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NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Hospira 100 mg/ml, Tokvo 1AV Y10 TOPAGKELT SLUADILOTOC TPOG EYYLON

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kda0e ml mepiéyer 100 mg Aefetipaxetdpn.
Kdabe proridio tov 5 ml mepiéyel 500 mg AefetipakeTaun.

"Exd0y0 LLe YvOOTEC OPACELC:

Kda0e proridwo mepiéyet 19 mg vorpiov.

IMa tov mAnpn katdloyo Tev ekddywv, PA. Tapdypapo 6.1.

3. DPAPMAKOTEXNIKH MOP®H
[Mokvo dtddlopo yio Topackevt| SIAD0TOg TTPog £yyvon (oTelpo).

Awwyég, aypouvv dtdAvuo

4. KAINIKEX TIAHPO®OPIEX

4.1 OgpomevTiKég Evositerg

To Levetiracetam Hospira gvoeikvutot w¢ povoBeparmeio Yo TV avVIIUETOTICT TOV EXTANTTIKOV
KpioemV €0TIOKNG EVapENG Le N Y®PIC SEVLTEPOYEVT YEVIKELGT GE EVAAIKEG Ko EPNPovg and 16 etdv

Kot Gve pe veodlayvoaobeico emdnyiao.

To Levetiracetam Hospira gvogikvotol ¢ CUUTANP®UATIKY oy®myN

. v T Ogpameio TOV EMANTTIK®OV KPICEMV E0TIAKNG EVOPENG LE 1| XOPIG dEVTEPOYEVT] YEVIKELON
o€ evIIMIKeS, epnPoug kot Tondid NAkiog amd 4 eTdV pe emAnyia.

. v, ) Oepamneio T@V LLOKAOVIKGOV KpicemVv o€ EVAAIKEG Kol eprPovg niikiag arnd 12 etdv pe
Neavikny Mvoxhovikny Entinyio.

. v Tt Ogpaneio TOV TPOTOTAOMOG YEVIKEDUEVOV TOVIKOKAOVIKOV KPIGEMV GE EVIIAMKES Ko

epnPoug nhkiag amd 12 etov pe Idtomadn Ievikevpévn Eminyia.

To mukvo didAvpa Levetiracetam Hospira givot pio eVOAAOKTIKE QOPUOKOTEXVIKT LOPPT Y10, acOEVEIQ
GTOLG 0T010VG 1 YOPNYNOT OO TO GTOWA eV Elvol TPOSOPIVE dvvaTH.

4.2  Aocoioyio kol TPpOTOG YOPNYNONS

Aocoloyia

H Bepaneio pe v AePetipaxeTaun pumopel va Eekivioet eite e evOOPAEPLa yopnyNon 1 e XYopNynon
omd 10 oTO.

H oAhoyn and evoopAéfio og amd GTOUATOC YOPNYNON KOl TO OVTIGTPOPO Uopel va yivel amevbeiog,
xopig Tithomoinon. [lpémel dpmc va dratnpnBei n oAk nuepnola OGN Kot 1 GLYVOTNTO XOPNYNOTS.
MovoBspansio yio, eviMKES Kot epnfovg amo 16 etwv kot Gvw

H ocvvietoduevn d6om évapéng eival 250 mg 600 popég nuepnoing n onoia 2 efdouddeg apydtepa Oa
npénel va avénbet og pia apykn Bepomevtikn d66om tv 500 mg 600 eopég nuepnoine. H 66om pnopei



va oénbel mepartépm katd 250 mg dvo Popég nuepncing kdbe 2 gfdopndades Paoet TG KAVIKNAG
aravinons. H péyiotn d6on etvar 1500 mg 600 popég tnv nuépa.

Zourinpouatixy Ospoarneio yra evijhixes (= 18 etcdv) kot epnfovg (12 uéypr 17 etwv) ue owuotiko Popog
50 kg xkou avew

H apywn Bepamevtikn 660m eivar 500 mg 600 popég v nuépa. H d6on avtn umopet va yoprynOet
oo TNV TPAOTN NUEPA TNG YDYNG.

Avaloya pe TNV KAVIKT 0TTEVTNon Kot TV avoyn, N nuepnioto d6on uropel va avéndei péypt 1.500
mg V0 POPES TNV NUEPA. AVEOUEIDGELS TNG 600T G Hropet va yivovtat Katd S00 mg 600 popéc v

nuépa kabe dvo Emg téooepis efdouddec.

Abpkela Oepameioc

Agv vrapyet epmeipio pe yopnynon evooeAefiov Aefetipaketdung yio tepiodo peyarvTepn tov 4
NUEPDV.

Awkonn

Edv mpénet va. diakomel 1 xopriynomn g AePeTipakeTaung, cuvictdtorl va dtokdntetor Bodaia (7.y.
o€ EVMIKEC Kat QN Poug pe couatikd Bapog avm tov 50 kg: ueidoelg g 06ong katd 500 mg 600
QOpEC TNV NEPa KEOe S0 €mg TEcoEPIC ELOOUASES, OTA TAdLA Kot 6€ fovg Le COUOTIKO Bdpog
Kkdto Tov 50 kg: 1 peiowon g 06onc dev mpénel vo vepPaivetl To. 10 mg/kg dvo popéc v nuépa,
Kd0e 500 gBdoUGOES).

Ewwotl mAinbvopuol

Hliiowouévor (65 etwv kat dve)
e NAKIOUEVOVG 0oOEVELS [LE OVETTOPKT VEPPIKT] AEITOVPYIO CLVIGTATOL TPOCUPUOYN TNG 060NG (BA.
«Ne@p1Kn aveTEPKELO TUPUAKAT®).

Negpixn overopreio
H npeprolo d6om mpémetl va eEQToKEDETAL OVAAOYQ LE TNV VEPPIKT AgtTovpyia.

INo evidikeg acBeveic avapepbeite oTov mMapaKdTo Tivaka Kot puOpiote tn d0o1 Omwg gvoeikvutat. [
va gpnooroindetl avtdg o Socoroykds mivakog amarteiton pia ektipnon g kdbapong Kpeatvivng
(CLcr) oe ml/min tov acbevoidc. H CLer oe ml/min propet vo vworoyicOel omd tov mpocdlopiopo
Kkpeatviving opov (mg/dl) yio evihikeg kot eprifovg Papovg 50 kg kot v pe Tov TopakdT® TOTO:

[140-nAio(€tn)] x Bapog (kg)
CLcr (ml/Aentd) = (x 0,85 Y10 yovaikeg)
72 x kpeatvivn opov (mg/dl)

Torte,  kdBapon kpeativivng Tpocapuoletal otny emipdveilo couatog (BSA) akolovdwg:

CLcr (ml/Aentd)
CLcr (ml/Aent6/1.73 m?) = x 1.73
BSA (em@avelo 6OLATOC) TOL 06HevoDg o m”

Py0uion d6onc e evidikoug kot eprifovg acbeveis pe copatikd Bdpog avo tmv 50 kg e veppikn
oveETApPKELN:

Opadda acBevaov Kd&Bapon kpeativivig Adom kot cuyvotnTa

(ml/min/1,73 m®) My
Yyuig >80 500 -1.500 mg 600 popég v nuépa
"Hmo avendprera 50-79 500 -1.000 mg dvo eopéc v NuUépa
Métpa averdpkeio 30-49 250 - 750 mg 6bo popég Tnv Nuépa




Oudda acbevov

Kdabapon kpeativivig
(ml/min/1,73 m?)

Aodo| Kot GuxvoTNTO
Miyng

XoBapn averapKeLo

<30

250 - 500 mg 6Ho @opic v nuépa

Acbgveig [ie veQpikn averapkelo |-
TEAMKOV 6Tad10L TOL VTOPAAAOVTOL

oe apokdbapon

500 -1.000 mg pio popé v npépa™®

U]
@

Tnv pd™ pépa g Oepameiag pe AePetipakeTaun cvviotdtar d6omn epoddov 750 mg.
‘Emeita amd v apokdfapon cuvieTdtol cupuminpopatikny 66on 250-500 mg.

H d60m ¢ Aefetipaketdunc o Toudid pe VEQPPIKN AVETAPKELN UTULTEITOL VO TPOGupUOleTal e Pdon
N VEQPPIKN Agttovpyia, dedopévou 0T 1 kdBapomn tng AePeTipaKeTdung cvoyetileTal e T VEQPIKY
Aertovpyia. Avtn 1 ovotaon Paciletar o€ peAétn eni evnAik@V acBeVOV LLE VEPPIKY] OVETAPKELQL.

H s CL, oe ml/Aentd/1,73 m* pmopei vo extiumOei pe Béon Tov Tpocsdloptopd Kpeatviviig opod
(mg/dl), yio Tovg veapoc epnPoug, madid kot BpEen, XPNCILOTOIMVTOS TOV TOPUKAT® TOTO (TOTO

Schwartz):

CLecr (ml/Aentd/1.73 m?) =

"Yyoc (cm) x ks

Kpeatvivn Opod (mg/dl)

ks = 0,55 og [Toudud kdro Tov 13 etdv kot og épnPeg, ks= 0,7 oe epnfovg dppeveg.

Pv0uion g 060n¢ o€ Toudid ko epripovg acbeveig pe couatiko Papog kitom tmv 50 kg e veppikn

OVETAPKELQL:
Ouada Kdabapon kpeatvivig Adom kot cuyvoTnTa.
(ml/min/1.73 m?) Moudid amd 4 etddv ko Epnpor fapovg kdtw Twv S0

kg

Yyme >80 10 émg 30 mg/kg (0,10 £mg 0,30 ml/kg) dVo popéc
™V nuépa,

"Hmo avendpkeia 50-79 10 éwg 20 mg/kg (0,10 £mg 0,20 ml/kg) 600 popég
™V nuépa

Métpuo avemdpreio 30-49 5 éwg 15 mg/kg (0,05 éwc 0,15 ml/kg) 600 popéc
™V nuépa,

YoBapn| avendprela <30 5 éwg 10 mg/kg (0,05 £émg 0,10 ml/kg) dvo popég tnv

nuépa

Aocbeveig pe veppikn
OVETAPKELN TEAKOD
oTadiov Tov
vroPdAlovtol og
alpokaBapon

10 éwg 20 mg/kg (0,10 £émg 0,20 ml/kg) pic popd v

n uépa(l)v(Z)

M Adon poéptiong 15 mg/kg (0,15 ml/kg) cuviotdron Ty TpdTh NEEPO T Oepaneiog pe ™)

AePetipaxeTaun

@ Metd v arpokddapon, cuvictdtor supmhnpopatiky doon 5 éog 10 mg/kg (0,05 éog 0,10 ml/ke)

Hrozixny averdpxeio,

Agv anarteiton Tpocaproyn TG 066N¢ o€ acheveic Le Mo LEYPL LETPIO, NTOTIKY AVETAPKELD. X
acOeveic e coPapn NTATIKN AVETAPKELD, 1] VEQPIKT OVETAPKELD, OTAY VITOAOYILeTOL fAoEL TNG
kdOapong kpeativivng, evogyeton va vroektiunOei. I't' avtd cvvictdtor eAdtTtmon g 60omg
GuVTRPNONG Kotd 50%, 6tav 1 kabapon kpeatvivi ivar < 60 ml/Aentd/1,73 m’.




Hodratpikdc TAnfuvoude

O yoTpdC TPETEL VOL GLVTOYOYPUPNGEL TV KATAAANAOTEPT] PUPLAKOTEYVIKT] LOPPT], CLCKELOGTN, KoL
TEPIEKTIKOTNTO, COUQ®VO UE TNV NALKia, To fApog Kot T dOon.

Movobepomeio

H ac@dAeio kot amotelecuatikoTnTo, TG AEPETIPOKETAUNG (G povobepameiog o€ mondid Kot eprifovg
NAkiog K4t TV 16 10V dev Exovv Tekunplwbel.

Agv vrdpyovv S100éoio dedopéva.

Zourinpouatixy Ospoancio o Tordid. nhiiog amod 4 éwg 11 etwv xor epnfovg (12 uéypr 17 etwv) pe
owuatiko fapog katw twv 50 kg

H apyin Ogpamevtikn 66om givar 10 mg/kg d0vo gopéc v nuépa.

Avdloya e TNV KAVIKT 0mavTnon Kot Ty avoyn,  66on umopei va avénbei uéypt 30 mg/kg dvo
eopég v nuépa. H d6om tpomomoteiton pe TUNUATIKEG AVENCELG 1) LELDOELS, OL OTOIEG OEV TPEMEL VO
Eemepaoovv ta. 10 mg/kg dvo popég v nuépa kabe dvo efdonddes. [pémet va ypnotponoteito n
KOTOTEPT ATOTEAEGUATIKT dOGT.

H d60m og maudid Pépovg 50 kg ko v givan idwa pe exeivn Tov evniikov.

SVVIGTMUEVT 00GOA0YIN GE Tl Kot EQPoug:

Bapog Apywn d6om: Av@otat d6om:

10 mg/kg dvo popéc Tnv nuépa. 30 mg/kg 600 popég TNV nuépa
15 kg 150 mg 600 Qopéc TV NUEPQ. 450 mg dV0 Qopéc TV NUEPOL
20kg" 200 mg 6vo Qopéc TV NUEPa 600 mg 6Vo Popic TV NUEPL
25 kg 250 mg dVo Popég TNV NUEPQ 750 mg dVo Popég TNV NUEPQ
Am6 50 kg® 500 mg 600 popéc TNV NUEPA 1.500 mg 600 popég v Nuépa

T Modid pe copaticd Bapoc 25 kg i Arydtepo eivan mpotidtepo va apyilovv Bepameio pe
AePetipaxetaun mooipo didivpa 100 mg/ml.
@ H docooyia oe maudid kot epiBovg Bapovg 50 kg kon dve eivar S pe ekeivy Tov evndikov.

2vurinpwuotixy Oeparmeio oe fpépn kot mo1di0 NAIKIOS KATw TV 4 €TV
H acpdlelo kot 0moTEAECUATIKOTNTO TOV TUKVOD S10ADUOTOG AEPBETIPAKETAUNG Y10 TOPACKELT

oA paTog Tpog yyvon o€ Ppéen Kot Toudld NAKIaG KAT® TV 4 eTMV dev £xovV TEKUNPL®OEL.

Ta dbéoipa dedopéva Teptypdpoval oTic Tapaypdaeovg 4.8, 5.1 ko 5.2, ahid dev pumopet va 600el
oVGTOGT Y10l T O0GOAOYid.

Tpomog yoprynong

To mokvo didAvua Levetiracetam Hospira mpoopiletatl anmokAelotikd, yio evoopAEPLa ypron Kot 1
GUVIGTMEVT 000T TPETEL VAL opadveTan o€ TovAdyiotov 100 ml evog cupPaton dtaAdTn Kot vo
yopnyeitar evooprePimg wg 15Aemtng didpketog evoopréPia Eyyvon (PA. mapdypapo 6.6)

43 Avtevoeiteg

Yrepevaicnoio 6tn dpacTiK ovsia 1 68 AL TOPAY®YO TUPPOAIOGVIG 1] GE KATOL0 amd Ta EKS0Y0L
OV OVOPEPOVTAL GTNV TTaPdypao 6.1.

44 Ewwég TpoetdomomcEls Kol TPoPuAdEels Katd T ypion

Neopikn dvciertovpyio,

H yopfiynon g AePetipaxetaung o acBeveic [1e VEPPIKT OVETOPKELN UTOPEL VO OTTALTIOEL
TPOCAPUOYN TNE 600G, e 0o0evelg pe Papld NTATIKY AVETAPKELD, GUVIGTATOL 1) EKTIUNGN TNG
VEQPIKNG Aettovpyiog Tpv amd tov Kabopiopuod g doong (PA. mapdypapo 4.2).



Oé&eio veppikn KOK®oN

[ToAV omdvia 1 ypnon ™S AePeTpaKeTdunc £xEL GUGYETIOTEL UE 0EELD VEPPIKT) KAKMON, IE YPOVO £MC
v évapén mov Kuuaivetot amd Alyeg NUEPES EMG APKETOVG UNVEC.

ApBuol KuTTdp®V TOL CHULATOS

"Exovv meptypagel 6TAVIEC TEPITTOCELS LEIOUEVOV aPOUDV KLTTAP®V TOL aipatog (ovdeTepomevia,
aKoKKloKLTTOpOLia, Aevkomtevia, Opopuporevia kKot TavkvTTapoTEVin) ToV cuoyetilovTol pe ™
YOPNYNON TG AEPETIPAKETAUNG, YEVIKG oTNV apyN TNG Oepameiog. ZvvioTdTal 1) S1EVEPYELD YEVIKNG
e&étaonc aipatog og acbeveic mov gpeaviCovv onuavtikn advvouia, Topeio, vrotponidlovoeg
AOWUDEELS 1 SroTapayEC TG TNKTIKOTNTOG (Tapdypagog 4.8).

Avtoktovia

Y acOeveig mov voPdAilovtol og Bepameio e AVTIEMANTTIKA PAppHaKa (CUUTEPIAAUPOVOUEVIG TNG
AePetipaxeTaung), Exovv avoeepOel anTOKTOVIa, ATOTELPA CVTOKTOVING, AVTOKTOVIKOC 10E0GUOG KOl
OVTOKTOVIKEG GUUTEPLPOPEG. M1d LETA - AVAAVOT) TUYOLOTOINUEVOY EAEYYOUEVMV LLE EIKOVIKO
(PAPLOKO KAVIKOV SOKIUMY G OVTIEMIANTTIKA POPUOKEVTIKA TPoiovTa £0€15€ Likpr) avénomn Tov
KIVOUVOL CUTOKTOVIKMV CKEWYEWMV KOl 0VTOKTOVIKNG CUUTEPLPOPES. O PNYaVIGHOG LE TOV 0ToioV
eKOMA@VETAL 0 KiVOUVOC 0L TOG OeV glval YvmGTOC.

IMo tov Adyo avto, o1 acbevelg Tpémet vo TopakoAovfovvTol yio onpeio KoU Yo COUTEPIPOPEG
KaTdOAyMC Kot vTOKTOVIKOD 10€00100 Ko TPémel va e€etacbei 1 yoprynon g KatdAnAng
Oepomeioc. Av epeavicBodv onueio KOTAOAWYNG KOV GVTOKTOVIKOD 1OEUCUOV 1) GUUTEPIPOPAC,
npénel va cvotabel oTovg acbeveig (Kot ota dtopa Tov To epovTtilovv) va {nTtncovy T cLUBOLAT TOL
YTpov TOVG.

Hodratpikdc TAnfvoude

Ta Sobéoipa dedopéva og TaudLd dev VLOIMADVOLY eidpacn otnv avénon kot v 1Hpn. Qotdco, ot
HokpompOOecieg eMmTM®GEIC TN UaOnon, evevia, adénor, evookpivi Aettovpyia, epnPeio Kot
UEAAOVTIKT] dUVATOHTNTA TEKVOTOUNG TV TOOIDV CUTAOV TOPAUEVOVY AYVOCTES.

"Exdoya

Av106 10 PUPHOKEVTIKO TPOTOV TEPIEYEL 2,5 mmol (1 57 mg) vatpio ava péyiotn epdmros 06on (0,8
mmol (1 19 mg) avd elaAido). Na Aappdvetor veoyn ot Oepancio aclevdv ol omoiol Bpickovral
VIO dlonTo TEPLOPIGUEVNG TPOGANYNG VATPIOL.

4.5 AMAemOpaosls pe GALa QUPUOKEVTIKG TPOTOVTO KoL AALES popPEg alinieniopaocng

AvTETUNTTTIKGE QOPUOKEVTIKO TPOTOVTO,

Ao KAviKéG peréteg mov dteEnydnoav e EVIMKEG TPV TNV KLKAOQOPIQ TOV QUPIAKOV, VITAPYOVY
dedopéva 0T 1 AePeTipakeTdun dev ennpedlel TIG GUYKEVIPMGEIS GTOV 0PO TV VILAPYOVIMV
OVTIETANTTIK®V QOPUOKEVTIKGV TPoiovImv (patvutoivn, kapPapalenivn, PaAmpoikd o&D,
eowvoPapPrtadn, Aapotpryiv, YKOUTATEVTIVI] Kot TpLiddvn) Kot 0Tl QUTA TO OVTIETIANTTIKG,
QOPUOKEVTIKG TPOTOVTA OgV EMNPEGLOVV TN QOPLOKOKIVITIKN TN AEPETIPUKETAUNC.

‘Onmg Kol 6€ EVAMKEC, 0V TPOKLITEL GOPNC EVOEIEN KAVIKA OT|LLOVTIKTG QAANAETIOpOoNG e GALYL
(QOPLOKEVTIKA TPOTOVTA G TS TPIKOVC aobeveic mov AdpPoavay Aefetipaketdun uéxpt 60

mg/kg/muépa.

Mia ovadPOIKT EKTIUNGT QUPUAKOKIVIITIK®Y OAANAETIOPGGE®V 08 ToudLd Kot epriPovg pe emanyio (4
péypt 17 etav) emPePaince 6TL | GUUAANPOUATIKN IO TOV GTOLOTOC OY@YT LE AEPETIPAKETAUT dEV

6



EMNPEACE TIG GVYKEVIPDGELG TOV TAAGLOTOC G€ oTAOEPT] KATAGTUCT TV GUYYPOVOS YOPNYOOUEVAOV
kapPapalenivng kot forrpoikov. Qotdc0, KATowo dE00UEVE LTOONADVOLY pid avénon ¢ kaBapong
¢ AePetipaxetdpng kot 20% oto wondid Tov EAAUPOVEY OVTIETANTTIKA QAPLLOIKO, TO 0010 ETAYOVV
évlopa. Aev omatteiton Tpocapuoyn TG d0oNG.

[Ipofevecion

"Exet dwamiotmBet 611 1 mpoPevecidn (500 mg técoepig popég NeEPNoimG), £VOG OMOKAEIGTAG TNG
VEQPIKNG COAMVAPLOKNG EKKPIOTG, OVAGTEALEL TN VEQPPIKT KABOPOM TOL TPOTOYEVOVG HETAPOAIT aAAL
Oy TG AePetipakeTdunc. 26TOG0, 01 GLYKEVIPAOGCELS GVTOV TOV UETAROAITN TapouEVouy YoUNAEC.

MeBotpe&dn

H towtoypovn yopriynon g AePetipaxetaung pe pebotpedtn £xetl ovapepbei 6TL petdvel tnv
kdOapomn g pebotpeldtng, 00NYOVTOG 6€ AVENUEVT)/TOPOTATETAUEVTG SIAPKELNG CUYKEVTPMOOT] TNG
pebotpe&atng oto aipa og mbavmg to&kd enineda. Ta enimeda tng pebotpedtng kot g
AePetipokeTdunc oto aipo Oo Tpémet vo TopakoAovfodvTol TPOGEKTIKA o€ 0cbeveig mov Aaufdavouvy
To. V0 PAPLLOKA TAVTOYPOVAL.

AvTIGUAMNTTIKA 070 TOL GTOUOATOC KOl GAAEC QOPUAKOKIVITIKEC OAANAETIOPAGELS

H AePetipaxetaun oe nuepriowa d6on 1.000 mg dev ennpéace TN QUPUOKOKIVITIKY TOV
AVTIGVAAMNTITIK®V 0td TOL 6TOUATOS (aOVLAOIGTPUSIOAN Kot AefovopyesTtpédn). Ot eVOOKPIVIKEG
TOPAUETPOL (OYPIVOTOMTIKY OPUOV KOl TPOYESTEPOVT) O€ peTafAndnkoy. H Aefetipoketdun o
nuepnota 66om 2.000 mg dev exnpéace T PAPUAKOKIVITIKY TG dtyo&ivng Kot g Papeapivng. Ot
yxpoOvor Tpobpoufivng e petafAndnikoay. Zvyyoprynon dryo&ivng, GVIIGVAANTTIKGOV A6 TOV GTOUATOG
Kot Papeapivng dev emNPEACHY TN QOPUOKOKIVITIKT TNG AefeTipakeTdunc.

Owomnvevpo
Agv vrapyovv dabéciua otoyeio Yoo aAANAETIOpaoT TNG AEPETIPAKETAUNG LLE TO OVOTVEV QL.
4.6 TovipoétnTo, KNG KOl Yyorovyio

IMuvaikeg o€ ovamopoy®yikn nAkio,

YT1C yuvaikeg o€ avomapayyikn nAtkio 0o tpénet va moapéyetal cvuPouvin €dtkod. H Oepamneia pe
AePetipoketaun Oo mpénet vo emavebetaletan 6tav o yovaiko oxedialet vo peivel £ykvog. Ommg
cuppaivel pe OA0 Ta AVTIEMANTTIKG QAPHOK, 1) E0QVIKN dlakonr Tng AefeTipaketdung Oa Tpénet va
amo@evyETAL, KAOOTL AVTO UTOPEL VO 00N YNOEL GE EXAVEUPAVIOT| ETIANTTIKOV Kpicemv mov Oa
umopovoay va £X0VV GOPaPES EMMTOGCELS TOGO Y10 T Yuvaiko 0G0 Kot yio To ayévvnto woudi. H
povobBepamneia Oa mpémel va Tpotydrol 6mote givar Suvatdv enedn 1 Bepaneio e TOAAG
avtieminmTikd eapuaxo (AED) Oa propovoe va oyetiletal pe vynAotepo Kivouvo cuyyevov
SlopapTIOV ddrioong amod 0,T1 1 povobepameia, avaloya e T0 GYXETILOUEVO, AVTIETIANTTIKA.

Eyxvpocuvn

"Evog peydiog 6yKog LETEYKPITIKOV SEOOUEVOV TTOL APOPOVY EYKVEC YUVOIKES Ol OTTOIEG EKTEOMKAY GE
povobBepamneia pe AePetipaxerapn (mepiocotepes omd 1.800, petald T@v omoiwy TepIocoTEPES AN
1.500 extébniav katd T SAPKELD TOV TPOTOL TPIUAVOD TNG EYKLUOGVUVIG) OV LITOdNAGDVEL 0vENoN
TOV KIvdUvou HElOVaV cuyyevay avopoloy. Evag teploptopévoc povo aptBpog tekunpiov gival
OL0OECIOC GYETIKA LLE T VEVPOOVATTLET TOV TodL®VY Tov eKTEBN KAV og povobepaneia pe
AePetipacetapn eviog e uNTpag. 2otd00, TpEYoVaes EmONUOA0YIKEG pnekétes (og mepinmov 100
o014 OEV VTOONAMVOLY VELPOOVATTLELOKES dtorTapayEc 1 KabvoTepnoeLs.



H AePetipaxetaun pumopel va xpnopomombel Kotd T SidpKELR TNG EYKVUOGVVNIG, €AV, UETE 0T
TPOCEKTIKT a&l0AdYN o™, 0vTd KPBel avaykaio yio Adyovg vyeiag. Xe pia TETOW TEPITTMON GLUVICTATL
N YAUNAOTEPT] OTOTEAEGUATIKT HOOT).

Ot aAlayég ot puooA0Yin, KOTE TOV TOKETO, EVOEYETAL VO EXNPEAGOVV T GUYKEVTIPMOOT] TNG
AePetipaketaunc. ‘Exel mapatnpnOel peiwon tng cuykevipmong AePETIPUKETANUNG OTO TAAGO KOTA
tov toketd. H peimon avtr givon o £vrovn to tpito Tpipmvo (uéxpt to 60 % g Pactkng Tpo ToKETOV
OLYKEVTP®ONG). Oa tpémel va eEAGPAMOTEL 1 KATAAANAN KAIVIKY OVTILETOTION TG EYKVOV TOV
Bpioketor vd Bepaneio e AePeTipoKeTaun.

Oniaoude

H AePetipaxetaun anekkpiveral oto untpikod yoro. Emopévac o Onlacudc ds cuvietdtal.
Qot660, £dv ypelootel Oepameio pe AePeTipaxeTaun katd ) ddpkela Tov Onracuov, o Adyog
0PEAOVG/KIVOUVOL TNG Bepamneiog Ba mpémel va extiunOet pe yvopova tnv avéykn tov Oniacuov.

Tovipdtto

Ye pehétec oe {oa, dev €xet aviyvevbel enidpaon ot yovipdmra (BA. Tapdypapo 5.3). Agv vapyovv
Stabéotpa KAVIKA dedopéva, 0 SOuVNTIKOG KIvOuVoC Yio. Tov AvOpwmo dev glval yv®oToC.

4.7 Emopdaceig oty IKavoTNTA 0017101|G KU1 YELPIGHOV UNYOAVILATOV

H AeBetipaketaun éxel wikpn N LETPLL EXIOPACT] GTNV IKAVOTNTO 00N YNONE KoL YEPIGLOD
pnyovnuaTomv. Adym evoeyopevng S10popeETIKNIG 0md aTOHOL GE GTOUO gvaiodnoiag, opiopuévol
acleveic pmopet va epeavicovy gdkd oty apyn g Bepaneiog N netta and avénomn g do6oNg,
VIVNAMA 7| GAAG. GOUTTOUATO, TTOV GYETILOVTAL LIE TO KEVTIPIKO VELPIKO chotnua. ETouévog cuvietdton
TPOCOYN 0TOLE 060EVELG ATV EKTEAOVV EpYacia OV amaltel 0e&1OTNTEG, .. 0dNYNON OYNUATOV 7
YEPIOUOG UNYOVILLATOV. ZVVIGTATAL 6TOVG 0.60gVelg va punv 0dnyolv 1| va xepifovtal unyoviuoto
€m¢ 6Tov emiPePatmbel OTL 1| IKAVOTNTA TOVG VO TPAYUATOTOLOVV TETOLEG OPOUCGTNPLOTNTES OEV
ennpedleTat.

4.8 AvemOopnteg gvépyereg

[IepiAnyn Tov TPOoEIA 0GEAAELOC

O1 7110 VY VA aVAPEPOUEVEG AVETIODUNTEC EVEPYELEC NNTOV PVOPUPVYYITION, VTITVNALL, KEQUAULYia,
koémwon kot CaAn. To mpoeik avemBountev aviidpdoewv, Tov TapatifeTol Tapakdto, otnpiletol
OTNV AVAALGT] GUYKEVIPMTIKMY EAEYYOUEVOV LE EIKOVIKO QAPHOKO KAVIKOV LEAETMV, OTOL GLVOAIKA
vroPAnONnKay oe Oepancio pe Aefetipaketaun 3.416 acOeveig pe dhec Tig evdeilelg Tov peretav. Ta
SE0OUEVOL QLTA CLUTANPDOVOVTOL OTTO AVTICTOLYEG AVOIKTEG UEAETEC TTapdTaonS KaOMdG Kot amd TV
eumepio Petd v KukAogopio otnv ayopd. ['evikd, to Tpopidk acpaieiog tng AefeTipaxeTaung eivat
TopOUO10 oveEApTNTA ATd TV NAIKLOKT opdda (EviAtkes kKot Taudlatpikoi acheveic) Ko ave&aptnta
Ao TIC EYKEKPIUEVEG Yo TNV emAnyio evoei&els. Kabmg 1 ékBeon otnv evéopAéPia yprion e
AEPETIPOKETAUNG NTOV TEPLOPIGUEVT] KOl TO OTO TOV GTOLNTOG Kot EVOOPAEPLo okebaoua givat
Broicodvvapa, ol TAnpopopieg acpareiog yio To evooPAEPLa yopnyovuevo Levetiracetam otnpilovton
oTNV Ao TOL GTOUATOC YPpNion Tov levetiracetam.

ZUYKEVTPWOTIKN AoTo OVETIOO UNT®V OVTIOPACEDY

Ot avemBdunteg avTdpacelg mov ovapépiniay oe KAWIKEG peréteg (eml evniikav, pnPov, Todidv Kot
Bpepav nhikiog > 1 unvog) Kot amd TV EUmEpio LETE TV KUKAOQOPio TOV TPOTOVTOG TAEVOLODVTOL
otov kdtwbt Tivaka, avd Katnyopio/Opyavikd cvotnua kot avé cuyvotnta. Ot avemfounteg
avtidpacelg mapovctdlovral katd edivovsa celpd cofapdtntag Kot 1 cuyvoTTd ToVg opileTorn Mg
e€ng: moAd cuyvég (>1/10), cvyvéc (>1/100 Emg <1/10), oy cuyvég (>1/1.000) émg <1/100), ombvieg
(>1/10.000 é¢mg <1/1.000) ko ToAO omavieg (<1/10.000).



Komyopia/Opyovikd Kotmnyopia Xvyvomrtag

vomua (SOC [oAb cuyvég 2UYVEG Oy ovyvéc 2TOvViES

AowdEeic ko Pwogapvuyyitida Aotpmén

TOPUCITOCELS

Awtapayég Tov ®poppornevia, [Movkvtrapomne-

OLLLOTTOINTIKOV KOl TOV Aegvkomevio via,

AEUOIKOD CLGTNUATOG 0VOETEPOTEVID
OKOKKIOKLTTO-
potpio

Awtapayéc tov Avridpaon oto

OVOGOTONTIKOV QAPLLOKO LE

GLGTNUOTOG NOGWOEIAlN Kot
GUGTNULOTIKY
GUUTTOLOTOL
(DRESS).
YrepevaioOnoio
(ovumepiiapPo-
VOULEVOL
OYYEL001ONLATOG
Kot ovaQLAaSiog)

Awtopay£c Tov Avopetia Andrela Papovg, Ymovatploipio

LETOPOMOUOV KO TNG avENoT COUOTIKOD

Bpéymc Bapovg

Yoyrozpucég Kotabiwym, Andnepa Avtoktovia,

dlatapayég gx0poTTa/embeTIKO- |owToKTOViNG, 10E0CUOC |dlaTapoyn

mro, dyxoc, abmvia, |avtoktoviog, TPOCOTKOTNTOGS,
VELPIKOTNTA/EVEPED- [WuYOOIKT SloTapoy, |1 LUCIOAOYIKESG
oTOTNTO UM QLGIOAOYIKY| OKEVELG,
GLUTTEPLPOPA, TOPOATPTLLOL
yevdoionaoeic, Bopog,
GULYYLTIKN KOTAGTAON,
TPOGPOAN
TOVIKOV,cLUVOUCHN LOTL-
K1 actdOelo/
SLKVUAVGELS TNG
oLVOLGONLLOTIKTG
ddBeonc, diéyepon
Awtapayéc Tov YrnvnMa, Yroouoi, Swtapayn |Auvnoia, Xopeoabétmon,
VEVLPIKOV GUGTNUOTOC |KepoAaAyio wooppormiag, {ain, EMNPEAGUEVT] VAU,  |dvokvnoioa,
Abapyog, TpoHog UM QLGIOAOYIKOC vIEPKIVNOia,
ouvtoviopog ata&ia, |dlatapayn TG
mapoictnoia, Badiong,
dwtapoyn otnv gykeparomadeio
TPOGOYN

OeBaipucég Awmhomio, Odppog

Swtapayég opaong

Awtopoyéc Tov Tdc Ko ‘TAvyyog

tov AafupivBov

Awtapay£c Tov Byog

OVOTTVEVOTIKOV
GLGTNLOTOC, TOV

Ompaxa Kot Tov
uecobwpakiov




Komyopia/Opyovikd Koamyopia Xvyvdémroag

Xvomua (SOC oA cuyvég 2oyvég Oy ovyvég 2TAVIEC

Awtapayéc Tov Kotakd dAyog, Hoaykpeatitida

YOGTPEVIEPIKOVD ddppota, dvoreyia,

GLGTNUOTOC £uetog, vavtio

Awotapayéc Tov Mn pvoioloykéc Tyég | Hratikn

NTOTOG KO TOV SOKIUAGLOY NTOTIKAG | OvVETAPKELQ,

YOAQOPV Agrrovpyiog nratitida

Awtapayéc Tov E&avonua Alorekia, éklepo, To&um emdeppkn

O£PUATOC KOl TOV KVNGOUOG vekpolvoT,

VTOJOPIOV 15TOV oOVOPOLO
Stevens-Johnson,
TOAOLOPPO
epOONUO

Awtopayéc Tov Mvikn advvayia, Papoopvorivon

LVOCKEAETIKOV poodyio Ko ouENUEVN

OULOTILOTOG KO TOV KPEATVOPWTPO-

GULVOETIKOD 1GTOV Kwaon oipoatog*

Awtapoyéc tov O&ela veppn

VEQPOV KO TOV KéKoOon

0VPOPOPWOV 03DV

Ceviég dwTapayéc Advvopio/komwon

K01 KOTOOTAOELS TG

000V yoprymong

Kaxkooetg, Kdakmon

dnAnmpidoelc Kot

EMTAOKEC

BepamevTiKdv

AEPIGUAOV

* O emmolooudg givarl onuavtikd vynidtepog o€ lanmveg acbeveig oe chykpion pe un ldmoveg

acBeveic.

Ieprypa@n emAeypuévov avertl@OunToVv avidpacemv

O «ivdvvog mpdKAnong avopetiog sivar vynAOTEPOG OTAV 1) AEPETIPAKETAUN GLYYOPTYEITAL [UE

TOTPOLLLATY).

Y& APKETEC TEPUTTMOELG AAMTEKIOG TOPATNPNONKE OMOKATAGTAON TNG TPLYOPUING PETE TN SLOKOTN TNG

AePetipaxeTaung.

Y& OpIoUEVH TEPIOTATIKA TOVKLTTOPOTEVIOG EVTOTICONKE KOTAGTOAN TOL HVEAOD TOV OCTMV.

[Mepumtmoeic eykeparomadeiag yevikd eupaviotnkay oty apyn g epameiog (Alyeg uépec £mg
LePKOVS HNVEG) Kol NTOV OVAGTPEYILEG LETA TN dtakonn TG Bepamneiog.
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Hodratpikdc TAnfuvoude

Exatdov evevivta (190), cuvolikd, acbeveic nhkiag amd 1 unvog €og 4 etmv, vrofAndnkay ce
Oepomeio e AePETIPUKETAUN, OE ELEYYOUEVEG LLE EIKOVIKO QAPUOKO KOl OVOIKTEG MEAETEC TTOPATOCTC.
E&nvta and toug acbeveic avtovg, vtoPAndnkay ce Bepaneio pe Tnv AePetipaxeTapn, oe eAeyOUEVES
LLE EIKOVIKO PAPpUAKO HEAETEC. ZuvoMK( e£0KOC10 capdvTa TEVTE (645) acBeveig nAuciog amd 4-16
€TV voPANnOnkav o Oepameia e AePeTIpaKeETAUN, OE ELEYYOUEVES LLE EIKOVIKO POPLOKO KO
OVOIKTEG LEAETEG TAPATUONG, EVD 233 and Tovg acbeveig avtovg vrofAndnkoay oe Bepancia pe
AePeTipoKeTauUN OE ELEYYOUEVES LE EIKOVIKO PappoKko peAétes. Kot ota 600 avtd nikiokd e0pn, to
JESOUEVE, VTH GLUUTANPMOVOVTOL OO TNV EUTELPIO LE TN ¥PNON TNG AEPETIPAKETAUNG UETE TNV
KuKAoQopia otV oyopd.

Emutiéov, 101 Bpéen nhikiog kdto Tov 12 unvav ektédnkay o€ pio LETEYKPLTIKY LEAETN TNG
ac@arelag. Agv evromicOnkav véa Béuata yio TV acedieio e AePetipoketaunc o€ Ppéen nikiog
KaT® TOV 12 pnvav pe eminyio.

Ievikd, to Tpo@id avemBOuNTOV avtidpacemv ™G AePetiparkeTdung sivarl Tapopoto aveEaptnto amod
™V NAKLOKT opdda Kot aveEaptnta and v eykekpluévn £voeien emiinyiag. Ta aroteléopota
OCPUAELNG EAEYYOUEVOV LE EIKOVIKO QAPHOKO KAVIKOV LEAETMV GE Tod0TPIKoVS acheveic cuvadovy
LLE TO TTPOPIA acPaAEiNG TNG AEPETIPAKETAUNG GE EVIIMKEG, EKTOG OO TIG AVTIOPAGEIS CUUTEPIPOPAC
KOL TIG YUYLATPIKEG avemlBOUNTES OVTIOPACELS, Ol OTTOlEG NTAY GUYVOTEPES G TOdLY aT'OTL G
evnkes. ‘Epetog (modd ouyvog, 11,2%), diéyepon (cuyvn, 3,4%), Slokvpdveelg Tng cuvolcOnpaTikng
dubeong (ouyvéc, 2,1%), aotdbeia cuvarsOfuatoc (ovyvn, 1,7%), embetikotnta (cuyvn, 8,2%), un
QVGIOMOYIKT CLUTTEPIPOP (GVYVT, 5,6%), Ko ANBapyoc (cuyvog, 3,9%) avaeéptnkay cuyvotepa o€
ool ko eprfouvg nhkiog 4 mg 16 etdv, o GUYKPIOT HE TOVG aobeveic AAANG NAkiog N o€
GUYKPLOT LLE TO GLVOALKO TPOPIA acpaieioc. Evepediototnta (modd cuyvn, 11,7%) kot pun
QVG10A0YIKOG GUVTOVIGUOS (GUYVOS, 3,3%) avapépOnkay cuyvdtepa oo BPEEN KOl GTa, TOd1d NATKIOG
a6 1 unvog €og KAt ToV 4 €TMV, 6€ GVYKPIoN UE TIG GALEC NAIKIOKES OUAOEG 1) GE GVYKPLOT| LLE TO
GUVOALKO TPOQiL acpaleiag.

Mia 51N - TOPAT, ELEYYOUEVT LE EIKOVIKO QAPUAKO UEAETT) OOPUAEING GE TALOIOTPIKOVG 0lGOEVEIC e
oo o Yo TNV amOdEEn 1N KOT®TEPOTNTAS, AEIOAOYNOE TIG OPAGELS TNG AEPETIPOKETAUNG OTN
YVOGLOKT KOl GE VEVPOWYLYOAOYIKEG AELTOVPYieS, o€ TOdd NAKiag 4 £g 16 TV e EMANTTIKEG
kpioelg eotiokng évapéne. To copnépacua g nerétne nTav 6t n AePetipaxeTaun doc diépepe (dev
VOTEPOVGE) £VAVTL TOV EIKOVIKOD QOPUAKOV 0T LETOPOAN amd v évapén otn fabpoloyia Tmv
Hopapérpov [Ipocoyng kot Mviung, kot otn dokipacio ektipnong g pvnung (Memory Screen
Composite), otov TAnbvoud mov mapoakoiovdndnke coppva pe 10 TpwTdéKoALo (per protocol
population). To amoteléouato Tov oyeTilovTal e TI CLUTEPIPOPE KoL TN CLUVOLCONUATIKY AstTovpYia
éoeiéav emdeivwon otovg acbeveig mov voPdAilovtay og Bepomeia e T AePETIpAKETALUN TNV
TOPAUETPO TNG EMOETIKNG CLUTEPIPOPAC TOV LETPNHOMNKE LLE TUTOTOINUEVO KOl GUGTNIOTIKO TPOTO e
yxpnon &yxvpov gpyareiov (CBCL -Achenbach Child Behavior Checklist, Katdhioyog EAéyyov
Moudkng Zopmeprpopds Achenbach). Evtovtolg, ol acBeveic, mov mpav ) Aefetipaketdun o
LOKPOYPOVIOL OVOLKTH LEAETT TOPAKOAOVONONGC, OEV TAPOVCINGAV EMOEIVOOT), KATH LEGO OPO, OTN
GUUTEPIPOPE, TOVE KOl TN CLVALGONUATIKY TOVG AgtTovpyia. ZVYKEKPLUEVA OEV EMOEVOONKAY 01
TOPAPETPOL EMOETIKNG CLUTEPLPOPAG GE CVYKPLOT| UE TNV EVOPEN.

Avopopd mOavoroyoduevav avemOOunTtmV EVEPYELRY

H avagopd mbavoroyodpevov avemBountov evepyeumv PETA amd T yopnynon adelog kukAopopiog
TOV PAPUAKEVLTIKOD TTPoidVTOC givar onuavtikn. Exttpénet tn cuveyn mopakoiovdnon g oyéong
0PELOVG — KIVOHVOL TOL QOPUOKEVTIKOD TPOTOVTOG. ZNTEITUL 0O TOVG EMAYYEMLOTIEC TOL TOUEN
VYEOVOIKNG TTEPIBOAYN G VO AVOPEPOVY OTTOEGONTOTE TOUVOAOYOVUEVES OVETIBOUNTESG EVEEPYELEG
LEC® TOV €BVIKOV GUOTIUATOG OVOPOPAS OTT®G avapEpeTat 6T0: [lapdptmua V.
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4.9 Ymnepdoooloyia

SVUTTOUATOL

Yg TEPMTMOELG LITEPSOGOAOYING Le AePeTipakeTdun TopatnprOnkay vvniia, di€yepon, embeTikdTTa,
KOTOGTOAT TOV EMTEDOV GLVEIONONG, KATAGTOAT TNG OVOTVONG KOl KO

AvTiueTdmon g LIEPSOGOAOYIOG

Agv vrapyet €101K0 avtidoTo yio T Aefetipaketdun. H avtipetdnion g vrepdocoroyiog etvat
CUUTTOUOTIKN Ko uimopel va mepthopfaver apodwinon. H arotelecpotikdtta e eKyOAIoNS UE
alpokabapon oty amopdkpuven g AePetipaketduncg eivar 60% kot 74% yia tov koplo petaforitn.
5. DAPMAKOAOT'IKEX IAIOTHTEZ

51 ®@oappokodvvopkéc 1IO10TNTES

Dapporxodepamevtikn Katnyopio: avTEMANTTIKE, dAL0 avTiemAnTTikd, Koduog ATC: NO3AX14.
To dpacTikd GLETATIKO AEPETIPAKETAUN, EIvVOL £V, TLPPOAIBOVIKO TOPAY®YO (S-EVAVTIONEPEG TOV a-
ethyl-2-oxo-pyrrolidine acetamide), To omoio dev €yetl yNUIKT GXECT LE TIG VITAPYOVCES

OVTIETIANTITIKEG OPOCTIKEG OVGIES.

Mnyovioproc dpdong

O unyavioprog dpaomng TG AePETIPOKETAUNG avapéveTal va dlevkpviotel mAnpwg Ilepauota in vitro
KoL in vivo bTodnA@vouy 0Tt 1) AeBeTipaketdun o€ petafdAlel To, actkd YopaKTPIoTIKE TOV
KUTTAP®V Kol Tr] PLGIOA0YIKY| VEvpodlaBifac.

Meléteg in vitro detyvovv 611 1 AefeTipaketdpn emnpedlet T eninedo Tov WOVIOV acPeotiov (Ca’" )
OTO E0MTEPIKO TOV VELPOVAOV, LECH LEPTKNG OVOICTOANG TNG PONG 1OVTIWV acPeatiov TuTov N- Kot
EMTTOVOVTAG TV aneAeVBEP®ON 1OVTOV aGPECTION amd EVOOKVTTUPIKA ATODEUT TOV VEVPOV®V.
Emumpocbitmg, avaoTpépel LEPIKMOG TNV EAGTTMGT TG PONG TAOV 1OVIMV SIEVKOAVVOUEVIC OTO TOVG
vrodoyeic GABA kot yAvkivng, ehdtton 1 onoio TpokaAeital and Tov yeuddpyvpo Kot Tig fB-
kapumorives. Ilepartépm, n Aefetipaketdun Exel amoderydel o peAéteg in vitro OTL GUVOEETAL OE
€101kn 0€om déouevong 6ToV EYKEPUAKO 16TO TV TPOKTIKOV. AvTh 1 0é0om décpevong eivar m
TPOTEIVT 2A TOV GLUVOTTIKOV KLGTIOIMV 1 07010 TGTEVETOL OTL GUUUETEYEL GTN GVLVTNEN TOL
KLoTIOI0V Kat otV eEKVTTOOT Tov vevpoodtafiBactr). H Aefetipaketdun kot ta cuyyevi aviloyd
TOV EMOEIKVOOLV U0, KALOKOTY GLYYEVELD, OEGUEVLCTG TNV TPAOTEIVI 2A TOL GLUVOTTIKOD KVGTISI0L,
N omoia GLOYETIETAL [E TNV 1GYD TNG AVTIETANTTIKNG TPOOTOGING TTOL 0modeiyOnke OTL TapPEYOLY G
NYOYEVN HOVTEAD EMANYiaG o€ TovTikovs. To evpnua ovtd vVTOdNA®VEL OTL 1] AAANAETIOpaOT] TNG
AePeTIpOKETAUNG Kot TNG TPAOTEIVIG 2A TOL GLVOTTIKOL KVGTIOI0V GUUPAAAEL GTOV OVTIETANTTIKO
unyovicpud dpAa.ong Tov EAPUAKELTIKOD TPOIOVTOG.

Dapuokodvvakéc EmdPAoELC

H Aefetipaketaun moapéyel Tpoctacio, KATO TOV CTAGUMOY GE EVPH UG LOVTEAMV TEWPAUOTOL®MV
NG E0TIOKNG KO TNG TPOTOYEVMG YEVIKELUEVNG EMANYiaG YmPIG va £l TPOSTAGH®OKT gvépyeta. O
TPWTOYEVNG UETABOAITNG Elvar adpavnic. Xtov dvBp®mo, T0 VPV PACLN TOV POPLOKOAOYIKMY
W0TATOV TG AePeTipaketdunc £xel emPePfaiwbdei pe dpdon o€ KUTASTACELS TOGO EGTIOKNG OGO Kol
YEVIKEVUEVNC EMANYIG (ETANTTOEIONG EKQOPTIOT)/ POTOTAPOEVGUIKT OVTATOKPIOT).
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KMviki) omoTeAeoLaTIKOTNTO KOl 0CQAAELD,

20UTANpOUATIK] ay@yy oTn Oepameio. TV KpioewV e0TIOKNG EVOPLNS e 1) XWPIS OsVTEPOYEVH YEVIKEVOT
o€ eVIAIKES, eQRiovg Kol To1oid NAIKIOG amo 4 etV ue eminyia.

g eVIIAIKEG, 1 OMOTEAECUATIKOTNTO TNG AEPETIPAKETAUNG £xEL TEKUNPLOOEL e TpElg SImAG TVQAEG
EAEYYOLEVES LLE EIKOVIKO Papuako HeATeg o€ nuepnota docoroyio. 1000 mg, 2000 mg 1) 3000 mg,
YOPMNYOLLEVT] GE HVO 100M0GEG 0OGELG e GUVOAIKT O1dpkela Bepameiag péypt 18 efdopddes. Xe
GULVOAIKY] 0VALGN T®V S€d0UEV®V TO TOCOGTO TV 06HEVMYV 0TOVG 0Toiovg emetebydn 50% 1
peyolvtepn peimon oty gfdopadiaio cuyvotnTa TOV Kpicemv oTIOKNG Evapéne o otabepn 66om
(12/14 ePoopadec), o€ oyxéon pe v apykn mepiodo, ntav 27,7%, 31,6% kar 41,3% avtictoyo yia
tovg acbeveic oe 600m 1000, 2000 v 3000 mg Aefetipaxetaung kot 12,6% yio acbeveic o sikovikd
QAPOKO.

THaudrazpixos wAnBoouog

e modlotpkovg acbeveic (nAuciog 4-16 eTdv), 1 AmOTELEGUATIKOTNTO TNG AEPETIPOKETAUNG EXEL
TeEKUNPLOOEL 6€ Lol SITAG TVPAT, ELEYYOUEVT E EIKOVIKO PAPUAKO LEAETN LE TN cuppeToyn 198
acBevav kot pe didpketa Beponeiog 14 efdopddov. Xn pekétn avtr, ol acbeveic Erapav
AePetipaketdun oe otabepn doom tv 60 mg/kg/muépa (Le xopnynon 600 16OTOcMV SOGEWDV).

To 44,6% tov acOevav mov EhaPav AePetipaketdun Kot 0 19,6% tov acbeviv oty opdde IKOVIKoH
eappaxov giyav 50% M peyoivtepn peimon oty gfdopadiaio cuyvoTnTo TOV KPIGEMY EGTIOKNG
évapéng, o€ cUYKPIoT LE TNV apyIKN TEPindo. Me cuveyn nakpoypovn Oepareia 1o 11,4% tov
acevav mapovciocay TANPN ATOAAAYT TOV KPIGEDV Y10 TOVAGYIGTOV 6 punveg Kot to 7,2% yia.
TOVAGYIGTOV €va YPOVO.

35 Bpéen nAikiog K&Tm Tov 1 £T0VG e EMANTTIKEG KPioELS E0TIOKNG Evapéng ekTédnkay o€
EAEYYOLEVES LE EIKOVIKO QAPUOKO KAWVIKEG HEAETEC, amd To omoia, ovo 13 fTav nAtkiog pikpdtepng
TOV 6 UNVav.

MovoOsporeio. TNV QVTIUETOTLON TWV KPIOEWY EOTIOKNG EVOPENS UE 1] YWPIC OEVTEPOYEVT] VEVIKEDON OE
aobeveis nhikiog aro 16 ety ue veodiayvawobeioo emAnyio.

H amoteleopatikotnta g AePetipokeTdunc og povobepameio tekunplddnKe oe o SITAG TVEAN
UEAETT], TOPAAANA®Y OUAd WV, [LE GYESOOUO U KOTMOTEPOTNTAG O GVYKPLION Ue KapPapalenivn
eleyyouevnc amodéopevong (CR) oe 576 acBeveic nlikiag 16 etmdv 1 peyoldtepoug e
veoolayvoobeioa 1 mpdopata dayvmcbeica eminyio. Ot acBeveig mapovoialay avTOKANTEG EOTIOKESG
KPIGELG 1 YEVIKEVUEVEG TOVIKOKAOVIKEC Kpioelg povo. Ot acheveic Tuyatomomdnkay kot Erafov
kapPapalenivn CR 400 g 1200 mg ava nuépa 1 Aefetipaketdun 1000 £og 3000 mg avd nuépa,
eva 1 dudpketa Bepaneiog NTav Eog 121 efdopddeg avarloya e TNV AVTATOKPLON.

[Mpng éreyyoc TV Kpicewv Yo 6 piveg enetevydn oto 73,0% tov acbevov mov Elafav
AePetipaketdun kot oto 72,8% twv acBevav mov Erafav kopPapalenivn CR. H mpocappocuévn
amoAvT dtopopd HeTa&d Tmv dvo Bepameidv tav 0,2% (95% CIL:-7.8 8.2). [leprocdtepotl amd Tovg
woobc aobeveic Tapépevay erevlepot kpicemv yia 12 univeg (to 56,6% kot 1o 58,5% tmv acbeviv mov
éaPoav AePetipaxeraun kot kopPapalenivi CR avtictoryw).

Y pia perém mov avtikatorTpilel TNV KAMVIKH TPUKTIKT], TO GUYYOPTYOVULEVO, AVTIETIANTTIKA
QAapHoKa NTOV Suvatdy va, omocvpBoldy 6€ Eva, TEPLOPIGEVO aptOpd acbevdy mov avtamokpidnkay ot
AePetipaxetaun yopnyobuevn g copmAnpopotiky Oepaneio (36 evilikeg acbeveic amd cuvoro 69
acOevav).

2ouminpouaticy aywyn oty Oepomeio Twv HDOKAOVIK®V KpioewV o€ eviAIKeS Kal epnfovs amo 12 etav
e Neavikn Mvoklovikn Emilnyio.

H amoteleopatikotnta T AEPETIPOKETAUNG TEKUNPIOONKE GE [0l SITAG TVQAT] EAEYXOUEVT UE
EIKOVIKO PApuaKo HEAETN, dlapkeiag 16 fdopadmy, oe acheveic nAikiog amd 12 eTdv Kt Ave, Tov
vréeepav and [domabn [evikevpévn Exninyia pe pookhovikég Kpioelg og amoppolo SIpOPETIKOV
ouvopoumv. H mhetoynoia tov acbevav giyay dioyvacbei pe veavikn pookhovikn exiinyia. e avt
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™ perétn n AePetipoakeTaun xopnyndnke oe d6om 3000 mg v nuépa o 500 dMPNUEVEG IGOTOCES
d0c¢is. To 58,3% tov acBevav mov Ehafav AePetipaxetdun kot to 23,3% tov acbevov mov Elafav
EIKOVIKO QApLLako iyav TovAdylotov 50% peioon Tov nuepdv ava foopdda pe HVOKAOVIKEG KPICELS.
Me ouveyn pakpoypovr Oepameia, o 28,6% tov acbevav mapéuevay eAedBepOl LOKAOVIKMDY
kpioewv Yo TovAdytotov 6 piveg kot to 21,0% tov acevov tapéuevay ehedfepotl PUOKAOVIK®OV
Kkpicemv yo TovAdylotov 1 xpovo.

2ovuminpouaticy aywyn oty epomeio v TPpTOTaOmS YEVIKEDUEVMY TOVIKOKAOVIKW®Y KPIOEWY GE
eviilikeg kot epnpoug amd 12 etawv ue Idomodn I'evikeopévny Emiinyio.

H amoteleopatikotnta T AePETIPOKETAUNG TEKUNPIOONKE GE [0l SUTAG TVQAT ELEYXOUEVT], UE
EIKOVIKO PApUAKO HEAETN, OlapKeiag 24 efdouddmy, 6TV 0moio GUUUETE OV EVAAIKES, E@1 ot Kot
évag mePLoptopévos aptBpdc tadlatpikdv aclevomv wov vrépepav omd [d1omadn| ['evikevpévn
Emiinvyia pe tpotomadeic yevikevpéveg tovikokAovikég kpioelc (PGTC) andppoia StopopeTIKdY
GLVOPOU®V (VEAVIKT LVOKAOVIKT ETANYia, VEAVIKT ETANWi0 LE AQUPECELC, APULPESELG TNG TOUSTKNG
nikiog N emAnyia pe kpioelg grand mal otnv agdmvion). Ze avt T HeAET 1) 6001 TNG
AePetipaxeraung nrav 3000 mg avd nuépa yio eviaikeg kot prifovg 1 60 mg/kg avé nuépa yio ool
YOPNYOVUEVN GE dVO dNPNUEVEC OOGELS.

To 72,2% t®v acBevov mov Ehafav AePetipaketdun kot to 45,2% tov acbevov mov Elafav eikovikd
eappaxo giyov 50% 1M peyakvtepn HelOON GTI GLYVOTNTA TOV TPOTOTAODS YEVIKEVUEVOV
TOVIKOKAOVIK®V Kpicewv ava efdoudoa. Me cuveyn nakpoypovn Oepaneia 1o 47,4% tov acbevov
napépevoy eAeDBePOl TOVIKOKAOVIK®V KpioemV Yo TOVAdyloTov 6 ufveg kot 1o 31,5% tov acbevav
mapEPEVaAY Y10, TOVAdyLeTOV 1 YpdVo.

52 ®@appokokivnTIKEG 1O10TNTES

To @apuakxokvnTikd TPoPil TNC AePETIPOKETAUNG EXEL TEPLYPAPEL ETELTA OO YOPTYNOT Oltd TO
otoua. Epamaé 06om 1.500 mg AePetipaxeraung, opatopuévn o€ 100 ml evog coufotod S,
xopnyovpevn evoopiefimg o 15 Aentd, elvon Proicodvuvaun pe 1.500 mg AgfetipakeTaung mov eAnedn
07t TO OTOUN OE LOPPT TPLOV dtoKimv Tov 500 mg.

A&oloynOnke n evooeAEPia yoprynon docemv péxpt 4.000 mg, apaiopévov o 100 ml StoAdpoTog
yAoprovyov vatpiov 0,9 % pe £yyvorn mov oloxkAnpmbnke o 15 Aemtd, Kabmg kot docemv péypt 2500
mg apoaiopévav g 100 ml dreddpatog yAwprovyov vatpiov 0,9 % pe £yyoon mov oAoKANpOonKe og 5
AEMTA. ATO TNV EIKOVO POPLOKOKIVITIKTG KOl 0GPAAELNG dgV TPOEKLY ALY OEHATO Y10 TV OCQAAELL

OLTNG TNG 000V YOPNYNONG.

H AePetipaxetaun sival ovcio ToAd gudtdAvtn kat dtamepath. To @opuakoKvnTikd TPoeik gival
YPOULIKO PE YOUNAT EVOO0- Kot S1-aTopuKT SlakvpoveT). Agv vrdpyetl petafoin oty kdboapon petd
amo emavorapupavouevn yopnynon. Exiefarmbnie exiong 0t 1 @opuakoKvnTIKn Tng
AePetipokeTaunc, mov yopnynonke enl 4 nuépec pe evoopAéPia Eyyvon 1.500 mg v nuépa oe dvo
dooelg, ival aveaptntn and To Ypovo.

Agv VTLAPYOLV TEKUNPLO Y10l SLOKDLOVOT] TTOV VO, GYETICETAL UE TO PVAO, T QLAN 1} TOV KIPKASIAVO
pvouo. To pappakokvnTikd TpoPiA givol cuykpioto peta&d vyudv ebedovidv Kot aclevov pe

emumyia.

EviAikec kou Eonfot

Koatavoun

Ot avortateg ouykevtp®oelg 610 TAAGUA (Ciax) TOL TopatnpOnKay o€ 17 dropa émetta omd epanas
evoopAEPa 06om 1.500 mg AePeTipaKeTaung yopnyovuevng pe &yyvon o€ 15 Aemtd frav 51 + 19
ug/ml (uéom apBuntikn Ty + otabepn amdkiion).

Agv vdpyovv dedopEVa KATAVOUNG GTOVS 10TOVG TOV avEp®ITOv.
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Toc0o 1 AefetipaxeTaun 660 Kot 0 KHpLog HeTaforitng Tng o€ cLvdLovTal o oNUAVTIKO Babuod pe Tig
npwtTeives Tov TAdouatog (< 10%).

O 6ykog kaTavoung e Aefetipaketaung eivan mepimov 0,5 uéypr 0,7 1/kg, Tiun n omoia Tpoceyyilet
EKEIVI TOV OAIKOD OYKOL DOATOG TOL CMOTOC.

Buougtaoymuoationde

H AeBetipaketdun oe petaforileton ektevodg atovg avBpomovg. H kdpa petaforikn 006g (24% g
d0oMg) etvo n eviupukn vopoOALET TG opddag Tov akeTapdiov. H mopaywyn tov kbplov petaforitn
ucb L0O57 dev vmootnpiletotl and TIC IGOUOPPES TOL NTUTIKOD KLTOXPDUOTOS Pyso. H vépdAivom g
OLLASOC TOV OKETALUOIOV TAV LETPNGIUN GE TOALOVG 16TOVG, HETAED TV 0TOIMV T KOTTUPN TOL
aipartog. O petafolritng ucb LOS7 eival poprakoloyikd adpovig.

TavtomomOnkav eniong 600 erdiocovog onuaciog petaforitec. O Evag mpoepydtav amd VOpo&vAinon
TOV TVPPOASOVIKOD dakTLAiov (1,6% Tng 060oMG) Kol 0 A0S 0Td GvOoLyHo TUPPOAIOOVIKOD
daktuAiov (0,9% tng d6onc). AAAA U1 TAVTOTOMNOEVTO GLGTATIKG AVTITPOSAOTELAY LOVO TO 0,6% NG

d6oMG.

In vivo, 3¢ SMamoTOONKe EVOOUETATPONT] TNG AEPETIPOKETAUNG 1 TOV TPOTOYEVOVG LETAPOAITN OTAL
EVOVTIOLLEPT] TOVG.

Mehéteg in vitro £6€1&av OTL 1 AEPETIPAKETAUN KO O KUPLOG LETOPOAITNG TNG OV gival OVOGTOAEIS TV
KUPLOTEPOV IGOUOPPDV TOV NIATIKOD KVTOXPDUATOS Pyso oV avOpdmov (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1 kot IA2), tng yAvkovpovultpavoeepaons (UGT1A1 kot UGT1A6), kat tng emo&eikng
vdpordone. EmmAéov, n AePetipoaketdun dev emdpa otny in vitro yAvkovpovidmon tov PaAnpoikon

o&éoc.

Ye KOAEPYELN 0VOPOTIVOV NITOTOKVTTAP®V, 1| AEPETIPOKETAUN ElXE EAAYIOTN 1 UNOQUVY ETIOpOIOT
oto CYP1A2, SULTI1EL 1 UGT1ALl. H AeBetipaketaun ékave nmia enaywyn tov CYP2B6 kot
CYP3A4. Ta in vitro xou to. in vivo 6£d0UEVO Y10 OAANAETIOPAGELS UE OTO TO GTOO. AVTIGVAANTTIKG,
dryo&ivn kar Papeoapivn, £de1&av OTL dev avauéEVETOL i Vivo onuavtikn enaymyn evibuwmv. Erouévmg n
oAAnAenidopaon AePETIPAKETAUNG LE GALD PAPHOKO KOL OVTIOTPOP®G gV eivar Thavn.

AmofoAn

H numepiodog Lmng 610 mAdopa evniikev ntav 7 £1 dpeg kot og diépepe avdioya pe tn d6om, TNV 060
xopnynong N v emavorapupavopevn yopnynon. H péon kédbapon diov tov codpotoc nrov 0,96
ml/min/kg.

H xvpia 006¢ amékkpiong Ntav LK TOV 00PMV KOl AVTITPOCOTEVE KATH LEGOV 0p0 TO 95% g
doong (mepimov 10 93% g doong amopakpOvinke péoa o€ 48 mpeg). H amékkpion péom twv
KOTPAVOV avTmpocdneve Loig to 0,3% tng 60omng. H abpototikn anékipion tng AePetipaketdung
KO TOV TPOTOYEVOVG LETAPOALTN TNG OTA 0VPA TIG TPDTEG 48 MPEG OVTITPOCMTELOV AVTIGTOTYMG TO
66% kot 0 24% TG d6OMC.

H veppwn kédBapon g AePetipaxeTaung kot Tov ucb LO57 givan avtictoiymg 0,6 kot 4,2 ml/min/kg,
VTOINADVOVTOC OTL 1) AEPETIPUKETAUN ATEKKPIVETAL LE CTEPALOTIKY O1HOMNoN Kot cuvakdAovon
COMVOPLOKT] ETAVOTOPPOPNOT| Kot OTL 0 KUPLo¢ peTaforitng amofdAreTon eniong Le vepynTikn
COAMVOPLOKY] OTEKKPLOT EMITPOCHETMG TNG OTEPAUATIKNG 0 Onone. H amofoln tng
AePetipoketaunc oyetileton pe v kdOapon kpeaTvivig.

Hlxwopéva drouo,

Ytoug NAKIopEVoLg N numepiodog Cmmg avéavetar katd 40% mepinov (10-11 dpec). Avti n avénon
oyetileTon pe TV KAUyn TG VEPPIKNG AElTovpyiog o€ avtd tov TAnducud (Aéne mopdypago 4.2).
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Neoppikn avendpKeLo,

H @awopuevikn kabopon 1660 ¢ AePetipaketdung 660 Kot Tov KOPLov PeTaforitn g amd Tov
opyaviopo oyetiletan pe v kabapon kpeatvivng. [ ovtd GuvicTdTal TPOCUPIOYT TG NUEPTOLNG
dOOMG GLVTNPNONG TNG AePETIpaKETAUNS, L Bdon TNV kdBapomn kpeaTvivng og acbeveig e HETplov
Babpov kot coPapn veppikn avendpkela (PAETE mapdypapo 4.2).

e eviiAkoug aoBeveig oto TehKd 6TAd10 veppormabelag e avovpia 1 numepiodog Lmng NTav tepintov
25 kot 3,1 dpeg otV TEPI0d0 HETAED GLUVESPLDV ALULOSTOANONG Kol KATA T S1GpKELL TG cLVEdpiag,

avtioTtoryo.

To KAdopo AePeTipakeTdun Tov aeopédnke oTn SIAPKELN HIKG TUTIKNG 4®PTMG CLVEIPLOG
alpodAnone nrav 51%.

Hrotikn avemdpkela,

Ye acbeveic pe Nmia kot uETplov Pabpod NIATIKN AVETAPKELD, dEV VINPEE CNUAVTIKT LETOPOAN TNG
KkaBapong AePeTipaKeTaung. Xto TEPIOCOHTEPA ATOUN e Popld NIaTIKN avendpKeLd, 1) KdBaporn g
AePetipaketapng erattdbnke katd >50% AOy® GLVLTTAPYOVCAG VEPPIKNG OvETApKELNG (PAETE
mopaypago 4.2).

Howwrpkde TAnbvoude

Houdio (4-12 etcopv)

H poppokokivntikn o maudiotpikong acbeveic, petd and evoopAéPia yopnynon, dev xetl peretnOei.
Bdoetl 0pmg TV QopUOKOKIVITIK®Y YOPUKTNPLOTIK®V TNG AEPETIPAKETAUNG, TNG POPUAKOKIVITIKNG OE
EVNAIKOLC £TETOL a0 EVOOPAEPLA YOPNYNON KOl TS PUPUOKOKIVITIKNG G€ TodLd ETELTA 0O TOL
otouatog xopnynon, N ékBeon (AUC) tng Aefetipaketdung avouévetat vo, ivat Tapouoto og
modloTpikovs aobeveic nikiog 4 péypt 12 etdv petd amd vooAEfia yopnynon Kot LETA TNV ord TOV
GTOUOTOC YOPT YN o).

H nurepiodog {ong g AePfetipaxetaung o€ emAnmtikd mwodid (6 péypt 12 etcdv) Nrav 6,0 dpeg
émerta amd epana amd tov otopatog yopnynon (20 mg/kg). H pavopevikny KaBapon tpocaplocuévn
010 COUATIKO Bapoc NTav katd mepimov 30% peyaAddtepn and OTL 68 EMANTTIKOVG EVAAIKEG.

H AePetipaxetaun amoppopdtol ypriyopa EXELTO OO YOPNYNOT| EXAVELUUEV®V SOCEDMY and TO
otoua (20 uéypt 60 mg/kg/Mmuépa) oe Tadid pe eminyio (4 uéypt 12 etcdv). Avdrtoto enineda
oLYKEVTPOOTG 0T0 TAdGua TapatnphOnkay 0,5 puéxpt 1 dpa énerta amd ™ AMyn. Alamietodnke
YPOUIKT Kot 00G0EEAPTOUEVT ADENGT TOV AVATOTMV GUYKEVIPMOGEWDY TAACUATOS KoL TNG TEPLOYNG
Kt amd v KaumwdAn. H nurepiodog amofoing tav wepinov 5 dpeg. H pavouevikn kabapon omd
Tov opyaviopo frav 1,1 ml/min/kg.

5.3 Ipoxivikd dedopéva yia TNV a6QaieLo

Ta un KAvikd dedopéva dev amokoADTTOVY 1d10itepo Kivduvo yio Tov dvBpwmo pe Pdon Tig
OLUPATIKEG HEAETEG POUPLOKOAOYIKNG OCPAAELNG, YOVOTOSIKOTNTOG KOl KOAPKIVOYEVETIKNG IKAVOTITAG.

AvemBounteg evépyeleg mov dev mapotnpHOnKay g KAVIKEG HeEAETES, OAAG EUPAVIOTNKOV OTOV
apovpaio kot o PKPOTEPO Pabd 6TO TOVTIKL, OF eMineda £kBeong Topdpon e T emineda EkBeomg
oTOV AVOPpOTO Kot PE EVOEYOUEVT] GNUAGT Y1 TV KAWVIKT ¥p1oN, NTaV NTATIKEG UETABOAEG TTOV
delyvouv pio amdKPIoN TPOGUPUOYAG TOL OPYEVOL OTT®G AVENUEVO Bapog Kot KEVTPOAOPIDING
VIEPTPOPIN, MTMONG d1Onom Kot avénuéva nraticd EvOLpo 6To TAAG L.

‘Otav otovg yoveig kat ) yevid F1 apovpaiov yopnyndnkav ddceig uéypt 1800 mg/kgmuépa (6midcio
Mg Avdtatng Zuvietdpevng Adong yio tov AvOpamo e Ty £k0eon eKQpacév o¢ mg/m?) Sev
TopaTNPENONKAY aveTIBOUNTEG AVTIOPACELG GTNV YOVILOTNTA appEVAV 1] InAémv Kot TV
OVOTTOPOLYWYTKT) IKOVOTTOL
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Avo peréteg avantuéng spfpoov-konudtov (embryo-foetal development, EFD) die&nynocav e
apovpaiovg pe d6celc 400, 1200 ko 3600 mg/kg/muépa. tn d6om tov 3600 mg/kgmuépa, oe pia
uévo amd Tig 2 peréteg EFD mopatnpnOnke eAagpd peimon oto fapoc tov eufpdov, mov
ovoyeTICOTOV LE OPLOKT] AHENOT OTIG OKEAETIKEG OlOKLUAVOELS NTIEg avmpoAies. Agv mapatnprOnke
emidpaon otn BvnodTTa TOV EUPPVOL Kot dev TapatPHONKE AVENUEVT GUYVOTNTA ELEAVIOTG
dvopopeiwv. To eninedo NOAEL (No Observed Adverse Effect Level, Exinedo Omov Agv
Hopatnpeitar AvemBounn Evépyeia) ntav 3600 mg/kg/muépa yio toug kKvopopovvteg Onivione
0poLpaiovg (12TAGG10 TG AVATATIG GUVIGTAUEVIC SOGNS Y10, ToV GvBpmmo oe mg/m?) ko 1200
mg/kgmuépa yia to Euppua.

Téooepig peréteg avamtuéng tov epPpvov-Kunpatog deénydncav oe Kovvélia, KaAdmTovtag 000eElg
200, 600, 800, 1200 kou 1800 mg/kg/muépa. To docoroyikod eninedo tov 1800 mg/kgmuépa 0drynce
o€ £vtovn To&IKOT T 6T UNTEPO Kot peiman Tov Bapovg Tov eufpdov, mov cucyetildtay pe
QVENUEVT] CLYVOTNTO ELPAVIOTG EUPPLOV pE Kapdlayyelakés/ okeretikég avopaiies. H NOAEL ftav
<200 mg/kg/muépa yo tn untépa kot 200 mg/kg/muépa yio ta Eufpoa (Tov 1G0VTAL [LE TNV AVAOTAT
GLVIGTOWEVT 8OO Yo TOV GvOpeTo oE mg/m’).

AeEnybn pelétn mepi- Ko LETO-YEVVETIKNG OVATTLENG 08 apovpaiovg pe dooelg AePeTipaketdung 70,
350 wa1 1800 mg/kg/muépa. H NOAEL frav > 1800 mg/kg/muépa yio to. FO Onivka, kot yio myv
emPioon, v avénon kot avartoén tov F1 anoyoévov péypt tov anoyoroktiopd, (6mAdc10 e
OVATATNG GLVIGTAWEVIS SOGTC Y10. TOV GvOpmTO 6 mg/m°).

Meléteg e vEOyEVYNTOVG KOl VEOPOUG OpOVPOionE Kot GKOAOVG £de1&ay OTL d€ dlamioTmONnKay
OUGEVEIG EMMTMOCELG TOV PAPUAKOV GE KOVEVQ OO TO TUTOTONUEVA TEMKE onueio o PEAETEG
avamtuéng | opipavong, o d6oelg péxpt 1800 mg/kg/muépa (6 -17TAdc10 TG AVOTOTNG
GUVIGTOEVIC SOOTC Yo TOV GvOpmTo 6 mg/m?).

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX

6.1 Kataroyog ekdoywv

O&wo6 vaTp1o TPSPIKO

O&wk6 0&L Tarydpopeo

XAwprovyo vatplo

Yowp ylo evéoyuo

6.2 AovpPotoTnTeg

AVTO TO PUPUAKEVTIKO TPOIOV OEV TTPEMEL VAL, OVAUELYVOETOL [LE AAAL PUPUOKEVTIKA TPOIOVTO, EKTOC
OVTAOV TOV AVOPEPOVTL TNV TOPAYPAPO 6.6.

63 Awdpxkewo Cong

2 xpovia

O yMukég Kol QUGIKEG GVVONKEG oTOOEPOTNTAC KATA TN XPNOT TOV OPALMUEVOD TPOIOVTOG TOL
puAdcoeTal 6g chKkovg Tolvpuviloyrmpidiov (PVC) £xovv armoderydei yio 24 dpeg otovg 30 °C kot
otovg 2-8°C. And ukpoProroyikn dmoymn, ektoc £dv 1 uébodog apainong anokheiet tov kivévvo
WIKPOPLOKNG ETUOAVVGNC, TO TPOTOV TTPEmeL va ypnooroindei apuéoms. Edv dev ypnoiporoindei
dpeca, o ypovog kal ol cuvinkeg POAAENG KaTd TN Ypnon eivar evBvvn Tov YpNoT.

6.4 Idwitepeg mpoPuAGEELS KOTA TNV UAAEN TOV

To papuokevTiKd ovtd TPoidv dev amartel Witepeg cuvlnKeg GOAAENGS.
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[Ma 115 oVVONKeC SaTpPMoNG TOL APAL®BEVTOG PAPUAKEVTIKOD TTPOIdVTOC, PAETE Tapdypapo 6.3.

6.5 @vo1 KOl CVGTUTIKA TOV TEPLEKTT

TMvéAwvo erokido (tomov 1) twv 5 ml mov Khetvel pe mdpa gloyOdpNoNG and EAASTIKO Ppm®UOBovTOALO
Kot 6Qpaylopévo Komakt and aiovpivio (flip-off).

K0 xovti amd yaptovi mepiéyet 10 1 25 proridia.

Mmropei va. uinv KuKAOQOPOLY OAEG Ol GLGKEVAGIEC.

6.6 Iowitepeg mpo@uLAEELS ambpprync Kol GAAog EIPLONOG

BAéme tov mapaxdTm TvVaKo Yol TV GUVIGTMEVT TPOETOLLAGT0 KOl S1OIKOGI0 YOPyNoTNSg TOV
TUKVOD SLOADLLATOG Y10, TAPUCKELT Sl0AVHATOG TpOog £yyvon Levetiracetam Hospira, dote vo evebel
oAl nuepnota 66on 500 mg, 1.000 mg, 2.000 mg 1| 3.000 mg og dV0 dinpnpéveg SOGELS.

[Ipoetoipacio Kot Yop1ynom Tov TUKVOD SIHADLOTOC Y10, TAPUCKELT] SIHAVLOTOG TPOG £YYVOT)
Levetiracetam Hospira.

Adon ‘Oykog mokvo? dwwivpotos  [Oykog Xpovog Yuyvotyra Olucn) nuepfow
dwivtn  |éyquong | xopiymong doon

250 mg 2,5 ml (od eloAidio 5 ml) | 100 ml 15 hemtd |2 popég/muépa |500 mg/muépa

500 mg 5 ml (éva @roAido 5 ml) 100 ml 15 hentd |2 popég/muépa | 1.000 mg/muépa

1.000 mg 10 ml (dVo @roAido 5 ml) 100 ml 15 Aemtd |2 popéc/muépo.  |2.000 mg/muépa,

1.500 mg 15 ml (tpia erokidie 5 ml) 100 ml 15 hemtd |2 popég/muépa |3.000 mg/muépa

AVTO TO PAPUAKEVTIKO TPOIOV Elvar UG LOVO ¥promng, KaOe VITOAOITO U XPNCILOTOIOVUEVOD
SOAVOTOG TTPETEL VO, 0TopPLPOEL.

To mokvd ddivpa Y1o, TOPUoKELT SIHAVUATOG TPOC £yXLon AePeTipaketdunc Bpédnke puoikmg
oLUPATO Kol YNUIKDG 6TABEPO OTOV AVAULYVOETOL UE TOVG TAPUKATM SLOAVTEG:

e Evéoo didivpa yhoprodyov vatpiov 9 mg/ml (0,9%)
e Evéoyo durhvpa lactated Ringer's
e Evéoo ddivpa de&tpolng 50 mg/ml (5%)

DapuaKeLTIKO TPOTOV TOV TEPIEYEL COUOTIOWN VANG 1| TOPOLGIALEL OAAOI®GT YPDOUATOG OEV TPETEL VAL
YpPNoLomom Oel.

Kd&0e aypnoiponointo gopuokeutikd Tpoiov 1 VTOAELUO TPETEL VO OTOPPITTETAL COUPOVO LE TIG

KoTé TOTOVG 16 VOVGEG OYETIKES SLUTAEELS.

7. KATOXOX THX AAETIAYX KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

8. APIOMOZ(0I) AAETIAY KYKAO®OPIAX

EU/1/13/889/001
EU/1/13/889/002
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9. HMEPOMHNIA IMPQTHX ETKPIZHX/ANANEQXHY THX AAEIAX
Hpepopnvia tpmg £ykpiong: 08 Iavovapiov 2014

Hpepopnvia televtaiog avavémong: 20 Nogpuppiov 2018

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

{MM/EEEE}

Agmtopepeig mAnpoeopieg yio To eAapprako avto givar dtabéoipeg oto dikTvakd TOTo ToL Evporaikon
Opyoviopuov Gapudkmv http:/www.ema.europa.cu
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IHAPAPTHMA 11

IMAPAXKEYAXTHXE(EYX) YHHEYOYNOX(OI) I'TA THN
AIIEAEYQGEPQXH ITAPTIAAX

OPOI'H IIEPIOPIXMOI EXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI EXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
IMPOIONTOX
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A. TMAPAXKEYAXTHX(EX) YHEYOYNOZX (OI) I'lA THN AITIOAEEMEYXH TON
MAPTIAQON

‘Ovoua ko d1evfvven tov(tav) TapackevLasT(@V), VITELOVVOL(WV) Y10 TNV OTOOEGLEVGT) TOV
TAPTId@V

Hospira UK Limited
Horizon

Honey Lane

Hurley

Maidenhead

SL6 6RJ

Hvouévo Baciielo

Pfizer Service Company BVBA
Hoge Wei 10

1930 Zaventem

Béhyo

270 £VTUTTO POAAO 0ONYLOV XPNONG TOV PAPUAKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETOL TO OVOLLOL
Kot 1) 01e0BVVeN TOL TAPACKELOGTN TOL Elval VITEHOVVOG Y10 TNV ATOSEGUEVGT TG OYETIKNG TAPTIONC.

B. OPOI H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoxevTikd TPOIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢osg1g Ileprodxiig Mapaxorovdnong Acearelog

Ot amoitioglg yuo TNV bToPoAr| eKOEGEDY TEPLOKNG TAPAKOAOVLONONG TG ACPAAELOS Y10 TO EV AOY®
(QOPUAKEVTIKO TTPOTIOV 0pilovTol 6TOoV KATAAOYO pE TIG NUEpouNVies avapopdg ¢ Evoong (katdloyog
EURD) mov mapartifetal otnv mapdypoaeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdbe
EMOKOAOLONG EMKALPOTOINONG OTMG ONUOGIEVETOL GTNV EVPOTAIKT SUKTLOKT TOAT Y10 TO PAPLLOKCL.

A.  OPOI H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéono owayeiprong Kiwvovvou (ZAK)

O Karoyog Adetag Kvkiopopiag Oa die&aydyet Tig amottovpeveg dpactnploTnTeS Kot TopEUPACELS

(OPLOKOETAYPOTTYNONG OTMG Tapovctaiovial 6to cvupwvndév ZAK mov napovoidletol otnv

evomra 1.8.2 ¢ ddelag KukAoQopiog Kot 0molecdNmote ET0KOAOLOES EYKEKPIUEVES OVODEDPNGELS

tov ZAK.

"Eva emkaiporomuévo XAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evpondaikod Opyaviopod Goppdxmv

. OToTEINTOTE TPOTOTOLEITOL TO GVOTN UM OLOYEIPIONG KIVOHVOD, EI0IKE MG OTOTEAEGLOL ANYG
VE®V TANPOPOPLDV TTOV UTOPOVY VOl ETLPEPOVY GNUAVTIKT OAAXYT GTN GYECT) 0QELOLE —
KIVOOVOL 1 G AmOTELEGHA EMITEVENG EVOG OTLOVTIKOD 0pOGTIUOV (PAPUOKOETAYPOTTYTION 1
EAAYLOTOTOINGT KIVODVOD)
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IHAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTII'TA 10 1} 25 ®IAAIAIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Hospira 100 mg/ml, mukvo didAvpa yio mopoackeun SteAdIOTOg TPOG £yyuon
AePetipaxeTiun

[2.  TYNGOEZH IE APAXTIKH(EZ) OYZIA(EY)

"Eva graiido mepiéyet S00 mg/Sml AePetipakeTaunc.
Kda0e ml wepiéyer 100 mg Aefetipaxetdpn.

| 3. KATAAOT'OX EKAOXQN

Ala ovotatikd TeptropuBavouv: 0&ikd vaTplo Tpdptkd, 0&kd o&d Tayouopeo, YAmplovyo vAaTplo,
V3P Yo evESIUO. BAETE TO UALO 0INYIDV Y10 TEPIGCATEPES TANPOPOPIEC.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENQO

[Mokvo d1dAvpa yio TopackeLT SOADIOTOG TPOG EYYLON
500 mg/ 5 ml

10 proAidio
25 puoAidwa

| 5.  TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 GUALO 0INYIOV TPV amd TN YPN oM.
EvdopAéPia ypnon
Apoidote mpv amod T XPNon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ Béon v omoia dev PAETOLY Kt dev Tpoceyyilovv To TodLd.

| 7.  AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

|8. HMEPOMHNIA AHEHX

AHEH
Xpnoonomote aUEcme LETE TV opoimon.
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| 9. EIAIKEX XYNOHKEX OYAAEHX

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATON IHOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®QPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béiyo

| 12. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/13/889/001
EU/1/13/889/002

| 13. APIOMOXITAPTIAAX

[Moprioa

| 14. TENIKH KATATAEH I'lA TH ATAGEXH

| 15.  OAHTI'IEX XPHXHX

| 16. NAHPO®OPIEX XE BRAILLE

H attiohdynon yio va pnv mepidnebei n ypoon Braille sivor amodekt.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMo (2D) mov pépel Tov TEPIANPOEVTH LOVOSIKO OVayVMPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

PIAAIATIO TQN SML

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHE |

Levetiracetam Hospira 100 mg/ml oteipo mokvo didAvua
AefetipokeTdun
v

2.  TPONOX XOPHIHZHEX |

[3.  HMEPOMHNIA AHEHE |

AHEH
Xpnoonomote aUEcmS LETE TV opoimon.

| 4. APIOMOX ITAPTIAAX

[Moprtioa

| 5. HEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

500 mg/5 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®Vrho odnYLOV priong: [IAnpogopics Yo Tov acOevi
Levetiracetam Hospira 100 mg/ml rokvo ovdAopa Y10 To.pUGKELT OLOADNOTOS TTPOG £Y)YVO
AePetipaketdun

AWPaoTE TPOGEKTIKA OLOKANPO TO GVALO 00NYLOV YP1 OGS TPOTOV £GEIS 1] TO Tl 60G OPYIGETE
VO TOIPVETE QVTO TO PAPRAKO, S10TL TEPLLAUPAVEL ONUAVIIKES TANPOPOPIES Y1X GUS.

- DdordEre 0vTd TO PUALO 0INYIDV YpNonG. Towg ypelaotel va to draPacete Eavd.

- Edv éxete mepattépm amopieg poTAGTE TO Y1IOTPA 1 TO PAPLOKOTOO GOG,

- H ovvtayn yo autd 1o eappoxo yopnyndnke amokAeloTikd Yo 6oG. Agv TPENEL VoL OMCETE TO
@AapuraKo o€ GALOVS. Mmopel va Toug Tpokarécel PAAPN, akOLo Kot OTOV TO GTEio TNG
ac0évelag Toug eivat 01 pe ToL S1KA GO,

- Edv cag mopovciaotel kdmota avemBountn evEPYELD, EVUEPADGTE TOV YIOTPO 1) TOV
(QOPUOKOTO0 60G. AVTO cuumeptlapfdvel KOs mhov avemBOUNTN EVEPYELD TOL EV
AVOPEPETAL OTO TTAPOV PVALO 0dNYLDV, PAETE TOPaYpaO 4.

T wepiéyer 10 Tapév QOALO 00N YIOV:

T etvon to Levetiracetam Hospira kot oo €ivat 1) xpior tov

T mpéner va yvopilete Tpotod ypnoponomoete to Levetiracetam Hospira
[og va mapete to Levetiracetam Hospira

[MBavég avemBounteg evépyeteg

[og va puidooete to Levetiracetam Hospira

[epreydpevo g ovokevaciog Kot Aomég TAnpopopieg

S o

1. T eivan To Levetiracetam Hospira kon wowa givon ) yp1jon tov

H AeBetipaketaun sivol Eva ovTIETIANTTIKO QAPUAKO (QAPIOKO TO OO0 YPTCILOTOLEITOL Y10, T
Oepaneio TV kpicewv emAnyiag).

To Levetiracetam Hospira ypnoiponoteitot:

. ®G LOVO PApLaKO GE EVAALKEG Kol eprifoug amd 16 etdv pe veodlayvwceica eminyia, yio ™
Oepamneio evog cuykekpévon Tomov extinyiag. H emtinyia givor pia 1ad0non otnv onoia ot
acBeveic eupaviCovv emavaiapfoavoueveg kpioelg (eminnrikég kpioelg). H AePetipaketaun
YPNOWOTTOLELTAL Y10, TOV TOTO EKEIVO TNG EMANYING GTOV 0TTOI0 Ol EMANTTIKEG KPIGELS apyIKL
TPOGPAALOVY POVO io TAEVPE TOV EYKEPAAOV, OAAG, LETEMELTO, UTOPEL VO ETEKTAOOVY GE
UEYOAVTEPEG TTEPLOYEG KO OTIC OVO TAEVPES TOV EYKEPAAOL (EMANTTIKN KPioT ECTIOKNG
évapéng ue N yopic devtepoyevn yevikevon). H AePetipaxetaun cog yopnynhonke and to
YTpd Gog¢ Yo T Heiwon Tov aplduol TV ETANTTIKOV Kpioemv.

. CUUTANPOUATIKE 1e AN OVTIETANTTIKA OAapLoKo. Yia T Oepaneio:

" TV ETMNATIKOV KPIGEDV £0TIOKNG Evapéng [E N xopig devtepoyevn Yevikevon og
eViAIKeG, epnPfoug kot Tandid nAkiog and 4 eTOv

= o1 Ogpamneio TV LOOKAOVIKOV Kpicewy (Bpayeies, OTAGUMOKESG AKOVGIEC KIVIGELS EVOG
oG M piog opuddog pomv) o eVIAMKES Kol EpBoug amd 12 eTmV e VEOVIKT] LLOKAOVIKN
emumyriaL.

= o1 Ogpamneio TOV TPOTOTAODS YEVIKEVUEVOV TOVIKOKAOVIKOV KpicewV (coPapéc kpioelg
OTIC oToiec TepAaPAvETOL ) OTOAELNL GLVEIONONC) GE eVAIKES Kot EPMPovg NAKiag amd
12 etddv pe 1domabn yevikevpévn emtinyio (o THTOG TG ETMANYING TOL TOTEVETAL OTL
€yel yeveTikd aita).

To mokvo didAvua Yo, TapackeLT doahduatog Tpog &yyvon Levetiracetam Hospira givorl puo

EVOAAOKTIKY LOpOT Yo acBevelg 6TOVG 0TTOIOVG 1) YOPNYNOT] TOV AVTIETIANTTIKOD AEPETIPAKETAUNG OO

T0 oTOUA SV Elval Tpoc®PVE dvvarti).
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2. Tvnpéner va yvopilete mpry napete 10 Levetiracetam Hospira
Mnyv ntapete 10 Levetiracetam Hospira

. Av glote aldepykol ot AePETIPAKETALT, OTO TVPPOAIOOVIKE TAPAYMYQ 1) GE OTOLO0ONTOTE
GAAO GLOTOTIKO CLTOV TOV PAPHAKOL (AVAPEPOVTAL BTNV TAPAYPUPO 6).

IIpog1d0mTou|6ELS KOl TPOPUAGEELS

AmevBuvieite otov Y1atpd cog mpotov ndpete To Levetiracetam Hospira:

. Edv vrogépete amd mabnon veppmv, akoAovdnote TIg 001Yieg TOL Y1oTpov Gag, 0 0moiog Ha
ATOPUCioEL OV 1 OOCT GOG TPEMEL VO TPOSUPHOGTEL KOTAAANAA.

. Av TopotnpnoeTe 0modNTOTE EXPPAOLVOT) STV ADENGN TOL TS0V GOC 1) OTOLONTOTE
Eapvikn emttayvvon g eenPeiac, Tapakareiode vo amgvbuvieite oto yraTpd cag.

. "Evag uikpog apifudc atopmv wov vroPAndnkav o Bepaneio pe avtiemAnmIkd 6rmg To

Levetiracetam Hospira gupavicayv okEWYEIS 0UTOTPAVUATIGHOV 1) CVTOKTOVIOG. AV €xETe
CUUTTOUOTO KOTAOAYNG KOUT 10E00UOD AVTOKTOVIOG, TOPOKAAEIGTE VO, EXIKOIVOVIGETE UE TO
yotpd Goc.

Howowd kan £pnpor
. To Levetiracetam Hospira dgv evdgikvutal 6€ modld kat eprpovg Katm tav 16 etdv ¢ uoévo

eapuako (povobepameia).

Alro gappoxo kot Levetiracetam Hospira

Evnuepoote to y101pd 1 10 QOPUOKOTOL0 GaG GV TOIPVETE, £YETE TAPEL TPOCPATA 1| LTOPEL VO TAPETE
OTOLOONTOTE AR PAPLLOKE, OKOLO KO QT TTOL O GaG £XOVV yopnynoel pe cvvtoym.

Mnyv wépete TOAVAUOVAEVOYALKOAN (€VOL QAPLLOKO TTOL ¥PNCIUOTOLEITAL G KaBaPTIKO) Yo Hio dpa
TP Ko pio dpol LT T ANy TG AEPETIPAKETAUNG S1OTL AVTO UTOPEL VO 00N YNOEL GE HEIOT) TNG
dpaomng g.

Kinon ko Oniaopog

Edv eiote éyxvog 1 OnAdalete, vopilete 6TL pmopei va giote £yKvog 1) YeO1ALETE VO AOKTAOETE T,
{nthote T GLUPOVAN TOL YITPOL GOC TPV TTAPETE 0VTO TO Phpuako. To Levetiracetam Hospira
umopel va ypnopomombel Kotd T SiipKeLn TNG EYKVUOGVUVNG HOVO €GV, LETA 0O TPOGEKTIKN
a&loldynon, kpel avaykaio omd Tov yrotpd cog. Aev Ba Tpénel va drokontete T Oepaneia oag ywpig
va 10 ov{nTNoETE UE TOV YITPO 6aG. Agv Umopel v 0moKAEIGTEL TEAEIME 0 KIVOLVOC EUPAVIOTG
GLYYEVAV OAVOUOALDV GTO TTodi Gog Tov dev Exel yevvnOel axopa. Ae cuviatdtol o ONlaocuds katd ™
dudpketla g Oepamneiog.

Oonynon Kot LEPGROS unyovnpdTmy

To Levetiracetam Hospira pmopei vo exnpedost Tnv iKovotnta cog vo odnyeite 1 va xepileote
gpyaieia | unyovipara, S10TL umopel va oag Tpokarécetl vavniio. Avto givarl Thavotepo oV apyn
¢ Oepoameiog N Emetta, amd avénon g 06onc. Agv mpémel va 0dnyeite M| va yewpilecte unyoviuato
€m¢ 0ToL emPePaiwbel OTL 1) IKOVOTNTA GOG VO TPALYLOTOTOIEITE TETOLEG dPAGTNPLOTNTEG OEV
ennpedleTat.

To Levetiracetam Hospira wepiéyel vatpiro
Mia péyiotn epdmoé 66om mukvov dodvpatoc Levetiracetam Hospira wepiéyet 2,5 mmol (1 57 mg)

vatpro (0,8 mmol (] 19 mg) vatpro avd prorido). Na Aappdvetal veoyn edv Bpiockecte vto dlouta
TEPLOPICUEVIC TPOCANYNG AAATIOV.
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3. Ilog diverar to Levetiracetam Hospira

To Levetiracetam Hospira 0a cag yopnyn0ei amod yotpd 1| vooniedtpio, og evooeA&Pia £yyvon.
To Levetiracetam Hospira wpénet va, yopnyeital 000 @opég v nuépa, mTpmi kot fpadv, mepinov tnv
010 dpa kGO pépo.

H evdopAéfia oOvOeom givar pio evoriaktikn AOGN ot xopnynon omd 1o otopue. Mropeite va
petafeite amod o EMKAAVUUEVO e AETTO LUEVIO d10Kia 1] TO TOGIHO SIGAVLO GTO EVOOPAEPLO
OKELOOUA KOl TO aVTIOTPOPO amevdeiag, ympig Tpocappoyn tng d6one. Ipénel dpwmg va drotnpnbein
OAIKT MUEPNGLOL BOGT KOL 1) GLUYVOTNTA YOPTYNONS.

MovoOepameio

Aodon og evijlikeg ko epfipfoug (a6 16 eTdv):

Ievikn 860om: peta&y 1.000 mg kat 3.000 mg nuepncing.

Orav apyicete va maipvete yio mpmtn popd Levetiracetam Hospira, o yiatpog 0o cog cuviayoypaenost
o youniétepn 00c1 yuo Tic 2 efdopddeg mov Ba mponynBovv TG XOUNAOTEPNG YEVIKNG dOOT|S.

2vurinpopartiy Oeparncia
Abon o€ gvijhkeg kot i)poug (12 péypr 17 e1@v) pe copotiké Bapog 50 kg kot avo:
Ievikn 86om: peta&y 1.000 mg kat 3.000 mg nuepncing.

Aébon o€ Taord (4 péxpr 11 etov) ko pnfovug (12 péypr 17 eTdv) pe copotiké fapos katom amod
50 kg:

Tevikn 660om: petaé&y 20 mg/kg copatikov fdpove kot 60 mg/kg couatikov Bapovg kdbe nuépa
Tpoémog ko 060¢ yopNynons:

To Levetiracetam Hospira mpoopiletat yio evoopA&Pia ypriomn.

H cvvictopevn d6om mtpémet va apaidveTor o TovAdyiotov 100 ml evog cupPatod daidtn Kot va
xopnyeitot pe evoopAéPra Eyyoon péca og 15 Aentd.

IMa tovg ylorpove Kot TIg VOO AEDTPIEG L0 AETTOUEPELG 0N YiES VIO TNV COGTN YPNOT TOV
Levetiracetam Hospira mapé€yovtol 6to Tunpa 6.

Awbpkera TG Oepameiog:

. Agv vapyet epmeipio pe xopnynon evooeAEPiag AePeTipaKeTdung yio mepiodo peyaAdTepr TV
4 nuepav.

Edv ctapatioete va ypnoiponoleite o Levetiracetam Hospira:

Y mepintoon dakonng g Oepomeiog, Om®C Kot Pe AALN AVTIETIANTTIKA QapoKa, To Levetiracetam
Hospira mpénet va draxomtetorl Pabutaio yio vo amoeevyei n endeivoon tov kpicewv. Edv o
YTpOG GOG amoPocicel va otopatiost 1 Oepaneio cog pe to Levetiracetam Hospira, Oa cog ddoet
oomyieg yio tnv Pabuiaia daxonr| tov Levetiracetam Hospira.

Edv éyete mep1ocdtepeg EpOTNCELS GYETIKE LLE TN (PNOT AVTOV TOV POPUAKOL PMOTNGTE TO YATPO 1| TO
(QOPLLOKOTO0 GOC.

4. MBavég avemOOUNTES EVEPYELEG

Onwg 6l To @apuaka, £T01 KoL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot 6gv Topovclalovtal 6€ OAOLG TOVG AvEpPMOTOLG,.
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Evnuepoote apécmc tov yuotpd cag 1 mNyoivete 610 TUNILO ETEYOVIMV TEPICTATIKMOV TOV
TANGIEGTEPOV VOGOKOUEIOV, EAV ELLPAVIGETE:

e advvouia, Taon Amobvuiag 1 {aAn 1| duekoAia 6TV avamvon, Kadmg avTtd uropei va gival
CUUATOUOTE GOBOPNG AAAEPYIKNG (AVAPLACKTIKNG) avVTIOpaoNg

®  0idNUO TOV TPOGMTOV, TOV XEIADV, TNG YADCGCAS Kol TOL ¢apvuyya (oidnue tov Quincke)
YPIT®OT GupIT®pT Kot EAvOnua 6To Tpdommo mov akoiovbeital omd exteTapévo eEGvOnuo pe
VYNAO TLpetd, avénpéva eninedo NroTkdV eviOUmV 6TIg e£ETA0ELS aipaTog Kot avénpévo aptduod
€vOG TOTOV TOV AEVKAOV ALOcPUpimV (NOCVOPIAiL) Kot SI0YKOUEVOVG Aeppadéves (avTidpaon
GTO QAPLOKO LE NOOIVOPIALN Kol cVoTNUATIKA coprtdpate [DRESS]).

®  CUUTTOUOTO OTOS YOUNAOG GYKOC 0VPOV, KOVPOOT), VOTIM, EUETOC, CUYYVON Kot 01010l TV
OOV, TOV ACTPUYIA®V 1 TOV KATO AKpmV, KaODG avtd propel va givol coumtopato Sopvikng
Lelmong g VEPPIKNG Agttovpyiog

o Jdepuatikd €avOnua, to omoio umopel va oynuaTioel QADKTOIVEG KOl VO TAPEL TI LOPPN UIKPDV
GTOYOEWMV UALOIDGEWDV (KEVTPIKEG OKOVPES KNAIDEG TEPIKAEIOUEVES OO Li0l TTLO YAMUN TEPIOYN
e éval oKoVPO SOKTOALO YOP® and TO TEPLYPALLLLL) (ToADUOpPo epbinua)

o ekTeTaMEVO eEAVOMUO pe PADKTOLVES KOl ATOAETIOT TOV OEPLATOC, EIOKA YOP® OO TO GTOWO, TN
pot, T patio Kot to YEVVNTIKG opyava (aovdpouo Stevens-Johnson)

e o 7o coPapn popen e£avONUATOS TOL TPOKUAEL ATOAETIOT TOV OEPLATOC GE TEPLGGOTEPO OO
70 30% NS COUOTIKNG EMQAVELNS (T01K1 EMIdEPUIK VEKPOAVOT])

e onueio cofapdv vVoNTIKGOV oALAYDV 1] €AV KATO10G YOP® GOG TAPUTNPNOEL CNUEIN GVYYVOTG,
vvnAia (viota), apvnoio (Am®AELR LvAUNG), EXNPEACUEVT LVIUN (QenPNUAdR), LT PLUGIOAOYIKY|
GUUTEPIPOPA 1) AAAL VEDPOAOYIKA GUELD OO OKOVGIEC 1| U1 EAEYYXOUEVEC KIVIGELG. AVTA UTopEl
VoL EIVOL COUTTOUOATO EYKEQPOAOTADELOG.

Ot 710 cvyva avaEePOUEVEG AVETIBVUNTEG EVEPYELES NTAV PLVOPAPLYYITISA, VITIVNALL (VOGTA),
TOVOKEPAAOG, KOTT®moN Kat (AN, Tty apyn ¢ Oepameiog N pe v avénon g 66onc, avemBounteg
EVEPYELEC OTMG 1) VOOTA, 1) KOTT®moN Kot 1 {aAn pmopel va eivar cuvnBéotepeg. Ot evépyeteg autég Oa
TPETEL VO EAATTOVOVTOL [E TNV TAPOS0 TOV YPOHVOV.

MoAv ovyvég (umopel va TposParlovy tepiocdtepa amd 1 ota 10 dropan)

. Pwogapuyyitida (Aoipwén otn wotn 1 oto Aopd)
. vrvnAa (VOGTA), TOVOKEQPAAOC.

Ywyvég (umopet va Tposardovy Emg 1 ota 10 dropa. )

. avope&ia (ammAeio 0peéng),

. KatdOAym, exBpucoOTNTA 1 EMOETIKOTNTA, AYYOG, VITVNALL, VELPIKOTNTA 1] EVEPEITTOTNTA,
onacpol, dtatapayn g wooppomiag, (dAn (aicbnon actdbeing), Anbapyog (EXAewym evépyelog
Kot evBouslac o), TpoHog (aKovG10 TPEUOVAO),

iMyyog (aicOnuo TepIoTPOPN(),

Prixas,

KOWMakOg TOVoC, didppota, dvoreyio (Svokolio oty TEYN), EUETOG, VOUTIO

eEavonua,

advvopio/kémwon (kovpacn)

Oy ovyvég (umopet va tposPdirovy émg 1 ota 100 dtopa)

UEL®UEVOS aplOUOG OUOTETOM®Y, UELOUEVOS APLOIOC AEVKDV ALLOGQUIPIOY,

. ueioon tov Bapovg, avénen tov Papovg,
OTOTELPO.  GLTOKTOVIOG KOl OKEWEIC GUVTOKTOVIOG, WUYIKN dlatopoyn, Un
(PUGLOAOYIKT
ooumePLPopd, yevdaicOnaon, Bupog cuYYLoN, TPOGROAN TAVIKOV, GUVAICONLATIKY
actaBen/

SKVUAVGELS TNG cuvarlsOnuatikng diibeong, diéyepon,
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. apvnoio (ammAglo Lvnung), emapovvon g pviung (apvnoic), un eueloAoykoc cuvtoviouos/
ato&ia (emBdapuvon Tov GLVTOVIGHOD TV KIVAGE®V), Tapaictncia (LupUyKIOCH),
draTapayn TG TPocoyng (ATOAEL TG CLYKEVIP®OTNG),

dumhonia (dutAn 6pacn), Boumn dpacn,

avENUEVES U PLGLOAOYIKEG TIUEG OTO amoTEAESLOTA Mg e£€TOIOTC NTOTIKN G AgtTovpyiog,
ATMAELN TPLYOTOV, EkEN0, KVNGUOG,

LOTKN advvapio, poaAyio (LVikog movog),

KéKmon

Yrawvieg (umopel va Tpocfariovy £o¢ 1 ota 1.000 dropa)

Moipwén,

. UEMUEVOS aplOUOg OA®V TOV TOT®V OLUOGPALPIOY,
ocoBapéc ardepykég avtiopacels (DRESS, avaguiaxtiky avtiopacn [cofoapn Kot GNUAVTIKY
aAdepyikn avtidopaon], oidnua tov Quincke [TpREo TOV TPOCOTOV, TOV YEIMDV, TNG
YADGOOG KOl TOV AQLUov]),

. LELOUEVT] CLYKEVTPMOGT VATPiOV GTO aipa,

. VTOKTOViO, SLOTAPUYEG TG TPOCOTIKOTNTAS (TPOPANUATO CUUTEPIPOPAC), [T PLGIOAOYIKN
okéymn (BpadvTnTo oKéyng, aduvauio CLYKEVTIPMOONC),

. TOpaA P,

. eykeparonddeia (PA. vroevotta "Evnuepmote apécmg To yloTpd 6og" yio AemTopepn
TEPLYPOPT] TOV CUUTTOUATOV),

. ave&éleyktol Pikoi oTaoUol, 1oV TPOGPAAAOVY TNV KEQUAN, TOV KOPUO Kot To GKpaL,
dvuokolia

EAEYYOL TV KIVIICE®V, LITEPKIVNGLO (VITEPSPOUCTNPLOTNTA),

. TOYKPEATITIOON (PAEYHOV TOV TOYKPENTOG)

. NTATIKN AVETAPKELD, NTATITION,

. Eapvikn pelmon g veepikng Aettovpyiag,

. deppoTikd eEGvOnua, To omoio pmopel va oyNUATICEL PAVKTAIVEG KOl TOIPVEL TN LOPPN
OTOYOEMV AALOIDGEWDV (KNAIDEG LLE CKOVPOYPOUO KEVTPO KO 0)PT) TEPLPEPELD, 1 OTOTNL
mePPAALETOL OO £V GKOVPOYP®ILO SUKTOALO) (TOADUOPPO epvOnue), EXTETANEVO EEAVOM LA
Ue PADKTOIVEG KOl ATOAETTIOT) TOV OEPUATOC, EOIKA YOP® GO TO GTOUA, TI HOTT, TO LATIO Kot
TOL YEVVNTIKG Opyava (cOvdpouo Stevens-Johnson) Kol o To cofapr| LopeN Tov TPOKAAET
ATOAETION TOV SEPUOTOG G TEPIGGOTEPO 0td TO 30% TG COUATIKNG EMPAveLNS (Tolikn
EMOEPIKT VEKPOLVON),

. papoopvorvon (816.6macn Tov PVikod 16ToV) Kot GLGYETILOUEVT avEnom Tng
KPEATIVOQPMGPOKIVACTG aipatog. O emmolacpog eivar onpoavtikd vynAdtepog oe lanwveg
acbeveig og ovykplon pe pn lanoveg aobeveic,

. XoAdmTo 1 SVCKOAIN GTO TEPTATN L

Ava@opd avemOuunTov EVEPYELOV

Edv mopotmproete Kamoo avemBOUNT EVEPYELD, EVIILEPDOTE TOV YIOTPO 1) TOV QUPUOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio KGOe mhavi avemBountn evEPYELO TOL OEV AVOPEPETOL GTO TOPOV
@OALO 0ONYIDV YprionG. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, HECH TOV
€0VIKOU GLGTAUATOG AVOPOPAS TOV avaypapeTat 6To [lapdpmmua V. Mécm g avapopdg
avemOUNTOV EVEPYEIDV UTOPEITE Vo PonONoETE GTN GLALOYT TEPIGGATEPWOV TANPOPOPLOV GYETIKG.
LLE TNV ACQPAAELD TOV TAPOVTOG PAPHAKOL.

5. Hog va guiaccete To Levetiracetam Hospira

To @appoko avtod Tpénel va puAdoostol oe BEon v omoia og PAEmoVY Kou dev Tpoceyyilovy ta
oSG
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Na un ¥pnoonoleite ovTd T0 PAPLOKO LETE TV NUEPOUNVIA ANENG TOV AVAYPAPETAL GTO PLAAISIO Kot
010 Kouti petd tn AéEn AHEH.
H nuepounvia Anéng eivar ) tedevtaio LéP TOV UNVO, TTOVL AVOPEPETAL.

Av10 10 QPapuako dev amortel 1laitepeg cuvinkeg OAAENG.

6. Mepreybpeva TS 6VOKEVAGINS KU1 LOUTES TANPOPOPIES
Tvepréyer to Levetiracetam Hospira

- H dpoaotikn ovcia givor 1 AePetipaketaun. Kabe ml nepiéyer 100 mg AefetipokeTapun.
- Ta dAlo cvototikd givat: 0&kd vatplo Tpdpiko, 0&ikd 0&D mayoUopPo, YAMPLOVKO VATPLOo, VOIMP
Yl EVEGLOL.

Epgévion tov Levetiracetam Hospira ko1 wepieyépevo g cvokevaciog

To Levetiracetam Hospira mokvo StdAvpa yio TNy TopacKevt| SIHADUATOG TPog £Yyvor (oTeipo TuKkvo
dtdlopa) etvar éva Stavyég, dypopo vypo.

To Levetiracetam Hospira mokvd didAvpe yio TNy Topackevn] SLaAdUaTOG TPOG EYYLOT GuokKeLaleTal
o€ KouTi amd yoptovL Tov mepPtEyet 10 1 25 prokidwa Towv 5 ml.

Mmropei va. uinv KuKAOQOPOLY OAEG Ol GLGKEVAGIEC.

Kéroyog tng ddgrag kukhopopiag
Pfizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles

Béhyo

Hopookevactég

Pfizer Service Company BVBA
Hoge Wei 10

1930 Zaventem

Bélyo

Hospira UK, Limited
Horizon

Honey Lane

Hurley

Maidenhead

SL6 6RJ

Hvouévo Baciielo

Mo omoladnToTE TANPOPOPIC GYETIKA LE TO TAPOV PAPUAKEVTIKO TPOiOV, TopakaAieiche va
amevfuvOeite 6TOV TOTIKO AVTITPOCOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

Pfizer SA/NV Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: +32 2 554 62 11 Tel. +370 52 51 4000

bbarapus Luxembourg/Luxemburg

[aiizep Jlrokcembypr CAPJIL, Kion benrapust  Pfizer SA/NV

Ten.: +359 2 970 4333 Tél/Tel: +32 2 554 62 11
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Ceska republika
Pfizer, spol. s r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 4420 11 00

Deutschland
Pfizer Pharma PFE GmbH
Tel: + 49 (0)800 8535555

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

El)LGoa
Pfizer EAAAZ AE.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Tel: +34 91 490 99 00

France
Pfizer
Tél: + 33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0) 1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer Italia Srl
Tel: +39 06 33 18 21

Kvmpog
Pharmaceutical Trading Co Ltd
TnA: 24656165

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: + 371 670 35 775

Magyarorszag
Pfizer Kft.
Tel: +36 1488 37 00

Malta
Drugsales Ltd
Tel: +356 21 419 070/1/2

Nederland
Pfizer bv
Tel: +31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 55 00

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel: +386 (0)1 52 11 400

Slovenska republika

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500

Suomi/Finland
Pfizer PFE Finland Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Hospira UK Limited
Tel: + 44 (0) 1628 515500
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To mapov @OLAo 0dNYLOV Yp1ioNg avabempi)Onke Yo TehevTaio popa Tov {Mivac/EEEE}

Adreg TNYES TANPOPOPLOV

Aemtopepeig mAnpoeopieg yio To pappako avto gival Stabéoipec oto diktvakd Tomo Tov Evpomaicod

Opyaviopov @apudxmv: http:/ www.ema.europa.eu/

O wAnpo@opicc mov aKkorovBoVV amrevOivovTal pévo o€ erayyslpaticg vysiog:

Odnyieg Yo To cwoTd TPOTO YPMoNG Tov Levetiracetam Hospira mopéyovtat 6to Kepdalato 3.

"Eva. p1aAidio mokvo daivuatog Levetiracetam Hospira mepiéyet 500 mg AePetipaxetaun (5 ml
TuKvoL dtodvpatog Tv 100 mg/ml). BAéne tov mopakdto mivaio Yo T GUVIGTOUEVT] TPOETOLOGTOL
Kot dradtkacio yopnynong Tov TukvoL dtwdvpatog Levetiracetam Hospira, dote va evebel ol

nuepnota 66omn 500 mg, 1.000 mg, 2.000 mg 1 3.000 mg o€ V0 dinpPNUEVEG dOGELC.

[Tpoetoipacio Kot yoprynomn tov mokvos dtwAvpatog Levetiracetam Hospira.

Adbon ‘Oykog wvkvoo dwAdpatog |Oykog [ Xpovog oyvoTnTa Olucny

dwhotn  [€ypueng  (xopnynong nueptioa doom
250 mg 2.5 ml (o6 eloiidlo 5 ml) (100 ml 15 Xemtd. |2 popég/muépa. | 500 mg/muépa
500 mg 5 ml (éva @loAidio 5 ml) 100 ml 15Aemtd |2 popég/muépa | 1.000 mg/muépa.
1.000mg |10 ml (300 @ioAidia. 5 ml) 100 ml 15 Xemtd. |2 popég/muépa. |2.000 mg/muépa.
1.500mg |15 ml (tpio proAidio S ml) 100 ml 15 Xemtd. |2 popég/muépa |3.000 mg/muépa

AVTO T0 PAPUAKEVTIKO TPOIOV Elval UG LOVO ¥pNoTG, KAOE VTOAOITO Un XPTCLLOTOIOVUEVOD
SAVOTOG TTPEMEL VAL OToppLPDet.

Adprela Cong Katd ™ ypnon:

Ot ymukég kol QLOIKEG cLVONKEG oTABEPATNTAG KATA TN XPTOT] TOV OPOL®UEVOD TPOIOVTOG TOL
eLAdcoeTal 6 6akovg ToAvrvvdoydopidiov (PVC) éxovv amoderydei yio 24 dpec otovg 30 °C kan
otovg 2-8 °C. And pukpofioroyikn drmoyn, ektdg edv  uéBodoc apaimong amokdeicl Tov kKivduvo
LIKPOPLOKNG EMPOAVVOTG, TO TPOIOV TPEMEL VoL ¥ pnoponon el apéowc. Edv de ypnoponombel
Gpeca, o YpOvog kat o1 cuvOnKeg POAAENG KoTa TN Xpnon ivatl evBHvn Tov ypfoT.

To mokvo didAvpa Levetiracetam Hospira Bpébnke puoikadg cupPatd Kot ynukog otafepd otav

OVOULYVOETOL LLE TOVG TOPOKAT® OLHADTEG:

e Evéowo ddivpa yhopiovyov vatpiov 9 mg/ml (0,9%)

o Evéowo didAvua lactated Ringer's

e Evéoyo didivpa de&tpoing 50 mg/ml (5%)
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