DVLAo 0OV ypiiong: [IAnpogopics yia Tov acOeviy

Keppra 250 mg emxoloppéva pe Lentod vuévio oioKio
Keppra 500 mg emxoloppéva pe Lentod vuévio oiokio
Keppra 750 mg emxoloppéva pe Lentod vuévio oiokio
Keppra 1000 mg emkoroppévo pe Aewtd vpuévio diokio

AePetipaxetiun

A doTe TPOGEKTIKA 0AOKANPO TO PUALO 0ONYLAV YP1)OIG TPV EGEIS 1] TO TAOL GOC APYIGETE VO
TAipveETE QVTO TO PAPNAKO, HLOTL TEPLLAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DuvAdGETe avTd TO POALO 0dNYIDV YpNonc. Tows ypelaotel va To SuPdoete Eava.

Edv éxete mepartépm amopieg poTi|oTE TOV Y10TPO 1] TOV POPLAKOTOLO GOG.

H cvvtayn yo autd 1o appoako xopnyndnke amokAEIGTIKG Yo 60G. Agv TPEMEL VO OMGETE TO
QAapuaKo o€ GAAOVE. . Mmopel va Toug TpoKaAEésel PAAPN, aKOUA Kot OTOV TO GUUTTOUOTO TG
acBéveldg Toug givan 1010 pe Tar S1KdL GO,

Edv mopatnproete kKamowo avemBOunTn evepysld , EVIUEPMGTE TOV Y1OTPO 1 TOV POPHOKOTOO
caG. Avtd 1oyvet kot yo k0B mhovi avemBOunTn evEPYELD TOV OEV OVAPEPETOL GTO TAPOV
@OALO 0ONY1BV yprione. BAéne mapdypapo 4.

T Tepréyer 1o mapév @A 001 YLOV

ANl A e

1.

T etvon To Keppra kot oo givan 1) xpron tov

T mpénet va yvopilete mpv ypnoonomoete to Keppra
g va népete to Keppra

[MBavég avemBOunteg evépyeteg

[og va pvidooete to Keppra

[epreydpeva tng cvokevaciog Kot AOES TANPopopieg

T givar To Keppra kot mow givar i yp1jon tov

H AePetipaxeraun etvor éva avtiemANmTikd Aappoko (eaplroKo to oroio ypnoLomoteital yio
Bepaneio TV kpicewv eminyiag).

To Keppra ypnoonoteito:

¢ LOVO QAPLOKO o€ EVIMKEG Kal epnPovg amd 16 etdv pe veodiayvmobeioo emtinyia, yio T
Bepameia evoc cLYKeKPLLEVOL TUTTOL emANyiag. H eminyia elvar pio wdbnon oy omoia ot
aoBeveic epeaviCovv emavarapPoavopeves Kpioelg (eminnkég kpioelc). H AePetipaxerapn
YPTOLOTOLEITAL VIOl TOV TUTO EKEIVO TNG EMANYING GTOV 0010 Ol EMANTTIKEG KPIGEIS apyIKA
pocPdAiovy povo pio TAEVPE TOL EYKEPAAOV, OALY, LETEMELTA, UTOPEl Vo enekTabo0VV oE
UEYOADTEPEC TEPLOYES KOl GTIG OVO TAEVPEC TOV EYKEPAAOL (ETANTTIKN KPioN €0TIOKNG EVOpENg
ue M ywpic devtepoyevn yevikevon). H AePetipaketaun cag yopnyndnke and to yotpod Gog yio
™ nelmon tov aplfrol TOV ENANTTIKGOV KpicE®V.

CUUTANPOUATIKE (e GAAC QVTIETANTTIKA ApLOKa Yo TN Oepameia:

. TOV ETMTTIKOV KPIGE®V €0TIOKNG Evapéng e N xwpig yevikevon og eVAKeS, EpnPoug,
Tond1d kot Ppéen nikiog omd 1 unvoc,

= TOV LVOKAOVIKOV Kpicemv (Bpayeiec, 0macUmIIKEC 0KOVGIEG KIVIGELG EVOC LVOC 1| piog
ouadag V) o€ eviAkeg Kot eprifovg amd 12 €TV e VEAVIKT LDOKAOVIKT ETANVia,

= TOV TPOTOTAONDG YEVIKEVUEVMOV TOVIKOKAOVIKGOV Kpicemv (coPapéc kpioelg oTig omoieg

TEPLOUPAVETOL 1] OTOAELL GVVEIONGNC) GE EVIALKES Ko €PTovg nhikiag amd 12 eTdv e
w0omadn yevikevpévn extnyia (0 THTOG TNG EMANYING TOV TLGTEVETAL OTL EYEL YEVETIKA
aitia).



2. T npéner va yvopilete npv napete 10 Keppra

Mnv wépere 10 Keppra
. o€ MEPIMTOON aALePYinG oTN AEPETIPAKETAUT, GTA TVPPOMOOVIKA TAPAY®DYQ 1) GE OTO0ONTOTE
GAAO OO TO GVGTOTIKG CLTOV TOV PUPHUAKOL (AVOPEPOVTOL GTNV TAPAYPAPO 6).

[poscdomonosic Ko TPOPVAGEELS
AmevBuvBeite atov yatpd cag mpv mépete o Keppra

. Edv vrogépete amd madnon veppdv, akorovdnote Tig 0dnyieg Tov yiatpob cog. Avtog/avth Oa
aropocicetl av 1 d0om cog Oo TPEMEL Vo TPOGUPUOGTEL.

. AV TopatnpNoETE OTOONTOTE EXPPAOLVOT GTNV AVATTLEN TOL TS0 GOG 1] OTOLONTTOTE
EapVvikn emtayvvon g epnPeioc, Tapaxoareice va angvBouvleite oto yatTpd oag.

o "Evag pikpog apBudg atdpmv mov vroPAnnkay o Bepaneia pe avtiemAnmrikd 6mwg to Keppra

ELPAVICAV GKEYELS OVTOTPUVUOTIGHLOV 1| UTOKTOVIOG. AV EYETE CUUTTAOUATA KATAOAMYNG KOV
10€0G OV VTOKTOVIOG, TAPUKOAEIGTE VO ENMKOWVMVIGETE LLE TO YIUTPO GOUC.

. Edv éyete owoyevelaro 1 10Tpiko 16TOPIKO aKAVOVIGTOL Kapdtakoh puBuol (speavég o
NAEKTPOKAPIOYPAPNLUL) T €6V TACKETE OO VOGO 1)/kon AapPavete Bepomeia mov cag KaboTd
EMPPENELG 0 AVOUUMEG TOL KAPIOKOD TAALOD 1 AVIGOPPOTIES AAATWOV.

Evnuepdote Tov yotpo 1 TOV QOpUAKOTOL0 6ag GV KATTOW ard Tig akOAovdeg avemBOunTeg

evépyeleg yivetat cofoapn 1 dpKel TEPIGGOTEPO amd PEPIKES UEPES:

o Mn guctloroyikég oképels, aioOnua gvepebiotdtnTag 1 avtidpaon o emBeTiky om’ Ot
ouviBmg, 1 av €€l 1 1 01KOYEVELD GOG KOt OL PIAOL GOG TOPAUTNPTOETE CNUOVTIKEG AALOYES OTN)
dudbeomn N T cvumepLPopd.

o Emdeivaoon g emiinyiog:

O emmtiég Kpioelg cag Umopel 6€ OTAVIEG TEPUTTMGELG Va, eTdEVmBovv 1 vo avénbei n
GLYVOTNTA TOVG, KLPIOG KATA TN S1APKELL TOV TPAOTOL Pva LETE TNV Evapén g Bepansiog 1)
v avénomn g doong.

e (o ToA omdvia Lopen emAnwiog mpadiung Evapéng (emAnyia mov oyetileton pe
petaArdéelg otnv SCNSA) mov mpokaiel TOAAATAOVG TUTOVG EMANTTIKAOV KpioE®V Kol
anmAel OeEI0TTOV, UITOPEL VO TAPATPNOETE OTL 01 EMANTTIKES Kpicelg eEakolovbovv va
VILAPYOVV 1| EMBEVAOVOVTOL KOTA TN ddpKea NG Bepaneing cag.

Edv gpoavicete kKamowo omd avtd o véa copmtodpata Katd ) Ayn tov Keppra, emiokepbeite évav
10TPO T0 GLVTOUHTEPO dLVITO.

oo ko Enpor
. To Keppra dev evdeikvutal e maidid Kot €prifoue kdto twv 16 €1V w¢ Lovo papLako
(novoBepameia).

Alho pappoxa ko Keppra
Evnuep®ote 10 y10tpd 1 T0 QUPUOKOTOW0 oag 4V maipvete, £xeTe TPOGPOTU TAPEL 1] LTOPEL VO, TAPETE
OTOLOONTTOTE GAAQ PAPLLOKOL.

Mnyv mtapete ToAVaBLAEVOYALKOAN (VO QAPLLOKO TTOL YPTCILOTOLEITOL G KABAPTIKO) Yl (io dpa
TPV Kot pio dpo PLETE T Ay TNG AEPETIPOKETAUNG SLOTL AVTO UTOPEL VO 0OTYNGEL GE AMMAELN. TNG

dpdong tng.

Kinon ko Onhaopog

Edv giote éyxvoc 1 Inidlete, vouilete 0T1 pmopet va iote £ykvog 1 oxedGLETE VO OMOKTNOETE TOd,
{ntote TN cupfovAn TOL YTPOL GOG TPV TAPETE ALTO TO Papuaxo. H AePetipaxerdaun pnopet va
ypnoyomondet Katd tn S1dpKeln TG EYKLUOGVVNG LOVO GV LETA OO TPOCEKTIKY 0&0AOYN o™ Kp1Oei
avoyKoio amo Tov y1Tpd cog.

Agv Bo mpénel va dakontete T Bepaneio oog ympic vo 1o cuINTIOETE e TOV YIOTPO GOC.

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOG EUPAVIONG GVYYEVOV OVOUOAM®MY GTO TOdi Gag TOL eV
éxel yevvnOel axdpo. AHo pHeAETeg dev LTOJEKVVOVY ENIEVO KIVOUVO OTIGHOD 1] VONTIKNG
avamnpiog o€ ool Tov yevvinonkay amd untépeg mov EhaPav Oepaneia pe Aefetipaketdun Katd
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dudpkeln TG kumomng. 201060, o S100Ea1La dESOUEVA OYETIKA LE TNV EMIOPAOT TNG AEPETIPOKETAUNG
OTN VELPOOVATTLEN TOV TSV EIVOL TEPIOPIGUEVO.
Agv ovvietdtal 0 OnAacpog Katd T didpketo g Oepaneiog.

001yN01] KO YEPICROS PNYAVI|LATOV

To Keppra pmopet vo ennpedost Tnv wavotntd cog vo odnyeite 1 va yepileote epyoleia 1
pnyovnpato, S10Tt UTopel va 6og Tpokarésel vavniia. Avto givor mlavotepo oty apyn g
Oepomeiogn €nerta omd avénon g d0ong. Aev Tpémel vo odmyeite 1 va xepileote pnyoviuoto £mg
6tov emPeforwbei 6TL 1 KAVOTNTA GOG VO TPAYUOTOTOEITE TETOEG OpaoTNPLOTNTES Oev emnpedleTar.

To Keppra 750 mg nepiéyer sunset yellow FCF (E110).
H ypwotum ovoia E 110 propei va mpokadécel aAAepyIkég avTidpaoelc.

To Keppra nepiéyer vatpio
To eappaxo owtd mepéyet Arydtepo and 1 mmol varpiov (23 mg) avd diokio, eivar owtd TOL
ovoudlovpe «erevBepo vatpiovm.

3. Hog va napete To Keppra

[Tédvtote va maipvere owTd TO0 PAPUOKO ALOTNPE COHE®VA LE TIG 00MYIEG TOL YITPOV GOG 1) TOV
papuaxorolov. Edv éxete apepiPoiies, poINoTe TO Y10TPO 1 TO POPUOKOTOLO GOG.

[épete Tov ap1Oud diokinv cOHuemva pe Tig 0dnyieg TOL YoTpol Gag.
To Keppra mpénet va Aapfdverar 600 popéc tnv nuépa, pio to mpmi kot pio to fpadv, mepimov tnv
O dpa kébe pépa.

2ouminpouatiy Osparcia kar povolepancio (aro 16 erwv)

. Evijhkeg (=18 etdv) kat £épnpor (12 émg 17 er@v) Bapovg 50 kg 1 avo:
Yvvietopevn 06on: petagd 1000 mg kon 3000 mg npepnoing.
Otav apyicere va maipvere Keppra, o yatpdg o cog cuvtayoypaenoet pa youniotepn d6on
v 116 2 gfdopddec mov Ba wponynBodv Tng younAoTEPNS NUEPT|GLUS SOOTG.
Hopaderyua: av n nuepnoio, 66cy cog mpoopiletou va eivou 1000 mg, n peiwuévy doon Evapéng
eivar 1 dioxio twv 250 mg to mpwi ka1 1 diokio twv 250 mg 10 fpadv ko 66on Ba avénOet
otadtakd péxpt va ptéoet ta 1000 mg v nuépa petd anod 2 efdopddes.

. "‘Eenpor (12 ¢m¢ 17 et@v) Bapovg 50 kg 1] yétepo:
O ywtpog cag Ba Gog GUVTOYOYPAPNGEL TNV TAEOV KATAAANAN QOPUAKOTEXVIKT LOPOT] TOV
Keppra copgpmva pe 1o fapog kat m doom.

. Aocoroyia o€ Bpéen (1 pnvog £mg 23 uvav) kot Toaod (2 éog 11 etdv) Bapovg KAT® a6
50 kg:
O ywTpoG 60C Bl GUVTUYOYPOUPTGEL TIV KATOAANAITEPT] POPLLOKOTEYVIKY Lopen Keppra
oVUP®VA [Le TNV NAKia, To Bapog Kot T d6om.

To Keppra moécyo didAivpe 100 mg/ml givar n kotaAAnAdtepn cdvBeon yio, Bpéen Kot Tondid
NAIKIOG KATO TOV 6 €TV, Yo Aol Kot eprfoug (amd 6 €mg 17 etdv) pe copatTikd PApog KATw
tov 50 kg kabhg kot dtav dev pumopel vo emttevydel 1 akpiPnc 66omn pe to diokia.

Tpomnog yopnynong

Kortanivete ta diokia Keppra pe apket TocotnTo KAmo1ov vypo (1.y. £va motnpl vepo). Mmopeite
vo, tapete To Keppra e 1 yopig tpor). Metd tn yopnynon ond 10 otépo unopet va eLpovioTel
TKPT YELON TG AEPETIPOKETAUNG.

Avdpkein tng Bepaneiog
. To Keppra ypnowonoteitan yio yxpovia ayoyn. H Oepaneia pe Keppra mpémel va cuveyiletot yia
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0G0 YPOVIKO OLAGTILO GLVIGTA O YITPOG GOC.
. M GTOUATAGETE TNV AY®YN GOG XWOPIS TN GVUBOVAN TOL YITPOV GOC, KABMG 1) dl0K0oTT TNg
Oeponeiog pmopel va 0dnynoetl otny avénon Tov Kpicewy.

Eav napete peyorvtepn 66on Keppra amwo Ty kKavoviki

O mBovég avemBounteg evépyeleg Tng vrepdocoroyiag ivat vtvniia, S1€yepon, exbpdnta, peimon
NG EYPNYOPONG, KATAGTOAN] TG OVOTVONG KO KMLLOL.

Emwowmvnote pe to yratpd oag edv ExeTe TAPEL TEPLGGOTEPA d1oKio amd doa Ba Enpene. O yoTpog
cag Oo amoeacicel TNV KOADTEPT SLVOTOV AVTILETMOTIOT TNG VIEPOOGOAOYING.

Eav Eeyaoete va napete 1o Keppra:
Emwowmviote pe to yuatpd oag edv Exete mopaieiyel pio 1 mEPIOcOTEPEG OOGELS.
Mnyv maipvete SumAr 60T Yo Vo OVOTANPOGETE TPOTNYOLLEVT OGN oL EEYACATE.

Edv otopatioete va naipvere Keppra:

Y nepintoon dwakonng tng Bepomeiag, To Keppra mpénet va dwokdnteton Pabdpiaia yo va
aropegvydel ) emdeivoon Tov kpicewv. Edv o y10tpdc amopaciost va otopatiost 1 Oepaneio cog pe
10 Keppra, avtdg/avtn Ba cog ddoet 0dnyieg yio tn Pabuaio dwaxonn tov Keppra.

Edv éyete meprocoTepeg EPOTAOELG CYETIKA LLE TN YPNOT| CVTOV TOV PUPLAKOV, POTNCTE TO YOTPO 1) TO
QOPUOKOTOLO GO,
4. MBavéc avemBOuNTES EVEPYELES

Onwg 6Aa Ta pApHaKa, £TGL KO 0VTO TO PAPLAKO UTopEl Vo TPOKAAEGEL aVETIOOUNTES EVEPYELES, OV
Kot 6gv Tapovsldalovtal 6e GAOVG ToVG avBpMOTOLG,.

Evnpepdote apéocmg tov Y1aTpo 600G, 1] ANYAIVETE 6TO TUNRA ETEYYOVIOV TEPLOTATIKAV TOV
TANGLEGTEPOV VOGOKONELOV, EAV ENPAVICETE:

. advvapio, tédon AuoBupiag 1 (oAn 1 duokoAia oty avamvor|, kafdg avtd propet va ival
CLUTTOUATA GOPPTG OAAEPYIKNG (AVOPLAAKTIKTG) OVTIOpaoTg
. 0101 L0l TOL TPOGAOTOV, TV YEIMADV, TG YADGGOS Kot Tov pdpuyya (oidnpa Tov Quincke)

YPIAOON cupnTdpota Kot EGvOnpa 6to Tpdcmo mov akolovbeitat amd eKTETOUEVO
e€avOnua pe vynAd Topetd, avénuéva enineda NraTk®V VOOV oTiS eEeTdoELS alplaTog Kot
avENUEVo apBpd evog TOTOV TV AEVKMV OLocOapiov (MOGVOPIAin), SIOYKOUEVOVS
AELQOOEVEG KOl GUUUETOYN GAA®Y OpYAV@OV TOL COUATOS (AVTIOPACT) GTO PAPLOKO LLE
noowo@Ma kol cvetnuatikd countopate [DRESS])

. CUUTTONOTO, 0TS YOUUNAGS OYKOG 0VpmV, KOOPAoT), VvouTio, ELLETOC, GUYYLON Kol OION L TOV
TOOIDV, TOV OCTPUYAA®Y 1] TOV KAT® AKpmV, KaBdG avTd Pmopel vo, etvol GOUTTOROTO
EaQVIKNG Lelmong TG VEQPIKNG AslTovpyiog

. depratikd eEAvOnuL, TO 0oilo UTopel Vo GYNUOTIGEL PADKTOLVES KOl VO TAPEL T LOPON UIKPDOV
GTOYOEWMV AAALOIDCEWDY (KEVTPIKEG GKOVPES KNMOEG TEPUKAEIONEVES OO WLiaL L0 YA®UN
TEPLOYN KE vy GKOVPO SUKTOALO YOP® 00 TO epiypoppa) (rodduoppo epvlnua)

. EKTETOUEVO €EAVOMLLAL LE PAVKTOVEC KOl AITOAETIOT TOV SEPUOTOG, EOIKA YOP® 0md TO oTOMO,
TN K0T, T LATLOL KoL TOL YEVVNTIKG dpyova (cdvdpouo Stevens-Johnson)

. pa o cofopn popen e£avOnuUaTog mov TPOKUAEL ATOAETIGT TOV OEPUATOC GE TEPICCOTEPO
oo 10 30% NG COUATIKNG EmMQavelng (tollkn emdepiry Vekpoioon)

. onueio cofapmv VonTIK®OV 0AAXYDOV 1| €AV KATOL0G YOP® GOC TAPOTNPNOEL CTUEIR GVYYVOTG,

vavnAla (viota), apvnoio (am®AEW LyHUNG), ERNPEACUEVT] VN (aenpnudda), un
(QVGIOAOYIKT) GUUTEPIPOPA 1| AAAC VEDPOAOYIKA OTUEID, OTIMG AKOVGIEG 1) U1 EAEYXOUEVES
KWNGEIG. AvTd umopel vo, ivol GUUTTOUATO EYKEPAAOTAOENG.



O1 o ovyvd avapepopeveg avemBounteg evépyeteg etvat prvoeapuyyitida, vavniia (viota),
TOVOKEPOAAOG, KOO kat (OAn. Xtnv apyn g Oepaneiog 1 pe v adénomn g 060omg, avembounteg
EVEPYEIEG OTMG T VVOTO, 1 KOTwor kot 1) (oAN umopei va eivar cuvnBéotepeg. Ot evépyeieg autéc Oa
TMPENEL VO, ELATTOVOVTAL LE TNV TAPOSO TOL YPOVOUL.

oAb ovyvéc: umopel va mpocfariovy nepiocdtepa omd 1 ota 10 dropa
o pwoeopvyyitida,
. vvnAla (VHoTa), TOVOKEPAAOG,.

Yoyvég: unopet va TpooPaiiovy émg 1 ota 10 dtopa

o avopeio (andieia 6peEng),

o KatdOAym, exfpikdtnTa 1 embeTikdOTNTA, dyY0G, LITVNALL, VELPIKOTNTA 1| EVEPEDIGTITNTA,

. onoopol, Sttapayn s woppomias, LaAn (aicOnon actdbelac), Abapyog (EArewym evépyetag
kot evBovstacpo), Tpopog (aKkovs10 TPEROVAO),

yyog (aioOnpa meptoTpoPng),

Prixas,

KotMakog Tovog, didppota, duomeyio (Suokorio otnv TEWT), EUETOG, VavTia,

e&avonua,

advvapia /Kortmon (Kovpaon).

Oy ovyvég: pumopet va mposfdirovy émg 1 ota 100 dropa

o LELOUEVOS apBLOG OTETAAM MV, PEIOUEVOS 0PlOUOC AEVKADV aLOCOAPimY,
o peimon tov Bépovg, adEnon tov Pépovg,
o OTOTEPO  QVTOKTOVIOG KOl OKEWELS OUTOKTOVIOG, WUYIKA OwTapayn, WU (PLGIOAOYIKN

ouumEPLPOpPd, yevdaicnon, Bvpdc, cvdyyvom, Kpion mavikov, cvvoicOnpotiky actabewa /
dwkvpdvoelg g ovvalcOnpatikig diabeong, diéyepon,
o apvnoia (amdigo pvnung), emPépovon g unung (téom va Eeyvare), un uelorloykds
cuvtoviopnog / ataéia (emiPapuvon Tov GLVTOVIGHOV TV KIVIGEMV), TapatcOncio
(poppnykiacua), dtatapayn TS TPocoyns (ATOAELN TNG CLYKEVIPMGTNC),
dumhomia (dutAn 6paon), Bourn 6pacn,
avénuéveg / U euGLoAoYIKES TILEG GTo amoTeAéoaTA piog eEETOONG TS NTOTIKNG AELITOVPYiOG,
Tpyomton, éxiepa, kKvnopdc,
poikn advvapio, poadyio (Likdg TOVOG),
KéKmon.

Yravieg: unopet va tpooBdirovy émg 1 ota 1000 dropo

. Aoipmen,

. UEIOUEVOS aplOIOG OA®V TOV ALLOGOAPIOY,

o coPapéc odlrepykég avtidpdoelg (DRESS, avaeulaktiky avtidpacn [cofapr| kot onuavtikn
aAlepykn avtidpaon], oidnuo tov Quincke [TpNR&yo TOV TPOGOTOV, TOV XEMMY, TNG YADGGOS
KOl TOV Adpov]),

. UEIOUEVT] CLYKEVTP®ON VOTPIOL GTO aipa,

. QVTOKTOVIQ, STOPUYES TNE TPOSOTIKOTNTOG (TPOPANLATA GUUTEPLPOPAS), LN PVGIOAOYIKN
okéyn (Bpadvnta okéyng, advvapio GLYKEVTPMGNG),

*  TOPOANPNHO,

. gykeparonddeia (PA. vroevotnta "Evnuepmote auécmg 1o yoTpo coc" yio AeTTopuepn
TEPLYPAPT] TOV CUUTTOUATOV),

. mhovn emdeivoon N avénon e GLYVOTNTIS TOV ETANTTIKOV KPIGEWDV,

ave&éleykTol puikoi 6Tac o1, TOV TPOGPAAAOVY TNV KEPAAT], TOV KOPUO KO T, GKPO, OVGKOALN

EAEYYOL TV KIVIGEWVY, VITEPKIVGia (LITEPSPAGTNPLOTNTA),

petafoin Tov KapdiokoD puiuov (6To NAEKTPOKAPIIOYPAGTILAL),

TOYKPENTITION,

NTATIKN OVETGPKELD, NTATITION,

EapVikn LelmoT TG VEQPIKNG Attovpyiag,



. deppotikd eEGvonpa, To omoio umopel va oYNUATIcEL PADKTOIVES KO TOIPVEL TN LOPOT
OTOYOEWMV OAAOIDGEWDV (KNAIDEG e GKOVPOYPOIO KEVTPO KO )PT] TEPUPEPELD, 1] OTOLN
TePPAAAETOL OO £VO, GKOVPOYP®UO dAKTOAO) (ToADUOpPo pvOnua), EKTETOUEVO EEAVONLLO e
QAOKTOIVEG KO ATOAETIOT) TOV OEPUATOG, EOIKA YOP® OO TO GTOWUA, TN LOTY, TO LATIO KoL TOL
YeEVWNTIKG Opyova (advdpouo Stevens-Johnson) Ko pio o cofapt) LOPPT OV TPOKAAEL
OTOAETIOT TOV EPHOTOG GE TEPIEGOTEPO 0o TO 30% NG COUATIKNG EMPAVELNS (T0l1KH
EMOEPUIKY VEKPOAVGN),

. papdopvorvong (d1domact Tov Huikod 16ToD) Kot oXeTILOHEVT avénon TG
KPEATIVOPOOPOKIVACTG aipatog. O emmoiacpog eivol onuovtikd vynAdtepog o€ lanmveg
acBeveic og ovykpion pe pun ldnwveg acbeveic.

. YOAOTNTA 1] SUGKOAID GTO TEPTATNLLA.

. GLVOLOCUOG TVPETOV, HVTKNG dVGKAUYING, 0oTABOV OPTNPLOKNG TESTC Kol KAPILOKNG
GLYVOTNTOG, GVYYLOT], XOUNAS eminedo cuveldnong (umopel va eivar onpeio dtatopayng, 1 omoia
ovopdletar vevpolnrriko korxonleg adovipouo). O eMmorAGHOG Efval GNUAVTIKA VYNAOTEPOC
otoug lanmves acbevelg cuykprrkd pe Toug un ldmwveg aobeveic.

oAb omavieg: pmopel va tposfirriovv émg 1 ota 10.000 dropa
o emavarapPovoueveg avemBOuNTes OKEYELG 1) AOONCELG 1] EMLTAKTIKY OVAYKT VO, KAVETE KATL
Eavd ko Eava (1I0E0YUYOVAYKOOTIKY O1Topoiyr]).

Ava@opd avemOuuNTOV EVEPYEIDV
Edv mopatnproete Kamowo avemBOunTn eVEPYELD, EVILEPDGTE TOV YIOTPO 1) TOV POPLUKOTOLO GO,
AvT0 1oy0et Kot Yo kBe mhavr) avemBountn evépyela Tov dev avapEPETAL GTO TAPOHV PUALO 0dNYIHV
xpone. Mropeite emiong va avapépete avemBounteg evépyeieg ancgvbeiog, pécw Tov Bvikon
GLGTHLOTOG AVOPOPAGC:
EBvikdg Opyaviopog @appakov
Meocoyeiov 284
GR-15562 Xolopyog, AbMva
TnA: +30 21 32040337
Iotdtomoc: http:/www.eof.gr.
http://www kitrinikarta.gr

Mécm g avapopdg avemBOunNToV evepyelmv pmopeite vo fondncete 6t GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPUAKOV.

5. Ilogve gurhdcoete To Keppra

To @dpuaxo avtd TPEmel va LAAGGETOL GE LEPT) OV OgV TO PAETOVV Kol OgV TO POAVOLV T TOLOAL.
Noa pun xpnoyLonoteite ovtd T0 PAPHOKO LETE TV NUepopUnvio ANENG OV aVayPAPETOL GTO KOVTI LETA
™ AéEn AHEH ko v xoyédn petd tn Aéén EXP.

H nuepopunvia AMéng eivan 1 teElevtaio pépa TOV UNVO TOV AVOPEPETAL EKEL

Av10 10 Qdpuaxo dev amortel Waitepeg cLVONKEG POAAENC.

Mnyv metdte PAPLOKO GTO VEPD TNG OMOYETELONG 1 OTA OKOLTIdW. PoTNote ToV @apuaKorold cag yia

TO TG VO TETAEETE T APLLAKA TOV gV YpMoionoteite . Avtd ta petpa Bo fonbnoovv otnv
TPocTacio Tov TEPPAALOVTOG.

6. Mepreydpeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES
T nepréyer To Keppra
H dpaoctikn ovoio ovopdleton AePeTipaKeTapn.

‘Eva diokio Keppra 250 mg mepiéyet 250 mg AePetipaxeTaun.
‘Eva diokio Keppra 500 mg mepiéyxer 500 mg AePetipaxeTaun.
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"Eva d1oxio Keppra 750 mg mepiéyet 750 mg AePetipaxerdpun.
"Eva d1oxio Keppra 1000 mg mepiéyer 1000 mg AePetipaxerdpun.

Ta dAho cvotatikd ivar:

Tvpnvog dioxiov: vatplovyog S1GTOVPOVLEVT] KOPUEALOLN, ToAvaiBvAievoyAvkoAn 6000, Gvudpo
KOAAOEWOEG 0&€(d10 TOV TVPITIOL, GTEATIKO LOyVIO10.

Emwcdioym pe vpévio: vdpoivbeica moivPivuorladkodrn, d10&gidto Tov titaviov (E 171),
noivaifuievoyilvkoin 3350, TaAkng, xpwoTikKég ovoiec™.

*O1 xpwOTIKEG 0VGieg etvat:

Keppra 250 mg: wdwoxappivio (E 132)

Keppra 500 mg: xitptvo 0&egidio tov conpov (E 172)

Keppra 750 mg: xitpwvn Adkka apydiov (E 110), epuBpod o&eidio Tov odnpov (E 172)

Epgavion tov Keppra ko mepieyépeva g 6V6KELAGI0G

Ta emkoioppéva pe Aemtd vpévio dwokio Keppra 250 mg eivon pmie, emunxn pe unkog 13 mm, pe
OTLELD TOUNG KOt PE YOPAYUEVO GTN pio TAELPE TOV KO «ucby kot «250».

H dwyoprotikn ypoppn ypnoLedel Lovo yio vo SIEDKoADVEL T Opahon yio dievkdivvon Tng
KOTATOOTG KOt 0L Y10 TO Say®Popod o€ ioec 600ELS.

Ta emucoloppéva pe Aemtd vpévio diokia Keppra 500 mg givon kitpva, emunkn pe pikog 16 mm, pe
onpelo ToPNg Ko L xopayuévo ot pia mAgvpd tov kmduko «ucby kot «500».

H dwywprotikn ypopur] ypnoedel Lovo yio vo SIEDKoADVEL T Opahon yio dievkdivvon g
KOTATOOTG KOt Ol Y10 TO Say®Popod o€ i6ec H00ELS.

Ta emucoloppéva pe Aemtd vpévio diokia Keppra 750 mg eivon moptokard, emunkn pe pnkog 18 mm,
Le oMpelo TOUNG Kot LE XOpayHEVO ot pia TAELPE ToV kMO «ucb» kot «750%.

H dwyoprotikn ypopur ypnoedet Lovo yio vo S1levkoAvvel T Opaon yio dievkdivvon tng
KOTATOOTG KOt Ot Y10 TO Say®Popod o€ ioec 600ELS.

Ta emucoloppéva pe Aemtd vpévio diokia Keppra 1000 mg etvon Agvkd, emunkn pe pikog 19 mm, pe
onpelo Topng Kot L xopayuévo ot pio mhevpd tov kddwka «ucby kot «1000».

H dwyoprotikn ypopur] xpnoedet povo yio vo SlevkoAvvel T Opahon yio dievkdivvon g
KOTATOOTG KOt Ot Y10 TO Say®Popod o€ ioec 600ELS.

Ta dioxio Keppra givor cuokevacuéva oe Koyédeg mov dlatifevtal 6g KouTid omd xapTovi, Ta omoia

TEPEYOLVV:

. 250 mg: 20, 30, 50, 60, 100 x 1, 100 emkaivppéva pe Aentd vUEVIO d1oKi0 KO TOAAOTAES
ovokevacieg Tov teptEyovv 200 (2 cvokevaociec tov 100) emukaloppéva pe AETTd VUEVIO
dwokio.

. 500 mg: 10, 20, 30, 50, 60, 100 x 1, 100, 120 emKoivppévo pe AemTO VUEVIO d1oKi0L Ko
moALOmAEG suokevaoieg Tov mepiEyovv 200 (2 cvokevaocieg Twv 100) emkaivppéva pe Aentd
VUEVIO OloKiaL

. 750 mg: 20, 30, 50, 60, 80, 100 x 1, 100 emxaivppéva e Aentd LUEVIO O10KI0 KO TOAAOTAES
ovokevaoieg mov meptEyovy 200 (2 cvokevaciec twv 100) emikaAvppéva e AETTO VUEVIO
dwokia.

. 1000 mg: 10, 20, 30, 50, 60, 100 x 1, 100 emkaivppéve pe Aemtd VUEVIO O1oKI0 Kot TOALOTAEG
ocvokevacieg mov meptEyovy 200 (2 cvokevaciec twv 100) emikaAvppéva pe AemTO VUEVIO
dwokia.

O1 cvokevaciec Tov 100 x 1 diokiov dwatibevtol oe diaTpnTeG KOYELEC LOVAS WY OOGNC OO
arovpuivio/PVC. Ohec o1 GAleg cuokevacieg dlatibevtal o€ kavovikég kKuyéleg adovutviov/PVC.

Mmropei va, unv KoKAOQOPOLY OLEG Ol GLGKEVAGIEC.
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Karoyog Adsrag Kvkiopopiog

UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpu&éiieg, BéAyio.
Hapackevaoctic

UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’Alleud, Bé\yto.

M Aesica Pharmaceuticals S.r.l., Via Praglia 15, I-10044 Pianezza, ItaAio

IMo omotadnmote TANPOPOPIO GYETIKA LLE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapoKaAEichE va
amgvBovvbeite otov Tomikd avtimpoécsmmo tov Katdyov g Adetog Kvkiopopiag.

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tel/Tél: +32/(0)2 559 92 00

Bbnarapus
1O CU BU bovarapus EOO/]
Ten.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.

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

OU Medfiles

Tel: +372 730 5415
EALdoa

UCB A.E.

TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

France
UCB Pharma
Tel: +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

Lietuva
UAB Medfiles
Tel: +370 5 246 16 40

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: +32/(0)2 559 92 00
(Belgique/Belgien)

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: +47 /67 16 5880

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

Polska
UCB Pharma Sp. z 0.0. / VEDIM 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



island Slovenska republika

UCB Nordic A/S UCB s.t.0., organizacna zlozka
Simi: +45/32 46 24 00 Tel: +421 (0) 2 5920 2020
Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland

Tel: +39/02 300 791 Pub/Tel: +358 9 2514 4221
Kvnpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 056300 Tel: +46/(0) 40 29 49 00
Latvija

Medfiles SIA
Tel: +371 67 370 250

To mapév evALo 0dNYIOV ypfioNg avade®pOnke Yo TeevTaio gopa Tov Anpiiio 2026.
Adreg TYEC TANPOPOPLOV

Agmtopepeic TANpopopieg Yo 1o ApHOKO avTd givor Stafécyeg 6TO dKTLOKS TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.



https://www.ema.europa.eu/

D10 odNyIOV ypions: [IAnpogopicg yro Tov acOeviy

Keppra 100 mg/ml néc1po srdivpa
AePetipaxetdun

A doTte TPOGEKTIKA 0ALOKANPO TO PUALO 00N YLAV YP1)OIG TPV EGEIS 1] TO TAdL 6O APYIGETE VO
TOIPVETE OVTO TO PAPNAKO, O1OTL TEPILAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC,

DdvrdEte avtd TOo PUALO 0dNYIBY Yprons. Towg ypelaotel va to dupdcete Eavd.

Edv éxete mepartépm amopiec potr|oTE TOV Y10TPO 1] TOV POPLOKOTOLO GOG.

H cvvtayn ya avutd 1o papprako xopnyndnke amokAEIGTIKG Yio 60G. Aev TPEMEL VO ODCETE TO
QapuaKo o€ GAlovc. Mmopel va Toug TpokoAécel PAGPN, akOpo Kot OTAY TO CUUTTMUATO TNG
acBéveldg Toug eivar 1010 pe TaL KA oA,

Edv mopatnproete kKamowo avemBOUNTN eVEPYELL , EVIUEPMGTE TOV YIOTPO 1 TOV POPHOKOTOO
oag. Avutd oyvet Kot yo kéOe mbovi avemBOunTn EVEPYELN TOL JEV AVAPEPETOL GTO TOPOV
@OAAO 0ONY1DV yprione. BAéne mapdypapo 4.

T mepréyer 1o mapév @A 001 YLOV

ANl

1.

Th eivon To Keppra ko mota glvar 1 xpnion tov

T mpénel va yvopilete npv ypnoiponoumoete to Keppra
[og va mépete to Keppra

[MBavég avemBounteg evépyeteg

[og va purdcocete to Keppra

[epreydpeva tng cuokeVAGING Kot AOTES TANPOPOPiEg

Th givar To Keppra kon mow givar i ypijon tov

H AePetipaxeraun eivor éva avtiemAnNTTikd appoko (eéplroKo to oroio ypnoyLomoteitat yio
Oepaneio TV kpicewv eninyiag).

To Keppra ypnoyomoteitat:

2.

®G LOVOo AappaKo 6g eVAKES Kot eprifovg amd 16 etdv pe veodlayvmaobeica eminyia, yio
Oepaneio evog cuykekpuévov Tomov emtnyiog. H eminyia givon pia 1dnon otnv onoia ot
acBeveic epopaviouv emavorapPavopeves Kpioelg (eminnrikés kpioelg). H AePetipoketdun
YpPNoLomTolEiTaL Yot TOV THTO EKEVO NG EMANYiOG GTOV OTO10 Ol EMANTTIKES KPIGELS apyIKd
pocPdAiovy povo pio TAELPE TOL EYKEQPAAOV AALG, LeTEMELTA, LUTOpEl Vo, emekTaBobV o€
LEYOAVTEPES TEPLOYES KOL OTIC OVO TAEVPES TOV EYKEPAAOL (EMANTTIKY KPioT E0TIOKNG EVOPENG
ue M ywpic devtepoyevn yevikevon). H AePetipaketaun oag yopnyndnke and to ylotpod cog yio
™ Heimon tov aplBuod TOV EMANTTIKGOV KpioE®V.

CUUTANPOUATIKE [e GAAC QVTIETANTTIKA QApLoKa Yo T Oepameio:

. TOV ETMTTIKAOV Kpice®V e0TIOKNG Evapéng pe N xopic yevikevon oe evijlikes, epnPoug,
Tod1d Ko Bpéen nikiog amd 1 unvog

. TOV POOKAOVIKOV Kpicemv (Ppayeies, oTacUOOKEG aKOVG1EC KIVIGELS VOGS VOGN piog
opddac LudV) og evijlkeg Kat epr)fouvg amd 12 eTdv e VEOVIKT LLOKAOVIKT ANy,

] TOV TPOTOTAODG YEVIKELUEV®V TOVIKOKAOVIK®OV Kpicewv (cofapéc kpioelg oTig omoieg

TEPLOUPAVETOL 1] OTOAELL GVVEIONGNC) GE EVIALKES Ko €Pnovg nhikiag amd 12 etdv e
Womadn yevikevpévn emtinyia (0 THTOG TNG EMANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aitia).

Tvwpéner va yvopilete npwv napete to Keppra

Mnyv wépete 10 Keppra

o€ MEPIMTOON aALEPYinG oTN AEPETIPAKETAUT, GTA TVPPOMOOVIKA TAPAY®DYQ 1) GE OTOL0ONTOTE
GAAO OO TO GVGTOTIKG CLTOV TOV PUPHUAKOL (AVOPEPOVTOL GTNV TOPAYPAPO 6).

10



[ poscdomonosic Ko TPOPVAGEELS
AmevBuvieite otov yatpd cag mpv mdpete o Keppra

. Edv vogépete amd mabnom veppav, akoAovdnote Tig 0dnyieg Tov Y1oTpod cog Avtdg/avtn Ba
amopocicet av 1 8001 6og Bo TPEMEL VO TPOGUPUOGTEL.

. Av TapoTnpioETE OTOONTOTE EXPPASVVOT TNV AVATTLEN TOL TOdOD GOG 1] OTOLONTTOTE
EapVvikn emtayvvon g epnPeiog, Tapaxareice va anevBuvleite oto yatpd cag.

. "Evag pikpog apBpdg atdpmv mov vrofannkay o Bepaneia pe avtiemAnmrikd 6mog to Keppra

EUPAVICAV CKEYELG ALTOTPAVUOTIGUOD 1] CVTOKTOVIOG. AV EYETE CLUTTOUOTO KATAOAWYTG KOV
10€ACIOY OVTOKTOVIOG, TOPUKIAEIGTE VO ETIKOIVOVIGETE LE TO YIOTPO GOG.

. Edv éxete owoyevelarkod 1 10TPKo 10TOPIKO aKAVOVIGTOL Kapdtakoh puBuol (speavég o
NAEKTPOKAPIOYPAPT L) ) EQV TTATYETE 0O VOG0 1/Kkan Aappdvete Bepaneio Tov cog KabioTd
EMPPENEIG 0€ AVMOUAMES TOL KAPOILOKOD TAALOV 1] AVIGOPPOTIEG AAATOV.

Evnuepmote tov y1otpod 1 TOV @oppakonotd 6ag v KAmote omd Tig akOAov0eg avemBounteg

evépyeteg yiveton coPopn 1| dwopkel TEPIGCOTEPO UM HEPIKES MUEPES:

o Mn guciloloyikég oképels, aioOnua svepebiotdtnTag 1 avTidpaon mo embeTikn om’ ot
ouvi g, 1 av €0€iG N 1 0IKOYEVELD GOG KOl O PIAOL GO TTOPUTIPTOETE CNLUOVTIKEG AALYES OTN)
dudbeomn N T cvumepLPopd.

o Emdeivoon g emiinyiog:
Ot eminmtiég Kploelg 6ag Umopel o€ OTAVIEG TEPUTTMGELG Vo, ETdEVmBoV 1 vo avénbein
GLYVOTNTA TOVG, KLPIMG KATA TN S1APKELD TOV TPAOTOL Pva LETd TV Evapén g Bepansiog 1)
v avénomn g doong.
e o ToA omdvia Lopen emAnwiog mpadiung Evapéng (emiAnyia mov oyetileton pe
petarrdaéelg otnv SCNEA) mov mpokaiel TOALATAOVG TUTOVG EMANTTIKAOV KpioE®V Kol
anmAEl OEEI0TTOV, UITOPEL VO TAPATPNOETE OTL O1 EMANTTIKES Kpicelg eEakolovbovy va
VILAPYOVV 1] EMBEVAOVOVTOL KOTA TN ddpKewa NG Bepaneiog cag.

Edv eppavicete kamolo amd autd to véo copntdpate katd ™ Aqyn tov Keppra, emokepbeite évov
10TPO TO GLVIOUOTEPO SVVATO.

owd kar épnpor
. To Keppra dev evdgikvutan o€ madd ko eprifovg Katm twv 16 e1dv og uévo pdproko
(novoBepameic).

Alra pappoxa ko Keppra
Evnuepdote 1o yrorpd 1) To @opuokomold oaog Qv TaipVETE, EXETE TPOCOATA TAPEL 1| Uopel va mdpete
OTOLOONTTOTE GAAQ PAPLLOKOL.

Mnyv mapete ToAVABLAEVOYAVKOAN (VO QPAPLLOKO TTOL YPTCILOTOLEITOL G KABAPTIKO) Yl (o dpa
TPV Kot pio dpo PETE T Aym TG AEPETIPAKETAUNG S1OTL ALTO UITOPEL VO 001 YN|CEL GE UEI®OT TNG
dpdong g.

Kinon kol Onioopog

Edv giote éyxvoc 1 Inidlete, vouilete 0T1 pmopet va iote £ykvog 1 oYeSALETE VO OMOKTNGETE TOd,
{nthote TN GLUPOLAN TOL YOTPOD GOG TPV TAPETE AVTO TO PAPLAKO.

H AePetipaxeraun pmopel va ypnoponombel katd T SGpKed TNG EYKLULOGHVIG LOVO €AV PETE 0O
TPOCEKTIKT a&loAdynon kplel avaykaio amd Tov yiTpd oag.

Agv Bo mpénel va drakontete T Oepaneio oog ympic vo 1o uINTNOETE e TOV YIOTPO GOC.

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOG EUPAVIONG GVYYEVDV OVOUOAM®MY GTO TOdi GOG TOV eV
éxel yevvnOel akdpo. AHo pHeAETEG deV LITOJEIKVVOVY ENIEVO KIVOUVO OTIGHOD 1] VONTIKNG
avamnpiog o€ ool Tov yevvinonkav amd untépeg mov EhaPav Oepaneia pe Aefetipaketdun Katd
dbpkela TG Kinonc. Q2o1660, To S100ECILN dEGOLLEVH GYETIKA [LE TNV EMOPOOT| TNG AEPETIPAKETAUNG
OT1 VELPOOVATTVEN TV TOSIDV EVaL TEPLOPIGHEVAL.

Agv ovvietdtal 0 OnAacpog Katd ) didpkela g Oepaneiog.

Odnynon KoL LEPLoROS PNYEVNHATOV
To Keppra pmopet va ennpedost Tnv wavotntd cog vo odnyeite 1 va yepileote epyoleia 1
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UMYV LATO, S10TL UTOpEl v 6o TPokaAEsel vvnAia. Avto givol mlavdtepo oty apyn g
Oepomeiog N €nerta omd avénon g 60omng. Aev Ba pémet va odnyeite 1 va xepileote punyavipota
€mg 6Tov emPePorwbel 6TL 1 KAVOTNTA GOC VO, TPOYLOTOTOLEITE TETOIEG dPAGTIPLOTITEG OEV
emnpedletort.

To Keppra nepiéyer pefviestépa Tov mapaidpotufevioikov oEéog, TPoTVAEGTEPA TOV
napadopo&vPevioikov 0&Eog Kot poATiTOAN

To Keppra moéoyio didAvpo tepiéyet pebviestépa tov mapadpobvPevioikod o&éog (E218) kot
TPOTLAESTEPO TOL TTapaidpo&uPevioikod 0&éog (E216) Ta omoia evoeyouévmg va TPOKOAEGOVY
oAAepYIKEG avTIOpacelg (mBovo emPpadvvopevon THTOL).

To Keppra moéoyto SidAvpo Tepiéyet emiong LAATITOAN.

Edv cag &xel et o yratpdg cag 0Tt Exete duoovelio o€ KATO0VG GOKYOPITES, EMKOVMOVIOTE LUE TO
YTpO GOG TPV TAPETE OVTO TO PAPLLOKO.

To Keppra wepiéyer vatpio
To eappaxo avtd mepéyet Aydtepo and 1 mmol varpiov (23 mg) avd ml, eivar avtd mov ovopdlovpe
«elevBepo vaTpiovy.

3. og va napete To Keppra

[Tdvtote va maipvere ovTd TO0 PAPUOKO ALOTNPE COHE®VA LE TIG 001 YIEG TOL YTPOV GOG 1) TOV
eappakomolov. Edv éxete appiBoiies, pmtiote To Y10Tpo 1 TO POPLOKOTOWO GG,

To Keppra mpénet va Aapfdveror 600 popéc tnv nuépa, pio to mpmi kot pio to fpadv, mepimov tnv
O dpa kébe pépa.

[Tépete 10 TOGIUO StGAVHA COUPMVA LLE TIG 00T YIEG TOV YIOTPOL GOG.

MovoBOsparneia (amo 16 eTdv)

Evijhkeg (=18 etdv) kot épnpor (amd 16 eTv) :

Metpriote TV KatdAANAN 360N ¥pNoILoTo®VTAS TN cvuptyya v 10 ml mov mepiéyeTon ot
ocvokevaoia yuo acBevelg amd 4 etdv Kot Gve.

2uviotdpevn 06on: o Keppra Aapfaveror 60o popég nuepnoiog, dmpnuévo og dvo ioeg 00G¢eLS, 1
kd@0e pio 060om petparor petaly 5 ml (500 mg) kot 15 ml (1500 mg).

Orav apyioete vo maipvete Keppra, o yiatpdg Bo oag cuvtayoypapnoel pia xopniotepn 6061 yio Tig
2 gfoopadec mov Ba mponyndodv Tng YoUNAOTEPTG NLEPTICLOG dOOT|G.

2ouminpouatiky Ospancia

Abon og gvijhikeg ko gpnpovg (12 £mg 17 eT@v):

Metpriote TNV KaTAAANATN 360N ¥pNCILOTOI®VTAG T cvuptyya Tov 10 ml mov mepiéyeTon ot
ovokevacia Yo acbeveic amd 4 eTdV Kot Gvo.

2uviotopevn 86on: o Keppra Aapfaveror 6o popég nuepnoing, sinpnuévo og dvo ioeg 60GELg, N
kd0e pio 060om petparor petaly 5 ml (500 mg) kot 15 ml (1500 mg).

Abo1n 6g TOOWE 6 PNVOY KoL AVO:

O ywtpog cog o GVVTOYOYPAPNGEL TNV KOTAAANAOTEPT Lop@1 Tov Keppra, coppava pe Ty nAikia,
70 PBdpog Kot T d60.

INo towd andé 6 pnvov £mg 4 YPovev, LETPNOTE TNV KOTAAANAT 366N YPNCLOTOLDVTOG TN CUPLYY
tov S ml mov mepyeTan ot cvokevAGial.

INo Towwd ave Tov 4 ETOV, LETPNOTE TNV KATAAANAN dO6T YPNOYOTOI®VTOS T cvptyya Tov 10 ml
OV TTEPEYXETAL GTT] GLGKELAGIAL.

2uviotopevn 86on: o Keppra Aapfavetor 6o popég nuepnoing, sinpnuévo og dvo ioeg 00GELG, N
kd0e pio 060om petparon petady 0,1 ml (10 mg) xon 0,3 ml (30 mg) avd Khd copatikod Bapovg Tov
o010V (PAETETE TOV MO KAT® TTivaKa Yo Topadeiypata 66oNC).
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Abo1 6 TOOA 6 UNVAOY KO AVO:

Yopatikd Bapog | Adom évapéng: 0,1 ml/kg 600 popég tnv Méyiotn 66om: 0,3 ml/kg 600
nuépa POpES TNV NpEPQL

6 kg 0,6 ml dvo Qopég TV Nuépa 1,8 ml dvo @opég v nuépa
8 kg 0,8 ml dvo Qopég v nuépa 2,4 ml 600 @opéc v Nuépa
10 kg 1 ml d%o popég Tnv nuépa 3 ml %o popég Tnv nuépa

15 kg 1,5 ml dvo @opég v nuépa 4,5 ml 60 @opéc v nuépa
20 kg 2 ml dvo Qopéc v nuépa 6 ml dVo Popég TNV nuépa
25kg 2,5 ml 600 @opéc v nuépa 7,5 ml dvo popég v nuépa
Amd 50 kg 5 ml d%o popég Tnv nuépa 15 ml 6v0 Qopéc v nuépa

Aocoroyia og Bpéon (1 pnvég £0G KAT® TOV 6 PNVOV):

INa Bpéen am6 1 pnvog £0¢ KATO TOV 6 PMVAV, LETPNGTE TNV KATAAANAT 00T YPNCLOTOIDVTAG T
cupryya Tov 1 ml wov mepiéyeTon 61N cLoKELOGIA.

2uviotopevn 86on: o Keppra Aapfavetor 6o popég nuepnoing, sinpnuévo oe dvo ioeg 00GELg, N
kd0e pio 060om petpdron petacy 0,07 ml (7 mg) xor 0,21 ml (21 mg) avd KIhd copatikov BApovs Tov
Bpépovg (BAémete ToV TO KAT® Tivakoa, Yo Tapadetypoto S6onC).

Adbon oz Bpéon (1 pvég £0G KATM TOV 6 UNvav):

Yopatikd Bapog | Adom évapéng: 0,07 ml/kg dvo popég tnv Méyiotn 66om: 0,21 ml/kg dvo
nuépa POpES TNV NpEPQL
4 kg 0,3 ml dvo popég v nuépa 0,85 ml 6Ho popéc v nuépa
S5kg 0,35 ml 6%o popéc v nuépa 1,05 ml 6%o popég tnv nuépa
6 kg 0,45 ml 6Ho popéc v nuépa 1,25 ml 6%o popég tnv nuépa
7 kg 0,5 ml dvo Qopég v nuépa 1,5 ml dvo @opég v nuépa
Tpomog xopiiynonge:

AoV petpnoete T owoT SO0 UE TNV KATAAANAN chpiyya, To Tooyo didivpa Keppra pmopel va
dlodveTan o€ £vo TOTNPL VEPO N o€ Pmiumepo. Mropeite va mipete to Keppra pe 1 yopig ooynto. Metd
TN YOPNYNOoN 0o TO GTOUO LTOPEL VO EPLPAVICTEL 1] TKPT YELON TNG AEPETIPOKETAUNG,

Odnyieg ywo Tov TpOTO YPNOMG TNG GVPLYYOC:
. AvoiEte ™) Q1AN, TIEGTE TO MO KO GTPIYTE TO o€ avTifeETN POpa TNg Kivnong tov deiktn Tov
poroylov (ewodva 1).

®ﬁf§

. AxoAiovOnote autd To fripoto TN TPOTN Popd Tov Taipvete 1o Keppra:
- Aopapéote To £GP TPOCAPHOYNG OO TN SHPTYYQ Y10 YOPTYNOT OO TOV GTOHOTOG
(ewova 2).
- TomoBetnote TO EEAPTNIO TPOGAPUOYNG OTO TAV® LEPOG TNG PLAANG (EucOVa 3).
Zryovpevteite OTL £xel pappooel kadd. Agv ypelaletan vo apaipécete To eEapTnua
TPOGOPLOYNG UETE amd TN XPNoN.
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AxoAovOnote avtd To fripata kdbe popd wov maipvere o Keppra:
- TomoBetnote TN GVPLYYa Y10, YOPYNOT OO TOL GTOUATOG GTNV EOIKT] EG0YN TOV

e€apTNUATOG TPOGOPHOYNS (ELKOVA 4).
- Avamnodoyvpiote T QAN (Ewova 5).

@1(;{% ®

- Kpatnote ) 1aAn ovamoda pe To £va XEPL Kot YPTCLOTOOTE TO GALO XEPL YOl VO
yeploete Tn cvpLyya yuo Yopnynomn amd Tov GTOUOTOC.

- Tpapr&re to uPoro TPog T KATM Yo va YEUIGETE TN cOPTYYO VIO YOPIYNON OO TOV
OTOUOTOG [LE UIKPT] TOGOTNTA SLOAVOTOS (skdva SA).

- 21 ovvéyeln, mbeiote To EUPOAO TPOG TO TAVE® TPOKEWEVOD VO OTOUAKPVVETE TUYOV
mOovég puoaAideg agpa (ekova SB).

- Tpapr&re to uPforo TPog Ta KATM HEYPL VO PTAGEL 6TO onpeio ekeivo tng cOpLyyog Yo
XOPNYNOM 0O TOL GTOUATOG OV AVTICTOXEL 0TT OGN o€ YIAooToATpa. (ml) Tov £xet
ovoTNoeL 0 YTpog cag (ewova ST). To éuPoro pmopei va onkwbel micw otov KOAVOPO
KOTA TNV TPOTN Yopnynon tng d6ons. Emopévmg, Beforwbeite 6t to £uPfolo mapapévet
011 0éom Tov péEYPL va amocuvdedel 1 chpLyYo dOGOAOYNONG Ol TN PLOAT.
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- Eravoeépete T ouaAn og kaOetn 0éon (swcova 6A). AmopakpOvare T cupryyd and To
e€aptnua mpocsopproyng (euova 6B).

- AdeloTe TO TEPIEYOUEVO TNG GLPLYYOS GE EVA TOTNPL VEPO N GE UTUTEPO, TELOVTOG TO
éuporo mpog ta Katw (gcova 7).

- [Tieite X0 TO MEPIEYOUEVO TOV TTOTNPLOV T TOV UTUTEPO.

- Yppayiote TN OLUIAN POOVOVTOG TO TAACTIKO TOUN (0€V YPEIALETOL VO, APOIPEGETE TO
e§apTNHO TPOGAPHOYNG).

- INo va xaBopicete ™ cOptyyo, Eemidvete udvo pe KpHo vepod, LETOKIVAOVTOS TO EUPoAo
OPKETEG POPEG TTPOG TA AV KOIL TTPOG TO KAT® Y10 VOL T1) YEUICETE KO VOL TNV OOELOCETE
He vepo, xmpic va Eeywpioete Ta dvo eaptnpata (ewova 8).

- Kpatnote ) 1dAn, T cbpityya yio yopnynon omd Tov GTOUNTOS Kol TO GUALO 0dNYIDV
67O YOPTIVO KOLTL.

Awdpkero g Oepanciog:

. To Keppra ypnowonoteitan yuo xpoévia ayoyr. H Oepaneio pe Keppra mpémel va cuveyileton yia
0G0 YPOVIKO S1AGTNO GLVIGTA O YIOTPOG GOG.
. M oTOpaTAGETE TNV AY®YN GOG XWOPIG T GVUBOVAN TOL YTPOV GOC, KABMOG 1) dloKomr TNng

Oepaneiog pmopel va 0dnynoet otnv avénon Tv Kpicewv.

Eav népete peyorvtepn 66on Keppra amwd Ty kavoviki

O mBavég avemBounteg evépyeteg Tng vrepdocoroyiag eivat vevniia, 61€yepon, exbpdnta, pLeimon
NG €YPNYOPONG, KOTAGTOAN TNG OVATVOT|G KOl KMLLO.

Enwowmviote pe to yratpd oag edv Exete TApeL TEPLGGOTEPA d1oKia amd doa Ba Enpene. O yotpdg
60g O amopacicel TNV KOADTEPT dSVVATOV OVTLETMION TG VIEPOOGOAOYING.

Eav Eeyaoete va napete 10 Keppra:

Emwowvmviote pe to yatpd oag edv éyete mopaieiyel pio 1 meprocoTepeg 0OGELS.
Mnyv maipvete SumAr] 660M Yol Vo OVOTTANPOGETE TPOTNYOLUEVT OGN oL EEYACATE.
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Eav ctapoatiocete va naipvetre Keppra:

Y mepintoon dwakonng tng Bepomeiag, To Keppra mpénet va dwokomteton Pabdpiaio yo va
amopevydel 1 emdeivoon Tov kpicewv. Edv o y1atpdc anopaciost vo otopatioet ) Oepaneio cog pe
10 Keppra, avtdg/avtn 0o cog dmoet odryieg yia tn fabiuaio dwaxonn tov Keppra.

Edv éxete meprocdtepeg pMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL POPUAKOV PMOTNGTE TO Y1ATPO 1) TO
(QOPHLOKOTOLO GOG.
4. MBavéc avemBOuNTES EVEPYELES

Onwg 6Aa Ta pApLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYEIES, OV
Kot 6gv Tapovclalovtal o€ GAOVG TOVG avEpMOTOLG,.

Evnpep®ote apécmg tov Y10Tpo 600G, 1] ANYAIVETE 6TO TURA ETEYOVIOV TEPLCTATIKAV TOV
TANGLEGTEPOV VOGOKONEIOV, EAV EPPAVICETE:

. advvapio, tédon AuoBupiag 1 (dAn 1 duokoAia oty avamvor|, kafdg avtd propet va ival
CUUTTOUOTA GOPOPG OAAEPYIKNG (AVOPLAAKTIKTG) OVTIOpAoTg

. 0101 L0l TOL TPOGAOTOL, TV YEIMADV, TNG YADGGOS Kot Tov pdpuyya (oidnpa Tov Quincke)

. YPIIRAOON cupTTOpOTE Kot EEvONL 6T0 TPACHOTO ToL aKoAoLOEiTAL OO EKTETOUEVO

e€avOnua pe vynAd Topetd, avénuéva enineda NrATIKOV VOOV oTIG EEETAGELS OipLaTOg KOl
avENUEVO apBd VOGS TUTOV TV AEVKMV OLLOCOAPIOV (MOSIVOPIALR), SIOYKOUEVOVG
AELOOOEVEG KOl GUHUETOYN GAA®Y OPYAVOV TOL COUATOS (AVTIOPACT) GTO PAPLOKO LE
Nocowoeiiio Kot cvotnuatikd coprtopate [DRESS])

o GUUTTOUATA OTTMG YOUUNAOG OYKOG 0VP®V, KOVPAGT), VOTI, ELETOS, GUYYVOT] Kol O10TLa TV
OOV, TOV ACTPAYIA®V 1) TOV KATO AKpmv, KaBdhg avtd propel va eival cupntdpote
EaQVIKNG Lelmwong TG VEQPIKNG AgtTtovpylag

. deppotikd eEdvinua, To onoio propet va oynpatioet GAOKTOIVEG KOl vaL TAPEL T HLOPOT| LIKPDV
GTOYOEWMV OAAOIDGEWDY (KEVTPIKES oKOVPES KNAIDES TEpIKAELOEVES OO piat o YA®UN
ePLOYN Le Evav 6KoVPOo SAKTOAL0 YOP® amd To meplypoppa) (roiduoppo epvBnua)

o eKTETAUEVO eEAVONLL e PADKTOVEG KOt ATOAETIGT) TOV OEPUATOG, EWOIKE YOP® Ao TO GTOUA,
TN POTI), To LATLOL KOt TO YEVVNTIKE dpyava (edvdpouo Stevens-Johnson)

. Qo o cofopn popen eavOnpLaTog mov TPOKAAEL ATOAETIGT TOV SEPUATOC GE TEPIGTOTEPO
an6 1o 30% tng copatikng emedvelng (tolikn emdepixy vekpoloon)

. onueio cofapdv vonTik®dv oAAay®dV 1 €AV KATOL0G YOP® GOG TAPOTNPGEL OTUEID GVYYVOTG,

vovnAla (viota), apvnoio (amdAEW Lynung), EXNPEAGUEVT] Lvipn (aenpnudda), un
(QULGLOAOYIKT GUUTEPIPOPE 1 AR VEVPOLOYIKA OUElD OTTOC aKOVGLEC 1] LN EAEYYOLEVES
KWWNOELS. AVTd UTopel Vol Elval CUUTTMOUATO EYKEPOAOTAOELNGC,

O1 10 GUYVE AVOPEPOLEVES OVETIBVUNTEC EVEPYELEG NTOV PLVOPaAPLYYITIOW, VITVNALL (VOoTQ),
TOVOKEPAAOGC, KOTT®OT Kot CAAN. XTtnv apyn g Bepameiog 1 e v avénon g 000G, avemBounTeg
gvépyeleg Omwg N voota, 1 KO6mwon Kot 1 LaAn pmopel va givar cuvnBéotepeg. Ot evépyeteg avtég Ba
TPEMEL VO ELATTAOVOVTOL LE TV TAPOO0 TOV YPOVOU.

oAb ovyvéc: pmopel va mposfariovy tepiocdtepa amd 1 ota 10 dropa
o pvoeapvyyitda,
. vvnMa (VOoTa), ToVOKEPUAOC.

Yoyvég: umopet va mpocPariiovy émg 1 ota 10 dtopa

. avopeéio (amdiea Opeénc),

o KatdOhym, exbpikotra N embetikoTa, AyY0S, LITVNALN, VEVLPIKOTNTH 1 EVEPEDIGTOTNTA,

o omacoli, dutapoyn g woppomiag, (AN (aicOnomn actddeiag), Abapyoc (EAdetym evépyelag
Kot evOoLGLaGUOV), TPOUOG (UKOVG10 TPELOVAO),

o iAMyyog (aicOnpa mepioTpoeng),

o o,

o KOIMOKOG TOVOC, d1appola, duomeyio (SVCKOAID oTNV TEYT)), EUETOC, VAVTIO
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e&avomnua,
advvapio /kortmon (kobpaon).

‘O ovyvég: pmopet vo tposPdirovy émg 1 ota 100 dropa

UEI®UEVOG aPOUOG AUOTETOM®Y, LEIOMUEVOS OPLOLOC AEVKDV OLOCPULpimV,

peimon tov Pépovg, avénomn Tov Pdpovg,

OTOTEPO.  OVTOKTOVIOG KOU OKEWELS OVTOKTOVIOG, WUYIKN OwTopayn, M1 (QULCLOAOYIKN
ououmePpopa, wevdaicOnon, Ovpdg cvyyvon, kpion movikod, cvvoicOnuatiky actddeio /
OWKVUAVOELS TG ovvalcOnuatikng d1abeong, d1€yepon,

apvnoia (amodiewd pviung), emPapovon g pvnung (téon va Eeyvare), un euotoroykds
oLVToVIopOG / ataio (emPBapuvor TOV GUVTOVIGHOV TV KIVICEMV), Topotcinacio
(Loppnykiacua), dtotapayn TS TPocoyns (ATMOAELN TG CLYKEVTPMOTNG),

duthomia (dumAn 6pacn), Baunr d6pacn,

avENUEVES / U1 PLGTIOAOYIKEG TILES OTO AMOTEAEGHOTO Hiog EEETAOTG TG NTATIKNG AEtToVpYiag,
TpLomTOon, Ekiepa, Kvnopoc,

poikn advvapia, poadyio (Loikdg mévog),

KéKoon.

Yrdwvieg: pnopel va mposPariovy €wg 1 ota 1000 dropa

Aotpodn,

LELOUEVOS apBLOG OADV TOV OLLOGOALPIOY,

coPapéc arhepycég avtidpdoelg (DRESS, avapuiaktikn avtidpacn [coPapr| kot onpovtikn
arkepywcn| avtidpaon], oidnua Tov Quincke [TpR&yLo Tov TPOGOTOV, TOV XEMMV, TNG YADGGOG
KoL Tov Aaipov]),

LELOUEVT] CLYKEVIPWOGT VOTPIOL GTO QLo

QVTOKTOVia, SLTAPAYES TNG TPOSOTIKOTNTOS (TPOPANLLATA CUUTEPLPOPES), LT PLGLOAOYIKTY|
okéym (Bpadvtnta okéyng, advvapio cuykEvipmong),

TOpOAT PN O,

gykeparomdBela (PA. vroevotnta "Evruepmote apéomg To yioTpd 6oc" yio Aemtopepn
TEPLYPOPT] TOV CUUTTOUATOV),

mBavn emdeivoon N avEnon e GLYVOTNTIS TOV EMANTTIKOV KPIGEWV,

oveEELEYKTOL LTKOL OTIAGHOL, TOV TPOGPAAAOLY TNV KEPUAN, TOV KOPUO KOl TO AKpo, SOVGKOAiN
EAEYYOL TV KIVAGEMVY, VITEPKIVN G (LITEPOPAGTNPLOTITA),

HeTAPOAN TOL Kapd1oKoD pLOLOV (GTO NAEKTPOKAPILOYPAPTLLLL),

TOYKPEATITION,

NTOTIKY AVETAPKEL, NTOTITION,

EapviKn Pelwon TG vePPIKNE Agttovpyiag,

depuatiko eEavOnua, To omoio pmopel vo oynuotioel PADKTOIVEG KOl TOiPVEL TN LOPPT
GTOYOEWMV OAAOIDGEMY (KNAIDEG LE GKOVPOYPMILO KEVTPO KOl WYPN TEPLPEPELD., 1) OTTOTN
mepPArAETOL amd £va GKOVPOYP®ILO SAKTOAO) (ToADuOpPo epdOnua), exteTapuévo eEavOnua pe
QPADKTOVEG KO OTOAETTIOT) TOV OEPUATOG, EOIKA YOP® OO TO GTOUA, TN LOTT), TO LATIO KO TO,
YevWNnTIKa opyoava (advdpouo Stevens-Johnson) Kot pio To cofapn LopOn OV TPOKAAEL
QOAETION TOV OEPLATOG GE TEPIEGOTEPO 0o To 30% TG COUATIKNG EmMPAveELNS (Todikn
EMIOEPUIKT] VEKPOLVON),

papoopvorvong (d1dcmacT Tov HoikoD 16To0) Kot oxeTilopevn avénon g
KPEATIVOPOGPOKIVAGTC aipatog. O emmolacpog sival onuavtikd vynAdtepog o€ lanwmveg
acOeveic o€ oOykplon pe un ldnwveg acbeveic.

YOAOTNTO 1] SVGKOAIN GTO TEPTATILLO.

GUVOLOGUOG TVPETOV, LVTKNG dSvoKouying, acTabdovg apTNPLOKNG TieoNg Kol KopO1oKg
GLYVOTNTOG, GVYYVOT, XOUNAS eninedo cuveldnong (umopel va eivar onpeio dtatopoayng, 1 omoia
ovopaletal vevpodnmriko xaxonleg avvopouo). O emmolacudg eivol onUOvVTIKE VYNAGTEPOG
otovg lanwveg acbeveic cuykprrikd pe tovg un lanoveg acbeveic.
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oAb omavieg: pmopel va mposfdriovv émg 1 ota 10.000 dropa
. emovaAapPovoueveg avemBOuNTes OKEYELG 1) 0I0ONOELG 1] EMLTAKTIKY OVAYKT VO KAVETE KATL
Eavd kot Eova (1I0E0WVYOVOYKOOTIKY SloTaporyn).

Ava@opd avemOopunTov EvEPYELOV

Edv mopatnpnoete Kamowo avemBOUNTN EVEPYELX, EVILEPMDGTE TOV YIOTPO 1) TOV (OPLOKOTOLd GO,
Av16 10y0et kot yro Kabe mhovn avemBOunTn evépyela OV OV OVAPEPETOL GTO TAPOV GVALO 0N YDV
xpone. Mropeite emiong va avapépete avemBounteg evépyeteg amevbeiog, pécw Tov Bvikod
GUGTNLOTOG OVOPOPAC:
EBvikdg Opyaviopog @appiakov
Meooyeimv 284
GR-15562 Xoiapyoc, ABfva
TnA: +30 21 32040337
Iototomoc: http://www.eof.gr.

http://www kitrinikarta.gr

Mécm g avapopdg avemBOunToV evepyelmv pumopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLAKOV.

5. IIogve gurhdcooete To Keppra
To @dpuaxo avtd TPEmel va LAAGGETOL GE LEPT) OV OgV TO PAETOVV Kol OEV TO POAVOLV T TOLOAL.

Noa pn xpnoyonoteite ovtd T0 PAPHOKO LETE TV UepoUnvio ANENG OV avVaypAPETOL GTO KOLTI Kot
TN edAn petd ™ AéEn AHEH.

H npepopnvia AnéEng etvon 1 tekevtaio HéPa TOL UAVA TOV OVOPEPETAL EKEL.
Noa pn ypnoylonoteiton HeTd amd 7 PVEG OO TO TPMTO AVOLYLO TNG PLIANC.

dvidooete TNV apyLKN QLIAT, Y10 VO, TPOCTUTEVETAL OTO TO POC.

Mnyv metdte PApLOKO GTO VEPD TNG OMOYETELGNG 1 OTA oKOLTIdW. POTNote Tov @apraKorold cag yia
TO TAOG VO TETASETE T PAPLLOKA TTOV OEV YPNOLoTOoLEiTe o Avtd Ta pétpa Ba fonbncovv otnv
TPooTaGio Tov TEPPAALOVTOG.

6. Iepreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPiES

T nepréyer To Keppra:
H dpaoctikn ovoio ovopdleton AePetipaxeraun. Kabe ml nepiéyer 100 mg AePetipaketdun.

Ta dAho cvotatikd etva:

Kupkd vétpio, povobdpucd kirpkd o&h, pebudeotépas tov mapaddposuPevioikod o&éog (E218),
TPOTVAESTEPAS TOV TapadOpo&uPevioikov o&éog (E216), yAvukvppilikd appmvio, yYAvkepoin (E422),
vypn poAtitdin (E965), kaiiovyog akesovApdun (E950), dpopa otapuiion, kekabappévo Howp.

Epgdavion tov Keppra ko mepieyépeva g cvokevaciog

To Keppra 100 mg/ml méoyro didAvpa givar éva dtavyég vypo.

H yvdivn o1din tov 300 ml (Yo modid nAiog 4 eTdv Kot Gvo, epnoug Kot eviAKeS) ival
GLGKELOGCUEVT GE KOUTi amd yoptdvl, ToL TEPLEXEL EMioNS o cOptyya Tov 10 ml, yio yopiynon amod
1OV 6TOpOTOG, (Pabuovounuévn ava 0,25 ml) Ko eEGpTnua TPOGAPUOYNG Y10 T CVPLYYOL.

H yvdvn oudin Keppra tov 150 ml (yio Bpéon kot pukpd mtoudid nikiog omd 6 pnvav émg KaTm ond
4 g1dhv) elval GLGKELAGUEVT GE KOVTL A0 YOPTOVL TOV TEPLEYEL EMIOTG L GVPLYYa TV 5 ml, Yo
xopnynon amxod tov otoparog (Babuovounuévn avé 0,1 ml and 0,3 ml émg 5 ml kor avé 0,25 ml amod
0,25 ml éwg 5 ml) ) kon eEGpno TPOGAPLOYNS Y10 TN GUPLYYOL.

18


http://www.eof.gr/
http://www.kitrinikarta.gr/

H yvdiwvn eudin Keppra tov 150 ml (yio Bpéon nhikiog 1 unvég €og kéto Tov 6 unvav) eivot
OLGKEVOCWEVT] GE KOVTI amd yopTdVL TOL TEPLEYEL EMIONG ol cvptyyo Tov 1 ml, yuo yopriynomn omd Tov
otopatog, (Badpovounuévn avda 0,05 ml) ko e£apTno TPOGOPUOYNS Yo TN CUPTYYO.

Karoyog Adsiog Kvkiopopiog

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bpu&élieg, Bélyto.
MopoockevaoTtig

NextPharma SAS, 17 Route de Meulan, F-78520 Limay, ['aAAia.

| UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’Alleud, Béiyio

IMo omoladnmote TANPOPOPIO GYETIKA LLE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapOKaAEicOE va
amevBouvleite otov Tomikd avtimpoécsmmo tov Katdyov g Adetog Kvkiopopiag.

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tel/Tél: +32/(0)2 559 92 00

Bbuarapus
10 CU BU bovarapus EOO/]
Ten.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.

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

OU Medfiles

Tel: +372 730 5415
E\Ldda

UCB A.E.

TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

France
UCB Pharma
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46
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Lietuva
UAB Medfiles
Tel: +370 5 246 16 40

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: +32/(0)2 559 92 00
(Belgique/Belgien)

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: +47 /67 16 5880

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

Polska
UCB Pharma Sp. z 0.0. / VEDIM 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



Ireland

UCB (Pharma) Ireland Ltd.

Tel: +353/(0)1-46 37 395

Island
UCB Nordic A/S
Simi: +45/32 4624 00

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

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Latvija
Medfiles SIA
Tel: +371 67 370 250

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

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

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

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

To mapév @vALo 0dNYIOV ypfioNg avade®pOnke Yo TelevTaio gopa Tov Anpiiio 2026.
Adreg TYEC TANPOPOPLOV

Agmtopepeic TANpopopieg Yo 1o APHOKO aVTd givor Slaféceg 6TO dKTLOKS TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.
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D10 odNyIOV ypions: [IAnpogopicg yro Tov acOeviy

Keppra 100 mg/ml avkvo d1divpa Yo wo.pacKevt] S1AVPaTog Y10, £y o
AePetipaxetdun

A doTte TPOGEKTIKA 0ALOKANPO TO PUALO 00N YLAV YP1)OIG TPV EGEIS 1] TO TAdL 6O APYIGETE VO
APNOLUOTOLEITE AVTO TO PAPRAKO, O1OTL TEPIAAPPAVEL CNRAVTIKES TANPOPOPIES Y10 GOG.

. DdvrdEre avtd TO PUALO 0dNYIBY Yprions. Towg ypelootel va to dufdoete Eavd.
. Edv éxete mepartépm amopiec potr|oTE TOV Y10TPO 1] TOV POPLOKOTOLO GO,
. H cvvtayn yo autd 1o papprako xopnyndnke amokAEIGTIKG Yo 60G. Aev TPEMEL VO ODGETE TO

Qapuoko o€ GAAove. Mmopel vo Tovg TpokoAEsel PAGPN, akOpO Kot OTAV TO GUUTTOUOT TNG
acBéveldg Toug eivar 1010 pe Tar S1Kd oA,

. Edv mopatnproete kKamowo avemBOUNTN EVEPYELL , EVIUEPMGTE TOV YIOTPO 1 TOV POPHOKOTOO
oag. Avutd oyvet Kot ya kéOe mhov avemBOunTn EVEPYELD TOL JEV AVAPEPETOL GTO TOPOV
@OAAO 0ONY1DV yprione. BAéne mapdypapo 4.

T mepréyer 1o mapév @A 00N YLOV

Th eivon to Keppra ko mota glvar 1 xpnion tov

T mpénel va yvopilete npv ypnoiponomoete to Keppra
[og va mépete to Keppra

[MBavég avemBounteg evépyeteg

[og va puidococete to Keppra

[epreydpeva tng cuokeVAGING Kot AOTES TANPOPOpPiEg

SAINANE o S e

1. Th givar To Keppra ko mow givar i yp1jon tov

H AePetipaxeraun eivor éva avtiemAnNTTikd @Aappoko (PaploKo To oroio ¥pnoLomoteiTal yio
Oepancio TV kpicewv eninyiag).

To Keppra ypnoyomoteitat:

o ®G LOVO AappaKo 6g eVAKES Kot eprifovg amd 16 etdv pe veodlayvwaobeica eminyia, yio
Bepaneio evog cuykekpévov Tomov emtnyiog. H eminyia givon pia ndOnon otnv onoia ot
acBeveic epopaviouv emavorapPavopeves Kpioelg (eminnrikés kpioelg). H AePetipoketdpn
YpNoLomToleiTal yo Tov THmo ekeivo NG emANyiog 6TOV 0moio Ol EMANTTIKESG KPIGELS apyiKd
PocPéAiovy povo pio TAEVPE TOL EYKEQPAAOV, OALY, LETEMELTA, UTOPEL VO enekTaHOVV OE
LEYOAVTEPEG TEPLOYES KOL OTIC OVO TAEVPES TOV EYKEPAAOL (EMANTTIKY KpioT E0TIONKNG EVOPENG
ue M ywpic devtepoyevn yevikevon). H AePetipaketapn ocag yopnyndnke amnd 1o ylotpod Gog yio
N Heimon tov aplfrol TOV EMANTTIKGOV KpicE®V.

. CUUTANPOUATIKE [e GAAO QVTIETANTTIKA ApLOKa Yo T Oepameio:
= TOV ETAMTTIKOV KPIGE®V €0TIOKNG EVOPENG e N Y0pig YeEVIKELGT GE EVIAIKES, PNIBovg
Ko Todtd nAkiog and 4 eTmv
. TOV LOOKAOVIKOV Kpicemv (Ppayeieg, oTacUOOKES aKOVG1EC KIVIGELS EVOG LLOC 1 piog
opddac Ludv) og evijlkeg Kot epr)fouvg amd 12 eTdv e VEOVIKT LDOKAOVIKT ANy,
] TOV TPOTOTAODG YEVIKELUEV®Y TOVIKOKAOVIK®OV Kpicewv (cofapéc kpioelg oTig omoieg

TeEPLOUPAVETOL 1] OTOAELL GVVEIONGNC) GE EVIALKES Kot €PTovg nhikiag amd 12 eTdv e
womadn yevikevpévn emtinyia (0 THTOG TNG EMANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aitia).

To mokvé diddlvpa Keppra yio mapoackevn SIADIATOG Yl €yYLOT EVOL L0 EVOALOKTIKT LOPON Yid

acBeveic oTovg omoiovg 1 yoprynon tov avtieriinmtikod Keppra amd to otoua dev givar Tpocmpvd
dvvarn.

21



2. T péner va yvopilete mpv oog xopnyn0dsi_to Keppra

Mnyv ypnowporoujcete To Keppra
. o€ MEPIMTOON aALePYinG oTN AEPETIPAKETAUT, GTA TVPPOMOOVIKA TAPAY®DYQ 1) GE OTO0ONTOTE
GAAO OO TO GVGTOTIKG CLTOV TOV PUPHUAKOL (AVOPEPOVTOL GTNV TAPAYPAPO 6).

[poscdomonosic Ko TPOPVAGEELS
AmevBuvbeite oTov yotpo cog Tpv oag xopnynbel to Keppra

. Edv vrogépete amd madnon veppdv, akorovdnote Tig 0dnyieg Tov yiatpob cog. Avtog/avth Oa
aropocicetl av 1 d0om cog Oo TPEMEL Vo TPOGUPUOGTEL.

. AV TopatnpNoETE OTOONTOTE EXPPAOLVOT GTNV AVATTLEN TOL TS0 GOG 1] OTOLONTTOTE
EapVvikn emtayvvon g epnPeioc, Tapaxoareice va angvBouvleite oto yatTpd oag.

o "Evag pikpog apBudg atdpmv mov vroPAnnkay o Bepaneia pe avtiemAnmrikd 6mwg to Keppra

ELPAVICAV GKEYELS OVTOTPUVUOTIGHLOV 1| UTOKTOVIOG. AV EYETE CUUTTAOUATA KATAOAMYNG KOV
10€0G OV VTOKTOVIOG, TAPUKOAEIGTE VO ENMKOWVMVIGETE LLE TO YIUTPO GOUC.

. Edv éyete owoyevelaro 1 10Tpiko 16TOPIKO aKAvOVIGTOL Kapdtakoh puBuol (epeavég o
NAEKTPOKAPIOYPAPNLUL) T €6V TACKETE OO VOGO 1)/kon AapPavete Bepomeia mov cag KaboTd
EMPPENELG 0 AVOUUMEG TOL KAPIOKOD TAALOD 1 AVIGOPPOTIES AAATWOV.

Evnuepdote Tov yotpo 1 TOV QOpUAKOTOL0 6ag GV KATTOW ard Tig akOAovdeg avemBOunTeg

evépyeleg yivetat cofoapn 1 dpKel TEPIGGOTEPO amd PEPIKES UEPES:

o Mn guctloroyikég oképels, aioOnua gvepebiotdtnTag 1 avtidpaon o emBeTiky om’ Ot
ouviBmg, 1 av €€l 1 1 01KOYEVELD GOG KOt OL PIAOL GOG TOPAUTNPTOETE CNUOVTIKEG AALOYES OTN)
dudbeomn N T cvumepLPopd.

o Emdeivaoon g emiinyiog:

O emmtiég Kpioelg cag Umopel 6€ OTAVIEG TEPUTTMGELG Vo, eTdevmBovv 1 vo avénbein
GLYVOTNTA TOVG, KLPIOG KATA TN SLAPKELL TOV TPAOTOL Piva LETd TNV Evapén g Bepansiog 1)
v avénomn g doong.

e (o ToA omdvia Lopen emAnyiog tpaiung Evapéng (emAnyia mov oyetileton pe
petaArdaéelg otnv SCNSA) mov mpokaiel TOAAATAOVG TUTOVG EMANTTIKAOV KpioE®V Kol
anmAel OEEI0TNTOV, UITOPEL VO TAPATPNOETE OTL 01 EMANTTIKES Kpicelg eEakolovbovv va
VILAPYOVV 1| EMBEVAOVOVTOL KOTA TN ddpKewa NG Bepaneing cag.

Edv gpoavicete Kamowo omd avtd o véa copntodpata Katd ) Ayn tov Keppra, emiokepbeite évav
10TPO T0 GLVTOUHTEPO dLVITO.

oo ko Epnpor
. To Keppra dev evdeikvutal e maidid Kot €prifoue kdto twv 16 €1V w¢ Lovo papLako
(novoBepameia).

Ao pappoxka ko Keppra
Evnuep®ote 10 y10tpd 1 10 QUPUOKOTOW0 oag 4V maipvete, 1| £xete mpdo@ata TapeL 1| LTopel va
TOPETE OMOLOONTOTE GALO QAPLLOKOL, KOO KO 0T TOV dev GG Exovv yopnynbei pe cuvtayn.

Mnyv apete ToAVaBLAEVOYALKOAN (VO QAPLLOKO TTOL YPTCILOTOLEITOL O KABAPTIKO) Yl Hio dpa
TPV Kot pio dpa LETE T Aym TG AEPETIPAKETAUNG S1OTL ALTO UITOPEL VO 001 YN|CEL GE UEI®OT TNG
dpdong g.

Kinon ko Oniaopog

Edv giote éyxvoc 1 Inidlete, vouilete 0T1 pmopet va iote £ykvog 1 oxedGLETE VO OMOKTNOETE TOd,
{ntnote T GuUPOLAN TOL YOTPOD GOG TPV TAPETE AVTO TO PAPLLAKO.

H AePetipaxeraun pmopet va ypnoponombel katd tn SGpKe TNG EYKLULOGHVIG LOVO €AV PETE OO
TPOCEKTIKT a&loAdynomn kplel avaykaio amd Tov yiTpd oag.

Agv Bo mpénel va dakontete T Bepaneio oog ympic vo 1o cuINTIOETE e TOV YIOTPO GOC.

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOG EUPAVIONG GVYYEVOV OVOUOAM®MY GTO TOdi Gag TOL eV
éxel yevvnOel axdpo. AHo pHeAETeg dev LTOJEKVVOVY ENIEVO KIVOUVO OTIGHOD 1] VONTIKNG
avamnpiog o€ ool Tov yevvinonkay amd untépeg mov EhaPav Oepaneia pe Aefetipaketdun Katd
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dudpkeln TG kumomng. 201060, o S100Ea1La dESOUEVA OYETIKA LE TNV EMIOPAOT TNG AEPETIPOKETAUNG
OTN VELPOOVATTLEN TOV TSV EIVOL TEPIOPIGUEVO.
Agv ovvietdtal 0 OnAacpog Katd T didpketo g Oepaneiog.

001yN01] KO YEPICROS PNYAVI|LATOV

To Keppra pmopet vo ennpedost Tnv wavotntd cog vo odnyeite 1 va yepileote epyoleia 1
pnyovnpato, S10Tt UTopel va 6og Tpokarésel vavniia. Avto givor mlavotepo oty apyn g
Oeponeiogn €nerta omd avénon g 60omng. Aev Ba mpémet va odnyeite 1 va xepileote punyavipota
¢mg 6Tov emPeforwbei 6TL 1 IKAVOTNTA GOC VO, TPOYHOTOTOLEITE TETOIEG dPAGTNPLOTNTEG OEV
emnpedletot.

To Keppra nepiéyer vatpio

Mia péyiom epdmoag 66om Tukvos doAvpatog Keppra mepiéyet 2,5 mmol (7 57 mg) vatpiov (kOplo
oLOTOTIKO payelptkov/emttpanéiov diatog) (0,8 mmol (] 19 mg) vatpiov avd @laiidio). Avto
1000VVAEL [LE TO 2,85% TNG CLUVIGTOUEVNC LEYIOTNG NUEPTOUG TPOCANYNG VOTPIOL e TNV STPOPN
v évav evijuka. No Aapfdaveror voyn v Bpickeote vd dlotta meplopopévne TpdsAnyng
oAoT100.

3. Hog yopnyeitan 1o Keppra

To Keppra 8a cog yopnyn0ei amd yiotpd 1| voonredtpio, og evooeAEPia £yyvon.
To Keppra mpénet va yopnyeitar 600 popég tnv nuépa, pia to mpmi kot pio to Ppadv, mepimov v idw
wpa kabe pépa.

H evoopiéfia oOvOeon eivan pio evaiiaxtikig Adon ot xoprynomn and 1o otopa. Mmopeite va
OAAGEETE OO TO EMKAAVUUEVO LE AETTO VUEVIO O10Ki0 1) TO TOGIHO ddAv LA GTNV EVOOPAEPLaL
YOpNYNOoN Kot 1o avticTpopo amevbeiag, yopic mpooappoyn g 60ong. [Ipémet 6pwe va datnpnBei n
OAIKT MUEPTOLL dOOT Kot 1) cuXvOTNTA XOPNYNOTS.

2ouminpouatiy Osparcia kar povolepaneio (aro 16 erwv)

Evijhkeg (=18 etdv) ko épnpor (12 £mg 17 etdv) Papovg S0 kg 1) dvo:

Yuvietopevn 06on: petagd 1000 mg kon 3000 mg npepnoing.

Otav apyicete va maipvere Keppra, o yiatpds 6o cog cvviayoypaenoet pia xapniotepn o6omn yio tig
2 gfodoudadec mov Ba Tponynbodv g yoUnAOTEPTS NUEPNGLOG OOOTG.

Adbon og tandd (4 o 11 eTav) kar epnfovg (12 ¢mg 17 eTav) Bapovs kato and S0 kg:
Yvvietopevn 06on: petald 20 mg/kg copaticod Papovg kot 60 mg/kg copaticod Papovg Kabe
nuépa

Tpémog Kot 006G yopynons:

To Keppra mpoopileton yro evoopAEPLa xpion.

H ovvietdpevn d66on mpénet va apordvetor o€ TovAdytotov 100 ml evdg supuPatod dtoaidtn kot va
yopnyeitan pe evooPAEPLa Eyyvon péca og 15 Aemtd.

IMa tovg yrrpovg Kot Tig VOSAEVTPLEC IO AETTOUEPELS 00T YieC Yo TNV c®woTn ¥prion tov Keppra
TapEYOVTOL GTO TUNHA 6.

Avapkewa g Oepameiog:
. Agv vrdpyet gpmeipio. pe xoprynon evoopAEPlag Aefetipaketdung yio Tepiodo HeyaAdTepn TOV
4 nuepov.

Edv otapotioete va ypnoyponoreite to Keppra:

Ye mepintwon dlakonng G Oepomeiog, OmMC Kot ue AGAAN OVTIETANTTIKG Qapuoko To Keppra mpémet
va dwkomtetor Pabdutaio yio vo amogevydel n emdeivoon tov kpicemv. Edv o yiatpog amopacicel va
otaponoel  Bepomeio cag pe o Keppra, ovtdg/ant 0o, cog ddoet 0onyieg yio t fabduiaio dtokonn
tov Keppra.
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Edv éxete meprocdtepeg pMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL POPUAKOV PMTNOTE TO Y1ATPO 1) TO
(QOPHLOKOTOLO GOG.
4. MBavég avemOOunTEg evépyereg

Onwg 6A0 Ta pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovsialovtal o€ GAOVG TOVG avEpMOTOLG,.

Evnpep®ote apécmg tov Y10Tp6 600G, 1] ANYAIVETE 6TO TURA ETETYOVIOV TEPLCTATIKAV TOV
AN GLECTEPOV VOGOKONEIOV, EAV ENPAVICETE:

. advvapio, tédon AuoBupiag 1 (dAn 1 duokoAia oty avamvor|, kafdg avtd propel va ival
CUUTTOUOTA GOPOPTG OAAEPYIKNG (AVOPLAOKTIKTG) OVTIOpaoTg

. oidnua TOL TPOGHOTOL, TV YEMDV, TNG YADGGOG Kol ToL papvuyya (oidnpa tov Quincke)

. YPIIRAOON CUUTTOUOTO Kot EEGVONLO 6TO TPACHOTO TOL aKoAoLOEITAL OO EKTETOUEVO

e&avinua pe vynAd Topetd, avénuéva eninedo NraTIK®OV VOOV oTIG EEETACELS OipLaTOG KOl
avENUEVO apBd EVOG TUTTOV TV AEVKMV OLLOCOAPIOV (MOSIVOPIALR), SIOYKOUEVOVS
AELOOOEVEG KOl GUHUETOYN GAL®VY OPYAVAOV TOL COUATOS (AVTIOPACT) OTO PAPLOKO LE
noowoeiMa kot cuotnpotikd cvprtdpoata [DRESS])

o CUUTTOUATA OTTMG YOUUNAOG OYKOG 0VP®YV, KOVPAGCT), VAT, ELETOG, GUYYVOT] Kot O10MLa TV
OOV, TOV ACTPAYIA®V | TOV KATO GKpmv, KaBdg avtd uropel va eival cuopumtdpote
EQVIKNG LeloNG TG VEQPIKNG AElTovpYiag

o deppotikd eEdvinua, To onoio propel va oynpatioet GAOKTOVEG KOl VoL TAPEL T HLOPOT| LIKPDV
GTOYOEWMV OAAOIDGEWDY (KEVTPIKESG OKOVPES KNAIDES TEpIKAELOEVES OO piat O YA®UN
TEPLOYN Le Evav GKOVPO SAKTOALO YOP® amtd To meplypoppa) (roiduoppo epvlnua)

o EKTETAUEVO eEAVONLL e PADKTOVEG KOt ATOAETIGT) TOV OEPUATOG, EWOIKE YOP® OO TO GTOU,
TN poTI), To LATLO KOt TO YEVVNTIKE dpyava (edvdpouo Stevens-Johnson)

o Qo o coPopn popen e£avONLaTog ToL TPOKAAEL ATOAETIGT TOV SEPUATOGC GE TEPIGTOTEPO
amod 1o 30% e copatikng empavelns (toliky emidepixt vekpoloon)

. onueio cofapdv voNnTiK®V oAAXY®V 1] €AV KATOW0G YOP® GO TAPOTNPGEL OTUEID GVYYVONG,

vovnAla (viota), apvnoio (Am®AEW Lynung), EXNPEAGUEVT] Lvipn (aenpnudda), un
(VGIOAOYIKT] GUUTEPLPOPA 1 AAAC VELPOAOYIKA onpeia OTMG akoVGIEG 1 L1 EAEYXOLEVES
Knoels. Avtd pmopel va givorl copntdpaTo eyKeaAOTA0eos.

Ot o ovyvd avaepopeves avemBountes vEPYELEG NTOV PvoPapLYYiTida, vTvnAia (Voota),
TOVOKEPAAOG, KOTmo kot (aAn. Xtnv apyn g Oepameiog 1 pe v adEnom g 06ong, avembounteg
gvépyeleg Omwg 1 voota, 1 Komwon Kot 1 (aAn pmopel va givar cuvnBéotepeg. Ot evépyeteg avtég Ba
TPEMEL VO ELATTAOVOVTOL LE TNV TAPOOO TOV ¥POVOU.

oAb ovyvéc: pumopel va mposfariovy mepiocdtepa amd 1 ota 10 dropa
. pvoeapvyyitda,
. vvnMa (Viota), ToVOKEPUAOC.

Yoyvéc: umopel va pooPdirovy émg 1 ota 10 dropa

. avope&io (ammAelo 6peENC),

o KatdOhym, exbpikotmra N embetikoTa, AyY0S, LIVNALN, VEVLPIKOTNTH 1] EVEPEDIGTOTNTA,

o omacoli, dtutapoyn g woppomiag, (AN (aicOnon actddeiag), AMbapyoc (EAdetym evépyelag
Kot evOoLGLacUoV), TPOUOG (AKOVG10 TPELOVAO),

iAMyyog (aicOnpa meptoTpoenq),

Prixas,

KOWMOKOG TOVOC, d1appola, dvomeyio (SOVCKOAIN oTNV TEYT)), EUETOC, VAVTIO

e€avonua,

advvapio /kommon (kovpacn).
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‘O ovyvég: pmopet vo tposPdrrovy émg 1 ota 100 dropa

UEI®UEVOG aPOUOG AUOTETOM®Y, LELOUEVOG OPLOLOC AEVKDV OLOCPULpimV,

peimon tov Bépovg, avénomn tov Papovg,

OTOTEPO.  OVTOKTOVIOG KOU OKEWELS OVTOKTOVIOG, WUYIKN OwTopayn, MU (QULCLOAOYIKN
oLumEPPOPa, wevdaicOnon, OBvpdg clyyvon, kpion mavikod, cvvoicOnuatiky actddeio /
KV UAVOELS TG ovvalcOnuatikng dabeong, d1€yepon,

apvnoia (amodiewe pviung), emPapovon g pvnung (téon va Eeyvare), un euetoroykds
ouvtoviopog / ataio (emPBapuvorn ToV GUVTOVIGUOV TOV KIVICEMV), Topotcinacio
(LoppfyKiocpa), dtoetapayn TS TPocoyns (ATMOAELN TG CLYKEVTPMOTNG),

duthomia (dumAn 6pacn), Baunr dpacn,

avENUEVES / U1 PLGTIOAOYIKEG TILES OTO, AMOTEAEGHOTO Hiog EEETAIOTG TG NTOTIKNG AEtToVpYiag,
TpYOmTOOT, EkCepa, KVNOHOG,

poikn advvapia, pooiyio (Loikodg Tdvog),

KOK®OT).

Yrdwvieg: pnopel va mposfariovv €wg 1 ota 1000 dropa

Aotpwdn,

LELOUEVOS apBOG OADV TOV OLLOGOOLPIOY,

coPapéc adhepycég avtidpdoelg (DRESS, avapuiaktikn avtidpacn [coPapr| kot onpovtikng
odkepywcn| avtidpaon], oidnua Tov Quincke [TpNR&yLo Tov TPOGOTOV, TOV XEMMV, TNG YADGSGOG
KoL Tov Aopov]),

LELOUEVT] CLYKEVIPWOGT VOTPIOL GTO QLo

OVTOKTOVia, SLTAPAYES TNG TPOSOTIKOTNTOGS (TPOPANLLATA CUUTEPLPOPES), LT PLGLOAOYIKTY|
okéym (Bpadvtnta okéyng, advvapio cuyKEVIpmONG),

TOPOAT P,

gykeparomddela (PA. vroevotnrta "Evnuepmote apécmg 1o yioTpd 6og" yio Aemtopepn
TEPLYPOPT] TOV CUUTTOUATOV),

mBavn emdeivoon N avEnon TG GLYVOTNTIS TOV EMANTTIKOV KPIGEWV,

ave&édeyktol puikol omacpol, Tov TposPaiiovy TNV KEPAAT, TOV KOPUO KoL TO dKpa, SVGKOATN
eLEYYOL TV KIVIoE®V, VTTEPKIVNGla (VITEPOpAGTNPLOTNTAL),

petafoin tov Kapdiokov puov (610 NAEKTPOKAPIOYPEON LLOL),

TOYKPEATITION,

NMOTIKY AVETAPKELN, NTOTITION,

EapviKN LeloN TNG VEPPIKNE AgtTovpYiag,

depuaTiKo e£AvONLLa, TO 0010 UITOPEL VoL GYNUATIOEL PAVKTALVES KO TAIPVEL T1) LOPOT
OTOYOEWMV OALOIDGEWV (KNAIDES [LE CKOVPOYPOLUO KEVTPO KOl WP TEPLPEPELQ, 1 OTTOT0L
nmepPdiietor amd Eva GKOVPOYP®LO dUKTOALO) (Tolbuoppo epdfnua), ektetapévo eEavonua e
PAOKTOIVEG KOl OTOAETION TOV OEPUOTOC, E0IKE YOP® amd TO GTOUA, TN HOTY, TA LATIO KOl TO
YevwnTiKa opyova (advdpouo Stevens-Johnson) Kot pio o cofapn Lopen oV TPOKAAEL
amoAémion Tov déplotog o€ mePlocdtepPo amd To 30% NG COUATIKNG EMPAVELNS (Tolikh
EMIOEPUIKT] VEKPOILVON),

papoopvdrvong (d1dcmacT Tov PoikoD 16To0) Kot oxeTilopevn avénon g
KPEATIVOP®GPOKIVAONC aipatog. O enumolocpog ival onpavtikd vyniotepog o ldmmveg
acOeveic o€ oOykplon pe un ldnwveg acbeveic.

YOAOTNTO 1] SVGKOAIN GTO TEPTATILLO.

GLVOLOGUOG TVPETOV, HVTKNG dSvoKouying, acTabdong apTNPLOKNG TiEoNS Kol KOPOLOKNG
GLYVOTNTAG, GVYYVOT, XOUNAS entinedo cuveidnong (umopel va eivar onpeio dtatapoayng, 1 omoia
ovopaletat vevpodnmrikod xaxonleg ovvopouo). O extmolacudg eival oNUOVTIKA VYNASGTEPOC
otovg lanwveg acbeveic cuykprrikd pe tovg un lanoveg acbeveic.

oAb omavieg: pmopel vo mpocsfdirovy émog 1 ota 10.000 dropa

emovolapPoavopeveg avemBounteg okEYEIC 1| GONGELG 1] ETTAKTIKY OVAYKY VO KAVETE KATL
Eava kot Eava (10E0YVYaVOYKAGTIKT S10TOpoyN).
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Ava@opd avemOopunToV EvEPYELOV
Edv mopatnproete kKamowo avemBOUNTn EVEPYELL, EVILEPMDGTE TOV YIOTPO 1) TOV QOPLOKOTOLO GO,
Av10 1oy0et kot yro kKabe mhovn avemBOuNTN eVEPYELR TOV OV OVAPEPETOL GTO TAPOV PVALO 0N YDV
xpone. Mmopeite emiong va avapépete avemBounteg evépyeleg omevbeiog, Hécw Tov Bvikod
GUOTNLOTOG OVOPOPAC:
EBvikdg Opyaviopog @appiakoy
Meooyeimv 284
GR-15562 Xolapyog, ABfva
TnA: +30 21 32040337
Iototomoc: http://www.eof.gr.
http://www kitrinikarta.gr

Mécm g avapopdg avemBOunToV evepyelmv pmopeite vo fondncete 6t GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLLAKOV.

5. Ilogve gurhdcooete To Keppra
To @dpuaxo avtd TPEmeL va LAAGGETOL GE LEPT) OV OgV TO PAETOVV Kol OgV TO POAVOLV T TOLOAL.

Noa pn xpnoyLonoteite ovtd T0 PAPHOKO LETE TV UepoUnvio ANENG OV avaypaPETOL GTO PLOAIdL0
Kot 670 Kovutl petd t AéEn AHEH.
H nuepopunvia AMéng etvar 1 televtaio pépa TOv UNVO TOV AVOPEPETAL EKEL

Av16 10 Pdpuako dev amortel Waitepeg cuVONKES POAAENC.

6. epreyopeva T cvokevAGiag KoL AOUTES TANPOPOPIES

T nepréyer To Keppra:
H dpaoctikn ovoia givar 1 AePetipaxerapn. Kébe ml mepiéyet 100 mg AePetipaxerapn.
Ta dAAa cvotatikd gival: 0Ekd vatplo, 0Eko 0EH TayOLOPPO, YAMPLOVYO VATPLO, DIMP VI EVEGILO.

Epgdavion tov Keppra ko mepieyépeva g 6V6KeLAGiog

To Keppra mokvo didivpa yio TNV TopacKeL] SADUOTOS Yo yyvon (oteipo mukvo didivpa) eivor
éva SlovyEg, dypopo vypo.

To Keppra mokvo didivpua yio Ty TopocKeLT] SIADLOTOS Yo £YXV0T GLCKEVALETAL GE KOVLTI 0md
xoptovL mov mepi€yet 10 prokidwo Tov 5 ml.

Kéroyog Adcrog Kvkiopopiog
UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpv&éideg, Bédyto.

Hopaokevaotig
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’Alleud, Béiywo
M Aesica Pharmaceuticals S.r.l., Via Praglia, 15, I-10044 Pianezza, ItaAia.

IMo omoladnmote TANPOPOPIO GYETIKE LLE TO TOPOV POUPUOKEVLTIKO TPOIOV, TaPOKaAEicOE Vo
amgvBovvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adetog Kvkiopopiag.

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UAB Medfiles

Tel/Tél: +32/(0)2 559 92 00 Tel: +370 5 246 16 40

Bbnarapus Luxembourg/Luxemburg

10 CU BU bovarapus EOO/] UCB Pharma SA/NV

Ten.: +359 (0) 2 962 30 49 Teél/Tel: +32/(0)2 559 92 00
(Belgique/Belgien)
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Ceska republika
UCB s.r.0.
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
OU Medfiles
Tel: +372 730 5415

EA)LGoa
UCB A.E.
TnA: +30/2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91 570 34 44

France
UCB Pharma
Tel: +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
UCB Nordic A/S
Simi: +45/32 4624 00

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

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: +357 22 056300

Latvija
Medfiles SIA
Tel: +371 67 370 250

To mapév @vALo 0dNYIOV ypfioNs avade®pOnke Yo TelevTaio gopa Tov Anpiiio 2026.

Adreg TINYEC TANPOPOPLOV
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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: +47 /67 16 5880

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

Polska

UCB Pharma Sp. z 0.0. / VEDIM 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., organizacna zlozka
Tel: +421 (0) 2 5920 2020

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

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



Agmtopepeic TANpoPopieg Yo To APLOKO VT givol SlaBEcLEG 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.

O Tinpo@opicg mov akorovov arevOivovtal pévo o€ emayyelpotisg vysiogc.
Odnyieg 1o TO0 GOGTO TPOTO YPNOTG TAPEXOVTAL GTO KEQAANLO 3.

"Eva ¢1oAidio mokvo doivpatog Keppra mepiéyet 500 mg Aefetipoketaun (5 ml mokvov dtoddpatog
v 100 mg/ml). BAéne [Tivaxa 1 yio T GUVIGTOUEVT] TPOETOLAGIO Kot S10OIKAGI0 YOPTYNONG TOL
muKvoL dAvpatoc Keppra, mote va evebel o nueprowa 66om 500 mg, 1000 mg, 2000 mg 1
3000 mg og dvo dupnuéves 6O0ELS.

ITivokog 1. ITpogromascio Kot yopnynon Tov mukvoy dwivuatoc Keppra.

Adbon ‘Oyxkog Tokvoy dwidpatog | Oykog Xpovog | Toxvotnrta Ol nuepnioa
owAvTn | £yyovong | yopnymons ddom

250 mg 2.5 ml (Lod euodido S ml) | 100 ml 15 Aentd | 2 popég/muépa | 500 mg/muépa

500 mg 5 ml (éva loAidio 5 ml) 100 ml 15 Aentd | 2 popég/muépa | 1000 mg/muépa

1000 mg 10 ml (dvo @uoAide Sml) | 100 ml 15 Aentd | 2 popég/muépa | 2000 mg/muépa

1500 mg 15 ml (tpia @roAidw S ml) | 100 ml 15 Aentd | 2 popég/muépa | 3000 mg/mpuépa

Av106 10 TPO1OV Elvar piag xpnong, KABe LTOAOITO UN YPTCUOTOOVUEVOD SHADUOTOC TPETEL VAL
amopplpbet.

Awdpxela {ong Katd tn gpnon: Amd KpofloAoykn Aoy to Tpoidv TPEMeL va ypnoLomon el
apéomg petd v opainon. Edv dev ypnoomombei dpeoa, o xpodvog Kot ot cuvinikeg puAagng mpwv
TN xpnon eivar evBHVN TOV YPNOTN KoL OV TPETEL KOVOVIKA Vo, vrtepPaivovy 1o 24mpo og Beppokpacia
2 éwg 8° C, ektdg av 1 apaimaon €yve KOTm amd EAEYYOUEVEG KOl EMKVPOUEVEG GUVOTKEG aoNnyiag.

To wokvo duivpa Keppra Bpébnke puoikmg cupufatd kot ynukag otadepd OTaV ovVopLyVOETOL e
TOVG TOPAKAT® SOAVTEG TOLAGYIGTOV Yo 24 DPES Kol PUAAGGETOL GE TEPLEKTEG OO
moAvPrvvuroyropidio (PVC) oe eheyyduevn Oeppoxpacio dopotiov 15-25°C.

AoAvTEG !
. Evéowo didiopa yAoplovyov vatpiov 9 mg/ml (0,9%)
. Evéowo didlvpa lactated Ringer’s

. Evéowo didiopa de&tpoling 50 mg/ml (5%)
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