ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX
Levetiracetam Actavis 250 mg emkaivppéva pe Aemtd vuévio diokia.
Levetiracetam Actavis 500 mg emicaAvppévo. pe Aemtod UEVIO oK.
Levetiracetam Actavis 750 mg emucaAvppévo. pe Aento vUEVIO S1oKidL.
Levetiracetam Actavis 1000 mg emikodvppéva pe Aertd vuévio diokia.

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Levetiracetam Actavis 250 mg smikaivupévo. pe Aewtd vuévio diokiol

Ka0e emucolvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 250 mg.

Levetiracetam Actavis 500 mg smukalopuévo pe Aertd vuévio diokia

Ka0e emcodvppévo pe Aemtd vpuévio diokio mepiéyel Aefetipaketdun S00 mg.

Levetiracetam Actavis 750 mg smukalopuévo pe Aertd vuévio diokia

Ka0e emcodoppévo pe Aemtd vuévio diokio mepiéyel AePetipaketdun 750 mg.
"Exdoyo e yvmoTtég 0pacels:

Ka0e emkaivppévo pe Aemtd vuévio diokio mepiéyet 0,156 mg g ¥pOGTIKNG
ovoiag sunset yellow E110.

Levetiracetam Actavis 1000 mg emikodlvuuévo pe Aemtd vuévio diokia

Ka0e emukorvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetaun 1000 mg.

IMa tov TANpn kaTdroyo TV ekddywv, PA. Tapdypapo 6.1

3. OAPMAKOTEXNIKH MOP®H
EmkoAivppévo pe Aemntd vpévio diokio (d1okio).

Levetiracetam Actavis 250 mqg smucarlopuuévo pue Aemtd vuévio dokia

OBaA, avotytol umie ypoduatog, peyébovg 13,6 X 6,4 yIMooT®@V pe yopoyuévo to ypauua «Ly otn pia
TAevpa Kot Tov apBpo «250» otnv GAAN TAgLPAL.

Levetiracetam Actavis 500 mg emikaivppuévo pe Aemtd vuévio diokio

OBaA, kitpwvov ypopatog, peyédovg 17,1 X 8,1 ythootdV pe yapayuévo 1o ypauua «L» otn pia
mAgVpa Kot Tov aptdpd «500» otnv GAAN TAELPA.

Levetiracetam Actavis 750 mg smukaloppuévo pe Aertd vuévio diokia
OBdA, moptokaAl ypmdpatog, peyébovg 19,0 X 9,3 yilootmdv pe yopaypévo to ypaupa «Ly» otn pio
TAELPA Kot Tov aptBpd «750» atnv GAAN TALLPA.

Levetiracetam Actavis 1000 mg erucarvupéva pe Aemtd vuévio diokio

OBaA, Aevkov ypopotoc, peyébovg 19,0 x 10,0 yilootdv pe yopoayuévo to ypdupo «Ly otn pia
mievpd kat tov apBpuo «1000» oty dAin TAgvpa.



4. KAINIKEX IIAHPO®OPIEXZ
41 OgpamevTikég evOEiEelg

To Levetiracetam Actavis gvigikvotol ¢ LovoDePmEL YioL TV OAVTILETMOTICT TOV EMANTTIK®OV
Kpioemv eoToKNG EvapEng pe N xopic d0suTepoyEV YEViKELGN GE EVIAIKEG Kol €pPovg amd 16 etmv
Kot Gve pe veodyvoaobeico emiAnyia.

To Levetiracetam Actavis gvogikvotol ¢ GUUTANPOUATIKY AY®OYN
ey Bepancio TOV EMANTTIKOV KpioemV e0TIOKNG EvapEng pe N ympic devtepoyevi
yevikevon og eviAIKeG, epovg, Toudud Kot Bpéen nAwiag amd 1 unvog pe eminyia.
e vyio T Oepamneio T@V pOOKAOVIKGOV KpicemVv 6€ eviAKeS kal eproug nAikiog omd 12 etadv pe
Neavikny Mvoxiovikn Emiinyio.
e vio T Oepaneio TOV TPOTOTAODS YEVIKEVUEVOV TOVIKOKAOVIK®OV KPIGEMV G EVIAIKES KoL
gpnPovc nhkiog and 12 etdv pe Idomadn Ievikevpuévn Exinyio.

4.2 Aocoloyio kor TpOTOG YOPNYNONS

Aocoloyia

Emiinruréc kpioeis sotiaxng évaplne
H ovviotodpevn 66on yio povobepameio (amd tnv nAtkio twv 16 €TOV) KOl COUUTANPOUOTIKN Oy®YN
glvar 1 1010, OTOG AVAPEPETOL OTT) GLVEYELM.

Olsc o1 evoeileig

Evijhikes (> 18 etwv) kar épnpor (12 éwg 1T etadv) pe oouotixo fapog 50 kg 1 ava.

H apywm Bepamevtikn 66on eivar 500 mg 600 popéc v nuépa. H d6on avtr propel va yopnyndet
OO TNV TPAOTN NUEPA TNG OYDYNG. 26TOG0, pumopel va dobel pia youniotepn apyikn d6on tv 250 mg
300 QopEG TNV NUEPQ e PAoT TNV EKTIUNGT TOL Y1OTPOV Yo HEIDOT) TOV EMANTTIKOV KPIGEWV O
oyxéon Ue Tig mBavég mapevépyeles. Avtr pumopel va avéndei ota 500 mg dVo Eopég TV NUEPO. LETH
amo 000 efOopadEC.

Avaioya pe TNV KAWVIKT advInon Kol Ty avoyn, 1 nuepriola d6on umopet vo avéndet péypt
1500 mg 6v0 popéc v nuépa. AvEopeunoelg e 66ong pumopel va yivovtal kotd 250 mg 11 500 mg
V0 popéctny Nuépa kabe 600 £mc TEcoEPIC EPOOUAOES.

Eopnpor (12 éwg 17 etwv) ue owpatiko Papog karw twv 50 kg kot moudia awo v niikio tov 1 unva
O ywotpog Oor TPETEL VO GLVTAYOYPAPTGEL TNV KOTAAANAOTEPT] PAPUAKOTEYVIKTY LOPPT, GUGKELOTIOL
KOl TEPLEKTIKOTNTO, GOUP®VE [LE TO PAPOC, TNV MNAIKia Kot T 0601. AvatpéEte oty Tapdypapo
Toaiorompios tAnBoouog yio ) puduon g 66ong avaioya Le o BApog.

Awokom

Edv mpénet va dwokomel n yopnynon g AePetipaketdung, coviotdtol vo dtokomtetol Badpuaio (m.y.
o€ eVMIKEG Kot pNBovg pe copatikod Papog dvo tov 50 kg: peidoelg g d6ong katd 500 mg dvo
@opEc TNV Nuépa kabe 000 £mg Téooepig efdopnadec, o Ppépn Niikiag ave Tov 6 uNvev, ota Toidld
Kot o€ €pNPovg pe copotikd Papog katw tmv 50 kg: n peiwon g doong dev Ba mpémel v, vrepPaivel
ta 10 mg/kg 300 @opéc v nuépa kabe dvo efdopddes, oe Ppépn (KAT® TV 6 UNVoOV): N peioon g
doong dev pémel va vrepPaivel Ta 7 mg/kg dVo popég TNV Nuépa, KaOe dV0 gPOOUASES).



Ewwoi tAinbvcpuoi

Hlixiowuévor (65 etav kar dve)

Y& NMKlopévoug acheveic e avemapkn VEPPIKN AEITOLPYIQ GLUVIOTATOL TPOGUPHOYT| TNg d6ons (PA.
«NEePPIKN AVETAPKELN TOPOKATM).

Negppixn ovemopxeio,
H nuepnowa d6om mpémel var eEQTOLUKEVETAL AVAAOYOL LE T1 VEPPIKT AELTOVPYiaL.

IMo eviiikeg aoBeveic, avapepbeite atov mapaxdTo mivake Kol pudpiote ) 860n Onmg evogikvuTaL.
T"a va ypnotpomoinfel avtdc 0 S0G0A0YIKOG Tivakag omatteiTot pio extipnon g Kabapong
kpeatwvivng (CLer) og ml/min tov acBevodc. H CLcr 6 ml/min propet va vroAoyiodel amd 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 yia yovaikeg)
72 X kpeotvivn opov (mg/dl)

Tote, n k@Bapon kpeatvivig mpocappdletorl oty empdveia copatog (BSA) axorovbog:

CLcr (ml/Aent0)
CLcr (ml/Aentd/1,73 m?) = x 1,73
BSA (empdvelo 6hpotoc) Tov achevovg (m?)

PvOpion 860mg oe evilikoug kat pnpovug acbeveic pe copatid Bapog dvo tav 50 kg , pe veppikn
OVETAPKELDL

Opaoo aclevov Kabapon Adon Kol ovvoOTNTA

KPEOTLVIVIG

(ml/min/1,73 m?)
dvcloloykn >80 500 ¢ 1500 mg 600 Popég TV nuépa
‘Hma 50-79 500 ¢ 1000 mg 000 Popég TNV NuéP
Métpua 30-49 250 émg 750 mg 800 popég TV nuépa
ZoBopn <30 250 émw¢ 500 mg dvo popég TV Nuépa
Acbeveig pe veppomabelo teAikod - 500 ¢w¢ 1000 mg pia popd v nuépa @
otadiov

w16 opodtvion

O Ty mpdn pépa e Bepameiog pe AePetTipakeTaun cvvietdror ddon epddov 750 mg.
@ Metd ™V arpokdbopon, cuvieTEToL 1) XOPRYNoT CVUTANPOLATIKAC ddong 250 émg 500 mg.

TNa modid e veepikn avemdpkela, n 60on g Aefetipoaketdung Bo tpénet vo mpocappuoletal pe Pdon
N VeQpikn Aettovpyia, kabmg 1 kabapon g AePetipaketdunc oyetiletan pe Tn veQpIKn Aettovpyia.
H obvotaon avt Paciletal o pia perétn og eviihikovg acOeveic e veQpikn avemdpkela.

H CLcr 6 ml/min/1,73 m? pmopei va extyun0ei and tov mpocdlopiopd g kpeatvivng opov (mg/dl)
Yo veapovg erfovug, Todid kot Bpéen, He T ¥pNon Tov akdAovBov TuToL (TVTog Tov Schwartz):

"Yyog (cm) X ks
CLcr (ml/Aent6/1,73 m?) =

Kpeatwvivn Opot (mg/dl)

Ks= 0,45 yio tekeidpnva, Bpéen g kot v nAkia tov 1 £tovg, ks= 0,55 yio mondid kdtw tov 13 etodv
Kot o€ yovaikeg epnpovg, ks= 0,7 og dvopeg eprifouc.



PyoOpion g d6ong o Ppéopn, madid kot Epnpovg acbeveic pe copatikd Papog katw tov S50 kg, pe
VEQPPIKT AVETAPKELDL

Opada acdevedv | Kadapon Aéon ko ovyvotyto @
KpeATIVIVIG
(ml/min/1,73 m?) Bpéon 1 émg kdto Bpéopn 6 émg 23 unvov, toidid
TOV 6 VoV kot £pnPot fapovg kdT® tv 50
kg

Ducioroyiky >80 7 émg 21 mg/kg (0.07 | 10 émg 30 mg/kg (0.10 éac
£€mg 0,21 ml/kg) 6v0 0.30 ml/kg) dvo popéc v nuépa
QOpES TNV NUEPQL

‘Hmo 50-79 7 émg 14 mg/kg (0.07 | 10 éwg 20 mg/kg (0.10 éag
£mg 0,14 ml/kg) 660 0.20 ml/kg) dvo popéc v nuépa
Popég T nuépa

Métpia 30-49 3,5 éw¢ 10.5 mg/kg 5 ém¢ 15 mg/kg (0.05 éag
(0.035 ¢w¢ 0.105 0.15 ml/kg) Vo popéc v nuépa
ml/kg 600 @opég tnv
nuépa

Tofopn <30 3,5 ém¢ 7 mg/kg 5 émg 10 mg/kg (0.05 g
(0.035 £w¢ 0.07 ml/kg) | 0.10 ml/kg) 600 popég v nuépa
500 PopEC TNV NUéP

AoBeveic ue -- 7 ém¢ 14 mg/kg (0.035 | 10 émg 20 mg/kg (0.10 ag

VEQPIKN £m¢ 0.14 ml/kg) pia 0.20 ml/kg) pia opd v nuépa

OVETAPKELDL @opd Ty nuépa @@ @ e

TEMKOD GTOd10V

7OV

vroPaAlovtal o

opokadopon

W Eva noopo dibhvpa Oa mpémet va ypnotponoteital yio 860elg xaunhotepeg amd 250 mg, yia SO0
7oV dgv lval TOAATAAG10 TV 250 mg OTaV 1 GLUVIGTMUEVT 00GOA0Yi0 deV pmopel va, emttevydei pe
TN Myn ToAlamA@v diokiov Kol yio acbeveic Tov dev umopolv va KaTamovy Siokia.

@ Adon poptiong 10,5 mg/kg (0.105 ml/kg) cvvictdtar Ty mpdTn Nuépa ¢ Oepomeiag e
AeBeTipaKeTdun

® Adon poptiong 15 mg/kg (0.15 ml/kg) cvvietdror v TpdT Nuépo ™G Bepansiog e ™
AePetipaketdun

@ Metd v apoké@apor), cuvietdrol 1) xopriynon svpumAnpopatikic 8éong 3,5 éoc 7 mg/kg (0.035
to 0.07 ml/kg).

®) Metd v arpokébapon, cuvieTdrol 1) xopriynon svpumAnpopatikig déong 5 éog 10 mg/kg (0.05 to
0.10 ml/kg).

Hromixy overopxeio

Agv amouteital mpooappoyn g do0ong oe acheveic pe Mmoo PéYpl HETPLOL NTATIKN AVETAPKEWD. X
aoBeveic pe cofopr] NTOTIKN OVETAPKELD, 1 VEPPIKN avemdpkeld, O6tav vroloyiletar Pdost g
KkéOapong kpeatvivng, evoéyetal va vroektyunbel. I't' avtd cvvietdral gldTTOon NG NUEPHOLOG
doong svuvripnong kotd 50%, 6tav N kibapon kpeatvivng eivorl < 60 ml/min./ 1,73 m?

TToudrazpucdc TAnOvopde

O ywtpog Ba mpémel va GUVTOYOYPOPEL TNV KOTOAANAOTEPT PUPUOKELTIKT) LOPPN Kol S0GOAOYIKY|
oYL avaroya pe TV nAkia, To fapog kot T doom.

H ooappoxoteyviki poper tov diokiov dgv givar TPocaprocuévn Yo xpnon o€ Ppéen kol moidid
nAikiog kdtm tov 6 etdv. 'Eva mocio didAvpa gival To TPOTILOUEVO GKEVAUGLLO Y10l YP1|OT GE QVTOV
tov TANOvopd. EmmpocBitmg, ot d1a0éoiueg d060A0YIKEG LOPPEG TV O1oKIMV deV gival KOTOAANAESG




vy apyikn Oepaneio o€ madd Papovg KaTm TV 25 kg, yio acbeveig mov dev UTopohv v KATATIOOV
dwokia N v ) yopnynon 86cewv K4t tov 250 mg. Xe 0leg Tig mpoavapepbeiceg meputtdoels, Oa
TPEMEL VO YPNOLUOTOLEiTOL VO TOGILO SLAAVLLAL.

MovoBepareio.

H acpdieia kot 1 amoTeEAeoHATIKOTNTA THG AEPETIPAKETAUNG MG Lovobepameiog e Tadld Kot
gpNPovg nhkiag KaTo TV 16 eTcdv dev £xouv akoun edparmbei.

Agv vtapyovv drobéoipa dedopéva.

EonpPor (nhixiog 16 kot 17 etcdpv) ue owpozixd fopog 50 Kg 1 dvw ue emiAnmrikes kpioeig 0Tiokig
Evopdng e 1 ywpic OsvTepoyevy Yevikevon ue veoolayvwobsioa emiinyia.

Avotpééte oy mapandveo mapdypapo Evilikes (=18 etwv) kor épnPor (12 éwg 17 e1dVv) ue
owuotiko fapog 50 kg i dva.

Zovurinpouotixy Oepaneio oe fpépn niikiog omo 6 éwg 23 unvav, moioia (2 éwg 11 etwv) kor epnfovg
(12 uéypr 17 etarv) pe owuatid Papog kdzw twv 50 kg

"Eva otopotikd Sidhvpa givol To TpoTIL®UEVO GKEDACLO Y10 Xp1oT o€ Bpépn Kot Tadid nAkiog KaTm
TV 6 ETOV.

Mo mwodd 6 etdv Ko Gve, Toéoyo ddAvpa Bo mpénel va ypnoylomoleital yio 600€1g KATO TV
250 mg, ywoo vo. unv kdvel ToALomAdc1o Tov 250 Mg 0Tav 1 GLVIGTAOUEVT d0CO0A0Yio dEV UTOpPEL va.
emrevyOel pe ™ AMym moAlamAdv diokimv kot Yo acleveig mov dev propohv Vo KATATOVV T, S10KI.

[Ipémel va, xpnOYOTOIEITAL 1) KATDTEPT) AMOTEAEGLOTIKT dOOT Yo OAeC TIG evOei&els. H apyikn 66on
v éva Toudi M Evav EenPo tov 25 kg Oa mpénetl va eivar 250 mg dVo popic nuepnoimg pe uéylot
doom tv 750 mg 800 Popég NueEPNGImC.

H d60n og mauod fépovg 50 kg kot dvo givar id1a pe ekeivi TV evnAikov Yo OAeG T1g evoeiters.
AvatpéEte oy mapamdve mapdypapo Evilikes (> 18 etwv) kot épnpor (12 écwg 17 etdv) ue owuotiko
Pipog 50 Kg # dvw yio Oheg T1¢ evosiEelc.

Zovurninpouotixy Geporeio oe fpépn nlixias omo 1 unva éwg kdrw twv 6 unvov
H poppokoteyvikn popen yio ta péen ivol to OG0 SidAvpa.

Tpomog yoprynong

Ta emkaloppéva pe Aemtd vévio dtokio AapPavovtol amd T0 GTOU0, KOTATIVOVTL [LE OPKETN
mocHTNTO VYPOL Kot pmopel va Aapfdavovtal pe 1 xopig Tpoen. Metd ) yopnynon ond 1o 6ToH
umopel va eppaviatel n mkpn yevon g Aefetipaketdunc. H nuepniota d6om yoprnyeitol og dvo iceg
d00¢E1g.

4.3  Avtevositelg

YrepevaicOnoio 6tn dpactikni ovsia 1| 6 GALL TOPEY®YQ TUPPOALOOVNG 1) OE KATOL0
omd T £KO0Y0 TOV AVAPEPOVTAL GTHV ToPdypoo 6.1.

4.4  E10wkég TPoetdomomcELS Kol TPoPLAGEEIS KaTd T ypion

Neppikn avemdpkelo

H yoprynon g AePetipoaketdpncoe acBevelg e VEQPIKT aVETGPKELN LITOPEL VA, ATOITGEL
TPOCAPUOYN TNG d00TG. Xe aobeveic e fopld NTOTIKY OVETAPKELN GUVIGTATOL 1 EKTIUNGT TNG
VeQPIKNG Aettovpyiag Tptv and Tov Kabopiopod tng 06ong (PBA. mapdypapo 4.2).



Oé&elao veppikn KGK®oN

[ToAv omdvia n xprion ¢ AePetipakeTaunc £xel cuoyeTioTel pe o&ein VEPPIKN KAK®OT), LE XPOVO EmG
™V &vapén mov Kupaivetal amd Alyeg NUEPEG £0C OPKETOVS INVEC.

AplBuoi KuTTapwV ToL AUATOC

"Exovv meptypaei oTavIEG TEPITTOGEIC LEIOUEVOV aPlOUDY KUTTAP®OV TOV aipatog (0VdETEPOTEVIM,
OKOKKIOKLTTOpOLiO, AevKoTeVia, Opopuforevia Kot TaVKLTTOPOTEVIR) TOV GUCYETICOVTAL LUE TN
YOPNYNON TNG AEPETIPUKETAUNG, YEVIKA GTNV apyn TG Oepameioc. ZuvIeTATOL 1) OIEVEPYELL YEVIKNG
g&étaonc aipartog oe acbeveic mov gueavifovv onuavtikn advvapic, Topeia, VTOTPOTIALOVOESG
roumelg 1 daTapayéc T TNKTIKOTNTOG (Tapdypaeog 4.8).

Avtoktovia

Xe aoBeveig mov voPdAilovtal og Bepameio pe AVTIEMANTTIKA EAPUOK (GUUTEPIAAUPBAVOLEVIC TNG
AePeTIpaKeTAUNG), £Y0VV ovoEePBEl dLTOKTOVIO, ATOTEPA AVTOKTOVIOG, (VTOKTOVIKOG OEAGHOG KOt
OVTOKTOVIKEC GUUTEPLPOPES. Miol LETO-AVAAVGT] TUYOOTOMNUEVAV EAEYYOLEVMV LE EIKOVIKO PAPHOKO
KAVIKOV SOKIUOV GE AVTIETIANTTIKG POPUOKEVTIKG, TPOTOVTO, £6€1EE PIKPT avENom Tov Kivdhvov
OVTOKTOVIKMV CKEWYEWDY KOl AVTOKTOVIKNG GUUTEPLPOPES. O UNYOVIGHOG LE TOV OTOI0V EKONADVETOL O
Kivouvog avTtdc dev givatl YvooTog.

I"a tov Aoyo avto, o1 acbeveig Ba mpénet va mapakolovBovvral yio onpeio KaTaOAMYNG Ko yio
GUUTEPLPOPEC KATAOAYNC KOl ALTOKTOVIKOD 10€0GHOV Kot TPENEL Vo eEeTacBel ) yoprynon g
KatdAANANG Oepaneiog. Av eppavicfovv onueia KatdOAnYNG Ko avTOKTOVIKOD 10€0GHOD 1
GLUTEPIPOPAGC, TPETEL VO cuoTabel 6Tovg aobevelg (kat ota dTopa Tov o Ppovtilovv) va {nTnoovv
TN GLUPOVAN TOV YITPOV TOVG,.

Mn_@uo1oAoyIKT Kot EMOETIKH GLUTEPLPOPE.

H AeBetipaxetdun pmopel va mpoKarEGEL YUYMOIKE GUUTTOLOTO KOL L] QUGLOAOYIKT GLUUTEPLPOPAL,
coumeptropfavouévng g gvepebiototntag Kot tng embetikotntag. O acbeveig mov Aapfdavoovy
Oepaneio pe AePetipakeTaun Oa Tpénet va mopaKoAovfovvTal yio TNV ELPAVICT) YUXLLTPIKOV oUeimV
OV VITOINAMVOLY CNUAVTIKEG AAAAYES TN dtdbeon 1/Kat TV TposwmikdtnTa. Edv mapatnpnbodv
TETOLEG CLUTEPLPOPES, TTPETEL VO, E€TAGTEL TO EVOEYOUEVO TPOCUPLOYNE 1 OTAOIOKNG OLOKOTNG TNG
Oepancioc. Eav eEetdletat To evdeydpevo dakomng, avatpééte otny mapdypoeo 4.2.

Emdsivooon tov emANTTIKOV KpioE®Y

Onmg kot GAAOL TOHTTOL AVTIETIANTTIKOV QOPUAK®OV, 1| AEPETIPAKETAUN UTOPEL CTAVIO VO ETOEVOGCEL
TN oLYVOTNTA N TN GOPAPOTNTA TG EMANTTIKNG Kpiong. Avti 1 mapdadoin enidpacn avapipdnke wg
eni 10 MAeioTOV EVTOG TOL TPMTOL UIVA LETE TNV Evapén 1 TNV adENom TG 606N TNG
AEPETIPOKETAUNG KOL TTOV AVOSTPEYLUN LETA TN S10KOTH TOV PAPUAKOL 1 TN peiwon g d6ons. Oa
TPETEL VAL GUVIGTATOL GTOVG 0.o0eveic vo cupBovAedovTal OUESMG TOV 1TPO TOVG GE TEPIMTMOOT)
EMOEIVOONG TNG EMANYIOGC.

"Exet avapepOei yio mapdostypo EAAELYN ATOTELEGUATIKOTNTOC 1) EXOEIVOOT TOV EXANTTIK®V
Kkpicemv og acbeveic pe eminyia wov oyetiletal pe HETOALAEELS OTIV O-VDITTOUOVADD TOV EAEYYOLEVOL
amo T drepopd duvapkov (voltage-gated) dravrov vatpiov 8 (SCNEA).

TTopdraon dwaotnuoatoc QT 6To NAEKTPOKAPILOYPOONLLOL

Yrdvieg mepuTmoelc mapdtoaong Tov dotnpatog QT oto HKI éyovv mapatnpnBel katd v enonteio
uetd tn 61abeon oty ayopd. H AeBetipaxetaun 0o npénet va dideton pe mpocoyn oe acOeveic e
napdroot tov daothpatog QTC, og acbeveig mov vrofdiioviol TavTOYPOVE o€ Bepameio pe PAapuoKa
mov ennpealovv to ddotnue QTC 1 ot acbeveic pe oyetildpevn tpobndpyovca Kapdiakn vOGo 1
Slatapoy€c NAEKTPOAVTDV.



Hodwotpude Tinbovoude

H poppakoteyvikn popen tov d1okiov dev eival TpoGaprocUEV Yo xpHon o€ PpEepn Kot Totdtd KATm
TV 6 ETOV.

Ta dwBéoipa dedopéva o€ TodLd dev VTOINADVOLY ENLOPOCT oTNV avATTTLEN KoL TNV 1P1). 26TOC0, 01
LOKPOTTPODEGLEG EMTTMOGELG 0TI LAONon, eveuia, avarntuén, evéokpivi Asttovpyia, epnpeio kot

UEALOVTIKT dUVOTOTITA TEKVOTOUOG TOV TOOIDV CUTAOV TOPAUEVOVY AYVOOTES.

Levetiracetam Actavis 750 mg smkoAvupéva e Aemtd vuévio diokio,

Kda0e emcoivppévo pe Aemtd vpévio diokio mepiéyet 0,156 mg g ypmoTikng ovciog sunset yellow
E110 mov pmopet va tpoKaAEsel aALEPYIKES OVTIOPACELS.

45  AMNAemOpacElS NE GALO QUPUUKEVTIKG TPOTOVTO KoL GALES popPég alinieniopaocng

AvTIETANTTIKA QOPUOKEVTIKA TPOTOVTA,

ATO KMVIKEC PedéTeg TTov O1eéNyONcay 6€ EVAAIKES TPV TNV KLKAO(QOPI TOV QOPLAKOV, VITAPYOVY
dedopéva, 0TL M AePeTipakeTaun ogv ennpedlel TIG CUYKEVIPMGELS GTOV 0pd TV VTOPYOVIMV
OVTIETANTTIKOV QUPHOKEVTIKOV TPOTIOVTOV (patvutoivn, kapPapalenivn, Baimpoikd o0&y,
oawvoBapPrtdin, AapoTpLyivn, YKOUTOTEVTIVI Kot TPUdSVN) Kot OTL 0UTE TO OVTIETIANTTIK
QOPUOKEVTIKA TTPOidVTa OV €MMPEALOVV T1 QOPLOKOKIVITIKY TNG AEPETIPAKETAUNG.

Onoc katl o EVAMKEG, 0EV TPOKVTTEL GAPNG EVOELEN KMVIKA OTUAVTIKNG OAANAETIOpaoNG e AAAQL
QOPUOKEVTIKA TPOIOVTA GE TAdATPIKOVG aoBeveic mov AdpuPavay Aefetipaketdun puéyxpt 60
mg/kg/muépa.

Mo, avadpoIKY| EKTIUNGOT QUPUOKOKIVITIK®V OAANAETIOPACEDY GE ToLdLA Kot EPNPOVG He emAnyia
(4 péypt 17 etcdv) emPefaionce 6TL 1) COUTANPOUOTIKT OO TOV GTOLATOG AYWOYN LE AEPETIPAKETALN
dev eMNPENCE TIG CLYKEVIPDGELS TOV TAACLATOG GE GTOOEPT] KATAGTACT) TV GLYXPOVMG
yopnyovpevev kapPapalenivng kot foirpoikod. Qot1dc0, Kamoa dedopéva VTOdNAGVOLY o adHENOT
g kaBapong g AePetipaketdung katd 20% ota madd mov eAAUPavoy avTIETANTTIKG eapuaKo To
omoia emdryovv Evlvpa. Agv amatteiton TPocapproyn e 06onc.

Ipofevesion

‘Exet dSuomotwbel 611 1 mpoPevesion (500 mg técoepig opég NUEPNGIMGS), EVOC OTOKAEIGTNG TG
VEQPIKNG COANVOPLOKNG EKKPIOTG, OVOCGTEAAEL TN VEPPIKT KABAPGT TOL TPOTOYEVOLG UETAPOAITN
OAAG Oyt TG AePeTipoakeTdung. Q6TOGO 01 GUYKEVTPMOGCELS ALTOV TOL HETAPOAITN TAPAUEVOLY
XOMNALES.

MebBotpe&dn

H tavtdypovn yoprynon g Aefetipoaketdung Kot tg pebotpelatng Exet avoapepbel 6TL petdvel v
KkdBapon g pebotpelatng, e amoTéAESO TNV ADENGCT / TOPATETAUEVT] GLYKEVIPWOT pebotpeldtng
070 aipo og duvntikd Tokd eminedo. H pebotpe&dn oto aipa kot ta emimeda tng AefeTipakeTdung
Oa mpénetl va TapoakoAovBeital TPOGEKTIKE Ge acBeveic Tov EAafav aymyn TavTdypova LE TO VO
QOPLLOKOL.

AVTIGVANTTIKA 0td TOL GTOUOTOC KOl QAAEC QUPULAKOKIVNTIKEC CAANAETIOPAGELC

H AePetipaxetaun oe nuepriow 66on 1000 mg dev ennpéace T QOPUOKOKIVITIKN TOV
AVTIGCVAANTTIKOV otd TOL 6TOUATOG (aBvuloloTpadiodn kot Aefovopyestpédn). Ot evooKpIvIKEG
TOPALETPOL (OYPIVOTOMTIKN OPLOVI KOl TPOYESTEPOVN) dev petafAndnkav. H AePetipakeTaun oe
nuepnota d6om 2000 mg dev eEXNPENCE TN PAPUAKOKIVITIKY TNg O1yo&ivng kot t¢ Papeapivne. Ot
ypovol TpobpopPivng dev petafindnkay. Zvyyoprynon dtyo&ivng, AVTIGVAANTTIKAOV amd TOV
oTOLOTOG KOt Bap@apivic OV ETNPEACOY TH QOPLOKOKIVITIKN TNG AEPETIPAKETAUNC.



KoBaptikd

"Exovv vap&et pepovopéves ovapopEég EAATTOUEVNC dPACTIKOTNTOG TG AEBETIPAKETAUNG OTAV TO
OOUOTIK®OG Op®V KaBapTIKOd TOALUIOVAEVOYAVKOAN YOPNYELTAL TAVTOYPOVA LE TNV OO TOL GTOUATOG
yopnyovpevn Aefetipaxetdun. o ovtd o Adyo 1 morvaiBvievoyAvkoin dev Ba Tpémel va
Aappdvetar amd To oTOUN pio dpa TPV Kot pio ®pa. LeTd T ANy AePfetipokeTdunc.

Tpoen Kot OWVOTVELUATOON

O BoBpog amoppdenong TG AEPETPAKETAUNG OV OALOIDVETOL ad TN ANYT TPOPNG, GAAE 0 pLOUOC
amOPPOPNONG EAAPPADS ELATTOVETOL.
Agv vtapyovv drobéotua otoryeia Yo aAMNAETiIdpaoT TS AEPETIPUKETAUNG LUE TO OLVOTVEDIOTOON.

46 TovipétnTo, KONON KoL YoAoV)ia

T'uvaikeg o€ ovamopay®ytkn nikio

2116 YovoiKeg o€ avamapaymyikin nikia 0o tpémel va mopéyetal cvpPovin €dtkov. H Bepomeia pe
AePetipoketaun Oo mpémet vo emavebetaleton 6tav (o yovaiko oxedialet va peivel £ykvog. Onmg
cuppaivel pe OAo To OVTIEMANTTIKA QAapUoKa, 1) Eaevikn dtakonmr tn AePetipaketdung Oa npénel va
amoPevyeToL, KaBOTL aVTd UTOPEL VO 001 YNOEL GE ETAVEUPAVIOT ETANTTIKOV Kpice®v Tov o
Umopovoay va £xovv 6oPapég EMTTAOCELS TOGO Yia TN Yuvaika 060 Kot Yio To ay€évvnto moudl. H
povoBepamneio Oa Tpémel va TpoTydTal 6mote givar Suvatov enedn 1 Oepaneio pe TOAAA
avtieminmrkd eapuako (AED) Ba propovce va oyetileton pe Evav vynAOTEPO KIVOUVO GLYYEVMV
StopopTidV dtdmAacng an’ 0,Ti 1 povobepamneio, avarloya pe To oYeTILOUEVO OVTIETIANTTIKA.

Kinon

"Evag peydhog 6yKog HETEYKPITIKGOY 0E00UEVAOVY TTOV APOPOVV EYKVEG YUVAIKEC TOV EKTEOMKOV GE
povoBepamneio pe Aefetipaxerapn (mepiocotepes omd 1800, HETOED TOV OTOIMV TEPIGGOTEPES UTO
1500 extétnrav Katd T SLAPKELD TOV TPADTOV TPLLVOL TNG EYKLHOCVLVNG) OV VTOINADVEL avENON
TOL KvoUVoL HeOVaV cuyyevadv avopaiioy. Evag teproptopévog povo aptfpog tekunpiov stvat
SL0OECLOC GYETIKA e T VELPOOVATTLEN TOV TOd1OV OV EKTEON KAV o€ povobepameio pe
AePetipaketdun evtog g UATPOS. 26TOC0, 01 TPEXOVCES EMONUOAOYIKEG LEAETEG (OE TTepimov

100 mondidr) dev vLOIMADGVOLY AVENIEVO KIVOLVO VELPOOVITTUELNKOV SLOTAPUYDV 1) KABLOTEPNGEWV.
H AePetipaxetaun pmopet vo xpnotpnonombel katd ) ddpKelo TNG EYKLUOCHVNG €0V, LETE omd
TPOCEKTIKT a&0AOYN oM, kPOl KAMvikd avayKaio. Xe pio TETOL TEPITTMON GLUVIGTATAL 1] XOUNAOTEPN
OTOTEAECLATIKT OO0

Ot aAAayég otn eUGIOA0Yia, KATA TNV KONGON, EVOEXETAL VO EXNPEACOVY TN GLYKEVTPMGN TNG
AePetipoketaunc. ‘Exel mapatnpnOel peimon g cuykévipmong AEPETIPOKETAUNG GTO TAAGO KOTO TN
duapketa g komone. H peiwon avty givar mo £vrovn to mpdto Tpipunvo (néxpt To 60% g Pacikng
PO KONONG GLYKEVTPMONG). o mpémet va EACPAAOTEL 1) KOTAAANAN KAVIKT] AVTUYLETOTION TNG
gykvov 1 onoia Ppicketol vd Oepomeio pe AePetiparxeTaun.

Oniaopods

H AePetipaxetapn anexkpiveral oto untpkod yoro. Emopévaoc o Oniacuog dev ovvictdtatl. 2ot600,
€ ypelaotel Oepaneia pe Aefetipaxetdun katd T SdpKelo Tov ONAacod, o Adyoc
0pélovg/kvovvou g Bepaneiog 0o mpémel va extiundei pe yvopova v avéykn tov Oniacpov.

Tovipdtta

e peréteg og {oa, dev Exel aviyvevbel emidpacn otn yovipodtnta (PA. mapdypoeo 5.3). Aev vrdpyovv
Sbéotpa KAvIKA dedopéva, 0 SuvnTiKOG Kivouvog Yo Tov dvBpmmo dev eivat YvooTod.



4.7 Emdpaosic 6TV IKAvOTNTA 001]71]61G KO YEPIGHOV UNYAVI|LATOV

H AePetipaxetaun €xetl ikpn 1 HETPLO EXIOPACT] GTNV IKAVOTNTO 001YNONG KOl XEPIGLOD
UNyovnUatTev. Adym evoeyoUeVNC SLOPOPETIKNG amd 0TOUOV Gg GTopo gvaistnoiog, opiopévol
aoBeveic pmopet va gpeavicovy gdkd oty apyn g Oepaneiog 1 xerta and avéEnon tng d6ong,
vvnAa 1 GALO CuPTTOPOTO TOVL oYETICOVTAL LE TO KEVTIPIKO VELPIKO cvaTna. Emopévmg cuvictdton
Tpocoyn otovg acbeveic 0tav extelobV epyacio Tov amattel deE10TNTEG, .Y, 001YNOT OYNUATOV 1|
YEWPIOUOG UNYOVIULATOV. ZUVIGTATOL 6TOVG 0.60eVElG va unv 0dnyodv 1 va xeipilovtal unyaviiota
£€m¢ 0Tov emPePfatwbel OTL N IKOAVOTNTA TOVG VO TPOAYLLOTOTOLOVV TETOLEC SPACTNPLOTNTES OEV

emnpedletat.

4.8 AvemOOunteg evépysieg

IIepiAnymn Tov Tpo@il ac@dieiog

O1 10 GUYVE aVaEEPOLEVES OVETIOVUNTEC EVEPYELEG NTAV PLVOQAPVYYITION, VITVNALL, KEQOAQAYIM,
Kkoémwon kot (oAn.To mpoeid avemBOuntmv evepyelmy, Tov mapatifeton Tapakdtm, ompileTol otny
avVAALGT CUYKEVIPOTIKMOV ELEYYOUEVOV LE EIKOVIKO PAPUUKO KAIVIKOV HEAETMV, OTTOV GUVOAIKA
vrofAnnkav o Bepaneia pe AePetipakeTaun 3416 acbeveic pe OAeg Tig evdeilelg Twv peretav. Ta
SEJOUEVO, QVTO CUUTANPDOVOVTOL GO TI YOPNYNON TN AEPETIPAKETAUNG OE OVTIGTOLYEG OVOIKTEG

UEAETEG TAPATUOTC KAOMDG KOt amd TV EUTEPiOL LETE TNV KuKAOPOpia TNV oyopd.

T'evika, to

poeil aopoieiog TN AePetipakeTaung ivor Tapopolo ave&aptnTo amd TV NAKIOKH opdda
(eviAikeg ko ToudtaTpikoi aoBeveic) Kot aveEdptnTo amd Tig eykekpLuéveg evoei&elg emnyiog.

YVYKEVIPOTIKN Aot avemfountov oviidpicemy

Ot avemBOunTec avTdpacelc Tov avaeipnkay og KAvikEG peréteg (emti evniikov, oV, Todimv
Kot Bpepdv nAkiog > 1 unvocg) Kot amd Ty UTEPio LETE TV KUKAOPOpia TOV TPOidVTOg
tagwvopovvrol otov KAt Tivaka, avd Koatnyopio/Opyaviké chotnua kot avd cuyvotnta. Ot
avemBOUNTEG EVEPYELES EKTTPOCOTOVVTAL 6TV PBivovca celpd cofapdtnTog Kot TG GLuYVOTNTIS TOL
opiletar g €€ng: oAV ovyvég (>1/10), cuyvég (> 1/100 éwg <1/10), oy suyvég (>1/1000) €wg
<1/100), omdvieg (>1/10000 £wc <1/1000) ka1 moAd ordvieg (<1/10000).

Koatnyopio/O Koamnyopia Xvyvotntog

PYOVIKO oAb 2uyvég Oy ovyvég | Zmbvieg oAb

20oTUO OLYVEG ondvieg

(SOC)

Aowméelg Pwogapuy Aolpwén

Ko yitda

TUPOGITMGELS

Awtapoyég OpouPorne | [Mavkvtrapomevia,ov

0V vial, detepomevia,

OLLLLOTIOU)TIKO AgVKOTEVL | OKOKKIOKLTTOPOLLiO

0 Kot Tov a

Aepoucon

GLOTNUOTOG

Awtapoyég Avtidpoon oto

TOV QaPUOKO LE

OVOGOTOWTIK NoowoeAio Kol

oV GUGTNLOTIKY

GUOTNLOTOC GUUTTOOTOL
(DRESS)®
YrepevaicOnoio
(ovumepirapPoavopéy
0L 0lYYELO00ONUOTOG
Kot ovapuAaéiog)

Awotapoyég Avopeéia, Anoieln Ymovatplotpio
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Komyopia/O

Kotnyopia Xvyvétnrtoc

pyoviKd IToAD 2uyvég Oyt ovyvéc | Tmbviec IToAd
Xvotua OLYVEC OTLAVIEG
(SOQC)
0V deovga
uetafoAouo avénon
0 Kot g GOUOTIKOD
Opéung Bépoug
Yoyotpukég Kotabiwm, Amomepa. | Avtoktovia, [deoyvyavay
drotapoyéc exOpotTa/emBeTt | avtokTovi | dtaTapayN KOOTIKN
KOTNTO, AYYOG, oG, TpocOTKOTNTAG, UN | Satapoyi®
abdnvia, 10EAGLOG (UOIO0AOYIKEG
VEVPIKOTNTO/EVEPE | AVTOKTOVI | OKEYELS,
OiotoNTa, oG TOPOAT P LLOL
YOYOGIKN
SdwTapayn,
mn
(PLGLOAOYL
i
GUUTEPLPO
pa,
yevdoiotn
OELG,
Bopoc,
GLYYVLTIKN
KOTAGTAON
, kpion
TOVIKOD,
cuvaeOnu
OTIKN
aotdfela /
SloKVUAVG
€15 TG
cuvalcOnu
OTIKNG
dudbeong,
O1éyepon
Awtapoyég YnvnMa, | Xroacpoi, Apvnoia, | Xopeloabétwon,
TOV VELPIKOL | KEQPOAQAYL | dlaTapoyn ennpeacué | dvokivnaia,
GLOTNUOTOC | O woppomiag, {GAn, | vn uvhAun, | vrepkwnoia,
Mbapyog, Tpopog | un dwtapayn e
QULol0A0YL | Badiong,
KOG gykeparonaeia,
GUVTOVICUL | emdeivmon Twv
og/ EMNTTIKOV
ataio, Kpicewv,
Tapoodnc | vevpoAnTTiKd
ia, KaKONOEC
dwtopayn | oovdpopo®
oV
mpocoxi,
Opfarpxég AwtAomio,
dTopayEc Oapupoc
0paomNg
Awtapoyéc Tayyog

TOL ®WTHC KO
TOV
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Komyopia/O
pYOVIKO

Kotnyopia Xvyvétnrtoc

IToAd

2voTnua

oLYVEC

(SOC)

Oyt ovyvég

2TAVIEC

IToAd
onavie

AoBvpiviov

Kopdiaxég
drotapoyéc

IopateTapéva
dwotiuata QT oto
NAEKTPOKOPIIOYPAPT
uo

Awtapoyég
TOV

OVOTTVEVOTIK
o0
GLOTNUOTOC,
Tov Odpaka
KOLL TOV

uecobmpokio
v

Brixog

Awtapoyég
TOV

YOOTPEVTEPLK
00

Kook dAyoc,
duppota,
dvoneyia, voortia,
£UETOG

Hayxpeatitida

Awtapoyég
TOV NTOTOG
KOl TOV

YOANQOP®V

Mn
(PLGIOAOYL
KEG THEG
SOKIHLOCID
V NOTIKNG
Aettovpyia
S

Hmotw avendpxeta,
nratitdo

Awtapoyég
TOV VEQPOV
KOl TOV

0VPOPOPWV
000V

Oéela veppkn
KOK®OOM

Awtapoyég
TOV OEPUATOC
KOl TOV

VT0dOPLOV
1670V

E&dvOnua

Alomekiol,
éxlepa,
KVIOUOG

To&wn emdepuikn
vekpoAvoN,
ovvdpopo Stevens-
Johnson, ToAdpopeo
gpuinua

Awtapoyég
TOV

LVOCKEAETIK
o0
GLOTNOTOG
KOLL TOV
GLVOETIKOD
10TOV

Moik|
advvopio,
HooAyio

Papoopwdivon kot
owEnpévn
KPEATIVOPOCPOKIVAG
1 aiparoc®

Tevucéc
dwatapoyéc
Kot
KOTOOTAOELS

Mg 080V
yopnynong

Advvapio/kémmon
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Komyopia/O Kotnyopia Xvyvétnrtoc

pyoviKd IToAD 2uyvég Oyt ovyvéc | Tmbviec IToAd
2voTnua CLYVEC ondvieg
(SOQC)

Koakooelg, Kdaxwoon

dnAnmpidost
KOl

EMITAOKEG

OepanenTiKd
V XEPIGUDV

@ BA. [eprypagn emheypévov aventdpuntomy ovidpacemy.

@ Eyovv mapotnpndei moAd GTAVIEC TEPITTOGEL AVATTUENG 18E0YVLYOVOYKOGTIKGOV dtotapaydv (IAY)
o€ aobeveig pe vokeipevo wtopkd IAY 1 yoylatpikdv datapoydv Kot TV ETonTeio LeTd T
duabeom oty ayopd.

® O emmoraopdg ivor onpovtikd vyAdTepog ot ldnwves aobeveic oe ohykpion pe pn Idmoveg
aocBeveic..

TIeprypaen emAeypuévov avemtl@OunTov avIidpacemy

THolvopyavikéc avtidpdoelg vrepevoiodnoiog

[Molvopyavikég avtidpdoelg vrepevatsnoiog [Yvootég eniong wg Aviidpaor 6To PAPLOKO UE
noowoiiio Kot cuotnuotikd cvpntopate (DRESS)] éxovv avapepbel ondvia o acbeveig mov
AapPavoov Bepameio pe AePetipaketaun. KAvikég exkdnidoeic pmopel va avartuyfovv 2 £og 8
ePoopadeg petd v évapén g Bepamneiog. AvTég o1 AvTIOPAGELS TOWKIAAOLY MG TTPOG TNV £KPPOCT,
oA TVTIKGDG eppaviCovTat pe TupeTd, eAvON A, 010N L0 TPOCMTOV, AEUPAOEVOTADELES, L)
(PLGLOAOYIKES OULLUTOAOYIKEG TILES KOl UTOPEL VoL oYETILOVTOL LE T1) CUUUETOYN SLUPOPETIKAOV
GLOTNHATAOV OpYaveV, KVplwg Tov NTatog. Eqv vrapyel vroyio molvopyavikng aviidpaong
vrepevarctneciog Oo Tpémel va dwakomei ) Oepaneio pe Aefetipaketdun.

O «ivdvvog mpdxAnong avope&iog sivor VYNAOTEPOC OTAV 1| AEPETIPAKETAT CLYYOPNYEITAL [LE TN
TOTPOUATT). XE UPKETEG TEPIMTMOEIS OAMTEKING TOPATNPNONKE ATOKUTAGTACT) TNG TPLYOPLING LETE TN
SloKOTN TNG AEPETIPAGETAUNG. X€ OPICUEVA TEPIOTATIKA TAVKVLTTOPOTEVIOG EVTOTICONKE KATAGTOAN
TOL HVEAOD T®V 0GTAOV.

[Mepumtmoeic eykeporonadelag yevikd eppaviomnkav oy apyn g epameiog (Alyeg pépeg mg
UEPIKOVE UNVEC) KO NTOV OVOSTPEYILEG LETA TN dtakomn NG Bepomeiag.

Todrarpucdc TAnOuvopude

Exatov evevipvta (190), cuvoAikd, acBeveic nikiog omd 1 unvég €mg 4 etdv, vrofAnnkoy ce
Oepameio pe AePeTIPUKETAN, OF EAEYYOLEVEG LLE EIKOVIKO PAPLOKO KO OVOIKTEC LEAETEG TTOPATAONC,.
E&nvra (60) amd toug acbeveic avtovg, vroPAndnikay ce Oepomeio pe v AePETIPAKETAUT, GE
ELEYYOUEVEC LUE EIKOVIKO PAPUOKO PEAETES. ZVVOAIKA e£0KkOG101 GopavTa TEVTE (645) acbeveic niikiog
amo 4-16 etdv vroPAnOnKav oe Bepaneia e AePETIPOKETANUN, OE EAEYYOUEVEG LE EIKOVIKO QAPLLOKO
KOl OVOIKTEG PEAETEG TTOpATAONS, EVO 233 amd Tovg acbeveic avtovg vrofAndnkav ce Bepamneia pe
AePetipaketdun oe eleyyOpeves [e KOVIKO eapuoko perétes. Kat ota 600 avtd nlkiokd opn, ta
dedoUéVa QVTA GUUTANPMVOVTOL OO TNV EUTMEPIO LLE TN Y¥P1ON TNG AEPETIPAKETAUNG LETA TNV
Kukhopopia otV ayopd.

Emumdéov, 101 Bpéon nAikiog kdtw tov 12 unvov ektédnkoy oe pio LETEYKPITIKY LEAETN TNG
aocpdreag. Agv evtomiotniay véo Bépata yio TNV ac@Aaielo TNG AEPETIPAKETAUNG o0& PpEepn NAtKiog
Két® TV 12 pnvav pe emtinyio.

I'evikd, 10 TpoiA avemBOUNT®V Evepyel®dV TNg AefeTipaketdung ival mapopoto aveEdpmta and v
NAKLoK? opdda kot aveEdptnta omd Ty eykekpiuévn Evoeltn eminyioc. Ta aroteléopata
aoQUAELNG EAEYYOLEVAV LE EIKOVIKO QAPLAKO KAVIKOV LEAETOV GE TUSOTPIKOVG acBeveilc cuvadovv
UE TO TTPOPIA ac@aAeiog TG AEPETIPAKETAUNG OE EVIIMKEG, EKTOG OO TIG OVTIOPAGELG CLUUTEPIPOPAG
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KoL TIG WOYLTPIKEG AVETIOOUNTES OVTIOPACELS, Ol OTOIEG NTAV GLYVOTEPES GE TOLOIA Ol OTL GE
evihikec. ‘Epetog (ol cuyvoc, 11,2%), diéyepon (ovyvn, 3,4%), dtaxvpdvoelg Tng cuvorsOnuatikig
duibeong (ovyvéc, 2,1%), actdbeia cuvarsOnpatoc (cvyvn, 1,7%), embeticdtnTa (cuyvi, 8,2%), un
(QLOIOAOYIKN GLUUTEPIPOPA (GVYVT, 5,6%), Ko ANBapyog (cuyvog, 3,9%) avapépbniay cuyvotepa o€
Tod1d ko eprifoug nAkiog 4 €mc 16 etdv, og ohykpion pe Tovg aobeveig AAANG nAkiog 1 o€
GUYKPLOTN LLE TO GLVOALKO TPOoQiA acpaieioc. Evepediototnta (Ttold cuyvn, 11,7%) kot pun
QLGLOAOYIKOC GLVTOVIGLOC (cLYVEC, 3,3%) avaEEépBnkay cuyvotepa ota. BPEPn Kot 6Ta TodLd nAkiog
amd 1 unvoc £o¢ KAt Tov 4 €10V, 68 GUYKPIoN UE TIG GALES NAKIOKEG OUAOEG 1] GE GVYKPIoT UE TO
GUVOALKO TPOPIA ac@aAEiog.

Mio, 01t - TVEAN, EAEYXOUEVT] LE EIKOVIKO QAPULOKO UEAETT] 00QOAEiNG o8 ToUdUTPIKOVG aoBeveic pe
OO0 YO TNV AOOEIEN U KATOTEPOTNTAS, AEIOAOYNOE TIG OPACELS TNG AEPETIPOKETANUNG OTIS
YVOOIUKEG KO VEDPOYVYOAOYIKEC AELTOVPYiES, € Tadd NALKiag 4 £0¢ 16 €TV e eEMANTTIKEG KPIoEIS
gotokng évapéng. To cvumépacpa tav 0t 1 Aefetipoketdun dev d1Epepe (dev VGTEPOVGE) EvavTl
TOV EIKOVIKOV (apudkov atn petaforr] omd v évapén ot Pabuoroyia tov [apapérpav [Ipocoyng
Kot Mvnung (Leiter-R Attention and Memory), kot ot dokiplacio ektipnong g uviung (Memory
Screen Composite), otov TAnBuopd mov Tapakolovdndnke copEmva pe o TpwtdéKoilo (per protocol
population). Ta amoteléouata oL GYETICOVTOL E TN CUUTEPLPOPA Kal TN cLVAlGONUATIKY Agttovpyio
£de1&av emdeivion otovg aobeveic mov vwoParloviav o Oepaneia e T AePETIPAKETAUN OTV
TOPALETPO TNG EMOETIKNG CVUTEPLPOPAS TOL LETPONKE LLE TVTOTOMUEVO KOl CLGTNUATIKO TPOTO LE
yxpnion Eyxvpov gpyareiov (CBCL - Achenbach Child Behavior Checklist, Katdioyog EA&yyov
Hodwng Zopmeprpopag Achenbach). Evroitoig, o1 acBevels, mov mpav ) AePetipaketdun o
LAKPOYPOVLIL, OVOIKTT LEAETN TTapaKOoAOVONONG, OEV TapovGiacay ETOEIVOOT, KOTd LEGO Opo, OTN
GLUTEPLPOPA TOVG KOl GTT GLVULGONLLATIKY] TOVE AgtTovpYyia. Zvykekpiuéva dev emdEvdOnKaY ot
TOPAUETPOL EMDETIKNG CUUTEPLPOPAS GE CVYKPIOT LE TNV EVapEn.

Avapopd TBovoA0YoLUEVOV ovETBOUNTOV EVEPYELDV

H avagopd mboavoroyodbuevov avemBOunTov evepyYEL®Y PETH amd T YopNyNon Gdelog KukAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG etvan onpavtiky. Emitpénet tn cvveyn mtapakorobnon g oxéong
0PEAOVG-KIVOHVOL TOV QPUPLAKEVTIKOD TPOIOVTOG. ZNTEITOL At TOVG EMAYYEALOTIEG TOL TOUED TNG
VYELOVOLUKNG TTEPIOOAYN S VO AVAPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELES
LEG® TOV €BVIKOV GUOTNUATOG AVOPOPAS TOV avoypdesTot oto [lapdptnua V.

49 Ymepdoooloyia

ZOURTOUATOL

Y& TEPIMTAOOELG VITEPOOGOAOYING LE AePeTIpakeTdun TapatnpnOnkay vvniio, 61€yepon,
EMOETIKOTNTO, KATOGTOAT TOV EMTESOV GLVEIDNOTG, KATUGTOAN TNG CLVOTVONG KOl KOO

AvVTETOTION TN VTEPOOGOAOYIOG

Metd and o&eio vTEPdOGOAOYIN, O GTOLAYOC UTopel va kevwbel e TAOON 1| TPOKANOT EUETOV. Agv
VILAPYEL E01KO avTidoTo Yia T AePetipoketaun. H aviypetodnion g vrepdocoroyiag Oa givar
CUUTTOUOTIKY KOl propel vo teptAapavet apodiion. H amoTelecpatikdtnTo TG EKYVAIONG e
apodtviton givar 60% yio T AePetpaxetaun Kot 74 % yio tov KOpo petaforitn.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX

51 ®@oppokodvvopikés 1010TNTEG

DopUaKODEPATEVTIKT KATNYOPI: OVTIEMANTTIKA, AL ovTiemANATIKA, Kmotkdg ATC : NO3AX14.
To dpaoTiKd GLGTOTIKO AEPETIPOKETAUN, Eival Vo TUPPOAOOVIKO TOPAY®YO (S-EVAVTIOUEPEG TOL a-

ethyl-2-oxo-pyrrolidine acetamide), to omoio dev £xel ynuiKy oxEon Ue TIG VIEPYOVGEG
OVTIEMANTTIKEG SPACTIKEG OVGIEC.
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Mnyavioudc dpdonc

O unyaviopde dpaong tng AePetipaketdung avopévetol vo dievkpwviotel mAnpoc. Tepdpata in vitro
Kat in Vivo vtodnAdvouy 6t 1 Aefetipaxetaun dev petafdiiet o facikd yopaKtpIoTIKd TV
KUTTAP®V KOl TN GUGIOA0YIKT veELvpodiaPifac.

MeAéteg in vitro deiyvoov 011 n AePetipaketaun exnpedlet ta enineda TV 1OVTOV 0oBectiov 610
ECMTEPIKO TOV VELPOVOV, LECH LEPIKNG AVAGTOANG TNG PONG LOVI®V 0oPecTiov TOToL N- Kot
ELOTTOVOVTAG TNV OMEAELOEPWOT 1OVT®V AGRECTION OO EVOOKLTTUPIKA UTOOELATA TOV VEVPDVOV.
EminpocOétmg, avaotpépetl LepK®G TNV EAATTMOT TG PONG TOV LOVIMV SIEVKOAVVOUEVIG OO TOVG
vrodoyeic GABA kot yAvkivng, eAdttmon 1 onoio TpokaAgital omd Tov Yeuddpyvpo Ko Tig B-
kapumoAives. [epartépm, Exet derybel e peléteg in vitro 6t n AePetipaketdn cuvoéetal 6€ E101KN
0éom déopevong oTov EYKEPUAKO 10TO TOV TPOKTIKOV. AvTti 1 0éom déopevong ivar | Tpwteivn 2A
TV GLVOTTIK®V KUGTIOIOV 1] 07010 TIGTEVETOL OTL GUUUETEYEL TN GVVTNEN TOV KLGTISIOL Kot 6TV
eEokvTTon tov vevpodiafifactr. H Aefetipaketdun Kot ta Guyyev] ovaAoyd TOL EMOEIKVOOLY pia
KMUOK®TH oLYYEVELD OEGLEVOTG OTNV TTPMTEIVI 2A TOV CLVATTIKOD KLOTIOI0L, 1) oToia cvoyetiletal
HE TV oY1 TNG AVTIETIANTTIKNG TPOGTUGIOG TOL Amodeiydnke Tl mapEYOLV GE NYOYEVT LOVTELD
enmumyiog o movtikove. To ebpnua avtd VITOINAMVEL 6TL 1 GAANAERIOpOOT) TNG AEPETIPAKETAUNG KOl
™G TPOTEIVIG 2A TOL GUVATTIKOV KVOTIO10V GLUUPBAAAEL GTOV OVTIEMANTTIKO UNYovVIGHO dpaong Tov
QOPUOKEVTIKOD TPOTOVTOG.

DopuokodvvaukKéc ETLOPAGELS

H AePetipaxetaun mapéyel TPOGTAGIO KOTA TMV CTACUDY GE VPO PACUN LOVTEA®V TEPAUATOL®MOY
NG E0TIOKNG KOl TNG TPMTOYEVADS YEVIKEVUEVNG EMANYiaG ympic va Exel TPOoTACU®OIKN evépyela. O
TPWOTOYEVING LETOPOAITNG givorl adpavig.

210V dvBpwmo, T0 VPV PAGLLO TV EOPUAKOAOYIKOV IOI0THTOV TNG AEPETIPAKETAUNG EXEL
emPeParwdel pe dpdon oe KaTAoTAGES TOGO EGTIONKNG OGO KoL YEVIKELUEVTG EMANYING
(emAnTTOE1ON G EKPOPTIOT/POTOTAPOEVGUIKT OVTATOKPLION).

KMvikn omwoteAeouatikdTnTo Kol 0GQAAELO,

2OUTANPOUOTIKN 0ywyn ot Bepormeio TV KPIoE®WY EOTIOKNG EVOPENS UE 1] YWPIS OEVTEPOYEVH YeViKEDON
o€ eviAiKkes, epnfoug, maldid koi Ppéen nlikiog awo 1 unvog ue eminyia.

X eVIIMKEG, 1] ATOTEAEGLOTIKOTNTA TNG AEPETIPAKETAUNG EYEL TEKUNPL®OEL e TPELG peEAETEC OTAEG
TUQAEC, ELEYYOLEVES, £VAVTL EIKOVIKOD QapudKov oe nuepnota docoroyia 1000 mg, 2000 mg v} 3000
mg, YopNYOUUEVT] GE V0 160TOCEG OOGELG e GUVOAIKT d1apkela Oepameiog puéypt 18 efdoudadec. Xe
GUVOAIKT 0vVAALGOT) TV SE30UEVMV TO T0G00TO TMV 0.obevdv 6Tovg 0moiovs emeteydn 50% 1
peyaAvTepn peiwon oty efSopadiaio cuyvOTNTA TOV KPICEDV E0TIOKNG EvapEne o€ oTabepn dOoM
(12/14 efdopadeg), o€ oyéon pe v apyikn tepiodo, ntav 27,7%, 31,6% kot 41,3% avtictorya yuo
tovg aobeveic oe d6om 1000, 2000 v 3000 mg AePetipaxerapn Ko 12,6% yo acbevelg og etkovio
QAPLLOKO.

TToudrarpudc TAnOuvopude

e moudrotpkovs acbeveic (Mhkiog 4-16 eT@v), 1 amOTEAECUATIKOTNTO TNG AEPETIPAKETAUNG EXEL
tekunprwbel og o SITAN TVEAN, EAEYYOUEVT] LEAETN EVOVTL EIKOVIKOD POPUAKOV LE TN CUUUETOXN
198 acbevav ko pe dudpkela Bepaneiog 14 efdopddwy. Zn peAétn ovtr, ol acbeveig EAafov
AeBeTipaketdun oe otabepn doom twv 60 mg/kg/Mmuépa (Le yoprynon dVo 16OTOc®Y HOGEWV).

To 44,6% twv acBevov mov EhaPav Aefetipaketdun kot o 19,6% towv acBevdv otnv opdoa
giovikoV pappdiov giyav 50% M peyaddtepn peiowon oty gfdopadiaio cuyvotnta TV Kpicewv
€0TIOKNG EVapENG, o€ cVYKPLoT LE TNV apylkh mepiodo. Me cuveyn nakpoypovn Bepaneio o 11,4%
TOV 060eVOV TOpovsiacay TANPN aroAlayn ToV KpioemVv yio TovAdylotov 6 uiveg Kot 1o 7,2% yo
TOVAGLGTOV €va YPOVO.
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e madlatpikovg acbeveic (nAkiog 1 pnvog émg kAT® TV 4 ETMV), 1| ATOTEAEGUATIKOTITO TNG
AePetipoketdung tekunpidbnke oe SUTAN - TVPAN, ELEYXOLEVN LE EIKOVIKO PAPUOKO HEAETN, OOV
glonydnoav 116 acOeveig kon pe didpketa Bepameiog S nuépeg. Ltn HeAETN VT, CLVTOYOYPOUPTOMKAY
610G acbeveig nuepnota d6om mooiov dwdvpatog 20 mg/kg, 25 mg/kg, 40 mg/kg 1 50 mg/kg pe
Béon to oynpa TITAOTOINoNG TOV OVTIGTOLYOVGE GTNV NAIKIO TOVG. ZTr HEAETN aVTH, YopnynonKe
d6om 20 mg/kg/muépa, mov Tithonombnke ota 40 mg/kg/muépa yio Bpéen evog unvog Em¢ KAT® Twv
£€L unvarv ko doon 25 mg/kg/Mmuépa mov tithonomOnke oto S0 mg/kgmuépa yio Ppéen Kot Toudid 6
UNvoV £o¢ kato Tov 4 etdv. H olikn nuepnota 66om yopnyndnke 0o popég tnv nuépal.

H «dpro mapdpetpog amoTeEAESUATIKOTNTOS NTOV TO TOGOOTO AvTOTOKPLIoNS (T0c06TO 0chevdv e >
50% peiwon o1 HEoN NUEPNOLE GCLYVOTNTA EMANTTIKOV KPIGEMV EGTIAKNG EVOpPENG, A0 TN YPOUUY
avapopdg), Tov a&loAoynonke amd avoyvacTn 6T0 KEVIPIKA EPYACTAPIN LE ATOKPLYT TOV KOJIKOV
Tuyoonoinong (tveromoinon) ypnoLonoidvog pio soxipacio 48wpng Prvteockonnong HEL. v
avAaAvoT amoTeAesHOTIKOTNTAG cvppetelyav 109 acbeveic, oTovg omoiovg Tpaypotomolonke
TovAdyiotov 24mpng Pvteookommong HEL toco katd v évapén 660 Kot oty mepiodo eKTiunong.
To 43,6% tov acBevav mov vrofAndnkav oe Bepaneia pe Aefetipakerapn kot to 19,6% ekeivov mov
EloPav eikovikd eapuaKko Bewpndnkay avtamrokpvouevol. YTApYel COLPOVIO TOV ATOTEAEGLATOV GE
OAeg TIg NAklakég opddec. Me cuveyn pakpoypdvia Bepamneio, To 8,6% TV aclevdv amaildyOnray
TV Kpicemv Yo TovAdyiotov 6 unveg Kot 7,8% Mtav TAnpmg amaAloypévol amd Tig Kpicels yuo
TovAdylotov 1 étoc.

35 Bpéoen nhiog kbtm Tov 1 étovg, pe emAnmTkég KPIioelS 0TIOKNG Evapéng exkTédnKay g
ELEYYOUEVEG LE EIKOVIKO PAPUOKO KAVIKEG MEAETES Kot 0t avTd uovo 13 frav nikiog <6 unvov.

MovoBcpameio oTnV OVTIUETOTION TWV KPIOEWY ETTIOKNG EVOPENG UE 1§ XWPIS OEVTEPOYEVY] YEVIKEDOH O
000eveic nhikiog amd 16 etav ue veodrayvwaobeioo. exiinyia..

H amotekeopatikotnta g AePetipoketdunc g povobepameio tekunpldONKe o€ ol SITAY TVQAN
HEAETN, TOPEAANA®V OUAd®V, e oYEOOGUIE LN KATOTEPOTNTOG 6 GVYKPLon e kapPapalenivn
gleyyouevng amodéopevong (CR) o 576 acbeveic nlikiag 16 etdv 1| peyoAdtepous e
veodlayvmabeica 1 Tpoceata drayvocheica emtinyia. Ot acBeveic mapovcialov aVTOKANTEG EGTIONKESG
Kpioelg N yevikevpéveg ToviKokAoviKES kpioelg povo. Ot acBeveig TuyatomomOnkay kat EAafov
kapPapalenivn CR 400 g 1200 mg ava nuépa | Aefetipaxetaun 1000 Eog 3000 mg ava nuépa,
eva 1 dudpkela Bepaneiog NTav £og 121 fdopddeg avaroya e TNV ovTamdKpion.

[TAnpng €reyyog TV Kpicemv yuo 6 univeg enetevydn oto 73,0% 10V acbevdv tov Elafav
AePetpaketdun Kot oto 72,8% tov achevav mov Erafav kapPapalenivn CR. H mpocappocuévn
amolvTn Slapopd peta&d Tov dvo Bepameidv tav 0,2% (95% CI:-7.8 8.2). [lepiocdtepot amd Tovg
picovg acBeveic mapépevay erevbepot kpicemv yuo 12 punveg (to 56,6% kat 1o 58,5% tov acbevav
mov éhaPav AePetipaketdun kot KopPapalenivn avtiotorya).

e pio LEAETN TTOV AVTIKATORTPILEL TNV KAVIKT TPOKTIKY], TO CUYYOPTYOOLEVO OVTIETIANTTIKA
@appaka NTav duvatdv vo amocvpovv e Eva meploptopévo apBnd acbevav Tov aviarokpiOnkay
oTN AEPETIPAKETAUN XOPNYOOUEVO (O cLuUTANpopatTikh Oepameia (36 eviikeg acbeveic amd chvoro
69 acbevav).

2OUTANPOUOTIKY 0ywyh oTH Bepomeio TV HDOKAOVIKDY KploewV o€ EVAAIKES Kol pnfiovg amd 12 etwv
ue Neovikn Mvoxlovikn Eminyia..

H oanoteleopatikdtnTo TNG AEPETIPAKETAUNG TEKUNPLOBNKE GE 1oL SITAT TUQAT EAEYYOUEVT) LEAETT
£VaVTL EIKOVIKOV Qapudiov, dtapkeiag 16 fdopadmv, oe acbeveig nAkiog amd 12 TV kal Gvo, TOL
VIEPEPOY OO 1010701 YEVIKELUEVT] ETANYIN PE LVOKAOVIKEG KPIGEIS MG mOPPOL OLOPOPETIKDV
cuvdpopmv. H mietoynoia tov acevov eiyov dioyvacbel pe veavikn pookAovikn emanyia.

Xe auTn TN HEAETN N AePeTipakeTaun yopnyndnke oe d6om 3000 mg v nuépa o€ dVO SNPNUEVES
106mooeg dooels. To 58,3% twv acbevav mov Ehafav Aefetipaketdun Kot o 23,3% TV 0cdevav Tov
Ehapav eucovikd eapuaxo etyav tovAdyiotov 50% peiowon Tov nuepdv avd BSopada e LVOKAOVIKEG
kpioelg. Me ovveyn| paxpdypovn Bepamneia, to 28,6% tov acbevav tapépetvay eredBepot
HVOKAOVIK®OV KPIGE®V Y10 TOVAdIGTOV 6 pnveg kKot To 21,0% tov acBevav mapéuevay eredbepot
LVOKAOVIK®OV KPioe@V Yio TovAdyiotov 1 ypdvo.
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2oUTINPpUOTIK ay@yn ot Oepameio TV TPWTOTAODS YEVIKEDUEVDV TOVIKOKLOVIKDV KPLOEWY T€
evijiikes kat epnfovg amo 12 ety ue 1romoldn yevikevuévn eminyio

H amoteleopatikotnta g AEPETIPOKETAUNG TEKUNPLOONKE 0E o LEAETN SUTAT TOPAY EAEYYOLEVT,
£VOVTL EIKOVIKOV Qapudiov, dtapkeiog 24 efdopddmv, 6TV omoio GUUUETEI OV EVAAIKES, £Q1ot Kot
£vag TEPLOPLOUEVOG aplOUOG TadLOTPIKMY acBEVAY OV VIEPEPAV 0 131070 YEVIKELUEVT EMANYiO
pe mpotonabeic yevikevuéveg tovikokAovikég kpioelg (PGTC) amdppota S10popETIK®OY GLVIPOU®OY
(VeaviKn] LOOKAOVIKY] ETIAN Y0, VEOVIKT EMANYIQ LE APALPECELS, APUIPETELS TG TOOIKNG NALKIOG 1)
emAnyia pe kpioeig grand mal oty agumvion). Ze avt T HeAéTn 1 606M TG AEPETIPAKETAUNG TV
3000 mg ava nuépa yia evitikeg kat eprifovg 1 60 mg/kg ava nuépa yio Todid xyopnyobuevn o 600
dmpnuéveg 66ce1S.

To 72,2% tov acBevodv mov éhafav AePetipakeTapn kot 1o 45,2% twv acbevdv mov Elafov eikovikd
oappaxo glyav 50% 1 peyadvtepn peiwon ot cvyvoOTNTA TOV TPOTOTAODG YEVIKEVUEVOV
TOVIKOKAOVIKGV Kpioemv ava gfdopdada. Me cuveyr pakpdypovn Oepaneia to 47,4% tov acbevov
TapEpEVaY EAEVOEPOL TOVIKOKAOVIKAOV Kpise®V Y10 TOLAGYIoTOV 6 Uiveg Kot to 31,5% tov acBevav
mopEUEVAY Yio TovAdyloTov 1 ypdvo.

52  ®appoxokivnTIKEG 1O10TNTES

H AeBetipaxetdun givar ovsio ToAD evdidivtn kot dtomepatn. To eoppokokivnTikd mTpopil eival
YPOULIKO LE YOUNAT EVOO- Kot O1-0TOIKT OLOKDUOVGT). Agv vrtdpyetl peTafoAn oty kabapon Hetd
amo ETOVOAQUPAVOLEVT XOPYNON. AEV VILAPYOLY TEKUNPLO Y10 SLOKDLAVGT) OV VO oyeTIleTOn 1 TO
@OAO, TN ELAN 1| TOV KipKadlavo puoud. To eappakokvnTiko Tpoeil givol cLYKPIoLLO HETAED VYLDV
ebelovidv Kot 0c0evov e emanyia.

AOY® TNG TANPOVG KOt YPOUUIKTG AmoppdPNoNG TG AEPETIPOKETAUNG, TO EMIMESN GTO TAAGO UTOPEl
va Tpofre@Boiv pe Baon v amd Tov oToUaToC 060N, EKPpalouevn oe mg/kg cmpatikov Bdpovg. I'!
avTtod dev amanteital TapaKoAovONoN TV EMTESWOV TNG AEPETIPAKETAUNG OTO TAAGUAL.

"Exet dwamiotmOel onpovtikdg GUGYETIGUOC HETAED CLYKEVIPMOGE®Y TOV QUPUAKOL GTOV GIOAO Kol TO
TAAo U0 EVNATK®V Kol Tadldv (0 AOY0S GLYKEVTPMGONC GTOV GlOA0 / CLUYKEVTPMGNC GTO TAAGLLO
Kopoiveral amd 1 péyxpt 1,7 yuo ta dioxio kot 4 dpeg Enerta omd T AW Hieg dO6MGS Yo TO TOGULO
StaAvpa).

Evilkec ko £onpot

Amoppdonon

Xopnyovuevn amod to oTopa 1| AePeTipaxeTdpn anoppopdtatl ypnyopa. H andAvtn Prodwwbeciudtnra
o€ yopnynon anod to otépa mAncdtet to 100 %.

Av@Toteg oLYKEVTPMOELS 0TO TAAGUA (Crmax) EmTLYYOVOVTOL 1,3 DpEG peTd T Aym).
2100gpOTONUEVT] KOTAGTOOT EMITVYYAVETOL EXELTA OO 2 UEPEG XOPNYNOTG LLE DOGOAOYIKO GYTLLOL
300 PopEC TV NUEPQL.

O avatateg ovykevip®oels (Cmax) etvar Tomikdg 31 kot 43 pg/ml éngrta and epana d6om 1000 mg
Kot emavelnupéveg doaelg 1000 mg 300 Popég TNV NUEPA, AVTIGTOLYMG.

O Babpog amoppdenong etvar ave&aptntog amod T 6001 Kot dgv ennpedleTol amd TV TPOPT.

Koatavoun

Agv VIaPYOVV OEOOUEVA KATOVOUNG GTOVG LGTOVG TOV ovOpmITOL.

Tooo 1 Aefetipaketdun 660 Kot 0 KOPLog LETAPOALTNG TOV OV GLUVOEOVTAL GE GNUAVTIKO Pabud pe Tic
npwteiveg Tov TAdopatog (< 10 %).

O 6yKo¢ katoavoung g Aefetipaketdung eival mepimov 0,5 péypt 0,7 I/kg, Ty n omola mpoceyyilet
ekeivn Tov oMKoDH OYKOL VAOTOC TOV COHATOG,
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Buouetaoynuotioude

H AeBetipaxetdun dev petaporilerar extevmg otovg avBpdmove. H kbpia petafoin 066g (24 % tng
d0oong) glvar 1 evlupukn vdpoAveN TG opddag Tov akeTapdiov. H mapaymyn tov khplov petaforitn
ucb L0O57 dev vroompiletor amd TIg IGOLOPPRES TOL NTATIKOV KVTOXPDOHOTOG Pasg H vdpodIvon g
OUAOAG TOV OKETOUIOIOV NTAV LETPNOIUN GE TOAAOVC 1GTOVC, LETAED TMV OTOI®mV TO KOTTAPO TOV
aiparoc. O petaforitng ucb LO5S7 eivat popprokoroyikd adpovic.

TavtomomOnkav eniong dvo erdccovog onpaciog petafoiritec. O évag mpoepyodTav amd vOPoLvAinwon
TOV TUPPOAdOVIKOD dakTLAioL (1,6 % TG 0066MC ) KOl 0 GALOG A0 AVOLYLLO TTVPPOALSOVIKOD
daxtvAiov (0,9 % g 660Mc). AALa Un TaVTOTONOEVTA GVGTATIKE avVTITposOTEVAY HoOVo T0 0,6 %

g 060G,

In vivo, dgv dlamotmdnke vEouETATPONN TNG AEPETIPAKETAUNG 1 TOV TP®TOYEVOLS pHeTafoAitn ot
EVOVTIOUEPT] TOVC.

Mehéteg in vitro £6ei&av 0t n AefeTipakeTdun Kot 0 KOplog uetaforitng tov dev eival avooToAeic TV
KLPLOTEPMV LGOUOPPDV TOL NTATIKOD KVTOYP®LOTOG Paso Tov avBpmmov (CYP3A4, 2A6, 2C9, 2C19,
2D6, 2E1, kot [A2), Tng yAvkovpovurtpavopepdons (UGT1AT kot UGT1A6), kot g emo&eikng
vdpordone. Emmhéov n AePetipaketaun 6gv emdpd otV in Vitro yAvkovpovidwon tov Bairpoiko
o&éog.

e KoAMEpyeln avOpOTIivOV NTATOKLTTAP®V, 1| AefeTipakeTdun elxe eAdylotn 1| undapvi enidpacn
oto CYP1A2, SULTIE1 4 UGT1A1. H AeBetipaketdun ékave nria emaywyn tov CYP2B6 kot
CYP3A4. Ta in vitro ] in Vivo dedopéva yio aAANAETIOPAGELS e amtd TO GTOU OVTIGCVAANTTIKA,
dryo&ivn M Bapeapivn, £de1&av 6TL dev avapévetat in VIVo onpavtikny exayoyn eviopmv. Exopévacn
oAnAemidopaon Levetiracetam Actavis pe dALo QAPLOKO KOL AVTIOTPOQ®C deV €lvat TV,

Amofoin

H numepiodog Long oto mAdopo evnAikov oy 7+£1 opeg kot dev 01€pepe avaroya pe T do6om , TNV
000 yopnynong i v enavolappavouevn xoprynon. H péon kdbapon 6Aov tov copatog ftav
0,96 ml/min/kg.

H xvpia 006¢ anékkpiong NTov HECH® TOV 00PMV, KOl AVIUTPOSMOTEVE KATH LEGOV 0poV TO 95 % g
d0oo|g (mepimov 10 93 % tng d6oNC amopaxpHvinke péoa og 48 mpeg). H anékkpion péowm tov
KOmPAveV avTurpoconeve POALS To 0,3 % tng doong.

H aBpoiotikn anékikpion e AeBETIpaKeTdung Kot ToV TpOToyEVODS LETABOAIT TOL GTA 0VPA TIG
TPMOTEG 48 DPEG AVTIMPOSAOTELAY AVTIGTOIYWS TO 66 % Kai To 24 % g dooTG.

H veppikn kdBapon ¢ AePetipaxketdung kot Tov ucb LO57 givar avtiotoiymg 0,6 kot 4,2 ml/min/kg,
VTOINADVOVTOG OTL 1) AEPETIPUKETAUN ATEKKPIVETAL LE GTEIPALOTIKY OO 6N Kot GuvakdAovoT
COAMVOPLOKT] ETAVOTOPPOPTON, KOt OTL 0 KUPLOG HETAPOAITNG OTOPAAAETAL ETIONG [LE EVEPYNTIKN
COANVAPLOKT OTEKKPLOT) EXTPOCHETMC TNG OTEPALATIKNG dtOnone. H amopdkpouven g
AePeTipaketdung cvoyetiletan pe v kdBapomn KpeoTivivig.

Hluxuopévot

2100¢ NAIKIOUEVOVG 1] NuITEpiodog Long avéaveral kotd 40 % mepimov (10-11 dpeg). Avty n avénon
oyetileTon pe TV KAUYN NG VEPPIKNG AELTOVPYiog 6€ avtd Tov TANBLGHO (BA. mapdypapo 4.2).

Neppikn avendpkelo

H @awopevikn kdBapomn 1060 g AEPETIPAKETAUNG OGO KOl TOL KOPLOL UETOPOAITN TOV ATd TOV
opyavicuo oyetiletat pe v kabapon kpeatvivng. I'' avtd cGuvieTdtal TPocapuoyn TS NUEPTCLUG
doong cvvtnpnong tov Levetiracetam Actavis, pe fdon v kdBapon kpeatvivng o acbeveic pe
pétprov Pabuod kot coPfapn veppikn avendpkela (PAéne mapdypapo 4.2).
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e eviAkovg aobeveig oto Tehid 6TAd10 vepporadelag te avovpio 1 nuiepiodog Long fTav
avToToiymc 25 kKot 3,1 dpeg otnv mEPInd0 HETOED GLUVEIPLOV OHOSTOAIONG Kol KATA TN S1GPKELD TG
ouveopiag.

To KAdopa AePeTipaKeTaun mov apalpédnke ot d1dpKeLN LOg TUTIKNG 4png cuvedpiog
apodtvAong frav 51 %.

Hrotwkn avemdpkeia,

e aobeveig e N Kol LETPLOV PaBLLOY NTOTIKY AVETAPKELD, eV VTPEE ONLOVTIKY LETABOAN TNG
KBapong AePETIPAKETAUNG. XTO TEPIOCTOTEPQ ATOM LE POpld NTATIKY avemdpkeld, 1| KABapon g
AePetipoketaunc eElattddnke Katd > 50 % Aoym cvvumdpyovoag veppikng averapkelag (PAEre
Tapdypoeo 4.2).

Todrarpucdc TAnOuvopude

THaioie (4-12 erwv)

H nuumepiodog {ong g AePetipaketdunc o€ emAnmtikd modid (6 puéypt 12 etdv) frav 6,0 dpeg
énerto amd epanaé amd Tov otopatog yopnynon (20 mg/kg). H pawvouevikn kd0apon tpocoplocuévn
610 cOUATIKO Bapoc NTav Kotd tepimov 30 % peyalvtepn and OTL 68 EMANTTIKOVG EVIIAMKEG,.

H AePetipaxetaun amoppopdtol ypriyopa EXELTO OO XOPNYNOT| EXAVEILUUEVOV SOCEMV 0O TO
otopa (20 péypt 60 mg/kg/muépa) oe mondid pe emdnyia 4 péypt 12 etdv. Avaotota enineda
mAGopatog Topatnpionkay 0,5 péypt 1 dpa Eneita amd T ANyn. AmeTOONKE YPOLUIKY Kot
8000e£apTMUEVT ADENON TOV OVATATOV CUYKEVTPDOGEMY TAAGLOTOC KoL TNG TEPIOYNE KAT® 0o TNV
KapmoAn. H numepiodog amofoing ftav mepimov 5 dpeg. H pavopevikn kdBaporn and tov opyoaviopd
nrav 1,1 ml/min/kg.

Bpéopn kor vimio, (1 unvog uéypt 4 etwv)

H AePetipaxetaun amoppopdtat ypiyopa éneita and epanas yopnynon (20mg/kg) ndéciov
Stdvparog 100 mg/ml o€ modid pe emAnyio 1 umvog uéypt 4 eTdv. AVOTATEG GUYKEVTPMDGELS OTO
mAdoua TapatnpnOnkay mepitov 1 dpa énerta omd ™ Aqyn tov eapudikov. To aroteléopata g
QOPUOKOKIVNTIKNG £de1&av OTL 1) numepiodog Lmng NTav Bpoydtepn (5,3 dpeg) amd OTL GTOVG EVAAIKES
(7,2 dpeg) ka1 eavouevikn kabapon frav tayvtepn (1,5 ml/min/kg) and 611 6TOVG EVMKeg (0,96
ml/min/kg).

2€ avaALoN POPUAKOKIVITIKAG TANBVo 0D, Tov d1e&nyOn oe acBeveic nhikiog amd 1 unvoc €wg 16
£TMOV, TPocdlopicOnke mapdLOln ETIOPACT] TOL COUATIKOD PAPOVG GTN PAIVOUEVIKY KdBapomn (N
KkdBapon avénbnke pe v avénon oto copatiKo Papog) Kot 6To Pavopevikd Oyko katavoung. H
niia eniong emnpéale kon Tig dVo mapapérpovc. H dpdon avti ntav €évrovn ota pkpdtepns nikiog
Bpéen kot vroympovoe 660 av&avotay N NAKia, Yo vo Yivel apeintéa Tepimov oty NAKia tov 4
ETMV.

Kot otic d0o avardoelg poppakokivntikng tAnbucpov, tapatnpndnke nepimov 20% avénon ot
QavopEVIKT kKaOapon e AePeTipakeTdung Otav cuyxopnynonke pe Evo HE VO OVTIETANTTIKO
QAPLLOKO, OV TV EVELUIKOS ETUYWOYENG.

5.3 TIIpoxlvikd dogdopéva yia TV d6QIrEL

Ta pn Khvikd dedopéva dev amokaADTTOVV 1010{TEPO Kivduvo Yia Tov GvBpmmo pe faomn Tig
SLUPATIKEG LEAETEG POUPLOKOAOYIKNG OCPAAELNG, YOVOTOEIKOTITAG KOl KOPKIVOYEVETIKNG IKAVOTNTAG.
AvemBounteg evépyeleg Tov dgv mapatnpONKay o8 KAVIKEG pEAETES, OAAG TapaTnpOnKay GTOV
apovpaio Kot o€ piKpoTEPO Pabud 6TO TOVTIKL, G eMineda EkBeonC TapOUOoLa e Ta EMimEdD EkOEoNC
6TOV AvOp®TO Kat P EVOEYXOUEVT] GYECT UE TNV KAVIKT ¥pNon, NTav NToTikég HetafoAiég mov deiyvouv
pio omoKpIoT TPOSAPUOYNG TOV 0pYAvVoL 0TS AvENUEVO BAPOC Kot KEVTPOAOPLdONG vepTpopia,
MmO ¢ dmBnon kot avénuéva nrotikd EvEuua 6To TAGGHLL.
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Orav otovg yoveic kot T yevid F1 apovpaicnv xopnyndnkav doceig péypt 1800 mg/kgmuépa (6mAdoio
™g Avatotg Zvvictdpevng Adong Yo tov AvOpmmo pe v £k0ect exppacuév og mg/m?) dev
mopatnPRONKoy avemBOUNTES AVTIOPACEIGOTNV YOVILOTITO KOl TNV AVATOPOY®OYIKT IKAVOTNTA.

AVo peléteg avantoéng epppoov - konudtov (embryo-foetal development, EFD) dieénybnoav oe
apovpaiovg pe docelg 400, 1200 ko 3600 mg/kg/Mmuépa. Xtn 6601 tv 3600 mg/kg/Muépa, oe pio
puovo amd t1g 2 peréteg EFD mopatnpnOnie ehagpd peimon oto Bapog tov epfpvov, mov
oLOYETILOTAV LE OPLOKT] OOENGOT OTIG OKEAETIKEG OLOKVUAVOELG / NTIEG avmpoiiec. Aev mapatnpnonke
emidpaon ot BvnopdTnTa TOV EUPPVOL Kot dev TapaTPNONKE AVENUEVT] GUYVOTNTO ELPAVIONS
dvopopeidv. To eninedo NOAEL (No Observed Adverse Effect Level, Eninedo "'Onov Agv
Mopatnpeitar AvemBount Evépyeia) ntav 3600 mg/kg/muépa yio Toug kvopopovvteg OnAviong
apovpaiovg (12mhac10 TG AvVAOTATNG CUVIGTOUEVNS SOoNG Y1 ToV dvOpmmo o mg/m?) kar 1200
mg/kg/Mmuépa yio o EpPpoa.

Téooepig perétec avdmtuéng Tov epfpoov - kunpatog d1eénydnoay o KovvéLLL, KAADTTOVTOG dOGELS
200, 600, 800, 1200 kot 1800 mg/kgmpépa. To docoroyiko eninedo tov 1800 mg/kgmuépa odnynoe
o€ évtovr To&koOTNTa 6T UNTEPO Kot peimon tov Bapoug tov eufpbov, Tov cueyETILOTOV e
avénuévn cuyvotnTo EPLPavionc euPpdov pe kapdiayyelakés / okedetikég avouaiieg. H NOAEL (No
Observed Adverse Effect Level, Eninedo Onmov Agv Iapatnpeitar AvemiBountn Evépyesia) fitav <200
mg/kgmuépa yio ™ untépa kot 200 mg/kg/Mmuépa yio o EpPpua (Tov 16ovTaL LE TNV avVATOTN
GUVIGTOEVN 860N Yo TOV GvOpOTO Gg mg/m?).

AteENYON peAETN TTEPL- KO LETO-YEVVETIKNG OVATTLENC G apovpaiovg pe dooelg AePetipakeTaung 70,
350 wa1 1800 mg/kg/muépa. H NOAEL (No Observed Adverse Effect Level, Eninedo Omov Agv
Hopatnpeitar AvemBounn Evépyeia) ntav = 1800 mg/kg/muépa yia ta FO Onivkd, kot yuo tnv
emBioon, v avénon kot avdmtuén tov F1 anoydvov péypt tov amoyoraktiopd. (6mAacto g
AVATATNG GUVIGTOUEVIS OONC Y10, TOV GvBpOTo 68 mg/m?).

Meléteg g vEOYEVYNTONG KOl VEAPOVG aLpoVPaions Kot GKOAOVG £6€1EAY OTL deV SlamoTmON KAV
OVOEVEIG EMTTMOOELS TOV PAPHAKOV G KOVEVA OO TO, TUTOTOMUEVO, TEMK(A OMpElo € LEAETEG

avamtuéng Kot opipoveng, oe docels péxpt 1800 mg/kgmuépa (6 -17mAdG10 TG AVAOTOTNG
GUVIGTOUEVIG SOGNG Y10, TOV GvOpmTo og mg/m?).

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Koatdroyog ekdoymv

Levetiracetam Actavis 250 mg emikaivuuévao pe Aentd vuévio diokio

Kpoomnofidovn

IToB1d6vn

AVoopo KOALOELDEC TLPITIO

2TE0TIKO PLAYVG10

[ToAvfrvoiikn aAKOOAT — LEPIKMS VOPOAVIEVY
IToAvaBvievoyilvkdin 4000

Tahkng

Awo&eidro tov tiraviov (E171)

Ivdwo kappivio (E132)

Levetiracetam Actavis 500 mg smucarlopuuévo pue Aemtd vuévio dokia

Kpoomofidovn

[ToPdovn

AVvoopo KOALOEWDES TLPITIO
2TE0TIKO LAYV G0
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[ToAvfrvoiikn aAKOOAT — LEPIKMS VOPOAVIEVY
[ToAvaBvievoyivkdin 4000

TéAxnc

A0&gidio tov titaviov (E171)

Kitpwvo 0&gidio tov odnpov (E172)

Ivéwkd kopuivio (E132)

Levetiracetam Actavis 750 mg emikoiopuéva pe Aemtd vuévio dickia

Kpoomofidovn

[ToPdovn

Avoopo K0ALOEWDES TLPITIO
ZTEOTIKO LAYV G0

[ToAvfrvoAikn aAKOOAT — LEPIKDS VOPOAVIEVY
[ToAvatBvievoyivkdin 4000
Tékng

A0&gidio tov titaviov (E171)
Ivéwd kappivio (E132)

Sunset yellow (E110)

Koxkwvo 0&gidio ov ciénpov (E172)

Levetiracetam Actavis 1000 mg smkoloppévo pe Aertd vuévio diokia

Kpoomofioovn

[ToPdovn

Avdpo KOALOELDEG TTLPITIO

2TEOTIKO LAYV G0

[ToAvfrvoiikn aAKOOAT — LEPIKDS VIPOAVIEVY
[ToAvatBvievoyivkdin 4000

TéAxnc

A0&gidio tov titaviov (E171)

6.2 AcvpPototnreg

Agv gpoppdleton

6.3 Awapkewn {ong

3 xpovia

6.4 Idwitepeg TPoUAAEEIS KATA TNV QUAAEN TOV TPOIOGVTOG
To @appokevTIKd aVTO TPOTOV OV amalTel Wnitepeg cLVONKES POLAAENG.

6.5 ®@Von KOl GLOTUTIKA TOV TEPLEKTN

Koyéleg and arlovpivio kar PVC.

Aegvkoi epiékteg dtokiov (HDPE) pe kédoppa edkorov avoiypatog (LDPE) kot Saxtoiio aceaieiog.

Meyén ovorevootdv:

Levetiracetam Actavis 250 mg, 500 mg kot 1000 mg emikadlvpupévo pe Aewtd vuévio diokio

Yvokevacieg Tomov blister: 20, 30, 50, 60, 100, 120 kot 200 emikaAvppévo pe Aemtd VUEVIO dloKial.
AtdTpnto blister, povadwv d6ong: 60 X 1 emkaivppéva e Aemtd vuévio diokia.

[Mepréxkteg dioximv: 30, 100 kot 200 emkaivppéva Pe AemTd LUEVIO dlokia.
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Levetiracetam Actavis 750 mg emikoiopuéva pe Aemtd vuévio dickia

Yvokevaoieg Tomov blister: 20, 30, 50, 60, 100, 120 kot 200 emkaAvppuéva pe AETTO VUEVIO dloKia.
[Mepéxteg dioximv: 30, 100 ko 200 emkaAvppéva Pe AeTTO LUEVIO dloKia.

Mmropel va unv KokAo@opoOV OAEG 01 GUCKEVAGIES.
6.6 Idwitepeg TpoPUAGEELS ambppLyYNg

Ka0e aypnoipomointo @opuoKeuTikd TPoiov 1 VITOAELUO TPEMEL VO OTOPPINTETOL COUPOVO LE TIG
KOO TOTOVS 16YVOVGEG OYETIKEG SLUTAEELS.

7. KATOXOX THX AAETAY KYKAO®OPIAX
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjordur

Iohavdia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

Levetiracetam Actavis 250 mg emikarvuuévao pe Aentd vuévio diokio

EU/1/11/713/001
EU/1/11/713/002
EU/1/11/713/003
EU/1/11/713/004
EU/1/11/713/005
EU/1/11/713/006
EU/1/11/713/007
EU/1/11/713/008
EU/1/11/713/009
EU/1/11/713/010
EU/1/11/713/041

Levetiracetam Actavis 500 mg smikaivuuévo pe Aentd vuévio diokio

EU/1/11/713/011
EU/1/11/713/012
EU/1/11/713/013
EU/1/11/713/014
EU/1/11/713/015
EU/1/11/713/016
EU/1/11/713/017
EU/1/11/713/018
EU/1/11/713/019
EU/1/11/713/020
EU/1/11/713/042

Levetiracetam Actavis 750 mg smikaivuuévo pe Aentd vuévio diokio

EU/1/11/713/021
EU/1/11/713/022
EU/1/11/713/023
EU/1/11/713/024
EU/1/11/713/025
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EU/1/11/713/026
EU/1/11/713/027
EU/1/11/713/028
EU/1/11/713/029
EU/1/11/713/030

Levetiracetam Actavis 1000 mg emucoioppéva pe Aertd vuévio diokia

EU/1/11/713/031
EU/1/11/713/032
EU/1/11/713/033
EU/1/11/713/034
EU/1/11/713/035
EU/1/11/713/036
EU/1/11/713/037
EU/1/11/713/038
EU/1/11/713/039
EU/1/11/713/040
EU/1/11/713/043

9. HMEPOMHNIA INPQTHY EI'KPIXHX/ANANEQYHYX THX AAEIAX

Hupepounvia tpdng £ykpiong: 3 OktoPpiov 2011
Hpepopnvia terevtaiog avavéwong: 08 Zentepufpiov 2016

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic mAnpogopiec yio To mopdv PAPUOKEVTIKO TPOIdV givorl S100EG1ES GTO SIKTLAKO TOTO TOV
Evpondaikod Opyavicpotd @apudkomv hitps://www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAXKEYAXTHX(EY) YHHEYOYNOZX(OI) I'TA THN
AITIOAEEMEYXH TQN ITAPTIAQN

OPOI'H NEPIOPIEMOI XXETIKA ME TH ATAGEXH
KAI TH XPHXH

AAAOI OPOI KAI ITIEPIOPIXMOI THX AAEIAX
KYKAO®OPIAX

OPOI'H NEPIOPIXMOI XXETIKA ME THN AX®AAH

KAI AITIOTEAEXMATIKH XPHXH TOY
®APMAKEYTIKOY ITPOIONTOX

24



A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovoua kot 61e00vven TV TOPUCKELAGTOV TOL £lval VTELOVVOL Yo TNV ATOSEGUELSN TOV TAPTIO®V

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

31-546, Krakow

IToAwvia

Tjoapack Netherlands B.V.
Nieuwe Donk 9

ETTEN-LEUR, 4879AC
OAhavdio

270 £VILTIO PUAAO 0JNYIDV XPNCEMG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETOL TO OVOLLOL
KoL 1 61e00VVeT TOL THPAYMYOV TOL Eival LTEVOVVOG Y10, TNV ATOSEGUEVON TNG CYETIKNG TAPTIONC.

B. OPOI'H IEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUaKELTIKO TPOTOV Y10 TO OTOI0 AMOITEITAL LTPIKT) CLVTOYT

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAXZ

. Ex0fce1c meprodiknig mopakorovdneng g aoc@aieiog

Ot amoutoeLg yio TV VIOPOAN TNG TEPLOOIKNG EMKOLPOTOINIEVNG EKOEGNC Y10 TNV OCPAAELD Y10, TO
POV POPUAKEVTIKO TPOIOV TOV TEPIAULPAVOVTOL GTOV KOTAAOYO LE TIG MUEPOUNVIEG AVAPOPAS TNG

"Evaong (katdrioyog EURD) mov mpoPiéneton oto apBpo 107y (7) tng odnyiog 2001/83 / EK ko T1g
EVOEYOLEVEG EVILEPMGELS ONUOGIEVOVTAL 6TV Evpmmaikn Siktvaky] THAN Yo To QAP LK.

A.  OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéowo Awayeiprong Kiwvovvou (ZAK)

Agv epoppdleton
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ITAPAPTHMA III

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

Kovti emkoioppévov pe Aento vpévio orokiov 250 mg cg mepLékTeg 1oKiOV

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 250 mg emkolvppéva e AenTto VEVIO dloKia
AefeTipakeTdun

| 2. TLYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Ka0e emcodoppévo pe Aemtd vuévio diokio mepiéyel Aefetipaketdun 250 mg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emkolvpupéva pe AETTO DUEVIO d1oKia
100 emkaivppéva e AETTO LUEVIO dloKin
200 emikoAvppéve pe AETTO VIEVIO O1oKia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YpNIoNG TPV AT TN YOPHyNon.
Ao otouaTog ¥prion

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

Na puAdooetatl o Béomn, TV omoia d€ PAEmOLV Kal dev mpoceyyilovy Ta Toudid

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEYX XYYNOHKEYX ®YAAEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/008 30 dioxio
EU/1/11/713/009 100 dioxio.
EU/1/11/713/010 200 dioxkio.

13. APIOGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 250 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAneHEvTo LoVadIKO avayVOPIoTIKO
K®OIKO.

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

PC: {apBuoc} kmdikdg mpoidvtog]

SN: {opBudc} [apBudc oepdc]

NN: {ap1Buog} [eBvikdg apBudc amolnuioong 1 aGAlog eBvikdg aptBdg yio Tov TPpocsdlopiod Tov
QOPUOKEVTIKOD TPOTOVTOG]
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ENAEIZEIX ITIOY HPEIIEI NA ANATPA®ONTAI XTHN AMEXH XYXKEYAXIA

Emonqpavoen emkolvppéveov pe Aerto vpévio oekiov 250 mg o€ TeEPEKTEG OLOKIMV

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 250 mg diokia
AefeTipakeTdun

| 2. TLYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Ka0e oioxio mepiéyet AePetipaxeraun 250 mg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
100 dowoxia
200 dokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YpNIoNG TPV AT TN YOPHyNon.
Ao otouaTog ¥prion

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

Na puAdooetatl o 0éom, TV omoia d€ PAEmOLV Kal dev mpoceyyilovy Ta Toudid

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEYX XYYNOHKEYX ®YAAEHX

30



10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX

[Aoyotumo Actavis]

‘ 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/008 30 dioxia
EU/1/11/713/009 100 dioxio
EU/1/11/713/010 200 dioxio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TAHPO®OPIEE IE BRAILLE

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovri ya blister aiovpviov/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 250 mg emkolvppéva e AenTto VEVIO dloKia
AefeTipakeTdun

| 2. TLYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Ka0e emcodoppévo pe Aemtd vuévio diokio mepiéyel Aefetipaketdun 250 mg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

20 gmicoAvppévo pe AETTO VUEVIO O1oKia

30 emkoAlvppéva e AemTd VUEVIO oK,

50 emkalvppéva pe AeTTO DUEVIO O1oKIa

60 emkalvppéva pe AETTO VUEVIO O1oKIa
100 emkaAvppéva pe Aemtd vUEVIO diokio
120 emkaAvppéva pe AETTO LUEVIO dloKio
200 gmkoAvppéva e AETTO LUIEVIO dloKin
60 x 1 emuoAoppéva pe AemTd VEVIO dloKia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To POALO 0INYIOV XPHONG TPV OO TN YOPNYNOT.
Amo6 oTtOUATOC Yp1IoN

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v onoia o PAETOVY Kot dev Tpoceyyilovy Ta ool

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEYX ®OYAAEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/001 20 Sioxia
EU/1/11/713/002 30 Sioxio
EU/1/11/713/003 50 dioxia
EU/1/11/713/004 60 dioxio
EU/1/11/713/005 100 dioxia
EU/1/11/713/006 120 dioxia
EU/1/11/713/007 200 dioxio

dtatpnro blister, povddwv d6onc:
EU/1/11/713/041 60 X 1 dioxic

13.  APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

| 15. OAHTIEX XPHEHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 250 mg
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17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

A160146T0T0C YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAneBEvTo LOVAOIKO avayVOPIGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {apBuoc} kmdikdg mpoidvtog]

SN: {opBudc} [ap1Budc cepdc]

NN: {ap1Ouodg} [e0vikdg apBudc amolnuimong 1 dGArog 0vikog aptOpog yio ToV TPoGdIoPIGHO TOV
QOPUOKEVTIKOD TPOTOVTOG]
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
BLISTER 'H XTIX TAINIEX

Yvokevaoieg blister 1o emkalvppéva pe Aewtod vpévio owokio 250 mg

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 250 mg diokia
AefeTipakeTdun

‘ 2. ONOMA KATOXOY THX AAEJAY. KYKAO®OPIAX

[Aoydtumo Actavis]

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti emkoioppévov pe Aento vpévio orokiov 500 mg cg meprékteg dioKi®V

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 500 mg emukolvppéva pe Aentd vEVIO dloKia
AefeTipakeTdun

| 2. TLYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Kabe emcodvppévo pe Aemtd vuévio diokio mepiéyel Aefetipaketdun S00 mg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emkolvpupéva pe AETTO DUEVIO d1oKia
100 emkaivppéva e AETTO LUEVIO dloKin
200 emikoAvppéve pe AETTO VIEVIO O1oKia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OALO 0INYIDV YPNoNG TPV AT TN YOPNYNon.
Ao otouaTog Yprion

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

Na puAdooetatl o Béom, TV omoia d€ PAEmOLV Kal dev mpoceyyilovy Ta Tandid

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEYX XYYNOHKEYX ®YAAEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/018 30 dioxia
EU/1/11/713/019 100 dioxio.
EU/1/11/713/020 200 dioxkio.

13. APIOGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 500 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPAUU®TOS KDOKAS (2D) Tov eépel Tov TeptAn@EvTo LoVadIKO avayvOPIoTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {ap1Budc} kwdikdg mpoidvtog]

SN: {opBudc} [op1Budc oepdic]

NN: {ap1Opog} [eBvikdg apBudg amolnuimong 1 dArog eBviKog aptBpog Yio Tov TPOGOIOPIGHO TOV
QOPUOKELTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY HPEIIEI NA ANATPA®ONTAI XTHN AMEXH XYXKEYAXIA

Emonqpavon emkolvoppévov pe Aerto vpévio owokiov 500 mg og TeplEkTeg O1oKiMV

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 500 mg diokia
AefeTipakeTdun

| 2. TLYNOEXH IE APAXTIKH(EX) OYEIA(EY)

Ka0e oioxio mepiéyet AePetipaxeraun 500 mg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
100 dowoxia
200 dwoxkia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To QOALO 0INYIDV YpNIoNG TPV AT TN YOPHyNon.
Ao otouaTog ¥prion

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

Na puidocoetal o€ Oéom, TV onoia o PAETOVY Kot dev Tpoceyyilovy Ta. ool

‘ 7. AAAH(EY) EIAIKH(EYX) IIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHZHX

EXP

9. EIAIKEX XYNOHKEYX ®OYAAEHX
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Aoyotumo Actavis]

‘ 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/018 30 dioxia
EU/1/11/713/019 100 dioxio
EU/1/11/713/020 200 dioxio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovri ywa blister aiovpiviov/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 500 mg emukaAvppéve, e Aento vuéVIo diokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 500 mg.

3. KATAAOI'OX EKAOXON

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

20 gmikodvppévo, pe Aemtd VUEVIO d1okia

30 emkolvppéva pe AETTO DUEVIO O1oKIa

50 emkodvppéva pe Aemtd vEVIO dtoKia,

60 emkolvppéva pe AETTO DUEVIO O1oKIa
100 emkaAvppéva Pe AETTO LUEVIO dlokio
120 emikaAvppévo pe Aemtd vuévio diokio
200 gmkoAvppéva e AETTO LIEVIO SloKin
60 x 1 emkaAvppéva e AETTO VUEVIO dloKin

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPacTe T0 PUALO 0INYIOV ¥PNONG TPV OO T YOPNYNOT.
Ao otoUaTOS PO

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

Na puidocoetal o€ 0éom, TV onoia o PAETOVY Kot dev Tpoceyyilovy Ta. Todd

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHZHX

EXP

9. EIAIKEX XYNOHKEYX ®OYAAEHX

40



10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/011 20 dioxia
EU/1/11/713/012 30 dioxio
EU/1/11/713/013 50 Sioxio
EU/1/11/713/014 60 Sioxio
EU/1/11/713/015 100 dioxia
EU/1/11/713/016 120 dioxia
EU/1/11/713/017 200 dioxia

dwaTpnro blister, povddwv d66MG:
EU/1/11/713/042 60 X 1 diokio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 500 mg

17.  MONAAIKOX ANATINQPIZTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A16d100T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov meptineBévta LovadiKo avoyvepLoTIKO
KOOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {apBpoc} kmdikdg mpoidvtog]

SN: {op1Budc} [apBudc cepdc]

NN: {ap1Buog} [eBvikdg apBpdc amolnuioong 1 aGAlog eBvikdg aptBpdc yio Tov Tpocsdlopiopid Tov
QOPUOKEVTIKOD TPOTOVTOG]
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANATI'PA®ONTAI XTIX XYXKEYAXIEX
BLISTER 'H XTIX TAINIEX

Yvokevaoieg blister 1o emkalvppéva pe Aewtod vpévio owokio S00 mg

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 500 mg diokia
AefeTipakeTdun

‘ 2. ONOMA KATOXOY THX AAEJAY. KYKAO®OPIAX

[Aoydtumo Actavis]

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

Kovti emkoioppévov pe Aemtod vpévio dwokiov 750 mg og mePLékTeg dSioKimV

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 750 mg emucolvoppévo. pe Aentd vuévio diokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 750 mg.

3. KATAAOI'OX EKAOXQN

ITepiéxouv ) ypwotikn ovoia sunset yellow (E110). BA. @0OAA0 0dnyidv ypiong Yo TEPIGGOTEPEC
TANPOPOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emucolvppéva pe Aemtd véVio StoKia
100 emucorloppéva pe Aemtd LEVIO dloKia
200 gmicoAvppévo pe AEmTTo VUEVIO dloKial

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO T YOPNYNOT.
Amo6 oTOUATOC 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€ 0éom, v onoia o PAETOVY Kot dev Tpoceyyilovy Ta ool

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIL), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEZHX

EXP

9. EIAIKEX YYNOHKEY OYAAEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/028 30 dioxia
EU/1/11/713/029 100 dioxio.
EU/1/11/713/030 200 dioxkio.

13. APIOGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 750 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A160146T0T0G YPAUU®TOS KDOKAS (2D) Tov eépel Tov TepAn@BEvTo LoVadIKO avayvVOPLoTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {opBuoc} kwdikdg mpoidvtog]

SN: {opBudc} [ap1Budc oepdic]

NN: {op1Ouog} [eBvikdg apBpdc amolnpimong 1 GAlog eBvikdg apBpds yio Tov Tpocsdlopiopd tov
QOPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN AMEXH XYXKEYAXIA

Emoipavon emxaioppévov pe Aemtd vpévio diokiov 750 mg og mePLEKTES OLGKI®V

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 750 mg diokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e diokio mepiéyet AePetipaxeraun 750 mg.

3. KATAAOI'OX EKAOXQN

ITepiéxouv ™ ypwotikn ovoia sunset yellow (E110).

4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
100 diokia
200 dokio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaoTe To POALO 0INYIOV XPHONG TPV OO TN YOPNYNOT.
Ao otouaTOg Yp1ion

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, v onoia o PAETOVY Kot dev Tpoceyyilovy Ta ool

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

‘ 8. HMEPOMHNIA AHEZHX

EXP

9. EIAIKEYX YYNOHKEY OYAAEHX

46



10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Aoyotumo Actavis]

‘ 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/028 30 dioxia
EU/1/11/713/029 100 dioxio
EU/1/11/713/030 200 dioxio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovri ywa blister aiovpiviov/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 750 mg emukaAvppéve, e Aento vpuéVio diokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e emuxorlvppévo pe Aemtd vpévio diokio mepiéyet Aefetipaxetdun 750 mg.

3. KATAAOI'OX EKAOXQN

IIepiéxouv ) ypwotikn ovoia sunset yellow (E110). BA. @0AA0 0dnyidv ypiong Yo TEPIoGOTEPES
TANPOPOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

20 gmkodvppévo pe AemTtd VUEVIO d1okia
30 emkolvppéva pe AETTO DUEVIO O1oKIa
50 emkodvppéva pe Aemtd vEVIO dtoKia,
60 emcolvppévo pe AeTTO VUEVIO O1oKIa
100 emkaAvppéva pe AETTO LUEVIO dloKio
120 emikaAvppévo pe Aemtd vuEVIo diokio
200 gmkoAvppéva e AETTO LUIEVIO SloKin

| 5. TPOIOX KAI OAOX(OI) XOPHTHEHE

AwBdote To QUALO 0INYIDV YPNONG TPV AT TN YOPTYNOoN.
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 puidooetar o€ Béom, v onoia o PAETOVY Ko dev mpoceyyilovv ta madd

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIL), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX ®OYAAEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjorour
Iohavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/021 20 Sioxia
EU/1/11/713/022 30 Sioxio
EU/1/11/713/023 50 dioxia
EU/1/11/713/024 60 dioxio
EU/1/11/713/025 100 dioxia
EU/1/11/713/026 120 dioxia
EU/1/11/713/027 200 dioxio

13. APIGMOX ITAPTIAAX

Lot

‘ 14, TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 750 mg

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

A163106T0T0¢ YPOUU®TOC KOdKag (2D) mov pépet Tov meptin@Bévta, Lovadiko avoyvmpPLoTIKO
K®OKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {apBpoc} kmdikdg mpoidvtog]

SN: {op1Budc} [apBudc cepdc]

NN: {ap1Buog} [eBvikdg apBpdc amolnuioong 1 aGAlog eBvikdg aptBpdc yio Tov Tpocsdlopiopid Tov
QOPUOKEVTIKOD TPOTOVTOG]
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANATI'PA®ONTAI XTIX XYXKEYAXIEX
BLISTER 'H XTIX TAINIEX

Yvokevaoieg blister 1o emkalvppéva pe Aewtod vpévio owokio 750 mg

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 750 mg diokia
AefeTipakeTdun

‘ 2. ONOMA KATOXOY THX AAEJAY. KYKAO®OPIAX

[Aoydtumo Actavis]

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

Kovti emkaioppévov pe Aentod vpévio owokiov 1000 mg oe meprékteg dioKicv

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 1000 mg emkaAvppéva pe AewTo LUEVIO dlokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e emukolvppévo pe Aemtd vpévio dtokio mepiéyet Aefetipaxetdun 1000 mg.

3. KATAAOI'OX EKAOXON

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emkolvpupévo pe AETTO VUEVIO d1oKia
100 emucorloppéva pe Aemtd LUEVIO dloKia
200 gmikoAvppévo pe AETTo VUEVIO dloKia

| 5.  TPOIOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO T YOPNYNOT.
Ao otouaTog ¥pron

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia o PAETOVY Kot dev mpoceyyilovv ta madd

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIL), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX OYAAEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/038 30 dioxia
EU/1/11/713/039 100 dioxio.
EU/1/11/713/040 200 dioxkio.

13. APIOGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 1000 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAneHEvTo LoVadIKO avayVOPIoTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {opBuoc} kwdikdg mpoidvtog]

SN: {opBudc} [ap1Budc oepdic]

NN: {op1Ouog} [eBvikdg apBpdc amolnpimong 1 GAlog eBvikdg apBpds yio Tov Tpocsdlopiopd tov
QOPUOKEVTIKOD TTPOTOVTOG]
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN AMEXH XYXKEYAXIA

Emoipavon emxoioppévov pe Aemtod vpévio dwokiov 1000 mg og meprékteg diokicv

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 1000 mg diokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e diokio mepiéyet AePetipaxerapun 1000 mg.

3. KATAAOI'OX EKAOXON

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
100 dwoxia
200 dokio

| 5.  TPOIOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO T YOPNYNOT.
Amo6 otouaTog Yo

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

Na puAdooetal o Béom, TV omoia d€ PAEmOLV Kal dev mpooeyyilovy Ta Toudid

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEH(EIL), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEYX XYYNOHKEYX ®YAAZEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

[Aoyotumo Actavis]

‘ 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/11/713/038 30 dioxia
EU/1/11/713/039 100 dioxio
EU/1/11/713/040 200 dioxio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TMAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovri ywa blister aiovpiviov/PVC

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 1000 mg emkaAvppéva pe AewTo LUEVIO dlokia
AeBeTipaKeTdun

| 2. TYNOEZH IE APAXTIKH(EX) OYZIA(EL)

Ka0e emukolvppévo pe Aemtd vpévio dtokio mepiéyet Aefetipaxetdun 1000 mg.

3. KATAAOI'OX EKAOXON

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

20 gmcodvupévo, pe AemTTd VUEVIO d1oKia

30 emkolvppéva pe AETTO DUEVIO O1oKIa

50 emkodvppéva pe Aemtd vEVIO dtoKia,

60 emkolvppéva pe AETTO DUEVIO O1oKIa
100 emkaAvppéva Pe AETTO LUEVIO dlokio
120 emikaAvppévo pe Aemtd vuévio diokio
200 gmkoAvppéva e AETTO LUIEVIO SloKin
60 x 1 emkaAvppéva e AETTO VUEVIO dloKin

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacTe T0 PUALO 0INYIOV ¥PHONG TPV OO TN XOPNYNOT).
Ao otoUaTOS PO

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

Na puldcoetal o€ 0éom, TV onoia o PAETOVY Kot dev mTpoceyyilovy Ta, Tadd

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHZHX

EXP

9. EIAIKEX XYNOHKEYX ®OYAAEHX
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Actavis Group PTC ehf.
220 Hafnarfjordur
IoAavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/713/031 20 dioxia
EU/1/11/713/032 30 dioxio
EU/1/11/713/033 50 dioxio
EU/1/11/713/034 60 dioxio
EU/1/11/713/035 100 dioxia
EU/1/11/713/036 120 dioxia
EU/1/11/713/037 200 dioxia

dwaTpnro blister, povddwv d66MG:
EU/1/11/713/043 60 X 1 diokio

13. APIGMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'l A TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Levetiracetam Actavis 1000 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

A160146T0T0G YPAUU®TOS KDOKAS (2D) Tov pépel Tov TepAn@BEvTo LoVadIKO avayVOPIoTIKO
K®OKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC: {apBpoc} kmdikdg mpoidvtog]

SN: {op1Budc} [apBudc cepdc]

NN: {ap1Buog} [eBvikdg apBpdc amolnuioong 1 aGAlog eBvikdg aptBpdc yio Tov Tpocsdlopiopid Tov
QOPUOKEVTIKOD TPOTOVTOG]
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANATI'PA®ONTAI XTIX XYXKEYAXIEX
BLISTER 'H XTIX TAINIEX

Yvokevaoieg blister 1o emkaivppéva pe Aewto vpévio owokio 1000 mg

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levetiracetam Actavis 1000 mg diokio
AefeTipakeTdun

‘ 2. ONOMA KATOXOY THX AAEJAY. KYKAO®OPIAX

[Aoydtumo Actavis]

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA

59



B. ®YAAO OAHI'TQN XPHXHX
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@viro oonyOv ypiong: IIAnpogopics yia Tov ac0evi)

Levetiracetam Actavis 250 mg emkoivppéva pe Aewtod vpévio oroKia
Levetiracetam Actavis 500 mg emkolvppéva pe AewTod VUEVIO OLGKIN
Levetiracetam Actavis 750 mg emkoloppéva pe LeTTo VPEVIO dLoKia
Levetiracetam Actavis 1000 mg smukaloppéve, pe Aewtd vpuévio diokia

AePetipokeTaun

AP aoTE TPOCEKTIKA OAOKANPO TO PVALO 00N YLDV YPNOGNGS TPV £6EIC 1] TO TAOL 60C apyiceTE VA
TAIPVETE GVTO TO PAPLAKO, OLOTL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

DdvAidEte avTd TO EUALO 0dNYIOV YpNong. Towg ypelootel va to dfdacete Eovd.

Edv éxete mepartépm amopieg, pOTNGTE TOV YIUTPO GOG 1) TOV POPLOKOTOLO GOG.

H ocvvtayn yio avtd 10 pdppoko xopnyndnke amokAelotikd yio oag . Agv mpénet vo SOCETE TO
QAPLOKO 0€ GALOVG. Mmopei va, Tovg TPOKUAEGEL PAGPT, OKOLO KOt OTOV TO GUUTTMOOTO TG
acBévelog Tovg givat 1010 e Ta S1Kd GO,

Edv mapoatmpnoete kamowo avemBOUNTN VEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUAKOTOLO
c0G. AVt 1oy0eL Kat Yo kKaBe mhovi) avemBOUNTN EVEPYELL TOV OEV OVAYPAPETOL GTO TALPOV
@OALO odNyumV ypnone. BAéme mapdypago 4.

T epréyer To Tapév eOALO 00N YLOV:

ok~ wnE

1.

Tt etvau to Levetiracetam Actavis kat ot gtvat 1 xprion Tov
T npémet va yvopilete Tpv ndpete 10 Levetiracetam Actavis
[og va mapete o Levetiracetam Actavis

[MBavég avemBounteg evépyeteg

ITodg va puldooete 1o Levetiracetam Actavis

[epreydpeva g cvokevacio Kot Aouég TANPOPOpieg

T givar to Levetiracetam Actavis kot o givar 1 (p1jon Tov

H AeBetpaxetdun eivotl éva avTiemAnmTiKd aproKko (QAPLOKO TO 0TOI0 ¥PNCUYLOTOIEITOL Y10, TN
Oepancio TV kpioewv emAnyiag).

To Levetiracetam Actavis ypnoiponoteitol

®G LOVO QAPLOKO G EVAAIKES Kat EpNPovg and 16 etdv pe veodayvacheioa emAnyia, yio
Bepameio evog ouYKeKPILEVOL TOTOL emANYiac. H eminyia givor pia wdOnon oty omoia ot
acOeveic eupaviCouv emavarapfovoueveg kpicelg (eminnrikég kpioelc). H AePetipaketaun
YPNOWOTOLEITAL Y10 TOV TOTO EKELVO TNG EMANYING GTOV OTTOI0 O1 EMANTTIKES KPIGES apyiKaL
TPocPdAiovy pdvo pia TAeVPA TOV EYKEPAAOV, ALY, LETEMELTA, UTOPEL VO ETEKTOOOVY G
LEYOADTEPES TTEPLOYES KO OTIG OVO TAEVPES TOV EYKEPAAOV (EMANTTIKY KpioT €0TINKNG EvOpENG
ue N xopic devtepoyevn yevikevon). H Aefetipaxetaun cog yopnyndnke and 10 yoatpd cog yio )
peimwon Tov aplfod TV EMANTTIKOV KPIoEWV.

GUUTANPOUOATIKAE e GAAL AVTIETIANTTIKA QApLoKa Yo T Oepameio:

®  TOV EMANATIK®OV KPICEWOV EGTIOKNG EVAPENC LLE 1 YWPIG YEVIKELOT GE EVIAIKEC, Epovug,
Tond1d ko Bpéen nAkiog omd 1 pnvoc.

®  TOV HLVLOKAOVIKQOV Kpicemv (Ppayeieg, OTOCUOIKES 0KOVGIES KIVIGELS EVOC HVOC 1) piog
OAdOG HVMV) 68 EVAMKES Kal epriBovg amd 12 eTmV [e VEAVIKT LVOKAOVIKT AN,

*  TOV TPOTONADNDS YEVIKELUEVOV TOVIKOKAOVIK®V KpicewV (coPapég kpioelg 6Tig omoieg
TEPAAUPAVETOAL 1] ATOAELD, CLVEIONONG) O€ EVIAAIKES Kol €poug nAkiac omd 12 €TV e
10romadn yevikevpévn eminyia (To €160¢ ¢ emANyiog Tov ToTedeTol OTL £YEL IO
YEVETIKN outia).
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2. T apéner vo, yvopilete Tpwv napete to Levetiracetam Actavis

Mnyv napete to Levetiracetam Actavis
e ¢ mepintoon oArepyiog otn AEPETIPOKETAUN, GTO TVPPOASOVIKE TOPEY®OYA 1| GE OTO1001TOTE
GAX0 07O TO GLGTOTIKG CVTOD TOV PAPUAKOL (AVAPEPOVTUL GTHV TAPEYPOPO 6).

IIposcidomomcelg Kot TpoPuAGEelg

Amevbuvieite otov yatpd oag mpwv Tapete To Levetiracetam Actavis.

e Edav vmopépete and mabnon veppmv, axolovnote Tig 0dnYieg Tov YloTpov cag. Avtdg/avt Oo
amo@ociostl av 1 8001 cog Bo TPEMEL VO TPOGUPLOCTEL.

o Av mapotnpnoete omoladnmote EMPPaduven TNV avanTuén Tov Td100 GOG 1) OTOLNONTOTE
Eavikn emtdyyvvon g epnPeioc, Tapakaieiodes va amevbuvbeite otov YiaTpd coc.

e 'Evoc pkpdg oplfuog oatoépmv mov vroPAndnkav o€ Oepameion PE QVIIETANTTIKA OTMOG TO
Levetiracetam Actavis gu@dvicav OKEWELS OLTOTPALHATIONOD 1 avTtokTtoviog. Av  €xete
CUUTTOUOTO KOTAOAYNG KOUT 10E0GHLOD OVTOKTOVIOG, TOPUKUAEIOTE VO, EMKOIVMVICETE UE TOV
Y1oTpd GoC.

e Edv éyete owoysvelokd 1 10TPIKO 1GTOPIKO OKOVOVIGTOL KOPOOKOV puluol (eppavég oe
NAEKTPOKAPIOYPAPNUQ) 1 €GV TTAcyeTe omd vOGo M/kar AouPavete Oepameion mov cog kabiotd
EMPPETEIC 0€ AVOUOAIES TOL KAPIIOKOD TOALOD 1| AVIGOPPOTIEG AAATOV.

Evnuepmaote Tov yiatpd 1| TOV QOPUOKOTOLO GOG AV KATO0 Ao TIG akOA0LOeg avemBounTeg

gvépyeteg yivetor cofopn| 1 dtopkel TEPIOGOTEPO MO PEPIKEG NUEPEG:

. Mn evcroroyikéc oxéyels, aicOnua evepediotdTNTOC 1| OVTIOpOoT TTo EMOBETIKN am' OTL
oLVNOW®G, 1 OV EGELG 1 1 OIKOYEVELL GOG KOl OL OIAOL GO TOPATNPYCETE CNUAVTIKES QALOYEG OTN
d140eon M| TN cVUTEPLPOPA.

. Emwdeivoon g eminyiog:

O1 eminmtikég Kpioelg cog Pmopel o€ GTAVIEG TEPITTMOCELS Vo eMOEV®BOUV 1 var avénbel
GLYVOTNTA TOVG, KLPIMG KATA TN SLAPKELD TOV TPMTOL PNva LETE TV Evapén tng Bepameiog 1
v avénon g d66NG.

e (o ToAD omhvia, Lopen EmANWiag Tpmung Evapéing (eminyio mov oyetileton pe
petoArdEerg oty SCNEA) mov Tpokodel TOALATAOVG TOTOVG EMANTTIKOV KPICEWV Kot
ondOAEL OEEIOTNTMOV, UTOPEL VO TAPATNPNCETE OTL Ol EMANTTIKEC Kpioelg eEakoAovbovy va
VIAPYOLV 1] EMOEWVAOVOVTOL KATA TN dtdpkela TG Oepaneiog cog.

Edqv epoovicete kmolo and avtd ta vEa GLUTTOWOTO KoTd T Ay tov Levetiracetam Actavis,
emokePOeite Evav 10TPO TO GLVTOUOTEPO dVVATO.

Mowora ko £gnpor
To Levetiracetam Actavis dgv evdegikvutal o€ Toudid kot piPovg Kato tov 16 eTdv ©¢ Hovo
oappoko (povoBepameio).

Alha @appoxo kou Levetiracetam Actavis
Evnuepmote tov yiatpd 1| TOV QOPLOKOTOLO GOG EAV TAIPVETE, £XETE TPOSPATO TAPEL 1 LTOPEL VoL
TAPETE AAAOL QAPLLOKOL.

Mnv mépete paKkpoykoAn (va eapoKo oV ¥PNOLOTOLEITOL MG KABAPTIKO) Yo o dpa TPty Kot pio
oOpo LeTd ™ ANym AePeTIPaKETAUNG, KABMG avTd Pmopel vo 00N YNOEL GE ATOAELN TNG ETIOPACTG TNG.

Kitnon ka1 Onraocpég

Edv elote éyxvog 1 Onidlete, vouilete 0TL pmopel va glote £yKvog 1 oXed1ALETE VO, ATOKTOETE MO,
{ntote ) GVUPOVAN TOL Y1OTPOL GOG TPV TAPETE AVTO TO PApuako. H AePetipaxetaun pmopet va
ypnoporonOel katd tn dtbpKee TG EYKLHOGVUVNG LOVO €0V HETA amd TPoceKTIKT a&loddynon Kpibet
OvVOYKoio amd ToV Y1Tpd Gog.

Agv Ba tpémet vo dtokdmtete T Oepameia cog ympig va to GuINTHOETE LE TOV Y1UTPO GG,

Agv pmopel va anokAeloTel TEAEIG 0 KIVOUVOG ELPAVIONG GUYYEVOV AVOUOAMV 6TO Todi GO oL
dev €xet yevvnOel axopa.
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Ag cvviotdton 0 Onhacpog katd T didpketo g Oepaneiog.

001yNoN Ko YEPIGUOS POV RATOV

To Levetiracetam Actavis umopei va eTnpedscel Ty KavotTTd cog va odnyeite | va yepileote
gpyoreio M pnyovipota, S10TL UTopEl va 6ag TPokaAEGEL vvNAid. Avto givar mbBavdtepo oty apyn
¢ Bepameiag N Emetta amd avénon g 06omnG. Aev Ba mpémetl va odnyeite i) va yepileote unyovinuaTo
£€w¢ 0tov emPeforwbel 0TI 1 IKAVOTNTA COG VO TPAYLATOTOLEITE TETOLEG OPAGTNPLOTNTES OEV
emnpedletat.

To Levetiracetam Actavis 750mg diokia mepréyer sunset yellow (E110)
H ypwotikn ovoia sunset yellow (E110), pmopei va tpokaAécel aALEPYIKES OVTIOPACELS.

3. Iog va mapete o Levetiracetam Actavis

[Tavtote va maipvete 0VTO TO PAPLOKO OVGTNPE COLPOVO. LE TIC 0d1YIEG TOV YLOTPOV 1| TOV
oopuoKonolov cag. Eav xete apeiPolrieg, potiote ToV y1aTpd 1| TOV QOPUAKOTOLO GOG.

[Tapete Tov apBpd diokiovv cOUE®VA LE TIG 001YiES TOV Y1OTPOD COC.
To Levetiracetam Actavis tpénetl va Aapupavetor Vo opég v nuépa, pia o mTpoi kot pia to Ppddv,
nepimov v id1o dpa KAbe pépa.

Sovuninpouatiky Osparcia kot povobepaneio (amo 16 etmv)

. Evijlhkeg (=18 erv) ko épnpor (12 £émg 17 erv) Bapovg 50 kg 1 dvo:
Yvviotmdpevn 86om: petagd 1000 mg kot 3000 mg nuepnoing.
Otav apyicete va maipvete Levetiracetam Actavis, o yutpog 0o caG GLVTOYOYPOPNOEL L0
xopnAotepn d6on yio Tig 2 efdopdoeg mov Ba Tponynbovv ¢ yaunAdTEPNG NHEPTCLOS OGN,
Hopaderyua: ov n nuepnoia doon cog rpoopiletor va givou 1000 mg n uerwuevy 6oon Evopéng
eivau 1 diokio twv 250 mg 1o mpwi kot 1 diokio twv 250 mg 1o fpadv kar n doon Go. avénbei
oTa010K G, tuEYpl va. prdoet to, 1000 mg v nuépa peta omo 2 efdoudosg.

. "Eonpor (12 to¢ 17 eradv) papovg 50 kg ) Aryotepo:
O ywatpog cag Oa GOg GUVTAYOYPUPNGEL TNV TALOV KATAAANAN QOPLOKOTEXVIKT LOPOT TOV
Levetiracetam coupava pe to Bapog kat t do6om.

Aocoroyia og Bpéen (1 pnvoc £mg 23 unvev) kot Todtd (2 £og 11 eTdv) pe copatiké apog
Kato and 50 kg:

O ywTpdg 00G B GLVTAYOYPUPNGEL TNV KATAAANAGTEPT Hopen Tov Levetiracetam Actavis, cOUQvaL
pe v nAio, to Bépog kot tn d06oN.

"Eva otopotikd dtdlopa eivot £vo 6KeDAGHA Lo KOTAAANAO Yo Ta fpEepn Kot Toudid NAKiog KAt Tmv
6 etV Kot o€ Toud1d ko epPovg (6-17 eTdV) e copatikod Papog kKatw and 50 kg kat dtav ta diokio
dev emttpEémovy TV akpPr docoAoyia.

Tpomog yoprynong

Koatanivete ta diokia Levetiracetam Actavis [l apKeT TOGOTNTA KATOLOL VYPOL (7., £va TOTNPL
vepd). Mropeite va mapete to Levetiracetam Actavis pe 1 yopig tpoen. Metd ) yopriynon amd to
OTOUO UTOPEL VO EPOAVIGTEL 1) TTIKPT| YOO TNG AEPETIPAKETAUNG.

Awdpkelo g Bepameiog

e To Levetiracetam Actavis ypnotponotgitot yio ypovia aywyn. H Ogpancio pe Levetiracetam
Actavis mpénet va cuveyiletal yio 660 Ypovikd SLUoTNUE GUVIGTA O YI0TPOG OO,

e  Mn GTOUOTNGETE TNV OY®YT GOG Y®PIC TN cLUPOVAT TOL Y1aTPOD oag, KABMS 1 SLOKOTN TNG
Oepamneioc pmwopel va 0dNyNoeL oTny avéNon TV Kpicewy.

63



Eav wapete peyordtepn d6on Levetiracetam Actavis amd tnv kavoviki

O mBavég avemBounteg evépyeleg Tng vIePdosoroYiag ivar vtvnAia, d1€yepon, exbpdtnra, peimon
NG EYPNYOPONG, KATOGTOAN TG OVOTVONG KO KMLLOL.

Emkowvmvnote pe tov y1atpo cag edv £xete mapel meptocoTepa diokio amd oca Bu Empene. O yloTpog
caG 0o amoPacicel TNV KOADTEPT SUVOTOV AVTILETAOTION TNG VIEPOOGOAOYING.

Edv eyboete va mapete 10 Levetiracetam Actavis

Emkowvoviote pe tov yiutpd cog v €xete mapoAeiyel pio 1 mEPIGCOTEPEG
d0oelc. Mnv maipvete SImA dOCT Y0 VO, AVATANPMOETE TPOTYOVLEVT OGN TOL
Eeybdoarte.

Edv otapatijogte va maipvere Levetiracetam Actavis

e mepintmon dokomng g Oepancioc, To Levetiracetam Actavis mpémet va dtokdnteton Babpiaia yio
va amopevybel n emdeivmon tov kpicewv. Eav o ylatpdc cog amopacicel vo oTtapotnost ) Oepaneia
pe Levetiracetam Actavis cog, avtdc/avt 8o cog ddoEL 00NYieg OYETIKA [E TN OTOSWOKT ATOGLPCN
tov Levetiracetam Actavis.

Edv éyete meplocOTEPES EPOTNOEIS GYETIKA LE T YPNOT] CVTOV TOV PUPHAKOV PMTNGTE TOV YATpd 1)
TOV QAPLOKOTOLd GOC.

4, IMBavéc avemOBOuNTES EVEPYELES

Onwc 6Aa ta eappoka, £T61 Kot ouTO TO QAPHOKO LTOPEl Vo TPOKOAEGEL AveMBOUNTES EVEPYELEG, OV
Kot dev Tapovstdfoviarl g OAOVG TOVG 0vVOPMOTOVG.

Evnuepdote apécme Tov Y10Tpo 600G, | TNYUIVETE GTO TUI O ETEVYOVTOV TEPLOTATIKOV TOV
TANGIEGTEPOV VOGOKOUEIOV, EAV ENQPUVICETE:

e advvapia, Taon Amobvpiag 1 {aAn 1 dSuokoria GTNV avamTvon, KoM avTd umopel va etvat
CLUUTTOUOTO GOROPNG OAAEPYIKNG (AVOPLAOKTIKNG) avTidpaong

e  0idNUO TOV TPOCOTOV, TOV XEMDV, TNG YADCOHS KoL TOL eAapvyya (oidnua tov Quincke)

o  Ypmm®ON cuunT®paT Kot EEAVON IO 6T0 TPOoWOTO oL aKoAovbeitat amd ekteTapévo eEAvOn
pe vynAo mopetd, avénuéva emninedao NratTikdv evEOU®V oTIC EEETACELS AilaTOC Kal avENUEVO
apOpd €vOG TOTTOL TOV AEVKAV aocPalpiov (Nootvo@iiia), S0YKOUEVOUG AEUPAOEVES KOl
CULULETOYT GAL®V OPYAVEOY TOV GOUATOS (AVTIOPAOT OTO PAPLOKO [E NOCVOPIALN KoL
ovotnuotikd copmtopoto [DRESS])

®  GUUTTOMOTO OTTOC YOUNAOC OYKOC 0VP®V, KOVPOGT], VOLTIH, ELETOC, GVYYLON Kol 0idNUo TV
TOJIDV, TOV ACTPAYIA®VY 1] TOV KAT® AKpoV, KaB®G avtd pmopel va eivol COUTTONOTO E0QVIKNG
Heimong TG veQPIKNG Asttovpyiag

o Jepuatikd e£avOnua, To 0moio PIToPEl Vo oYNUATIGEL QAVKTAIVES KOl VO TAPEL TN LOPOT] LIKPOV
GTOYOEWMV AALOLOCEWDV (KEVIPIKES OKOVPES KNALOES TEPUKAELOLLEVEG OO Pidl TTLO YAMT TEPLOYN
HE £VaV 0KOVPO OAKTOUALO YOP® Ao TO TEPTYPOAUUR) (Tolbpoppo epdlnua)

o eKTETOUEVO EEAVOMUO LLE PAVKTOIVEG KO OTOAETION TOV OEPUOTOC, EOIKE YOP® atd TO GTOUM, TN
poTn, To PATIO KO ToL YEVVNTIKG Opyova. (advopouo Stevens-Johnson)

® Lo o cofapn Hopen eEAVONIATOC TOV TPOKAAEL ATOAETION TOL dEPUATOG OE TEPIOCOTEPO OO
70 30% ™G COUOTIKNG eEmMQAavelng (toliki emdeppuki vekpoioon)

e onueia coPapdV VONTIK®OV aALAY®OV 1 €6V KATOL0G YOP® GOG TOPATNPGEL GNUEIR GUYYLOTNG,
vvnAia (voota), apvnoio (amdAeio Lviung), EANPeacuevn pvnun (aenpnudoa), 1n euotoAoyikny
ouuUmEPIPOPA 1 GAAa veuporoyikd onpeio dnwg akovolec 1| Un eAEYXOUEVES KIVGELS. AVTA pmopel
VoL €IVl GUUTTOUOTA EYKEPOAOTAOELNG.

Ot 110 oVYVa avapepOpEVEG avemBOUNTES EVEPYELEC glvar 1| pvopapvyyitida, vavniia (VOoTa),
TOVOKEPOAOG, KOT®mon Kot {aAn. Katd v évapén g Bepanciog 1 pe adéEnon tng 66ong
avemBOUNTEG EVEPYELES OTTMC VOGTO, KOT®ON Kol (AAN pmopel va givor cuvnBéotepec. Ot evépyeteg
ouTéG Ba TPEMEL v ELOTTOVOVTOL [E TNV TAPOSO TOV YPOVO.
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IMoAv ovyvég: umopel va mposPairovv mtepiosotepovg ond 1 ota 10 dropa

pwoapuyyitda,
vvndia (vHoTa), TOVOKEQUAOG.

Yoyvég: umopei va pocfaiiovy €wg 1 ota 10 dtopa

avopeio (ammdAeto 6peEnc),

KaTabAY™, exOpKdTNTO 1 EMOETIKOTNTA, AYYOG, LIVNALL, VELPIKOTNTA 1] gvePEdioTOTN T,
omacuol, dtatapoyn TG oppomiag, CaAn (aicBnon actdbeioc), AMbapyog (EAlenym evépyetag
Kol evOoLGLaoHOoD), TPOHOG (AKOVGL0 TPELOVAO),

iMyyog (aicOnua TeploTpoPg),

Prixes,

KOWAKOC TOVOG, O1dppota, duomeyio (dvckorio oty Téy), EUETOC, VOUTIA,

eEavOnua,

advvapia /kOTmon (kovpao).

‘O ovyvég: pmopet va mposPdilovv émg 1 ota 100 dtopa

UEL®UEVOG aPOUOG OLOTTETOMMVY, LEIOUEVOS APIOLOC AEVKDY ALLOCOUIPI®Y,

peimon tov Papovg, avénon tov Pdpovg,

OMOMELPO.  OWTOKTOVIOG KOL OKEWEIC CLTOKTOVIOG, WUYIKN OlaTopayr], MU (QPUGLOAOYIKY|
ouumePPopd, yevdaicOnom, Bvpdg, ovyyvorn, Kpion movikod, cvvaicHnuotiky ootdbea /
Swkvpdvoels tng cvvaicOnuotikig diibeong, diéyepon,

apvneio (amdiea pvnung), exPdpoven g pvinung (tdom va Eeyvdre), un eLGIOA0YIKOG
oLVTOVIGHOG / atadio (EXBAPLVOT) TOV GUVTIOVIGOD TOV KIVIGEMV), TapolcOncio
(Lpunkiocpa), dtotapayn e TPocoyng (ATMOAELN TG CLYKEVTPOGNC),

duthonia (dutAn 6paon), Baumn 6paon,

avEnNUEVES / PN PLGIOAOYIKES TILES O eEETAGELG NIATIKNG Agttovpyiog,

TpromTmon, Exiepa, Kvnopoc,
poikn advvapio, poadyio (Loikdg TOvog),
KéKwon.

Yrawvieg: pmopei va tpocsPirriovy £o¢ 1 ota 1000 dropa

Aoipocn,

UEI®UEVOG aPOUOG OADV TOV ALILOCOUIPI®V,

coPapéc adlhepywcég avtidpaoelg (DRESS, avapviaktikg avtidpacn [coPapn Kot GnUavTikng
aAdepyikn avtidpaon], oidnue Quincke [TpNR&o T0V TPOGHOTOL, TOV YEMDY, TN YADGGOC Kol
Tov eapuyya]),

LELOUEVT] GUYKEVTPMOOT] VATPIOV GTO aijla,

OVTOKTOVIQ, JATAPOYEG TG TPOSOTIKOTNTAS (TPOPANLATO GCUUTEPIPOPAGS), U1 PVCIOAOYIKN
okéym (BpadvTnTa oKEYNG, AdVVALIN CLYKEVTP®ONG),

TOPUAT PN,

gykeporomadeia (PA. vroevoTTa «Evnuepmote apuécmg ToV YLuTpd GOC» Yo AETTOUEPT
TEPLYPAPT TOV CUUTTOUATOV),

mOavN EMOEVOON 1] ADENCT TG GLYVOTNTOG TOV ETANTTIKOV KPIGE®V,

ave&éleyKTol puikoi omacpol, Tov TPOSPAAAOVY TNV KEPOAY], TOV KOPUO KoL To AKPa, SVoKOAiN
EAEYYOL TV KIVIOEMV, VITEPKIVNGIO (VITEPOPOATTNPLOTNTAL),

petafoin tov kapdiokov puopov (61O NAEKTPOKAPIIOYPAPTILOL),

TOYKPENTITION,

NTOTIKY OVETAPKEL, NTATITION,

Eaevikn pelwon g veppikng Asttovpyiag,

depuratikd eEAvON L0, TO 0010 UTTOPEL VO GYNUATIGEL AVKTOLVES KO TOAPVEL TN LOPOT|
OTOYOEWMV OALOIDGEWDV (KNAIDEG e CKOVPOYPOUO KEVTPO KOl O)PT) TEPUPEPELD., 1] OTTOT0L
mepParietal and £va GKOVPOYPOUO SUKTUALD) (TTOADHOPPO epbbnua), eKTeTApEVO EEAVOMIO pE
QAVKTOIVEG KO ATOAETTIOT) TOV OEPUATOG, EOIKA YOP® OO TO GTOUM, TN KOTT, TO LATIO KO TOL
vevwnTikd 6pyave. (eovdpouog Stevens-Johnson) kot e o cofapr| LopPT| TOL TPOKAAEL
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QMOAETION TOV SEPHATOC O MEPLEGOTEPO amtd TO 30% TN cOUATIKNG EMPAVELNS (TodIKkh
EMOEPUIKT VEKPOAVON),

. papdopvdivong (Somacn Tov PVTKo 16ToV) Kot oYeTICopeVN avénon g
KPEATWVOPMOOQOKIVAOTG aipatoc. O emimolaoudg ival onuavtikd vynidtepog o€ lanmveg
acbBeveic og ovyKpion pe un lanwveg acbeveic,

o YOAOTNTA 1 SUGKOAIN GTO TEPTATN AL,

. GLUVOLOCUOG TVPETOV, HVTKNG SVGKAUYING, 0oTOO0DG aPTNPLOKNG TECNS Kol KAPOLOKNG
GLYVOTNTOG, GVYYLOT, XAUNAO eminedo cvveidnong (uropel va eivar onueia dratopoyng, n oroio
ovopaletal veupoAnTTikd KakomBeg cuvopopo). O eTUTOAAGHOG VAL OTLLOVTIKE DYNAOTEPOG
otovg lanmveg acbeveig cuykprtikd pe tovg un larnmveg acBeveis.

IMoA¥ oravieg: umopet vo mpocParlovyv €mg 1 ota 10.000 dropa
. EMOVOAAUPOVOLEVES AVETIOOUNTES GKEWYELG 1) 0UGONOELG 1) EMITUKTIKY AVAYKN VO KAVETE KATL
Eavd kat Eova (10£0WVYOVOYKOGTIKY dloTapoyr).

Ava@opd avemOounTOV evepyEL@dV

Edv mapotnprioete kamota avemBountn evépyeia, EVILEPMGTE TOV YIOTPO, TOV PUPUUKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYLEL KOt Yio KaOe Thavi avemBountr vEPYELD TOL OEV AVOPEPETAL GTO TOPOV
QUALO 0dMYIdY YprionG. Mropeite eniong va avaeépete avembounteg evépyeieg anevbeiog HEcw TOV
€0viKoD cLGTNHATOC OVOEOPAS Tov avaypdpeTar 6to [opdptua V. Méow g avapopdc
AVETOVUNTOV EVEPYEIDV UTOPEITE VO fONONGETE GTI GLALOYT TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOL.

5. Mog va puidooete To Levetiracetam Actavis
To @dppoko avTod TPETEL VO, PLAACGETOL GE PLEPT) TTOL deV TO PAETOVY KOl deV TO POEVOLY TO TOdLGL.

Na pn yprolonoteite 0vtd T0 PAPUOKO UETE TNV NUepounvia ARENG TOV avaypAPETAL GTO KOVLTI, TNV
emoNavon N ™ ocvokevacia blister petd ™ AéEn AHEH. H nuepounvia Anéng eivar n teAevtoia
HEPOL TOL PNVOL TTOV OVOPEPETOL EKEL.

Av1d 10 QApUaKOo deV amortel Wiaitepec cuvONKeg POAAENC.

Mnv metdte PApHOKA GTO VEPH TNG OTOYETEVOTG 1] 6T GKOVTIdW. PotNote ToV @apuakomold oag tmg
Vo TETAEETE TO. PAPLOKA TOV OEV YPNOLUOTOLEITE T AvTd ToL pétpa B fonbnicovv otnv mTpoctacio
ToV TEPIPAALOVTOC.

6. Iepreydpevo. TS GVOKEVOGING KOl AOTES TANpOPOpPiES
T epréyer to Levetiracetam ActavisH dpootikr ovsio ovopdaletal Aefetipaketdun.

‘Eva dioxio Levetiracetam Actavis 250 mg rmepiéyet 250 mg Aefetipaketdun.
‘Eva dioxio Levetiracetam Actavis 500 mg mepiéyet 500 mg Aefetipaxetdun.
‘Eva dioxio Levetiracetam Actavis 500 mg rmepiéyel 500 mg Aefetipaxetdun.
"Eva diokio Levetiracetam Actavis 1000 mg mepiéyet 1000 mg AePetipaketdun.

Ta dAAo cuotaTikd glvat:
-Kpoomofi66vn, moP1odvr, dvudpo KOAOEDEG TUPiTIO, GTEATIKO HOYVIO10, TOAVBIVOAKT 0AKOOAN —
LEPIKOC VEPOAVUEVT, Hocpoyoin 4000, Todk, S10E€id10 Tov Titaviov (E171), ypmoTikéc ovoisg .

“O1 gpwoTikég ovoisg stva:

250 mg dwokio: Ivoko kappivio (E 132).

500 mg dokio: Kitpwvo o&gidio tov cdnpov (E 172), wdko kappivio (E 132).

750 mg diokio: Ivdwo kappivio (E 132), sunset yellow (E 110), epvp6 o&eidio tov oidfpov (E 172).
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Epedvion tov Levetiracetam Actavis kot TepleyOpeva TG GVGKEVAGIOG

Ta Levetiracetam Actavis 250 mg emtkodvppéva pe Aemtd vuévio dtokiogivot

OPdA, avorytob UmAe ypoduaTog, peyédovg 13,6 X 6,4 yIAooT®V pE YopayUEVo To Ypaupa «L» otn pio
TAeLPa Kot Tov apBpo «250» otnv GAAN TAgLPAL.

Ta Levetiracetam Actavis 500 mg emikaivupéva pe Aemtd vuévio diokio gival ofdd, kitpvov
xpouaTog, peyédovg 17,1 X 8,1 yiMootdV [ yapayuévo to ypauua «Ly otn pio TAeupd Kot Tov
apBpo «500» otnv GAAn Thevpd.

Ta Levetiracetam Actavis 750 mg emwkodvppéva pe Aemtd vuévio diokio givar ofdA, moptokaii
ypdpotog, peyéboug 19,0 X 9,3 yihiootdv e yapaypévo to ypdppa «Ly o1 pio TAevpd Kot Tov
appo «750» otnv GAAn Thevpd.

Ta Levetiracetam Actavis 1000 mg smucolvppéve pe Aemtd vpévio diokia ivor opdai, Aevkoh
ypdpoTog, peyéboug 19,0 X 10,0 yihootdv pe yopayrévo To ypaupo «Ly ot pio mievpd kot Tov
appo «1000» oty GAAN TAELPA.

Meyély ovoxevooidv:

Yvokevacieg Tomov blister: 20, 30, 50, 60, 100, 120 kot 200 extkaivppévo pe Aentd vuéVio diokia.
diatpnro blister, povadwv doonc: 60 X 1 emucadvppéva pe Aentd vpévio diokia. (LOvo dabécipo o
dokio Twv 250 mg, 500 mg ka1 1000 mg).

[epiéxteg dokimv: 30,100 kon 200 emicoivppévo pe AETTO VUEVIO S1oKid.

Evdéyetan va unv KokAo@opovv OAa. Ta. LeyEOn GUGKELACIOV.

Kéroyoc Adsrog Kvkrogopiag
Actavis Group PTC ehf.
Dalshraun 1, 220 Hafnarfjordur, Toiavdia

Hopackevactiig
Teva Operations Poland Sp. z 0.0.,
ul. Mogilska 80. 31-546, Krakow, IToAmvia

Tjoapack Netherlands B.V.
Nieuwe Donk 9, ETTEN-LEUR, 4879AC, OALavdia

IMo omoladnmote TANPOPOPIo. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Topakaleiche va
angvBuvbeite otov Tomkd avtirpdcwro Tov Katdyov g Adetag Kuklopopioc.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Bouarapus Luxembourg/Luxemburg
Tepa ®apma EAJT Teva Pharma Belgium N.V./S.A./AG
Temn.: +359 24899585 Belgique/Belgien

Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.0. Teva Gyogyszergyar Zrt.
Tel: +420 251007111 Tel.: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf.. +45 44985511 L-Irlanda

Tel: +44 2075407117
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Deutschland
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EAlrada
TEVA HELLAS A.E.
TnA: +30 2118805000

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

France
Teva Santé
Tél: +33 155917800

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

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAMGda
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

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 o.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.0.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

To wapdév UAA0 00N YOV yp1ioNS avaBewp1)Onke Yo TEAEVTOIO POpd TS {M1vac/EEEE}

AlAeg TNYEG TANPOPOPLDV

Aentopepeic mAnpoopieg Yo To eappako ovtd gival dtbéoyiec oto diktvokd TOTo Tov Evpmmaikon

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