DVLAo 0oLV ypiiong: [IAnpo@opics 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 6O APYIGETE VO
TAipVETE QVTO TO PAPNAKO, HLOTL TEPLLAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DdvrdEre avTd TO PUALO 0dNYIBY Yprons. Towg ypelootel va to dwufdoete Eavd.

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

H cvvtayn yo autd 1o oapproako xopnyndnke amokAEIGTIKG Yio 60G. Agv TPEMEL VO ODGETE TO
(ApUOKO 6€ GAAOVE. . Mmopel va Tovg TpoKaAEseL PAAPN, aKOUA Kot OTOV TO GUUTTOUOTO TG
acBéveldg Toug givan 1010 pLe Tar KA 6o,

Edv mopatnproete kKamowo avemBOunTn evépyeid , EVIUEPMGTE TOV YIOTPO 1 TOV POPUOKOTOO
c0G. Avtd 1oyvet kot yo k0B mhovi avemBOunTn evEpyELR TOV OV OVAPEPETOL GTO TALPOV
@OALO 0ONYBV yprions. BAéne mapdypapo 4.

T mepréyer 1o mapév evAL0 00N YLOV

AN S

1.

T etvon To Keppra ko oo glvar 1 xpron tov

T pénet va yvopilete mpv ypnoonomoete to Keppra
[og va népete to Keppra

[MBavég avemBOunteg evépyeteg

[og va pvrdoocete to Keppra

[epeydpeva tng cuokevOGing Kot AOES TANPOPOpPieg

T givar To Keppra ko mow givan 1 yp1jon tov

H AePetpaxeraun etvor éva avtiemAnmrikd eappoko (eapproko o onoio ypnoyLoroteitot yio
Oepancio TV kpiocewv eninyiag).

To Keppra ypnoonoteitan:

®G LOVOo Aappako o evAKes Kot prifovg amd 16 etdv pe veodlayvwcbeica emAnyia, yio
Bepameia evOc cLYKeKPILEVOL TUTTOL emANyiag. H emiinyio elvan pio wdbnon oy omoia ot
aoBeveic epeaviCovv emavarapPoavopeves Kpioelg (eminntikég kpioelc). H AePetipaxetapn
YPTOLOTOLEITAL VIOl TOV TUTO EKELVO TNG EMANYING GTOV 0010 Ol EMANTTIKEG KPIGEIC OPyIKA
pocPdAiovy povo pio TAEVPE TOL EYKEPAAOV, OANY, PETEMELTA, UTOPEL VO enekTaH0VV OE
UEYOADTEPEC TEPLOYES KOl OTIG SVO TAEVPEC TOV EYKEPAAOL (ETANTTIKN KPioN €0TIOKNG EVOPENG
ue M ywpic devtepoyevn yevikevon). H Aefetipaketaun cag yopnyndnke and to yotpod Gog yio
™ neimon tov ap1Brol TOV EMANTTIKGOV KpicE®V.

CUUTANPOUATIKE (e GAAO QVTIETANTTIKG QAPpLOKa Y10 TN Oepameia:

" TOV EMANTTIKOV KPICEWV E0TIOKNG EVAPENG LLE 1] XOPIG YEVIKELON GE EVIAIKES, £p1ovg,
Tond1d kot Ppéen nikiog omd 1 unvoc,

" TOV LOOKAOVIKOV Kpicemv (Ppayeieg, omacumolkéc aKoOGIEC KIVIGELG EVOC LVOC 1| piog
oHadag LudV) o€ eviAkeg Kot epriBovg amd 12 €TV e VEAVIKT LDOKAOVIKT ETANVia,

" TV TPpOTOTAODC YEVIKELUEVOV TOVIKOKAOVIK®OVY Kpicewv (coPapég kpioelg 6Tig 0moieg
nepLaUPaveETOL 1| OTOAELL GUVEIONONC) GE EVIALKES Ko €PTBovg nAikiag amd 12 eTdv e
Womodn yevikevpuévn emtinyia. (0 TOTOG TNG ETANYING TOV TIGTEVETAL 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 €0€iG 1 1 01KOYEVELD GOG KOl OL PIAOL GO TOPUTIPTOETE CNUOVTIKEG AALOYES OTN)
dudbeomn N T cvumepLPopdL.

o Emdeivaoon g eminyiog:

O emnmtikég Kpioelg cag Umopel 6€ OTAVIEG TEPUTTMGELG Vo, eTdevmBovv 1 vo avénbei n
GLYVOTNTA TOVG, KLPIMG KATA TN S1APKELL TOV TPAOTOL Piva LETE TNV Evapén g Bepansiog 1)
v avénomn g doong.

e (o ToA omdvia Lopen emAnyiog mpadiung Evapéng (emAnyio mov oyetileton pe
petaArdaéelg otnv SCNSA) mov mpokaiel TOAAATAOVG TUTOVG EMANTTIKAOV KPIoE®MV Kol
anmAEL OEEI0TTOV, UITOPEL VO TAPATPNOETE OTL 01 EMANTTIKES Kpicelg eEakolovbovy va
VILAPYOVV 1] EMOEVAOVOVTOL KOTA TN ddpKewa NG Bepaneing cag.

Edv epoavicete kamolo amd avtd to véo copntdpate katd ™ Anyn tov Keppra, emokepbeite évov
10TPO TO GLVIOUOTEPO SLVATO.

Howwd ko £pnpor

° To Keppra dev evdeikvutal o€ modid kot eprifoug Katm tov 16 e1dv ¢ HOVOo QApHOKO
(novoBepameia).

Alra gappoxa kot Keppra
Evnuepaote 10 y10tpd 1 10 @apUaKonowd cag edv maipvete, £xete mpOSPOTA TAPEL 1] LTOPEL VO, TAPETE
OTOLOONTTOTE AAAD PAPLLOKOL.

Mnyv mtapete ToAVaBLAEVOYALKOAN (VO QPAPLLOKO TTOL YPTCILOTOLEITOL G KABAPTIKO) Yl Hio dpa
TPV Kot pio dpo LETE T Ay TNG AEPETIPOKETAUNG SLOTL AVTO UTOPEL VO 0OTYNGEL GE ATMAELL. TNG

dpdong tng.

Kinon ko Oniaopog

Edv giote éyxvoc 1 Inhdlete, vouilete 011 pmopet va giote £ykvog 1 oYeSGLETE VO OMOKTNOETE TOd,
{ntote TN cupPfovAn ToL YTPOL GOG TPV TAPETE ALTO TO PapuaKo. H AePetipaxerdaun pnopet va
ypnoyomondet Katd tn S1dpKeln TG EYKLHOGVVNG LOVO GV LETA OO TPOCEKTIKY a&0AOYN o™ Kp1Oel
avayKoio amo Tov y1Tpd cog.

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

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOS EUPAVIONG GVYYEVOV OVOUOAM®MY GTO TOdi Gag TOV eV
éxel yevvnOel axopa.



Agv ovvietdtal 0 OnAacpog Katd ™ didpketo g Oepaneiog.

001yN01] KO YEPICROS PNYAVI|LATOV

To Keppra pmopet vo ennpedosl Tnv wavotntd cog vo odnyeite 1 va yepileote epyoleia 1
UNyovnUaTo, S10Tt UTopel va 6og TpokaAésel vvniia. Avto givol mlhavotepo oy apyn g
Oepomeiogn €nerta omd avénon g d0ong. Aev Tpémel va odnyeite 1 va xepileote pnyoviuoto £mg
6tov emPeforwbei 6TL 1 IKAVOTNTA GOG VO TPAYUOTOTOLEITE TETOEG OpaoTNPLOTNTES Oev emnpedleTart.

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 mepiéyet Arydtepo and 1 mmol varpiov (23 mg) avd diokio, eivar ovtd TOVL
ovopalovpe «erevBepo vatpiovy.

3. acg va napete To Keppra

[Tédvtote va maipvere owTd T0 PAPUOKO ALOTNPE COHE®VA LE TIG 001YIEG TOL YTPOV GOG 1) TOV
papuaxorolov. Edv éxete apeiBoiies, poInote T0 Y10Tpd 1 TO POPUOKOTOLd GOG.

[épete Tov ap1Bud diokinv cOHuemva pe Tig 0dnyieg Tov YoTpol oag.
To Keppra mpénet va Aapfdverar 600 popéc tnv nuépa, pio to mpmi kot pio to fpadv, mepimov tnv
Ol 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:
Yuvietopevn 06on: petagd 1000 mg kon 3000 mg npepnoing.
Otav apyicere va maipvere Keppra, o yatpdg o og cuvtayoypoaenoet pa youniotepn d6on
v 116 2 gfdopddec mov Ba ponynbodv tng younAodTEPNS NUEPTGLOG SOOTG.
Hopaderyua: av n nuepnoio 6oon cog mpoopiletou va eivou 1000 mg, n uerwuévy doon Evapéng
eivar 1 dioxio twv 250 mg to mpwi kou 1 diokio twv 250 mg 1o Ppddv Kou m 660m Ba avén el
otadtakd péxpt va ptéoet ta 1000 mg v nuépa petd amod 2 fdopddes.

. "‘Eonpor (12 ¢m¢ 17 etov) Bapovg 50 kg 1] yétepo:
O ywtpog cag o Gog GUVTOYOYPAPNGEL TNV TAEOV KATAAANAT QOPUAKOTEXVIKT LOPOT] TOV
Keppra copgpmva pe 1o fapog kat m doom.

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

To Keppra moécyo didAvpe 100 mg/ml givar i kotaAAnAdtepn cdvheon yio, Bpéen Kot Tondid
NAKLOG KATO TOV 6 €TV, Yo ool Kot eprfoug (amd 6 €mg 17 etdv) pe cOPaTIKO PAPog KATW
tov 50 kg kaBmg Kot 6tov dev umopet va emtevydei  axpiPng 0o6on e Ta diokia.

Tpomog yopnynong

Kortanivete ta diokia Keppra pe apket mocotnTo KAmTo1ov vypov (1.y. £va motnpl vepo). Mmopeite
vo, tapete To Keppra e 1 yopig tpor). Metd tn yopnynon ond 10 otépo pnopet va eLeovieTel
TKPT YELON TG AEPETIPOKETAUNG.

Awdpkelo e Oepomeioc

. To Keppra ypnowonoteitan yio ypovia ayoyn. H Oepaneia pe Keppra mpémetl va cuveyileton yia
0G0 YPOVIKO OLAGTILO GLVIGTA O YIATPOG GOC.
. M GTOUATAGETE TNV AY®OYN GOG XWOPIS T GVUBOVAN TOL YIATPOV GOC, KABMG 1) S10K0TT TNg
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Oepomeiog pmopei va 0dnynost otny avénon Tov Kpicewy.

Eav napete peyorvtepn 66on Keppra amwo Ty kKavoviki

O mBovég avemBounteg evépyeleg Tng vrepdocoroyiag ivat vvniia, S1€yepon, exfpdnta, peimon
NG EYPNYOPONG, KOTAGTOAN TNG OVATVOTG KO KMLLO.

Emwowvmviote pe to yratpd oag edv Exete TAPEL TEPIGGOTEPQ d1oKio amd doa Ba énpene. O yoTpog
cag 0o amoeacicel TNV KOADTEPT SLVATOV AVTILETMOTIOT TNG VTEPOOGOAOYING.

Eav Eeyaoete va napete 1o Keppra:
Emwowvmviote pe to yuatpd oag edv Eyete mopaieiyel pio 1 mEPIocOTEPEG OOGELS.
Mnyv maipvete SumAr 660 Yo Vo OVOTANPOGETE TPOTNYOLLEVT OGN oL EEYACATE.

Eév ctapatiocete va naipvete Keppra:

Y mepintoon dwakonng tng Beponeiag, To Keppra mpénet va dwokomteton Pabdpiaia yo va
amopevydel 1 emdeivoon Tov kpicewv. EGv o y10tpdc amopaciost va otopatiost 1 Oepaneio cog pe
10 Keppra, avtog/avtn Ba oag ddoet 0dnyieg yio ) Pabaio dwokonh tov Keppra.

Edv éxete meplocdtepeg pMTNGELS GYETIKA LLE TN XPTOT] AVTOV TOV QAPUAKOV, POTNOTE TO Y1ATPO 1) TO
(QOPHLOKOTOLO GOG.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6Aa Ta pApHaKa, £TGL KO 0VTO TO PAPUAKO UTOPEl Vo TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovcldalovtal o€ GAOVG ToVG avBpHOTOLG,.

Evnpep®ote apécmg tov Y10Tp6 600G, 1] ANYAIVETE 6TO TUNRA ETETYOVIOV TEPLOTATIKAV TOV

TANGLEGTEPOV VOGOKONEIOV, EAV EPPAVICETE:

. advvapio, tédon AuoBupiog 1 (oAn 1 duokoAia oty avamvor|, kafdg avtd propet va ival
CUUTMTOUATA GOPOPTG OAAEPYIKNG (AVOPLAOKTIKTG) OvVTIOpAoTg
0101 L0l TOL TPOGAOTOV, TV YEIMADV, TNG YADGGOS Kot Tov pdpuyya (oidnpa Tov Quincke)

. YPIIRAOON cupnT®OpoTe Kot eEGvOnpa 6to Tpdommo Tov akolovbeital amd eKTETOUEVO
e€avOnua pe vynAd Topetd, avénuéva enineda Nratik®dV vV oTig eEETATELS aiplaTog Kot
avENUEVO apBpd evog TOTOV TV AEVKMV OLLOGOAPioV (MOGIVOPIALR), SI0YKOUEVOVS
AELOOOEVEG KOl GUHUUETOYN GAA®Y OpYAVOV TOL COUATOS (AVTIOPACT) GTO PAPLOKO LE
nocwoeiio Kot cvotnuatikd countopatoe [DRESS])

o CUUTTOUATA OTTMG YOUUNAOS GYKOG 0VP®V, KOVPAGT), VOUTI, ELETOC, GUYYVOT| Kot O10T o TOV
TOOLDV, TOV ACTPAYIA®V 1 TOV KATO dKkpmv, KaBdg avtd uropel va gival copumtdpote
EaQVIKNG Helmwong TG VEQPIKNG Agttovpyiag

. deppatikd eEdvinua, To onoio propel va oynpatioet GAOKTOVEG KOl vaL TAPEL TN LOPOT| LIKPDV
GTOYOEWMV OAAOIDGEWDY (KEVTPIKES oKOVPES KNAIdES TEpKAEIdEVES Omd pia o YA®UN
TEPLOYN Le Evav GKoVPOo SAKTOALO YOP® amtd o meplypoppa) (roiduoppo epvlnuo)

. exTeTAPEVO eEAVONU e ADKTOVEG KOt ATOAETIGT) TOV OEPUATOG, EWOIKE YOP® Ao TO GTOUA,
TN poT”, To AT KoL ToL YEVVITIKG dpyava (cdvdpouo Stevens-Johnson)

. pa o coPoapr) Lopen e£avOnUaTog TOV TPOKUAEL OTOAETIOT TOV dEPUATOC GE TEPIGTOTEPO
ar6 1o 30% tng copatikng emebvelng (tolikn emdepixy vekpoloon)

. onueia coPfapdy vVoNTIK®OV dALXY®V 1 €0V KATO10¢ YOP® GG TOPUTNPNOEL GNUEin cVYYLOTNC,

vvnMa (viota), opvnoio (amoAElo LVRUNG), ETnpeacuévn pvinun (aenpnudda), un
(QULGLOAOYIKN GUUTEPIPOPE 1 AR VEVPOLOYIKA oTUElD OTTOC aKOVGLEC 1] U1 EAEYYOLEVES
KWNGEIS. AvTd umopel vo, eivol CUUTTOUOTO EYKEPAAOTADELNG.

Ot 1o ovyvd avaeepopeveg avemBounteg evépyeleg ivat pvo@apuyyitida, vavniia (Viota),
TOVOKEQAAOC, KOTTwo kot (aAn. Ztnv apyn g Oepameiog 1 pe v avénom g 066G, avemfdounteg
evépyeleg Ommg 1M voota, N komwon kot 1 (AN umopei va givar cuvnBéatepeg. Ot evépyeleg antéc Oa
TPETEL VO, ELOTTOVOVTOL LLE TNV TAPOSO TOV YPOVOUL.

oAb ovyvég: umopei va tpocPaiiovy mepiocdtepa omd 1 ota 10 dropa
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pwvoeopvyyitda,
vvnAila (VHoTa), TOVOKEPAAOG,.

Yuyvég: unopet va TpooPaiiovy émg 1 ota 10 dtopa

avopeio (andieia 6peEng),

KatdOAym, exfpikdtnTa 1 embetikdOTNTA, AYyY0G, LIVNALL, VELPIKOTNTA 1| EVEPEDIGTOTNTA,
omacpol, dtotapayn g woppomiag, {aAn (aicOnon aotdbelag), Anbapyoc (EAderym evépyelag
Kot evBoLGLOo oY), TPOUOG (AKOVG10 TPEHOVAD),

yyog (aioOnpa mepioTpoPng),

Prixas,

KotMakOg TOVog, dudppota, dvomeyio (Suokorio otny TEWT), EUETOG, VavTia,

e&avonpa,

advvapia /Kkortmon (Kobpaon).

Oy ovyvég: pmopel va mpoosPariovy éwg 1 ota 100 dropa

LELOUEVOG apOLOG AUOTETOM®V, PEIOUEVOS 0PIOUOC AEVKADV ALOCOAPimY,

peimon tov Bépovg, adEnon tov Pépovug,

OTOTEPO  AVTOKTOVIOG KOl OKEWELS OUTOKTOVIOG, WUYIK OwTapayn, WU (PLGLOAOYIKN
oLUTEPLPOPA, WevdaicOnon, Bupdc, cvdyyvom, Kpion mavikov, cvvoicOnpoatiky ooctabewa /
dKkvpdvoelg g cvvalcOnpatikig diabeong, diéyepon,

apvnoia (amdAgo pynung), emPépovon g pvnung (téon va Eeyvare), un euelorloykds
oLVToVIGHOG / ata&ia (emPapvuvorn Tov GLVTOVIGHOV TV KIVICEMV), Tapatcncio
(poppnykiocua), dStatapayn TS TPOocoyns (ATOAELN TNG CLYKEVIPMGTNC),

duthwmio (dumAn 6pacn), Baunr| 6pacm,

avénuéveg / Pn euGoAoYIKES TILEG oTo amoteAésaTa piog e£€TOONG TS NTOTIKNG AEITOVPYioG,
Tpyomton, éxiepa, kKvnopoc,

poikn advvapia, poakyio (Loikodg TOVog),

KAK®OOT).

YXréwvieg: pnopel va mpocPariiovy éng 1 ota 1000 dropa

Aoipmen,

UELOUEVOS aplOIOG OA®V TOV ALLOGOAPImY,

coPapés arhepykéc avtidpdoelg (DRESS, avaguAiaktiki avtiopaon [cofapr| Kot ONLLOVTIKY
aAlepykn avtidpaon], oidnuo tov Quincke [TpREo TOV TPOCOTOV, TOV XEMMY, TNG YADGGOS
K0l TOL AQ1pLov]),

UELOUEVT] CLYKEVTPOON VOTPIOL GTO aipa,

QVTOKTOVIQ, STOPUYES TNE TPOSOTIKOTNTOG (TPOPANLOTO GUUTEPLPOPAS), LN GVCTIOAOYIKN
okéyn (Bpadvnta okéyng, advvapio cLYKEVTPMONG),

TOPOATI PN,

gykeparonddeia (PA. vroevotnra "Evnuepmote auécmg 1o yotpo coc" yio Aewtopuepn
TEPLYPAPT] TWV CUUTTOUATOV),

mOavn emdeivoon N avénon e GLYVOTNTIS TOV ETANTTIKOV KPIGEWDV,

aveEéleykTol Luikoi 6Tac o1, TOV TPOGPAAAOVY TNV KEPAAT], TOV KOPUO KO T, AKPO, OVGKOALN
EAEYYOV TV KIVIGEWV, VITEPKIVIGia (LITEPSPAGTNPLOTNTA),

petafoin Tov KapdiokoD puiuov (6To NAEKTPOKAPIIOYPAGTLAL),

TOYKPENTITION,

NTATIKN OVETGPKELD, NTATITION,

Ea@ViKn LelmoT TNG VEQPIKNG Attovpyiag,

deppotikd eEdvOnua, To omoio umopei va oynUaTicel QADKTOIVEG KO TOIPVEL TN LOPOT
OTOYOEWMV OAAOIDGEWDY (KNAIDEG LE GKOVPOYPOUO KEVTPO KOL ()PT) TEPLPEPELD, 1] OTOTN
TEPPAAAETOL OO VO, GKOVPOYP®UO AKTOAO) (ToADuopPo pvbnua), extetopévo eEavOnua pe
QAOKTOIVEG KO ATOAETIOT) TOV OEPUATOC, EOIKA YOP® 0td TO OTOWUA, TN WOTN, TO UATIO KoL TO,
YeEVWNTIKG Opyava, (advdpouo Stevens-Johnson) Kol pio o cofapt LOPPT OV TPOKUAEL
QOAETLON TOV OEPUATOG OE TEPIETOTEPO amd T0 30% NG COUATIKNG EMPAvENS (Todikn
EMOEPLUIKT VEKPOLVON),



. papdopvorvong (d1domacT Tov Huikod 16ToD) Kot oXeTILOUEVT avénon TG
KPEATIVOPOCPOKIVACT G aipatog. O emmorlacpog eivol onuavtikd vynAdtepog o€ lammveg
acBeveic og ohykpion pe un ldnmoveg acbeveic.

. YOAOTNTA 1] SUGKOAID GTO TEPTATNLLAL.

. GLVOLOCUOG TLPETOV, HVTKNG dVGKAUYING, 0oTaB0Dg OPTNPLUKNG TESTC Ko KOPILOKNG
CLYVOTNTOG, GVYYVOT], XOUNAO eminedo cuveldnong (Lmopel va eivar onpeio dtatopayng, 1 omoia
ovopdleton vevpoinmriko kaxonleg ovvopouo). O emmoAGHOG Elval GNUAVTIKE VYNAITEPOG
o1ovg lanmveg acbevelg cuykprtikd pe tovg un lanwveg acBeveig.

oAb omavieg: pmopel va tposfdrrovv émg 1 ota 10.000 dropa
. emovarapPovoueveg avemBOUNTes OKEYELG 1) AOONCELG 1] EMLTAKTIKY OVAYKT VO, KAVETE KATL
Eavd ko Eava (1I0E0WVYOVOYKAOTIKN dloTapoyr).

Ava@opd avemOuuNTOV EVEPYEIOV

Edv mopatnpnoete kKamowo avemBOUNTN EVEPYELD, EVILEPMDGTE TOV YITPO 1) TOV PUPLOKOTOLO GO,
AvT0 1oy0et Kot Yo kBe mhavr avemBountn evépyela Tov SeV AVAPEPETAL GTO TOPOV PUALO 0dNYIDOV
xpone. Mropeite emiong va avapépete avemBounteg evépyeieg angvbeiog, pécw Tov Bvikod
GULGTNLOTOG AVOPOPAGC:

EBvicog Opyaviopoc @apudxwov
Meooyeimv 284

GR-15562 Xolapyoc, ABfva
TnA: +30 21 32040337
Iototomoc:

http://www.eof.ar.

http://www Kitrinikarta.gr

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

5. Ilogve gurhdcoete To Keppra

To @dpuaxo avtd TPEmEL va PLAAGGETOL GE LEPT) OV OgV TO PAETOVV Kol OgV TO POAVOLV T TOOAL.
Noa pun xpnoyLonoteite ovtd T0 PAPHOKO LETE TV UepOpUnVio ANENG TOV aVayPAPETOL GTO KOVTI LETA
™ AgEn AHEH ko tnv xoyédn petd m AéEn EXP.

H nuepopunvia AMéng eivar 1 televtaio pépa TOV UNVO TOV AVOPEPETAL EKEL

Av10 10 Qdpuako dev amortel Waitepeg cuVONKEg POAAENC.

Mnyv metdte QApROKO GTO VEPD TNG OMOYETELONG 1 OTA oKOLTIdW. Potnote Tov @apuakorold cag yia
TO TG VO TETAEETE T PAPLLAKA TOV gV YpMoionoteite . Avtd ta petpa Bo fonbnoovv otnv
TPocTaGio Tov TEPPAALOVTOG.

6. Mepreydpeva TG GLOKEVAGING KOL AOUTEG TAN|POPOPIES

T tepréyer 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.

‘Eva diokio Keppra 750 mg mepiéyxet 750 mg AePetipaxeTaun.

"Eva diokio Keppra 1000 mg wepiéyer 1000 mg AePetipaxeTaun.

Ta dAho cvotatikd tvar:
THvpnvog dioxiov: vatplovyog S1eTOPOVUEVT] KOPUEALOLN, ToAvatBvAievoyAvukoAn 6000, dvudpo
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KOAAOEOEG 0&€(d10 TOV TVPITIOV, GTEATIKO LLOyVIO10.
Emwcdioym pe vpévio: vdpoivbeica moivPivuorladkodrn, d10&gidto Tov titaviov (E 171),
moAvoBuievoylukoin 3350, TdAKNGC, ¥P®OTIKEG ovoieg™.

*O1 xpwOTIKEG 0VGiEg etvat:

Keppra 250 mg: wdwokappivio (E 132)

Keppra 500 mg: xitpwvo 0&eidio tov conpov (E 172)

Keppra 750 mg: xitpwvn Adkka apyikiov (E 110), epuBpod 0&eidio Tov cdnpov (E 172)

Epgavion tov Keppra ko tepieyépeva T 6V6KELAGI0G

Ta emucodloppéva pe Aemtd vpévio diokia Keppra 250 mg givon pumke, empmkn pe pxog 13 mm, pe
onpeio TopNg Kot P Yopaypévo otn pio TAvpd Tov Kmdika «ucb» kot «250».

H dwyoprotikn ypopun ypnoedel Lovo yio vo SIEDKoADVEL T Opadhon yio dievkdivvon g
KOTATOOTG KOt 0L Y10 TO Sy ®PIoUd o€ 16eC H00ELS.

Ta emkoioppéva pe Aemtd vpévio dokio Keppra 500 mg eivon kitpva, empnkn pe pixog 16 mm, pe
onpeio Topng Kot pe xapayuévo ot pio TAsvpd Tov Kmdika «ucby» kot «500».

H dwyoprotikn ypoppr ypnotedel Lovo yio vo SIEDKoADVEL T Opahon yio dievkdivvon g
KOTATOOTG KOt Ol Y10 TO Sy ®Popod o€ ioec H00ELS.

Ta emucoloppéva pe Aemtd vpévio diokia Keppra 750 mg givon moptokard, emunkn pe pnkog 18 mm,
L oMUEl0 TOUNG Kot LE XOPOaYUEVO 0T pic TAELPE TOV KM «ucb» kot «750%.

H dwywprotikn ypoppun ypnoedel Lovo yio vo SIEDKoADVEL T Opahon yio dtevkdivvon g
KOTATOOTG KOt Ot Y10 TO Say®Popod o€ i6ec 600ELS.

Ta emucoloppéva pe Aemtd vpévio diokia Keppra 1000 mg etvon Agvkd, emunkn pe pnkog 19 mm, pe
onpelo Topng Kot e yopayuévo ot pio mAevpd tov kKdduka «ucby kot «1000».

H dwyoproticn ypoppr] ypnotedet Lovo yio vo SIEDKoAvveL T Opahon yio dievkdivvon g
KOTATOOTG KOt Ol Y10 TO Sy ®Popd o€ ioec H00ELS.

Ta dioxio Keppra givor cuokevacpuéva og Koyédes mov dlatifevtal o€ KouTid omd xapTovi, To omoia

TEPEYOLVV:

. 250 mg: 20, 30, 50, 60, 100 x 1, 100 emkaivppéva pe Aentd vuéVio diokior Kot TOAAUTAES
ovokevacieg Tov teptEyovv 200 (2 cvokevaocies tov 100) emucoloppéva pe AETd VUEVIO
dwokio.

. 500 mg: 10, 20, 30, 50, 60, 100 x 1, 100, 120 emwoAivppéva pe Aentd LUEVIO dloKio Kot
TOAATAEG Guokevacieg mov epiEyovy 200 (2 ocvokevaocieg tv 100) emcoivppéva pe Aento
VUEVIO OloKiaL

. 750 mg: 20, 30, 50, 60, 80, 100 x 1, 100 emxarvupéva pe Aentd LUEVIO O10KI0 KO TOAAOTAEC
ovokevaoieg mov mepEyovy 200 (2 cvokevacicc twv 100) emikaAvppéva e AETTO VUEVIO
dwokia.

. 1000 mg: 10, 20, 30, 50, 60, 100 x 1, 100 emkaivppéve pe Aemtd VUEVIO O10KI0 Kot TOALOTAEG
ovokevaoieg mov meptEyovy 200 (2 cvokevacicg twv 100) emkaAvppéva pe AEmTO VUEVIO
dwokia.

Ot cvokevaciec Tov 100 x 1 diokiov dwatibeviol oe d1aTpnTEG KOYELEC LOVAS WY OOGNC Ot
arovpuivio/PVC. Ohec o1 GAleg cuokevacieg dlatibevtal o€ kavovikég kKuyéleg adovuviov/PVC.

Mmropei va, unv KoKAOQOPOLY OLEG Ol CLGKEVAGIEC.

Karoyog Adsrog Kvkhogopiog

UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpv&éideg, Bélyto.
Hopaockevaotig

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

IMo omotadnmote TANPOPOPIO GYETIKE LE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapOKaAEicOE va

amgvBouvleite otov Tomikd avtimpoésmmo 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

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

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

France
UCB Pharma S.A.
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

Lietuva
UAB Medfiles
Tel: +370 5 246 16 40

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

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

Malta
Pharmasud Ltd.
Tel: +356 /2137 64 36

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

Norge
UCB Nordic A/S
TIf: +45/32 4624 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., organizacna zlozka
Tel: +421 (0) 2 5920 2020

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



Kvnpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S
TnA: +357 223474 40 Tel: +46/(0) 40 29 49 00
Latvija

Medfiles SIA
Tel: +371 67 370 250

To mapév evALo 0dNYIOV ypfioNs avabempOnke Yo TeElevTaia popd Tov Llovvio 2025.
Adreg TYEC TANPOPOPLOV

Agmtopepeic TAnpopopieg Yo 1o ApHOKO avTd givor Stafécyeg 6T0 dKTLOKO 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€ GAAove. Mmopel va Tovg TpokoAéoel PAGPN, kOO Kot OTAY TO. CUUTTMUATO TNG
acBéveldg Toug eivar 1010 pe Tar S1KdL oA,

Edv mopatnproete kKamowo avemBOunNTn eVEPYELL , EVIUEPMGTE TOV YIOTPO 1 TOV POPHOKOTOO
oag. Avutd oyvet Kot ya kéOe mhovi avemBOUnTn EVEPYELD TOL JEV AVAPEPETOL GTO TOPOV
@OAAO 0ONY1DV yprione. BAéne mapdypapo 4.

T mepréyer 1o mapév @A 001 YLOV

AN

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

g va pvidococete to Keppra

[epreydpeva tng cuoKEVOGING Kot AOITES TANPOPOPIEg

Th givar To Keppra ko mow givar i ypijon tov

H AePetipaxeraun eivor éva avtiemAnNmTikd eAappoko (eaplroKo to oroio ypncoLomoteital yio
Oepancio ToV kpicewv eminyiag).

To Keppra ypnoyomoteitat:

2.

®G LOVO AappaKo 6g eVAAKES Kot epriovg amd 16 etdv pe veodlayvwaobeica emAnyia, yio
Bepaneio evog cuykekpévov Tomov emtnyiog. H emtinyia givon pia 7dOnon otnv onoia ot
acBeveic epopaviouv emavorapPavopeves Kpioelg (eminnrikés kpioelg). H AePetipoaketdun
YpNoLomoteital yo Tov THmo ekeivo G emAnyiog 6Tov 0moio Ol EMANTTIKESG KPIGELS apyiKd
TpocPdAiovy povo pio TAELPE TOL EYKEQAAOV AALG, LeTEMELTA, UTOPEl va, emekTaBobv o€
LEYOAVTEPEG TEPLOYES KOL OTIS OVO TAEVPES TOV EYKEPAAOL (EMANTTIKY KPioT E0TIOKNG EVOPENG
ue M yopic devtepoyevn yevikevon). H AePetipaketaun oag yopnyndnke and to yotpod Gog yio
N Helmon tov aplfrol TOV EMANTTIKGOV KPIcE®V.

CUUTANPOUATIKE [e GAAC QVTIETANTTIKA ApLOKa Yo T Oepameio:

" TV EMANTTIKOV KPIGEWV E0TIONKNG EVapENG e 1| YOPIg Yevikevon oe evAIKES, ep|oug,
Too1d Ko Bpéen nikiog amd 1 unvog

" TOV LVOKAOVIKOV Kpicewv (Ppayeiec, mocumOtkeés akoVG1EG KIVIIOELS EVOC VOGS 1 oG
opddac LudV) og eviiMkeg Kat epr)Bovg amd 12 TV e VEAVIKT LDOKAOVIKT ETANYiL.

" TV TPOTOTOONDC YEVIKEVUEVOV TOVIKOKAOVIKOV Kpicewv (coPapés Kpioelg oTic omoieg
nepLoUPAVETOL 1] OTOAELL GLUVEIONGNC) GE EVIALKES Ko €@TBovg nhikiag amd 12 eTdv e
womadn yevikevpévn emtinyia (0 THTOG TNG EXANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aitia).

Tvpéner va yvopilete npwv mapete 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).
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[ 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
ouviBmg, 1 av €€l 1 1 01KOYEVELD GO KOt O PIAOL GO TOPUTIPTOETE CNUOVTIKEG AAAOYES OTN)
dudbeomn N T cvumepLPopdL.

o Emdeivoon g emiinyiog:

O1 eminmticég Kpicelg oag Umopel o€ omdvieg TEPIMTOCELS va emBEV®mBovV 1) va avénbei )
GLYVOTNTA TOVG, KLPIMG KATA TN S1APKELL TOV TPAOTOL Pva LeTd TV Evapén g Bepansiog 1)
v avénomn g doong.

e (o ToA omdvia Lopen emAnwiog tpaiung Evapéng (emAnyia mov oyetileton pe
petaArdaéelg otnv SCNEA) mov mpokaiel TOALATAOVG TUTOVG EMANTTIKAOV KPIoE®V Kol
anmAEl OEEI0TATOV, UTOPEL VO TAPATPNOETE OTL O EMANTTIKES Kpicelg eEakolovfovv va
VILAPYOVV 1] EMOEVAOVOVTOL KOTA TN ddpKewa NG Bepaneing cag.

Edv epoavicete kamolo amd avtd to véo copntdpato katd m Aqyn tov Keppra, emokepbeite évov
10TPO TO GLVIOUOTEPO SLVATO.

Mowd kar épnpor

° To Keppra dev evdeikvutal o€ modid kot eprifoug Katm tov 16 e1dv ¢ HOVo QApHOKO
(novoBepameia).

Alra gappoxa kot Keppra
Evnuepaote 10 y1atpd 1 10 @apuaKonowd cag edv maipvete, £xete mpdSPOTA TAPEL 1] LTOPEL VO, TAPETE
OTOLOONTTOTE GAAQ PAPLLOKOL.

Mnyv tapete ToAVABLAEVOYAVKOAN (VO QAPLLOKO TTOL YPTCILOTOLEITOL O KABAPTIKO) Yl tio 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 Onhaopog

Edv giote éyxvoc 1 Inidlete, vouilete 0T1 pmopet va giote £ykvog 1 oxedALETE VO OMOKTNGETE TOd,
{ntote T GLUPOLAN TOL YOTPOD GOG TPV TAPETE AVTO TO PAPLLAKO.

H AePetipaxeraun pmopet va ypnoponombel katd tn S1GpKe TNG EYKLULOGHVIG LOVO €AV LETE OO
TPOCEKTIKT a&loAdynon kplel avaykaio amd Tov yiaTpd oag.

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

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOS EUPAVIONG GVYYEVOV OVOUOAM®MY GTO TOdi GOg TOV eV
éxel yevvnOel axopo.

Agv ovviotdtat 0 OnAacpog Katd  didpketa g Oepamneiog.

Odnynon KoL LEPLOROS PNYEVHATOV

To Keppra pmopet va ennpedost Tnv wkavotntd cog vo odnyeite N va yepileote epyoleia 1
pnyovipato, S10Tt propel va 6og Tpokarécel vvniia. Avto givor mbavotepo oy apyn g
Oepaneiogn €nerra omd avénon g 60ong. Aev Ba mpémet va odnyeite 1| va xepileote punyavipota
¢mg 6Tov emPePorwbel 6TL 1 KAVOTNTA GOG VO TPOYLOTOTOLEITE TETOEG dPAGTNPLOTNTESG OEV
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emnpedletort.

To Keppra nepiéyer pefviestépa Tov mapaidpotufevioikov oEéog, TPOTVAEGTEPA TOV
napadoposvPevioikov 0&E0g Kot poATiTOAN

To Keppra moéoyio didAvpo tepiéyxet pebviestépa tov mapabdpobuvPevioikod o&éog (E218) kot
TPOTLAESTEPQ TOL TTapaidpo&uPevioikod o&éog (E216) Ta omoia evoeyouévmg va TPOKOAEGOVY
oAAepyIKEG avTIdpacelg (mBovo emPpadvvopevon THTOL).

To Keppra moécyto SidAvpo Tepiéyet emiong LAATITOAN.

Edv cag &xel et o yratpdg cag 0Tt £xete duoovesio o€ KATO0VG GOKYUPITES, EMKOIVMOVIOTE LUE TO
YTpO GOG TPV TAPETE OVTO TO PAPLLOKO.

To Keppra nepiéyer vatpio
To @dppaxo avtd mepiéyel Arydtepo amd 1 mmol varpiov (23 mg) avd ml, eivor avtd mov ovopdlovpe
«glevBepo vatpiovr.

3. Hacg va napete To Keppra

[Tdvtote va maipvere owTd TO PAPUOKO ALOTNPE COUE®VA LE TIG 001YIEG TOL YTPOV GOG 1) TOV
eappakomolov. Edv éxete aupiBoiies, pmtiote o Y10Tpo 1 TO POPHOKOTOWO 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 StGAVUA COUPMVA LLE TIG OO YIEG TOV YIOTPOL GOG.

MovoBOsparneia (amo 16 eTdv)

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

Metpriote TNV KatdAANAN 360N ¥pnoomodvTag TN cvuptyyd tov 10 ml mov mepiéyeTan ot
ocvokevaoia yuo acBevelg amd 4 eTdv Kot Gvo.

2uvietdpevn 06on: o Keppra Aapfaveror 6o popég nuepnoiog, smpnuévo og dvo ioeg 0OG¢eLS, 1
kd@0e pio 060om petparor petaly 5 ml (500 mg) ko 15 ml (1500 mg).

Orav apyioete va maipvete Keppra, o yiatpdg Bo oag cuvtayoypapioel pia xopniotepn 6061 yio Tig
2 gfoopadec mov Ba mpornyndody g YoUNAOTEPTG NLEPTGLOG dOOT|G.

2ouminpouatiky Ospancia

Adbon og gvijhikeg ko €pnjpovg (12 £mg 17 eT@v):

Metpriote TNV KaTAAANAN 360N ¥pNCILOTOI®VTAG TN cvuptyya Tov 10 ml mov mepiéyeTon ot
ocvokevaoia yuo acbevelg amd 4 TV Kol GVo.

2uviotopevn 86on: o Keppra Aapfaveror 6o popég nuepnoing, sinpnuévo og dvo ioeg 00GELg, N
k0 pio 060om petparon petaly 5 ml (500 mg) kot 15 ml (1500 mg).

Abo1n 6g TOOWE 6 PNVOY KoL Ave:

O ywtpog cag o GVVTOYOYPAPNGEL TNV KOTAAANAOTEPT Lopen Tov Keppra, coppava pe Ty nAikia,
T0 Bapog kat tn 66om).

INo too1d andé 6 pnvov £mg 4 YPoveV, LETPNOTE TNV KOTAAANAT 366N (PTNCLOTODVTOG TN cVPLYY
tov 5 ml Tov epyeTan ot cvokevasia.

INo towwd ave Tov 4 ETOV, LETPNOTE TNV KATAAANAN dOGT YPNOYWOTOIOVTOS T cvptyya Tov 10 ml
OV TTEPIEYETAL GTT] GUOKELAGIAL.

2uviotopevn 06on: o Keppra Aapfdavetor 6o popég nuepnoing, snpnuévo og dvo ioeg 0OGELg, N
kd0e pio 060om petparon petady 0,1 ml (10 mg) kot 0,3 ml (30 mg) avd KIAd copatikod Bapovg Tov
o010V (PAETETE TOV MO KAT® TTivaka Yo, Topadeiypata 66oNC).

Adbo1n 6 TOOE 6 UNVAOY KoL AVO:

Yopatikd Bapog | Adom évapéng: 0,1 ml/kg ddo popég v nuépa | Méyiom doon: 0,3 ml/kg dvo
POpEG TNV NiLEPQL

6 kg 0,6 ml dvo Qopég TV Nuépa 1,8 ml dvo popég 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 v nuépa 3 ml %o popég v nuépa

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

Aocoroyia og Bpéon (1 pnvég MG KAT® TOV 6 PNVAOV):
INao Bpéen am6 1 pnvog £0¢ KATO TOV 6 PNVAV, LETPNGTE TNV KATAAANAT 300N YPNCILOTOIDVTAG T
cupryya Tov 1 ml wov mepiéyeTon 61N cLGKELOGIA.

2uviotopevn 86on: to Keppra Aapfavetor 6o popég nuepnoing, sinpnuévo oe dvo ioeg 06GELg, N
kd0e pio 060om petparon petaly 0,07 ml (7 mg) xor 0,21 ml (21 mg) avd KIhd copaTIKov BAPovs TV

Bpépovg (PAémete ToV TO KAT® Tivako, Yo Tapadetypoto S6onC).

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

Yopatikd Bapog | Adom évapéng: 0,07 ml/kg 600 @opég v Méyiotn 660m: 0,21 ml/kg dvo
nuépa POpEG TNV NEPQL

4 kg 0,3 ml dvo Qopég v nuépa 0,85 ml 6Ho popéc v nuépa

S5kg 0,35 ml 6%o popég v nuépa 1,05 ml 6%o popég tnv nuépa

6 kg 0,45 ml 6Ho popéc v nuépa 1,25 ml 6%o @opég tnv nuépa

7 kg 0,5 ml dvo popég v nuépa 1,5 ml dvo @opég v nuépa

Tpomog yopiiynonge:

AoV petpnoete T owoT SO0 UE TNV KATAAANAN chpiyya, To Tooyo didivpe Keppra pumopel va
dlodveTan o€ £va TOTNPL vEPO N o€ Pmiumepo. Mropeite va mépete to Keppra pe 1 yopig ooynto. Metd
TN XOPNYNOT OO TO GTOMO. UTOPEL VO ELPOVIGTEL 1] TTIKPT] YEVOT] TG AEPETIPAKETAUNG.

Odnyieg ywo Tov TpOTO YPNOMG TNG CVPLYYOC:

Avoi&te ™ Q1AN, TEGTE TO MO KOL GTPIYTE TO o€ ovTifeTn Popd TNg Kivnong tov deiktn Tov

poroylov (ewova 1).

CDﬁlﬁ:\

AxoAiovBnote autd To fripoto TNy TIpOTN Popd Tov Taipvete 1o Keppra:

Apaipéote 10 EEAPTNUA TPOSAPLOYNG OO TH GVPLYYA. Y10, XOPNYNOT And TOL GTOUATOG

(ewova 2).

TomoBetnote TO EEAPTNIO TPOGAPULOYNG OTO TAV® LEPOG TNG PLAANG (EwcoOva 3).
Zryovpevteite 0Tt £xel pappooel kaad. Agv yperdletar va apaipécete 1o eEaptnua

TPOGAPULOYNG LETA ATO TT| YPT|ON.

@ ©)
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AxoAovOnote avtd To fripato kdbe popd wov maipvere o Keppra:

TomoBetnote TN GVPIYYQ Y10 YOPNYNOT| OO TOL GTOUATOG GTNV EWOIKN E60YN TOV EE0PTHLLOTOG
TPOGAPLOYNG (EKOVA 4).
Avamnodoyvpiote T QAN (Ewova 5).

®
1 :
-

Kpatnote ) 1dAn avamodo e To £va XEPL Kl YPTCLLOTOOTE TO GALO XEPL YOl VAL YEPIGETE
TN cUPLYYO Yo YOPNYNOoT Ao TOL GTOUOTOG.

Tpapr&re to EuPoro TPOg T KATM Yo vaL YEUIGETE TN SUPTYYO Yi0 YOPIYNON OO TOV
OTOMOTOG [LE UIKPT] TOGOTNTA SLoAVOTOS (skdva SA).

21 ovvéyeln, mbeiote 1o EUPOAO TPOG TO TAV® TPOKEYEVOD VO OTOUAKPVVETE TUYOV TOOVEG
PLCOAdEC aépa (ewdva SB).

Tpapr&re to uPoro Tpog Ta KATM HEYPL VO PTAGEL 6TO onpeio ekeivo tng cOpLyyog Yo
XOPNYNO™ 0O TOL GTOUATOG OV AVTICTOXEL 0T 000N o€ YAtocToOATpa. (ml) oV €xet
6VoTNoEL 0 YTpoOg cag (ewdva ST). To éuPoro pmopei va onkwbel miocw otov KOAIVIPO KOTA
TV TPATN Yop1yNomn g o6onc. Emopévamg, Pefarndeite 611 10 uporo mapapével otn Béon
TOV PéEYPL Vo amocLvdEDel 1 chpLyYo dOGOAGYNONG O TN PLOAT.

Eravoaepépete T ouddn oe kaBetn 0o (ewcova 6A). Amopakpivate Tn cupryyo ond To eApTnUa
Tpocapuoyng (ewdva 6B).

os] ©

1

14



. AdeldoTe TO TEPIEYOUEVO TNG GLPLYYOS GE VA TOTNPL VEPO N G€ UIUTEPO, TELOoVTaG TO EUPOAD
PO Ta KAT® (eKdvaL 7).

© G
=

- ITheite 6Ao To TMEPIEYOUEVO TOV TOTNPLOV 1) TOV UTUTEPD.

- Xopayiote ™ Q1OAN PO®VOVTOG TO TAACTIKO T (dev ypetdleTor
VO 0QOPECETE TO EEAPTNUO TPOCOPLOYIG).

- T vo xaBapicete T oOpryya, EEMADVETE LOVO LE KPVO VEPO,
UETAKIVOVTAG TO EUPOLO OPKETEG POPEG TPOG TO TAVED KO TTPOG TO,
KATO Y100 VoL TN YEUIGETE KOL VAL TNV AOELACETE e VEPO, YmPic va Eeympioete Ta dVO
eCaptuato (sova 8).

- Kpotote ) ¢uaAn, T chpryyo yio yopnynon amd Tov GTOLNTOC KoL TO GDAAO 0dNYIDV GTO
XAPTIVO KOVLTL.

Awgpkela tng Oepamneiog:

. To Keppra ypnowonoteitan yio ypovia ayoyn. H Oepaneio pe Keppra mpémel va cuveyiletot yia
0G0 YPOVIKO OLAGTILO GLVIGTA O Y TPOS GOC.
. M GTOUOTAGETE TNV AY®OYN GOG XWOPIS T GVUBOVAN TOL YITPOV GOC, KABMG 1) S10KO0TT TNg

Oepomeiog pmopei va 0dnynost otny avénon Tov Kpicewy.

Eav napete peyorvtepn 66on Keppra oo Ty Kavoviki

O mBovég avemBounteg evépyeleg Tng vrepdocoroyiag ivat vtvniia, S1€yepon, exfpdnta, peimon
NG EYPNYOPONG, KATAGTOAN TG CVOTVOTG KOl KMLLOL.

Emwowmvnote pe to yratpd oag eqv ExetTe TAPEL TEPIGGOTEPQ d1oKio amd doa Ba énpene. O yoTpog
cag Bo amoeacicel TNV KOADTEPT SLVATOV AVTILETMOTIOT TNG VIEPOOGOAOYING.

Eav Eeyaoete va napete 1o Keppra:
Emwowmviote pe to yuatpd oag edv Exete mopaieiyel pio 1 mEPIocOTEPEG OOGELS.
Mnyv maipvete SumAr 660 Y10 Vo OVOTANPDOGETE TPOTNYOLLEVT OGN OV EEYACATE.

Eév ctapatiocete va naipvete Keppra:

Y mepintwon dwakonng tng Bepomeiag, To Keppra mpénet va dokonteton Pabpiaia yo va
aropevydel 1 emdeivoon Tov kpicewv. EGv o y10tpdc amopaciost vo otopatioet 1 Oepaneio cog pe
10 Keppra, avtocg/avtn Ba oag ddoet 0dnyieg yio ) Pabaio dwokonh tov Keppra.

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL QPOPUAKOV PMTNGTE TO Y1ATPO 1) TO
(OPLOKOTOLO GOG.

4. MBavéic avemBOuNTES EVEPYELES

Onwg 6Aa Ta pApHOKa, £TGL KL 0VTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, OV
Kot 6gv Tapovclalovtal o€ GAOVG ToVG avBpdOTOLG.
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Evnuep®ote apécmg tov Y10Tpo 600G, 1] ANYAIVETE 6TO TURA ETETYOVIOV TEPLCTATIKAV TOV
AN GLECTEPOV VOGOKONEIOV, EAV ENPAVICETE:

. advvapio, tédon AuoBupiag 1 (dAn 1 duokoAia oty avamvor|, kafdc avtd propel va gival
CUUTTOUOTA GOPOPNG QAAEPYIKNG (AVOPLANKTIKTG) OVTIOpaoTg

. 010110l TOL TPOGAOTOL, TV YEIMADV, TNG YADGGOS Kot Tov pdpuyya (oidnpa tov Quincke)

. YPUIRAOON CUUTTOUOTO Kot EEGVON L0 6TO TPOCHOTO TOL aKoAOLOEITAL OO EKTETOUEVO

e&avinua pe vynAd Topetd, avénuéva enineda NrATIKOV VIOV OTIC EEETACEL OTLATOG KOl
avENUEVO apBd EVOG TOTTOV TV AEVKMV OLLOCOUPIOV (NOSIVOPIAIN), SIOYKOUEVOVG
AEPQAOEVEG KOl GUUUETOYN GAL®V OPYAV®OV TOL COUATOG (OVTIOPOUCT) GTO PAPLOKO LE
N®OGWOoEIMa Kot cuotnpatikd coprtopato [DRESS])

. CUUTTAOUOATA OTTMG YOUUNAOS OYKOG 0VP®YV, KOVPOGOT)], VOTIH, ELETOG, GUYYVOT] Kol 01010 TOV
TOOLOV, TOV ACTPAYIA®V ) TOV KATO GKpoV, KaBOG avTd umopel va gival GOUTTOUATA
VKNG LeloNG TNG VEQPIKNG AEITOVPYIOg

. deppotikd eEdvinua, To onoio pmopel va oynuatiost GAOKTOIVEG KOl VoL TAPEL T HOPOT| LIKPDV
OTOYOEWMV OAAOIDGEWDY (KEVTPIKEG OKOVPES KNAIDEG TEPIKAEIOUEVES OO pia TO YAMUN
TePLOYN He Evav oKoUPo SUKTOALO YOP® and To meptypappa) (rodvuoppo epdinua)

J EKTETOUEVO EAVOMLLO LLE PADKTOIVEG KOl OTTOAETIOT TOV OEPLATOC, EWOKA YOP® amd TO GTOUL,
TN PO, TO PATW Kot TOL YEVVITIKG Opyava (dvdpouo Stevens-Johnson)

o pio o cofopn popen e£0vONLaTOg TOL TPOKUAEL ATOAETION TOV SEPLOATOG GE TEPICTOTEPO
amo6 1o 30% e copatikng empavelns (todiky exideppaxty vekpoloon)

o onueio cofapmdv vonTik®v oAAY®V 1] €AV KATO10G YOP® GOG TAPOTNPNOEL OTUEID GVYYVONG,

vvnAla (viota), apvnoio (Am®AEW LvAUNG), EXNPEACUEVT] LVipn (apnpnudda), Un
(VGIOAOYIKT) GUUTEPIPOPA 1 AAAC VELPOLOYIKA oM UEiD OTTMG AKOVGIEG 1 LT EAEYXOUEVES
KN oels. Avtd pmopel va givol COUTTONATO EYKEPAAOTAOENG.

Ot o ovyvd avaeepopeves avemBouNTeg EVEPYELEG NTOV PVOPAPLYYiTIdA, VITIVNAiY (VOoTA),
TOVOKEPAAOG, KOTTmo kot (aAn. Xtnv apyn g Oepameiog 1 pe v adEnom g 06ong, avembounteg
evépyeleg Ommg 1 viota, 1 koémwon kot 1 {aAn propet va givan cuvnBéotepeg. Ot evépyeteg avtéc Oa
TPEMEL VO EAOTTMOVOVTOL LLE TNV TTAPOSO TOV YPOVOU.

oAb ovyvéc: umopel va tpooPaiiovy mepiocdtepa and 1 ota 10 dropa
o pwoeapvyyitda,
. vavnAia (VHoTa), TOVOKEPAAOC.

Yoyvég: pmopet va mpocsPaiiovy émg 1 ota 10 dtopa

. avope&ia (amdiewa 6peEne),

. KatdBhym, exfpikotnta N embetikdOnTa, dyyos, vTvnAla, vevpkodtta 1 gvepedioToOTNTA,

. omacuol, dtatapayn g wwoppomiag, Cain (aicbnon aotdbeiag), AMBapyog (EAdeymn evépyelag
KoL evOoLGLUGLOV), TPOLOG (0KOVG10 TPELOVAO),

thMyyog (aloOnuo TeptoTpoeng),

Prxos,

KOWAL0KOG TOVOC, d1dppota, duomeyia (GuoKoMa otV mEWN), EUETOG, VOTI

eEdvOnua,

advvapio /kommon (kovpacn).

Oy ovyvég: pmopel va mposPdirovv €mg 1 ota 100 dtopo

o UELMUEVOG aPOOG OUOTETAAI®VY, LEIWUEVOC 0PIOUOC AEVKDV ALLOGOUIPI®Y,
o ueimon tov Bapovg, avénon tov Papoug,
. QOTEPO,  OVTOKTOVIOG KOU OKEWELG OLTOKTOVIOG, WUYIKN OlTopoy, M (QUGIOAOYIKY

GUUTEPLPOPE, Wevdaictnomn, Ovudg cdyyvom, kpion movikod, cvvolcOnuatiky actddeio /
SLOKLUAVOELS TNG ovvalcOnuaTikng diabsong, d1éyepon,

. apvnoio (amdiee Lvnung), emPapovon g uvnung (téom va Eeyvate), U ELGIOAOYIKOC
ouvtoviopog / ataéio (emifdpuvon Tov GLVTOVIGHOD TOV KIVICE®V), Topaicincio
(LpuyKloGpa), dtoTapayn T TPocoyNg (ATOAELN TG CLYKEVTPMGTNC),

. dumhonia (duAn dpacn), Baunr 6pacm,

. aLENUEVES / U1 PLGTOAOYIKEC TILEG OTO, OMOTEAEGUATO [0 EEETAOTG TG NATIKNAG AELTOVPYIaG,
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TpYoTTOOT, EKENa, KVIOUOC,
QoK advvapio, poaiyio (Loikdg movVog),
KAK®OT).

Yrawvieg: umopel va pocfiriovy £wg 1 ota 1000 dropa

Aotpwdn,

UEIOUEVOG aplBIOG OADV TOV LOCOAPioV,

cofapéc oaddepywcég avtiopaocelg (DRESS, avapuiaktikn avtidpacn [cofap1] Kot onuavtikh
oAdepywn| avtidpaon], oidnpa Tov Quincke [TPNREYLo TOV TPOGOTOV, TOV YEMMDY, TNG YADGSOS
KoL TOV Adpov]),

LELOUEVT] CLYKEVTPOGT VATPiOV GTO aipa,

QLTOKTOViO, JTAPAYEG TNG TPOCOTIKOTNTIS (TPOPANLLATA GUUTEPLPOPACS), 1] PLCLOAOYIKT|
okéyn (Bpadvtnrta okéyng, advvapio cVYKEVTPWONG),

TapoA P,

gykeparomdfela (PA. vroevotnta "Evruepmote apéomg To yiotpd 6og" yio AETTopepn
TEPLYPAPT] TOV CUUTTOUATOV),

mBavn emdeivoon N adénon g GLYVOTNTIS TOV EMANTTIKAOV KPIGE®V,

ave&édeyKTol puikol oTacol, TOV TPOSPAAAOVY TNV KEPAAT], TOV KOPUO KOl TO, KPa, SVGKOALN
EALEYYOV TOV KIVICEMV, VTIEPKIVNGLA (VITEPSPACTNPLOTITA),

petafoin tov Kapdiokov puduov (610 NAEKTPOKAPIIOYPAPTLLLL),

ToyKpeATITION,

NTOTIKN AVETAPKELD, NITATITION,

EaQVIKT LelOT TG VEPPIKNG Aettovpyiog,

depuatio eEdvOnua, To onoio pmopel va oynpaticet GAOKTAVEG KOl TAIPVEL TN LOPOT
GTOYOEWMV OAAOIDGEDY (KNAIDEG e GKOVPOYPOLO KEVTIPO KOl PN TEPLPEPELD., 1] OTTOTNL
nepPaiietal and £va GKOVPOYP®UO SAKTOAO) (ToAbuoppo epdBnua), extetapuévo eEdvinua e
QAOKTOVEG KOl ATOAETIOT) TOV OEPUATOS, EOIKA YOP® ard TO GTOLLM, TN LOTY], T LATIO KO TO!
yevwntika opyava (advipouo Stevens-Johnson) kol pio mo cofapn LopeT OV TPOKAAEL
ATOAETLON TOV OEPUaTOC 0€ TEPLoTOTEPO and T0 30% NG SOUOTIKNG empavelag (todikn
EMLOEPUIKY VEKPOAVGN),

papoopvorvong (d1domact Tov poikol 16To0) Kol oeTopeVT avénon g
KPEATVOP®SPOKIVAGNG aipartog. O emmolacog eivorl onpovtikd vynidtepog o lanmveg
acbBeveic oe oOyKkplon pe pun ldnwveg acOeveic.

YOAOTNTA 1] OVCKOAIN GTO TEPTATLLOL

GLVOVACLOG TVPETOV, LVTKNG SVOKAUYING, AoTABODS aPTNPLUKNG TIECTG Kol KOPIIOKNG
oVYVOTNTOG, GUYYLOT, YOUNAO eminedo cuveidnong (Lmopel va etvar onueia dtatapayng, n onoio
ovopdleton vevpoinmrino koxonleg advopouo). O EMIOAACHOS EIVAL CTLLOVTIKE DYNAOTEPOG
otovg ldmmveg acBeveic cuykprTikd pe tovg un ldnwveg acbeveis.

IHoAY omavieg: unopei va posPdirovy émg 1 ota 10.000 dropa

EMoVOAAUPOVOLEVES AVETIOOUNTES OKEWYELS 1) 0GONOELS 1) EMTOKTIKT AVAYKT VO KAVETE KATL
Eava kat Eava (10e0yVuYavaYKOGTIKT dtotapoyn).

Ava@opd avemOOUNTOV EVEPYELDV

Edv mapotnpnioete kamolo ovemBOuntn evépyeLo, EVNUEPDGTE TOV YLOTPO 1] TOV PUPLOKOTOLO GOC.
Av10 1oy0et kot yo kabe mhavn avemBOunTn evépyela Tov 6ev avaQEPETAL GTO TAPOV GUALO 0ONYIDV
xphone. Mropeite eniong va ovagépete avembBounteg evépyeieg anevbeiog, HEo® Tov €0VIKOV
GULGTNHLOTOG AVAPOPAG:

EBvikdc Opyaviopog @apuiakov
Meooyeiov 284

GR-15562 Xolopyog, Adnva
TnA: +30 21 32040337
Iotétomog:

http://www.eof.gr.

http://www kitrinikarta.er
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Mécm g avapopdg avemBOunToV evepyelmv pmopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKA [LE TNV AGPAAELD TOV TAPOVTOC POPLAKOV.

5. Ilogve gurhdcooete To Keppra
To @dpuaro awtd TPEmel va LAAGGETOL GE LEPT) OV OgV TO PAETOVV Kol OgV TO POAVOLV T TOOAL.

No pn xpnoyonoteite ovtd T0 PAPHOKO LETE TV UepoUnvio ANENG OV avaypAPETOL GTO KOLTI Kot
T edAn petd ™ AéEn AHEH.

H npepopnvia AnéEng etvon 1 tekevtaio HEPa TOL UHVA TOV OVOPEPETAL EKEL.
Noa pun ypnoylonoteiton HeTd amd 7 PVEG OO TO TPMTO AVOLYLO TNG PLIANC.

duvAdooete otV opyK) PEAN, Y0 VO TPOCTOTEVETAL OO TO PWC.

Mnyv metdte PApLOKO GTO VEPD TNG OMOYETELGNG 1 OTA oKOLTIdW. Potnote Tov papuakorold cag yia
TO TAOG VAL TETASETE T PAPLLOKA TTOV OEV PN ooToLeite o Avtd Ta pétpa Ba fonbncovv otnv
TPocTaGio Tov TEPPAALOVTOG.

6. Iepreyépeva TG GVOKEVAGING KO AOUTEG TANPOPOPiES

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

Ta dAho cvotatikd etvat:

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

Epgdavion tov Keppra ko nepieyépeva g ovokevaciog

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

H yvdivn o1din tov 300 ml (Yo modid nAiog 4 €TV Kot Gvo, epnovg Kot eViAIKES) ival
GLGKEVOCUEVT GE KOVTL amd yoptdvi, TOL TEPLEXEL EMioNS o cOptyya Tov 10 ml, yio yopiynon amod
1OV 6TOpOTOG, (Pabuovounuévn ava 0,25 ml) Ko eEGpTnua TPOGAPUOYNG Y10 T CVPLYYO.

H yvdvn ouain Keppra tov 150 ml (yio Bpéon kot pukpd moudid nikiog omd 6 pnvav émg KaTo ond
4 g1dhv) elval GLOKELOGUEVT GE KOVTL A0 YOPTOVL TOV TEPLEYEL EMIONG L cVPLYYa TV 5 ml, Yo
xopnynon amxod tov otoparos (Babuovounuévn avé 0,1 ml and 0,3 ml émg 5 ml kon avé 0,25 ml amd
0,25 ml éwg 5 ml) ) kou e€GpTna TPOGAPLOYAS Y10 T GVUPLYYCL.

H yvéivn eidAn Keppra tov 150 ml (yio Bpéon niikiog 1 unvoc €og K4t Tov 6 unvav) gival
GLOKEVAGLLEVN GE KOVTI ad YapTOVL IOV TTEPIEXEL EMIONG Wi cOptyya Tov 1 ml, yio yoprynon amnd tov
otépatos, (Babpovounuévn avé 0,05 ml) kot eEGpTNUo TPOSAPLOYNS YO TN CUPLYYAL.

Kartoyog Adsiog Kvkiogopiag

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bpv&élieg, BéLyo.
Mopoackevaotig

NextPharma SAS, 17 Route de Meulan, F-78520 Limay, I"aA)ia.

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

IMo omoadnmote TANPOPOPIO GYETIKE LE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapOKaAEicOE va
amgvBouvbeite 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
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Bbnarapus
10 CU BU bowarapus 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

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

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

France
UCB Pharma S.A.
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 46 24 00

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

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

Latvija
Medfiles SIA
Tel: +371 67 370 250
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Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/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., 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 evALo 00OV ypfioNs avabemp1Onke Yo TeElevTaia popd Tov Llovvio 2025.
Adreg TINYEC TANPOPOPLOV

Agmtopepeic TANpoPopieg Yo 1o APHOKO VT givor SlaBEcLEG 6TO dKTLOKO TOTO ToV Evpmmaikod
Opyoviopov @apudkmv: https://www.ema.europa.eu.
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®YLho ooNyIOV xpiong: IIAnpogopicg yio Tov acOevi

Keppra 100 mg/ml avkvo d1divpa Yo wo.packevt] S1AVRaTog Y10, £yvon
AePetipaxetiun

A doTe TPOGEKTIKA 0ALOKANPO TO GUALO 0ONYLAV YP1)OIG TPV EGEIS 1] TO TAOL 6O APYIGETE VO
APNOGLUOTOLEITE AVTO TO PAPRAKO, O1OTL TEPIAAPPAVEL CNRAVTIKES TANPOPOPIES Y10 GOG.

DdvrdEre avtd TOo PUALO 0dNYIBY YpNons. Towg ypelootel va to dufdcete Eavd.

Edv éxete mepartépm amopieg potr|oTE TOV Y10TPO 1] TOV POPLAKOTOLO GO,

H cvvtayn yo autd 1o papprako xopnyndnke amokAEIGTIKG Yio 60G. Agv TPEMEL VO ODCETE TO
Qapuako og GAAove. Mmopel vo Tovg TpokoAEoel PAGPN, akOpo Kot OTAV TO GUUTTOUOT TNG
acBéveldg Toug givor 1010 pe Tor S1Kd Gag.

Edv mopatnproete kKamowo avemBOunTn evEPYELL , EVIUEPMGTE TOV YIOTPO 1 TOV POPHOKOTOLO
c0G. Avtd 1oyvel kat yio k0B mhovi avemBOunTN EVEPYELD TOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DYV yprione. BAéne mapdypapo 4.

T mepréyer 1o mapév evAL0 00N YLOV

AN S e

1.

T efvon To Keppra ko oo givan 1) xprion tov

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

[MBavég avemBOunteg evépyeteg

[og va purdoocete to Keppra

[lepreydpeva tng cuoKEVOGING Kot AOTES TANPOPOpPiEg

T givar To Keppra ko mow givar i yp1jon tov

H AePetipaxeraun etvor éva avtiemAnmrikd eappoko (@appoKo To onoio ypnoyLoroteitot yio T
Oepancio ToV kpicewv eminyiag).

To Keppra ypnoonoteitan:

®G LOVO AappaKo o€ eVAAKES Kot prifovg amd 16 etdv pe veodlayvwaobeica emAnyia, yio
Oepaneio evog cuykekpévov tomov emtnyiog. H eminyia givon pia 7d0non otnv onoia ot
acBeveic epoaviovv emavoropfavopeveg Kpioelg (eminnrikés kpioeilg). H AePetipaxeTaun
¥pNoLomToteital yo Tov THmo ekeivo G emAnyiog 6Tov 0moio Ot EMANTTIKEG KPIGELS apyiKd
TPOGPAAAovy povo pia TAELPE TOV EYKEPAAOL, OALA, peTénetta, unopel va enektaboldv og
LEYOADTEPEG TEPLOYES KOL OTIC OVO TAEVPES TOV EYKEPAAOL (EMANTTIKY KpioT E0TIONKNG EVOPENG
ue M ywpic devtepoyevn yevikevon). H AePetipaketaun ocag yopnyndnke and to yotpod cog yio
T neimon tov ap1Brol TOV EMANTTIKGOV KpicE®V.

CUUTANPOUATIKE e GAAO QVTIETANTTIKA APLOKa Yo T Oepameia:

" TOV EMANTTIKOV KPICEWV EGTIOKNG EVAPENG LLE | XOPIG Yevikevon o€ evIAIKES, Epnfoug
Ko Todtd nAkiog and 4 eTmv

" TOV LDOKAOVIKOV Kpicewv (Ppoyeiec, omacumOtkeés akoVG1EG KIVIIOELS EVOC VOGS 1 1LoG
opddac LudV) o eviiMKeg Kat epr)Bovg amd 12 TV e VEAVIKT LDOKAOVIKT ETANYiL.

" TV TPOTOTOONDC YEVIKEVUEVOV TOVIKOKAOVIKOV Kpicewv (coPapés Kpioelg oTic omoieg
TepMaUPAvETOL 1 OTOAEWD cLVEIONGNG) G€ eviAKeS Ko eprifoug nhkiog and 12 etdv pe
w0omadn yevikevpévn emtinyia (0 THTOG TNG EMANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aitia).

To mokvé dtdlvpa Keppra yio mapaockevn SIADUATOG Yl €YYLCT EIVOL LU0 EVOALOKTIKT LOPON YiX
acfeveic 6ToVg 0moiovg 1 YopTynon tov avtiemiAnmtikod Keppra amd to otouo dev givar Tpocmpvd
dvvar.
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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 €0€iG 1 1 01KOYEVELD GOG KOl OL PIAOL GO TOPUTIPTOETE CNUOVTIKEG AALOYES OTN)
dudbeomn N T cvumepLPopdL.

o Emdeivaoon g eminyiog:

O emmtiég Kpioelg cag Umopel 6€ OTAVIEG TEPUTTMGELG Vo, eTdevmBovv 1 vo avénbein
GLYVOTNTA TOVG, KLPIMG KATA TN S1APKELL TOV TPAOTOL Piva LETA TNV Evapén g Bepansiog 1)
v avénomn g doong.

e o ToA omdvia Lopen emAnwiog mpadiung Evapéng (emAnyio mov oyetileton pe
petaArdaéelg otnv SCNSA) mov mpokaiel TOAAATAOVG TUTOVG EMANTTIKOV KpioemV Ko
anmAel OEEI0TTOV, UITOPEL VO TAPATPNOETE OTL 01 EMANTTIKES Kpicelg eEakolovbovv va
VILAPYOVV 1] EMBEVAOVOVTOL KOTA TN ddpKea NG Bepaneing cag.

Edv gpoavicete Kamowo omd avtd o véa cupmtdpate Katd ) Ayn tov Keppra, emiokepbeite évav
10TPO TO GLVIOUOTEPO SLVATO.

Moowd kar épnpor

° To Keppra dev evdeikvutal o€ modid kot eprifoug Katm tov 16 eTdv ¢ LOVo QApHOKO
(novoBepameia).

Alra gappoxa kot Keppra
Evnuepdote 10 y1atpd 1 10 QapUaKonowd oag e4v maipvete, 1| £xe1€ TpOGQAT TAPEL | LTopel va
TOPETE OMOLOONTOTE GALO QAPLLOKOL, KOO KO 0T TOV dev GG Exovv yopnynbei pe cuvtayn.

Mnyv mtapete ToAVABLAEVOYAVKOAN (VO QAPLLOKO 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 ko1 Onhaopog

Edv giote éyxvoc 1 Inidlete, vouilete 0T1 pmopet va giote £ykvog 1 oxeSGLETE VO OMOKTNOETE TOd,
{ntote TN GLUPOLAN TOL YOTPOD GOG TPV TAPETE ALTO TO PAPLLAKO.

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

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

Agv pmopel va omokAeloTel TEAEIDG 0 KIVOUVOG EUPAVIONG GVYYEVOV OVOUOAM®MY GTO TOdi GOG TOV eV
éxel yevvnOel axopo.
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Agv ovvietdtal 0 OnAacpog Katd ™ didpketo g Oepaneiog.

001yN01] KO YEPICROS PNYAVI|LATOV

To Keppra pmopet vo ennpedosl Tnv wavotntd cog vo odnyeite 1 va yepileote epyoleia 1
UNyovnUaTo, S10Tt UTopel va 6og TpokaAésel vvniia. Avto givol mlhavotepo oy apyn g
Oepaneiogn €nerta omd avénon g 60ong. Aev Ba mpémet va odnyeite 1 va xepileote punyavipota
¢mg 6Tov emPePorwbel 6TL 1 IKAVOTNTA GOC VO, TPAYHOTOTOLEITE TETOIEG dPAGTNPLOTNTEG OEV
emnpedletort.

To Keppra wepiéyer vatpio

Mia péyiom epdmog 66om Tukvos doAvpatog Keppra mepiéyet 2,5 mmol (7 57 mg) vatpiov (kOplo
oLOTATIKO payelpkov/emtpanéiov diatog) (0,8 mmol (1] 19 mg) vatpiov avd @laridio). Avto
1600VVaEL pLE TO 2,85% TNG CLUVIGTOWUEVNC LEYIOTNG NUEPTOUG TPOCANYNG VOTPIOL LE TNV S1TPOPN
v évav eviiika. No Aoapfavetor veoyn edv Bpiockeote Vo dlotta TEPIOPICUEVNS TPOCANYNG
oAoT100.

3. Hacg yopnyeiron To Keppra

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

H evoopiéfia oOvOeon eivan pio evariaxtiki Adon ot xoprynomn and 1o otopa. Mmopeite va
OAAGEETE OO TO EMKAAVUUEVO LE AETTO VUEVIO O10KI0 1) TO TOGIHO SLIAV LA GTNV EVOOPAEPLaL
YOPNYNOoN Kot To avticTpopo amevbeiag, xopic mpocappoyn g 60ong. [Ipémet 6pwe va datnpnOel n
OAIKT MUEPT|GLOL dOOT KoL 1} GuYVOTNTA XOPNYNONS.

2ouminpouatiy Osparcia kar povolepancio (axo 16 erwv)

Evijhkeg (=18 etdv) ko épnpor (12 £mg 17 etdv) Bapovg 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 o6om yio tig
2 gfodopadec mov Ba mponynBodv g yoUnAOTEPTS NUEPNGLOG OOOTG.

Adbon og tandd (4 £og 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

Tpoémog Kot 006G yoprynong:

To Keppra mpoopileton yro evoopAEPLa xprion.

H ovvietdpevn d6on mpénet va apordvetol o€ TovAdytotov 100 ml evdg supuPatod dtaidtn kot va
yopnyeitan pe evooPAEPia Eyyvon pésa og 15 Aemtd.

Mo tovg yrrpog Kot Tig VOSAEVTPLEC IO AETTOUEPELS 001 Yiec Yoo TNV c®woTn ¥prion tov Keppra
TapEYOVTOL GTO TUNHA 6.

Awdpkera g Ogpaneiog:
. Agv vapyet epmepia pe yopnynon evooeAEPLag AePeTipakeTaunc yio Tepiodo PLeyaAdTEPT) TOV
4 nuepov.

Edv otapotioete va ypnoyponoieite to Keppra:

Ye mepintwon dlokonng G Oepomeiog, OmmC Kot ue GAAN OVTIETANTTIKG Papuoko to Keppra mpémet
va dwkontetor Pabuiaio yio vo amopevydel n emdeivoon tov kpicemv. Edv o yiatpdg amopacicst va
otaponosel N Oepomeio cag pe o Keppra, ovtodg/ant 0o cag ddoet 0onyieg yio t fabdutaio dokonn
tov Keppra.
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Edv éxete meprocdtepeg pMTNGELS GYETIKA LLE T XPTOT] AVTOV TOL QPOPUAKOV 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 Tapovclalovtal o€ GAOVG TOVG avEpMOTOLG,.

Evnpep®ote apécmg tov Y10Tpo 600G, 1] ANYAIVETE 6TO TURA ETETYOVIOV TEPLCTATIKAV TOV
AN GLEGTEPOV VOGOKONEIOV, EAV ENPAVICETE:

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

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

. YPIIROON CUUTTOUOTO Kot EEGVON L0 6TO TPOCHOTO TOL aKoAoLOEITAL OO EKTETOUEVO

e&avinua pe vynAd Topetd, avénuéva enineda NTATIKOV VOOV OTIC EEETACELS OTLATOG KOl
avENUEVO apBLO EVOG TUTTOV TV AEVKMV OLLOCOAPIoV (MOSIVOPIALR), SI0YKOUEVOVG
AELPAOEVEG KO GUUHETOYN GAADV 0pYEvVmV TOL CAONNTOS (AVTIOPACT) GTO PAPLLOKO LLE
nNwcowoeMa Kot cvotnpotikd coprtopata [DRESS])

. CUUTTAOUOATA OTTMG YOUUNAOS OYKOG 0VP®V, KOVPOGOT), VAT, ELETOG, GUYYVOT] Kol O10M L0 TV
TOOLOV, TOV ACTPAYIA®V ) TOV KATO AKpmV, KaBOG avTtd umopel va gival GUTTOUATH
EAQVIKNG LeloNG TG VEQPIKNG AElTOVpYiag

o deppotikd eEdvinua, To onoio pmopel va oynpatiost GAOKTOIVEG KOl VoL TAPEL T HLOPOT| LIKPDV
GTOYOEWMV OAAOIDGEWDY (KEVTPIKEG OKOVPES KNAIDEG TEPIKAEIOEVES OO iat O YA®UN
TEPLOYN LE EVav GKOVPO SOKTUALO YOP® amtd To meplypoppa) (roiduoppo epvBnua)

o EKTETAUEVO eEAVONLL e PADKTOVEG KO OTOAETIGT) TOV OEPUATOG, EWOIKE YOP® OO TO GTOL,
TN POTI, TO LATLO KOt TO YEVVNTIKE dpyava (edvdpouo Stevens-Johnson)

o Qo o coPopn popen eavONpLaTog ToL TPOKAAEL ATOAETIGT TOV SEPLATOC GE TEPIGCOTEPO
amod 1o 30% e copatikng empavelns (toliky emidepaxt vekpoloon)

o onueio cofapmdv vonTik®dv oAAY®V 1] €AV KATO10G YOP® GO TAPOTNPCEL OTUEID GVYYVONG,

vovnAla (Viota), apvnoio (Am®AEW LynuNG), EXNPEACUEVT] Lvipn (aenpnudda), un
(VGIOAOYIKT GUUTEPIPOPA 1 AAAC VELPOLOYIKA oTpein OTTMG akoVGIEG 1 LT EAEYXOLEVES
Knoels. Avtd pmopel va givorl copmtdpaTe eYKePAAOTAOE0G.

Ot o ovyvd avaeepopeves avemBounTes vEPYELEG NTOV PVOPapLYYiTIda, VTVNAia (VOoTO),
TOVOKEPAAOG, KOTmo kot (aAn. v apyn g Oepameiog 1| pe v adEnom g 06ong, avembounteg
gvépyeleg Ommg 1 viota, 1 kémwon kot 1 {aAn propet va givan cuvnBéotepeg. Ot evépyeteg avtéc Ba
TPEMEL VAL ELOTTMOVOVTOL LLE TNV TTAPOSO TOL YPOVOUL.

oAb ovyvéc: umopel va tposPaiiovy mepiocdtepa and 1 ota 10 dropa
. pvoeapvyyitda,
. vvnMa (VOoTa), TOVOKEPUAOC.

Yoyvéc: umopel va pooPairovy émg 1 ota 10 dropa

. avope&io (ammAelo 0peENC),

. KaTdOAym, exfpucotnTa 1 embetikdtnTa, dyYoc, VITVNALL, VELPIKOTNTA 1| EvEPEDIGTOTNTA,

. omacuol, dtatapayn g wooppomiag, Cain (aicbnon actdbeiog), AMBapyog (EAdeymn evépyelag
Kot evBovolao o), Tpopog (aKoVG1o TPELOVAO),

thMyyog (aioOnpo TeptoTpoeng),

Prxos,

KOWMOKOC TOVOG, didppota, dvoreyio (Suvokolio otny méyn), EUETOG, VOUTIO

g€avonua,

advvapio /koTmon (Kovpaon).

Oy ovyvég: pmopel va mpocsfdirovv €mg 1 ota 100 dtopo
o UELOUEVOS aPOOG OUOTETOAI®VY, LEIWUEVOC 0PIOUOC AEVKDV ALLOCOUIPI®Y,
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peimon tov Pépovg, avénon tov Papovg,

OTOTEPO.  OVTOKTOVIOG KOU OKEWEL OVTOKTOVIOG, WUYIKN OwTopayn, MU (QULCLOAOYIKN
oLUTEPIPOPA, WevdaicOnon, OBvpdg clOyyvon, kpion movikod, cvvoicOnuatiky actddeio /
KV UAVOELS TG ovvalcOnpatikig diabeong, d1€yepon,

apvnoia (amodiewe pviung), emPapovon tg pvnung (téon va Eeyvare), un euetoroykdg
ouvtoviopog / ataio (emPBapuvor ToV GUVTOVIGHOV TOV KIVICEMV), Topatcinacio
(LoppfyKiacpa), Stoetapayn TS TPocoyns (ATMOAELD TG CLYKEVTPMOTNG),

duthwmia (dumAn 6pacn), Baunr d6pacn,

avENUEVES / U1 PLGTIOAOYIKEG TILES OTO, AMOTEAEGOTO Liog EEETAIOTG TG NTATIKNG AELTOVPYiaG,
TpLomTOOoN, Ekiepa, Kvnopoc,

poikn advvapio, poadyio (Loikdg mévog),

KOK®OT).

Yrdwvieg: pnopel va posfariovv €wg 1 ota 1000 dropa

Aotpwdn,

UEL®UEVOG apBOG OAWDY TV LLOCOAPimV,

cofapéc adhepycég avtidpdoelg (DRESS, avapuiaktikn avtidpacn [coPapr| kot onpovtikn
arepywcn| avtidpaon], oidnua Tov Quincke [TpNR&yLo Tov TPOGOTOV, TOV YEMMYV, TNG YADGSGOG
Kot Tov Aopov]),

LEWOUEVT] CLYKEVIP®OOT] VATPIOL GTO aipa,

OVTOKTOViO, SLTAPAYES TNG TPOSOTIKOTNTOS (TPOPANLLATA CUUTEPLPOPES), LLT) PLGLOAOYIKY|
okéym (Bpadvtnta okéyng, advvapio cuYKEVIP®ONG),

TOPOATI P,

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

mBavn emdeivoon N avEnon g GLYVOTNTIS TOV EMANTTIKOV KPIGEWV,

ave&édeyktol puikol omacol, Tov TPosPAAAOVY TNV KEPAAT, TOV KOPUO KoL TO Kpa, SVGKOALN
eAEYYOL TV KIVIoEMV, VTIEPKIVNGla (VITEPOPAGTNPLOTITAL),

petafoin tov Kapdiokov puBov (610 NAEKTPOKAPIIOYPAPT LLLL),

TOYKPEATITION,

NTOTIKN AvETAPKELD, NTATITION,

EapVvikn Lelwon TG VEPPIKTG Aettovpyiog,

depuatid eEdvOnua, To onoio pmopet va oynuaticet GAOKTAVEG KOt TAipVEL TN LOPOT
GTOYOEWMV OAAOIDGEMY (KNAIDEG e GKOVPOYP®LO KEVTPO KOl (PN TEPLPEPELD., 1] OTTO10
nmepPdidetorl amd Eva GKOVPOYP®LO dUKTOALO) (Tolduoppo epdfnuan), ektetapévo eEavonua e
QAOKTOVEG KOt ATOAETIGT) TOV OEPUATOS, EWOIKA YOP® amd TO GTOLM, TN LOTY], T LATIO KO TO!
YEVVITIKA Opyava (cdvdpouo Stevens-Johnson) Kol pua To cofopn Lope1| TOv TPOKoAE
amoAémion Tov déplorog o€ meplocdtepo amd To 30% NG COUATIKNG EMQAvELnS (Tolikh
EMLOEPUIKY VEKPOADON),

pafdopvodrvong (8146Tacn TOL HVTKOV 16T00) Kot 6YeTILOMEVN avénom g
KPEATIVOP®GPOKIVAONC aipotog. O enmolocpog ivatl onUavTikd vyniotepog o€ ldmmveg
acBevelc og cvykplon pe un ldnoveg acbeveic.

YOAOTNTO 1] SVGKOAIN GTO TEPTATILA.

GUVOLOOUOG TVPETOV, HVTKNG SvoKOUYinG, 0oTafoDg apTNPLOKNG TEONC Kol KUPOLOKNG
GLYVOTNTAG, GVYYVOT, XOUNAS eninedo cuveidnong (umopel va eivar onpeio dtatapoyng, 1 omoia
ovopaletat vevpodnmrikd xaxonleg ovvopouo). O exmolacudg gival oNUAVTIKA VYNASGTEPOC
otovg lanmveg acbeveic cuykprrikd pe tovg un lanoveg acbeveic.

oAb omavieg: pmopel vo mpocsfdirovy éog 1 ota 10.000 dropa

gmovolapPovopeveg avemBounteg oKEYEIC 1| GONGELS 1] ETTAKTIKY OVAYKN VO KOVETE KATL
Eava kot Eava (10E0YVYaVOYKAGTIKT S10Topoyn).

Ava@opd avemBOunTOV evepyEt®dV
Edv moapotnpfioete Kamoto, avemBOunTn eVEPYEL, EVILEPMDGTE TOV YIOTPO 1) TOV QOPLOKOTOLO GOGC.
AVTO 1oy0eL Kot Yo kKGOe Thav| avemBOUNTN EVEPYELD TTOL OEV AVOPEPETAL GTO TOPOV PVALO 0dNYIDV
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¥pNone. Mmopeite emiong va avapépete avemBounteg evépyeieg omevbeiog, L€ Tov 0vikod
GUOTNLOTOG OVOPOPAC:

EBvikdg Opyaviopog @appiakoy
Meooyeimv 284

GR-15562 Xolapyog, AOMva
TnA: +30 21 32040337
Iotétomoc:

http://www.eof. gr.

http://www Kitrinikarta.gr

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

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

Noa pn xpnoyLonoteite ovtd 10 PAPHOKO LETE TV NUepoUnvio ANENG OV avaypAPETOL GTO PLOAIdL0
Kot 670 Kovutl petd t AéEn AHEH.
H nuepopunvia Anéng eivan 1 televtaio pépa TOV UNVO TOV AVOPEPETAL EKEL.

Av16 10 Pdpuaxo dev amortel Wiaitepeg cuVONKEG POAAENC.

6. epreyopeva T cvokevAGias KoL AOUTES TANPOPOPIES

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

Epgdavion tov Keppra ko mepieyépeva g 6V6KeLAGIog

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

To Keppra mokvo didivpua yio Ty TopocKeLT] SIADLOTOS Yo £XVGT GLCKEVALETAL GE KOVLTI 0o
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
| Aesica Pharmaceuticals S.r.l., Via Praglia, 15, I-10044 Pianezza, ItaAia.

IMo omoladnmote TANPOPOPIO GYETIKE LLE TO TOPOV POUPUOKEVLTIKO TPOIOV, TapOKaAEicOE va
amgvBouvbeite 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 bowarapus EOO/] UCB Pharma SA/NV

Ten.: +359 (0) 2 962 30 49 Teél/Tel: +32/(0)2 559 92 00
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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 S.A.
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 223474 40

Latvija
Medfiles SIA
Tel: +371 67 370 250

To mapév evALo 0dN YOV ypfioNs avabempOnke Yo TeElevTaia popd Tov Llovvio 2025.

Adreg TYEC TANPOPOPLOV

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 4624 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., 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 dodvpatog Keppra mepiéyet 500 mg Aefetipoketaun (5 ml mokvod dtoddpatog
tov 100 mg/ml). BAéne [livaka 1 yuo T GOVICTOUEVT TPOETOWOGIN KOl S1001KAGI0 YOPIYNONG TOV
mokvov dtoAvpotog Keppra, dote va gvebetl ol nuepriowa d6om 500 mg, 1000 mg, 2000 mg 1} 3000
mg o€ 600 dmpnuéveg 0OGELS.

ITivokog 1. ITpogroascio Kot yopnynon Tov mukvoy dwavuatoc Keppra.

Adbon ‘Oyxkog mokvoy dwidpatog | Oykog Xpovog | Toyvotnrta Ol nuepniola
owwAvTn | £yyoong | yopnymong ddom

250 mg 2.5 ml (uod euoAido Sml) | 100 ml 15 Aentd | 2 popég/muépa | 500 mg/muépa

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

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

1500 mg 15 ml (tpia proAidwe S ml) | 100 ml 15 Xentd | 2 popég/muépa | 3000 mg/muépa

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 OEV TPETEL KOVOVIKA Vo, vrtepPaivovy 1o 24mpo og Beppokpacia
2 émg 8° C, ektdg av 1 apaimaon €yve KATm amd EAEYYOUEVEG KOl EMIKVPOUEVEG GUVOT|KEG aonyiag.

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 !

e Evéoyo didAvpa yAwprodyov vatpiov 9 mg/ml (0,9%)

o Evéowo didAvpa lactated Ringer’s

o Evéowo ddivpa de&tpolng 50 mg/ml (5%)
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