIKOV KPIGEDV,

ave&éLeyKTol LUiKOl OTOGOL, TOL TPOGPAAAOVY TNV KEPAAT, TOV KOPLO KO TO, AKPO, SVGKOALN

EAEYYXOL TV KIVIOE®V, VTIEPKIVNGLa (VITEPIPAGTNPLOTNTLL),

petafoin Tov KopdiokoD puouoy (GTO NAEKTPOKAPSIOYPUPTILAL),

TOYKPEOTITION,

NTATIKY AVETGPKELD, NTATITION,

Eapvikn peimon tng veppikng Aettovpyiag,

deppoTikd eEdvOnpa, To onoio pmopel vo oyNUATICEL PAVKTOIVEG KOt TOIPVEL TN LOPPT

OTOYOEWMV OALOIDGEWDV (KNAIDEG LE GKOVPOYPOUO KEVTPO KOl OYPT TEPUPEPELD., 1 OTOTN

nepPairetal and Eva GKOVPOXPOUO SaKTOAL0) (ToAbuoppo pdOnua), extetauévo eEGvOnua pe

QAVKTOLVEG KOl OTOAETIOT) TOV OEPLOTOC, EOIKA YOP® amd TO GTOLM, TN LOTY], TO LATLO Kot ToL

yevvntika opyava (evvdpouo Stevens-Johnson) kot pio o cofopn HopeN oV TPOKOAEL

OTOAETION TOV dEPHOTOC OE TEPLOGOTEPO 0o TO0 30% NG COUATIKNG EMPAvELNg (toliky

ETLOEPULKR VEKPOAVON),

. papdopvorvong (dtdomact Tov Hoikod 16T00) Kot oXeTILOUEVT avénon NG
KPEATVOPOGPOKIVAGTG aipatoc. O gmmolacpog eival onpoviikd vynidtepog o€ lanmveg
acleveic o€ oOyKplon pe un lanwveg acbeveic.

. YOAOTNTA 1] SUGKOAIN GTO TEPTATN LA

. GLVOLOGLOG TVPETOV, HVTKNG SVOKOUYING, AoTABOVS APTNPLOKTG TEST KOl KOPILUKTG
oLYVOTNTOG, GLYYLON, XOUNAO emtinedo cuveidnong (umopel va etvar onpeio datapayng, n omoia
ovopdleTan vevpodnmrixo kokonOeg cvovopouo). O emmolacpoc elvar GNUAVTIKA VYNAOTEPOS
otovg ldmmwveg acbeveic cuykpitikd pe toug un ldmwveg acbeveis.

Ava@opd avemOounTOV evepyELOV

Edv mapotnpioete Kamoto avemBOUNTN EVEPYELN, EVILEPDGTE TOV YLUTPO 1) TOV QAPLOKOTOLO GOG.
AVTO 1oyt Ko Yo kdOe mlhavr avemBountn evépyela Tov Ogv aVaQEPETAL GTO TAPOV PUALO OONYIDOV
xpNons. Mropeite emiong va avapépete avemBounteg evépyeieg anevbeiag, péow tov EBvikod
Opyaviopod Gopudkmv, Mecoyeiov 284, 15562 Xorapyog, Abnva, TnA.: 213 2040380/337, ®a&: 210
6549585, www.eof.gr. Méow g avopopdg avemBountov evepyeidv pmopeite va fonbnoete ot
GLAAOYN TTEPIGGOTEPMV AT POPOPLDY GYETIKA UE TIV OCPAIAELD TOV TOPOVTOG POPUAKOV.

5. &g vo. pvrdccete 1o Keppra

To @apuako 0vtd TPETEL VoL PUAACCETOL GE UEPT) OV OgV TO PAETOVY KoL OV TO POAVOLY TOl TOUdLA.
Na pn gpnoponoteite ovtd 10 PAPUOKO LETE TV NUepounvio ANENG Tov avaypaeetatl 6To PLoAidl0
Kot 670 Kouti petd ™ AéEn AHEH.

H npepounvia Aféng elvar ) televtaio uépa Tov UNVOL TOL AVAPEPETOL EKEL.

Avtd 10 pappoxo dev amortel wWiaitepeg cuVONKeS PUAAENG.
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6. Mepreyépeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES

T epréyel To Keppra:
H dpactikn ovoia givar ) AePetipaxeraun. Kabe ml mepiéyer 100 mg AePetipoketaun.
Ta dAAa cvotoTikd givat: 0£Kd vatplo, 0&1kd 0E) TayOLOPPO, YAMPLOVYO VATPLO, DOMP YL EVECTUA.

Epg@avien tov Keppra kon Tepieyopeva g 6V6KELUGIOG

To Keppra mokvo StdAvpo yio Ty Toepoackevn StoADHOTOC Yo £yyvon (oteipo Tukvo dtdlvpa) ivor
éva O1oYEG, G p®HO VYPO.

To Keppra mokvo dtddlvpa yio Ty Topoackevn SeADUOTOS Yio £YXV0T GLOKEVALETOL GE KOVTL 0o
xaptovL o TepEyet 10 rodidia twv 5 ml.

Karoyog Aderog Kvkhogopiog
UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpv&éhiec, Bélyio.

HMopookevaocTi|g
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-I’Alleud, BéAyio
N Aesica Pharmaceuticals S.r.l., Via Praglia, 15, 1-10044 Pianezza, ItoAio.

T"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amgvbuvbeite otov TomiKd avtimpoésmmo Tov Katdyov tng Adetag Kvkiopopiag.

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tél: + 32/ (0)2 559 92 00 Tel: +358 9 2514 4231 (Suomija)
Boarapus Luxembourg/Luxemburg
O CU BU Bwarapus EOO/] UCB Pharma SA/NV

Ten.: + 359 (0) 2 962 30 49 Tél/Tel: + 32/ (0)2 559 92 00
Ceska republika Magyarorszag

UCB s.r.o. UCB Magyarorszag Kft.
Tel: + 420 221 773 411 Tel.: + 36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

TIf: + 45/ 32 46 24 00 Tel: + 356 / 21 37 64 36
Deutschland Nederland

UCB Pharma GmbH UCB Pharma B.V.

Tel: + 49 /(0) 2173 48 4848 Tel.: +31/(0)76-573 11 40
Eesti Norge

UCB Pharma Oy Finland UCB Nordic A/S

Tel: +358 9 2514 4231 (Soome) TIf: +45/32 46 24 00
EMado. Osterreich

UCB A.E. UCB Pharma GmbH

TnA: +30 /2109974000 Tel: + 43 (0)1 291 80 00
Espafia Polska

UCB Pharma, S.A. UCB Pharma Sp. z 0.0.

Tel: + 34 /91570 34 44 Tel: + 48 22 696 99 20
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France
UCB Pharma S.A.
Tél: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Tel: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 223474 40

Latvija
UCB Pharma Oy Finland
Tel: +358 9 2514 4231 (Somija)

To mapov vALo 0dNYLAOV xpioNS ovadempiOnke Yo TelevToio popd Tov 09/2021.

Addeg TNYEG TANPOPOPLOV

Portugal

UCB Pharma (Produtos Farmacéuticos), Lda

Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenské republika

UCB s.r.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: +358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00

United Kingdom (Northern Ireland)

UCB (Pharma) Ireland Ltd
Tel: + 353/ (0)1-46 37 395

Aemntopepeic TAnpoeopieg yia To pappako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmraikon
Opyoaviepod Gopudkmv: http://www.ema.europa.eu

O Tinpo@opicc Tov akorovBovV amevOivovTal povo o€ erayyelpatieg vysiog.
Odnyieg Y10 T0 GOOTO TPOTO YPNONG TAPEYOVTAL GTO KEQAANLO 3.

"Eva. graAidio mokvov dadduatog Keppra nepiéyet 500 mg Aefetipaxetaun (5 ml mokvod dtaAdotoc
tov 100 mg/ml). Biéne [Tivaxa 1 yio T GOVIGTOUEVT TPOETOLOGT Kol S1001KAGI0 YOPTYNONE TOV
mokvov dtaAdpotog Keppra, dote va gvebel oAk nuepfola d6on 500 mg, 1000 mg, 2000 mg 1} 3000

mg € 000 SIMPNUEVES OOGELC.

ITivaxag 1. ITpogtowascio Kot yoprynon tTov mukvoy daivuatoc Keppra.

Adon ‘Oykog mokvov dwoivpatog | ‘Oykog Xpovog YoyvotnTo Olucn} nueproa
owAvTn | éyyvong | yopnymons o6on

250 mg 2.5 ml (uod @raAidio 5 ml) | 100 ml 15 dentd | 2 popég/muépa | S00 mg/muépa

500 mg 5 ml (éva. @loAidio 5 ml) 100 ml 15 entd | 2 popég/muépa | 1000 mg/muépa,

1000 mg 10 ml (6o @loAdidio 5 ml) | 100 ml 15 Aemtd | 2 popégmuépa | 2000 mg/muépa

1500 mg 15 ml (tpia erokidie 5 ml) | 100 ml 15 Aemtd | 2 popégmuépa | 3000 mg/muépa

Av16 10 TTPOTOV glvon piag ypromngs, Kabe vITOLOITO U XPNCILOTOIOVUEVOL SHADLOTOC TPETEL VL
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http://www.ema.europa.eu/
http://www.ema.europa.eu/

omoppLpoet.

Avgpxera {ong Kotd T ypnon: And pikpoPloAoyiki| Aoy To Tpoidv Tpémet v xpnotpuonomOel
apéomg petd v apaioon. Edv dev ypnopomomBei dpeca, o ypdvog Kot o1 cuvOrkeg puAaéng mpwv
T xpnon tvar evBHLVT Tov ¥PNOTN KO deV TPEMEL Kavovikd va vepPaivouy 1o 24wpo o€ Beppokpacio
2 ém¢ 8°C, extdg av 1 apainon Eyve KAT® omd ELEYYOLEVES KOL EMKVPOUEVEG GLVONKES aonyiag.

To mokvd didivpo Keppra Bpédnke puotkdg cupufatod kot ynuikdg otabepd dtav avaptyvoeTol Le
TOVG TOPOUKATM SLOAVTEC TOVAAYLGTOV Y1 24 MPEC KAl QLAACTETOL OE TEPLEKTEC Od
molvBrvoroydwpidio (PVC) ot eheyyouevn Oepuoxpoasio dopatiov 15-25°C.

AloA0TeG

e Evéoyo diddvpa yhopiovyov vatpiov 9 mg/ml (0,9%)

e Evéowo duilvpo lactated Ringer’s

e Evéowo didhvpa de&tpolng 50 mg/ml (5%)
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