®vrho oonyIOV ypions: [IAnpogopics yio Tov acOeviy

Keppra 250 mg emkaloppéve pe Aemtd vpévio diokia
Keppra 500 mg emxaioppéva pe Aextd vpuévio diokio
Keppra 750 mg emkaloppévo pe Aemté vpuévio diokia
Keppra 1000 mg smkolvppéva pe AeTtod VRUEVIO OIGKIM

AePetipaxeTapun

AW PaoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAOV YPTONS TPLY E6EIS 1| TO TANOL 6O UPYIGETE VA
TAiPVETE OVTO TO PAPROKO, HLOTL TEPLLARPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DdurdEte avtd TO PUALO 0N YOV XpNoms. Towg ypetootel va to dwfdcete Eavd.

Edv éxete mepartépo amopieg poTNOTE TOV Y1UTPO 1) TOV POPLOKOTOLO GOG.

H cvvtayn yio ovtd 10 eappoko xopnyndnke amokAEloTIKA Yio 60G. Agv TPEMEL VO ODCETE TO
QAPUOKO 0€ AALOVG. . Mmopel vo Tovg TpokoAEsel BAAPT, OKOLO Kot OTOV TO GUUTTMIOTO TG
acBéveldg Toug elvat 101 pe Ta 01Kl oolG.

Edv mapotmpnoete Kamowo avemBOUNTN EVEPYELD , EVIUEPMDGTE TOV YIATPO 1] TOV QPOPLOKOTOLO GOC.
AvTO 1oyveL Kot Yo kaOe mhavi| ovemBountr vEPYELN TOL OEV AVOPEPETAL GTO TAPOV PUALO
oonyldv yprons. BAéne mapdypapo 4.

Thv epréyel 1o TapoOv UAAO 00N YLOV

ANl o S e

1.

Th etvan to Keppra kot wota ivon ) yprion tov

T pémer va yvopilete mpv ypnopomotioete to Keppra
[Idg va mapete o Keppra

[TBavég avemBOUNTES EVEPYELES

ITog va puldcoete To Keppra

ITepieydpeva ¢ cvokevaciag Kot Aoutég TANpopopleg

T eivan 10 Keppra ko oo givan 1) gprion tov

H \efetipaxetaun givar Eva avtiemAnmiikd @aproxo (¢aproko to omoio ypnoLonoteitat yio
Oepamneio TV kpicemv emAnyiag).

To Keppra ypnoiponoteitat:

®G LOVO QAPLOKO G EVAAIKES Kat pNPovg amd 16 etdv e veodlayvwobeioa emAnyia, yio
Bepamneio evog cuykekpluévov Tomov eminyiog. H eminyia eivon pia ndOnon oty onoia ot
acBeveic epeavifovv emavarapfovopeveg kpioelg (eminntucéc kpioeig). H AePetipaxetdun
YPNOWOTOLEITAL Y10, TOV TOTTO EKEIVO NG EMANYING GTOV 07010 Ol EMANTTIKEG KPIoELS apyIKdL
TPOGPAAAOVY HOVO o TAELPE TOV EYKEPAAOV, OAAG, peTémetta, pnopel va enektofodv o
LEYOADTEPEC TEPLOYES KO OTIG OVO TAEVPEC TOV EYKEPAAOV (ETANTTIKY KPioT EGTINKNG EvapENG Le
N xopig devtepoyevn yevikevon). H Aefetipaketdun oag xopnyndnke amod to yrotpd oag yio
peimon Tov aptBpod TOV EMANTTIKGOV KPIGEWOV.

CUUTANPOUATIKA LE GALO AVTIEMANTTIKA @Aappoka yio T Oepameio:

. TOV EMANTTIKOV KPIGEDV E0TIOKNG EvapEng Le 1 yopig Yevikevon o€ eviAKeS, £pnoug,
Tond1d kot Bpéen nikiog omd 1 unvoc,

= TOV LVOKAOVIK®V KpicewV (Bpayeieg, oTAcUmOIKEG AKOVOIEG KIVIGELG EVOG LLOG 1) Hiog
OAdOG LVMV) o€ EVMKES Kol €prBovg amd 12 €TmV P VEAVIKT LVOKAOVIKT EmANYia,

. TOV TPOTOTOODS YEVIKEDUEVOV TOVIKOKAOVIK®V Kpioewv (cofapéc kpioelg oTig omoieg

TeEPLOUPAVETOL 1] OTOAELD GLUVEIONONG) o8 eviAKeG Kot €@T|ovg NAkiag arnd 12 eTdv pe



Womadn yevikevpévn eminyio (0 TOTOG TNG EMANYING TOV TIOTEVETAL OTL EXEL YEVETIKA
aitia).

2. Tvpémer va yvopilete apiv ndpete 10 Keppra
Mnyv mapete 10 Keppra
. o€ TEPITTOOT aALEPYiaG 0T AEPETIPAKETAUN, GTO TUPPOMOOVIKA TAPAY®YQ 1| GE OTOLOONTOTE

GAAO OO TOL GUGTATIKA VTOV TOV PUPLAKOL (AVAPEPOVTAL GTNV TOPAYPUPO 6).

IIpogidomounoelg Ko TPOPLAGEELG
AmevBuveite otov Y10tpd cag mpwv mapete to Keppra

. Edv vrogépete amd mdOnon veppav, akolovbnote Tig 0dnyieg Tov Yiatpol oag. Avtog/avtr Ha
OmoPAGiceL av 1) 0001 Gog O TPEMEL VoL TPOGUPLOGTEL.

. AV TapoatnproETE OTOONTOTE EMPPAOVVOT TNV AVATTLEN TOV U0V GOG 1 OTOLONTOTE
Eapvikn emtdyvvon g eenPeioc, Tapoakaieicde va anevBuvbeite 6To YoTpd cag.

. "Evag puepdc apBpoc atopwmv mov vroPfAndnkav o Oepaneio pe avtieminmrikd énwog to Keppra

EUPAVIGOV OKEWYELG OVTOTPAVUATICUOD 1 UTOKTOVIOG. AV EYETE CUUMTAOUATO KOTAOAIYNG KA
OE0G OV OVTOKTOVING, TAPAUKUAEIGTE VO ETIKOIVOVIGETE LE TO YIOTPO GOC.

. Edv éxete otkoyevelako 1 10Tpikod 16TOPIKO aKavOVIGTOL Kapdlokoh puOpov (speavég o
NAEKTPOKAPIOYPAPNLQ) 1| EGV ThoYETE amd VOGO I/Kol Aapfdvere Oepaneia mov cog kabiotd
EMPPETEIC 0€ OVOUOAIEG TOL KOPIIOKOD TOALOV 1} AVIGOPPOTIEG AAATMV.

Evnuepmdote Tov y1atpd 1 TOV opUAKOTOL0 oag 6V KATOW amtd T1G akOAoVOES avemBOUNTES EVEPYELEC

yivetor coPapn M dtopkel TEPIOGHTEPO OO UEPLKEG TUEPEC:

o Mn @ucloloyikég okéyelg, aictnua evepediotdoTTog N avtidpaon mo emnifetikn o’ 6Tt cLVHBWC, 7
av €0€lg 1 1 OIKOYEVELY GOG KOl Ol PIAOL GOG TAPUTNPNOETE ONUOVTIKEG AALAYEG o1 O1dbeon 1 TN
GUUTEPLPOPA.

. Emdeivoon g emiinyioc:

Ot emAnmTiKég KPIoELS 00G UTOPEL € OTAVIEG TEPUTTAOGELS VO EMOEVOBOOV 1} va avéndei n
oVYVOTNTA TOVG, KVPlMG KATA TN S1EPKEW TOV TPOTOL PV HeTd TV évapén tng Bepaneiag 1 v
avénon g d6oNG.

e o ToAD omévia popen emAnyiog Tpodung évapéng (eminyia mov oyetiletol pe HETAALAEELS
omv SCNSA) nov npokorei TOAAATAODES THTOVG EMANTTIKOV KPIGEDV Kol ATdAELN OEEI0TATOV,
umopel va TapatnpioeTe 0Tt 01 EMANTTIKEG KPIGELS £aKOA0VOOVV VO VITAPYOLV 1] EMOELVAOVOVTOL
Katd T ddpkeln TG Bepaneiog cag.

Edv eppavicete Kamo1o and avtd ta véa cupmtdpata Kotd T Afyn tov Keppra, emokepbeite Evav watpo
TO GLVIOUOTEPO dVVATO.

HMowdwa ko £épnpor

o To Keppra dev evdeikvutot o€ madid kot eprifoug KaTm tov 16 eTdv g HOvVo QAapUaKO
(novobepameio).

Alha @éppoxao ko Keppra
Evnuepmote 10 yiatpd 1) 10 QOpUOKOTOW0 6ag GV TaipveTE, £XETE TPOGPATA TAPEL 1] UTOPEL VO, TAPETE
OTOLAONTOTE AAAY QAPLLAKAL.

Mnyv népete TOAVBVAEVOYAVKOAN (€VO QAPHLOKO TOL YPNCILOTOLEITAL G KABAPTIKO) Yia pio dpa TPV
Kol pio @pol LeETd T AMyn NG AePETIpakeTAUNG S10TL AVTO UTOPEL VOL 00NV GEL GE AMMAELL TG SPAONG



mege.

Kinon kol Onioopdg

Edv giote éyxvog 1 OnAdlete, vopilete 0T1 pmopel va giote £yKv0og 1 oYEOALETE VO OMOKTHOETE Tod,
{ntote T GLUPOVAT TOL YLITPOD GOC TPV TAPETE OVTO TO PAppako. H Aefetipaketdun propel va
ypnotpomon el kotd tn d1dpKela TG EYKLUOGHVNG HOVO €AV LETH At TPOGEKTIKT a&loAdyNnon kpBel
avayKoio amd Tov yTpd Gog.

Agv Ba mpénel va SakomteTe T Bepameio cug ympig va To cu{NTNoETE e TOV Y1OTPO GOG.

Agv pmopel va amokAelotel TeAelg 0 KivOuvog EREAVIONS GLYYEVAV OVOLOALDY GTO TTALdl GAG TOV OgV
éxel yevvnOel axopo. AVo HELETEG dEV VTTOJEIKVVOVY BENUEVO KIVOLVO ODTIGUOV 1 VONTIKAG AV piog
o€ Toudld mov yevvhOnkov amd puntépec mov EAaPav Bepaneio pe AefeTipakeTdun Katd T StdpKeLd TNG
KOMong. 201600, Ta 6100Ec1La OEOOUEVH OYETIKA [LE TNV EMIOPAOT TNG AEPETIPAKETAUNG OTN
VELPOOVATTVEN TOV OOV EIVOL TEPLOPIGUEVOL.

Agv cuviotdtot o Onhacpog Kotd T didpkelo g Oepaneiog.

0onynon Kot XEPLGUOS PNYUVIILATOV

To Keppra pnopei va ennpedost v wavottd cog vo odnyeite N} va yepileote epyoieio N unyovipota,
d10TL pumopel va oag TpokaAésel vavnAic. Avtod glvar mBavotepo oty apyn g Oepaneiag | Emeita and
avénon g 06omns. Aev mpénel va odnyeite 1 va yewpileote unyavipato £0¢ 0Tov emniPePaiwbdet 6TL N
KOVOTNTA GOG VO TPOYUATOTOLEITE TETOLEG OpUoTNPLOTNTES OgV emnpedleTal.

To Keppra 750 mg wepréyer sunset yellow FCF (E110).
H ypwotikn ovsia E 110 propel va mpokarécel aALepYIKES OVTIOPACELS.

To Keppra nepiéyel vatpro
To @dppako avtd mepiéyel Mydtepo and 1 mmol vatpiov (23 mg) ava diokio, ivarl avtd mov ovoudlovpe
«ehevBepo vatpiovy.

3. o vo wapete To Keppra

[Idvtote va maipvere avtd T0 PAPULAKO QVOTNPA COUE®VA LE TIG 0dNYieg TOL Y10TPOY GG 1) TOV
pappokomolov. Eav éxete appifolricg, potiote 10 Y1aTpd 1| TO QUPUAKOTOLO GOG.

[épete Tov apBud diokiov cOUPOV LE TIg 0dNYiEG TOV YLOTPOD GOG.
To Keppra npénet va Aapfavetor 500 @opéc tnv nuépa, pio 1o Tpmi Kat pia to Ppadv, mepimov v idwa
opa kaoe pépa.

2ourinpopatiki Ospoancio kor povolepamneio (and 16 etwv)

. EvijMkeg (=18 etov) kar épnpor (12 £ém¢ 17 etadv) Bapovg 50 kg 1 dvo:
Yuviotdpevn 06on: petasd 1000 mg kot 3000 mg nuepncing.
Orav apyioete va maipvete Keppra, o yiatpog Bo cog cuvtoyoypapioel pua yopniotepn 0061 yo
T1c 2 gfdopddec mov Ba TpornynBovv g yaunidtepng nuepnotoag d6ong.
Hopaderyua: av n nuepnoio doon oog rpoopiletor va givor 1000 mg, n usiwuévy 60on évaplng sivor
1 dwokio twv 250 mg 1o mpwi kot 1 diokio twv 250 mg to fpdov ko1 66cm Ba avénbel otadiokd
puéypt va gtdoet ta 1000 mg v nuépa petd amod 2 efoopadsg.

. "Eonpor (12 £¢mg 17 et@v) Bapovg 50 kg 1 Arydtepo:
O y10tpog 060G B0 GG GVVTAYOYPAPNGEL TNV TAEOV KATAAANAT POPUOKOTEYVIKT Lopp1] Tov Keppra
oUUE®VA e TO BApog Kat TN dOoM.



. Aocolroyia o€ Bpéen (1 pnvoc £mg 23 unvarv) kot adrd (2 £og 11 etav) Bapovg kato amd
50 kg:
O ywtpog oag o GVVTOYOYPAPNGEL TNV KOTAAANAOTEPT PapuaKoTEYVIKY Lopen Keppra coppmva
pe v nAia, to Bépog Kot T d6om.

To Keppra ndécpuo diddivpa 100 mg/ml givar | katahAnAotepn ovvOeon yio, fpépn Kot Tondid
NAKiaG KAT® TOV 6 ETMOV, Yio Toudld Kot EpnPoug (amd 6 £og 17 eTdVv) e COUATIKO BUpog KATM
tov 50 kg kabmg kot 6tov dev umopet va emttevydet | axpiprg d6om Le Ta diokia.

Tpomog yoprnynong

Kortanivere ta diokio Keppra pe apketn mtocdtnta kdmoiov vypod (.. £va motpt vepd). Mrmopeite va
napete 10 Keppra pe 1 yopic tpoen. Metd ) yopriynomn amd To 6TOW0 UTOPEL v, ERLPAVICTEL 1) TIKPN
YEOLON TG AEPETIPAKETAUNG.

Awdpkelo e Oepomeiac

. To Keppra ypnoiponoteital yio ypévia ayoyn. H Bepaneia pe Keppra npénet va cuveyileton yio
0G0 YPOVIKO SLAGTNLO GLVIGTA O Y TPOC GOG.
. Mn GTOOTAGETE TNV Ay®YN 00G XOPIC TN GUUBOVAN TOL YTPOV GOGC, KOOMG 1 S10KOTTH TNG

Oepaneiog pmopel va 0dnNynoel oty avénon TV Kpicewy.

Edv wapete peyorvtepn 66on Keppra amé tnv kavovikn

O mBovég avemBounteg evépyeteg g vepdocoroyiog ivarl vevnia, di€yepon, exOpdtTa, peimon g
EYPNYOPONG, KATAGTOAN TNG AVOTVOTG KOl KMLLO.

Emikowvoviote pe 1o y1otpd cog edv €xete mipel Teptocotepa diokio amd 6ca Ba énpene. O yaTpdg cag
Ba amopacicel TV KOADTEPT SOLVATOV AVTILETOTICT TNG VLEPOOCOAOYING.

Edv Eeydoete va wapete To Keppra:
Emikowvoviote pe 1o yiotpd cag edv €xete mopareiyet pio 1 mepiocdtepes SOGELS.
Mnyv maipvete STA O™ Y10, VO OVATAN POCETE TPOTYOLLEVT OO0T oV EEYAOATE.

Edav ectopatiocete va naipvete Keppra:

Ye mepintoon dwkomng g Oepamneiag, To Keppra npénet va dwokomtetar Pabuiaio yio vo amopevyfel n
emdeivoon tov Kpicemv. Edv o yiotpog amopacicst va otapoatnoet n Oeponeio cag pe to Keppra,
avtog/ovt Ba oag dmoet 0dnyieg Yo ™ Pabuaio diakomr tov Keppra.

Edv éxete meplocdtepeg EpMTNCELG GYETIKE LLE T YPNOT GVTOV TOL PAPUAKOVL, POTNGTE TO Y10TPO 1) TO
QOPUAKOTOLO GG,

4. IMBavéc avemOBOuNTES EVEPYELES

Onwg 6Aa ta pdppoka, £T61 Kot aLTd TO EAPUAKO UTOPEL VO TPOKAAESEL AVETIOVUNTEG EVEPYELES, OV KOl
dev mapovstalovial oe OAOVS TOVG avOPOTOVG.

Evnuepdote apécmg 1oV Y10Tpo 606, 1| TNYUIVETE GTO TUNLO ETELYOVTMV TEPLGTATIKOV TOV

TANGLEGTEPOV VOGOKOUEIOV, EAV ENPUVIGETE:

. advvopia, taon Amobupiag 1 {An 1 duekoAia 6TV avamvon, KaOmg avtd Umopel va eitvat
CUUTTOUOTO GOPOPNG OAAEPYIKNG (OVOPLAOKTIKNG) ovTidpaong

. 010110l TOL TPOGMTOV, TOV YEIAADV, TNG YADCGCAG Kot ToL papvuyya (oidnpa tov Quincke)



. YPIA®ON cuUTTOMOTH Kot eEAVON O 6TO TPOCMOTO Tov aKoAovdeital amd exteTapévo eEavOnua pe
VYNAO TLPeTd, avénpéva enineda NTATIKOV ViUV oT1G £EETAGEIS aipatog Kot avénuévo aplBpd
€VOG TOTOV TV AEVKOV ALILOGOALPI®mV (MOGIVOPIAIN), SI0YKOUEVOLG AEUPAIEVES KOl GUULETOYN
GAA®V 0pYAVOV TOL COUATOG (AVTIOPOOT) OTO PAPLAKO UE NOGIVOPIALD KOl CUGTNHOTIKE
countopota [DRESS])

. CUUTTMOUOTO OTT®G YOUUNAOG OYKOG 00p@V, KOVPUGCT), VOUTIH, ELETOG, GUYYVOT] Kol 0101 TOV
TOOLDV, TOV ACTPAYAA®Y 1] TOV KATO AKp®V, KABOS avTd pmopel va eivol COUTTONOTO E0PVIKNG
pelmwong g veppikng Aettovpyiog

. depuatikd eE4vONL, TO 0010 UTOPEL VO GYNUATICEL AVKTOLVES KO VO, TTAPEL TN LOPOT UIKPDV
OTOYOEWMV OALOIDCENDV (KEVTIPIKEG OKOVPEC KNAIDEG TTEPIKAEIONEVESG 0l pia TO YAMUN TEPLOYN
LE £VOV 0KOVPO SUKTUALO YOP® amtd TO TEplypoappa) (molduoppo pvbnua)

. EKTETOUEVO EEAVONLOL LLE PAVKTOLVEG KOl ATOAETLON TOV OEPUOTOC, EWOIKE YOP® AT TO GTOUA, T
o, TO LATIO Kot T YEVVITIKG Opyave (covopouo Stevens-Johnson)

. pa o cofapn popen e£avOnLaTog Tov TPOKAAEL ATOAETION TOV SEPLATOG O TEPIGGATEPO OO TO
30% NG COUOTIKNG EMPAVELNS (T01KcH ETLOEPUIKT VEKPOAVTN)

. onueio coPfapdv vonTikdv oAlaydv 1 €0V KATO10G YOP® GOC TOPATNPNCEL GNUEin GUYYVONG,

vvnAa (vioTa), apvnoio (Am®AEL LvAUNG), EXNPEAGUEVT] LVIUN (0QNPNUAdR), LT QLUGIOAOYIKY|
GUUTEPLPOPA 1| GALD VEVPOLOYIKA CNUEIN OO OKOVGIEG 1] LN EAEYYOUEVEG KIVIOELC. AVTA Umopel
va. €lval GUUTTOUATA EYKEPAAOTAOELOC.

O1 o0 oLy VA avaPePOIEVES OVETIOVUNTEG EVEPYELEG Elval pvoPapLyYiTIda, vITVNAia (VOoTA),
ToVOKEPAAOC, KOmwon Kot (aAn. v apyn g Bepameiog 1 pe v adénon g 06omg, avemBounTeg
EVEPYEIEG OTMG T VOGTO, 1] KOTT®ON Ko 1) (AN pmopel va eivar cuvnBéotepeg. Ot evépyeteg avtég Oa
TPETEL VO ELOTTAOVOVTAL [E TNV TAPOSO TOV YPOHVOV.

MoAv ovyvég: pmopel va tpocsPdirovy tepioeotepa amd 1 ota 10 dtopa
o pwoeapuyyitda,
. vvnia (VHGTa), TOVOKEPAAOG.

Yoyvég: umopet vo mtpooParrovy émg 1 ota 10 dropa

. avope&ia (ammAelo 6peEnc),

. KATAOAY, exBpkdTNTA 1) EMOETIKOTNTA, AYYOGC, VIVNALL, VELPIKOTNTO 1| gvEPEDioTOHTNTO,

. OTAGHOL, dloTapoyn TG 1Wooppomiag, CaAn (aioBnon aoctdbeiag), AMBapyog (EAdenyn evépyelag Kot
gvBovolacpot), Tpouog (aKoHo1o TPEUOVAO),

iAyyog (aicOnua TeploTpoPg),

Prixes,

KOWMOKOG TOVOC, ddppota, dvoreyio (Suokorio oTtny TEYN), EUETOG, VOUTIA,

e&avonua,

advvapio /k6Tmon (kovpaon).

Oy ovyvég: pumopel va mposfaiiovy €o¢ 1 ota 100 dropa

. UELOUEVOG aPIOUOC AUOTTETAA®Y, HEIWUEVOS 0PLOUOG AEVKDY LOCOUPI®Y,
. peiwon tov Bapovg, avénomn tov Bépoug,
. OTOTELPO. CVTOKTOVIOG KOl CKEWYELC OVTOKTOVIOG, YUK SlaTopayr], 11 QLUGIOAOYIKT] CUUTEPLPOPA,

yevdaicOnon, Bvudg, cdyyvon, kpion Tavikov, cuvalsOnuotikn actdbelo / SIKVUAVGEIS TNG
cuvaleOnuatikng d1dbeonc, diéyepon,

. apvneio (amdiea pvnung), exPdpoven g uvnung (tdon va Eeyvdte), un eLGIOA0YIKOC
oVVTOVIoHOG / ata&io (emiBdpuvon Tov GLVTOVIoUOD TV KIVIGE®V), Tapalctncio (LupUnYKIOGHLA),
dlatapoyn TS TPocoyns (ATMAELD TS GVYKEVTPMOOTG),



dumhonia (dumAn 6pacn), Baunn 6pao,

aVENUEVES / U1 PLGTIOAOYIKEG TIEG OTA OMOTEAEGUATO piog EEETAIOTG TG NTOTIKNG AELToVpYiog,
TPYOTTOOT|, £KCENA, KVNGUOG,

poikn advvapio, pooiyio (Loikdg Toévog),

KAK®OT).

Yravieg: pmopei va tposfaiiovy €wg 1 ota 1000 dtopa

Loipmdn,

HELOUEVOS aplBOC OAMV TV aploc@opinv,

cofapéc addepykég avtidpacelg (DRESS, avagpuiaxtik) avtiopacn [cofapn Kot GNUOVTIKY
oAdepykn avtidpaon], oidnua tov Quincke [TpN&ipo TOV TPOCHOTOL, TOV YEMMV, TNG YADGGOS Kol
TOV Acpov)),

LELOUEVT] CLYKEVTPMOGT] VATPIOV GTO aipla,

OQVTOKTOViO, SATOPUYEG TNG TPOSOTIKOTNTAG (TPOPANLATA GUUTEPLUPOPAS), LT PLCLOAOYIKN OKEYT
(Bpadvnta okéyng, aduvapio GUYKEVTPMOONG),

TOPOA PN L,

gykeparomdadeio (PA. vroevotnTa "Evnuepdote auéoms To yotpd cag" Yio ASTTOUEPT| TEPLYPAPT
TOV GCUUTTOUATOV),

mBavn emdeivoon 1 adéncn g CLYVOTNTIC TOV ETANTTIKAOV KPIGE®V,

ave&édeyKTol LUikoi oToGUOL, TOV TPOGPAAAOVY TV KEQUAT, TOV KOPUO KAl TO AKPO, OVCKOALD
ELEYYOL TOV KIVIICE®V, VITEPKIVNGia (VITEPSPACTNPLOTNTA),

petafoin tov kapdiakov puhUoy (GTO NAEKTPOKAPIOYPUPTILLLL),

TOYKPEOTITION,

NTOTIKN AVETAPKELD, NTATITION,

Eapvikn pelmon g veepikng Aettovpyiag,

deppoTikd eEavOnua, To omoio pmopel va oyNUATIcEL QADKTOIVES KO TAIPVEL T1 LOPPT] GTOYOEWODV
OAAOLDOOEWMV (KNAMOEG LE GKOVPOYPOLO KEVTPO Kol ®YPT TEPLPEPELN, 1) OTToia TEPIPAAAETAL QIO EVal
OKOVPOYPOUO SUKTOAL0) (TolDuoppo epdBnua), extetapnévo eEavOnua ne EAOKTOVES Kot
OTOAETION TOV SEPUATOG, EWOIKE YOP® OO TO GTOUA, TN HOTT), TO HATLO KOL TO YEVVITIKE Opyoval
(abvipouo Stevens-Johnson) kai puo o coPapn LOPEY| TOL TPOKAAEL ATOAETION TOV OEPUOTOC GE
neplocdTEPO 0o T0 30% TNG COUATIKNG EMPAVELNS (T0lIKH EMIEPUIKT VEKPOAVOT]),
papdopvéivong (Sdomacmn Tov HVIKOL 16ToV) Kot oYeTICOUEVN AOENON TNG KPEATIVOPMOGPOKIVAGNS
aipartog. O emmolacpog eivol onpovikd vynAotepog o lanwveg acbeveic oe oVuyKplon pe un
lanwveg acBeveic.

YOAOTNTA 1] SVGKOAID GTO TEPTATN LA

oLVOLOCUOG TVPETOV, HVTKNG duokapyiag, 0oTafobg apTNPLOKNG TEONS Kol KAPIIOKNG
oVYVOTNTOG, GVYYLON, XAUNAO eninedo cuveldnong (Lmopei va, ivan onpeia dtatapayng, 1 oroio
ovoudleton vevpodnmrixo koxonleg ovovopouo). O EMmOAAGUOC EIVOL GNUAVTIKE VYNAOTEPOG GTOVG
lanwveg acbeveic cuykpitikd pe Toug un lanwveg acOeveis.

oAb omavieg: unopet va tpocsPdiiovy émg 1 ota 10.000 dropa

EMOVOAAUPOVOUEVES AVETBOUNTES GKEWELG 1) UGONGEL 1] EMITOKTIKT OVAYKT V. KAVETE KATL EavE
Kot Eova (10E0YUYOVOYKOGTIKY dloTapoyn).

Ava@opd avemOOpuNTOV EVEPYELOV

Edv mapotnproete Kamoto avemBOUnTn EVEPYEL, EVIUEPMDGTE TOV YIATPO 1] TOV (POPLOKOTOLO GOG. AVTO
oYvEL Kot Yo KaOe Thavn avemBountn evEPYELD TOV OEV AVOPEPETOL GTO TOPOV PUALO 0JINYIDOV YPNONG.
Mmropeite eniong va avoaeépete avemBountec evépyeleg amevbeiag, LEG® Tov €6ViKOD GLOTNUATOC
aAvVopopag:



EBvikdc Opyaviopog @apudkmv

Meooyeiov 284

GR-15562 Xolapyog, ABnva

TnA: + 30 21 32040337

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

Méom g avapopdg avemBountmv evepyelmv pnopeite va fondioete 61 GLALOYN TEPICCOTEPOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOIVTOG QOPLLAKOL.

5. og va puraccete To Keppra

To @dppoko ovtd TPEMEL Vo PLAAGCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV Ta TOLOAL.

Na pn (pMOOTOLEITE AVTO TO PAPLOKO LETE TNV NHEPOUN VIO AENG TTOL OVYPAPETOL GTO KOVTL LETA TN
AéEn AHEH ko v koyédn petd m Aéén EXP.

H npepounvia AMéng eivar n televtaio LEPA TOV UNVOL TOV AVOPEPETAL EKEL.

Av16 10 QapLOKO deV amartel Wlnitepeg cLVONKES POAAENC.

Mnyv metdte APUOKO OTO VEPO TNG OMOXETEVOTG 1] 6T GKOLTIdW. POTNoTE TOV QOpLUaKomold oag yio To
O VO TETAEETE T PAPULAKO TOV JEV ¥PNOYLOTOIEITE T AvTd T LETPa. B fondncovv oty TpooTacia
oV TTEPIPEALOVTOC.

6. Iepreydpeva TG GLOKELUGTOG KO AOTTEG TANPOPOPiEg
Ty negpréyer o Keppra

H dpactikn ovcia ovoudletor AefetipakeTaun.

"Eva d1okio Keppra 250 mg nepiéyet 250 mg AePetipaxeTapn.
"Eva d1okio Keppra 500 mg mepiéyet 500 mg AePetipaxeTapn.
"Eva dwoxio Keppra 750 mg nepiéyet 750 mg AePetipaketdpun.
"Eva diokio Keppra 1000 mg mepiéyer 1000 mg AePetipaxeTaun.

Ta GAha cvotatikd givat:

Tvprvog dioxiov: vatplovyog d10eTAVPOVUEVT KapUEALON, ToAvaBvievoyivkoin 6000, Gvodpo
KOALOEWEG 0&€IS10 TOV TLPITIOV, GTEATIKO [LOYVIG10.

Emucdioym pe vpévio: vdpoivbeica molvPivurarkoorn, d10&eidio Tov titaviov (E 171),
molvaifvuievoyilvkoin 3350, TAAKNG, YPWOTIKES ovoieg™.

*OL pmoTIKEG 0VGiEg etvat:

Keppra 250 mg: wdwoxappuivio (E 132)

Keppra 500 mg: kitpivo o&gidto tov aidnpov (E 172)

Keppra 750 mg: kitpivn Adxka apytkiov (E 110), epubpo o&eidio tov cdnpov (E 172)

Epgavion tov Keppra kou Tepieyépeva T 606KELAGIOG

Ta emucodoppéva, pe Aemtd vpévio diokio Keppra 250 mg givon prhe, emunkn pe pnkog 13 mm, pe
onuelo TOUNG Kot e XOpayHévo o pic TAELPE Tov KmOwKa «ucby kot «250%.

H Swymprotikn ypapun ypnopedet pdévo yia va d1evkolbvel T Bpadon yio SIELVKOAVVOT) TG KATUTOONG
KoL OYL Y10, TO S0y ®PIGUO o€ 156G dOGELC.


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

To emkaivppéva pe Aemto vuévio diokio Keppra 500 mg sivor kitptvo, emunkn pe uikog 16 mm, pe
OMNUEID TOUNG KoL LE XOPAYHEVO 6TN pio TAELPE TOV KMOUKa, «ucby kot «500».

H dwyopiotikn ypoppn xpnoedel Hovo yia vo SIEVKOADVEL T Bpadon Yo SleEVKOAVVOT| TG KATUTOoNG
Kol Oyl Yo TO daywploud o€ ioeg dOOELS.

Ta emucoloppévo, pe Aemtd vuévio diokio Keppra 750 mg gival moptokord, emunkn pe pikog 18 mm, pe
onNuEl0 TOUNG Kot E XOPOYHEVO 6N pic TAELPE ToV KmMOUKa «ucby kot «750%.

H Swymprotiky ypapun ypnopedet pdévo yia va d1evkoldvel T Bpadon yio SIELVKOAVVOT) TG KATATOGNG
KO OYL Y10, TO S0y ®PIcHd o€ i6€g dOGELC.

Ta emkaivppéva pe Aemtd vuévio diokio Keppra 1000 mg givor Agokd, emunkn pe unkoc 19 mm, pe
oNUELD TOUNG Kot UE YopayHévo ot pia TAevpd Tov Kmdouke, «ucby kot «1000x.

H dwyopioticn ypoppn xpnoedel Hovo yio vo. SIEVKOADVEL T Bpadon yio SleVKOAVVOT| TNG KATATOoTG
Kol Oyl Yo To Slaywpiopd o€ ioeg dOOELS.

Ta diokia Keppra gival cuokevacpéva o€ kKoyéreg Tov dlotifevtal € KOVTLA Ao XOPTOVL, TO OTTOlN

MEPLEYOLVV:

. 250 mg: 20, 30, 50, 60, 100 x 1, 100 emkoivppéva pe AenTO VUEVIO d1oKIO KO TOAAATAEG
ocvokevacieg mov epiEyovy 200 (2 cvokevaciec tov 100) emikalvppéva pe Aemtd vpévio diokia.

. 500 mg: 10, 20, 30, 50, 60, 100 x 1, 100, 120 emkaAvppéva pe AETTO VUEVIO dlokio KOl TOAAATAEG
ovokevaoies mov tepiEyovv 200 (2 cuokevacieg twv 100) emkorvppéva e Aemtd viévio diokia.

. 750 mg: 20, 30, 50, 60, 80, 100 x 1, 100 emkalvppéva e AETTO LUEVIO d1OKIN Kol TOAAATAES
ocvokevaoieg mov epi€yovv 200 (2 cvokevaciec twv 100) emkaivppéva pe Aemtd vpévio diokia.

° 1000 mg: 10, 20, 30, 50, 60, 100 x 1, 100 emcoAvupévo pe AETTO VUEVIO OLoKIM KoL TOAAUTAES
ocvokevaocieg mov mepi€yovv 200 (2 cvokevacieg Tmv 100) emkalvppéva pe Aemtd vévio diokia.

O1 ovokevacieg Tov 100 x 1 diokinv datiBevtatl oe drdTpnteg KOYELES LOVAS®Y OGN G OTo
arovpivio/PVC. Oheg o1 dhheg ocvokevaoies datiBeviar og Kavovikeés Koyereg arovptviou/PVC.

Mmopei va unv Kokho@opohv OAEG Ol GLCKEVAGIEC.

Kéroyog Aderog Kvkrhogpopiag
UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpv&élieg, Bédyto.

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

Mo omoladnmote TANpoPOpia. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakareiche va anevBuvheite
0TOV TOTIKO avTmpdsmno Tov Katdyov g Adstag Kukiogpopiog.

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UAB Medfiles
Tel/Tél: +32/(0)2 559 92 00 Tel: +370 5246 16 40



Bbarapus
10 CU BU boeirapus 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

EALada
UCB A.E.
TnA: +30/2109974000

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

France
UCB Pharma S.A.
Tél: + 33/ (0)1 47 29 44 35

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

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

Island
UCB Nordic A/S
Simi: +45 /32 46 24 00

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

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 0.0.
Tel.: +48 22 696 99 20

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

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

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

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

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



Kvzmpog Sverige

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

Medfiles STA
Tel: +371 67 370 250

To mwapov ¢vAho 00NYLOV Yprions avaBswpnOnke Yo TeELEVTAIO POpd Tov OKTOBprLo 2025.
Adrec ANYEG TANPOYOPLAY

Aentopepeic mAnpoopieg yia 1o eappako avtd gival dabéoieg oto dikTvaKd 1Mo ToLV Evpomaikol
Opyaviopov oppdxamv: https://www.ema.europa.eu.



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

®vrho ooNYIOV ypions: IIAnpoeopieg Yo Tov acOevi|

Keppra 100 mg/ml nécipo dvaiopa
AePeTipaxeTaun

AW PaoTe TPOGEKTIKA OLOKANPO TO QPVALO 0ONYLOV YP1ONGS TPLY EGEIC 1| TO TUOL 60 UPYICETE VA
TAIPVETE GVTO TO PAPLOKO, OLOTL TEPLAAUPAVEL G UAVTIKEG TANPOPOPIES Y10 GOG.

DdvAid&te avTd TO PUALO 0dNYIOV YpNomg. Towg ypelootel va to dfdacete Eovd.

Edv éxete mepartépm amopieg pOTHOTE TOV Y1OTPO 1) TOV POPLOKOTOLO GOG.

H cvvtayn yio ovtd 10 eapproKo xopnynonke amokAEloTIKA Yio 6aG. Agv TPEMEL VO ODGETE TO
QAapLOKO 0€ GALOVG. Mmopel va Tovg mpokaiéoel PAGPN, aKOUa Kot OTOV TOL COUTTOUATO TNG
acBéveldg Toug elvat 101 pe ta O1Kd GO,

Edv mapatnpnioete Kamola ovemBOUNTn EVEPYELDL , EVILEPADGTE TOV YIOTPO 1| TOV PUPHOKOTOLO GOC.
AvT0 1oyveL Kot Yo kaOe mhavr avemBountn vEPYELR TOL OEV AVOPEPETAL GTO TOPOV GUALO
odnywmv yprone. Biéne mapdypagpo 4.

T epréyel To TaPOV QVALO 00N YLOV

ANl e

1.

Tt etvaun to Keppra kot wota givor ) xpron Tov

T pémer va yvaopilete mpv ypnopomotnoete to Keppra
IIdg va mapete 1o Keppra

[Mbavég avemBounteg evépyeteg

ITodg va purdccete to Keppra

[Tepreydpeva tng cuokevaciog Kot AOITEC TANPOPOPiEg

T eivan 10 Keppra kou oo eivan i prion tov

H AeBetpaxetdun eivatl Eva avTiemAnTTiKd ApHoKo (QAPLLOKO TO OTTOI0 ¥PNCULOTOIEITOL Y10, TN
Bepancio Tov kpicewv emAnyiag).

To Keppra ypnoyomoteitot:

®G LOVO PAPLOKO G€ EVAAIKES Kat €pNPoug amd 16 etmdv pe veodayvwceica eminyia, yio T
Bepamneio evog cuykekpiuévov Tomov eminyiog. H entinyia givon pio mdbnon otnv onoia ot
aocBeveic eupaviCovv emavorapPoavopeveg kpioeig (eminmrikég kpioelc). H AePetipoketdun
YPNOYLOTOLEITAL Y100 TOV TOTO EKEIVO TNG EMANYING GTOV 0TTOI0 Ol EMANTTIKEG KPIoELS oyl
TPOSPAAAOVY HOVO Lo TAELPE TOV EYKEPAAOV OAAL, LETEMELTO, UTOPEL VO ETEKTABOVV GE
UEYOADTEPEC TEPLOYES KL OTIG OVO TAEVPEC TOV EYKEPAAOV (ETIANTTIKY KPIoT EGTINKNG EvapENG Le
N xopig devtepoyevn yevikevon). H Aefetipaketaun ocag xopnyndnke amd to ytpd cag yio
Leiwon Tov aplfod TOV ETANTTIKOV KPIGEWDV.

GUUTANPOUATIKA LE GALO AVTIEMANTTIKA appaka yio T Oepameios:

. TOV EMANTTIKOV KPIGEWV E0TIOKNG Evaping Le N xwpig YeviKevoT 6e eVAMIKES, o,
Tond1d kot Ppéen niikiog omd 1 unvog

= TOV LVOKAOVIK®V KpicewV (Bpayeieg, oTAcU®mOIKEG AKOVOIEG KIVIGELG EVOG LLOG 1) 1iog
OAdUG HVDV) 68 EVAMKES Kol eprPovg amd 12 eTMV Pe VEAVIKT] LVOKAOVIKT AN,

= TOV TPAOTOTAODG YEVIKEVUEVMV TOVIKOKAOVIKGV Kpioewv (coPapéc kpicelg oTIC omoieg

TeEPLOUPAVETAL 1] OTOAELD GLUVEIONONG) O8 eviAKeG Kot €1foug nAkiog amd 12 eTdv pe
wWromadn yevikevpévn emAnyia (o THTOG TG EMANYING OV TIGTEVETAL OTL EYEL YEVETIKA
aitia).



2. Tvrpéner va yvopilete apwy ndpete 10 Keppra

Mnyv napete 10 Keppra
. o€ MePITTOOT aALePYiaG 0T AEPETIPAKETAUN, OTO TUPPOMOOVIKA TAPAY®YQ 1) GE OTOLOONTOTE
GAAO OO TOL GVGTATIKA VTOL TOV PUPUAKOL (AVAPEPOVTAL GTNV TOPAYPUPO 6).

IIpogidomounoelg Ko TPOPLAGEELS
AmevBuvbeite otov ylatpd cag tpwv whpete to Keppra

. Edv vmogépete and mdbnon veppav, akorovdnote Tig 00nyieg Tov YaTpov cag Avtog/avtn a
amoPacicel av 1 0001 Gog O TPEMEL VoL TPOGUPLOGTEL.

. Av TopatnpnoeTe 0TodNTOTE EMPPASVVOT GTNV AVATTLEN TOV TOd100 GOG 1 OTOLUONTTOTE
Eapvikn emttayvvon g epnPeioc, Tapakaieice va angvbvvieite oto yaTpd cag.

. "Evag puepoc apBpoc atopwmv mov vroPfAndnkav o Oepaneio pe avtieminmrikd énwog 1o Keppra

EUPAVICOV OKEYELG OVTOTPAVUATICUOD 1] UTOKTOVIOG. AV EYETE CUUMTAOUATO KOTAOAIYNG KA
100G OV OVTOKTOVING, TAPAUKAAEIGTE VO ETIKOIVOVIGETE LLE TO YIOTPO GOC.

. Edv éxete otkoyevelako 1 10Tpikod 16TOPIKO aKavOVIGTOL Kapdlokoh puOpov (speavég o
NAEKTPOKAPIIOYPAPNLA) 1| EGV TAGYETE amd VOGO /Kol Aapfdvere Oepaneio mov cog kabiotd
EMPPENEIG 0€ AVOUOAIEG TOL KOPIIOKOD TOALOV 1| AVIGOPPOTIEG AAATOV.

Evnuepdote Tov y1atpd 1 TOV GOpUOKOTOL0 oag 4V KATOw amtd T1G akOAoVOES avemBOUNTES EVEPYELEC

yivetor coPapn N dropkel TEPIOGOHTEPO OO PEPUKEG NULEPES:

. Mn @ucloloyikég okéyelg, aicOnua evepediotdoTTog N avtidpaon mo emifetikn o’ 6Tt cLVHBWC, 1
av £0€lg 1 1 OIKOYEVELY GOG KOl Ol PIAOL GO TAPUTNPNOETE ONUOVTIKEG aALAYEG 0T O1dbeon 1 TN
GUUTEPLPOPA.

. Emdeivaon g emiinyiog:

Ot emATTIKEG KPIOELS GO UTOPEL G€ OTAVIES TEPIMTOGELG VA EMOEV®OOVV 1} va avénbei 1
GLYVOTNTA TOVG, KLPIMG KOTA TN SLIPKELN TOL TPMOTOV UNRve. HeTd v Evapén tng Bepameiog 1 v
avénon g d6oNG.

e o ToAD omévia popen emAnyiog Tpodung évapéng (eminyia mov oyetiletan pe HETOALAEELS
otnv SCN8A) mov mpokorel TOAAATAOVG TOTOVG EMANTTIKMV KPIGEWV KOl ATMAELD SEELOTHTOV,
UTOopEL VO TapaTNPNOETE OTL Ol EMANTTIKEG Kpioelg eEakorlovBovv va vTdpyovV 1| EMOEVOVOVTOL
Katd T ddpkeln TG Bepaneiog cag.

Edv eppavicete kKamolo and avtd ta véa cupmtdpata Kotd T Afyn tov Keppra, emokepbeite Evav watpo
TO GLVIOUOTEPO dLVATO.

Howowd kan Epnpor
. To Keppra dev gvdeikvutor o€ madid Kot eprfouvg kdtw tv 16 etdv og povo eéproko
(novobepameio).

Alha @éppoxo ko Keppra
Evnuepdote to yuorpd 1) To @opuokomold cag eqv TOipVETE, YETE TPOCPOTA TAPEL 1| LITOPEL VO TAPETE
OTOLOONTTOTE GAA POAPLLOKAL.

Mnyv mépete TOAVAUBVAEVOYAVKOAN (€VO QAPHLOKO TOVL YPNCILOTOLEITAL WG KABAPTIKO) Yia pio dpa TPV
Kol pio opol LETA T My TG AePETpakeTaUNS S10TL aVTO UTOPEL VO 001 YNOEL G€ LElmoT TS OpAonC
me.

Kinon ka1 Onioopog



Edv eiote éyxvog 1 OnAdlete, vopilete 0T1 pmopei va €iote £yKvog 1) oYEOALETE VO OMOKTAOETE Tod,
{ntote T GLUPOVAT TOL YLITPOD GOC TPLY TAPETE OVTO TO PAPLLOKO.

H AePetipaxetaun pmopei va ypnoiponomei katd tn S1dpKela TG EYKLULOCHVNG LOVO EGV UETA OO
TPOGEKTIKY 0510AdyN o™ Kpbel avaykaio amd Tov yiaTpd oag.

Agv Bo Tpémel va dtakdnteTe T Bepameio cug yopic va To GuINTACETE LLE TOV YIOTPO GG,

Agv pmopel va amokAelotel Telele 0 KivOuvog ELEAVIONG GLYYEVAV OVOLOAIDY GTO TTAdl GAG TOV OgV
&xel yevvnOel axopo. AVo HEALETEG dEV VTTOJEIKVVOVY BENUEVO KIVOLVO ODTIGUOV 1 VONTIKAG AV Piog
o€ Toud1d mov yevvhOnkov amd puntépec mov EAaPav Bepameia pe AePETIpOKETAUN KATA TN SLAPKELD TNG
KOmong. 2610600, T 6100£c1La OEdOUEVH OYETIKE e TNV EMIOpAON TNG AEPETIPAKETAUNG OTN
VEVPOAVATTUEN TOV TALOIDV EIVOL TEPLOPIGUEVAL.

Agv cuviotdton 0 Oniacpog Kotd T didpkelo g Oepaneiog.

00nynon Kot YEPLGUOS PNYUVIILATOV

To Keppra pnopet va ennpedoset v wavotntd cog vo odnyeite N} va yepileote epyaleio | unyovipota,
d10TL pumopel va cag TpokaAEésel vavnAia. Avto givorl mlavotepo oty apyn g Bepanciag | €neita amod
avénon g 06omns. Aev Ba mpémel va odnyeite N va yewpileote unyavipato £0¢ 06Tov emiPefaiwdel 6TL N
KOVOTNTA GOG VO TPOYUATOTOLEITE TETOLEG OpUoTNPLOTNTES OgV emnpedleTal.

To Keppra nepiéyer pedvreotépa tTov napoidposvpevioikov o&fog, Tpomviestépa TOV
napadopo&uPevioikod 0&€0g Kol paiTiTOL

To Keppra nooiplo didivpa tepiéxet pebBoviestépa tov mapatidpofuPevioicon o&éog (E218) ko
wponvAeatépa Tov mopatidpouPevioikov o&éog (E216) Ta omoia evdeyouévag va TPOoKaAEGOVY
oAepYIKEG avTidpdoelg (mBavd emPBpaduvopevon TOTOV).

To Keppra méoyio didhvpa mepi€yel emiong LOUATITOAN.

Edv cog €xel met o yratpds cog 0Tt Exete ducsavedio o KATO10VG GaKYAPITES, EMKOIVMVIOTE LE TO YUTPO
GOG TPLY TAPETE OVTO TO PAPLLAKO.

To Keppra nepiéyel vatpio
To @dppaxo avtd mepiéyel Aydtepo and 1 mmol varpiov (23 mg) avd ml, eivar avtd mov ovopdlovpe
«ehevbepo vatpiovy.

3. og va wapete To Keppra

[Tédvtote vo maipvete avTd TO0 PAPUAKO OVOTNPE COUP®VA UE TIG 00NYiEG TOV Y1ATPOD GG 1) TOV
popprokonotod. Eav éxete apoifolieg, potoTe TO Y10TPO 1 TO POPLOKOTOLO GOC.

To Keppra mpénet va Aapfavetor 600 gopéc Ty nuépa, pio 1o Tpomi Kat pio to fpddv, mepimov v ido
mpa kabe pépa.

[épete 10 OGO S1GAVIE COUE®VA LE TIG 00NYiEG TOV YLOTPOV GOg.

Movobeparneio (amo 16 eTwv)

Eviihkeg (=18 grv) kot Epnpor (06 16 eT@V) :

Metprote TNV KATtdAANAN 860M Ypnoiponotdvtag ) ovpryya tev 10 ml mov mepiéyeton o cvuokevacio
v acBeveic omd 4 eTdV Kat Avo.

Suviotdpevn 86on: 1o Keppra Aappdvetarl 600 popéc nuepnoing, sinpnuévo oe dVo iceg 006ELg, N Kabe
pio do6om petpdrtan peta&d S ml (500 mg) kon 15 ml (1500 mg).

Ortav apyicete va maipvete Keppra, o yotpog Ho 60c GuvIayoypaenostl pa younidétepn ooon yo tig 2
efdouadeg mov Ba TponynHovv g YaunAoTEPNC NUEPHOLOG OOGTG.




2ourinpopatikiy Osporeio

Aodon o€ evijmkeg kot epffovg (12 £mg 17 e1ov):

Metpriote TNV KATAAANAN 360N XpNOIUOTOI®VTAG T oVptyya Tev 10 ml Tov mepiéyetar ot cvuoKevaGia
v acBeveic omd 4 eTdV Kt Avo.

Suviotdpevn 06on: o Keppra Aapfdvetal 600 popéc nuepnoing, dinpnuévo oe dvo ioeg 00G¢Lg, 1 Kabe
pio doom petpdrtan peta&d S ml (500 mg) kon 15 ml (1500 mg).

A661 6€ TEWLE 6 PNVAOV KoL AVO:

O ywtpdg oag B GuVTAYOYPUENGEL TV KATAAANAGTEPT Lopen) Tov Keppra, cOppwva pe tv nikia, to
Bapoc kat tn doom.

Mo tada a6 6 pvav £0g 4 YPovev, LETPNOTE TNV KATAAANAN dOGT XP1CLLOTOUDVTAS T GUPLYYo
TV 5 ml oV TEPLEYETAL GTI GLOKEVOGIA.

Mo oo ave Tev 4 ETOV, LETPNOTE TNV KATAAANAT 06N XPNOUOToId®VTaS T cVUptyyo Tov 10 ml Tov
MEPLEYETAL GTT] GVOKEVAGICL.

2uviotdpevn d6on: to Keppra Aapfdavetor 600 gopéc nuepncimg, dinpnuévo oe d00 ioeg d6aelc, 1| KAOe
pio doom petpdran petacd 0,1 ml (10 mg) ko 0,3 ml (30 mg) avd KIhd couatikov Bépove Tov Tud1ov
(BAémete TOV O KAT® TiVOKO, Y10 TOPASELYHATO OOOTC).

Adon 6€ TOOLA 6 PNVAV KAl AvVe:

Sopatikd Bapoc | Adom évapéng: 0,1 ml/kg dVo popég v nuépa | Méytot doon: 0,3 ml/kg dvo
QOPEC TV MYEPQL

6 kg 0,6 ml 0o Qopéc TV NuUéEPa 1,8 ml 6v0 Qopég TNV Nuépa
8 kg 0,8 ml Vo Qopéc TNV NuéEpa 2,4 ml dvo Qopéc TNV NUépa
10 kg 1 ml 8bo popéc TNV nuépa 3 ml 8Yo popéc TNV nuépa

15 kg 1,5 ml dvo gopég v nuépa 4,5 ml %0 @opéc v nuépa
20 kg 2 ml 600 Qopéc TV Nuépa 6 ml 600 Popéc TV NuUépa

25 kg 2,5 ml dvo eopéc Ty nuépa 7,5 ml dvo Qopéc TNV Nuépa
Amd 50 kg 5 ml 800 popég TNV nuépa 15 ml dvo @opég v nuépa

Aocoloyia o€ Bpéen (1 pnvog Mg KAT® TOV 6 pNVOV):

INo Bpéon a6 1 pnvog £O¢ KATM TOV 6 PNVOY, LETPNOTE TNV KATAAANAT OGN PN CILOTOLOVTOG T
ocvpryyo Tov 1 ml mov mepiéyeTon 6T GLoKEVAGIA.

Yuviotdpevn 86on: o Keppra Aappdvetarl 600 popéc nuepnoing, dinpnuévo ae dvo iceg 006eELg, N Kabe
pia d6om petpaton petasd 0,07 ml (7 mg) kot 0,21 ml (21 mg) avd Kihd copoticod Bapovg Tov Ppépovg
(BAémete TOV MO KATO TWIVoKa Yo TopadelypaTo S00NC).

Adbon o€ Bpéon (1 pnvig g KATO TOV 6 PNVAV):

Zopotikod Bapog | Adon évapéng: 0,07 ml/kg dvo popég v Méyiot 66on: 0,21 ml/kg dvo
nuéPo: QOpEg TV Nuépa
4 kg 0,3 ml dvo Qopég TV Nuépa 0,85 ml 600 popéc v nuépa
S5kg 0,35 ml 600 popég v nuépa 1,05 ml 600 @opég v nuépa
6 kg 0,45 ml 600 popég v nuépa 1,25 ml 600 @opég v nuépa
7 kg 0,5 ml Vo Qopéc TNV NuéEpa 1,5 ml Vo Qopéc v nuépa
Tpomog yopnynong:

AoV petpfoete T 6oTH 600N e TNV KATAAANAN cOptyya, To Tdoio dtdivpe Keppra propet va
dtolvetan o€ €va TOTHPL vePO N o pmpumepd. Mropeite va ndpete to Keppra pe 1 yopig poayntd. Metd
YOPNYNON A0 TO GTOUA UTOPEL VO ELPAVIGTEL 1) TKPT| YEOLOT TNG AEPETIPOKETAUNG.



Odnyieg yuo Tov TPOTO YPHONG TG SHPLYYOC:

Avoi&te ) 1dAN, MECTE TO TOUA Kot GTPIYTE TO o€ avtiBeTn Popd Tng Kivinong Tov deikTn Tov
poAOYLOV (eKOVaL 1).

®@

Axolovbnote ovtd ta fpata Ty TpmTn eopd Tov maipvete o Keppra:

- Apaipéote 10 EAPTNUO TPOGAPLOYNG OO TH GVPLYYE. Yo XOPTYNOT ad TOL GTOUATOG
(ewova 2).

- Tonobethote T0 €£APTNUA TPOGAPUOYAG OTO AV UEPOG TNG PLAANG (ekdva 3).
Y1yovpevteite 0Tl £xel EOpUOcEL KA. Agv yperaletar vo apalpécete 1o e£apTnpa
TPOGOPHOYNG LETE amd TN XpIon.

Axolovbnote avtd ta frpata kdbe popd mov maipvete to Keppra:
- TomoBethoTE TN GUPLYYO Y10 YOPNYNOT| OO TOL GTOUATOG OTNV EOIKN EGOYN TOV

eEApTAIATOG TPOCAPLOYNG (skOVa 4).
- Avomodoyvpiote TN LaAN (skdva 5).

@ ®
A

- Kpatnote tn p1dAn avamoda pe To £va yEPL Kot YpNCYLOTOMGTE TO GALO YEPL Yl VOl
YEUGETE TN GUPLYYW Y10 YOPIYNOT| OO TOL GTOLOTOC,

- Tpopr&re 10 EUPoro TPOg Ta KAT® Y10, VO YEUIGETE TN GUPLYYO. Y10 XOPTYNOT Od TOV
GTOUATOG [LE UIKPT] TOGOTNTO SIHADHOTOC (s1kOva SA).

- 2 ovvéyeln, wbeiote To EUPOAO TPOG T TAV® TPOKELEVOL VO ATOUUKPVVETE TUYOV
mOavEC puoaiideg aépa (ewova SB).



Tpopné&re 10 épPoro Tpog Ta KAT® PEXPL VAL PTACEL GTO OTUEID EKEIVO TNG GVPLYYAS Yia
YOPNYNON GO TOV GTOLOTOG TOV OVTIGTOLYEL 6T 00T 6 YIMooTOALTPa (ml) oL £xel
GLOTNGEL 0 Y1TPOC 560G (ekdva SI). To épPoro umopel va onkmbel Ticw otov KOAVOPO
KT TV TPMOTN Xopnynon g d06ong. Emouévac, Pefarndeite 611 1o EpPoro mapapével ot
0éom Tov péYpL va amoovvdebel | cHpLyya S0GoAdYNONG 0T TN PLEAT.

Eravoaeépete T ouodn og kaBetn Bon (eicova 6A). Amopakpivate tn cvupryyd and 1o
eEdptnpa Tposapproyng (ekdva 6B).

Ade180TE TO TEPLEYOUEVO TNG CVPLYYOS G £VOL TOTHPL VEPO N O PIIUTEPO, TELOVTAG TO
éuPolo mpog ta kdTm (gkdva 7).

[Tieite 6A0 TO MEPIEYOLEVO TOV TOTNPLOV 1] TOL UTUTEPO.

Yppayiote ™ QLOAN PO®VOVTOG TO TAAGTIKO TOHO (OeV YPEICLETOL VO OQUIPEGETE TO
EApTNHA TPOCAPHOYHG).

INa va kaBopicete ) cOpryya, EemAvvere pdvo pe kpvo vepd, LETOKIVAOVTAS TO EUoro
OPKETEG POPEG TTPOG TA TAVEM KOl TPOG TOL KATM Y10l VO, TN YEUICETE KOl VoL TV 0OEIUCETE UE
vepo, yopic va Eexwpioete Ta dvo eEaptnpata (sikova 8).



- Kpatnote ) 1dAn, T cbpiyya yio yopnynon omrd Tov GTOUNTOS Kol TO GUALO 0dNYIDV GTO
YOPTIVO KOLTL.

Awdpxera g Ogpameiog:

. To Keppra ypnoyomoteiton yia ypdvia aymyn. H Oepaneia pe Keppra npénet va cvveyiletal yuo
0G0 YPOVIKO SACTNLO CLVIGTH O YLUTPOC GOC.
. MM GTOLOTACETE TNV AY®OYN GOG XWPIG TN SVUBOVAT TOL YLITPOV GOG, KABMG 1) 1Ko TNG

Oepameiog pmopel va 0dnNynHoel oty avénon Tov Kpicewy.

Edv wapete peyorvtepn 66on Keppra amé tnv kavovikn

O mBovég avemBounteg evépyeteg g vtepdocoroyiog ivat vtvniia, di€yepon, exOpdmra, peimon g
EYPNYOPONG, KATAGTOAN TNG AVOTVONG KO KMLLO.

Emkowoviote pe to yotpd cag edv £xete Tapel meplocotepa diokio and 6ca Oa Empene. O yoTpdc oog
Ba amopacicetl TV KOADTEPT SLVATOV AVTILETMORION TNG VLEPIOCOAOYING.

Eav Egyaoete va mapete 1o Keppra:
Enikowvoviote pe 1o yotpd cog edv €xete mopareiyet pio 1 meplocdtepe SOCELG.
Mnv maipvete dSutAn SO0 Y10 VO OVOTANPMOCETE TPONYOVLEVT dOOT OV EEYAOATE.

Edav octopaticete va naipvete Keppra:

e mepintoon dwakonng ¢ Oepaneioc, o Keppra mpénet voo dwakdnteton Pabpaio yio va amopevydein
emdeivoon tov kpicemv. Edv o yiotpdg amopacicel va otapoatost nf Oepomeio cag pe 1o Keppra,
avtdc/avti Ba cog dmoet 0dnyieg Yo tn Pabuiaio dtakorn Tov Keppra.

Edv éxete meplocdTepeg EpMTNOELG CYETIKE LLE T YPNOT AVTOV TOV QUPUAKOL POTACTE TO YATPd 1} TO
QUPUAKOTOLO GAG.
4. IMBavég avemBOUNTES EVEPYELEG

Onwc 6Aa ta pdppoka, £T61 Kot aLTd TO EAPUAKO UTOPEL VO TPOKAAESEL AVETIOVUNTEG EVEPYELES, OV KO
dev mapovstalovial oe OAOVE TOVG avVOPOTOVG.

Evnuepaote apéomg Tov Y10Tpo 60, 1] TNYUIVETE 6TO TUILO ETELYOVTOV TEPLOTUTIKOV TOV
TAGLEGTEPOV VOGOKONEIOV, EAV ERPUVICETE:

. advvapia, tédorn AmoBvpiog 1§ {aAN 1 SvokoAia GtV avamvorn, KoB®OG avtd uropet vo etvar
CUUTTOUOTO GOPOPNG OAAEPYIKNG (OVOPLAOKTIKNG) ovTidpaong

. 010110l TOL TPOGMTOV, TV YEIAADV, TNG YADCGGCAG Kot TOL papvuyya (oidnpe tov Quincke)

. YPIIA®ON cupTTOMHOTH Kot eEGvON e 6To TPOc®OTO Tov aKoAlovdeital amd ekteTapévo eEAvOnUa e

VYNAO Topetd, avénuéva enineda Nratikdv eviOpoV oTig eEeTdoels aipatog Kot avEnuévo aplBpd
€VOG TOTOV TV AEVKOV ALLOGOAIPimY (M®OSIVOPIAia), SI0YKOUEVOLG AEUPAOEVES KOl GUULETOYN



GAA®V 0pYAVOV TOL CONOTOG (OVTIOPOCT) GTO PAPLAKO LE NOCIVOPIALD KOl GUGTNHOTIKE
ovuntodpota [DRESS])

. CUUTTOUOTO OTTOC YOUNAIS OYKOG 0VPp®V, KOVPAGT], VOUTIO, ELLETOC, GUYYLON Kol OIONHA TV
TOOLDV, TOV AGTPAYAA®V 1] TOV KAT® AKP®V, KOOMG 0T UTopel va ival COUTTOUATO EAPVIKNG
petmong tng veepikng Agttovpyiog

. deppoTikd eEavOnua, To omoio pmopel va oynUaTIoEl QADKTOIVEG KOl VO TAPEL TN HOPON LIKPAOV
GTOYOEWDYV OAAOIDOCEWDV (KEVIPIKEG OKOVPEC KNAIOEC TEPIKAEIOUEVES OO [0 TO YAWUN TEPLOYN
Ue vav 6KOVPO SUKTOALO YOP® atd TO TEPlypappa) (rolduoppo epvOnua)

. eKTETANEVO EAVOMLO pe PADKTOIVEG KOl ATOAETTIOT TOV OEPUATOC, EIOIKA YOP® 0O TO GTOUW, TN
PO, T LATIO Kot T YEVVYNTIKG Opyava (covopouo Stevens-Johnson)

. pio 7o cofapn popen e£avONUATOG TOV TPOKAAEL ATOAETION TOL SEPHOTOG OE TEPIOGOTEPO OO TO
30% NG cOUTIKNG EMQOAVELNS (T0L1KH ETLOEPUIKT] VEKPOAVGN)

. onueia GoPapmV VONTIK®Y 0ALOY®V 1 €4V KATOL0C YOP® GO TOPATNPNOEL CNUEIN GUYYLONG,

vvnAia (viota), apvnoio (amdAEL LVAUNG), EMNPEACUEVT] LVALT (0eNPNUEO), 11 GUGIOAOYIKN
GUUTTEPLPOPA 1] GAAL VEDPOLOYIKA O pEin, OTTMG AKOVGIEG 1 1] EAEYYOUEVEG KIVIOELS. AVTA pmopel
Vo €IVl GUUTTOUATO EYKEQOAOTAOELNG.

O1 1o GUYVA avaPePOUEVEG AVETIODUNTES EVEPYELEC NTOV PIVOPAPLYYiTIOM, VITVAia (VOoTO),
TOVOKEPOAOG, KOTT®moN Kot {aAn. tnv apyn g Oepanciog 1 pe v adEnon g 866ong, avemBOunTeS
evépyeleg Ommg M vooTa, 1 KOTmon kot 1 CaAn pmopel va givar cuvnBéotepeg. Ot gvépyeleg avtég Ba
TPEMEL VO ELOTTOVOVTOL LLE TNV TAPOS0 TOL YPOVOUL.

MoAd ovyvég: pumopel va tpocsPdirovv tepiocodtepa amd 1 ota 10 dtopa
. pwvopapuyyitda,
. vvnia (VH6Ta), TOVOKEPAAOG.

Yuyvéc: umopei va mpocfiriovy éwg 1 ota 10 dtopa

. avopeéio (amdrewa 0peéng),

. KatdOAym, exfpucotnTo 1 EMOETIKOTNTA, AYYOG, VITVNALL, VEVpIKOTNTA 1} EvEPEDioTOTNTO,

. omacpol, dtutapayn g wwoppomiag, {aAn (aichnon actdbeiag), Anbapyog (EAletyn evépyetog Kot
gvBovoiacpov), Tpopog (aKoHo1o TPEUOVAO),

tayyog (aicOnuo mteptotpoPng),

Prixas,

KOWAMaKOG TOVOG, dtdppota, duoreyio (dvokoiio otV TEYT), ELETOG, VaUTIO

e&avonua,

aduvapio /koTmaon (kovpaon).

‘O ovyvég: pmopei va TpocsPaiiovy émg 1 ota 100 dropa

. UEI®UEVOG aPOUOG OUOTETOM®Y, LEIMUEVOG APIOIOG AEVKDV aLOcPULpimY,
. peimon tov Papovg, avénon tov Bdpovg,
. OTTOTELPOL OVTOKTOVING KOl GKEYELG OVTOKTOVIAG, WYLYIKN dtatapayn, U GUGIOAOYIKT GUUTEPLPOPA,

yevdaicOnom, Bvudc ovyyvon, Kkpion movikol, cvvarsbnuotiky ootdbew / SaKLUAVOELS NG
cuvalcOnuaTikig dabeong, diéyepon,

. apvnoio (amoAelo pviung), empapoven g wvnung (téomn va Egyvate), un LGLOAOYIKOC
ouvtoviopog / ataio (ETBApVVOT TOV GUVTIOVIGHOD TOV KIVIGEMYV), TopotcOncio (LupunyKiacua),
dTapayn TS Tpocoyng (ATMOAELR TG CLYKEVTPOGTNC),

o dumhonia (dumAn dpacn), Oaunr 6pac,

J QVENUEVES / UM PUCIOAOYIKEG TILES OTO AmOTEAESHLATO P0G EEETAOTG TG NTATIKYG AELTOVPYiOG,

. TpromTon, éklepa, Kvnopoc,



poikn advvapio, pooiyio (Loikdg Tdévog),
KAK®OT).

Yravieg: pmopei va tposfaiiovy €w¢ 1 ota 1000 dtopa

Loipmdn,

UELOUEVOS aPIOLOC OAMV TV APOCQUPimV,

coPapég arrepyikég avtidpdoelg (DRESS, avapuiaktikn avtidpacn [coPapn Kot onHavTikn
oAdepyikn avtidpaon], oidnua tov Quincke [TpN&ipo TOV TPOCHOTOL, TOV YEMMV, TNG YADCGOS Kol
TOV Apov)),

LELOUEVT] CLYKEVTPMOGT] VATPIOV GTO aipla,

OVTOKTOViO, STOPUYEG TNG TPOSOTIKOTNTASG (TPOPANLATA GUUTEPIPOPAS), LT PVGLOAOYIKT OKEWYT
(Bpadvnta okéyng, aduvapio GUYKEVTPMOONG),

TOPOA PN L,

gykeparomddeio (PA. vroevotnTa "Evnuepdote auéoms To yotpd coc" Yio AETTOUEPT| TEPLYPAPT
TOV GCUUTTOUATOV),

oy emdeivoon 1 adéncn g CLYVOTNTIC TOV ETANTTIKAOV KPIGE®Y,

ave&édeyKTol LUikol OTOGUOL, TOV TPOGRAAAOVY TV KEQUAT], TOV KOPUO Kal TO GKPO, OVCKOALN
ELEYYOL TOV KIVIIOE®V, LITEPKIVNGia (VITEPSPACTNPLOTNTA),

petafoin tov koapdiakov puhUoy (GTO NAEKTPOKAPIOYPAUPTLLLL),

TOYKPEOTITION,

NTOTIKN AVETAPKELD, NTATITION,

Eapvikn pelmon g veepikng Aettovpyiag,

deppoTikd eEavOnua, To omoio pmopel va oyNUATIcEL QADKTOIVES KO TRIPVEL T1 LOPPT] GTOYOEWOMV
OAAOLDOOEWMV (KNAMOEG LE GKOVPOYPOLO KEVTPO Kol ®YPT TEPLPEPELN, 1) OToia TEPIPAAAETAL QIO EVal
GKOVPOYPOUO SUKTUAL0) (TolDuoppo epdBnua), extetapnévo eEavOnua ne EAOKTOLVES Ko
OTOAETION TOV SEPUATOG, EWOIKE YOP® OO TO GTOUA, TN HOTT), TO HATLO KO TO YEVVITIKE Opyoval
(a0vdpouo Stevens-Johnson) xoi pio mo coPapr LOPPY| TOV TPOKAAEL ATOAETIGT) TOVL SEPUATOG OE
neplocdTEPO 0o T0 30% TNG COUATIKNG EMPAVELNS (T01KH EMIEPLUIKT VEKPOAVOT]),
pafdopvdivong (0146macn ToL HLTKOV 16TOD) Kot GYETILOUEVN aDENGN TNG KPEATIVOPMGPOKIVAGNS
aipartog. O emmolacpog eivol onpovikd vynAdtepog o lanwveg acbeveic oe cuyKplon pe un
lanwveg acBeveic.

YOAOTNTA 1] SUGKOAID GTO TEPTATN L.

oLVOLOCUOG TVPETOV, HVTKNG duokapyiag, 0oTafobg apTNPLOKNG TEONS Kol KAPIOKNG
oVYVOTNTOC, GVYYLON, XAUNAO eTinedo cuveldnong (Lmopei va, sivan onpeia dtatapayng, 1 oroio
ovoudleton vevpodnmriko koxonleg ovovopouo). O EMmOAAGIOC EIVOL GNUAVTIKE VYNAOTEPOG GTOVE
lanwveg acbeveic cuykpitikd pe Toug un lanwveg acOeveis.

oAb omavieg: unopet va tpocsPdiiovy émg 1 ota 10.000 dropa

EMOVOAQUPOVOUEVES AVETBOUNTEC GKEWELG 1] UGONGELG 1] EMITOKTIKTY OVAYKT VL KAVETE KATL EavE
Kot Eova (10E0YVYOVOYKOGTIKY dloTapoyn).

Ava@opd avemOopunNTOV EVEPYELOV

Edv mapotnpfoete Kamolo, avemBOpUnTn eVEPYELL, EVIUEPMDGTE TOV YIALTPO 1] TOV QPOPLOKOTOLO GOG. AVTO
oYvEL Kot Yo KaOe mhavn avemBountn evEPYELD TOV OEV AVOPEPETOL GTO TOPOV PUALO 0INYIOV YPNONG.
Mmropeite eniong va avoaeépete avemBountec evépyeleg amevdeiag, LEG® Tov €6ViKoD GLOTNUATOC
avaQopag:

EBvikdc Opyaviopog @apudxmv

Meooyeimv 284

GR-15562 Xoiapyodg, ABnva



TnA: + 30 21 32040337
Iotétomog: http://www.eof.gr.
http://www .kitrinikarta.gr

Méow NG avagopag avemiBounT®my evepyelmv wropsite vo fondfoete 6T GLALOYN TEPIGGOTEPOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG QOPLAKOL.

5. og va puraccete To Keppra
To @dpuako ovtd TPEMEL Vo PLAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV Ta TOLOIAL.

Na pn gpnoiponoteite avTod T0 PAPROKO HETE TNV NEpOoUNnVia AENG TOL aVaYPAPETOL GTO KOVTL Kol TN
QuIAN petd ) AéEn AHEH.

H npepounvia AnéEng elvar n tedevtaio pépa Tov VA TOL AVAQEPETAL EKEL.
No un ypnoyomoteitot petd amd 7 UNveg amd T0 TPMOTO AVOLYUa TNG GLIANG.

DvAacceTe oTNV apPYIKN OLEAT, Y10 VO TPOCTATEVETOL OO TO PG,

Mnyv metdte PAPUOKO OTO VEPD TNG OMOYETEVOTG 1] 6T GKOLTIdW. PoTNoTe TOV QapaKkomold oag yio 1o
A VO TETAEETE TO PAPUAKO TOV JEV YPNOYOTOLIEITE T AvTd T LETPa. B fondncovv oty TpooTacia
oV TTEPIPEALOVTOC.

6. Iepreydpevo TG CVOKEVAGING KOl AOUTES TANpOPOpPies

T nepréyer o Keppra:
H dpactikn ovoia ovopdletal AePetipakeraun. Kabe ml mepiéyxet 100 mg AePetipakeTaun.

Ta dAAa cvotoTikd givat:

Kupikd vérpro, povovdpikd kitpkd o&d, pebuvieotépag tov mapadpoluPevioikov o&éog (E218),
TPOTVLAESTEPAG TOVL TTapadpocuPevioikod o&fog (E216), yAvkuppilikd appmvio, yAvkepoin (E422),
vypn poAttodn (E965), kahovyog axesovieaun (E950), dpopa otaguiion, kekabapuévo Homp.

Epgavion tov Keppra kou mepieyépeve T 606KEVAGING

To Keppra 100 mg/ml mécipo dddvpa givar Eva S1onyEg vyYpo.

H yvddwvn erodn tov 300 ml (Yo modid nAkiog 4 1oV Kot dve, eprifoug Kot eviAikeg) gival
GLCKEVAGUEVT GE KOVTL amd YapTOvL, TOL TEPLEXEL EMIONG L oVptyya Twv 10 ml, yia yopiynon amd tov
otopotoc, (Babpovounuévn avd 0,25 ml) kot e£GpTno TPOSUPHOYAG Y10 TN COPLYYO.

H yvédhwvn pradn Keppra tov 150 ml (yuo Bpéen kot pikpd moidid nAkiog omd 6 unvov £og kdto ond 4
ETMV) €lvol GLOKEVAGHEVT] GE KOVTL OO YOPTOVL IOV TEPLEXEL EMIGNS LaL GVUPpLyya TV 5 ml, yuo xoprynon
amd Tov otopatog (Badpovounuévn ava 0,1 ml and 0,3 ml ¢ 5 ml kot avé 0,25 ml and 0,25 ml Emg

5 ml) ) ko £GPt TPOGAPUOYAG Y10 TI GUPLYYCL.

H yvaiwvn prodn Keppra tov 150 ml (yio Bpéon nhwkiag 1 pnvog €og kdto Tov 6 unvev) eitvat
GLGKEVAGUEVT GE KOLTI amd apTdvL Tov TEPLEYEL EMioNg (o cvptyya Tov 1 ml, yuo xoprynon omd tov
otouartog, (Babuovounuévn ava 0,05 ml) kot £GPTNHO TPOGOPLOYNG Y0 T COPLYYA.

Kéroyog Aderog Kvkrhogpopiag
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bpv&éiiec, Béhyto.
Mopaockevactig


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

NextPharma SAS, 17 Route de Meulan, F-78520 Limay, ['aAAic.
1 UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’Alleud, Bé\yto

n

Mo omoladnmote TANpoPOpic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakaieiche va amevBuvheite

GTOV TOTIKO avTmpdsmno Tov Katdyov g Adstag Kukiogpopiog.

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tel/Tél: + 32/ (0)2 559 92 00

Bbarapus
10 CU BU boeirapus 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

EAlrada
UCB A.E.
TnA: + 3072109974000

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

France
UCB Pharma S.A.
Tél: + 33/ (0)1 47 29 44 35

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

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

Island

Lietuva
UAB Medfiles
Tel: +370 5 246 16 40

Luxembourg/Luxemburg
UCB Pharma SA/NV
Teél/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
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To mwapov ¢vAlo 0dNYLOV Yprions avaBewpnOnke Yo TeELEVTAIL POpd Tov OxTOBpro 2025.
Adrec ANYEG TANPOYOPLAY

Agmtopepeic TANpopopieg yio 10 PappoKo avtod gival dabéoieg oto diktvaxod tomo tov Evponaikon
Opyaviopov oppdxav: https://www.ema.europa.eu.
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®vrho ooNYIOV ypions: IIAnpoeopieg Yo Tov acOevi|

Keppra 100 mg/ml mokvé d1dAvpa Yo Tapaokevl] O10AORATOS Y10, £y Vo
AePeTipaxeTaun

AW PaoTe TPOGEKTIKA OLOKANPO TO QVAAO 00NYLOV PTG TPLY EGEIC 1| TO TOOL 6O UPYICETE VA
APNOYOTOLEITE GVTO TO PAPUAKO, OLOTL TEPIAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

DdovrdEte avTd TO PUALO 0N YDV YpNomg. Towg ypelootel va to dfdcete Eovd.

Edv éxete mepartépm amopieg pOTAOTE TOV Y1OTPO 1) TOV POPLOKOTOLO GOG.

H cvvtayn yio ovtd 10 eapproKo xopnynonke amokAEloTIKA Yio 6aG. Agv TPEMEL VO ODGETE TO
QApUOKO o€ GALOVS. Mmopel va Tovg mpokaiéoel BAAPN, ko Kot OTOV TO GUUTTOUOTO TG
acBéveldg Toug elvat 101 e ta O1Kd GO,

Edv mapatnpnioete Kamola ovemBOUNTn VEPYELDL , EVILEPADGTE TOV YIOTPO 1 TOV PUPHOKOTOLO GOC.
AVTO 1oyveL Kot Yo kEOe mhavi| avemBountn VEPYELN TOL OEV AVOPEPETAL GTO TOPOV GUALO
odnyuv yprione. Biéne mapdypagpo 4.

Thv epréyel 1o Tapov GUAAO 0ONYLOV

ANl e

1.

Tv etvan to Keppra kon wota ivon ) xpron tov

T pémer va yvopilete mpv ypnopomotnoste to Keppra
ITdg va Tapete To Keppra

[Mbavég avemBounteg evépyeteg

[og va pvidocoete to Keppra

ITepieydpeva e cvokevaciag Kot Aoutég TANpopopieg

T eivan To Keppra kon oo givan 1 yprion tov

H AePetipaxetaun gival évo avtiemANTTiKo ApHOKO (PAPLAKO TO 0TO10 Y¥PNCILOTOLEITAL Y10 TN
Bepancio TV kpicewv emAnying).

To Keppra ypnoiponoteitor:

®G LOVO QAPUOKO GE EVAAIKES Kat pNPovg amd 16 etdv pe veodloyvaobeioa emAnyia, yio
Bepameio evog cvykekpEVoL TOTOL emAnyiag. H emiinyia givan pio 1dbnom otnv omoia ot
acBeveic epoaviCovv emavarapfavopeveg Kpioeig (eminnrikég kpioelc). H AePetipoaketdun
YPNOWOTOLEITAL Y10, TOV TOTO EKEIVO NG EMANYING GTOV 0TTOI0 Ol EMANTTIKEG KPIoELS oyt
TPOGPAAAOVY HoOVO Lo TAELPE TOV EYKEPAAOV, OAAG, ueTémelta, pmopel va enektafodv o
UEYOADTEPEG TTEPLOYES KO OTIC VO TAEVPES TOV EYKEQAAOL (EMANTTIKN KpioT €0TIOKNG Evapéng Le
N yopic devtepoyevn yevikevon). H AePetipaketapn cag yopnyndnke ond 1o yatpd Gog yio
peimon Tov aplBpod TOV ETANTTIK®OV KPIGEWDV.

GUUTANPOUATIKG LE GALO AVTIETIANTTIKA Aappoka yio T Oepameios:

= TOV EMANTTIKOV KPIGEDV €0TIOKNG EvapEng e 1 ympig yevikevon og eviiMKes, pnfovg Kot
modtd nAkiog omd 4 etdv

. TOV LVOKAOVIK®V KpicewV (Bpayeieg, omacumOkKés akoDO1EG KIVIGELG EVOG LVOG 1) Hiog
OUAdOG HVMOV) 68 EVAMIKES Kal €priBovg amd 12 eTMV [e VEAVIKT LVOKAOVIKT AN,

= TOV TPOTOTAODG YEVIKELUEV®V TOVIKOKAOVIKGV Kpioewv (coPapéc kpicelg oTic omoieg

wepLoUPAvETOL 1] OTOAELN GLUVEIONONG) o8 eviAKEG KOt €@TIovg NAkiag amd 12 eTdv pe
Womabn yevikevpévn emtinyia (0 TOTOG TG EMANYING TOL TIOTEVETAL OTL E)EL YEVETIKA
aitia).

To mokvé ddAvpo Keppra yio mapackeun SADUOTOC Y10, £YYLCT EVOL 10 EVOALUKTIKT LOPPT Yid



acbBeveic oToVg OMOioLE 1| YopN YoM Tov avtiemAnTtikod Keppra amd to otopa dev eival Tpocmpva
dvvarn.

2. Tvrpéner vo yvopilete apv cog yopnyn0ei_to Keppra
Mnv ypnowpomomoscte 10 Keppra
. o€ TEPITTOOT aALEPYinG 0T AEPETIPAKETAUN, GTO TUPPOMOOVIKA TAPAY®YQ 1| GE OTOLOONTOTE

GAAO OO TOL GUGTATIKA VTOV TOV PUPLAKOL (AVAPEPOVTAL GTNV TOPAYPUPO 6).

IIpogidomounoelg Ko TPOPLAGEELG
AmevBuvbeite otov yatpd cag mpwv cag yopnynbei to Keppra

. Edv vrogépete amd mdOnon veppav, akolovbnote Tig 0dnyieg Tov Yiatpol oag. Avtog/avtr Ha
OmoPAGiceL av 1) 0001 Gog O TPEMEL VoL TPOGUPLOGTEL.

. AV TapoatnproETE OTOONTOTE EMPPAOVVOT TNV AVATTLEN TOV U0V GOG 1 OTOLONTOTE
Eapvikn emtdyvvon g eenPeioc, Tapoakaieicde va anevBuvbeite 6To YoTpd cag.

. "Evag puepdc apBpoc atopwmv mov vroPfAndnkav o Oepaneio pe avtieminmrikd énwog to Keppra

EUPAVIGOV OKEWYELG OVTOTPAVUATICUOD 1 UTOKTOVIOG. AV EYETE CUUMTAOUATO KOTAOAIYNG KA
OE0G OV OVTOKTOVING, TAPAUKUAEIGTE VO ETIKOIVOVIGETE LE TO YIOTPO GOC.

. Edv éxete otkoyevelako 1 10Tpikd 16TOPIKO aKavOVIGTOL Kapdlokoh puOpov (speavég o
NAEKTPOKAPIOYPAPNLQ) 1| EGV ThoYETE amd VOGO I/Kol Aapfdvere Oepaneia mov cog kabiotd
EMPPETEIC 0€ OVOUOAIEG TOL KOPIIOKOD TOALOV 1} AVIGOPPOTIEG AAATMV.

Evnuepmdote Tov y1atpd 1 TOV opUAKOTOL0 oag 6V KATOW amtd T1G akOAoVOES avemBOUNTES EVEPYELEC

yivetor coPapn M dtopkel TEPIOGHTEPO OO UEPLKEG TUEPEC:

o Mn @ucloloyikég okéyelg, aictnua evepediotdoTTog N avtidpaon mo emnifetikn o’ 6Tt cLVHBWC, 7
av €0€lg 1 1 OIKOYEVELY GOG KOl Ol PIAOL GOG TAPUTNPNOETE ONUOVTIKEG AALAYEG o1 O1dbeon 1 TN
GUUTEPLPOPA.

. Emdeivoon g emiinyioc:

Ot emnmtikég Kpioelg oog Pmopel o€ OTMAVIEG TEPITTMOGELS VO EMOEVOBOVV 1 val avénbei n
oLYVOTNTA TOVS, KVPIG KOTA TN S1dpKELD TOV TPMTOL Uive HeTd TV Evapén g Bepaneiog 1 v
avénon g d6onG.

e (o ToAD omdvia, Lopen emANYiag Tpmung Evapéng (eminyio mov oyetileton pe PeTaAAAEEIC
oV SCN8A) ov mpokaiel TOAAATAODGS THTOVG EMANTTIKOV KPIGEDV KOl ATM®AELN OEELOTHTOV,
LopeEl v TapatnpiGETE OTL 01 EMANTTIKEG Kpioelg e&akorovBovv va vIdpyovV 1 EMOEVOVOVTOL
Katd T ddpkel TG Bepaneiag cag.

Edv eppavicete Kamo1o and avtd ta véa cupmtdpata Kotd T Afyn tov Keppra, emokepbeite Evav watpo
TO GLVIOUOTEPO dVVATO.

HMowdwa ko £épnpor
o To Keppra dev evdeikvutot o€ madid kot eprifoug KaTm tov 16 eTdv g HOvVo QAapUaKO
(novobepameio).

Alha @éppoxao ko Keppra
Evnuepmote 10 y10tpd 1 10 QOpUOKOTO0 GOG €AV TAIPVETE, 1 EYETE TPOCOATA TAPEL 1) UTOPEL VAL TAPETE
OTOONTOTE GAAL QAPLLOKO, OKOLA KOl QLT TTOL OgV cu¢ £xovv yopnynOel pe cuvtoayn.

Mnyv népete TOAVBVAEVOYAVKOAN (€VO QAPHLOKO TOL YPNCILOTOLEITAL G KABAPTIKO) Yia pio dpa TPV
Kol pio @pol LETA T My NG AePETpakeTAUNG S10TL aVTO UTOPEL VO 001 YNOEL G€ LElmoT TG OpAonc



mege.

Kinon kol Onioopdg

Edv giote éyxvog 1 OnAdlete, vopilete 0T1 pmopel va giote £yKv0og 1 oYEOALETE VO OMOKTHOETE Tod,
{ntote T GLUPOVAT TOL YLITPOD GOC TPLY TAPETE OVTO TO PAPLLOKO.

H AePetpaxetdun propel va ypnopomonel kotd tn ddpkela TG EYKLHOGHVNG LOVO €0V LETA ATt
TPOCEKTIKN a&loAdyNomn kpBel avaykaio amd Tov yiuTpd oag.

Agv Ba mpénel va SakomteTe T Bepameio cug ympig va To cu{NTNoETE e TOV Y1OTPO GOG.

Agv pmopel va amokAelotel TeAelg 0 KivOuvog EREAVIONS GLYYEVAV OVOLOALDY GTO TTALdl GAG TOV OgV
éxel yevvnOel axopo. AVo HELETEG dEV VTTOJEIKVVOVY BENUEVO KIVOLVO ODTIGUOV 1 VONTIKAG AV piog
o€ Toudld mov yevvhOnkov amd puntépec mov EAaPav Bepaneio pe AefeTipakeTdun Katd T StdpKeLd TNG
KOMong. 201600, Ta 6100Ec1La OEOOUEVH OYETIKA [LE TNV EMIOPAOT TNG AEPETIPAKETAUNG OTN
VELPOOVATTVEN TOV OOV EIVOL TEPLOPIGUEVOL.

Agv cuviotdtot o Onhacpog Kotd T didpkelo g Oepaneiog.

0onynon Kot XEPLGUOS PNYUVIILATOV

To Keppra pnopei va ennpedost v wavottd cog vo odnyeite N} va yepileote epyoieio N unyovipota,
d10TL pumopel va oag TpokaAésel vavnAic. Avtod glvar mBavotepo oty apyn g Oepaneiag | Emeita and
avénon g 06ons. Aev Ba mpémetl va odnyeite N va yewpileote unyavipato £0¢ 6Tov emiPePaiwdel 6TL N
KOVOTNTA GOG VO TPOYUATOTOLEITE TETOLEG OpaoTNPLOTNTES OgV emnpedleTal.

To Keppra wepiéyel vatpiro

Mio péylom epdmal 66om Tukvol dtodvpatog Keppra mepiéyet 2,5 mmol (7 57 mg) vatpiov (kvpro
ovotatikd payespikov/emttpanéliov dAatoc) (0,8 mmol (1 19 mg) vatpiov avd @laridio). Avto
16oduvael Le To 2,85% g GLVICTMUEVNG LEYIGTNG NUEPNOLOG TPOGANYNG VATPIOL LE TNV S10TPOPT Yid
évav eviihika. Na AapPavetor veoyn edv Ppickeote VO dlaiTo TEPIOPIGUEVIC TPOGANYNG AAATIOV.

3. o yopnyeitor To Keppra

To Keppra 0a cag yopnynbei and yratpd 1 vooniedtpio, mg evoopAiéPia £yyvon.
To Keppra mpémnet va yopnyeitar 500 @opéc tnv nuépa, pia to pmi Ko pia to Ppadv, tepimov v idta
wpa kabe pépa.

H evopAiéfia ovvBeo givar pia evalhaktiki] Ao ot yopnynon arod to otope. Mropeite va aAAGEeTe
oo T EMKOAVUUEVE, [Le AETTO VUEVIO O1oKia 1] TO TOGILO SLAAVUE OTNV EVOOPAEPLO YOP1I YN O KOl TO
avtioTpoo amevbeiog, xwpig mpocappoyn g 66ong. [pémetl dpumc va dtatnpnOei n oAkn nuepn oo d6om
Kol 1 GLUYvOTNTA YOPTYNOMNG.

2ourinpopatiky Osparcio kot povobepaneio (amo 16 etwv)

Evijlikeg (218 etdv) ko épnpor (12 £émg 17 e1@v) Papovg 50 kg 1| dvo:

Yvvictopevn doon: peta&d 1000 mg kot 3000 mg nuepnoimg.

Orav apyioete vo maipvete Keppra, o y1atpdg 0o oag cuvtoyoypagnoet pio yopniotepn 8661m yio tig 2
eBdopdoeg mov Ba Tponyndovv g YapUnAdTEPNG NUEPTOLAG SOONG.

Aodon o€ Tanda (4 £mg 11 e1oOv) kar epffovg (12 £mg 17 e1oV) Bdpovg kato and 50 kg:
Yvviotdpevn 06on: petaéd 20 mg/kg copotikov apovg kot 60 mg/kg copatikov fapovg kdbe nuépa

Tpoémog Kot 006 yoprynong:
To Keppra wpoopiletar yio evoopAéfia ypnon.



H ocvviotdpevn d6on mpénel va apaidvetol o TovAdytotov 100 ml evog cupPatov Stodvtn Kot va
yopnyeitan pe evOoPAEPLa Eyyvon pésa o 15 Aemtd.

Mo Tovg yloTpovg Kot TIg VOOTIAEDTPLEG O AETTOUEPEIS 00T YiES Yio TNV 6®GTH Yp1on Tov Keppra
TOPEYOVTOL GTO TUNHA 6.

Avbpkela g Oepaneiog:
. Agv vapyel epmelpia e xoprynom evoopAEPlag AePetipakeTdunc yio tepiodo ueyarvtepn tov 4
NUEPDV.

Edv ctapaticete va ypnoponorcite o Keppra:

Ye mepintoon dwkonng g Oepameing, OTmMG Kot pe GAAN OVTIETANTTIKG @dpuoke To Keppra npénet va
dwakomtetar Pabuiaia yio vo amopevyfel n emdeivoon tov kpicemv. Edv o yiotpog amopacicst va
otapatnosl | Oepamneio cag pe to Keppra, avtodg/ovty Bo cag dmoet odnyieg yio ™ Pabuiaio diokom| tov
Keppra.

Edv éxete meplocdTepeg EpMTNOELG GYETIKE LLE TN YPTOT) AVTOV TOV QUPUAKOL POTHOTE TO YATPO 1} TO
QOPUAKOTOLO GO,

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6Aa T0 PapLLaKa, ETCL KA QVTO TO PAPUUKO Umopel Vo TPOKAAEGEL AvEMBOUNTES EVEPYELES, AV KO
dev mapovstalovtal 6e 6AOVG TOVG AVHPMOTOVG.

Evnuepoote apécmg 1ov Y10Tpo 606, | TNYUIVETE GTO TUNLO ETEVYOVTOV TEPLGTATIKOV TOV

TANGLEGTEPOV VOGOKONELOV, EAV ENPAVICETE:

. advvapia, tédon AumoBupiag 1 {dAn 1 duokoAia otV avamvon, Kabmg avtd uropel va etvat
CUUTTONOTO GOPaPNC AALEPYIKNG (AVAPVAOKTIKNG) avTiOpaong
010N TOL TPOCOTOV, TV YEWMADV, TNG YADGGAS Kot ToV edpvyya (oidnua Tov Quincke)

. YPIAMOO COUTTOUATO Kot £V 6TO TPOCOTO TOL aKoAovBeiTaL 0md eKTETANEVO EEAVOM O e
VYNAO TLpeTd, avénpéva enineda NTATIKOV ViUV oTI¢ e€eTAoEIC aipaTog Kot avénuévo aplopd
€VOG TUTOV TV AEVKAOV LOCEUPI®Y (MOOVOPIAN), SIOYKOUEVOLG AELPOSEVES KO GUULUETOYN
GAA®V 0pYAV®Y TOL COUUTOG (AVTIOPACT] GTO PAPLOKO LE NOCIVOPIAO KOl GUGTILOTIKA
ocvuntapota [DRESS])

. CUUTTOUOTO OTTMG YOUUNAOG OYKOG 00p@V, KOVPUGT), VOUTIO, ELETOC, GUYYVOT] Kol Ol0Ta TV
TOOLOV, TOV AGTPAYAA®DV 1] TOV KAT® AKP®V, KOOMG 0VTd UTOpEl Vo EIVoL COUTTOUATO EAPVIKNG
petmong g veppikng Agttovpylog

. deppotikd eEavOnua, To omoio propel va oynpaticel EADKTOIVES KOl VO TAPEL TN LOPON LIKPOV
GTOYOEWDYV OAAOIDOCENDV (KEVIPIKEG OKOVPEC KNAIOEC TEPIKAEIOUEVES A0 [ia TTO YAWUN TEPLOYN
UE vav GKOVPO SUKTOALO YOP® atd TO TEPTYPOppa) (rolbuoppo epdOnua)

. eKTETANEVO EAVOM O e PADKTOIVEG KOl OTOAETTIOT TOV JEPUATOC, EIOIKA YOP® OO TO GTOU, TN
pot, T pdtio Kot to yevvntikd 6pyoava (covdpouo Stevens-Johnson)

. pio 7o cofapn popen eEavONUATOG TOV TPOKAAEL ATOAETION TOL SEPUOTOG OE TEPIOGOTEPO OO TO
30% ¢ cOUATIKNG EMPAvELNS (Tol1kn ETLOEPUIKY VEKPOADON)

. onueia GoPapmv VONTIK®Y 0ALOY®V 1 €6V KATOL0C YOP® GOG TOPATNPNGEL GNUElN GOYYLONG,

vIvnAa (vioTa), apvnoio (amd®AEL LvAUNG), ERNPEACUEVT] LVIuUN (apnENUAda), U QLUGIOAOYIKY|
GUUTEPLPOPA 1] AAAC VEDPOLOYIKA OTUEiD, OTTMOG AKOVGIEG 1 1] EAEYYOLEVEG KIVIOELS. AVTA pmopel
Vo €Vl GUUTTOUATO EYKEPOAOTAOELNG.

O1 o Guyva avaePOUEVEG AVETIODUNTES EVEPYELEG NTOV PIVOPAPLYYITIOM, VITVIAia (VOoTA),



TOVOKEPAAOG, KOTT®on kat {aAn. Xtnv apyn g Oepaneiag 1 pe v advénomn g d6ong, avembounteg
evépYeleg OmMmG M vOoTa, 1 KOTmon kot 1 CaAn pmopel va givar cuvnBéotepeg. Ot evépyetleg avtég Ba
TPEMEL VAL ELATTOVOVTOL LLE TNV TAPOSO TOV YPOVOUL.

oAb cvyvéc: umopet va tpocsBdirovy mepiocdtepa amd 1 ota 10 dropa
. pPLVOQaPLYYITIOQ,
. vavnAio (VOoT), TOVOKEPAAOG.

Yoyvéc: umopei va mposfiriovy éog 1 ota 10 dropa

. avopeéio (amdrewa 0peéng),

. KatdOAym, exfpucoTnTO 1 EMOETIKOTNTA, AYYOG, VITVNALL, VEVPIKOTNTA 1} EvEPEDioTOTNTOA,

. omacpol, dtatapayn g wwoppomiog, {aAn (aichnon actdbelag), Anbapyog (EAletyn evépyelog Kot
€vBOLGLOGLLOV), TPOIOG (AKOVG10 TPELOVAO),

tAtyyog (oicOnpo meptoTpoeng),

Prixos,

KOWMOKOG TOVOG, dtdppota, dvomeyio (GuoKora oty TEYT]), ELETOS, VOVTIO

eEavOnua,

advvapia /K6mwon (kobpaon).

‘O svyvég: pmopei va TpocsPaiiovy émg 1 ota 100 dropa

. UEI®UEVOG aPplOUOG OHOTETOAM®Y, LEIMUEVOG APIOIOG AEVKDV OLOCPULPimV,
. peimon Tov Papovg, avénon tov Bdpovg,
. OTTOTELPO VTOKTOVING KOl GKEYELG OVTOKTOVING, WOYIKN dlatapayn, U GUGIOAOYIKT CUUTEPLPOPA,

yevdaicOnomn, Bopdg ovyyvon, kpion mavikod, cvvarcnuotiky aotdfeln / SKVUAVOELS TG
cuvaisOnuatiknig dabeong, 61€yepon,
. apvnoio (amodAelo pviung), emPapovon g vnung (téom va Egyvate), un eLGLOAOYIKOS
ouvtoVIopOg / ataio (ETPBapvVoT TOV GUVTOVIGHOD TOV KIVIIGEMYV), TopotcOncio (LopuiyKiacua),
draTapayn TS TPocoyng (ATDOAELL TNG CLYKEVTIPOOTG),
duhonia (dumAn dpacn), Bapnr dpao,
aVENUEVES / U1 PLGTIOAOYIKEG TILEG OTA OMOTEAEGUATO piog £EETAIOTG TG NTOTIKNG AELITOVPYIOG,
TpLomTOON, Eklepa, KVnopog,
poikn advvapio, poadyio (Loikdg Tévog),
KOK®OT).

Yravieg: propei va tposfaiiovy £wg 1 ota 1000 dropa

e )oinowdn,

. HELOUEVOG aplOIdC OA®MV TV aploc@opinv,

. coPapéc odhepywég avtidpacelg (DRESS, avagpuiaxtik) avtidpacn [cofapn Kot GNUaVTIKH
aAkepykn avtidopaon], oidnua tov Quincke [TpN&ipo ToV TPOSHOTOL, TOV YEMMV, TNG YADGCOS Kot
oL Aoov)),

. LELOUEVT] GUYKEVTPMOOT] VATPIOV GTO aipla,
ovToKTOVia, SLTaPuyYEG TNG TPOSHOTIKOTNTAG (TPOPANLATO CUUTEPLPOPAC), LT PLGIOAOYIKT GKEYT
(Bpadvnta okéyng, advvapio GUYKEVTPMOONG),

*  TOpOANpNuA,

. gykeparomadeo (PA. vmogvotnTa "Evruepdote apéowmg To yotpd cag" Yo AETTOUEPT| TEPLYPAON
TOV GCUUTTOUATOV),

. mBavn emdeivoon 1 avénon TG CLYVOTNTOS TOV ETANTTIKGOV KPIGE®V,

o ave&ELeyKTOl HUiKOL OTOGOL, TOV TPOGPAAAOVY TV KEPAAT, TOV KOPLO KOl TA. AKPO, SVGKOALN
EAEYYOV TOV KIVIGE®V, VTTEPKIVIGLO (VTEPOPACTNPLOTNTAL),



petafoin Tov kapdiakov puHUoy (GTO NAEKTPOKAPIOYPAUPTLAL),

TOYKPEQTITION,

NTOTIKY AVETAPKELD, NTATITION,

Eapvikn peimon g veepikng Aettovpyiag,

deppoTikd €avOna, To omoio umopel va oynNUaTIcEl QADKTUIVESG KOl TRIPVEL T1 LOPPT] GTOYOEWODV

0ALOIDCEDV (KNAIDEG LLE GKOVPOYPOO KEVTPO KOl 0)PT) TEPLPEPELD, 1 OTol0 TEPIPAAAETAL OO EVal

OKOVPOYPOLO OAKTOAL) (ToAdpoppo epdfnua), EKTETAUEVO eEAVOMLLO LE PAVKTOIVES Kol

OTOAETION TOV SEPUATOG, EOIKA YOP® OO TO GTOUA, TN HOTI), TO HOTLO KO TO YEVVITIKE Opyava

(advopouo Stevens-Johnson) kol (o mo coPapn LOpe1| TOV TPOKAAEL ATOAETIGT) TOV SEPUATOG GE

neplocdtepo amd to 30% TG COUATIKNG EMUPAVELNS (T0LIKY ETLOEPUIKT] VEKPOAVDT),

. pafdopvdivong (S1dcmacn Tov HYTKOV 16TOV) Kot GYETILOUEVN 0OENCN TNG KPEATIVOPMGPOKIVAGNS
aiparoc. O emmolaoudg eival onuovikd vynAdtepog o€ lanwveg acbeveic oe Guykpion pe un
lamwvec acbeveic.

. YOAOTNTA 1) SVGKOAIN GTO TEPTATN L.

. GLVOLACHOC TVPETOV, PVTKNG dvoKapYing, 0oTadobg aPTNPLOKNG TEONS Kol KAPIIOKNG

oVYVOTNTOC, GVYYLOTN, XAUNAO eninedo cuveidnong (Lmopel va eivar onpeia dtatapayng, 1 oroio

ovoudletor vevpodnmrixod koxonbeg cdovopouo). O EMTOAAGOG EIVOL GIULAVTIKG VYNAOTEPOG GTOVC
lanwveg acbeveic cuykpitikd pe Toug un lanwveg acbeveic.

oAb emavieg: unopei va tpocPdairovy émg 1 ota 10.000 dropa
. EMAVOAAUPOVOUEVES AVETBOUNTEC OKEWYELG 1] MGONGELG 1] EMITOKTIKT OVAYKT) VO KAVETE KATL EavE
Kot Eova (10E0WUYOVOYKOGTIKY SloTapoyT).

Ava@opa avemOouNTOV EVEPYELDOV
Edv mapatnpnoete kamola avemBOuntTn evEpyeLo, EVILEPADGTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOG. AVTO
1oYOEL Kot Yo KaOe Thavn avemiBountn evEPYELD TTOV OEV AVOPEPETAL GTO TAPOV PDAAO 0JNYIOV YPNONG.
Mmropeite eniong va avoaeépete avemBounteg evépyeleg amevbeiag, LEGMm ToL £0VIKOD CLGTNUATOC
avaQopag:
EBvikdc Opyaviopog Gapudkmv
Mecoyeiov 284
GR-15562 Xoiapyodg, ABnva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr.
http://www Kitrinikarta.gr

Mécm g avapopdg avemBounTmv evepyelmv pnopeite vo, fondfoete 6t GUALOYN TEPICTOTEPDV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS PUPLAKOD.

5. og va pvracoete To Keppra

To @dppaxo avtd Tpémel vo, LAAGGETOL GE PEPT) TTOL OgV TO BAETOLY Kot dgv TO POEVOLV TOL TOd1EL.
Na pn (pMOOTOLEITE AVTO TO PAPLOKO LETE TNV NHEpOUNVIa ANENG TTOL AVOYPAPETUL GTO PLAAISIO KO
010 kovuti petd ™ AéEn AHZEH.

H npepounvia AMénc eivar n televtaio LEPA TOV UNVOL TOV AVOPEPETOL EKEL.

Av16 10 QApLOKO deV amattel Wlnitepeg cVVONKESG PVAOENC.


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

6. Mepreyépeva g GLOKEVAGLOG KUl AOUTEG TTANPOPOPiES

T egpréyer To Keppra:
H dpaotikn ovoia eivar ) Aefetipaketdun. Kébe ml mepiéyxer 100 mg AePetipokeTaun.
Ta dAha cvotatika givat: 0&ikd vatplo, 0&ikd 0ED TayOLOPPO, YAWPLOVYO VATPLO, VOWMP Y0l EVEGILLAL.

Epg@avien tov Keppra ko weprgyopeva tne cvokevaociog

To Keppra mokvo dtddlvpa yio Ty Tapackevn StADUOTOC Yo £yyvon (oTeipo Tukvo didAlvpa) ival Eva
Ol yEg, dypmpo vypo.

To Keppra mokvé dtddlvpa yio Ty Topoackevn SeADIOTOS Yo £YV0T) GLOKEVALETAL GE KOVTL 0o
xoptovL ov mepiéyet 10 pradidwe towv 5 ml.

Kéroyog Adsrag Kvkhogopiag
UCB Pharma SA, Allée de la Recherche 60, B-1070 Bpu&éiieg, Béhyo.

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

IMa omoladnmote TANPOPOPio GYETIKA LE TO POV PUPUAKEVTIKO TPOiOV, TopakoieicOe va arcvBuvOeite
oTOV TOTIKO avTimpoécsmmo tov Katdyov g Adeiag 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
Bbbarapus Luxembourg/Luxemburg
0 CU B boarapus EOO/] UCB Pharma SA/NV

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

UCB s.r.o. UCB Magyarorszag Kft.
Tel: + 420221 773 411 Tel.: +36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

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

UCB Pharma GmbH UCB Pharma B.V.

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

OU Medfiles UCB Nordic A/S

Tel: +372 730 5415 TIf: +45/32 46 24 00
EArGoa Osterreich

UCB ALE. UCB Pharma GmbH

TnA: + 3072109974000

Espaiia
UCB Pharma, S.A.

Tel: + 43 (0)1 291 80 00

Polska
UCB Pharma Sp. z o.0.



Tel: +34 /91 570 34 44

France
UCB Pharma S.A.
Tél: + 33/ (0)1 47 29 44 35

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

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

Island
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 22 34 74 40

Latvija
Medfiles SIA
Tel: +371 67 370 250

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
Puh/Tel: +358 9 2514 4221

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

To wapov ¢vAho 00OV yprions avaBswpOnke yio TeELEVTOIO POpd Tov OKTOBpLo 2025.

Addeg TNYES TANPOPOPLOV

Aentopepeic mAnpoopieg yia 10 eappako avtd gival dabéoieg oto dikTvaKd TOTO ToLV Evpomaikol
Opyoviopov Gapudkmv: https:// www.ema.europa.eu.

O Tinpo@opieg Tov aKoAovOoOV amevOVVOVTAL HOVO OF EMAYYEANOTIEG VYELOC.
Odnyiec Yo T0 0®OTO TPOTO YPNONG TOPEXOVTAL GTO KEPAANLO 3.

"Eva ¢laAidio mokvov dwodvpatog Keppra mepiéyel 500 mg Aefetipoketdun (5 ml mukvod Sohdpuatog Tmv
100 mg/ml). BAéme [Tivaka 1 yio T GUVICTOUEVT TPOETOLAGI KOl S1001KAGI0 YOPTYNONG TOV TUKVOD
dwivpotog Keppra, mote va evebel oAk nuepnowa d6omn 500 mg, 1000 mg, 2000 mg 1 3000 mg og dvo

dmpnuéveg 66GELS.


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

ITivoxac 1. IIpogtowacio Kot Yopynon Tov TukvoL dtoAvuotoc Keppra.

Adon ‘Oyxog Tokvol dweivpartog | ‘Oykog Xpovog Yoyvétnta Ol ueprora
owAvTy | €yyvong | yopniymong o6on

250 mg 2.5 ml (b erodido S ml) | 100 ml 15 demtd | 2 popég/muépa | 500 mg/Mmuépa

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

1000 mg 10 ml (300 o@loAide S ml) | 100 ml 15 Aentd | 2 popég/muépa | 2000 mg/muépa

1500 mg 15 ml (tpia @roAidwo 5 ml) 100 ml 15 hemtd | 2 popéc/muépa | 3000 mg/Mmuépa

Av10 10 TPOTIOV Elvan PG XpAOTG, KAOE VTTOAOTO UN XPTOUOTOIOVUEVOD SIHADUATOG TTPETEL VO

amopplpbei.

Augpxero {ong Kotd ™ xpnon: And piKpoPloroyikn Gmoyn To Tpoidv Tpémel va ypnotponom el apéowc
petd v apaionon. Edv dev ypnoomombei dupeca, o xpdvog Kat ot cuvinikeg euAAENG TPV TN ¥pNon
glvar BV TOV YPNHOTN Kot Oev TPEMEL KavoVIKA vo vrepPaivovy to 24mpo o€ Oepuokpacio 2 Emg 8°C,

EKTOC OV 1 0P0IMGCN EYIVE KAT® OO EAEYYOLEVEG KOl ETKVPMUEVEG CLVONKES oo Yiag.

To mokvd ddlvpa Keppra Bpédnke puoikdc cupfato kot ynikodg otadepd OTov ovoptyVOETAL LLE TOVG
TOPOKATO SLOAVTEG TOLAGYLIGTOV Y1 24 MPEG Kol QLAACCETOL O TEPLEKTES OO TOALPIVLAOYA®PIdL0

(PVC) og gheyyouevn Oeppokpacio dopatiov 15-25°C.

AwoA0TEG

. Evéopo didAvpa yrwprodyov vatpiov 9 mg/ml (0,9%)
. Evéowo sdAvpa lactated Ringer’s
. Evéoo ddAvpa deEtpolng S0 mg/ml (5%)




