ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levetiracetam Teva 250 mg emkolvppuéva pe Aemtd vuévio dtokio
Levetiracetam Teva 500 mg emkodlvppéva pe Aemtd vuévio dtokia
Levetiracetam Teva 750 mg emkodvppéva pe Aentd vpévio dtokia
Levetiracetam Teva 1000 mg smikaAvppévo, pue Aento uévio diokio

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Levetiracetam Teva 250 mg emkaivppévo pe Aemtd vuévio diokia
Kda0e emcoivppévo pe Aemtd vpévio diokio mepiéyel Aefetipaketdun 250 mg.

Levetiracetam Teva 500 mg emkaivppévo pe Aemtd vuévio diokia

Kda0e emcoivppévo pe Aemtd vpévio diokio mepiéyet Aefetipaketdun 500 mg.

"'Exdoyo pe yvmotég opaoelg: Kabe emkaAvppévo pe Aemntd vuévio d16Kio mepIEyEl YpmOTIKN
taptpalivn (E102) 0,06 mg.

Levetiracetam Teva 750 mg smkaAvpupéva pe Aemtod vuévio diokio

Ka0e emcodoppévo pe Aemtd vuévio diokio mepiéyel AePetipaketdun 750 mg.

"Exdoyo pe yvootég dpaoeig: Kabe emkaivppévo pe Aentod vpévio S1okio mepEyel XpwOoTIKY KiTptvo
(E110) 0,35 mg.

Levetiracetam Teva 1000 mg emkoAvppéva pue Aentd vUEVo dioKio
Kda0e emoivppévo pe Aemtd vpévio diokio mepiéyel Aefetipaketdun 1000 mg.

IMa tov TANpn kaTdloyo TV ekddy®v, PA. Tapdypapo 6.1

3. DOAPMAKOTEXNIKH MOP®H
EmwoAvppévo pe Aemtd vpévio diokio.

Levetiracetam Teva 250 mg emkoivppévo pe Aemtd vuévio Siokia

Mg, EMUNKOVS GYNLOTOG, EMKOAVUUEVA Pe AETTO LUEVIO dloKi, [LE ONUEl0 TOUNG oTN pio TAgupd
Ko P yopaypévo "9" ot pia mAevpd g Toung kot "3" oty GAAN TAgvpd TG Tounc. Me yopayuévo
"7285" otV GAAN TAELPA Tov diokiov. H eyxomn ypnouevel udvo yia va dievkoivver ) Opadon tov
S1oKiov Kol TNV KATATOOT TOV Kol 0L Y10, ToV Saymplond o€ ioeg dOGELC.

Levetiracetam Teva 500 mg emkaivppévo pe Aemtd vpévio diokia

Kitpwva, empunmkovg oynuotog, EXKOAVUUEVO Le AETTO DUEVIO O10Kid, |LE OMUEID TOUNG GTN Hio TAEVPA
Kot P yopaypévo "9" ot pia mAgvpd tng Topng kot "3" otnv GAAN mAgvpd tng Topns. Me yopaypévo
"7286" otnv AL TAeLp ToL diokiov. H eykomn ypnotpedel pdvo yia va d1evkoAvvel T Bpadon Tov
d1oKiov KoL TNV KATATOOT TOV Kol 0L Y10, TOV doy®plopd oe iceg dOGELC.

Levetiracetam Teva 750 mg emkaivpuévo pe Aemtd vuévio diokia

[ToptokaAi, ETUNKOVG GYNUOTOG, EXKOAVUUEVO e AETTO VIEVIO O1okia, e onueio Toung otn pio

T evpa Kot pe yopaypévo "9" otn pia TAevpd tng Topng kot "3" oty GAAN TAevpd TG Topnc. Me
yopayuévo "7287" otnv dAAn mievpd Tov diokiov. H eykomn ypnoipedel pdvo yia vo S1evkoAvveL )
Bpavon tov dtokiov Kot TV KATATOGY TOV Kot Ol Y10 TOV OoY®PIoHd o€ ioeg 00GELC.

Levetiracetam Teva 1000 mg emkoivuuéva ue Aertd vuévio diokia

A€gUK(, EMUNKOVE GYNUATOC, ETKOAVUUEVA e AETTO VUEVIO OloKia, LE onpeio Toung ot pio TAgvpd
Kot P yopaypévo "9" ot pio mAgvpd tng Topng kat "3" otnv GAAn mAgvpd tng Topnc. Me yopoyuévo
"7493" otnv GAAn mievpd tov diokiov. H eykomn ypnoipevetl povo yuo va d1gvkoAdvel T Bpavon Tov
S10KioL Kol TNV KATATOGT TOL Kol Oyl Yio TOV dlawploid o€ ioeg dOOELS.




4. KAINIKEX IIAHPO®OPIEXZ

41 OgpamevTikég EVOEiEelg

To Levetiracetam Teva gvdeikvotol g LOVODEPATEIR YL TV AVTILETMMIOT TOV EMANTTIK®V KPIoEWOV
€0TIOKNG Evaping e 1 xopig devtepoyevn| Yevikevon oe evijAkeg Kat epf)ovg amd 16 etdv katl ave pe

veodlayvmabeico emAnyia.

To Levetiracetam Teva gvigikvoTol wg GUUTANPOUATIKY AY®OYN

. v T Ogpameio TOV EMANTTIKOV KPICEOV EGTIOKNG EVAPENC LE 1 YOPIG OEVTEPOYEVN YEVIKEVON
o€ eviAIKeg, epnoug, madd Ko Bpéen nAkiog amd 1 unvog pe eminyia.

. v 1 Ogpameio TV LLOKAOVIK®V Kpioewv o eviiMKeg Kal eprjfovg nAikiag and 12 etmv pe
Neavikny Mvoxdovikny Eniinyia.

. v 11 Ogpameio TOV TPOTOTAODS YEVIKEVUEVOV TOVIKOKAOVIKOV KPIGE®MV GE EVIAIKES KO

epnPovg niwiog amd 12 etomv pe 1domadn Fevikevpévn Eniinyia.
4.2  Aocoloyio Kol TPOTOG YoPNYNONS

Aocoloyia

Emiinmuxéc kpioeis eotiaxng évaplne
H ocvvietdpevn d6om o povobepamneio (amd tnv niikio Tov 16 €TOV) Kot GUUTANPOUATIKY oymYN
glvai 1 1010, OTOG AVAPEPETAL GTT) CUVEYELA.

OJec o1 evoeieirc
Evilixeg (= 18 etav) kar épnpor (12 éwg 17 etcdpv) pe omuotixd Papog 50 kg 1 dva.

H apywn Bepanevtikn 660m givar 500 mg dHo popég v nuépa. H doom avtn pumopet va xopnynOel
omd TV TPOTN NUEPA TNG Ay®YNG. 0Td00, umopet va doBel pia yapnidtepn apykn d6on tov 250 mg
00 QopEc TNV NEEpa e Paom TNV EKTIUNGT TOL Y1OTPOD Y10 HEIDOT) TOV ETANTTIKOV KPIGEDV O
oyxéon pe Tig mbavég Tapevépyeleg. Avtn pumopel va avéndel ota 500 mg 500 Popéc TV NUEP LETA
amd dvo gfdopddsg.

Avdroya pE TNV KAVIKT 0TavTnon Kot Thv avoyn, 1 nuepnota 66on pmopel vo avéndel péypt 1500 mg
dV0 Qopég TNV Nuépa. Avéopeumoelg g 60omng uropel va yivovran katd 250 mg 11 500 mg 5o @opéc
™V Nuépa kb dVo £wg téooepic fOoUEdES.

Eopnpor (12 éwg 17 etwv) ue owpatico fopog kdrw twv 50 kg kot moidid, amo v nlikio tov 1 upva

O ywTpog Ba TPEmEL VoL GLUVTAYOYPAPNGEL TNV KATOUAANAOTEPT] PUPHOKOTEXVIKT LOPPY], CUCKEVAGTN
Ko TEPLEKTIKOTNTA, SOUPOVA LE TO Pépog, TNV nAikia Kot T 600m. AVaTpéETe 0TIV TOPAYPUPO
Taiorompios wAnBoouog yio ) pvduon g 66ong avaioya Le o BApog.

Awokom

Edv mpémel va drakomel 1 yoprynon e Aeetipaxetdung, cvviotdrol vo dtakonteton adaio (mw.y.
o€ eVAAIKEG Kat prifovug pe copatikd Bapog avo tov 50 kg: peidoeig tng 06ong katd S00 mg 6vo
QopEc TV NUéEPa KdBe dv0 €mg Téooepic EfdoUddes, oe Ppépn NAkiag Ave TV 6 VoV, 6Ta TodLd
Kol og epNPoug e copatikd Bapog kato twv 50 kg: 1 peiwon g 66ong dev Ba mpémel va vepPaivet
ta 10 mg/kg dvo popég v nuépa kabe dvo efdonddec, oe Ppien (KdTo TV 6 UNVOV): 1 Heimon
doong dev pémel va vrepPaivel Ta 7 mg/kg dvo popég TNV Nuépa, KaOe 300 ePSOUASES).

Ewwoi mAnfvopoi

Hliriowouévor (65 etav kar ave)



Y& NMAKIoUEVOLS aoBevelg e aveTapKN VEPPIKT AEITOVPYIO GLVIGTATOL TPOGAPLOYT TG 060N (BA.
«NEPPIKN AVETAPKELL TOPUKATM).

Negpin overapreio,
H nuepnola d6om mpémel var eEaToUKEDETAL AVAAOYO LE T1) VEPPIKT AElTOVpYin

T'a evihikec acbeveic, avaeepbeite otov TapuKaT® Tivaka Kol puBuicte T 660 OT®G EVOEIKVLTAL.
T"a va ypnotpomonfel avtdc 0 docoA0yIKOG TTivakag amatteiton pio extipnon g Kabapong
kpeatwvivng (CLcr) oe ml/min tov acbevoic. H CLcr og ml/min pmopei vo vrodoyioOei and tov
poodiopiopd Kpeativivng opov (mg/dl) yia evijiikes kan epnPoug Papovg 50 kg kot dvo pe Tov
TOPUKATO TOTO:

[140-nAwcia (6t1)] x Bapog (kg)
CLcr (ml/Aento) = (x 0,85 yio yovaikeg)
72 x kpeativivn opov (mg/dl)

Tote, n kdBapon kpeatvivng Tpocappuoletal otny enpdveio cdpatog (BSA) akolovbwmg:

CLecr (ml/Aentd)
CLcr (ml/Aent6/1,73 m?) = x 1,73
BSA (empdveio 6dH0TOC) TV 060evodc 6e m?

P00on 660mg oe eviikoug kat £pnpovug acBeveic pe copotikd Bapog ave tov 50 kg, pe veppikn
OVETAPKELDL

Oudoa achevirv Kd&bapon Ador kot GuxvoTNTO ANYNG
KpeaTvivng
(ml/min/1,73 m?)
dvcroroyikn >80 500-1500 mg dvo popég v nuépa
'Hma 50-79 500-1000 mg 600 popég tnv nuépa
Métpua 30-49 250-750 mg dv0 popéc v nuépa
ZoBopn <30 250-500 mg 600 popéc TV nuépa
TeAko 6Tdd10 vePpomadelag-und - 500-1000 mg pio: popd tv nuépa @
apokéBapon U

W Ty mpdtn pépa g Pepameiag pe AePeTipakeTaun cvvictdtor ddon epddov 750 mg.
@ Enerra and Ty opokddapon cuvietdrol copminpopatiki doon 250-500 mg .

H d60m g AePetipaketdunc o€ modid e VEPPIKT OVETAPKELD amotTeiTon Vo Tpocapuoletal pe Baon
TN VEQPIKY Agttovpyia, dedopévou 0TL 1) kdBapon TG AEPETIPAKETAUNG CLCYETILETAL LIE TN VEQPIKT
Aertovpyia. Avti N ovotaon Paciletol og pelétn enl evnAiKoV aclevdv e VEQPPIKT AVETAPKELD.

H i CLer o8 ml/Aentd/1,73 m? pmopei vo. ektiumOei pe BAon Tov TPpocdioptopd KpeaTvivig opod
(mg/dl) ypnoyomolmvtag, Yo Tovg veapovs epnoug, maidid Kot Bpéen, Tov Tapakdto THmo (THmo

Schwartz):

"Yyoc (cm) x ks

CLcr (ml/Aent6/1,73 m?) =
Kpeatwvivn Opot (mg/dl)

ks = 0,45 og teheidunva Bpéen uéypt 1 étovg, ks = 0,55 oe Iaudid kdtw Tov 13 €1dv Kol o€ EenPeg
ks = 0,7 og dppeveg epnpovg.

P0OOon g doomg o€ Ppéen, moudid Kot Eenovg acbeveig pe copatikd Pdpog kdto twv 50 kg, pe
VEQPIKT AVETOPKELL




Oudoa KéBapon kpeatviviic | Adon kou suyvomta Y
(ml/min/1,73 m?)
Bpéon 1 éo¢ kdto tov | Bpéen 6 émg
6 unvov 23 unvov, Toudid Kot
¢opnpPot fapovg kaTo
tov 50 kg
dvcloroyiky >80 7 éo¢ 21 mg/kg dvo 10 éw¢ 30 mg/kg dvo
(POpEG TV NuEPa (POpEG TV NuEPa
‘Hma 50-79 7 ¢w¢ 14 mg/kg dvo 10 émg 20 mg/kg dvo
POPEG TV MUEPQL POPES TV MUEPQL
Métpa 30-49 3,5 éw¢ 10,5 mg/kg dvo | 5 éwg 15 mg/kg 600
(POpPEG TV NUEPQL (POpPEG TV NUEPQ
Yofapn <30 3,5 émg 7 mg/kg dvo 5 éw¢ 10 mg/kg dvo
POpES TNV NUEPQ POpES TNV NUEPQ
AocBeveig pe veppuy -- 7 ¢wg 14 mg/kg pio 10 émog 20 mg/kg pia

OVETAPKELD TEAMKOD
0Tadiov TOL
vIofailovtal 6

(

opokddopon

@opd v nuépa @ @

@opd v nuépa & ©

YEva mooo SAvpa mpémet va ypnoonoteitat oe 80on kéto tov 250 mg, yia 806e1C ot omoieg dev
glvar moAamAdcio Tov 250 mg 6tav 1 cuvVieTOUEVN 000N dev pmopel va emttevyOel ue ™ ANym
TOALOTAGV dloKimV, KoM Kot 6 acfeveic, TOL 0dVVATOVY VO KATATIOVV d10Kia.

@Adon eoptione 10,5 mg/kg cvviotdron v TpdTN Nuépa TG Oepameiag pe T AePeTipaKeTaun

@ Adon eoptionc 15 mg/kg cuvietdtar TV TpOTN NEéPA TN Bepameiag e T AEPETIPAKETALN
“DMeté ™V oupokddapot, GUVIGTATAL 1| YOPHYNOT GUUTANPOUATIKAG d60nC 3,5 émg 7 mg/kg

GMeté ™V oupokddapot|, GUVIGTATAL 1] YOPHYNON CUUTANPOUATIKAG d6omg 5 émg 10 mg/kg

Hromiry overapxelo.

Agv amotteitor Tpocapoyn e 60on¢ o€ aoBevels Le Mo, LEYPL LETPLO NTATIKY AVETAPKELN. XE
aoBeveic e cofapn NTATIKN aveTdpKeLa, 1] VEQPIKN averapKeLd, dtav vroloyileTat Pdoet Tng
KkdBapong kpeativivng, evdéyetar va vroektiumOei. I't' avtd cvviotdTon EAGTTOON TG NUEPTOLUG
doong svuvtipnong kotd 50 %, 6tav 1 kaapon kpeotvivig eivan < 60 ml/min./ 1,73 m?

Toudrarpudc TAnBuvopude

O ywTpog Bo TPEMEL VO GLVTAYOYPUPNGEL TNV KATOAANAOTEPT] PAPLOKOTEYVIKT LOPPT], CUCKEVAGTO,
KoL TEPIEKTIKOTNTO, GVUPOVO e TNV NAIKia, T Bépog Kot T dOo.

H pappokoteyvikn popen diokiov dev givol Tpocaploouévn yia xpron o€ Bpéen Kot mwodid nAkiog
KéTo TV 6 et®v. Eva mocio didAvpa eivol To TPOTYLMUEVO CKEVAGLLA Y10 ¥P1|OT| 6TOV TANOLGLO
avtov. EmmAéov, ot 0100E011EG TEPLEKTIKOTNTEG TV JIOKI®MV OEV £Vl KATAAANAEG Y10 TNV OPYIKY|
Oepamneio Tadmv Papovs kdtw Tov 25 kg, acbevov, Tov aduvaTovy Vo KoTamriovy dickia 1 yio
yopNynon d6cemv Kat® TV 250 mg. e Oheg TIC TAPUTAV®D TEPMTMCELS, O TPEMEL VoL
ypNoyomoteital £va TOGIHO SV L.

MovoBepaneio
H acpddelo kot omotelecpatikdmra ¢ AefeTipaketdung og povobepaneio o€ modid ko eprifovg
nAkiog kdTo Tov 16 etdv dev Exouv TeKUMPLmOEt.

Agv vdpyovv d1aB€c1La dEOOUEVA.

Eonpfor (nhxiac 16 kor 17 etcdpv) ue owuotikd fépog 50 KQ 7 dvw ue emAnmrikic kpioeic e6Tiokig
EVapeng e 1 ywpic OEVTEPOYEVH VEVIKEDGN UE VEOOLOYVWOoBeioo, emiAnyia.



Avotpélte 0TV TOpATiVe Topaypapo Evilixes (> 18 etwv) ko épnfor (12 éwg 17 etwv) ue oouatixo
Pépog 50 kg # avw

2ourinpwuotiky Oeporeio oc fpépn niikiog 6 éwg 23 unvaov, raidia (2 éwg 11 etwv) kai epnfoug (12
weypt 17 etadv) ue owuatiné fopog karw twv 50 Kg

"Eva méoyo dtdAlvpa givot 1o TpoTILdEVO oKEDUOHA Yio ypnomn o€ Bpeen kot modid nAkiog KiTm
TV 6 ETOV.

IMa wodid nAkiog 6 etdv Kot Avm, £va ToOco dtdAvua Ba Tpémel va ypnopomoteitol yio 066l
pikpotepeg v 250 mg, yio dOGEIC 01 0Toieg dev givar moAdamAidcio Tov 250 mg 6Tav 1 GLVIGTOUEVN
000 dev pumopel va emtevyfel pe tn AMym tolhamlodv dokinv, kabdg kol o€ acbeveic Tov advvatovy
va Katamovv dlokia.

[Ipénet va ypnoiponoleital n KatdTEPN ATOTELESUATIKT dOOM Yo OAEG TIG evdei&elc. H d6om évapéng
v €va, Toudi 1 €pnPo pe copatikd Bapog 25 kg Ba mpémet va eivar 250 mg d00 popég TV NuUEPQ, UE
péylotn 060 ta. 750 mg 600 Qopéc TV NUEPAL.

H 660m og madd Bapovg 50 kg kot dve givat id1a pe eketvn Tv evnAikov yio OAeg TIC eVOEiEELC.
AvatpéEte 6NV mapamdve mapdypapo Evilixes (> 18 etwv) kai épnpor (12 éwg 17 etadv) ue owuorixo
Pépog 50 kg 7 dve yio Oheg T1¢ evOei&etc.

Zovurninpouotixy Oeporeio oe Ppépn nlixias amo 1 unve éwg kdrw twv 6 unvov

H poppokoteyvikn popen yio ta fpéen eivot 1o mOGIHo SidAvpa.

Tpomog yoprynong

Ta emkaloppéva pe Aemtd vévio dtokio AapPavovtotl amd To GTOUN, KATATIVOVTOL [LE OPKETN
mocdTNTO LYPOL Kot propel va Aapfdvovtal pe 1 xopig Tpoen. Metd ) yopnynon ond to oToH
umopel va eppaviatel n mkpn yevon g Aefetipaketdunc. H nuepniola d6om yoprnyeital og dvo ioeg
d00¢E1S.

4.3  Avrtevdcifeg

YrepevarcOnoio otn dpacTikn ovoia 1 6€ AN TapAy®YN TUPPOAIOOVNG 1) GE KATOL0 ol T EKS0Y0L
OV AVOPEPOVTOL OTNV TOPAYPaPO 6.1.

4.4  Ewkég TPOELOOTOMGELS KU TPOPVAGEEIS KATA TN (p1jo

Neoppwr| dvciertovpyia

H yopriiynon g AePetipaxetaung o aoBeveis [ie veppiKn avemdpKeLo LTOPEL VO OTATGEL
TPOGOPHOYN TNG 000MG. Z€ achevelg pe Papld NTATIKY AVETAPKELN GUVIGTATOL 1] EKTIUNCN TNG
VEQPIKNG Agttovpyiog Ttptv omd tov kabopiopd g doong (BA. mapdypago 4.2).

Oé&ela veppikn KAK®OON

[ToAv omdvia n xpnon g AePetipaketaunc £xel cuoyeTiotel pe o&eio vePPIKN KAK®OT, e XPOVO EmG
NV €vapén oL KLUOIVETOL Ao Alyeg NUEPEG EMG APKETOVG UNVEC.

Ap1Opoi kutTépmv Tov aipaToc

"Exovv meptypapel omaviec TEPIMTMOOELG LEIOUEVOV OPIOUDV KUTTAP®V TOV aiplatog (ovdeTepONEVia,
OKOKKLOKLTTOpALia, AgvKomeVia, Opopfomevia Kot TOVKVTTOPOTEVIR) TOV GUCYETICOVTAL LUE TN
YopNYNoN TG AEPETIPOKETAUNG, YEVIKA oTNV 0pyn TG Bepaneioc. ZvvioTdTot 1) S1EVEPYELR YEVIKNG
e&étaong aipatog og acbeveic mov gpeavifovv onuavtikn advvapio, Topeio, VTOTPOTIALOVOES
roumdEetg 1 drotapayég TN TNKTIKOTNTAS (Tapdypopog 4.8).
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Avrtokrtovia,

Y& aoBeveic mov voPaAilovtal o€ Bepameio pe AVTIEMANTTIKA EAPUOKE (GUUTEPTAOUPBAVOUEVIC TNG
AePetipaketdunc), Exovv avapepBel avTOKTOVIO, OTOTEIPO CVTOKTOVIOG, CVTOKTOVIKOG 10E0GLOG Kot
OVTOKTOVIKEC GUUTEPLPOPES. Mol LETA-AVAAVGT] TUYOLOTONUEVAOV ELEYYOLEVMV LLE EIKOVIKO PAPLLOKO
KAMVIKGOV SOKIUOV GE AVTIETIANTTIKG QOPUAKEVTIKG, TTPOTOVTO, £6€1EE LIKPN avENom Tov Kivdhvov
OVTOKTOVIK®V CKEWYEWDV KOl 0VTOKTOVIKNG GUUTEPLPOPES. O UNYOVIGHOG LE TOV OTOI0V EKONADVETOL O
Kivduvog avtdg dev ivat YvmoToc.

I"a tov Aoyo avto, ot acbeveig Oa mpénet va mapoakorovBovvral yio onpeio KaTaOAMYNMG Ko yio
CLUTEPIPOPES KATAOAYNG KOl ALTOKTOVIKOD 10000V Kol TpEMeL vo. e&eTacBel | yopiynon g
KOTAAANANG Bepameiag. Av gppavicBodv onpeio KoTdOAyMG KoV aLTOKTOVIKOD 100000 1)
GLUTEPIPOPAC, TPETEL VO, cLGTaDEL 6TOVG 0eBevelg (kat 6Ta dTopa Tov Ta epovtilovv) va (ntnoovy
1 GUUPOVAN TOL YULTPOV TOVG,.

Mn @uG1oAoyIKT Kot EMOETIKY GLUTEPLPOPE.

H AeBetipaxetdun propel va mpokarEGEL YOYMGIKA GUUTTOUOTO KOl L] QUGLOAOYIKT GLUUTEPLPOPAL,
ovumepriopPavopévng g evepebiototntag Kot g enbetikotrag. Ot acbeveig mov Aapfavovy
Oepamncio pe Aefetipaketdpn Oa mpémel va TapakoAovOovVTOL Yo TNV ELGAVIOT WYOYLOTPIK®Y oTUeimV
OV VTTOSNAMVOVV GNUAVTIKES OAAAYEG 6T dtdbeom /Kot TNV Tpocmmikdtnta. Edv mapatnpnbovv
TETOLEG CUUTEPIPOPEG, TIPETEL VO, EEETOCTEL TO EVOEYOUEVO TPOGOPLOYNG 1 GTASLOKNG S10KOTAG TNG
Oepancioc. Eqv eEetdletot To gvdeyOpevo daKkomng, avatpiEte otny mapdypoeo 4.2.

Emdcivoon tov emNTTik®V Kpioemv

Onmg kot GALOL THTOL AVTIETANTTIKOV QOPUAK®OV, 1| AEPETIPAKETALN UTOPEL CTAVIO VO EMOEVOGCEL
TN GUYVOTNTA 7 TN GOPapdTNTA TNG EMANTTIKNG Kpiong. Avti 1 mapddoén enidpacn avapépbnke wg
enti T0 MAEioTOV €VTOG TOL TPMTOV UVO UETE TNV Evapén 1 TNV adEnon g 606Mg TG
AEPETIPOKETAUNG KOL NTOV AVASTPEYIUN UETE TN O10KOTH TOV PAPUAKOL 1) TN peimwon g d6onc. Oa
TPEMEL VO GUVICTATOL GTOVG 0.60EVELS Vo GLUPOVAEVOVTAL AUEGMG TOV 1ATPO TOVE GE TEPIMTTOON
emdeivoong g emAnyiag.

"Exer avapepbel yio mapdderypo EAAELYN ATOTELEGUATIKOTNTOG 1) EMOEIVOOT] TOV EMANTTIK®V
kpicewv og aobeveic pe emAnyia mov oyetiletan pe HETAALAEELS GTNV O-DTTOUOVADO TOV EAEYYOUEVOL
a6 ™ dapopd duvapkov (Voltage-gated) draviov vazpiov 8 (SCNEA).

ITopataon dteotnuatoc QT oto NAEKTPOKOPIIOYPAQN L

Yrhvieg meputmoel mopdtoong Tov dotnpatog QT oto HKI éyovv mapatnpnOel katd v enonteio
petd tn 61absom oty ayopd. H AeBetipaxetaun Oa npénet va dideton pe mpocoyn oe acheveic pe
napdToot tov dacthpatog QTC, oe acbeveig mTov vrofdiioviol TavTOYPOVE o€ Bepameio pe PAapuoKa
7ov ennpealovv 1o dotue QTC 7 ot acbeveic pe oyetilopevn Tpoindpyovca Kapdiakny vOGOo 1
Satapoy€c NAEKTPOAVTDV.

TMowwarpikde tAnbvoudc

H poppakoteyvikn popen tov d1okiov dev eival TPoGaproOGUEVN Yo XpNon o€ PpEen Kot Toidud
NAKiog KAT® TOV 6 ETOV.

Ta dwbéoipa dedopéva oe Tadid dev VTOdNADVOVY ENdpacT oty avamtuén Kot tnv 1pn. Qotdco, o

LOKPOTTPODEGLEG EMTTMOGELG 0TI LaBnon, eveuia, avantuén, evdokpivi Aettovpyia, epnpeio Kot
UEALOVTIKT] SUVATOTNTA TEKVOTOUNG TMOV TOLIIDY VTMV TOPUUEVOVY AYVOOTEC.

"Exdoya



Nérpio
Avto 10 PapproKeLTIKO Tpoiov TEPLEXEL AydTEPO 0td 1 mmol vazpiov (23 mg) avd emkodivppévo pe
Aemtd vpévio dokio, glval avtd Tov ovopdlovpe «erehBepo vatpiovy.

Levetiracetam Teva 500 mg emikodvuuévo, ue Aemeé vuévio diokio.

Taptpalivn

Av16 10 QopUaKELTIKO TPOTOV TEPLEYEL YpmoTikh TopTpalivn (E102) | omoia pmopel va mpokarécet
OAAEPYIKES AVTIOPACELS.

Levetiracetam Teva 750 mg emixkodvuuévo, ue Aemeé vuévio diokio,

Xpwotikn| kitptvo

Av16 10 QopUaKEVTIKO TPOTOV TTEPLEYEL YpoTikh Kitpvo (E110) ) omola pmwopel va mpokarécet
OAAEPYIKES AVTIOPACELS.

45  AMremOpaoels e GALO QUPUUKEVTIKG TPOTOVTO KOl GALES popPég alinieniopaong

AvTIETANTTIKA QOPUOKEVTIKA TPOTOVTA,

ATO KMvIKEC PedETEG TTOV O1eENYONGOV GE EVIHAIKES TPV TNV KLKAOPOPI TOV QOPLAKOL, VITAPYOVY
dedopéva, 0TL M AePeTipakeTaun ogv ennpedlel TIG CUYKEVTIPMGELS GTOV 0P TV VTOPYOVIMV
OVTIETANTTIKOV QUPHOKEVTIKOV TPOTIOVTOV (patvutoivn, kapPapalenivn, Baimpoikd o0&y,
@awvoBapPrtdin, AapoTpLyivn, YKOUTOTEVTIVI Kot TPUdSVN) Kot OTL 0UTE TO OVTIETIANTTIKY
QOPUOKEVTIKA TTPOidVTA OV €NMNPEALOVV T1 QOPLOKOKIVITIKY TNG AEPETIPAKETAUNG.

Onoc katl o EVAMKEG, 0EV TPOKVTTEL GAPNG EVOELEN KMVIKA CTUAVTIKNG OAANAETIOpaoNG e AAAL
QOPUOKEVTIKA TPOIOVTA GE TAdATPIKOVG aoBeveic mov AdpuPavay Aefetipoaketdun puéypt

60 mg/kg/mpépa.

Mo, avadpoIKY| EKTIUNOT QUPUOKOKIVITIK®V OAANAETIOPACEDY GE To1dLA Kot EPNPOVG Le emAnyia
(4 péxpt 17 etcdv) emPefoaionce 6TL 1) COUTANPOUOTIKT OO TOV GTOLOTOS AY®YN KE AEPETIPAKETALN
dev eMNPENCE TIG CLYKEVIPDGELS TOV TAACLATOG GE GTOOEPT] KATAGTAOT) TV GLYXPOVMG
yopnyovpevev kapPapalenivng kot foirpoikod. Qot1dc0, Kamoa dedopéva VTodNAGVOLVY o aHENOT
g kaBapong g AePetipaketdung katd 20 % ota moidld Tov EAAUPAVOY OVTIETANTTIKA GAPLOK T
omoia emdryovv Evlvpa. Agv amatteiton TPOosaproyn e 06onc.

Ipofevecion

"Exet dSuomotwbei 611 ) mpoPevesion (500 mg técoepig popég NUeEPNGImS), EVOC OTOKAEIGTNG TNG
VEQPIKNG COANVOPLOKNG EKKPIOTG, OVACTELAEL TN VEPPIKT KABAPCT TOL TPOTOYEVOLG HeTAPOAITN
OAAG Oyt TG AePeTipoakeTdung. Q6TOGO 01 GUYKEVTPMOGCELS ALTOV TOL HETAPOAITN TOPAUEVOLY
XOMNALG.

Mebotpeldn

H tavtoypovn yopriynon g AePetipaxetaung pe pebotpedtn £xel ovapepbei 6TL petdvel tnv
KkéBapon g pebotpeldtng, 0dNYOVTOS 6€ AVENUEVT/TOPATETAUEVTG OEPKELNG GLYKEVTPMOT TNG
pebotpegatng oto aipa oe mhuvog ToEikd enineda. Ta enineda g pebotpeldtng Kot g
AePetipoketdunc oto aipo Bo Tpémet vo TopakoAovfovvTal TpoceKTIKA g aobeveic Tov Aapfdvovy
Ta 600 PAPLOKA TAVTOYPOVCL.

AvTIGUAMTTIKG 07T0 TOL GTOUOTOC KOl GAAEC QUPUAKOKIVNTIKEC OAANAETIOPAUGELS

H AePetipaxeraun oe nuepriow d6on 1000 mg dev ennpéace T QOPUOKOKIVITIKY TV
OVTICVAMTTTIKOV 0mtd TOV 6TOUATOG (aftvodoloTpadtodn Kot Aefovopyeatpén). Ot evOOKPIVIKEG
TOPAUETPOL (OYPIVOTOUTIKT OPHOVT| Kot TPOYeESTEPOVN) Oev petafAndnkayv. H Aefetipaketaun oe
nuepniowa 66om 2000 mg dev emnpéace T QAPUAKOKIVNTIKY TG dtyo&ivng kot e Bapeapivne. Ot
ypovoL TpoBpopfivng dev petafinonkay. Zvyyopnynon otyo&ivng, avVTIGUAANATIK®V ord TOV
oTOHOTOG KOl Bapeapivic 0V ETNPENCOV TH QOPLOKOKIVITIKN TNG AEPETIPAKETAUNG.
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KobBaptika

"Exovv vrdp&et pepovopéves ovapopEég EAATTOUEVIG OPOOTIKOTNTOG TG AEPETIPAKETAUNG OTAV TO
OOUOTIK®OG Op®V KaBapTIKO TOAVUIOVAEVOYAVKOAN YOPNYELTAL TAVTOYPOVA LE TNV OO TOL GTOUATOG
yopnyovpevn Aefetipaxetaun. o avtd 10 Adyo 1 ToAvaBvievoyAvkoAn dev Ba mpénet va
Aappdvetor amd To oTOU pio dpa TPV Kot pio dpa. LeTd T ANyn AefetipakeTdunc.

Tpon Kal OVOTVEL LLOTMON

O Babpog amoppdenong g AePeTipoketduns dev aAloldVETAL 0O TN ANYT TPOPNG, AAAG 0 puOUOG
amOPPOPNONG EAAPPADS EAATTOVETAL.
Agv vtapyovv drabéciua dedopéva Yo OAANAETIOPaGT TG AEPETIPAKETAUNG LE TO OLVOTTVEDIATAOON.

46 TovipdétnTa, KVNGN KoL yolovyio

T'uvaikeg o€ ovamopay®ylkn nikio

2T1¢ yovaikeg o€ avamapay@yikn nAtkio 0o tpénet va toapéyetal cuufovAin dtkov. H Oeparneia pe
AePetipoketaun o mpénet vo emavebetaleton 6tav o yovaiko oxedialet vo, peivel £ykvog. Onmg
ocvpPaivel pe OAo TO AVTIETANTTIKG QappoKa, 1 Eoevikn dlakonr tn AePetipaketdung 0o npémel va
amoPevyeTOL, KaBOTL aVTd UTOPEL VO 00N YNOEL GE ETAVEUPAVIOT ETMANTTIKOV Kpice®V oL o
Uropohoay va £X0VV GOPOPES EMTTMGELS TOGO Yl TN Yuvaike 660 Kat Yo To oyévvnto moudi. H
povoBepaneio Oa mpémel va TpotydTor 6mote givan Suvatov enedn 1 Bepaneio e TOAAA
avtieminmTikd eapuaxo (AE®D) 0o propovce va oyetiletar pe Evay vYnAOTEPO KIVOLVO GLYYEVDV
SopopTidV dtdmAacng an’ 0,Ti 1 povobepamneio, avarloya pe Ta oYeTILOUEVO OVTIETIANTTIKA.

Kvnon

"Evag peydhog 6yKog HETEYKPITIKAOY 0E00UEVAOVY TTOV APOPOVV EYKVEG YUVAIKEC TOV eKTEOMKOV GE
povobBepamneio pe Aefetipaketdun (meprocotepeg amd 1800, petald tov omoiwv TeplocoOTEPES Omd
1500 ektébniav KoTd TN SIEPKELD TOV TPATOV TPYLHVOD TNG EYKLHOGHVIG) OV DVTOONADVEL VEN O
TOV KIvdUVOL HELOVOV cLuYYeEVDVY avopoidy. Evag meptopiopévog povo aptfpog texpunpiov givan
OLOECIOC GYETIKA IE T VELPOOVATTLEN TOV TOd1OV OV EKTEONKAV € povobepameia pe
AePetipokeTdun evrog g UATPOC. 26TOC0, 01 TPEXOVGES EMONUIOAOYIKEG HEAETEC (o€ TTepimov

100 moudidr) 6ev vLOdNADGVOLVY AVENUEVO KIVOLUVO VEVPOOVOTTLELOKADY dATAPOYDV 1) KAOLGTEPGEDV.
H AeBetipaxetdun propel va ypnopomomBel Katd tn StdpkeLd TG EYKLVHOSHVNG €AV, LETA a0
TPOCEKTIKT a&0AOYN oM, KpBel KAMvikd avaykaio. Xe pio TETOL TEPIMTMON GLUVIGTATAL 1] XOUNAOTEPN
OTOTELECLOTIKT OOOM.

Ot oAAayég oTn UoI0A0Yia, KATH TNV KONGON, EVOEXETAL VO EXNPEACOVY TN GLYKEVIPMGN TNG
AePetipoketaunc. ‘Exel mapatnpnOel peimon g cuykévipmong AEPETIPOKETAUNG GTO TAAGLO KOTO T
dupkela ¢ komong. H peiowon avty givar mo €vrovn to tpito tpipnvo (uéypt to 60 % g Pacikng
PO KONONG GVYKEVTPMONG). Oa Tpémer va EACPUAICTEL 1) KOTAAANAN KAVIKT] AVTULETOTION TNG
€ykvov 1N onoia Ppicketor vd Oepomeio pe AePetipaxeTaun.

Oniaocudg

H Aefetipaxetaun anekkpiveral oto avOpamvo untpikd yéia. Eropévmg o Oniocuodg dev cuvietdral.
Qo1600, dv yperaotel Oepaneio pe AefeTipaketdun Katd tn didpred Tov ONAAcHoD, 0 AdYog
0pELoVG/KIvduvov g Bepameiog Oa mpémetl va ekTunOet pe yvopova v avéykn tov Oniacpov.

Tovipdétta

e pehéteg oe {ma, dev Exel aviyvevbel enidpaon ot yovipotnta (PA. mapdypago 5.3). Agv vrdpyovv
drabéotpo KAVIKA dedopéva, 0 SuVNTIKOG Kivouvog Yo Tov dvBpmmo dev eivat YvooToc.



4.7 Emopacelg 6TV tKavOTITO 001]YN61)S KO XEPIGHOD P avi|pdTov

H AePetipaxetaun €xetl ikpn 1 HETPLO EMXIOPACT] GTNV TKAVOTNTO 001YNOTG KOL XEPIGLOD
unyovnudToy.

Aoy gvdeyduevng d1apopeTIKNG amd atdpov o€ dTopo gvaisnoiag, opiopévor acbeveic pmopel va
EUPAVIGOVV EOIKA oTNV apyn TG Oepameiag 1 £merta amd avénon g d0omg, vIvnAia 1 GAAa
CUUTTMOUOTO TOV GYETILOVTOL E TO KEVTPIKO VEVPIKO GvoTa. Emopévac cuvictdtol Tpocoy 6Toug
aoBeveic OTav ekTEAOVV pyacio Tov amartel SeE10TNTES, .. 0ONYNOT OYNUATOV 1 XEPIOUOG
UNYOVTUATOV. XVVIeTATOl 0TOVG aoBevelg va, unv odnyodv 1 va xepilovtal pnyovipoto g dtov
emPePaiwbel 4TI N IKOVOTNTA TOVS VO, TPOLYUOTOTOLOVV TETOLEG dPASTNPIOTNTEG OV EMMpedleTal.

4.8 AvemOopnteg evépyereg

Tlepiinwn tov TPo®ih AcOAAELOC

Ot avemBOuNTEC EVEPYELEG TTOL OVAPEPONKAV TTIO GLYVA HTAV PLVOPAPLYYITION, VITVNAIL, KEPAAOAYIA,
Kk6mwon ko (oAn. To mwpoeik avemBountov evepyeidv, Tov TapatifeTol Topakdto, otnpiletal otV
OVOAVGT] CUYKEVIPAOTIK®V EAEYYOUEVAOV LE EIKOVIKO QAPLOKO KAVIKOV LEAETMV, OOV GUVOAKE
vrofAnnkav o Bepaneia pe AePetipaxetaun 3416 acbeveic pe 6Aeg Tig evdeilelg Twv peretav. Ta
dedouéva aVTA GUUTANPMOVOVTUL OO TN YOPNYNOT TN AEPETIPAKETAUNG GE AVTIGTOLYES OVOIKTEC
UEAETEG TOPATOONG KOMOG Kot ammd Tnv gumelpia PeTd tnv kukhlogopia otnv ayopd. ['evikd, 1o mpoeid
aoQuAEiag TNG AEPETIPAKETAUNG EIVOL TOPOUOL0 aveEEAPTNTA OO TNV NAIKIOKT Opada (eVAAKES Kol
modiatpikoi aobeveic) Kot ave&aptnta amd Tig eyKekpyEveg evoei&elg emanyiog.

TUYKEVTIPOTIKN AMGTO OVETIOOUNT®V EVEPYELDY

Ot avemBOuNTES EVEPYELEG TTOL OVAPEPONKAY G KAMVIKEG HeAETES (eml evNAIK®V,ePNP®V, TAUSOV Kot
Bpepdv nikiag > 1 unvoc) kon amd v gpmelpio LETA TNV KLKAOQOPIa TOL TPoToVTOG Ta&IvoovVTaL
oTov KaTmo mivaka, avd Katnyopia/Opyavikd cuotnpa Kot avd coyvotta. Ot avemBounteg
gvépyeleg Tapovoidlovral katd eBivovca oelpd cofapoTnTag Kot 1 cuyvoTnTd Tovs opileton g eENG:
TOAD cuyvég (> 1/10), cvyvég (> 1/100 émg < 1/10), oyt cvyvég (> 1/1000) émg < 1/100), omdvieg

(> 1/10000 £m¢ < 1/1000) ko woAd ondvieg (< 1/10000).

Koatnyopia Kotnyopia cuyvotntag

[opyovikd IToA\d ovyvéc Yuyvéc Oyt ouyvég 2Iivieg oAV omdvieg
cvoTNUo.

(SOQC)

Aowdéeg | Pvogapuyyitt Aolpwén

Ko da

TOPUCITHOC

£1G

Awtapoyéc ®popPonevia, | Iavkvttopone
OV Agvkomevia vial,
OLUOTIOMTL ovdeteponevia
k0¥ Kot ,

oV OKOKKIOKLTTO,
AELOUCOD popion
GLGTNLOTO

S

Awrtopayéc Avridpaon oto
Tov @appOKO HE
OVOGOTO NOGWoEIAio
TIKOV Kot
GLOTNUOTO GLOTNHOTIK

S GUUTTOUOTA,
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Kamyopia

Katnyopio cvyvotntac

lopyovucd | TToAd cuyvég 2uyvég Oy ovyvég ZTAVIEG oAb ombvieg
cvoTua
(SOC)
Ynepevaicno
o
(ovumepthoup
OVOLLEVOL
AYYELO0ONUOLT
0G Kot
avaevuAla&iog)
Awtapayéc Avopetia Andrewo Ynovatplopio
0V Bapovg,
uetafoMo avénon
LoV KO TNG COLOTIKOV
Bpéwng Bapovg
Yoyatpucé Kotabiwm, Amomepa Avtoxtovia, [3eoyvyavayk
S exfpotnta/emt | avtoktoviag, dwTapayn OOTIKY
dTapayéc OeTikoTNTO, 10EAGHOC TPOCOTIKOTNT | dratapayn™*
dyxos, abmvia, | avToKTOVIOG, oG, Un
VEVPIKOTNTA/E | YOYWOOIKN (PLGLOAOYIKES
vepebioToTNTa | dratapoyn, U | OKEYELS,
(PLOLOAOYIKN TOPOAT PO
GLUTEPLPOPA,
yevdaonocelg
, Bopdg,
GLYYVLTIKN
KATAGTAON,
Kpiom TaviKo,
oLVOICONUATIK
N actddeia /
OLOIKVLAVGELG
me
cuvalcOnuaTIK
Mg 61abeomng,
di€yepon
Awropayés | Yavnhiia, Yrocuot, Apvnoia, Xopeloabétmo
0L KEPOAQAYi0L dtaTopoyn emnpeacpuévn | 1, dvokwvnoia,
VEVLPLKOV LG0OPPOTIAG, UV, 1N VIEPKIVNOlaL,
GLGTNLOTO Caan, QPLGLOAOYIKOG | dtaTapay TNG
S ABapyoc, cuvtoviopog/ | Padiong,
TPOUOG ataia, gykeporomaet
mapoiodnoia, | o, emdeivoon
daTopoyn TV
OTNV TPOGOYN | EMANTTIKOV
Kpioewv,
VEVPOATITIKO
KakonOeg
GLVOPOUO*
OeBarpicé AmAomia,
S Bappog
oLTapoyéC 0pacng
Awtopayéc TAyyog
TOL OTOG
K01 TOV
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Kamyopia
[opyavikd

Katnyopio cvyvotntac

IToA0 cuyvéc

2uyvéc

ovoTNUO.
(S0QC)

Oy cvyvég

Xmavie

[ToAv omdvieg

AafopivBo

1Y

Kopdiakég
dTopayEc

HopateTapéva
dwoTnuoTo
QT ot0
NAEKTPOKAPILO

YPOON UL

Awrtapoyéc
TOV

OVOTTVEVOTL

Ko»

GLGTNUOTO
TOL

Bmpaxa
KOl TOV

uecobwpak
10V

Brixog

Awtapoyéc
TOV

YOGTPEVTED
KOV

Kothoxo
ahyog,
ddppoto,
dvomeyia,
vautia, EPETOC

Maykpeatitida

Awtapoyéc
TOVL NTOTOG
KOl TOV

YOANQOP®V

Mn

(PLGIOAOYIKES

TIES
SOKIUACIOV
NTOTIKNG
Agttovpyiag

Hratwn
OVETLOPKELD,
nratitdo

Awtapoyéc
TV

v

VEQPWYV KOl
TV

0LPOPOP®
Vv 000V

Oc&eia veppixn
KOKOOM

Awtapoyéc
TOV

OEPUOTOC
KOl TOV

VT0dOPLOV
1070V

E&avOnpa

Alomekiol,
éxlepo,
Kvnoudg

To&wn
EMOEPUKT
vekpoOAvON,
GUVOPOLLO
Stevens-
Johnson,
TOAOLOPPO
gpuinua

Awtapoyéc
TOV

LVOCKEAETL
KOV
GLGTNLOTO

G K01 TOV
GLVOETIKOD

1670V

Mvik
advvouia,
pooiyio

Pafdopvorvc
n Kot
ovgnpévn
KPEATIVOPOOP
oKwaon
aipotoc®

Tevikéc

Advvopio/kon
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Kamyopia Katnyopio cvyvotntac
[opyavikd IToA0 cuyvéc 2uyvéc Oy cvyvég Zndvieg [ToAv omdvieg

ovoTNUO.
(S0QC)

drotapoyéc won
Ko

KOTOOTACEL

G TNG 000V
yopnynong

Kokooelg, Kakwon

dNAnmpid
OE1C KO
EMIMAOKEG
OepamevTik
av

YEPIG LAV

* O emmolacudg givar onuavtikd vymAdtepog o€ lanmveg acobeveig og ohykpion pe un ldmwveg
aoBeveic.

** Eyovv moapoatnpndel 7oA oravieg TEPIMTMGELS AVATTVENG 10E0WYLYOVAYKACTIKOV SUTOPOYDV
(IAY) o€ acBeveig e vrokeipevo 16Topikd IAY 1 yoyloTptkdv SlotapoydV KOTO TNV ETOTTEN, LETA TN
d1aBeon oty ayopd.

IIeprypaen emAeyuéEvmv oveTBOUNTOV EVEPYEIDV

O «ivdvvog mpdxAnong avope&iog sivor vYNAOTEPOC OTAV 1| AEPETIPAKETAT CLYYOPNYEITAL [LE TNV
TOTPAUATY.

Y& OPKETEG TEPMTMOELS OAMTEKING TOPATNPNONKE ATOKUTAGTACT TNG TPYYOPLING UETE TN SLOKOT TNG
AePetipakeTdunc.

Y& OpIoUEVO TTEPLOTATIKA TOVKVTTOPOTEVIOG EVTOTICONKE KOTAGTOAN TOL HVEAOD TOV OGTMV.

IIepintdoelg eyke@alonddelog yevikd eppaviotTnkay otnv apyn g Bepaneiog (AMyec uépeg €mg
UEPIKOVE PNVEC) KO NTOV OVOSTPEYILEG LETA TN dtakomn NG Bepoameiag.

Hodwotpucde Ttinbovoude

Exatov evevivta (190), cuvolikd, acBeveic nlikiog and 1 unvog émg 4 etdv, vroPAndnkav o
Oepameio pe AePeTIPUKETAUN, OE EAEYYOLEVEG LLE EIKOVIKO PAPLOKO KO OVOIKTEC LEAETEG TOPATAONC,
E&nvta and toug acBeveic avtote, vmofAndnkav oe Oepaneio pe v AePeTipakeTan, oe EAEYYOUEVES
UE EIKOVIKO @ApuaKo HeéTec. Zuvolkd e&akootlol capdvto mévte (645) acbeveig nhkiag amd 4-16
€TV vroPAnnkav coe Bepamneio e AEPETIPAKETAUN, O EAEYYOUEVES LLE EKOVIKO QAPUOKO KOl
OVOIKTEG LEAETEG TOPATAOTC, EVD 233 amd Tovg acbeveic avtovg vofAndnkav oe Bepancia pe
AePetipaketdun oe eEreyyOpeves e EIKOVIKO Qapuoko peréteg. Kot ota 600 avtd nlkiokd vpn, ta
OEJOUEVO, OVTA CLUTANPMOVOVTOL OO TNV EUTELPIN LE TN (PTOT TNG AEPETIPAKETAUNG LETA TNV
Kukhopopia otV ayopd.

EmumAiéov, 101 Bpéon nAkiog KAt Tov 12 unvdv extédnkayv o pio LeTEYKPITIKN LEAETN TNG
ac@drelng. Agv evtomionKav véa BEpata yio v acedieia g AePetipaketduns o€ Ppépn nikiog
Kéto TV 12 pnvav pe emnyia.

I'evikd, 10 TpoPik avemBouNTOV EVEPYEL®V TNG AEPETIPAKETAUNG eivarn Tapouoto aveEdptnTa amd TNV
NAIKLOKY opdda Kot aveEdptnTa omd TV eykekpipévn Evoeien eminyiog. To amotedécpata
OCQOAELOG EAEYYOUEVAOV LLE EIKOVIKO QAPUAKO KAWVIKOV LEAETMV GE TALSUTPIKOVS 0.60eveic cuvAdovV
LE TO TPOPIA ac@aAeiog Tng AEPETIPAKETAUNG OE EVIMKES, EKTOG OO TIG OVTIOPAGELG CUUTEPIPOPAG
KoL TIG YOYLATPIKEG AVETIOOUNTES EVEPYELEG, O OTOIEG T TAV CLYVOTEPEG GE TOUOLA O OTL GE EVIIAKEG.
"Epetog (modd cuyvog, 11,2%), diéyepon (cuyvn, 3,4%), dStokvudveelg g ovvaisOnuotikng dtibeong
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(ovyvée, 2,1%), aotdBeta cuvarshnpatog (cuyvn, 1,7%), embeticdtta (cuyvn, 8,2%), un
(QLGLOAOYIKN cVUTEPLPOPE (cLYVT, 5,6%), Kot ABapyog (cuyvog, 3,9%) avapeépdnkav cuyvitepa o
Tond1d kot eprfoug nAikiog 4 €mg 16 et@v, o€ chykplon pe Tovg aobeveic AAANG nAkiog 1 o€
GUYKPLGT IE TO GUVOALKO TPOQiA ac@aieiag. Evepebiototnta (moAd cuyvn, 11,7%) kot un
QLOIO0AOYIKOC GLVTOVIGHOG (GVYVOC, 3,3%) avapépnkay cuyvoTtepa 6T BPEPN Kol 0T TALdd NAKiag
omd 1 unvoc €mg KAt TV 4 ETOV, GE GLYKPLOT LE TIG GAAEG NAIKIOKEG OPLAOEG 1) G GUYKPIOT LE TO
GLVOAKO TTPOPIA acpareiog.

M 1t - TVEAN, EAEYXOLEVT] LLE EIKOVIKO QAPLOKO UEAETY] 00QUAEING O TOUdATPIKOVG aoBeVEis e
GYEJUOUO YO TNV OOOEIET N KATOTEPOTNTAG, AEI0AGYNGE TIC OPAGELC TNG AEPETIPAKETAUNG OTN
YVOGLOKN KOl VEDPOYLYOLOYIKEG AELITOVPYiES, o€ Tad1d NAkiag 4 g 16 €TOV e EMANTTIKEG KPIGELG
gotokng évapéng. To cvumépacpa tav 0T 1 Aefetipaketdun dev d1Epepe (dev VGTEPOVGE) EVavTL
TOV EIKOVIKOV (apudkov ot petafoir omd v évapén ot Pabuoroyia tov [apapérpaov [Ipocoyng
kot Mviung (Leiter-R Attention and Memory), kot ot dokipacio extipnong g uniung (Memory
Screen Composite), 6tov TANOLGHO oV TapakoAovOnOnKe COUP®VO LE TO TPOTOKOAAO (per protocol
population). Ta amoteAéopata oV GYETICOVTOL LLE TN GUUTEPLPOPA KOl TI CLVOICONUATIKN AgiTovpYia
£de1&av emdeivimon otovg aobeveic mov vwoParloviav o Oepaneia e T AePeTIpaKETAUN GTNV
TOPAUETPO TNG EMOETIKNG CVUTEPLPOPAS TOL LETPNONKE [LE TVTOTOMUEVO KOl CLGTNHATIKO TPOTO LE
xpnon €yxvpov gpyareiov (CBCL - Achenbach Child Behavior Checklist, Katdioyog EAéyyov
TTodwng Zoumeprpopdc Achenbach). Evtovtolg, o1 acBeveig, mov mrpav ™ AefeTipaKeTdun o€
HOKPOYPOVIL, AVOIKTH LEAETN TTapakoA0VON oM G, OV Tapovciacay ETdeivo, Katd Héso dpo, 61N
GLUTEPIPOPA TOVG KOl TN GLVOLGONUATIKT TOVG AElTOVpYia. ZVYKEKPIUEVA OEV EMOEVAOON KAV 01
TOPAUETPOL EMPETIKNG CUUTEPLPOPAS GE GVYKPIOT UE TNV EVapEN.

Avooopd THavorloyoUUEV®V GVETIOVUNTOV EVEPYELDV

H avagopd mboavoroyobuevov avemtBOunTov evepyEmY PETH amd T YopNyNon Gdelog KukAopopiag
TOV QUPUOKELTIKOD TPOIOVTOG etvart onpavtiky. Emitpénet tn cvveyn mapakorlobnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPLAKEVTIKOD TPOIOVTOG. ZNTELTOL Ao TOVG EMAYYEAUATIEC VYElOG VAL
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTILOTOG
avapopdg Tov avaypdeetal oto [Hapdptnua V.

49 Ynepdoooloyia

ZOULTOUATOL

Y& TEPIMTAOOELG VITEPOOGOAOYING LE AePeTipakeTdun TapatnpnOnkay vvnio, d1€yepon,
EMOETIKOTNTO, KATOGTOAT TOV EMTESOV GLVEIDNOTG, KATUGTOAN TNG CLVOTVONG KOl KOO

AvVTETOTION TN VTEPOOGOAOYIOG

Metd and o&eio vVTEPdOGOAOYIN, O GTOLAYOC UTOopEl va kevwbel pe TAOON 1| TPOKANOT EUETOV. Agv
VILAPYEL E101KO avTiooTo Yia T AePetipoketaun. H aviypetodnion g vrepdocoroyiag Oa givar
CUUTTOUOTIKY Kol puropel va teptiapfaver apodwinen. H arotelecpatikdtnTo e EKYOAIOTG e
apokaBapon (texyntod veppov) oty amopdkpuvor e AePetipaketapng etvar 60 % kot 74 % yio
TOV KUPLO PETAPOALTT.

5. D®PAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appoxodvvopikis 1010TNTES

DopHaKOBEPATEVTIKY KATNYOPI: OVTIEMANTTIKA, AL ovTiemAnmTkd, Kmotkdg ATC : NO3AX14.
To dpaoTiKd cvoTATIKO AEPETIPAKETALT, IVl Evol TUPPOASOVIKO TaPGy®YO (S-EVOVTIONEPES TOV a-
ethyl-2-oxo-pyrrolidine acetamide), to omoio dev &xel yMWIKA o©x€onN UE T VIAPYOVOES

OVTIETIANTTIKEG OPOCTIKEG OVGIEC,
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Mnyavioudc dpdonc

O unyaviopde dpaong tng AePetipaketdung avopévetol vo dievkpwviotel mAnpoc. Tepdpata in vitro
Kot in Vivo vtodnAdvouy 6t 1 Aefetipaxetaun dev petafdiiet o facikd yopaKtpIoTIKd TV
KUTTAP®V KOl TN PUGIOA0YIKT veEvpodiaPifac.

Meléteg in vitro deiyvouv 0Tt 1 AePetipakeTaun ennpedlel ta enineda TV 10VIOV acPestiov 6To
ECMTEPIKO TOV VELPOVOV, LECH LEPIKNG AVAGTOANG TNG PONG LOVI®V 0oPecTiov TOTOL N- Kot
ELOTTOVOVTAG TNV OMEAELOEPWOT 1OVT®V AGPECTION OO EVOOKLTTUPIKA UTOOELATA TV VEVPDVOV.
Emnpocbitmg, avaoTpépel LEPIKMOG TNV EAATTMGN TNG PONC TOV 1OVIMV SIEVKOAVVOUEVIC OTTO TOVC
vrodoyeic GABA kot yAvkivng, eAdttmon 1 onoio TpokaAgital omd Tov yeudapyvpo Kot Tig B-
kapumoiives. [epartépm, éxet derybel og peléteg in vitro 6t n AePetipaketdpn cuvoéetal o€ 101KN
0éom déopevong oTov EYKEPAAKO 10TO TV TPOKTIKOV. AvTti 1 0éom déopevong sivor ) Tpwteivn 2A
TOV GLVOTTIK®OV KUGTIOIOV 1] 07010 TIGTEVETAL OTL GUUUETEYEL TN GVVTNEN TOL KLGTIOIOVL Kot 6TV
eEokvtTtoon tov vevpodiafifactr. H Aefetipaketdun Kot Ta Guyyev] ovaAOyd TOL EMOEIKVOOVVY pia
KMUOK®TH GLYYEVELD OEGLEVOTG OTNV TPMTEIVI 2A TOV CUVITTIKOD KLGTIOI0L, 1) oToia cuoyetiletal
He TV oY1 TG AVTIETIANTTIKNG TPOGTOGIOG TOV amodeiyOnke OTL mapEYOLV GE NYOYEVH LOVTEAD
emumyiog o movtikove. To ebpnua avtd VIOINAMVEL 6TL 1 GAANAETIOpOoT) TNG AEPETIPAKETAUNG KO
™G TPMTEIVIG 2A TOL GUVATTIKOV KVOTIO10V GUUPBAAAEL GTOV OVTIEMANTTIKO UNYoVIGHO dpaong TOV
QOPUOKEVTIKOD TPOTOVTOG.

DopuokodvvaukKéc ETLOPAGELS

H AeBetipaxetdun mapéyel Tpoctocio KOTd TOV GTUCUOV G€ VP EAGLO LOVTEA®DV TEPARATOL®OV
TG E0TIOKNG KO TNG TPOTOYEVAOS YEVIKEVUEVNG ETANYING YOPIG VA £YEL TPOCTOCUMIKY EvEpyeLd. O
TPWOTOYEVING LETOPOAITNG Eivorl adpaviG.

210V dvBpwmo, T0 VPV PAGLLO TV EOPUAKOAOYIKOV IOI0THTOV TNG AEPETIPAKETAUNG EXEL
emPeParwdel pe dpdon oe KaTaoTAGES TOGO EGTIONKNG OGO KOl YEVIKELUEVG EMANYING
(emAnTTOE1dN G EKPOPTIOT/POTOTAPOEVGUIKT OVTATOKPLION).

KMvikn) omoteAeouatikdTnTo Kol 0GQAAELO,

2ounAnpouoticy oywyn oty Gepoameio twv Kpicewv EGTIORNG EVOPENS UE N YWPIS OEVTEPOYEVH YEVIKEDON
o€ eviAiKkes, epnfoug, maloid kot Ppéen nlikiog awo 1 unvog ue eminyia.

X€ eVIMKEG, 1) ATOTEAEGLOTIKOTNTA TNG AEPETIPAKETAUNG EYEL TEKUNPLOOEL e TPELG peEAETEC OTAEG
TOQAEG, EAEYYOUEVES, EVAVTL EIKOVIKOD QapudKov og nuepnota docoroyia 1000 mg, 2000 mg 1

3000 mg, yopnyovuevn og dV0 100TOGES SOGELS [LE GLVOAIKT dtdpketa Oepameiog péypt 18 efSopddes.
Y& CLVOMKTY] AVAAVOT TV SESOUEVMV TO TOGOGTO TV 0cHEVAOV 6TOVG 0moiovs emetevydn 50 % M
peyaAvtepn pelwon oty efdopadiaio cuyvoTNTA TOV KPICEWV E0TIOKNG EvapENG o€ oTabepn SO0
(12/14 gBdopddec), oe oyéon pe v apykn mepiodo, Ntav 27,7 %, 31,6 % ka1 41,3 % avtictoyo yio
tovg aofeveig og 06om 1000, 2000 1 3000 mg AePetipaxetdun kot 12,6 % yio acbeveic og eucovikd
QAPLLOKO.

Hodratpiicdg minBuopog

e modratpkovg acbeveic (nAciog 4-16 et@v), N AmoTELECUATIKOTNTA TNG AEPETIPOKETAUNG EXEL
TeKUN P10l o€ pia SUTAY] TVPAN, eEAeYYOLEVN LEAETN EVAVTL EIKOVIKOD QOPIAKOV LLE TN CULLETOYN
198 acOevov kat pe didpkeln Oepameiag 14 efdopddmv. Xtn peAétn avtn, ot acbeveic Elafov
AePetipaketdun oe otabepn| d0om tv 60 mg/kgmuépa (pe xoprynon 000 166Tocwv d6cewV). To
44.6 % tov acBevodv mov EhaPav AePetipoakeTaun Kot o 19,6 % tov acBevodv oty opdda eukovikon
eappdrov giyav 50 % N peyolvtepn peimon otnv gfdopadiaio cuyvotTnTa TOV KPIGEMV EGTIOKNG
évapéne, oe oOykpion pe v apyikn mepiodo. Me cvveyn pokpoypovn Bepaneia to 11,4 % tov
acfevav mopovsiocay TANPN araAAayn TOV KPIGE®V Y10 TOVAG)IGTOV 6 pives Kot to 7,2 % yia
TOVAQYLETOV £VaL XPOVO

e modratpikovg acbeveic (nAciog 1 pnvog €mg kAT® TV 4 ETMV), 1| ATOTEAEGUATIKOTITO TNG
AEPETIPAKETAUNG TEKUNPUOONKE GE SIMAN-TUQAY], EAEYYOLEVN LE EIKOVIKO QAPLOKO HEAETT, OOV
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glonyOnoav 116 acbeveic kar pe ddprela Oepaneiog S nuépec. Xtn peAETn avtn, GuvToyoYpaPHONnKOY
o1ovg acbeveig nuepniola 66om TocIpov daivpatog 20 mg/kg, 25 mg/kg, 40 mg/kg 1 50 mg/kg pe
Bdon to oynpa TITAOTOINGNE TOV AVTIGTOLXOVGE GTNY NALKIO TOVE. XTn HeAETn avTy, yopnynonke
doon 20 mg/kg/Mmuépa, mov tithomomOnke ota 40 mg/kgMmuépa yio Bpépn evog UNvog £mg KATM TV
€& unvav kot doom 25 mg/kg/Mmuépa mov TithomomOnke oto S0 mg/kg/muépa yio Bpéen Kot Todid

6 Uvaov ém¢ Kato tov 4 etdv. H olikn nuepniota d6om yopnynonke d0Vo eopég tnv nUéPa.

H xOpra mopdpetpog amoTeAecHATIKOTNTOG TOV TO TOGOGTO AvVTOTOKPLIoNS (T0G06TO 0GevaVy Le

> 50 % peimon ot péon MUEPNGLO GLYVOTNTO ETANTTIK®V KPIGEOV EGTIOKNG Evapéng, omd T
YPOUUT VOPOPAS), TOV a&loAoYNONKE amd avoyvMGTY OTO KEVIPIKA EPYOCTNPLO LE ATOKPLYN TOV
KOOIK®OV TuYo1omoinong (tvelomoinon) ypnooroiwvtag pio soxipacio 48mpng Prvteookdnnong
HET'. Ztv avdAvon amotelecpatikotntog coppeteiyav 109 acbeveig, otovg omoiovg
TpoypatoromOnke tovAdyotov 24 dpov Pivteookdénnong HEL 1660 katd tnv évapén 6o kot oty
nepiodo extipnong. To 43,6 % tov acBevodv mov vroPfAndnkay oe Bepaneio e AePeTipaKeTaun Kot To
19,6 % exeivov mov Ehafav €KOVIKO QappoKko BewpnOnkay aviamokpvopevol. YTapyel GOUQVia
TOV OTOTEAESUATOV GE OAEG TIC NAKIOKEG opddec. Me cuveyn poxpoypovia Bepaneia, to 8,6 % twv
acfevdv amaAldyOnKav TV Kpicewv yio TovAdyloToV 6 pnveg Kot 7,8 % NTav TAPpOS omailoyévol
amd TG Kpioelg i TovAdyiotov 1 €toc.

Tpuavtomévte Ppépn nAkiog K&t Tov 1 £T0vg Pe EMANTTIKEG KPioelg e6TIOKNG Evapéng extédnkay og
ELEYYOLEVEC |LE EIKOVIKO QAPLOKO KAWVIKEG LEAETEG, amd To omoia pdvo 13 fTov nikiag PikpoTepng
TOV 6 UIVOV.

MovoBeparmeio. oty OVTILETOTION TOV KPIOEWY EOTIOKNG EVOPLNGS UE 1] YWPIS OEVTEPOYEVH YEVIKEVOH OE
000evelc nlikiog amd 16 etwv ue veodiayvwobsioo emiinyia.

H amoteleopatikotnta g AePeTipakeTdung g povobepameio TeKUNPLOONKE o€ Lo, SITAT TUQAN
LEAETT, TapdAANAmV opddmv, e oyediacpd non-inferiority oe olhykpion pe kopPapalenivn
eleyyouevng anodéapevong (CR) oe 576 acbeveig nhikiag 16 etdv 1 LEYAAVTEPOVG LE
veodayvocbeica | Tpdcpota dyvocheica emanyio. Ot acbeveic mapovsiolov avTOKANTEG E0TIOKEG
KPIoELS 1 YEVIKEVLEVEG TOVIKOKAOVIKES Kpioelg povo. Ot acBeveic TuyatomomOniay kot Eafav
kapPapalenivin CR 400 éwc 1200 mg avd nuépa 1 AePetipaxetaun 1000 £wg 3000 mg avd nuépa,
evo M dudpkela Oepameiog NTov Eog 121 gfdouddeg aviroya e TNV ovTomdkpion.

[Ipng €eyyog TV Kpioewv yuo 6 pnveg enetevydn oto 73,0 % tov acbevdv mov Eafov
AePetipoaketdun kot oto 72,8 % tov acBevav mov éhapav kapPapalenivn CR. H tpocappocpévn
amOALTN d10popd peTo&d Tav dHo Bepameidv rav 0,2 % (95 % Cl:-7.8 8.2). ITeprocdtepot amd Tovg
oovg acbeveig mapépevav elebBepot kpicemv yua 12 pnveg (to 56,6 % kat 10 58,5 % twv acbevaov
mov élaPav AePetipaketapn kot kKapPapalenivn avtiotoryo).

Y pio pEAETN OV AVTIKOTOTTPILEL TNV KAVIKY] TPOKTIKY, TO GUYXOPTYOOUEVA OVTIETIANTTIKA
QapuoKa NTay Suvatov va omocvpbodv o€ Eva TEPLOPLGHEVO apBd achevdv Tov avTamokpiOnkay
TN AEPETIPUKETAUN XOPNYOOUEVO OC GLUTAN popaTIK Oepameio (36 evhAikeg acheveic amd chvoro
69 acOevav).

2OUTANPOUOTIKR 0y@YH 0TH BEPaTeio TV HDOKAOVIK®DV KPIoEWY G& EVAAMIKES Kol epnfovs amo 12 etwv
ue Neovikng Mvoxlovikn Emiinyia.

H amotedeopatikdtnto TG AEPETIPOKETAUNG TEKUNPLOONKE GE Lid OITAT TUQAT] EAEYYOUEVT] LEAETT
£VOVTL EIKOVIKOV Qapudikov, otapkeiog 16 efdopddov, oe acbeveic niikiog omd 12 etdv Kot Gvm, Tov
VIEQEPAY A0 1010701 YEVIKELUEVT] ETANYIO LE LDOKAOVIKEG KPIGEIG MG OTOPPOLO SLOPOPETIKDOV
ouvdpopwv. H mietoynoia tov acBevav eiyav diayvoobel pe veavikn pookioviky eminyio.

e ovtn T perétn n AePetipaxeTaun xopnyndnke oe d6om 3000 mg v nuépa o dV0 dPNUEVES
woonooeg 60oelc. To 58,3 % twv acbevav mov Elafav AePetipaxetdun kot to 23,3 % tov acbevov
ov EAafav eIKOVIKO Qappako elyav Tovhdytotov 50 % peiwon tov nuepav ava efdoudda pe
HVOKAOVIKEG Kpioelg. Me cuveyn pakpoypovn Bepameio, to 28,6 % TV 0c0evdv TopEuevoy
elebBepotl LLOKAOVIK®OV KpiGE®V Y10 TOVAG)IoTOV 6 pnveg kot to 21,0 % tov acbevov Tapéusvay
glevbepotl puokAovik®mVy Kpioewv yia tovAdyiotov 1 ypdvo.
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Zouminpwuotiki aywyy oty Geporeio TV TPOTOTAODS YEVIKEDUEVDV TOVIKOKLOVIKMV KPLOEWY T
EVAIKES Kal epnfovg amo 12 etav ue \0omod yevikeouévn emiinyiao.

H amoteleopatikotnta g AePETIPOKETAUNG TEKUNPLOONKE GE o LEAETN SUTAT TUPAY EAEYYOLEVT,
£vavTL EIKOVIKOD Qapudkov, dtapkeiog 24 efdouddmv, oty omoio cuppETEl oV EVAMKES, EPnPot Kot
£€vag TEPLOPIOUEVOG aplBLOG TadLOTPIK®Y acBevAdY Tov LTEPEPUV 0md 1010701 YEVIKELUEVT EMANYin
pe mpwtonabeig yevikevpéveg TovikokAovikes kpioelg (PGTC) amdppoio SiapopeTIKOY GLUVIPOUDV
(Veavikn LLOKAOVIKY] ETIANYI0, VEOVIKT EMANYIN LE APALPECELS, APOIPETELS TG TOUOIKNG NALKIG 1)
emnyio pe kpioeig grand mal otnv agpdzmvion).

e ot T perétn n doom g AePetipaketdung nTav 3000 mg ava nuépa Yo EVAAKES Kot Qrioug 1
60 mg/kg ava nuépa yio madid yopnyovevn og d0o dupnuéves SOCELS.

To 72,2 % 10v acBevav mov EhaPav Aefetipaketdpn kot 1o 45,2 % twv acbevodv mov ELapay eukovikd
eappako giyav 50 % 1 peyardtepn HEIDOT GTN GLYVOTNTO TOV TPMOTOTADDS YEVIKELUEVOV
TOVIKOKAOVIK®V Kpicewv avd efdoudoa.

Me ovveyn naxpdypovn Oepaneia 1o 47,4 % tov acfevav mapépevay eEAe00gPOL TOVIKOKAOVIKMDV
Kpioemv Yo TOvAdyoTOV 6 Ve kat to 31,5 % tov aclevav mapéusvay yio tovAdyiotov 1 xpovo.

52  ®appoxokivnTIKEG 1O10TNTES

H AeBetipaxetdun gival ovsio ToAD evdidAvTn Kot dtomepatn. To @aproKoKvnTIKO TPoPil gival
YPOUUIKS LLE YOUNAR €VOO- KOt S1-OTOUIKT OlaKOUAVoT). Agv VITApyEL LeTABoAN otV kdBapomn petd
amo emavoAiapupavopevn yopnynon. Agv vadpyovV TEKUNPLO Y10 SIoKOUOVOT] TOV Vo oXETICETOL e TO
@VAO, TN GLAN N TOV K1pKadvo pubpod. To pappakokvnTkd TPoeik tval cuYKPIGILO HETAED VYLDV
eBeloviav Kot 0c0evov e emanyia.

AOY® NG TANPOVS KO YPOUUIKNG OTOPPOPNONG TNG AEPETIPAKETAUNG, TA EMITEIN GTO TAAGLO UTOPEL
va TpoPre@Bovv pe faon v and Tov oTépaTOg 860, eKPpalopevn oe mg/kg copatikov Bapovg. I'
oVTO, 08V OIALTEITOL TOPOKOAOVONGN TOV EMUTEOWV TNG AEPETIPAKETAUNG GTO TAAGLOL.

"Exet Stumotwbel onpoviikdg cuoETICUOG LETAED CUYKEVIPMGE®V TOL PUPUAKOV GTOV GIOAO KOl TO
TAAG O EVNATK@V Kot Todtdv (0 AOYOG GLYKEVTIPWOGNC GTOV GLOAO / GUYKEVTP®ONG GTO TAAGLLOL
kopaivetal omd 1 péypt 1,7 yuo to dioxio kot 4 dpeg Emerta omd T AW Uag d66MGS Yo, T0 TOGULO
dilopa).

Evilxec ko £onpot

Amoppdonon

Xopnyovuevn amd to 6TOU 1| AePeTipaxeTaun amoppopdtatl ypryopa. H andAivtn Prodobeoipudtra
o€ yopnynon ond 1o otépa TAncdlet to 100 %.

Avatateg ovykevip®doels 6To TAAGHA (Cmax) emvyydvovtat 1,3 dpeg HETA TN Ay,
2100gPOTONUEVT] KOTAGTOOT EMITVYYOVETUL EXELTA OO 2 UEPEG XOPNYNOTG LLE DOGOAOYIKO GYN AL
00 QOPES TNV NUEPQL.

Ot avartateg ovyKevtp®oelg (Cmax) etvar tomikdg 31 ko 43 pg/ml €nsira and epdmras d6omn 1000 mg
Kot eTavelnupéveg doaelg 1000 mg 300 Popég TNV NUEPA, AVTIGTOLYMG.

O Babuog amoppodenong etvat aveEaptntog amd t d6cm Kot dev ennpedletat amd TV TPOOT.

Koatavoun

Agv vtdpyovv 6dopEVE KOTAVOUNG GTOVG I6TOVS TOV avOpdTOL.

Toco n AePetipaketdpn 660 Kot 0 KOPLog LETAPOAITNG TOL dev GUVOEOVTAL GE GNUAVTIKO Pabud Le Tig
TPOTEIVES TOL TAdGpaTog (< 10 %).

O 6yxog xatavoung g AePetipaketapng etvan mepimov 0,5 péxpr 0,7 I/kg, Tiun n onola mpoceyyilet
gKeivn Tov 0MKOD OYKOL VAOTOC TOV CMOATOG,
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Buougtaoynuoatiopdg

H AePetipaxetaun dev petafolriletar ektevmg otovg avBpodmovs. H kopra petaforikn 060¢ (24 % tng
d0oomg) givar n evlupkn vdpoAveN TG opddag Tov aketapudiov. H mapaymyn tov kOplov petaforitn
uch LO57 dev vrootpiletar amd Tig 160HOPPES TOL NTATIKOD KLTOYXPOOTOS Paso. H vdpdIvom g
OUAdOG TOV OKETAUIOOL NTAV LETPNGIUN GE TOAAOVG 16TOVG, HETAED TV OTOi®mV T KOHTTOPO TOL
aipatoc. O petaforitng ucb LO57 eivarl oppokoloyikd adpavigc.

TavtomomOnkav eniong 600 erdocovog onuaciog petaforitec. O évag mpogpydtav amd vopo&vAiinon
oV TVPPoAdoVIKoD dakTvAiov (1,6 % g d6oMG ) Kot 0 GAAOG Ao Gvotypa TVPPOALIOVIKOD
daktvAiov (0,9 % g 66omc). AAla un TawTomon0évTa GVGTATIKA avTITpocOTELAY Hovo 10 0,6 %

g 060G,

In vivo, dgv dlamotdbnke evooueTaTponn TG AEPETIPAKETAUNG 1 TOV TP®TOYEVODC UeTafoAitn otal
EVAVTIOUEPT TOVC.

Mehéteg in vitro £8ei&av 6t AefeTipakeTdun Kot o Kuplog petaforitng tov dev eivar avooToAeic TV
KUPLOTEP®OV LGOUOPPDV TOV NTATIKOD KUTOYP®LATOG Paso Tov avBpmmov (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1, kot [A2), g yAvkovpovurtpavopepdons (UGT1AL kot UGT1A6), xor g emo&ekng
vdpordonc. EmmAéov n AePetipaketaun 6gv emdpd otnv in Vitro yAvkovpovidwon tov Bairpoikov
o&éoc.

e KoAMEPYELD avOpOTIVOV NTATOKVLTTAP®YV, 1) AePeTIpaKeTdun elxe eAdyIoTN 1| UNdapvy emidpaom
oto CYP1A2, SULTIE1 4 UGT1A1. H AeBetipaketdun ékave nria emaywyn tov CYP2B6 kot
CYP3A4. Ta in vitro 9] in Vivo dedopéva yio aAANAETIOPAGELS e atd TO GTOU OVTICLAANTTIKA,
dryo&ivn M Bapeapivn, £de1&av OTL dev avapévetat in Vivo onpavtikny exayoyn eviopmv. Exouévacn
oAANAETIOpaoT AEPETIPAKETAUNG LE AALO PAPHLOKO KOL AVTIOTPOP®G eV givor Thovn.

Amofoin

H numepiodog Long oto mAdopa evnAikov oy 7+£1 opeg Kot dev d1épepe avaroya pe T do6om , TV
000 yopnynong N v exavoroapupavouevn yoprynon. H péon kabapon 6Aov tov copatog oy
0,96 ml/min/kg.

H xvpia 006¢ amékkpiong NTov HECH TOV 00PMV, KOl AVIUTPOSMOTEVE KATH LEGOV Opov T0 95 % g
doong (mepimov 10 93 % tng d6oN¢ amopaxpHvinke péoa og 48 mpeg). H anékkpion péow tov
Kompévev avtimpoodneve poig to 0,3 % g doonc.

H abpoiotikn anékikpion ¢ AeBETIPAKETAUNG KOL TOV TPOTOYEVOVS LETABOAITN TOL GTA 0VPA. TIC
TPMOTEG 48 DPEG AVTIMPOCAOTELAV AVTIGTOTX®OS TO 66 % Kot To 24 % ™G ddoMC.

H veppu kdBapon g Aefetipaketauns kot Tov ucb LO57 givar avricroiywg 0,6 kot 4,2 ml/min/kg,
VTOONADVOVTAG OTL 1) AEPETIPUKETALT OTEKKPIVETAL LE OTELPOLOTIKT d1BNoN Kot GuvakdAovOn
COANVAPLOKT ETOAVATOPPOPNGN, Ko OTL 0 KUPLOG HETAPOAITNG amoPAALeTon EMioTG LE EVEPYNTIKN
COAMVOPLOKT OTEKKPLOT| EMTPOcHETMS TG oTEPOUaTIKNG O1none. H amopdkpoveon g
AePetipoketdunc cvoyetiletal pe v kABapon KpeaTvivng.

Hluxiopévot

210u6 NAMKLOUEVOLG N NuTepiodog Cong avsavetat katd 40 % mepinov (10-11 dpeg). Avti 1 avénon
oyetiletar pe Vv Képym g ve@pikng Asrtovpyiog g avtd tov minbuoud (BA. mapdypago 4.2).

Neoppkn avendpkelo

H pawopevikn kaBaporn 1660 g AEPETIPAKETAUNG OGO Kol TOV KOPLOV HETAPOAITN TOV amd TOV
opyavicuo oyetileton pe v kKdbopon kpeativivng. [ avtd cuvietdral Tpocapoyn TG NUEPOLOG
d6om¢ suvInpnoNg TG AeBeTipakeTdung, Le fdon Ty kKaBapon kpeatvivng oe acbeveic e pérplov
Babuov kot coPapn| veppikn averdpkela (BA. Tapdypago 4.2).
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e eviAkovg aobeveig oto Tehid 6TAd10 vepporadelag te avovpio 1 nuiepiodog Long fTav
avToToiyms 25 Kot 3,1 dpeg oV TEPInd0 HETAED GLUVESPIDOV OLLOSTOANONG Kot KAT T S1GPKELN TNG
ovveopiag.

To KAdopo AePETIPAKETAUNG TOL 0QOIPEONKE GTN SLAPKELN UI0G TUTIKNG 4®PTG GLVESPLOG
awpodiomidovong nrav 51 %.

Hrotwkn avemdpkeia,

e acbeveig pe Amo Kot péETplov Pabpod nratikny avendpkela, dev VIAPEE ONUAVTIKN UETAPOAN TNG
kédBapong Aefetipoaketdung. Xto meEPLocdTEPO ATOMO [E Popld MmoTiKh avemndpkela, N KaBapon g
AePetipoketaung erattobnke koatd >50 % AOYy® ocuvvumdpyovcog vepPKng avemdpkelog (PA.
napypao 4.2).

Todrarpucdc TAnOuvopude

THaioie (4-12 erwv)

H nuumepiodog {ong g AePetipaketdung o€ emAnmtikd todwd (6 péypt 12 et@v) frav 6,0 dpeg
énerta anmd e@anas amd Tov otopatog yopnynon (20 mg/kg). H pawvopeviky kdBoporn tpocaprocuévn
670 GOUATIKO Bapoc NTav Kotd nepimov 30 % peyalvtepn and OTL Ge EMANTTIKOVG EVIIAMKEG.

H AePetipaxeTaun amoppo@dtal ypiyopa EXEITA GO XOPNYNOT| ELAVEIANUUEVOV OGEMV OO TO
otopa (20 uéxpr 60 mg/kgmuépa) oe Tandid pe emanyio 4 puéxpt 12 etdv. Avartato enineda
mAdopatog topatnpionkav 0,5 péxpt 1 dpa éneita amd ) ANyn. AmeTd@ONKE YPOUUIKY Kot
3000eEaPTMUEVT ODENON TOV OVATATOV CUYKEVIPOOEMY TAAGLOTOG KOl TNG TEPIOYNG KAT® 0o TNV
koumOAn. H nuimepiodog amofoing fitav mepimov 5 dpeg. H pavopeviki kaBapon amd Tov opyaviopod
Nrav 1,1 ml/min/kg.

Bpépn kou vipma (1 unvog uéypt 4 etwv)

H Aefetipaxetaun amoppo@drtar ypiyopa énerto and epdnal yopriynon (20 mg/kg) mdécuov
dwdvpatog 100 mg/ml o mondid pe emAnyio 1 unvog péypt 4 eTdv. AVOTATEG GUYKEVIPMOOELG OTO
TAAG L0 TapoT PN ONKay Ttepimov 1 dpa €netta amd T ANyn Tov eapudkov. Ta amoteAéopato g
QOPUOKOKIYNTIKNG £0€1&av Ot 1) nuuumepiodog Long nTav Bpaydtepn (5,3 ®peg) amd 6TL 6TOVG EVIAIKES
(7,2 ®peg) ko 1 eovopevikn kabapon oy taydtepn (1,5 ml/min/kg) amd 6T1 6GTOVG EVAAIKEG

(0,96 ml/min/kg).

e avdAvon QoppoKoKvnTiking TANOuepov, mov dteénybn o acbeveic nhikiag amd 1 unvog Emg

16 1@V, mpocdiopicOnke mapdpoL ETIOPAOT TOL COUATIKOV BAPOvg 6TN Povopevikn KaBapomn (1
KkdBaporn avENdnke pe v adénon 610 cOUATIKO BAPOoC) Kot 6TO PavopeEVIKO 0YKo Katavouns. H
NAwia emiong emmpéale Kot T1g 600 mapapétpovs. H dpdon avti ftav €viovn ota pkpotepng nAkiog
Bpéoen kot voywpovoe 660 avéavotav N Nhikia, yio vo yivel apeAntén tepinov oty nlkia Tov

4 e1dv.

Kot otic 800 avardcelg pappokokivntikng TAnducepod, topatnpnonke mepinov 20 % avénomn ot
QavopEeVIKN KaBapor tng AePETIPAKETAUNG OTAV cLYYopNYNONKE LE EVOL AVTIETANTTIKO QAPHOKO,
oL NtV eVELUIKOG emay@y£ag.

5.3 Ipoxivikd dedopéva yia TV ac@aiero

Ta pn KAvikd dedopéva dev amokaAldTTovy 1dtaitepo kivouvo yia tov avBpwmo pe Bdon Tic
OLUPATIKEG HEAETEG POPLOKOAOYIKNG OCPAAELNG, YOVOTOSIKOTNTAG KOl EVOEYOLEVIG KOPKIVOYOVOL
dpdonc. AvemBounteg evépyeleg mov dev mapatnpNONKay o€ KAMVIKEG LEAETEC, AAAA ELPAVIOTIKAY
GTOV 0poVPaio Kot o€ pKpOTEPO Pabud 610 TOVTIKL, G eMineda kOE0NC TAPOLOLN LLE TO EMITEDQL
éxbeong otov AvOPOTO KoL Pe EVOEXOUEVN OIOGTO YI0L TNV KAWVIKT XPTOT), NTOV NTOTIKEG LETOPOAES
7oV dgiyvouv pio AmOKPIoT) TPOCUPUOYNS TOV 0PYAVOL 0TS ovénpévo PApog Kat Kevipolofimong
VIEPTPOPio, MmddNg dtdnon Kot owénuéva nratikd EvOupo 6to TAACH.
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Orav otovg yoveic kot T yevid F1 apovpaiov xopnyndnkav doceig péxpt 1800 mg/kg/muépa (6midcio
™G Avdtatng Zuviotdpevng Adong Yo tov AvOpmmo pe v £k0eo ekppacpév o¢ mg/m?) dev
TopoTNPENONKAY OVETIOOUNTEG EVEPYELEG GTNV YOVILOTNTO KOL TNV OVOTOPOY®YIKN TKOVOTNTO.

AVO peléteg avantuéng epPpowv - konudtov (embryo-fetal development, EFD) die&nybnoav e
apovpaiovg e doaelc 400, 1200 ko 3600 mg/kg/muépa. Xtn 660 tv 3600 mg/kgmuépa, ce pia
puovo and t1g 2 peréteg EFD mapatnpnOnke eAappd peimon oto Bapog tov epfpdov, mov
ovoyeT{OTAV e OPLOKT ADENCT) OTIC OKEAETIKEG SLOKVUAVGELS / NIIEG OVOLLOAieS. Agv mapatnpnOnKe
emidpaon ot BvnoipdtnTa ToV EUPPVoL Kot dev TapaTPNONKE AVENUEVT] GLYVOTNTO ELEAVIONS
dvopopeidv. To eninedo NOAEL (No Observed Adverse Effect Level, Eninedo "Omov Agv
Hopatnpeitar AvemBounn Evépyeia) ntav 3600 mg/kg/muépa yio Toug kvopopovvteg Oniviong
apovpaiovg (12ThEc10 TG AVAOTATNG CLVIGTOUEVNG SOGTG Y1 ToV avOpmmo 6 mg/m?) Kat

1200 mg/kg/muépa yia ta EuPpoa.

Téooepic pedéteg avamtuéng tov epfpvov - konuotog die&nydnocav oe Kovvéila, KOAOTTOVTOG 0OGEIG
200, 600, 800, 1200 ko 1800 mg/kgmuépa. To docoroyikd eninedo tov 1800 mg/kgmuépa odnynoe
o€ £viovn To&kOTNTa 6T UNTEPO Kot Leiman Tov Bapovg Tov euPpHov, Tov cuoyeTildTay e
avénuévn ocoyxvotnta epedviong euPpowv pe kopdtayyslokés / okedetikég avouoiiec. H NOAEL (No
Observed Adverse Effect Level, Eninedo Onov Agv [apampeitoan Avembountn Evépyeia) nrav

< 200 mg/kg/muépa yio T untépa kat 200 mg/kg/muépa yo ta EuPpoa (T0v 160VTOL e TNV AvAOTOTN
GUVIGTOUEVN 860N Yo TOV GvOpOTO Ge mg/m?).

ANy ON HeEAETN TTEPT- KOl LETO-YEVVETIKNG OVATTTUENG G apovpaiovg pe 60celg Aefetipaxetaung 70,
350 ko 1800 mg/kg/muépa. H NOAEL (No Observed Adverse Effect Level, Eninedo Omov Agv
Hopatnpeitar AvemBOunn Evépyeia) Tav > 1800 mg/kg/muépa yia ta FO Onivkd, kot yo tnv
emBioon, v avénon kot avdmrtuén tov F1 anoydvov péypt tov amoyoraktiopd. (6mAacto g
AVATATNG GUVIGTOUEVIC OGNC Y10, TOV GvOpOTo G mg/m?).

Meléteg og veoyEVVNTOVS Kol VEAPOVS apovpaiovg Kot GKOAOLS £5e1Eav OTL deV dlomioT®ON KOV
OUGEVEIG EMTTMOGELG TOV POPLAKOV GE KOVEVO OO TO, TUTOTOMNUEVA TEAIKA oTUein 08 HEAETES
avamtuéng Kot pipoveng, og docels péxpt 1800 mg/kgmuépa (6 -17mAdG10 TNG AVAOTOTNG
GUVIGTOWEVIC SOONG Y10, TOV AvOpmmo ce mg/m?).

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Katarloyog ekdoymv

TTvpnvac diokiov

Apvio apafocitov

IToB1d6vn

KopueAhdln votplovyog S106Tanpodueyn
Mayviolo oteatikd

EmkdAvyn diokiov

Levetiracetam Teva 250 mg emxoivpuéva ue Aertd vuévio diokia
YrpopeAroln 6 cp, Tiraviov dro&eidio (E171), [TolvarBvievoyivkoin 3350, Kvavo (E133),
Ivowokappivio (E132)

Levetiracetam Teva 500 mg smikaivpuévo pe Aemtd vuévio diokia
Yrpouerroln 6 cp, Tiraviov dwo&eidio (E171), ToivaiBvievoyivkoin 3350, Ivowoxappivio (E132),
Taptpalivn (E102), Zwdnpov o&eidio xitpvo (E172)

Levetiracetam Teva 750 mg smikaivuuévo pe Aewtd vuévio dtokio,
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Yrpouerroln 6 cp, Tiraviov dro&eidio (E171), IToivaiBvAievoyroioin 3350, Zidnpov o&eidio xitpvo
(E172), Z1dMpov o&gidio epubpo (E172), Kitpwvo (E110)

Levetiracetam Teva 1000 mg emkoAvppéva pue Aentd LUEVIO dioKio
Yrpoperroln 6 cp, Titaviov dwo&eidio (E171), ITodvarbvievoyilvkoin 3350

6.2 AocvpupatotnTeg

Agv epoppdleton

6.3 Awdpxera ong

3 xpovia

6.4 Iowitepeg TpoPuLAEELS KOTA TN PVLAEN TOV TPOTOVTOG

Agv vapyovv edKEC 00N yieg dtoTpnong Yo To TPOoidV ovTO.

6.5 @Von Kol CVETUTIKA TOV TEPLEKTN

Awpaveig koyéhec PVC/PVAC - adovpviov. Xvokevacieg tov 20, 30, 50, 60, 100, 120 o1 200
EMKAAVUUEVOV pe AemTO VUEVIO dtokimv Kot 50 x 1 emkaAvppévov pe Aertd vuévio diokiov o
dratpnteg Kuyéreg povadwv doonc amd PVC/PVAC - alovpivio.

Mropet va pnv kKukAo@opohv OAEG Ol GLCKELAGIEC.

6.6 Idwitepeg TpouLAAEELS amOppIYNG

Ka0e aypnoiponointo @appokentikd tpoiov 1 VIOAELLO TPEMEL VO ATOPPITTETOL COLUPOVA LE TIC
KOTO TOTOVS 1GYVOVGEG OYETIKEG DIUTAEELS.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX

TevaB.V.

Swensweg 5

2031GA Haarlem

Kato Xopeg (Oldaviia)

8. APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

Levetiracetam Teva 250 mg emkoivppuévo ue Aertd vuévio diskio,
EU/1/11/701/001
EU/1/11/701/002
EU/1/11/701/003
EU/1/11/701/004
EU/1/11/701/005
EU/1/11/701/006
EU/1/11/701/007
EU/1/11/701/029

Levetiracetam Teva 500 mg emkoivpuévo pue Aertd vuévio diskio,
EU/1/11/701/008
EU/1/11/701/009
EU/1/11/701/010
EU/1/11/701/011
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EU/1/11/701/012
EU/1/11/701/013
EU/1/11/701/014
EU/1/11/701/030

Levetiracetam Teva 750 mg emikaivuuévao pe Aentd vuévio diokio

EU/1/11/701/015
EU/1/11/701/016
EU/1/11/701/017
EU/1/11/701/018
EU/1/11/701/019
EU/1/11/701/020
EU/1/11/701/021
EU/1/11/701/031

Levetiracetam Teva 1000 mg erucolvpupéva pe Aentd vuévio diokio

EU/1/11/701/022
EU/1/11/701/023
EU/1/11/701/024
EU/1/11/701/025
EU/1/11/701/026
EU/1/11/701/027
EU/1/11/701/028
EU/1/11/701/032

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX

Huepounvia tpodng £ykpiong: 26 Avyodotov 2011
Huepopunvia tedevtaiog avavémong: 15 loviiov 2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TAnpopopieg Yo 10 PappoKo avtd givol dabfécyeg oto dktvako TOTo Tov Evponaicon

Opyavicpod Gopudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MHAPAXKEYAXTHX(EY) YHHEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H TIEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

Ovopo. kot d1evfuvon TV TUPUCKEVAGTMV TOL £ivoil VTELOVVOL Y10 TNV ATOSEGUEVGT] TV TOPTIOWV

Teva Pharmaceutical Works Private Limited Company
Pallagi 0t 13

HU-4042 Debrecen

Ovyyapia

Teva Czech Industries s.r.o.
Ostravska 29

c.p. 305

74770 Opava-Komarov
Togyum Anpoxpatio

Teva Operations Poland Sp. z 0.0.
ul. Mogilska 80

31-546 Krakow

TToAwvia

TEVA PHARMA, S.L.U.

C/C, n. 4, Poligono Industrial Malpica
50016 Zaragoza

Iortavia

Pharmachemie B.V.

Swensweg 5

2031 GA Haarlem

Kéto Xopeg (OMaviia)

270 £VILTIO PUALO 0JNYIDV XPNOEMG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETOL TO OVOLLOL
Kot 1 31evBvuven ToL TAPACKELVOGTH TOL Elval VIEHOHVVOG Y10 TNV ATOSEGUEVCT) TG CYETIKNG TAPTIOAGC.

B. OPOI'H OI IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopHaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LATPIKT CLVTOYT.

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAYX
. Ex0¢ce1g Ileproduiig Mapaxorovdneng g Acpaierog

Ot amaitnoelg yio TNV vofoAr ekBEGE@Y TEPLOSKN G TAPUKOAOVONGNC TNG AGPAAELNG Y10 TO EV
AOY® QOpLOKEVTIKO TTPOTIOV 0pifovTal 6TOV KATAAOYO LE TIG nuepounVieg avapopdg g Evoong
(xotahoyog EURD) mov mapatifetor oty mopdypapo 7, tov dpbpov 107y, g

oonyiag 2001/83/EK kot kaOe emaxdLovdng enkapomoinong 0nwe d1UOGIEVETAL GTNV
EVPOTATKT SUKTLOKT TTOAN Y10 TO, PAPLLOKOL.
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A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéowo Awayeiprong Kiwvovvou (ZAK)

Agv epappodletar.
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ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

26



A. EIIIXHMANXH
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepikd kovti

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Teva 250 mg emkodlvppéva pe Aemtd vuévio dtokia
AeBeTipaKeTdun

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 250 mg.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emucoloppévo e Aemtod vpévio diokio

20 emKoAVUUEVO, e AETTO DUEVIO SLOKIN,
30 emkolvpupévo pe AETTO DUEVIO O1oKIa
50 emicoAvppEVO LE AETTO DIEVIO O1oKIaL
50x1 emKoAVUUEVO e AETTO VUEVIO O10KIO
60 emucolvppéva pe Aemtd VEVIO dloKia
100 emucorvppéva e AemTd VUEVIO dloKia
120 emkalvppéva e AETTO LUEVIO dloKin
200 emuoroppéva e AenTo LUEVIO dloKin

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwBdote T0 EUALO 0INYIDV TPV amd TN XPN oM.
Ao otouaTog ¥pfon

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

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

| 7. AAAH(EX) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON YIHOAEIMMATQN
IHOY INPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAX KYKAO®OPIAX

TevaB.V.

Swensweg 5

2031GA Haarlem

Katw Xopeg (OMaviia)

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/701/001 30 emkaAvppéva pe Aentd VUEVIO dloKia
EU/1/11/701/002 50 emkaAlvppéva. pe Aentd vuévio diokia
EU/1/11/701/003 50x1 emikaAvppévo pe Aemtod LUEVIO S10Ki0
EU/1/11/701/004 60 emikadvppéva pe Aentd vpévio diokia
EU/1/11/701/005 100 emkoivppéva pe AEmtod vuévio dtokio
EU/1/11/701/006 120 emkoivppéva e AETTO DUEVIO S1oKio
EU/1/11/701/007 200 emicodvppéva pe Aemtod vuévio diokio
EU/1/11/701/029 20 emkaAlvppéva pe Aentd vuévio diokia

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Teva 250 mg emkodvppéva pe Aemtd vpévio dtokia

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

A163106T0TOC YPOUU®TOC KDdKag (2D) mov épet Tov TepAN@BEVTO. LOVASTKO 0VOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Levetiracetam Teva 250 mg emkodlvppéva pe Aemtd vuévio dtokia
AeBeTipaKeTdun

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

| 5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepikd kovti

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Teva 500 mg emkodvppéva pe Aentd vuévio dtokia
AeBeTipaKeTdun

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 500 mg.

3. KATAAOI'OX EKAOXQN

DopUaKeELTIKO TPOTOV TOL TEPIEYEL YPpWOTIKT Taptpalivi E 102 (BAéme pOAAO 0dNYIdV YpNoNG Vi
TEPLOGOTEPEG TANPOPOPIES).

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo e Aemtod vpévio diokio

20 emKOAVUUEVO, e AETTO VUEVIO SLOKIN,
30 emuoAvppéva e AemTd VUEVIO oKl
50 emkoAvppéEVO Le AETTO DIEVIO 010K
50x1 emkoAVUUEVO e AETTO VUEVIO O10KIO
60 emucolvppéva pe Aemtd VEVIO oKl
100 emucorvppéva e Aemtd VUEVIO dloKia
120 emucodoppéva pe Aemtod vEVIO dloKia
200 gmcoivppévo pe AEmTTo VUEVIO dlokial

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote 10 PUALO 0INYIOV TPV OO TN XPT oM.
Amo6 oTtOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN YIHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAX KYKAO®OPIAX

Teva B.V.

Swensweg 5

2031GA Haarlem

Kétw Xbpeg (OAaviia)

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/701/008 30 emikaAvppéva pe Aentd DUEVIO SloKia
EU/1/11/701/009 50 emkaAlvppéva pe Aentd vuévio diokia
EU/1/11/701/010 50x1 emkaAvppévo pe Aemtd vUEVIO 610Ki0
EU/1/11/701/011 60 emixaAlvppéva pe Aemntd vpévio diokia
EU/1/11/701/012 100 emkodvppéva pe Aemtod vuévio dtokio
EU/1/11/701/013 120 emkoivppéva pe AEmTO DUEVIO SloKio
EU/1/11/701/014 200 emicodvppéva pe Aemtod vuévio diokio
EU/1/11/701/030 20 gmikaAvppéva pe Aentd vuévio diokia

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Teva 500 mg emkodvppéva pe Aemtd vuévio dtokia

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

A163106T0T0C YPOUU®TOC KDdKag (2D) mov épet Tov TepAn@BEvTo, LoVASTKO OVOYVOPLOTIKO KMOIKO.

33



18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Levetiracetam Teva 500 mg emkodvppéva pe Aentd vuévio dtokio
AeBeTipaKeTdun

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

| 5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepikd kovti

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Teva 750 mg emkodlvppéva pe Aemtd vuévio dtokia
AeBeTipaKeTdun

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 750 mg.

3. KATAAOI'OX EKAOXQN

DopUaKEVTIKO TPOTOV TOL TEPIEYEL XPWOTIKT Kitptvo E 110 (BAéme pOAAO 0dN YDV YpNoNG Yid,
TEPLOGOTEPEG TANPOPOPIES).

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Emucoloppévo e Aemtod vpévio diokio

20 emKOAVUUEVO, e AETTO VUEVIO SLOKIN,
30 emuoAvppéva e AemTd VUEVIO oKl
50 emkoAvppéEVOL Le AETTO DIEVIO O1oKIa
50x1 emkoAVUUEVO e AETTO VUEVIO O10KIO
60 emucolvppéva pe Aemtd VEVIO oKl
100 emucorvppéva e Aemtd VUEVIO dloKia
120 emucodoppéva pe Aemtod vEVIO dloKia
200 gmcoivppévo pe AEmTTo VUEVIO dlokial

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote 10 PUALO 0INYIOV TPV OO TN XPT oM.
Amo6 oTtOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON YIHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAX KYKAO®OPIAX

Teva B.V.

Swensweg 5

2031GA Haarlem

Kétw Xbpeg (OAaviia)

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/701/015 30 emkaAvppéva pe Aentd VUEVIO dloKia
EU/1/11/701/016 50 emxalvppéva pe Aentd vuévio diokia
EU/1/11/701/017 50x1 emikaAvppévo pe Aemtod LUEVIO S10Ki0
EU/1/11/701/018 60 emikalvppéva pe Aemntd vpévio diokia
EU/1/11/701/019 100 emkodvppéva pe Aemtod vuévio diokio
EU/1/11/701/020 120 emkoAvppéva pe AEmTO DUEVIO SloKio
EU/1/11/701/021 200 emicodvppéva pe Aemtod vuévio diokio
EU/1/11/701/031 20 emkaAvppéva pe Aentd vuévio diokia

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Teva 750 mg emkodvppéva pe Aemtd vpévio dtokia

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

A163106T0T0C YPOUU®TOC KDdKag (2D) mov épet Tov TepAn@BEvTo, LoVASTKO OVOYVOPLOTIKO KMOIKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Teva 750 mg emkodlvppéva pe Aemtd vuévio dtokia
AeBeTipaKeTdun

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

| 5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

E&otepikd kovti

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Teva 1000 mg emikaAvppéve pe AEnTO DUEVIO dioKio
AeBeTipaKeTdun

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL)

Ka0e emkodvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetaun 1000 mg.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Emucoloppévo e Aemtod vpévio diokio

20 emKoAVUUEVO, e AETTO DUEVIO SLOKIN,
30 emkolvpupévo pe AETTO DUEVIO O1oKIa
50 emicoAvppEVO Le AETTO DIEVIO O1oKIaL
50x1 emKoAVUUEVO e AETTO VUEVIO O10KIO
60 emucolvppéva pe Aemtd VEVIO dloKia
100 emucorvppéva e AemTd VUEVIO dloKia
120 emkalvppéva e AETTO LUEVIO dloKin
200 emuoroppéva e AenTo LUEVIO dloKin

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwBdote To EOALO 0INYIDV TPV amd TN XPNOoN.
Amo6 otouaTog ¥pfon

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

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

| 7. AAAH(EX) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN YIHOAEIMMATQN
IHOY INPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAX KYKAO®OPIAX

TevaB.V.

Swensweg 5

2031GA Haarlem

Katw Xopeg (OMaviia)

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/701/022 30 emkaAvppéva pe Aentd VUEVIO dloKia
EU/1/11/701/023 50 emkalvppéva pe Aentd vuévio diokia
EU/1/11/701/024 50x1 emikaAvppévo pe AEmtd LUEVIO S10KI0
EU/1/11/701/025 60 smikalvppéva pe Aentd vpévio diokia
EU/1/11/701/026 100 emkodlvppéva pe AEmtod vUEVIO dtoKio
EU/1/11/701/027 120 emkoivppéva pe AEmTO DUEVIO SloKio
EU/1/11/701/028 200 emikodvppéva pe Aemtod vuévio diokio
EU/1/11/701/032 20 emkaAlvppéva pe Aentd vuévio diokia

13.  APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Levetiracetam Teva 1000 mg emikaAvppéve. pLe AemTo DUEVIO d1oKia

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

A163106T0TOC YPOUU®TOC KDdKag (2D) mov épet Tov TepAN@BEVTO. LOVASTKO 0VOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Levetiracetam Teva 1000 mg smikaAvppéve pe Aento DUEVIO dioKin
AeBeTipaKeTdun

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

| 5. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonyLov ypiong: Iinpoeopics yia Tov ac0evi)

Levetiracetam Teva 250 mg emkoloppéva pe Aemto vuévio diokio
Levetiracetam Teva 500 mg emkoloppéva pe Aemtod vuévio diokio
Levetiracetam Teva 750 mg emkoroppéva pe Aemto vuévio diokio
Levetiracetam Teva 1000 mg emkolvppéva pe Aemrté vuévio diokia

AePetipokeTdun

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLY E6EIC 1| TO TULOL 0UG OPYICETE VO
TAIPVETE GVTO TO PAPLAKO, OLOTL TEPIAGUPAVEL G UAVTIKEG TANPOPOPIES Y10 GOG.

DvrdEte avtd TO EUARO 0dNYIBY Yprions. Towg ypelaotel va to duPdcete Eava.

Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

H cvvtayn yio avtd 10 @appoko xopnynonke amokAeloTikd yio 6ag. Agv Tpémel vo SMGETE TO
0apuroko o€ AAAovs. Mmopel va Tovg TPOKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOLATO TG
acBéveldg Toug etvar 1d1a e Ta Sk oag.

Ed&v mapatnproete kdmoto avemBOunTn EVEPYELD, EVUEPDOTE TOV YITPO 1 TOV QOPUAKOTOLD
c0G. AvTo 1oyvel kot Yo kdBe mhovy avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OALO oYLV Ypione. BAéme mapdypago 4.

T wegpréyeL 1o TaPOV VAAO 0ONYLOV:

o~ E

1.

Tu etvan To Levetiracetam Teva kot mowa givon n gprion tov
T npémet va yvopilete Tpv ndpete o Levetiracetam Teva
[Iog va tapete to Levetiracetam Teva

[MBavég avemBounteg evépyeteg

Iog va puidooete to Levetiracetam Teva

[Tepeydpeva g cLoKELOGING KO AOUTEG TANPOPOPiES

Tu givan To Levetiracetam Teva ko oo givar 1 xprion tov

H AePetipaxetaun givar évo avtiemAnTTikd aproKo (PApHaKO TO 0Toio ¥PNCILOTOLEITOL YidL TN
Beparneio TV kpicewv emAnyiag).

To Levetiracetam Teva ypnoyionoteitan

2.

WG LOVO QAPHIOKO GE EVAMIKES Kot prifovg amd 16 eTdv pe veodiayvmaobeico emAnyia, yio
Oepameio evog cvykekpyévon Tomov emiinyiog. H emdnyia givon pio 1dnon otnv onoia ot
acBeveic eppaviCovv emavarapfovoueveg kpioels (eminnrikés kpioeilg). H AePetipaxeTaun
YPNOOTOLEITOL Y10l TOV TOTO EKEIVO TNG EMANYIG GTOV 0010 01 EMANTTIKEG KPIGELS OpyIKA
TPOGPAAAOVY HOVO Lo TAELPE TOV EYKEPAAOV, OALG, peTémerta, UTopel va enektafodv o
LEYOADTEPES TEPLOYEG KO OTIC VO TAEVPES TOV EYKEPAAOL (EMANTTIKN KPioT E0TIOKNG EVapENG
pe M yopic devtepoyevn yevikevon). H AePetipaketaun cag yopnyndnke omd tov yotpd Gog yio
T peimon Tov aplfpod TV ETANTTIKOV KPIGEDV.

GUUTANPOUATIKG UE AAA OVTIETIANTTIKG @ApuaKe yio T Ogpaneio:

] TOV EMANTTIKOV KPIGEDV EGTIOKNG EvapEng e 1 yopig Yevikevon og evilikeg, pnfoug,
ool kot Bpéen niiog amd 1 pnvog

] TOV LOOKAOVIKGV KpicemV (Bpayeies, OTAGUOIKEG AKOVGIEG KIVIGELS EVOG VOGN oG
oHaduG HUMOV) o€ eVAMKEG Kol EpNfovg amd 12 €TV e VEAVIKT LDOKAOVIKY EmTANyia.

] TOV TPOTOTAONDG YEVIKEVUEVOV TOVIKOKAOVIKGOV KPioewV (coPapéc kpicelg oTig omoieg

mEPAAPPaveTaL  aTdAEL cLVEIONONG) 68 eVAIKES Ko €prifoug nhkiog and 12 etdv pe
Wromadn yevikevpévn emdnyia (0 THTOG NG EMANYING TOV TIGTEVETAL OTL EYEL YEVETIKA
aita).

Tvapéner vo yvopilete Tpwv napete to Levetiracetam Teva

Mnyv népete To Levetiracetam Teva
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o o€ MEPIMTOOTN aAlepyiog oTn AEPETIPAKETALY, GTO TVPPOASOVIKA TAPAY®OYA 1| GE OTOL0ONTOTE
GALO OO TO GLGTOTIKA AVTOD TOV PAPUAKOL (AVAPEPOVTAL GTV TAPAYPOPO 6).

IIpog1d0ToU|GELS KU TPOPUAGEELS
AmevBuvbeite otov Yi0Tpo cog mpwv mapete to Levetiracetam Teva

o Edv vrogépete amd ndbnon veppav, akorovbnote Tig 0dnyieg Tov yiotpol cag. Avtog/avtr Oa
amopacicel av 1 d6on cag o TPENEL VO TPOGOPHOCTEL.

o Av TopatnproETE OTOONTOTE EXPPAOLVOT) OTNV OVATTLEN TOV TS0V GaG 1| OTOONTTOTE
Eapvikn emttayvvon g epnPeioc, Ttapakareicte va anevbuvleite otov yaTpd cag.

o "Evag pukpdc apBudc atopmv mov vrofAndnkay og Oepameio fe avTemANTTIKA OTOS TO

Levetiracetam Teva gpodvicav oKEYEIS CVTOTPOVUOTIGHOD 1) QVTOKTOVIOG. AV €XETE
CUUATOUOTO KATAOAYNC KoM 10€0GHOD QVTOKTOVING, TOUPAKUAEIOTE VOl EMIKOIVMVIGETE LLE TOV
YTpo GO,

. Edv &yete owcoyevelakod N 10Tpikd 1GTOPIKO OKAVOVIGTOL KopdlokoD puluov (eppavég o
NAEKTPOKAPII0YPAPNLA) 1| EGV TAGYETE aO VOGO 1)/Kot Aapfavete Oepaneia wov cag kabiotd
EMPPENEIC G€ AVOUAMES TOV KOPILOKOD TUALOD 1] AVIGOPPOTIES AAATMV.

Evnuepdote Tov y10Tpd N TOV QOPUOKOTOL0 00¢ EAV KATOW Amd TG akOAoLOES avemBOunTES

evépyeleg yivetar cofopn 1 Slapkel TEPIGGOTEPO aMd PEPIKES NUEPEG:

. Mn @uvotoloyikéc okEWELS, alcOna svepedloTOHTNTOG 1| OVTIOpOoN TTo EMOBETIKN A’ OTL
ouvnbmg, 1 av €0€lG 1 1 OIKOYEVELL 0aG KO O GIAOL GO TAPATNPTCETE CUAVTIKEG AAANYEG OTN)
dudBeom N TN cLUTEPLPOPA.

o Emdeivoon g eminyiag:

Ot erMTITIKEG KPIGELG GOG UTOPEL GE OTAVIEG TEPIMTMOGELG VoL EMOeV®OOVV 1} var avénbei n
GLYVOTNTA TOVG, KUPIME KATA TN SLAPKELD TOV TPAOTOL Pva HETA TV Evapén g Bepameiog 1)
v avénomn g 66omnc.

e [o TOAD oTavia, LopeN EMANYIAG TPp®UNG Evapéng (eminyio mov oyetileton pe
petarrdéerg otnv SCN8A) mov mpokaiel TOAALATAOVG TUTOVG EMANTTIKOV KPIGEMV Kot
anmAeln SeEI0TATOV, UITOPEL VO TOPATIPNOETE OTL O1 EMANTTIKES Kpioelg e&akoiovbovy va
VIAPYOVV N} EMDEVAOVOVTAL KATE TN d1dpKela Tng Oepameiag oag.

Edv epoovicete kdmo1o and avtd ta vEo CUUTTONATH KOTA T Afyn tov Levetiracetam Teva,
emokepheite Evav 10Tpd TO GLVTOUOTEPO SVVATO.

Howwd ko épnpor
o To Levetiracetam Teva dgv evdeikvutal 6€ modid kot eprfovg Katw tTov 16 eTdv w¢ pévo
oapuakxo (povobepomeia).

Alha @appoxa kou Levetiracetam Teva
Evnuepmote Tov yiatpd 1] T0V QOPUOKOTOL0 GaG €AV TAIpVETE, £XeTE TPOSPATA TAPEL 1| PUopel va
ThpeTe GAAL PApUOKA.

Mnyv épete ToAVAOLAEVOYAVKOAN (VO QAPLLOKO TOL YPNCUOTOLEITOL MG KABAPTIKO) Yl io dpa
TP Ko pio @por LeTd T ANy TG AEPETIPAKETAUNG O10TL 0VTO PTOPEL VAL 0O YN OEL GE UTMAELN TNG

dpdong tg.

Kinon ko1 Oniaopog

Edwv giote éyxvoc 1 OnAhdlete, vopilete 6T1 umopet va glote £ykvog 1 oyedaleTe Vo OmOKTHGETE LN,
{ntote T GuUPOVAN TOL Y1ATPOL GG TPV TAPETE AVTO TO Papuako. H AePetipaxetaun puropet vo
xPNoLoToN el KaTd T S1APKELD TG EYKVHOGVUVIG LOVO €6V LETA a0 TPOCEKTIKT a&oAdYN o™ Kp1Oei
ovoyKoio amd Tov y1Tpd cog.

Agv Bo tpémet vo dtokdmTeTe T Bepameia Gog ympig va To GVINTNOETE LIE TOV YIUTPO GG,

Agv pmopet vo. amokAeloTel TEAEING 0 KIVOLUVOG ELPAVIONC GLYYEVAV AVOUUAIDY GTO TOLdT GOG TOV OEV
&xel yevvnOel axopa. Ae cuviotdral o Onlacpoc katd tn didpkela tng epaneiog.

001yNoN Ko YEPIGUOS POV RATOV
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To Levetiracetam Teva propei va, ennpedcsl Ty wavotntd cog vo odnyeite 1§ va yepileote epyoleio
N pnyovipota, S0t uropei va cog Tpokarécet vavniio. Avto givar mbavdtepo oy apyn g
Oepancioc 1 émerta omd avEnon g do6omMg. Aev Ba mpémetl va odnyeite N va yepileote punyavipaTo
£w¢ 6Tov emPePotmbel OTL 1) IKAVOTNTA GOG VO TPAYUOTOTOLEITE TETOIEG dPUTTNPLOTNTES OEV
emnpealeTat.

To Levetiracetam Teva mepiéyel vatpro
To @dpuaxo avtod mepiéyet Aydtepo and 1 mmol vatpiov (23 mg) ovd emKalvUUEVO LE AETTO DUEVIO
dtokio, givor avtd mov ovopdlovpe «eAevBepo vaTpiovy.

To Levetiracetam Teva 500 mg wepiéyer Taptpalivy
To Levetiracetam Teva 500 mg nepiéyet  ypwotikn taptpalivn (E102) mov uropei va npokoiécet
OAAEPYIKEG AVTIOPACELG.

To Levetiracetam Teva 750 mg wepiéyer Kitpivo
To Levetiracetam Teva 750 mg nepiéyetl ™ ypwotikn kitpvo (E110) mov pmopei vo mpokoaiécst
OAAEPYIKEG AVTIOPACELG.

3. Iog va mapete 10 Levetiracetam Teva

[avrote va maipvete TO QAPUOKO AVTO AVOTNPE COLEOVA [LE TIG 0ONYIEG TOV YIOTPOL 1) TOV
QopUOKOToloV cag. Eav €xete apgiBoliieg, potiote TOV Y1aTpd 1| TOV QOPUAKOTOL0 COC.

[Tapete Tov ap1Buo diokiov cOLE®Va pe TIg 0dNyieg TOL Y10TPoD Gag.
To Levetiracetam Teva mpénet va Aappdvetar 600 popéc v Nuépa, Lo To Tpmi kot pia to Ppadv,
nepimov TV 10100 dpa KAOe pépa.

2ovuninpoupatiky Osparcia kot povobepancio (amo 16 stwv)

. Evijlhkeg (=18 etv) kot gpnipor (12 £émg 17 erv) Bapovg 50 kg 1 dvo:
Suvietopevn 06on: peta&d 1000 mg ko 3000 mg nuepnoing.
Orav apyicete vo maipvete Levetiracetam Teva, o yotpdg Oo cog cuvtayoypoaenoet po
xopnriotepn 4601 yio 115 2 gfdopddec mov Ha mponynBovv g yaunAodTEPNG NLEPT|OLOS SOOTS.
Hapaoetyua: ov n nuepnoio 06cn cog tpoopiletor vo, eivor 1000 mg n usiwuévy doon évapéng
eivar 1 diokio twv 250 mg 1o mpwi kot 1 diokio twv 250 mg 1o Ppaddv kar n doon Go. avénbei
ataoi1okd, uEypt va pracet to. 1000 mg v nuépo. peta omo 2 fdouddeg.

. "Eonpor (12 to¢ 17 erddv) papovg 50 kg i) Aryotepo:
O ywtpog oag 0o GOg GUVTAYOYPAPNGEL TNV TAEOV KATAAANAN QOPLOKOTEYVIKT LOPON
AePeTipoKeTAUNG GOUPMOVA e TO PAPOg Kot TN dOOM.

. Aocolroyia o€ Bpéen (1 pnvoc £mg 23 pnvav) kot Ttadnd (2 £¢og 11 eTav) pe copotikd
Bapog kat® amno 50 kg:
O y1atpog 6ag o GUVTOYOYPAPNGEL TNV KOTAAANAOTEPT] PUPUAKOTEYVIKT LOPOT
AePetipakeTdunc copeva pe TNy nAtkio, to fépog kot tn d6om.

"Eva mooyo didAvpa eivat n kataAiniotepn obvOeon yio Bpéen kot waidid nAkiog KATm TV
6 eT®v, Y10 Taudd Ko pnPoug (amd 6 £mg 17 etdv) pe copatikd Papog kato tov 50 kg kabog
Ko 6tav dev pmopel va emtevyBei n akpiPng 66on e To diokia.

Tpomog yopiiynong

Kortanivere 1o diokia Levetiracetam Teva pe apketn mocotnta KAmolov vypod (1.y. Eva mothpt vepod).
Mmropeite va mdpete to Levetiracetam Teva pe 1} xwpic tpoen. Metd ) yopiynomn amd To 6TOL
UTOPEL VO ELPAVIGTEL 1] TTIKPT] YEVOT TNG AEPETIPOKETAUNG.

Awdpkela g Oepameiog
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. To Levetiracetam Teva ypnoylomoleiton yio xpovia ayoyn. H Oepancio pe Levetiracetam Teva
npénel va cuveyiletal yio 660 ypovikd SIUoTNUA GVVIGTH O YIOTPOG OO,

. Mn GTOUOTAGETE TNV Oy®YN GOG YMPIC TN GLUBOVAN TOL YOTPOL GOC, KAOME 1 SLOKOTN TNG
Oepomeioc pmopei va 0dNyNoeL gty avénon Tv Kpicewy.

Eév napete peyorvtepn 06on Levetiracetam Teva amé tnv Kavovikn

O mbavég avemBounteg evépyeleg g VIEPOOGOAOYING Elvar vTviAia, d1€yepaon, exbpdtnra, peimon
g €YPNYOPOTNG, KOTAGTOAN TNG OVATVOTG KO KMLLO.

Emkowveoviote e tov yuotpd cag eav £xete mapel meplocotepa diokia omd 6ca Oa énpene. O y1aTpoOg
oo 0o amopacioel TNV KAAOTEPT SVVATOV OVTILETMOTLION TNG VIEPIOGOLOYING.

Eav Eeyaoete vo mapete To Levetiracetam Teva
Emkowvovnote pe tov yuotpo cag eqv £xete mapaleiyel pia 1| meplocoTePEg 0OGELC.
Mnv mépeTe SImAN 60T Y0 VO OVOTANPAOGETE TO d10KI0 TOL EEXAGOATE.

Edav otopatioete va maipvete to Levetiracetam Teva

X mepintoon dokonng g Oepaneiog, To Levetiracetam Teva npénel va dwokomteton faduiaio yio va
amo@evydei ) emdeivoon Tov kpicewv. Edv o yiatpdg anmopacicst va otapatiost 1 Oepaneio oog pe
to Levetiracetam Teva, avtoc/avt B cog ddoel odnyieg yio T Pabaio dtakonr tov Levetiracetam
Teva.

Edv éxete meplocdtepeg EpMTNCELG GYETIKA LLE T YPNOT CVTOV TOVL PAPUAKOL, POTHOTE TOV Y10TPO 1)
TOV QUPHOKOTOLd GOC.

4, IMBavég avemOBOUNTES EVEPYELEG

Onmg 6Aa To pAPLOKOL, £TCL KOL 0VTO TO PAPLOKO PTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOpovcLalovtal 6 OAOVG TOVG AvEpMOTOVC.

Evnuepaote apéomg Tov yioTpo 60g, 1] TYAIiVETE 6TO TUNIO ETELYOVTOV TEPLETIUTIKAV TOV
TANGIEGTEPOV VOGOKOUEIOV, EAV ENPUVICETE:

e advvapia, tdorn AmoBupiog 1§ {AN 1 SuokoAia otV avamvor, KaBmg avtd propet vo etvor
GUUATOWNOTE GOPOPNG AAAEPYIKNG (AVOPLAOKTIKNG) OvTidpaomg

e 00N TOV TPOGOTOV, TV YEIMMDY, THG YADOGGOG Kol Tov @apuyya (oidnua tov Quincke)

*  YpIm®OM cvuunT®poTe Kot EEAVON IO 6T0 TPOo®OTO ToL akoAovbeital amd ekteTapéVo eEAvOn
pe VYNAO TupeTd, avénuéva enimeda NIATIK®V eVOOLOV OTIC EETACELS OULOTOC KOt aLENUEVO
apOpd VOGS TOTTOL TV AEVKADV ALLOGPAPiV (Nootvo@iia) Kot S10YKOUEVOLS AEUPUIEVES
(avtidpacn oto ehpuako pe NOcvoPilio Kot cvotnuatikd copntduate [DRESS])

®  GCLUTTOMOTO OTTOC YOUNAOS OYKOG 0VP®V, KOVPACT], VALTIN, ELETOG, GUYYLCT KOl OidN U TV
oSV, TOV AGTPAYIA®Y 1 TOV KAT® AKPOV, KAOMS ovTd Hropel va glvol CUUTTONATA EQPVIKTG
UEIDONC TNG VEPPIKNG AELTOVPYING

o Jdeppatikd eEAVON O, TO OTO10 UTOPEL VO GYNUATIGEL AVKTOLVES KO VO, TAPEL TN LOPOT LIKPDV
GTOYOEWMV UALOIDGEWDV (KEVTIPIKEG GKOVPES KNAIDEG TEPIKAEIONEVEG 0l pia To YAUN TEPLOYN
He Evav 6KoVPO dAKTOAL0 YOP® 0o TO TEPTYPOALUR) (ToADuoppo epvOnua)

o  eKTeETOUEVO eEAVOM O e PAVKTOIVES KO OTOAETLON TOL SEPHOTOG, EWOIKE YOP® OO TO GTOA, TN
uoTn, T paTio Ko To, YEVWN Tk opyave. (ebvdpouo Stevens-Johnson)

e Lo o cofapn popen eEavONLATOG TOV TPOKAAEL AMOAETION TOL dEPLATOG OE TEPIGCOTEPO OO
10 30% ¢ cwuatikig empavelng (tolikn emidepuikhi vekpoivon)

e onueia coPapd@v VONTIK®OV 0ALXY®V 1 €6V KATO10C YOP® GOG TOPATNPNOEL oNUEia cOyyvoNG,
vvnAia (voota), apvnoio (amdAieto Lqung), eanpeacpuévn pvpun (aenpnudda), un eLGIOA0YIKNY
GUUTEPLPOPA 1) AAAL VELPOAOYIKA onpeio OO KOVGIEG 1) U EAEYYOUEVEG KIVIGELS. AVTA pUmopel
va givol copmTdpoTo yKe@alonddetag.
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O1 1o oVYva avaEePOUEVEG AvETIOOUNTES EVEPYELES Elvar prvopapLyyiTda, vvrAia (VOoTa),
TOVOKEPOAOG, KOT®mon Kot {aArn. Xtnv apyn g Oepaneiag 1 pe v avénom g d06ong, avembounteg
evépyeleg Ommg vhota, kKOTmo kot LaAN propel va eivan cuvnBéotepeg. Ot evépyeteg avtég Ba mpémet
VO EAOTTAOVOVTOL LLE TNV TAPOS0 TOV YPOVOV.

o0 cvyvég: umopet va tpocPairovv mepiocdtepa amd 1 ota 10 dropa
e pwogapvyyitda,
e vrvnAia (VOOTA), TOVOKEPAAOG,

Yuyvég: umopei va tpocfarriovy €wc 1 ota 10 dtoua

o avope&io (andrea 0peEng),

o KaTdOAym, exbpucotnTa 1 eMOeTIKOTNTA, AyY0G, VITVNALL, VELPIKOTNTA 1] EVEPEDIGTOTNTA,

o onacpoi, dtutapayn g woppomiag, {aAn (aicOnon aotdbeiag), Abapyoc (EArelyn evépyelog
Kot EvOoVolaGpoD), TPOUOG (AKODG10 TPEUOVAO),

ilMyyog (aicOnua TeploTPOPg),

Pxos,

KOWAL0KOG TOVOG, dtdppota, dvoneyio (dvokorio otV mEWN), EUETOG, VOUTIA,

eEavonuo,

advvopia /k6mmon (Kovpoon).

'Oy ovyvég: pmopet va mposPdilovv émg 1 ota 100 dtopa

. UEL®UEVOG aPOUOG OULOTETOM®VY, PEIOUEVOS APIOLOG AEVKDY aLLOCOUIPI®Y,
o peimon tov Papove, avénon tov Papovg,
. QTOTELPO.  OVTOKTOVIOG KOl OKEWELG OVTOKTOVIOG, WUYIKN OlTopayn, MU  (QUOLOAOYIKN

ouumePlpopd, yevdaicnon, Bupdg, ocvyyvon, kpion TaviKoL, cvvosOnpatiky oaotdbeio /
Swkvpdvoels g cvvailcnuotikig diibeong, diéyepon,
o apvnoio (amdiea pviung), enPépoveon g pvinung (tdon va Eeyvdre), un eLGIOA0YIKOG
oLVTOVIGHOG / ataia (ETBAPLVOT TOV GUVTIOVIGHOD TOV KIVIIGE®V), TopalcOnaio
(Lpunkiacpa), dtotapayn e TPocoyng (ATMOAELN TG CLYKEVTPOGNC),
dumhonia (dudn dpacn), Oaunr 6pacn,
QVENUEVEG / U1 PUCIOAOYIKEG TILEG OTOL ATOTEAEGLLOTA LiOG eEETOONG TNE NTATIKNG AELTOVPYING,
TpromTmon, Exiepa, Kvnopoc,
poikn advvapio, poaiyio (Loikdg mévog),
KOK®OOT).

Yrdwvieg: pmopel va tposfdrrovv €o¢ 1 ota 1000 dropa

*  loiuwdn,

o UEL®UEVOG aPOUOG OADV TOV ALLOCOUIPI®Y,

o coPapéc adlhepyucég avtdpaoelg (DRESS, avapviaktikg avtidpacn [cofapn Kot GNUAVTIKI
aAAepytkn| avtidpaon], oidnpa tov Quincke [TPHELLO TOV TPOGHDTOV, TOV YEIMDV, TNG YADCCOS
K0l TOV Adpov]),

. HELOWUEVT] CLYKEVTPOGT VATPiov GTO aipla,

. OVTOKTOVIQ, JATAPOYEG TG TPOSOTIKOTNTASG (TPOPANLATO GCUUTEPIPOPAGS), U1 PVCIOAOYIKN
okéymn (PpaddTnTa oKEYNG, adVVAIIN CLYKEVTP®GNG),

*  TOPOATPNUO,

. gykeparomadeio (PA. vtogvoTNTa «EVIep®oTe AUEC®S TOV YITPO GOC» Y10 AETTOLEPT
TEPLYPOPTN TOV CUUTTOUATOV),

o mBovn emdeivoon N avénon NG GLYVOTNTIS TOV ETANTTIK®V KPIGEWV,

ave&éleyKTol PUiKoi 6Tacol, TOL TPOSPAAAOVY TNV KEPAAT], TOV KOPUO KoL To GKPa, SuoKOAiN

EAEYYOL TV KIVICEMV, VITEPKIVNGL0 (VITEPOPUTTNPIOTNTA),

petafoin tov kapdiokod puouov (6To NAEKTPOKAPIIOYPAPTLOL),

ToyKpeATITION,

NTATIKN AVETAPKELD, NTATITION,

Ea@vikn Lelwon NG VEPPIKNG AstTovpyiag,

deppotikd eEdvinpa, To onoio pmopel va oyNUATICEL PADKTOIVEG KOl TAIPVEL TN LOPPT

GTOYOEWMV UALOIDGEDV (KNAIDEG LE GKOVPOYPOUO KEVTPO KOl 0)PT] TEPLPEPELD, 1] OO0

49



nepParretal and £va GKOVPOXPOUO SAKTOAO) (ToAbuoppo pdBnua), extetapuévo eEGvOnua pe
OAVKTOLVEG KOl OTTOAETIOT) TOV OEPLOTOG, EOIKA YOP® OO TO GTOLM, TN LOTT, TO LATIO KO TO!
YevwnTikd 6pyava. (aovdpouo Stevens-Johnson) kot pio o cofapt) Lopen mov Tpokolel
AMOAETION TOV SEPUATOG O TEPLGGOTEPO o TO 30% NG cOUATIKNG EMPAVELNS (T0lIKh
EMIOEPULKT VEKPOAVGN),

o papoopvdivon (S1ICTUGT TOL LVIKOV 16TOV) Kot oXeTILOUEV avEnom TS
KPEATVOPOGPOKIVACTG aipatog. O emmolacpog eivol onpovtikd vynidtepog o lanwveg
acBevelc og oOykpilon pe pn lanwoveg acbeveic,

. YOAOTNTA 1] SVCKOAIN GTO TEPTATN LA,

. GVVOVAGIHG TVPETOV, HVTKNG OLGKOUYTNG, AoTOO0VC OPTNPLOKIC TECTG KO KAPOLOKNG
GLYVOTNTOG, GVYYVOT, XAUNAS emtinedo cuveidnong (umopel va eivar onueio dtatapoyng, 1 omoia
ovopdgeTal veupoAnTtiko Kokonfeg ohvopopo). O emimoracuds eivar onUavTIKA VYNAGTEPOC
otovg ldmmveg acBevelg cuykpitikd pe toug un ldnwveg acbeveis.

MoAd omavieg: pmopei va tposPdrrovv £mg 1 ota 10.000 dropa
. emovolopPovopeveg avemBounTteg GKEYELG 1 GONGELG 1] EMLTAKTIKY AVAYKN Vo KAVETE KATL
Eavd kot Eova (10E0WLYOVAYKAGTIKY S10TapoyT).

Ava@opd avemBounTOV EVEPYELOV

Edv mapatnproete kKamowo avemBOUNTN eVEPYELD, EVIUEPDGTE TOV YIOTPO 1) TOV PUPLOKOTOLO GO,
AvT0 1oyeL Kot Yo kdOe mhavi avemBountn evEPYELR TOL OEV AVAPEPETAL GTO TOPAV GVALO 0dNYIDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, pécw Tov Bvikond
GULGTILOTOG OVAPOPAS ToL avaypdpeTol oto [Hapdpnua V. Méom tng avapopds avemBountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPIGTOTEP®V TATPOPOPLAV GYETIKA LLE TNV AGPAAELD
TOL TAPOVTOG PAPUAKOL.

5. g va puidooete To Levetiracetam Teva
To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot 6gV TO POAVOVV Ta AL,

No pn ¥pMoIoToLEiTe AVTO TO PAPLOKO LETE TNV NEpOoUNVia ANENG TOL AVOPEPETOL GTO KOVTL Kot
v KoyéAn petd  AHEH.
H nuepounvia Anéng eivar 1 teElevtaio nUEPO TOL PNVA TOV OVOPEPETOL EKEL.

Mnyv metdite APLOKO OTO VEPO TNG OTOYETEVOTG 1] OTO OIKLOKE amoppippato. Potiote tov
(QOPLOKOTTOLO GOG Y10, TO TAG VO, TETAEETE TAL PAPUAKO TTOV OEV YPTCIUOTOLEITE T AvTd T péTpa Oa
BonBncovv otnv Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreyopeva TG GLOKEVAGIOG KOl AOUTES TANPOPOPiES

Tvepréyer o Levetiracetam Teva

- H dpaotikn ovcia etvar n AePetiparkeTaun.
Kd&be emucoroppévo pe Aemtd vpévio diokio Levetiracetam Teva 250, 500, 750, 1000 mg
nepiEyel AePetipakeraun 250, 500, 750, 1000 mg.

- Ta dAo cvotatikd givat:
Hvupnvag diokiov: dpvio apafocitov, mofdovn, KapreAAdln vaTplovyog S10GTaVPOVUEVT] KoL
HOYVAGLO GTEATIKO.
ErwcdAvym diokiov: vpopeAloln 6 cp, titaviov dio&eidio (E171), molvabvievoyivkdin 3350,
YPOOTIKEG OvGiec™.

*O11pwoTIKEG Ovoieg ivat:

250 mg emralopuévo, pe lemro vuévio diokio.: koavo (E133) kot wdkokappivio (E132).

500 mg emralopuévo. pe lemto vuévio diokio: wouoxopuivio (E132), taptpalivn (E102) ko
odnpov o&eidio kitpwvo (E172).
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750 mg emxalopuévo, pe Aemto vuévio diokio.: o1dNpov 0&eidio kitpvo (E172), cidnpov o&eidio
epvOpd (E172) xon kitpvo (E110).

Epeéavien tov Levetiracetam Teva kot TepieyOPeEva TG GUGKEVUGING

Levetiracetam Teva 250 mg emixotvuuévo ue Aemro vuévio oiokio.

Mg, EMUNKOVE GYNUOTOC, ETKOAVUUEVA e AETTO VUEVIO dloKia, LE oneio Toung ot pio TAELPE
Kot P yopayuévo 9" ot pio mAevpd g Topng kat "3" otnv GAAN TAgvpd g Topnc. Me yapoyuévo
"7285" otV GAAN TAevpd Tov diokiov.

Levetiracetam Teva 500 mg emikodvuuévo ue Aemeé vuévio diokio

Kitpwvo, empumkovg oynuotog, EXtKoOAVUUEVO Le AETTO DUEVIO O10Kia, |LE ONUEID TOUNG GTN Hio TAEVPA
Kot P yopaypévo "9" ot pio mAgvpd tng Topng kat "3" otnv GAAn mAgvpd tng Topnc. Me yopoayuévo
"7286" otnv GAAN TAELPA TOL d1oKiov.

Levetiracetam Teva 750 mg emixkodvuuévo ue Aemro vuévio oiokio,

IToptoKaAil, ETUAKOVS GYNLOTOG, EMKAAVIUEVO LE AETTO VUEVIO diokial, e onueio ToOpMG ot pia
TAELPA Kot [ yapoypévo "9" ot pia TAevpd ¢ Topng ko "3" otnv dAAn mAevpd g Topns. Me
yopayuévo "7287" atnv GAAN mAevpd Tov dickiov.

Levetiracetam Teva 1000 mg emixalouuéva pe Jewto vuévio diokia

AguKd, ETUNKOVG GYNUOTOG, ETIKOAVUUEVE LE AETTO VUEVIO O1oKIia, LE ONUELD TOUNG oTT pio, TAELPE.
Kot pe yapaypévo "9" ot pia mhevpd e Topng kot 3" otnv daAAn TAEvpA TG TOUNC. Me yopaypévo
"7493" otV GAAN TAELPA TOL d1oKiov.

H gykomn ypnoyevet povo yio va dievkorvvet tn Opavon Tov d1okiov Kot TNV Katdmoon Tov Kot Oyt
Yo Tov dloy®piopd o iceg dOGELC.

To Levetiracetam Teva dwatifeton o€ cvuokevacieg tov 20, 30, 50, 60, 100, 120 kot 200
EMKOAVUPEVOV P AemTd VUEVIO Stokimv Kot 50 X 1 emkaAvppéveov pe AenTtd VUEVIO S10KIOV O
dratpnreg Koyéreg povadwv d6onc and PVC/PVAC - alovpivio.

Mmropei va unv KuKAOPOPOLV OLEG Ol GUOKEVAGIEC.

Karoyog Adsrog Kvkrhopopiag
Teva B.V. Swensweg 5 2031GA Haarlem, Kato Xopeg (OiLaviia)

Hapaockevaotiig

Teva Pharmaceutical Works Private Limited Company
Pallagi ut 13

Debrecen H-4042

Ovyyapio

Teva Operations Poland Sp. z 0.0.
ul. Mogilska 80. 31-546, Krakow
[Tolwvia

Teva Czech Industries s.r.o.
Ostravska 29, c.p. 305, 74770
Opava-Komarov

Togyum Anpoxpatio

TEVA PHARMA, S.L.U.

CIC, n. 4, Poligono Industrial Malpica
50016 Zaragoza

[omavia

Pharmachemie B.V.
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Swensweg 5
2031 GA Haarlem
Kéro Xopeg (OMaviia)

INo omoladnmote TANPOPOPIn, GYETIKG [LE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakareiche va
angvBuvbeite otov Tomiko avtimpdésmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien

Teva Pharma Belgium N.V./S.A./AG

Tel/Tél: +32 38207373

Bbarapus
Tesa ®apma EA/J]
Ten: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
Teva GmbH
Tel: +49 73140208

Eesti

UAB Teva Baltics Eesti filiaal

Tel.: +372 6610801

EALGoo
Specifar A.B.E.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tél: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: + 385 13720000

Ireland

Teva Pharmaceuticals Ireland

Tel: +44 2075407117

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgien/Belgique

Tél/Tel: +32 38207373

Magyarorszag
Teva Gybgyszergyar Zrt
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel.: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija

Pliva Ljubljana d.o.o.
Tel: +386 15890390
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island Slovenskéa republika

Teva Pharma Iceland ehf. Teva Pharmaceuticals Slovakia s.r.0.
Simi: + 354 5503300 Tel: +421 257267911

Italia Suomi/Finland

Teva Italia S.r.l. Teva Finland Oy

Tel: +39 028917981 Puh/Tel. + 358 201805900

Kvbzpog Sverige

Specifar A.B.E.E. Teva Sweden AB

EALGSQ Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland

Tel: +371 67323666 Ireland

Tel: +44 2075407117

To mapév pvAiro 0dNYLOV Ypions avadewpOnke Yo Tedevtaio gopa otig {MM/EEEE}

Aentopepeic mAnpopopieg yio 1o eapuako avtd givar dtabéoieg oto dikTvakd 1m0 Tov Evpomaikond
Opyavicpod Ooppdxov: http://www.ema.europa.eu

53


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

	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΥΠΕΥΘΥΝΟΣ(ΟΙ) ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	Β. ΟΡΟΙ Ή ΟΙ ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ. ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

