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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
ZYPREXA VELOTAB tov 5 mg diokio S10oTelpOUEVO GTO GTOU
ZYPREXA VELOTAB tov 10 mg dioxio d10GTEPOUEVO GTO GTOMO
ZYPREXA VELOTAB twv 15 mg diokio d1aGTEpOUEVO GTO GTOLO
ZYPREXA VELOTAB twv 20 mg diokio SlaGTEPOUEVO GTO GTOLO
2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

ZYPREXA VELOTAB tov 5 mg diokio S106TEPOUEVO 6TO GTOLO,

Kabe diokio diaomelpopevo oto otopa meptéyel S mg ohaviamivn.

"Exdoya pe yvoot opdon: Kabe diokio S100melpOLEVO GTO GTOLN TEPLEYEL
0,60 mg acmaptdun

0,1125 mg pébvromapatidpdéu-Pevioixd vaTplo

0,0375 mg mpdémLAOTapabOpOEL-Pevioikd vaTpLo

ZYPREXA VELOTAB tev 10 mg diokio 106TEPOUEVO. 6TO GTOLO,

Ké0e diokio draomelpopevo oto otopa meptéyet 10 mg olavlamivn.

"Exdoya pe yvoot dpdon: Kabe diokio dl0omEpOUEVO GTO GTOUO TEPIEYEL
0,80 mg acmaptdun

0,15 mg puébvronapairdpdéu-Pevioixd vatplo

0,05 mg mpoémLAOTOPAHOPOEL-BeVioiKd VAaTPLO

ZYPREXA VELOTAB tev 15 mg diokio S106TEPOUEVO 6TO 6TOUO

Kabe diokio daomelpopevo oto otopa mepiEyel 15 mg olaviamivn.

"Exdoya pe yvoot opdon: Kabe diokio S100melpOLEVO GTO GTOLN TEPLEYEL
1.20 mg aomapTaun

0.225 mg péBviomapaddpou-Pevioikd vatplo

0.075 mg mpoéTLAOTOPaDOPOEL-Pevioikd viTplo

ZYPREXA VELOTAB tev 20 mg diokio 106TEPOUEVO 6TO GTOLO,

Kabe diokio daomelpopevo oto otopa mepiEyetl 20 mg olaviamivn.
"Exdoya pe yvoot opdon: Kabe diokio S100melpOLEVO GTO GTOLN TEPLEYEL
1.60 mg aomapTaun

0.30 mg pébvronapaiidpdéu-fevioixd vaTplo

0.10 mg mpdmvAOTaPaidpOEL-Pevioikd vaTplo

IMa tov TA7pn kaTdroyo TV ekddywv, PAEre Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Atokio S106TEPOUEVO GTO GTOWA



Kitpivov ypduatog, otpoyyvAd, amoEnpapévo dta YOEEMC, TaXEMG-OLUCTELPOUEVO OKEVAGCLLOL Y10
TOMODETNON TN GTOLATIKY KOIAOTNTA 1] EVOALUKTIKA, O1GTEPOLUEVO GE vEPD 1 6 AAAO VYPO
KATOAANAO Y10 GTOUOTIKY] YOPNYON.

4. KAINIKEX IAHPO®OPIEX

4.1 OegpomevTikég evosiEelg

Evnlixec
H oAavCamivn evdeikvutan yio tn Ogpamneio g oxloppévelag.

H olavComivn elvar amotelecuatikn oty datnpnon tng KAMviKiG BEATIOoNG, KOTA T S1pKELD TNG
ovveylopevng Bepaneiog og acheveic, ol 0moiol EPPAVIGOY aPYIKA AvTATOKPIoT 6T Bepamneia.

H oAavlomivn evdeikvutar yio. T Oepameio p€Tplov £m¢ cofapod HoviakoD enelGodiov.

Y& aoBeveic 6ToVG 0MOioVE TO pHaViakd EnElGOO10 avtamokpifnke otn yopnynon oiaviomiving,
oAavlomivn evoeikvutal yio TNV TPOANYT TOV VIOTPOT®MV 6€ acbeveic ue dutoiikn dtatapoyn (PAEre
Tapdypoeo 5.1).

4.2  Aocoloyio Kol TPOTOG YopNyNoNS

Evilkeg
Syiloppévela: H ovvietouevn doon évapéng g odaviamiving ivar 10 mg/muepnoimg,

Mowvioko eneteodto: H d6om évapéng eivar 15 mg yopnyovpevn epana nuepnoing g povobepameio 1
10 mg nuepnoing oe cuvovacuévn Bepaneio (BAEne Tapdypago 5.1).

[IpoAinym vrotportmv 611 dumoiikn datapoyn: H cuvietdpevn doon Evapéng eivor 10 mg/muepnoing.
INa acBeveic mov Aaufdavovv oraviamivn yia T Oepomeio paviakobd engicodiov, vo cuveyiletal n
Oepameia yio TV TPOANY™ VITOTPOTAOVY otV 1010 doom. Edv éva véo paviakd, uiktd, 1 katadimtikd
enel06010 gppaviotel, 1 Oepaneia pe olovomivn Oa Tpémel va cuveyiotel (e

avampocopuroyr/ fertiotonoinon g 06oNc, €6V kpOel avaykaio), Le GUUTANPOUATIKY OY®OYT YO THY
QVTULETMOTMION TOV COUTTOUATOV TG ddfeonc, 6Tav gVOEIKVITOL KAMVIKA.

Koatd m dudpreta g Oepaneiog g oxlo@pévelas, Tov HoviaKoD ETEGodio Kot TS TPOANYNG TV
VIOTPOTIMV TNG OUTOAIKNG dratapayng, N nuepnota 06on Ba mpénet va tpocapoleTol avaroyo pe my
KAk katdotaon tov aodevoic, oto e0pog Tv 5-20 mg/muepnoing. Avénor g dOoNS og avdTepn
Ao TN CLUVICTOUEVT] aPYIKT] dOCN, GUVIGTATOL VO YIVETOL LOVO HETA amd KATAAMNAT KAVIKNY
EMOVEKTIUNGN KO YEVIKE Oo TPETTEL VO TPOY LOTOTOLEITOL GE SLOGTIUATO peyolvTepa TV 24 wpov. H
olavlomivn glvar duvatdv va xopnynel aveEapmtog Yevudtev Kadmg 1 amoppoeno| g dev
emnpedletot amd TN TOVTOHYPOVI AYN TPOPTS. XTOdKN Pelmon TG 001G GLVICTATAL, TPV TN
SloKom TG ay®yng pe olovloamivn.

Ta ZYPREXA VELOTAB, diokia dtacmelpopeve oto otopa, 0o mpénet va tonobetodvior 6t
OGTOUATIKY] KOWMOTNTA, OOV TOXEMG OLUGTEIPOVTAL GTO GIEAOD, LIE OMOTELEGLO, TV EVKOAT KATAUTOOT
tovg. Katémy, n amopdkpoven tov aiktov S1oKiov S10eTEPOUEVOD GTO GTOUC, OO TI GTOUOTIKN
Koot Ta gival duoyepng. Emeldn ta diokia diaonepdpeva 6to otopa givar gvaicdnto, o mpénet va
Aappavovton dpeca petd ) diavolén Tov meptéktn. Evaiiaktikd, elvar Suvatodv va S1acTapovy G
&va ToTnPL vepod 1 GALO VYPO KATAAANAO Y10 GTOUATIKN YOpNYNON (YVUO TOPTOKGAL, YOUO UAAO, YAA,
N KoQE) GUESH TPO TNG XOPTYNOENDS TOVG.



H olavlomivn og diokia dtaomelpdueva 6to otdpa eivar roicoddvaun pe v odavioamiviy tov
EMKOAVUUEVOV O1oKimV, pe Eva Tapdolo T0cooTo Kal EKTacn amoppoenonc. Exel tv idwa d6om kat
oLYVOTNTA YOPNYNONG He TV oAaviomivn Tov emkolvppévav dtokiov. H odaviarivn og diokia
SlooTEPOUEVO GTO GTOLA Eival SUVATOV VO, YPTGILOTOLEITAL GOV EVOAAUKTIKY Lope1| TG oAaviamivng
TOV ETKOAVUUEVODV O1oKImV.

Ewwoi tAnbvopuoi

Himkiouévor

Mia petopévn apykn 86om (5 mg/Mmuepnoing), av Kot 6gv amoterel T1 cLUVAOT GUVIGTMOUEVT TOKTIKT,
umopei va yopnynOet oe nAikiopévoug acbeveic, 65 TdV Kol Av®, 6OV 01 KAIVIKEG TOPAUETPOL TO
amotovv (PAéne Topdypogo 4.4).

Neppirn kou/1 nratiky dvolgitovpyio

Mia pikpdtepn apyikn 86on (5 mg), Tpénet va yopnynbel otovg acbeveic avtong. Xe TEPIMTOCELC
UETPLOG NMIOTIKAG avenmdpkelag (Kippwon, katnyopiag A 1 B otnv ta&wounon katd Child-Pugh), n
apykn 60com Ba Tpémel va givarl 5 My Kot vo avEAVETAL LE TTPOGOYN.

Kanviotéc

H 8601 évapéng kot To gvpog g doomg dev amatteital, cLVNOW®S, VO TPOTOTOIOVVTIUL GE 1] KOTVIOTEG
o€ oyéon pe komviotég. O petaforiopodg g ohaviamivig uropel va evioyvbel amd 10 Kanvicua.
ZuvieTdtol 1 KAVIKY Tapoakolovdnon tov acbevav kot pia avénon g d6ong g oraviamivig
umopet va yivel eav kpiBei amapaitnto (BAéne mapdypoaeo 4.5).

e mepinton, 6mov GLVLTTAPYOLY TEPIGGATEPOL OO VAV TOPAYOVTES, O1 OTTOT01 LITOPEL VoL
EMNPEACOVY KoL va EnPpadvvouy to petafortopud (ONAv eOro, nMKiopévog achevig, Un KomTvioTig),
Oa mpémetl va e€etdleton n mBavotnTa peimong tng apyikng doomng. H otadiakr advénomn tng ddongc,
otav gvdgikvotal, TPEMEL VoL ivol GLVINPNTIKY, 6TOVS acbeveic o TovG.

e TEPIMTAGELG OOV TPOCSAVENCELS TNG 0O0NG Katd 2,5 MY kpivovtol avaykaieg, LTopovy vo
yopnynBovv ta emucorvppéva diokia ZYPREXA.

(BAéme mapaypapovg 4.5 kot 5.2).

Houdrorpixog ninQvouog

Agv cuviotdton 1) yopnynon g oraviamivng oe Toudid Kot epnfouvg nikiog kKdTo tov 18 etV
eEautiag g EMAEWYNG GTOLYEIMV Y10 TV OCPAAELN KoL TNV OTOTEAECUATIKOTNTO. MeyoAuTEPES
avENOELS Papoug Kot LETOPOAES TOV EMTEI®V TNG TPOAUKTIVNG KOl TV MdimV, EXOVV ELPAVIOTEL GE
UKpn g Oldpketog peréteg oe EpnPoug acbevelg oe oyéon ue peréteg oe eviikeg acleveic (PAéme
napaypapovg 4.4, 4.8, 5.1 ko 5.2).

4.3  Avtevosieg

YrepevoioOnoia 6t dpactiki ovsia 1] o€ KAmoto arnd T £KS0Y TOV aVIPEPOVTIUL GTNV TUPAYPUPO
iclsésvsig LE KIVOUVO EUOAVIONG YAOUK®OUATOG KAEIGTNG YOVING.

4.4 Ewkég TPOELOOTOU|GELS KU TPOPVAAEELS KATA TN Y(P11oT

Koatd m dugpreta g avinyuyoTikng aymyngs, 1 kKMviky fertioon tov acbevav Ba mapatnpnbel petd

oo TNV TEPOSO LEPIKADV NUEPDV £MG Kol HEPIKAV gfdopddmv. Ot acbeveic Ba mpémel va PpiokovTat
VIO OTEVI WOTPIKN TOPAKOAOVON O™ KATd TN S1GPpKELN TNG TEPLOOV AVTNG.



Yoymon oyenldpevn pe dvolo Ko/ SlotapayEc CLUTEPLPOPAS

H oAavlomivn dev cuvietdton yia yprion oe acBeveic pe yiywon oyetilouevn (e dvota ko
STOPAYES CUUTEPIPOPAS AOY® TNG 0LENUEVNS BVNOOTNTOS KO TOL KIVODUVOL EULPAVIONS Oy YELKO
EYKEPAMKOV EMEIGOFI0V. X eEAeYYOUEVES LE EKOVIKO Qappaxo (placebo) khvikég dokipéc (diaprelag
6-12 gfdopdadmv), oe nAkiouEVoLg acbeveic (Léong nAtkiog 78 etdv) pe yoywon oyetilopevn pe
avolo Ko otatapoyEs cLUTEPLPOPAG, Tapatnpninke dSumAdcio avEnon g enintmong Bavatov 6Toug
ac0eveig VO oAavlomiv GLYKPITIKA pe eKEivN Y10 ToVg acBeveic Vd ewovikd pdpuako (placebo)
(3,5 % évavt 1,5 % avtiotoiywc). H vynidtepn enintmon Bavdtov dev oxetildtav pe ) 601 ™G
olavComivng (uéon nuepnoto d6on 4,4 mg) 1 tn Siapkela g aymyne. Ot mopdyovteg Kvduvov Tov
evdéyetan va TpodtabéTovv Tov mAnbucud avtd Tev acbevav og avénuévn Bvnopdtnta
wepthapfavouv: nlkio > 65 etdv, duopayio, KATOCTOAN, TANUUEANG OpEyn Kol apLOAT®OT,
TVEVLLLOVIKEG KATAGTAGELS (T.). TVELHOVIR HET amd N Ywpic elopdenon) 1| cuyyopNyNon
Beviodwalemvav. Qotdc0, N enintwon Bavdatov tav vynAidtepr otovg acbeveig oe Bepaneia pe
ohovComivn cLYKPLITIKG HE Toug acbeveic Vo ewkovikd eappoxo (placebo), ave&aptnta amd avtovg
TOVG TOPAYOVTEG KIvODVO.

Y116 016G KAMVIKEG SOKIUES, avapépinKay ayyelokeg eykeQakeg avembounteg evépyeteg (CVAE my.,
UYYELOKO EYKEPUAIKO EMEIGOOI0, TAUPOOIKO IGYULUIKO ETEIGOO0), TEPIAAUPAVOUEV®VY EKEIVOV LE
Oavameopa éxPacn. [Mapatnpndnke pia tpmidoia ovénon oe CVAE g acbeveic mov Elafav
ohavamivn cuykprukd pe acbeveic mov Edafov ewovikd eappaxo (placebo) (1,3 % évavtt 0,4 %
avtotoiyms). OAot ot acheveic o Oepaneio pe ohovlamivn Kot eikovikod eappoko (placebo) mov
eupdavicay CVAE, giyav mpodmdpyovieg mapdyovieg kKivovvov. Hhio > 75 etdv kot
AYYELLKOV/UKTOD TOTTOL (vOl0l SIAMIGTOON KAV 1¢ Tapdyovteg Kivdvvou yia tnv avimtuén CVAE mov
oyetileton pe v aywyn pe ohaviamivn. H arotelecpatikotnta g olaviomivng dev &xel dtamotmbel
OTLG OOKLUES OVTEG.

Noéoog tov Parkinson

H yopniynon g oraviomivng yio T Oepameio yoymong mov oeTileETOL LE OYOVIOTT VIOTOUIVNG G
acBeveic pe vooo Parkinson dev cuotivetat. e KAMviKEG dokiuég, emdeivmon tov Iapkiveovikdv
CUUTTOUATOV KOl TOV YELJUIoONoe®V avapépOnke TOAD cuyVA Kol G LEYOADTEPT) CLYVOTNTO OO TO
gwcovikd edpuaxo (placebo) (PAéne mopdypago 4.8), kot 1 odlavlamivy dgv Tav TEPIocdTEPO
QTOTEAECUATIKY amtd TO £1KOVIKO @dpuako (placebo) otn Bepaneio TV YuYOTIKOV COUTTOUATOV.
211G SOKIHES aVTEC, 01 aicbeveig amatteito apyika vo etvol otafepomompuévot 6T YounAdTEPN
mOTEAEGUATIKT 0001 TV avTl-TTIopKIVGOVIKOV QapUUKEVTIKMOV TPOIOVTOV (y®VIGTH VIOTOUIVIG)
KoL VoL TOPOUEVOLY oo, 1010 avTL-TTapKIvGoviKa oproKenTIKd Tpoidvta Kot d060A0YieS, kah’dAn T
duapketa g perémc. H apyixn d6om ¢ odavlomivng frav 2,5 mg/muepncing kot tithononke o
péytotn 6601 15 mg/muepnoiog, avaioya Le TNV Kpion Tov EpgLVNTY.

Nevpoinmrid Kaxonbeg Zovopopo (NMS)

To NMS &ivar pio duvntikd Bovatneopo KotdoTao, N omoio oyetileTot Pe TV oywyn Ue
AVTIYOYOTIKE QOPUOKEVTIKA TPOTOVTA. ZTAVIEG TEPMTMOCELS YapuKTnplodeioeg cav NMS &yovv,
emiong, oyetioBel pe v ohaviomiv. Ot Khvikég exkdnimacelg tov NMS nepthapfavouv: vreprupeéia,
LUK aKopyio, LETOPOAN GTI VONTIKN KATACTOGT Kol onueio aoTafelog Tov autdVoLoL VELPIKOD
GLOTHIOTOG (AKOVOVIGTOG GOUYUOG 1] OPTNPLOKT THEST], TOYLKOPDia, EPIOPMOT Kot KOPILHKN
dvopubuia). Emmpdcbeta onueia mbavmg teptiapfdvouy avénen g KPEATVIKNG QOGPOKIVAGTG,
pvoceatpvovpia (papoopwdiveon) ko o&eio veppikn averndpketo. Edv évac aobevig speavicet
onNUElN Kot CUUTTOUATO EVOEIKTIKA ToOV NMS 1 ave&nynto vynio mopetod yopic GALe emmpocheteg
KAVIKEG ekdNAdoelg Tov NMS, 1 xop1iynom 6Amv ToV avTyLYOTIKGOV QOPUAK®V, TEPTAAUPBAVOUEVNS
g ohavlamivng, Oa mpénet va, dlakdTTETAL.

Yrepyhlvkonpio kon Stofrng

Yrepylokopio ko epgdvion 1| exdeivoon dafnn, 1 0noio TEPIGTAGIOKA £l GLOYETIOOEL pe
KETOEEMON 1 KM, EXEL avopepBel Oyt cLuYVA, TEPIAAUPOVOUEVOV KAl LEPTKOV BovaTneOpmV
neputtocsv (PAéne Tapdypopo 4.8). e opIoUEVES TEPITTMGELG, Lo TPobmdpyovoa avénen Tov
cOUOTIKOD Bapovg £xel avapepbel, 1 omola iowg ivar £vag Tpodiadesikdc TapayovTag. ZvVieTAT




KOTAAANAOG KMVIKOC EAEYYOG, COLPMOVA LE TIC EVOEIEIYUEVES AVTIYVYWTIKEG KOTELBLVINPLEG 001YiEC,
Y. LETPNON TG YALKOING Tov aipatog mpwy v évapén g Bepameiog, 12 efoouddeg petd v Evapén
g Oepameiog pe odaviomivn Ko ev cuveyeia, etnoing. Ot acbeveig mov Aapfdavovy Bepomeio pe
OTOLOONTTOTE OVTIYVYWOTIKA papuaka, teprappavopuévov tov ZYPREXA VELOTAB, 0a npénet va
TOPOKOAOLOOVVTOL Y10 OTUELD KOl GUUTTMUATO VIEPYALKOLLiOG (6Tmg ToAvduyia, Tolvovpia,
moAvpayio Kot advvapio) Kol ot acBevel pe cakyopdon dtapnn 1 ekeivol pe Tapdyovteg KIvouVoL
Yo TNV avantuén caxyopmon doprtn Ba tpénel va tapakolovfovvTal TOKTIKG Yo EXOEIVOOT TOV
eA&yyov g YALKOING. To copatikd Bapog o mpénet va mapakolovdeital TaKTIKG, 7.y TPV TV
évapén g Oepomeiog, 4, 8 kot 12 gfdopnddec petd v évapén g Bepanciog pe olavomivn Kot gv
ouveyela, Kabe Tpiunvo.

Metaforéc Mmdiov

AvemBounteg petafolrég ota eminedo Tov Mmdiov £xovv mapatnpnbei oe aobeveig vd Bepoameio pe
oAavlamivn o KMVIKEG SOKIUES ELEYYOLEVES e 1KOVIKO pdpuaro (placebo) (BAéne mapdypapo 4.8).
Ot petaforéc Tov Mmidiov mpémet va avTipetomilovtol KOTaAAMA®SG KMVIKA, 1dwitepa o
dvoMmdaukotg acbeveig kol o€ acbeveig pe mapdyovieg Kvovvou yio TV avamtuén dlatapoymy
v Aumdiov. Ot aoBeveic mov Aapfdvovy Bepameio e 0OTOOONTOTE AVTIYLYDOTIKG QOPLOKOL,
nepthapPavouévov tov ZYPREXA VELOTAB, 0a npénet va vtofaAAovTol TOKTIKA GE EAEYYO TOV
AMTOIwV TOV 0poY COUPOVA UE TIG EVOEOELYHEVES AVTIYLYMTIKES KOTELBVVTNPIEG 00MYiES, .Y TPV TNV
évapén g Bepomeiag, 12 efdopddeg petd v Evapén tng Beponeiog pe olaviomivn Kot ev cuveyeia,
KéOe 5 ypovia.

AvTiyolvepykn dpacTnptotnta

Evd 1 ohavlamivn £6e1&e avtyyolvepyikn dpactnpiotnta in vitro, n epmeipio katd ™ StdpKed TV
KMVIK®OV SOKI®Y OTOKAAVYE YOUNAN ETITTOOT avaloymy cupuBapdtov. Evioutolg, emeidn n KAVIKN
gumepio pe v odavComivn 6e aoBeVEIC L GLVVTTAPYOVTO VOGT|LLOTO. EVOIL TEPLOPLGLEVT], GUGTHVETOL
Tpocoyn 6Tav GUVTAYOYPUPEiTaL o8 AGOEVELG LI VTEPTPOPIN TPOSTATY, 1] TAPAAVTIKO EIAED Ko
avAAOYEC KOTAGTAGELS.

Hrotwr Aertovpyio

[Mopodikég, 0oLUTTOUATIKEG AVENGELS TOV NIATIKOV apvotpavepepacmv, ALT, AST &yovv cuyvd
mapatnpn e, Waitepa ota apyd otadia g Bepaneiag. IIpocoyn Kot cuveyng mapakoiovonon
amorteitan og acbeveic pe avénuévee Tipwéc ALT kavn AST, o€ acbBeveic pe onueio Kot COUTTOHOTO
NTATIKNG SucAelTovpyiag, o 0oOEVELG Ll TPOVTAPYOVGES KATAGTAGELS TOV GYETILOVTAL [IE TEPIOPIOUO
TNG NTOTIKNAG AELTOVPYIKNG ETAPKELNG KOl o€ as0eveig o1 omoiot Aapfavouy aymyr| pe dSuvnTikd
Nratoto&ikd eapuaKa. e TEPITTOCELS OOV £xel doyvwoel nratitida (meptiapfavouévng g
NTOTOKLTTOPIKNG, TNG YOAOGTATIKNG ) TNG LIKTAG NIATKNG PAAPNGS), 1 Oepaneia pe oloaviamivn, Oa
TPENEL VO, SIOKOTTETOL.

Ovdetepomevia
[Ipocoyn Ba mpémel va didetor og acbevei e Yoaunio aplfud AEVKOKVLTTAPWOV KOVT 0VOETEPOPIA®Y

omd omoladnToTe attia, o€ aceveic mov Aapfdvouy edppaka Tov ival YvowoTd 0Tt TPoKaAoHY
ovdeTEPOTEVia, 6€ 0e0EVEIC e 16TOPIKO PAPUAKOYEVODS KOTAGTOANG/TOEIKOTNTAG TOV LVEAOD TMOV
00TV, 6€ 000eVE(C [IE KOTOGTOAN TOV HVELOD T®V 0GTMV OO GLVLTAPYOV VOO, aKTIVODEpamEia 1
muetoBepamneio kol oe acOeVEIC [l VIEPNOCIVOPIMKEG KATAOTAGEIS N LE HVELODTEPTAAGTIKT VOGO.
Ovdetepomevia £xel cuyva avoeepbel katd ) cuyyopnynomn ™g oloviamivng pe Paimpoikd (BAéne
Tapdypoo 4.8).

Awaxonr) g Bepaneiog
O&éa copmTodpaTe OTMG EPIOP®ON, aBTTVIa, TPOUOG, AYXOG, VLTI, 1] ELETOG EXOVV avapepBel omdvia
(>0,01 % xo1 < 0,1 %) 6tav 1 ohovlomivy drakdmTETOL OLPVIdLOL.

QT dubomua

e KMVIKEG SOKIUES, KMVIKA OT)LOVTIKEG TOPOTACELS 6T0 daothpata Tov dtopbapévov QT (QTc)
(616pBwon Tov dactuatoc QT katd Fridericia [QTcF] > 500 milliseconds [msec] orotednmote petd



™V apyikn ektipnon og acbeveic pe apykn extipnon QTCF < 500 msec) frav oyt cvyvég (0,1 % €wg
1 %) oe acBeveic mov ElaPav oraviamivn, xopig onuaviikég d10popés ota oYeTCOEVE KApPILOKA
oLpPapaTe GLYKPITIKA pe To sikovikd eappaxo (placebo). Evtovtolg, mpocoyn amatteiton dtov 1
olavComivn cuyyopnyeitan pe @appoka Tov gival yvwotd o6t mapateivovy to QTc didotnpa, diaitepa
0€ NMKIOUEVOVG, o€ acbeveic pe oVYYeVEC cOVOpoo mapoteTapnévoy QT SlooTAUATOS, GUUPOPTTIKT
KOPOLOKT AVETAPKELD, KOPOLOKN VIEPTPOPIQ, VITOKAALOUIC 1] DITOLLOYVNGLOLLCL.

Opopfoeufoit

Xpovikn 6uoY£TIoN TG oymyNG pe odaviamivn kot eAefiknc OpoufoeuBorng (VTE) &xet avapepbel
Oyt ovyva (= 0,1% wan < 1%). Aev éxer Bepelbel artiodoyikn cvoyétion peta&d e ePPaviong
oAefucng OpopPoeppoing kat tng aymyng ne ohaviamivn. Eviodtolg, agpov ot acbeveic pe
oylloppéveln, cuyva eppovilovy emikTnTove TAPAYoVTES KIvoOVoL Yo pAefikr| Opopfogpoin, 6 ot ot
mBavol mapdyovieg kivobvov eppdviong VTE, 60mwg 1 axwvntonoinon tov acbevov, Bo tpénet va
npocdopifovral Kot va AapPAvovTol TPOSTATEVTIKG LETPO.

Cevikn dpactnpiomra KNX

Me dedopéveg Tig Kopleg emdpdoelc g olaviamivng oto KN, Oo mpémel va dideTor Tpocsoyn ot
ovyyopnynon g He dAla eapuaka Tov dpovv eniong oto KNZ kabdg kot pe to oAkooA. Emeidon n
oAavamivn eppaviet in Vitro dpdomn avtaymviot Thg VIoTauivig, evogyetal va. aviaymvicbel Tig
EMOPACELS TOV AUECOV KOl EUUECOV AYDVIGTOV TNG VIOTAUIVIG.

Ernuinmticéc kpioelg

H olavCamivn o mpémet va yopryeitol pe Tpocoyn o€ acheveig Le 16TOPIKO ETANTTIKOV KPIoE®V 1 O€
ao0evelg |1 TOPAYOVTEG Ol 00101 UTOPEL VO TPOKAAEGOVV LEIOT TNG EMANTTIKNG 0vd0v. Ot
EMINTTIKEG Kploelg Exovv avapepbel 0yl cuyvd o€ acbevelg Lo aymyn pe odavioamivy. XTig
MEPIGGOTEPEG TOV TEPIMTMOGEDY AVTMV, IGTOPIKO ETANTTIKAOV KPIGEMV 1] TAPAYOVTES KIVODVOL Y10l
EMANTTIKEG Kpioelg Exovv ovapepbet.

Ovyipn Avokwvnoia

& GUYKPITIKEG UEAETEG, ETNOLUG 1) LUKPOTEPNG SLAPKELNS, 1 oOAaviamivy oyxeTi(OTAV [LE CTOTIOTIKA
OMNUOVTIKA OUMAOTEPT] EMIMTOON QOPLOKOETOYDUEVTS SvoKivnaiog. EvtovTolg, o kivouvog yio dyun
dvokivnoia avEAVETOL LE TN LoKpoYpOVia £KBECT) KOl ETOUEVOC EAV OTLELN 1) COUTTOUATO OYLUNG
dvokivnoiag eppovicBovv e acbeviy Lo aymyn pe odaviamivn, Ba tpénel va e€etdleTon T0
gvoegyopevo peimong tng 66omg 1 dlakomng TG xopnynons. Ta cupntdpota ovtd PTopei TpocmpPva
va emdevV®BovV 1 va epeavicBolv petd amd dtakonn g Oepameiog.

Opbooratikn vrdToon

OpBootatikn vadotacn TapatnpnOnKe Oyl cLYVA 6 NAKIOUEVOLS aobevelg mov eAdupavay
olovlamivn Katd T S1APKELD TOV KAVIKOV SOKIUMOV. ZUVICTATAL 1] 0PTNPLOKT TLEST) VO, LETPATOL
TePlodIKd og acheveic Avem TV 65 eT@V.

Awpvidiog kapdrokdc Bavatog

Xe avaeopég Yo TNV oAavoamiviy LETA TNV KUKAOQOPIX TOV TPOIOVTOG, TEPITTMOGELS OLPVIOIOV
Kapdlakov Bavatov £xovv avapepbei oe acbeveic mov AdpPavay oraviamivn. Xe pio ovadpoutkn
UEAETN TTOPOTHPNONG TNG OHASUG TV ATLVTTWV OVTIYLYOTIKOV, 0 TOUVOC KivduVog TOL opViSlov
Kapdlakol Bavdrtov, oe acbeveic vTd aywyn e odavlamivn, NTav TEPimov SMAAGIOE TOV KvOHVOL GE
aoBeveig mov dev AGUPavay ayyr IE OVTIYVYOTIKA. XTn LEAETN, O KIvOLVOG amd TNV oY@y UE
olavComivn NToV GLYKPIGIUOG LLE TOV KIVOLUVO amtd TNV ay®YT| LE GATLTO OVTIYUYMOTIKA TOV
TEPIAAUPAVOVTOV TN GUYKEVIPWOTIKY OVOAVOT).

Hodratpikdg minbucuog

H olavlamivn dev gvdeikvutal yio ypnomn oty aywyn modidv Kot epnpov. Merétec oe aobeveig
nAiikiog 13-17 etdv mapovcioacav moikileg avemBOUNTEC EVEPYEIES, TOV TEPIAAUPAVOLY avENo
COUOTIKOD BAPOVG, HETOPOAES OTIG LETAPOAIKES TAPAUETPOVS KOl OVENOELG TV EMTESDV
npoloktivng. (PAEne Tapaypdpovg 4.8 kot 5.1).




Dovvuraiavivy
Ta dokia dwacmepopeva oto otopa, ZYPREXA VELOTAB nepiéyovv acmaptdaun, n omoia givor pia

YN Tpoéhevong earvororavivig. Mmopel va etvar emPABEG Yo avOpdTOVG e pUIVOAKETOVOLPIa.

Mavvitdin
Ta dwokia dweomepdpeva oto otopa, ZYPREXA VELOTAB nepiéyovv povvitodn.

MéEBvA-mapaddpo&v-Pevioikd vtpio kon mpdmui-tapatidpdEu-Bevioixd vatplo

Ta diokia SaomelpdEVa 6TO GTOUA, OAavEoTivng TeptExovv PHEBLA-TapabopoEv-Bevioid vatplo kot
TPOTLA-TaPaDIPOEL-Bevioikd vaTplo. Etval yvwotd 0Tt Ta GuvTNpNTIKE 0Té LTopel vo TpoKaAEGOUV
kvidwon. ['evikd, emPpadvvourévou THToL avTIdpAcels, OTMC depuatitidn €€’ emapng, Lropel va
eupavicfovv, evid omdavio pmopel vo epeavicfovy AUeSES AVTIOPAUCELS GUVOOEVOUEVES OO

Bpoyyodomacyo.

4.5  AMNremOpaosls pe GALO QUPRUKEVTIKG TPOTOVTO KUl GALES popPEg aliniemiopaocng
Meléteg adlnAeniopoaonc £xovv TpoypoTorombel Lovo 6g EVAAIKEG,.

Avvnrikéc adndemidpacelg mov ennpedlovy Ty oAaviamivn

Enredn n ohavlamivn petaPolriletar péow tov CYPLA2, ot ovcieg mov mpokalodv emaywyn 1
OVOGTOAY] E01KA TOL 1G0EVIDLOV ALTOV, EVOEYETAL VO EMNPEAGOVY TIC PAPLOKOKIVIITIKES 1O10TNTEG TNG
olavComivng.

Enoyoyrn tov CYP1A2

O petaporopog g ohaviomivng pumopel va evioyvBel amd to kdmviopo Kot ard v kapfopalenivn
pe omotédeopa vo TpokAnOel peimon tov cuykevipmcoewv g oloviamivng. ‘Eyel avapepbei povo
pipn €og pETpia avénon g kaboapong tng oraviamivig. Ot KAVIKEG EMTTOOELS OVOUEVETOL VA Efvarl
TEPLOPICUEVEG OALA GLUVIGTATOL 1] KAVIKT TTopakoAovOnon Twv acBevov kot pio avénon e 06ong
g oAav{amivng pumopei va yivel edv kpiBel amapaitnto (PAéne Topdypago 4.2).

Avootol tov CYP1A2

H @AovBo&apivn, évog €101kog avactorénc Tov CYPLA2, éxel amoderydel 0Tl avaoTEAAEL GTLLAVTIKG, TO
petaforiopd g oloviamivng. H péon avénom g péyiomg ouykévipmong (Cmax) T olaviamivng,
HeTd tn yopnynon g erovPosapivng, ntav 54 % oe yvvaikeg un kanviotpleg ko 77 % oe dvopeg
Kanviotéc. H péon avénomn g AUC g ohavlomiving tav 52 % ko 108 %, avtictoyya. H yopiynon
pikpotepng 06onG Evapéng g odaviomivng, Oa tpémet va eetaletan o€ acbeveig o1 omoiot Aapfdvovy
eAovPoéapivn 1 aAiovg avactoieic tov CYPLA2, 6nmg 1 surpoprolacivn. e mepintwon Evapéng
Oepameiog pe évav avaoctoréa tov CYPLA2, to evdeyouevo peioong g 66ong g oAaviomivng Oa
npénet vo, e&etdleTat.

Meimwon g frodobeciudmrag

H yoprynon evepyol dvBpaxa peidvel m Prodiabeciudtnta g oAavioamivig, xopnyoOUeEVNS amd TOV
G0TOUATOG, 6€ T0G00TO 50-60 % Y1 avTd Ko 0 evepydg avOpakag Oa Tpémel va AapuPdvetot TOLAGYIGTOV
2 dpeg TPV N HeTd T Yopnynon g oraviamivig.

H glovo&etivn (avaotoréag Tov CYP2D6), o1 epdnag d0ceic avtidévav (apyiiiov, payvnoiov) 1 n
oeTIOivN, Oev Exouv avapepBel 6TL emnpedlovy SNUAVTIKA TIG POPHOKOKIVITIKEG 1O010TNTEG TNG
olavlamivng.

Avvnrikéc emdpdoeic tng ohavamivng 6€ GAAC QOPUOKEVTIKG TPOIOVTO,
H oravlomivn evdéyeton va aviaymvicBel Tic emdpdoelc TV QUECOV N EUUECHY AYOVIGTOV
VIOTOLVT|G.




H ohavCamivn dev mpokalel avactoln TV Kuptdtepmy 160evidpmy Tov kuttoypouatog CYP450 in
vitro (m.y. 1A2, 2D6, 2C9, 2C19, 3A4). Q¢ ek To0TOV, dEV OVAUEVOVTOL GNUAVTIKEG OAANAETIOPAGELS,
oOHE®VO. pE Ta Stobéotpo edopéva Tmv iN VIVO HeleTdv Omov dev mapatnpnONnKe dvoGTOAN TOL
UETABOAG OV TV AKOAOVO®Y SPUCTIKOV OVGLDV: TOV TPIKVKAMK®OV avVIIKOTAOAMTTIKOV
(petaporlopévov kopla péow CYP2D6), g Bapeapivig (CYP2CI), g Beopuirivng (CYP1A2) 1
g dwalenaung (CYP3A4 kot 2C19).

Agv avoeépniay aAAnAemdpdoelc, Katd tn cuyyopnynon g oloviamivng pe Aibo 1 Pirepidévn.

Kotd v mapakoiovdnon tov emnédov TAAcUOTOG TOV BOATPOTKOD dEV TUPOVGLACTNKE OVAYKN
TPOCAPUOYNG TNG 0OGNG TOL PaATPOikoD, HETA TNV EVapEn TNG GLYYXOPNYNoNS TG olaviamivig.

Cevikn Spootnpromnta KNX
[pémel va diveton mpocoyn oe aobeveic Tov KOTAVIA®VOLY GAKOOA 1| AOUPBGVOUY POPUAKEVTIKY
TPOIOVTA TOV UTOPEL VO TPOKAAEGOVY KOTAGTOAN TOV KEVIPIKOD VELPIKOV GUGTILLOTOG.

Agv cuviotdton 1 suyyoprynom oraviamivng pe avti-Ilapkiveovikd QoproKeLTIKA TPoidovIa o8
acBeveic pe vooo Parkinson kat dvoto (PAéne Topdypago 4.4).

QTc diotua

Amoteitanl mpocoyn 6tav 1 olaviomivn cuyyopnyeital Le PAPLOKEVTIKA TPOTOVTO TTOV Eival YV®OTO
ot mapateivouv o QTc ddotnua (BAEre mapdypapo 4.4).

4.6 TovipdtnTa, KOO KoL yolovyia

Kvnon

Agv vrdpyovv emapkeic Kot KaAd eEreyyopeveg neléteg emi eyxvmv yovaikav. Ot acBeveig Oa mpémel va
EVIUEPDVOLVY TO Y1ATPS TOVG, GE MEPIMTMOOT TOL [Eivovy 1} TpoTiBevtal va peivouv £YKveC, Katd
duapkela tng Oepamneiog pe ohaviamivn. QoT06G0, ENEWN 1| EUTEIPIN OTOV AVOPOTO elvol TEPLOPIGUEVT,
n oAavCamivn Ba Tpémel va yopnyeiTal OTNV YKVUOGUVN UOVO EAV TO OVOUEVOUEVO OQENOG,
dwkatoroyet tov mhavo kivovvo yia to EpPpvo.

Ta veoyévvnrta Bpéen mov ektibevtorl og avIyuy®TiKa (Teptiappfavopévng g ohaviamivig) Katd 1o
Tpito TPIUNVO NG EYKLUOCHVNG, SIATPEYOLY KIVOLVO Y10 EUPAVICT] AVETIOOUNTOV EVEPYELDV
neptAapPoavouévev Tov eEOmUPAdIK®OY Ko/ CUUTTOUATOV ATOGVPGTC TOV UTOPOVV VO TOIKIAOVY
o€ coPapdtnrTa Kot S1apKELN LETA TOV TOKETO. YTAPYOLV avapopEg Yio S1€YEPOT), VIEPTOVIO, VTTOTOVIM,
TPOUO, LIVNALL, AVATVELGTIKT dvoyEpela 1 dlatapayn ot oition. Katd cuvéneia, ta veoyva Ba
TPENEL VO, TOPOKOAOLOOVVTOL TPOGEKTIKA.

Oniacpog

e o perétn o€ vyteic InAdlovoeg yovaikeg, TapatnpnOnke anékkpion g olaviomivng 6to UnTpikd
yaro. H péon £xbeon tov veoyvod (mg/kg) ot otabepn kotdotaon, vroloyicOnke 0Tl avTioTolyEl
010 1,8 % g avtiotoymg 66ong g oraviamivig otn untépa (Mg/Kg). Ot acbeveic Oo mpémel va
EVNLEPOVOVTOL OTL OV GuvioTdTal va Onialovv, edv Aaupdavouv olaviomivn.

Tovwotnta
Emdpdaoeig ot yovipdtnra dev eivan yvootéc (PAéme mapdypoo 5.3 Yo TpokAviKEG TANPOPOpies)

4.7 Emopacseig 6Ty IKOvVOTINTE 001Y161)G KU (ELPIGHOD P OVIIRATOV

Agv TpaypotomomonKoay LEAETES GYETIKA UE TIC EMOPAGELS GTNV IKAVATNTO 001YNONG KOl (ELPLGHLOD
unyovnpdtov. Exeidn n odavlanivn purnopel va tpokaréost vvnAia kot {aAn, ot acBeveis Ba mpémet
VOl EVILEPMOVOVTOL Y10 TOVG THOVODG KIVOUVOLG KOTA TO YEPICUO UNYAVILATOV, TEPIAUUPAVOUEVDV
TOV OYNUATOV.



4.8  AvemOounteg evépyeleg

20VOWYT] TOV TTPOPIA OLGOAAELOC

Evijlixec

O o ovyvd avaeepopeves (mapatnpndniay oe > 1% tov acbevav) avembBounteg evépyeleg, ot
omoieg oyetilovtav pe TN yopnynon oAaviomiving Katd tn S1dpKELD TV KAVIKGOV dOKIUMV, NTOV
vvnMa, abENoN copATIKOL BAPOVE, NOGIVOEIALL, AVENIEVA EMTESN TPOLAKTIVIG, YOANCTEPOANG,
yAukong kot Tpryhvkepdiov (BAéne mapdypago 4.4), yAvkolovpia, avéEnpévn 6peén, LaAn, akabnoioa,
TOPKIVGOVIoUOG, AeVKOTEVia, ovdeTeponevia (PAERE Topdypago 4.4), duckivnoia, opfoctatiky
VOTOCT), AVTLYOAVEPYIKEG EMOPACELS, TAPOJIKES AGLUTTMUATIKEG AVENCELS TOV NTUTIKOV
apvotpavoeepacav (PAéme mapdypago 4.4), eEavonua, e€acévion, kéOmwaon, Topetia, apBparyia,
aLENUEVN OAKOATKT) GOCEATACT], VYNAT VAL YAOVTAUVATPAVGPEPACT, VYNAO 0VPLKO 0&L, LYNAN
KPEOTIVIKT @OCQOKIVAGT] KOl 010110l

Hepiinun 1oV avemBOuNToOV EVEPYEIDHV GE LOPET TiVaKa

O ax6Aov00g Tivakag TEPTAAUPAVEL TIC OVETIOVUNTEG EVEPYELES KO TOL EPYOCTNPLOKE EVPTLLOTA TTOV
mopaTnPNONKOY Katd TN SLIPKELD KAVIKOV dOKIUDY Kot ovBopuntev avaeopdv. Evtog kabe
KaTNYoplog cuyvOTNTAG ELPAVIONG, Ol aveTBVOUNTES EVEPYELES TapaTiBevTal Katd eBivovca oelpd
cofopotntag. Ot 6pot GLYVOTNTOC TOV AVOPEPOVTAL TOPUKAT® TPpocdlopilovtal og e&ng: TToAd cuyvég
(> 1/10), ovyvég (= 1/100 éwg < 1/10), oyt ouyvég (= 1/1.000 émg < 1/100), omdvies (> 1/10.000 £mg

< 1/1.000), moA¥ omdvieg (< 1/10.000), un yvootéic (dev pmopodv va ektiunbovv pe Paon ta dobéoua
dedopéva).

Mol Xuyvég | Yoyvég | O Xoyvég | 2avieg | Mn yvooTég
AWTopay£S TOV GLUOTOUTIKOV KOl TOV AEUPLKOV GVGTNOTOS
Hoocwoeihia ®popfokvtonevia
Agvkomevial® u
Ovdeteponevial®
AWTopay£S TOV GVOGOTOUMTIKOV GVGTNOTOS
| YrepevooOnoio |
Awotapay£c Tov petafoiiopod kot g Opéwng
AvEnon Avénpéva enineda Eugdvion 1 YnoOepuiol?
Bépovct yoAnotepoing 3 napoEvvon SwaPhn
Avénuéva enineda IOV TIEPIOTACIOKA
yAvkolnct €xel cvoyeTiobel pe
Avénpéva emineda KeTOEEMOM 1 KOHO
TpryluKeptdimv?® neplapPovopévmv
IMwkolovpia Kol LEPIKDV
AvENon e 6peéng Bavatedpwv
TMEPLOTATIKDV
(BAéme mapdypopo
4.4)1
AWTopay£S TOV VELPIKOD GLUGTHIROTOS
Yrvnhia Z4An Enuinntucéc kpioelg | Nevpohnmtikd
AxaOnoio® OTOV OTIG KokonOec
IMopkiveoviouoc? MEPLGGOTEPEG Xovopopo (NMS)
Avokwnoio® MEPUTTAOGCELG ElYAV (PAéme
avapepOei 16topicd | mapdypago 4.4)12
EMANTTIKOV
Kpicemv 1 ZOUMTOUOTO
TAPAYOVTEG Sraxonng’ 2
KIvduvou yio
EMANTTIKEG
kpiceict!
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Avotovia

(meprhappovopévng
NG TEPLOTPOPTG
TV 0PBOAIKOV
BoABmv) 1t
Bpadvkivnoiol!
Apvnoia®
Avcapbpia
TpavMoua
ZOVOpPOLO
OVAGLYWOV TOSIDV
Kapowakéc owatapayég
Bpadvkapdio Kothiaxm
[Mopdrtacn Tov TaVKoPOie/
dwotuatog QTc HOPUAPVYY,
(BAéme mapdypopo | ogpvidlog Bdvatog
4.4) (BAéme
maplypapo 4.4)1
Ayyewkéc owatapayég
OpBootatikn ®popPoeufoin
vrotaon O (repopPovopéve
V TNG TVELHLOVIKT|G
euPoing kot g
OpouPwong tov ev
T BdBel phePov)
(BAéme mapdypopo
4.4)
AWTopay£S TOV GVOTVEVGTIKOD GLUGTHIATOS, TOV 0OPOK Kol TOV NEG0O®PEKIOV
| Eniotaén® | |
AWTapay£S TOL YUOTPEVTEPIKOV
"Hmieg, mapoducég Aldtaom g Maykpeatitdol
OVTL{OMVEPYIKES Kothiac?
emOpaoELg, LETOED TV
omoiV SVGKOIMOTNTA
Ko Enpootopia.
AWTopoy£S TOV NTUTOG KUl TMV JOANQOPp®V
Mopodikég, Hrartitda
OCVUTTOUOTIKEG (mepriappovopéy
ov&NGELS TOV NIATIKOV ng g
OULVOTPOVOPEPACHY NTATOKLTTOPIKNG,
(ALT, AST), 1dwaitepa NG XOAOOTOTIKNG
oV £vapédn g 1 TG HIKTNG
Oepamnciog (PAEne NTOTIKNAG
napdypago 4.4) BAGBnG)™
AwTapay£S TOL dEPRATOS KUL TOV VITOIOPLOL 16TOV
E&avonua Avtidpaon amd Avtidpaon oto
ooTtogvoucncio DAapuaKo pe
Alomekia Hoocwoeihia
Ko
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ZuoTnHoTIKd

ZOUTTOUOTO
(DRESS)
AWTapay£S TOL HVOGKEAETIKOV GUGTILOTOS KL TOV GUVOETIKOD 16TOV
| ApOpadyia® | Papdopwdivon !
AWTOPUYES TOV VEQPAV KAL TOV 0VPOPOP@V 00V
Axpdrela ovpov
Koartaxpdnon
ovpOV
Avckoria oTtnVv
ovpnon*t
Kotootaoeig tng Kinong, Tng AoyEiog Kol TS TEPLYEVVITIKIG TEPLOGOV
2Hvopopo
andcsvpong
QOPUAKOV TV
VEOYVDV
(BAéme
ToPAYPAPO
4.6)
AWTapay£S TOL AVITUPUYDYIKOD GUCTIIATOS KUl TOV HOGTOV
1oty duoiettovpyia | Aunvoppoto Ipromiouoct?

GTOVG AVOPEG
Mewwpévn yevetnowo
0PN GTOVG AVOPES Kot
OTIC YUVOIKEG

AOYK®OON LOCTOV
ToAaxtoppola oe
yovaikeg
TIMovorkopaotio/
SOYK®mON HacTOoD
GTOVG AVOPES

I'evikég oroTopayfc Kol KOTUOTAGELS TG

0909 yopijynong

E&acBévion
Koénwon
Oidnua
IMope&ial?

Mopaxivikég eEeTdoelg

AvEnuéva
emineda
TPOAAKTIVIG
TOV

A dopatoc®

AvENUEVT aAKOATKN
pocpotdon??

YynAn Kpeatvikn
POGPoKIvaon !

Yynn yapa
YAOLTAPVATPAVCPEPACT
10

YynAd ovpid 0&HY0

AvEnuévn ok
yolepvOpivn

TKMviké onpovtiky ovénon sopoatikod Bapovg mapatnpndnke oe OAEC TIC KOTNYOPIES LE apyIKT|
extipnon Agiktn Malog Topatog (AME). Metd ) Bpayvrpdbecun Oepancio (Léon didpreia 47
NUéEPEG), N avénon Papovg > 7% and 1o apyikd Papog cdpatog nTav ToAd cuyvn (22,2 %), > 15 %
nrav ovyvn (4,2 %) ko > 25 % frav oyt ovyvn (0,8 %). TTIoAd cuyvi Ntav n avénon Bapovg > 7 %,
> 15 % ko > 25 % and 10 apykd Papog copaTog o€ aobeVEIS e pakpoypdvia EkxBeor (TovAdylotov
48 ePdopdoeg) (64,4 %, 31,7 % won 12,3 % avtictoya).

201 péoeg avEnoelc otic Tipéc vnoteiog tmv Mmdimv (oAknf yoAnotepoin, LDL yoAnotepoin kat
TPLyAvkepidia) nrav vynAoTepeg o€ acbeveic yopig evoeifelg Mmidaukng amoppOOUIoNG oTNV apyLKn

extipnon.
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3 TTapotnpnOnkav o puotoroyikd enineda vnoteiog oy apyik ektiunon (< 5,17 mmol/l) ta omoia
avEndnkav og vynid (> 6,2 mmol/l). TIoAd cvyvég NTav ot peTAfOAEC 6Ta OMKA ETimeda
YOANGTEPOANG VYNOTEING 0O OPLOKE KOTA, TNV apyikh ektipmon (= 5,17 - < 6,2 mmol/l) oe vynAd

(= 6,2 mmol/l).

TMopatnpridnkoy ce puotoloyikd enineda vnoteiog oty apyikn extipnon (< 5,56 mmol/l) ta onoia
avEnonkay og vymid (=7 mmol/l). TToAd cuyvég ftav ot petaforég otn yAvkdln vinoteiog amd oplokd
eninedo vnoteiog oty apyikn extipnomn (= 5,56 - < 7 mmol/l) oe vynidé (= 7 mmol/l).

S Tlapatprdnkav 6e puotoloyikd eninedo vioteiog oty apyikn extiunon (< 1,69 mmol/l) ta omoia
avEnonkay og vymid (> 2,26 mmol/l). TToAd cuyvéc Ntav ot petaforéc oto Tprylukepidia vioTeiog
and oplokd oty apyikn ektiunon (> 1,69 mmol/l - < 2,26 mmol/l) og vynié (> 2,26 mmol/l).

®Te khvikéc Soxpég, 1 emintwon [Mopkiveovicuov ko duetoviog oe acdeveic vd ohaviamivny Ntov
opOUNTIKA LEYaADTEPT, CALL O)L CTOTICTIKE GTLLOVTIKA SLOLPOPETIKT A0 TV AVTIGTOLYT| TOV
gikovikov eoppdxov (placebo). Ot haufavovieg ohavlomivn acbeveic eiyov pio younidtepn enintmon
[Mopxivooviopot, axadnoiog kol SVGTOVING CLUYKPITIKG LLE AVTOVG OV EAGUPAVAY TITAOTOIOVUEVEG
3006e1C OAOTTEPIOOANG. AdY® EAAEIYNG AETTOLEPOVS TANPOPOPNONG YO TO TPOVTAPYOV
eEATOLKEVUEVO 16TOPIKO 0EEWMV KO OYIUOV EEMTVPUULOTKMDY KIVITIKOV d0TapaydV, 08V eival
duvatov et Tov TapPOVTOG va amodelyfel 6Tt 1 odavComivn Tpokodel Arydtepn Oyiun duoKvnoio Kau/m
Ao OY1po EEOTUPOUIITIKE TOTOL GUVOPOLLL.

TO&0 copmtdpate OTog £Qidpmon, abmvia, TPOHOG, GyYog, vouTio Kot £ueToc &xovv avapepOel, dtav
N oAavComivn StoKOTTETAL OLpVIdLaL.

8 Te 1vicéc peréteg Sibpretag Eog kot 12 eBSOUASMV, 01 GLYKEVIPOGELS TMV EMTESOV TPOAAKTIVIG
TOV TAAGUOTOG ELY OV VITEPPEL TO AVMOTEPO OPLO TOV PLGLOAOYLKOV EVPOLS TTEPiTov 610 30 % TV
acBevav vtd aymyn pe oloviamiv, He PUGIOAOYIKE EMITESD TPOLOKTIVIG GTNV APYIKT EKTIUNOT).
v mieoyneio avtdv TV acBevdv, ot aENGELS NTOV YEVIKA NTLEG KOl TOPEUEIVAY YOUNAOTEPES
oo TO OUTAGGIO TOV AVATEPOV OPIOL TOV PLGIOAOYIKOV EDPOVC.

® Avem@Ountn evépyeto mov avayvopiomke oe kKAvikég peréteg, otnv OhokAnpopévn Baon
Agdopévav g Oraviomivng.

0 Onwc a&lohoynOnke amd petprioiueg TipéG o KAMvikég pelétec, otnv OlokAnpopévn Béaon
Agdopévav g Oraviomivng.

1 AvemOopntn evépyeia mov avayvopictnke Bacel avdopuntmv avapop®dv, HETE TNV KVKAOQOPIo TOV
TPOIOVTOC, LLE CLYVATNTO TTOL TPOGOLOPIoTNKE YPNOLHoTOIdVTAG TNV OloKkAnpwuévn Baon Aedouévov
g OhavComivng.

12 Avem@OunTn evépyeio mov avoyvopictnke Pacel avddpunTov avapopdv, HETE TNV KUKAOQOpia TOV
TPOIOVTOGC, e GLYVOTNTA OV TPOGIOPIGTNKE GTO AVATEPO OPLO TOV JAGTNLOTOG EUTLGTOGVVNG 95%,
ypnoonoimvag Ty OhokAnpouévn Bdon Asdopévav g Olaviamivig.

Moxkpéc-oibpkelac EkBeon (tovidyictov 48 eBdouddnv)

H avaioyio tov acbevav mov eiyav cofapéc Kot KAVIKG ONUOVTIKEG 0AAAYEG OGOV apopd TNV avénon
ocouatikov Bapovg, tn yAvukdln, v olkny LDL/HDL yoAnotepdin 1 ta tprylukepidia, avndnke pe
TN mApodo TOL YPOVOoVL. e eVAAIKEG acBeveig mov cuumAnpwoay 9-12 unfveg Bepamneiag, o pvOUOS
avénong g péong Tiung g YAukolng Tov aipartog emPpadvvinke petd and mepimov 6 Pnvec.

Emnpocbetec minpogopieg yia £181ko0¢ TAnBucpong

X KMVIKEG O0KIUEG e NAKIoUEVOLG aoBeveic pe dvota, 1 Bepamreia pe ohavlanivn cvoyeticOnke pe
UEYOADTEPN EMIMTOOT BAVATOV KO Ay YEIOKEG EYKEPUAIKESG AVETIBOUNTEG EVEPYELES, GE GVYKPIOT| LIE TO
gwovikd pdpuaxo (placebo) (PAéne moapdypago 4.4). TToAd cuyvég avemBOuNTEG EVEPYELEG TOV
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oyetilovtav pe ™ yopnynor oAaviomivng og aUTN TV KATnyopiot 0oOevmdV, NTOV TO [N PUCIOAOYIKO
Badiopa kot o1 mtdoels. Ivevpovia, avénuévn Bepuroxpacio copatog, Aqbapyog, epvdnua, onTikég
yevdaonoelg Kot axpateln ovpmv mapoTnenOnKay cuyvd.

e KMVIKEG doKIuEG o8 aoBeveic e gapuako-enay®uevn (ay®vioT vIoTouivng) yiymen 6Tto TAaic1o
vooov Parkinson, emideivoon tov IapKiveovikOv GCOUTTOUATOV Kol ToV Wyendalctnoemv avapépnke
TOAD GLYVA KOl GE HEYOADTEPT) GLYVOTNTA OO TO EIKOVIKO pappoko (placebo).

e pio KAMvikn dokiun og aobeveig pe dumolkn povia, 1 cvyyopnynon Boirpoikod pe olovlomivn,
glye oav OmMOTEAEG O TNV EUEAVIOT) ovdeTepOTTEViOG 6€ T0G00TO 4,1 %. Ta vyMAd eminedo TAAGHOTOC
oV BoAmpoikol evdéyetar va givan £vag mBavog cuvelsPépwv Tapdyovtac. H cuyyopriynon g
olavComivng pe Aibo M Pakmpoikod eiye cav amotédeoua ovénuéva tocoatd (> 10 %) tpouov,
Enpootopiag, avénuévng opeéng Kot avénong cmpatikod Bapovg. Atatapayr Tov Adyov, emiong,
avapépbnke cuoyvd. Katd t didpkela tng suyyopnynong g oraviomiving pe Aibo 1 Baimpoikod
vatplo/Baimpoid o0&, pio adéEnon = 7 % tov BApovs cOUATOS 0o TNV apyIKh EKTiUNOT,
napatnpnnke oto 17,4 % tov acbevav, Kotd ) didpketa tng aywyng oteiag pdosws (wg 6
gfodoudoeg). H paxpoypovia Oepaneia pe odavlomivn (€mg kot 12 unqveg) yio v TpOANYN VIOTPOTMV
oe aobevelg pe dumoAkn Swotapoyr| £xet cvoyeTiobel pe adénon = 7 % amod to apykd PApog copaToc,
6710 39,9 % tov acBevav.

Hondratpikdg TAnBuepog

Agv cuviotdTon 1 yopnynon g oraviamivng og modid ko epnfovg niikiog kdTo Tov 18 eTmv.
TTapodro mov dev VILAPYOVY KAWVIKEG LEAETEG OYESIOCUEVES Y10 VO GLYKPIVOLV TOVG EPTPOVC LLE TOVG
eviilkeg, Ta dedopéva amd SoKIUEG og @Bovg cuYKpiONKaY LE To dedopEVA amd TIG dOKIUESG O
EVNAIKEC.

O akdrovBoc mivaxag cuvoyilet Tig avemBOUNTES EVEPYELEC TOL OVOPEPON KOV [LE LEYOADTEPN
ovyvotnTa oe £pnpovg acbeveic (MAkiog 13-17 etdv) cvykprtikd pe eviilkeg acbeveic 1 Lovo Tig
avemBounteg EVEPYELEG OV TPOEKVY AV KATA TN O1dpKELd BpoayvmpdOecu@V KAIVIKGOV SOKIUMV e
£pnPovg acbeveic. KAvikd onuovtikn avénon couatikod Bdpove (> 7 %) mapotnpridnke o cuyva
oTNV Oad0 TV EPNPoV acbevdv oe GUYKPION UE TOVG EVIAKES e cuykpioun £kBeon oto dpuako.
To m0600T6 ENGNG cCEOUATIKOV Bdpovs Kot 1) avoroyia Tov epfov acBevdv mov Topovciacay
KAVIKG onuavtikn obéEnoT copatikol Bapovg oy HeYaADTEPE GE AVTODS VIO LoKPOYPOVIa £kbeon
(Tovrhdyrotov 24 gfdopadec) amd 6tL oe aobeveic Vo Ppayeiog didpketag EkBeon.

Evtoc k40 katnyopiag cuyvotntog eReavions, ot avembountes evépyetes mopatifeviol Kotd
eBivovca celpd coPapdtntag. Ot 6pot GLYVOTNTAG TOV AVAPEPOVTOL TAPAUKATM TPOGIOPIlovTal M¢
e&ng: TIodd ouyvég (= 1/10), ovyvéc (= 1/100 éwg < 1/10).

Awtopayéc Tov petoforopov Kot g 0péyng
IT0A0 ovyvéc: AvEnon copotucod Bapovcs, avénuéva eninedo tprylukepidinv??, adénon g Opetnc.
Joyvég: AvEnpéva eminedo yoAnotepOAnct®

AWTaPayY£S TOL VEVPIKOV GUGTIOTOG
11020 ovyvée: Kataotol (cvoumepiiapfdvet: vrepoumvia, AnBapyo, vrvniia).

AWTOPaYES TOV YOOTPEVTEPLKOD
2oyvég: EnpocTtopio

AWTapay£S TOL NTATOS KAL TOV YOAMPOPp®V
TloAv ovyvég: AvEnon tev nrotikdv apwvotpavepepacov (ALT/AST; BAéne mapdypago 4.4).

Mopaxivikég eEeTdoelg
Tlold ovyvég: Meropévn odikn xohepvBpivn, avénuévn GGT, avénuéva eninedo TPOAAKTIVIG TOV
A GG UaTOCS.

BMetd m Bpoyornpddeoun Oepancio (uéon didpketa 22 nuépec), moAd cuyvh ftov 1 adénon
ocopatikoy Bapovg > 7 % amd to apykd Bapog copatog (kikd) (40,6 %), cuyvi fTov n avénon
Bapovg > 15 % and 1o apykod Papog coparog (7,1 %) xar > 25 % frav cvyvn (2,5 %). Me poxpdg
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duapkelag ékBeon (tovddyiotov 24 gfdopdocs), 89,4 % mapovoiacav avénon Bapovs > 7 %, 55,3 %
napovsiacay avénon Papovg > 15 % kot 29,1 % mapovciacay avénon Bapovs > 25 % and to apyikod
Bapog cmpatoc.

“Mapatnpriidnkoy oe puotodroyikd enineda vnoteiog otnv apyikn extipnon (< 1,016 mmol/l) to onoia
avEndnkav og vynmid (> 1,467 mmol/l) xor petaforéc ota Tprylukepidio vioteiog amd oplokd otnv
apywn ektiunon (= 1,016 mmol/l - < 1,467 mmol/l) o vymid (> 1,467 mmol/l).

BTapamnpidnkoy coyvd petaforéc ota eninedo tng oAMKnG Y0ANcTEPOANC YNOoTELNG 0O PLGIOAOYIKE
enineda oty apykn ektipnon (< 4,39 mmol/l) e vynid (= 5,17 mmol/l). TIoAd cuyvég NTav ot
UETAPOAEG OTOL EMIMEDQ TNG OAIKNG YOANGTEPOANG VIOTELONG OTO OPLaK(L ETITEDD GTNV APYLIKT EKTIUNOT
(> 4,39 mmol/l - < 5,17 mmol/l) o vynArd (> 5,17 mmol/l).

18 AvéEnpéva eninedo mpolaktivng tov mAdopoTog TapatnpyOnkay o€ 47,4 % tov epfPov acdevav.

Avoopd mBavorloyoLUEVOV aVETBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®Y EVEPYELDY LETA OO TN YOPTYNoN GO0 KLKAOPOPIog
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénetl ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOHVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTTOIEGONTOTE TOUVOLOYOVEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
ava@opdg Tov avaypdpetol oto Hopdptnua V. *

49 Ymnepodocolroyia

Xnueio Ko cuurTOUOTO

[ToAb cvyvé cupmtopata TG VIEPSOcOAOYiNG (Le T0G0GTO eppavions > 10 %) meprhapfavovv
Tayvkapdia, diéyepon/embeticdmra, dvcapbpia, Torkida eEMTLPALUSIKE GUUTTOUOTO KO LEIOUEVO
eninedo cLVEIdNOTG, TO 0010 KVUOIVETOL ATTO KOTOGTOAT MG KMLLO.

Ao, kKAMVIKE onuavTika GuUBApaTa TG VTEPIOGOLOYING TEPIAAUPAVOLY TOPAAT PO, ETIANTTIKEG
Kpioelg, KMpa, ThovO VELPOANTTIKO KAKOTOEG GUVIPOLO, AVOTVEVCTIKT KATOGTOAT, EIGPOPNOT),
véPTOoT N VIOTACT, KOPILOKES appLOLies (T0600To epEavions < 2 % ToV TEPINTOCEDY
VIEPSOGOLOYING) KOl KAPSIOUVOTVEVGTIKN avakomnh. @oavatneopsc ekpaoelc £xovv avoeepetl e
o&eieg vepdocoroyieg 1660 youniég 660 ta 450 Mg, oA kot emiPioon Exel emiong avapepOel petd
amo o&eila vVEPSOGOAOYia, e TTEPITOV 2 g amd TOL 6TOUATOG oAovamivr.

Avtiuetomion
Agv vapyet €101K6 avtidoto yia tnv olaviamivr. [IpdkAnon epétov dev mpoteivetal. H yprion tov

KaOEPOUEVOV SLOOIKAGLDV OVTILETMTIONG TNG VIEPOOGOAOYING (TT.). TAVCT GTOUdY OV, YOPTYNoN
gvepyov avOpaxa) pmopel va epappocbei. H tavtdypovn yopnynon evepyod dvBpaka £dei&e 0Tt
pelmvel T ProdtafecttdTnTa TG 0Td TOL GTOUATOG XopNYovuevNS olaviamnivng og Tocootd 50-60 %.

H countopatik] avTieTdnion Kot 0 EAEYY0C TV AELTOVPYLDV TV [OTIKOV 0pyavmv PHmopohv vo
€QupprofovTol avaloya e TNV KAVIKH KOTACTOOT TOV ac0evolc, TeptAapfovopuévng g
OVTILETOTIONG TNG LIOTOOTG, TNG KUKAOPOPIKNG KATEPPEIYTG KOt TNG LIOSTNPLENG TNG AVATVEVGTIKNG
Aertovpyiog. Mnv xpnouonoleite entve@piv, VIOTaUivn 1 GAAEG GUUTOONTIKOMUNTIKEG OVGIEC e B-
OYOVIOTIKT OpOoTNPLOTNTA, EXELON 1) OEYEPCT T®V P- VIOSOYEWY EVOEYETOL VO ETOEVAGEL TV
vrdtaon. H kapdiayysiokn Tapakorovbnon sival anapaitnn yio tov EAeyyo mbovav appubumy.
Y1evi) wrTptkn emifreyn Kot mapakorovOnomn sivol amapaitnm uéypt o acevie va avokayet
TANPOG.

5. DOAPMAKOAOT'IKEZ IAIOTHTEX

51 ®@appokodvvopikés 1010TNTES
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

DopuakobepamevTiky KaTyopio: yoyoAnmrikd, dwaleniveg, ofalemives, Betaleniveg ko o&emiveg,
kodikog ATC NOSA HO3.

Doppokoduvakés EmdpAcELS

H olavCoamivn givor évag avTiguy®Tikoc, ovTLoviokos Kot 6tafepomomrikoc g otdbeong
TOPAYOVTAG, O OTTOT0G EKONAMVEL EVOL EVPV PAPUOKOAOYIKO TPOPIA EMOPACE®V GE £voL aplOUO
GUOTNUATOV VITOJOYEMV.

2116 TPOKAIVIKEG peAéTeS, | odavCamivn £dele k| ovyyévela (Ki < 100 nM) yia gvpv pdopa
VIOJ0YEMV OT®G 01 LITodoyelg TG oepotovivng S-HT2arc, 5-HT3, 5-HTs, o1 vmodoyeig tng viomapivng
D1, D2, D3, D4, Ds, o1 yolvepyikoi povokopivikol vwodoyeic M1-Ms, o1 adpevepykol DTOS0YEIG o1 Kol
ot vmodoyeic g wotapivng Hi. O peréteg ovpmepipopds o (da pe v ohavioanivn £dei&av 5-HT,
VTOTOULVIKO KOl YOAVEPYIKO avTaY®OVIGUO, GLUUPATO HE TO TPOPIA ohHVOESTG VTOdOYEMY TOV
eopudxov. H ohavloamivn epedvice peyaAddtepn in Vitro cuyyévela yio tovg vrodoygic tng
cepotovivng 5-HT2 mapd yio Tovg vwodoyeig ¢ viomapivng D2 ko peyadvtepn 5-HT2 mapd D2
dpaotnplotnTa o€ in Vivo povtéda (rpodtuna). Hiektpopuololoyikég peréteg £6e1&av OTL
olavamivn eKAEKTIKA PeiwTE TO pLOUO TVLPOOHTNONG TOV PEGOUETOLYMIOKOV (A10) VIOTOUVEPYIKGOV
VELPOVOV, EVOD £XEL LUKPT ETIOpaoT 6T poPowTt 000 (A9) n omoia EUTAEKETOL TV KIVNTIKN
Aertovpyia. H odaviomivn peimoe pia eEaptnuévn avtidpaoT amoeuyng, SOKILAGio EVOEIKTIKN
AVTIYOYOTIKNG OpOoTNPOTNTOS, GE 0OGELG LIKPOTEPESG OO ALTEG TOV TPOKAAOVY KOTOANYiaL, [
dpdion EVOEIKTIKT KIVITIKOV TOPEVEPYELDV. AVTIOETA TPOG AALOVE OVTIYVYMTIKOVS TOPAYOVTEG, 1|
olavEomivn av&aver TV ovTomTOKPIoT 68 pid “oyXOAVTIKY” doKILOGia.

e perét Touoypagiog Exmounig [olitpovimv (PET) uwiag epdma 66ong (10 mg) oe vyieic
gBehovtég, n oraviamivn eppavice peyoldtepo Pabud ocvuvdeong e toug S-HT2a vodoyeic amd 01t pe
Tovg Vodoyeig g viomapivng Do, EmmAéov, pia perétn oypiloppevikdv aclevav pe ypnon
Topoypapiog AtAod ®otoviov (SPECT) anokdAvye 0Tt 01 avTamokpivopevol oty oAaviamivn
aoBeveic elyov pikpotepn D2 chivoeon o veupadveg Tov pao®Tod COIUTOG TOPE Ol AVTUTOKPIVOLEVOL
G€ TUTTIKA AVTIWLYMTIKA - Kol PIOTEPLOOVT - acOeVEIC Kot GLYKPIGIUN e ALTN TOV OVTOTOKPIVOUEV®V
o€ Kholamivn aobevav.

KAvik) amotelecpotkodtTo

e 600 0o TIC SVO UE EIKOVIKO PAPUOKO KOl OTIC dVO OO TIG TPELG CLYKPITIKEG EAEYYOUEVEG OOKIUES
pe mep1ocdtepovg Twv 2.900 oyloppevik®dv acevav ot omoiot epedviloy BeTikov Kot apvnTiKov
TOTOL GUURTOLOTA, 1] OAUVI ATV GLVOOEVTNKE OO GTATIGTIKA GNUOVTIKA LEYUAVTEPES PEATIDGELG
OTO OPVNTIKG OT®G EMIONG KO 6TO BETIKA CLUTTOUOTA.

e o moAveBviKN, STAN-TVEAT, GVYKPLTIKY HEAETN oyloppévelac, oyl ocVVAICONUUTIK®Y Kol
GUVOPQOV dlaTapoydV, 1 omoia tepleAduPave 1.481 acbeveig pe mokidov Babpod cuvodd
KkatofAmTikd cvuntopato (Léon Pabporoyio katd Ty eloaymyn ot perétn 16,6 oty Kiipoka
Montgomery-Asberg Depression Rating Scale), pio mpoomtiky dgvutepoyevig avalvon thg LETUBOANG

g cvvacOnuatikng Paduoroyiag amd TV apyIKN EKTIUNON OC TO KOTOANKTIKO TG onueio £0e1&e
oTaTIoTIKA onpavtikn veepoyn (p= 0,001) otovg acbeveic mov Edafoav ohaviamivn (-6,0) cuykprtikd
ue avtovg Tov EAaPav aAoneptdorn (-3,1).

e a00eveig e LOVIOKE 1] LEIKTO ETELGOON OUTOAKNG dratapayng, 1 ohaviamivn armedeiybet 6TL £xer
UEYAADTEPN ATOTEAECUATIKOTNTO EVOVTL TOV EIKOVIKOD apuiakov (placebo) kat tov Bokmpoikov
vatpiov (divalproex) otny eAdTTmon Tov HavIaKdOY CUUTTOUATOY £vTog 3 efdondadwv. Emiong, n
olavComivn ELPAVIcE TOPOUOLN OTOTEAEGUATIKOTNTO LE TNV OAOTEPLOOAN OGOV APOPE TO TOGOGTO
TV acfevdv 6ToVG 0moiovE EMLTEDYONKE TAPNG LTOYDPTON TOV GUUTTOUATOV TN UAVING KOL TNG
KatdOlyng, og 6 kot 12 efdouddes. e pio peAétn cuyyopnynong 6mov ot acbeveic ElaPav Ao 7
BoAmpoixd yio Tovidyiotov 2 gfdopadec, 1 tpocOnkn 10 mg oravlomivne (cuyyxopriynon e Aibo 1
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BaAmpoikd) eixe cov amotéhespa pio LeyaADTEPT LEIDMON TOV LOVIOK®OV GUUTTOUAT®V, GTO SLAGTNLLO
TV 6 gfdouddmv, cVYKPLTIKA pe T povoBepaneio e Palmpoikd 1 Abro.

e o pedétn 12unvng S1dpketag TpOANYNG TOV VTOTPONTMV, 6 0oBEVEIS [IE LoviaKO ETEIGOA10, OL
omoiot emétuyay Veeon pe oAavComivn Kot Katomy Kataveunonkav toyotoromuéva g odaviamiviy 1
gikovikd edpuaxo (placebo), n ohaviamivr £de1Ee GTOTIOTIKA GTULOVTIKT VIEPOYT EVOVTL TOVL
gicovikov eoppaxov (placebo), oto kipro katadnktikd onpeio ™¢ HeEAETNC, TOV CPOPOVCE TNV
VIOTPOTH TNG SmOAKNG dtatapoyns. H olavlomivn eniong epeavice GTOTIGTIKG ONUOVTIKT VITEPOYN
£vavTi Tov e1Kovikov eapudakov (placebo) oty Tpdinymn votponrg gite mpog povia gite Tpog
KaTdOAym.

e o peAét 12unvng d1dpketag TpOANYNC TOV VTOTPONTMV, 6E 00HEVEIC [LE LaVIaKO ETEIGOS10, OL
omoiol eméTuyav VPESN UE GLYYOoPTYNoN oAaviomiving kot MBiov Kol 6T GUVEYELN KaTavEUnONKaY
Toyotomomuéva og olavlamivn 1 Aibo, n oAaviamiviy ftav otatioTikd 1odvvaun pe To Albo 610
KOPLO KATAANKTIKO GNUEio TG HEAETNG, OGOV 0QPOPA TNV VTOTPOTN TNE SUTOMKNG SLUTOPUYNG
(ohavamivn 30,0 %, Aifo0 38,3 %, p=0,055).

e o 18umvn pekétn cvyyopnynong, o€ acbeveig pue poviakd M ktd enelcod10, oL 0oiot
otabepomomOnkav pe odavlomivn kot Eva otabepomom g duabeong (Aibo N Bodmpoiko),
Hokpoypovia cuyyoprynon orlaviamivng pe Aibio 1 BaAmpoikd dev TOV GTATICTIKE GNUAVTIKA
vrepéyovoa G povobepaneiog pe Ao 1 fodnpoikd, 6cov apopd TV kabvuoTépnon TG ELEAVIONG
VTOTPOTNG TNG OUTOAIKNC SLOTAPAYNC, COLPOVA LE TO, KPLTHPLO (S10yVOGTIK() TOV GUVIPOUOV.

Hodworpikodc tinbvoudc

Agdopéva eheyyouevng anotelespatikotntag o€ EpnPovg (MAtkiag 13 ém¢ 17 etdv) mpoépyovtal amd
HKpnc o1dpketag peréteg yia ) oylloppévela (6 efdopddeg) Kot yio T povio mov oyetileTon e
duroAn datapoyn tomov I (3 gfdopddec) pe ovppetoyn Atyotepov tav 200 epnpov. H odaviomivn
yopnynOnKe pe evEAKTO S0GOAOYIKO Gyfua pe doom Evapéng 2,5 mov Kopdvinke g Kot

20 mg/muepnoing. Kotd m didpkeia Oepomeiog pe olavlamivr, ot £pnpot Tapovciocay oNUavTIKd
peyodvtepn avénon Pépovg oe ouyKpion pe Tovg eviAikeg. To péyefog TV aALaydV GTIC TIES
ynoteiog g OAMKNG xoANoTePOANG, TG LDL yoAnotepoing, Tmv TpryAukeptdimv Kot TG TPOANKTIVIG
(BAéme mapoypaeovg 4.4 kot 4.8) Ntov peyoldtepn otoug EPNPovg GUYKPITIKA UE TOVG EVIAIKES. Agv
VITAPYOVV EAEYYOUEVA OEGOUEVD VIO TN SLATNPNCT TNG ATTOTEAEG LATIKOTNTOC 1) OEO0UEVAL
HoKpoypoviag acpdielag (PAEre mapaypdpovg 4.4 kot 4.8). [IAnpoeopiec oyetikd pe poxpoypovia
UCQUAELD, TTPOEPYOVTAL KVPIWOC OO avOTYTOD GXEOIAGLOD, U1 EAEYYOUEVO SEOOUEVA.

52  ®appoxoxivTikég 1016TNTES

H olavlomivn o€ diokia docmelpdpeva 6to otopa givar froicodbvaun pe tnv oloviamivn tov
emKoAvPpEVOVY diokimv, e éva TapOpolo TocooTd Kot €ktact amoppoenons. H ohavianivn o
dokio S10GTEPOUEVA GTO GTOUA ELVOL SLVATOV VO YPTCLUOTOLEITOL GOV EVAALOKTIKY] LOPPT TG
olavlomivng TV eTtKaAD UUEVOY J1GKIMV.

Amoppoonon

H olavlomivn amoppo@dtor KaAd petd tn xopnynon ond Tov GTOUATOS Kol TO, LEYLOTO, EMIMEd GTO
TAGG O emiTuyydvovtal evtdg 5-8 mpmv. H amoppdenor| g dev ennpedletor amd m Ajyn tpoenc. H
amoAVTN PlodtafecIUOTNTA TNG OO TOL GTOUATOG XOPNYNOTG OYETIKA e VTN TNG EVOOPAEPRLOG deV
€xel Tpoaodlopioet.

Koatavoun
To m0600T6 GUVIESNC TG oAoviamivng pe TIg TPMTEIVES TOV TAAGUOTOG Tay TePimov 93 % pe ebpog

ovykévipmong 7 émg 1.000 ng/ml wepinov. H oAaviamivn cuvdietal kupiwg e T AeVK® TV Kot
™V d1- 6EVN- YAUKOTTP®TEIVT).

Bulougtooynuatiopnde
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H oAavlomivn petaforiletor o610 Nmop pécm 0dmv ovlevéng kot o&eidwonc. O kvplog petaforitng
oto aipo etvar to 10-N-yAvkovpovidio, To 0moio dev SomePVA TOV ALLO-EYKEQPUALKO @payuo. Ta
rkutoypopate P450-CYPLA2 kot P450-CYP2D6 cuvelopépouv 6to oynuaticpd tawv N-deopuedul kot
2-05po&upebud peTafolTOV, 01 OTTOIOL ELPAVICHY CTLOVTIKG LIKPOTEPT IN VIVO QUpLOKOAOYIKN
dpaoTikoTnTa amd TV ohaviomivn og peréteg (omv. H kipla papprokoloyikn opacn opeiletor 6T
UNTPIKY ovcia tnv ohaviomivn.

AmofoAn
Metd v amd Tov oTdHTOC YopYyNoN TG oAaviamivig, | Léon TeAKN NUmepiodog amoBoAng g
olavComivng o€ vyu] atope ToKiAAEL avaAoya pe TNV NAKio Kot TO UAO.

Xe vym nAukiopéva dtopa (65 €TV 1 TEPIGGOTEPO) G GVYKPLOT LE LN NAIKIOUEVA VY ATONa, 1
péon nuuepiodog amofoAing tng ohaviamiving nrav topatetapévn (51,8 évavtt 33,8 dpeg) ko1
KkGBapon frav erattopuévn (17,5 évavtt 18,2 I/hr). Ot gappokokivnTikég Stapopéc oe NAKIOpUEVH
droua gvupickovtol evioc TV 0pimv S1aKOILOVOTG TOL TAPATNPOVVTOL GE [ NAIKIOUEV dTopo. Xe 44
oyloepevikong acbeveic nhikiag > 65 etmv, o1 omoiot Elafav docelg olavioamivng peta&d 5 kot 20 mg
muepnoing, dev mapatnpnonke Kamolo Wiaitepo mepiypappa (TPoeid) avemBOUNTOV EVEPYELDV.

& YUVaIKEG GUYKPITIKA UE AVOPES, 1 LéST Mepiodog amoBoing tng olaviamivig fTay KAmTmg
peyalvtepng ddpketag (36,7 Evavtt 32,3 dpeg) kot n kabapon nrav pkpdtepn (18,9 évavtt 27,3 I/hr).
Qotdo0, n ohaviamivy (5- 20 mQ) £deiée éva cuykpico Tpoik acpoleiog otig yuvaikeg (N=467) pe
avtd TOV avopav (N=869) acbevav.

Neopikn dvoAgitovpyia

e acbeveic pe veppikn dvsiertovpyia (kaBapon kpeatviving < 10ml/min) cuykpitikd pe vy dropa,
dev mapornpionke onuoavtikny dtapopd otn péon numepiodo amoBoing (37,7 évavtt 32,4 dpeg) | otV
KkaBapon (21,2 évavtt 25,0 I/hr). Mo pedétn mass balance £6gi&e 611 mocooto mepimov 57 % g
padtoonuacpévng oloviamivng aviyvebnke ota 00pa, KUPIMG LE TN LOPPN TOV UETAROATMV.

Hrotwr) duciettovpyia

Mio pucpr| HEAETN Yo TNV ERXIOPACT] TNG SLOTOPAYUEVTG NAATIKNG AgtTovpyiog o€ 6 ATOUa e KAVIKA
onuovtikn kippwon (Katnyopia A (n = 5) kot B (n = 1) xatd Childs Pugh) anokdivye pikpn
EMOPOOTN GTN PAPLOKOKIVITIKN TNG 0O TOL GTOLATOG Yop1yovuevng oravianivig (2,5 - 7,5 mg
epamaé 060mM). ATopo pe N0 EOG LETPLO NTATIKY SucAEITovpyia eiyov eha@pmdg avEnuévn
ovoTNUoTIKN KaBapon Kot tayvTePo Ypovo NULONG amofoANg 6 GUYKPLOT LE T ATOUN YOPIg
Nratikn ovoAeitovpyia (n = 3). Ynpyov tepocdTEPOL KATVIGTEC LETAED TV ATOUMV LE Kippmaon
(416, 67%) amd 6,11 peta&d TV aTOp®Y Y0pic Ttk dvciertovpyia (0/3, 0%).

Kénviopa
& U1 KOTVIOTEG G€ GUYKPIOT LE KOTTVIOTEG (AVOPES Kol Yuvaikeg) 1 péon nuuepiodog amoPoing tng
oraviamivng mapatddnke (38,6 Evavtt 30,4 mpeg) ko 1 kaBapon elattddnke (18,6 Evavt 27,7 I/hr).

H x&Bapon mhaouatog ohaviamivig givar ikpodtepn ota NMKIOUEVE GE GOYKPLoT| UE VEUPA dTopa,
OTLG YOVOIKEG O GUYKPIOT LE TOVG AVOPES, KOl GTOVG U1 KOTVIOTEG GE GUYKPLON UE TOVG KOTVIOTEG,
Evtovtoig, to péyebog g emidpaong g nAtkiog, Tov ¢UAOL 1 TOV KOTVICUATOC GTIV KABapoT Kot
v mepiodo nulong g oraviamivig eival PIKpO G GUYKPLOT LLE T1] YEVIKT OOKVUAVOT HETAED TV
SpoOpmV achevav.

Amo T dedopéva piog perétng oe Kovkdoiovg, lammveg kot Kivélovg, dev mposkuyay dlopopéc 6Tig
(QOPUOKOKIVITIKEG TAPUUETPOVS OVALESO GTOVS TPELG AVTOVS TANBVGHOVG.

Houdratpikdg tinBucuog

"EenBot (nAikiag 13 émg 17 etmv): Ot @appokokvitiké 1010t Teg g oAaviamivig elvatl TapOLOIEG
peTa&l TV QNPoV Kol TOV EVAMK®V. ZT1G KMVIKEG HEAETES, 0 LECOG Opog EkBeong otnv ohaviamivn
ntav mepinmov 27 % vynAotepog 6Tovg £pNPovg. Ot dNUOYPAPIKESG dLaPoPEG LETAED TV EPNPmV Kot
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TOV EVNMK®V TEPIAAUPAVOLV TO HEIOUEVO KOTE LEGO Opo PApoc cMUATOG, EVH AtyoTEPOL EPnot NTav
Kamviotéc. O mapdyoviec ovtol mlavd cuuBdiovy otn pHeyaldTepT KATd HECO 0po EkBeom OV
mapaTnponke otovg eprpovc.

5.3 IIpoxkiviké dedopéva yio TNV a6QIrEL0

Oc&eia (edmat- §6omc) TodTNTa

Ta onueia TG amd TOV GTONATOG TOEIKOTNTOG GTO TPOKTIKE TAV YAPOKTINPIOTIKA TV 1GYLPOV
VEVPOANTITIKAOV QOPUAK®V: Helmon TG SpacTnploTnNToS, KA, LOIKOS TPOUOG, KAOVIKOTL 6o o1,
GLEAOPPOLD. KOl LEI®OT TOV COUATIKOV Bdpove. Ot péceg Bavatneopeg dOGEIS TV TEPITOV

210 mg/kg (o€ movtikong) kau 175 mg/kg (ce apovpaiovc). Mepovouéveg omd Tov 6TOUATOC dOGELG
£m¢ 100 mg/kg éywvav avektég og kOveg ympic v epedvion davatwv. Ta Khvikd onueio
wepthappavay Kotaotoln, atatio, Tpopo, avénon tov kapdiakov puduov, pymor avamvor], phon Kot
avopeia. Le mONKovg, pdnas amd Tov oTOpATog 600elg £mg 100 mg/kg mpokdiesav TANPN
KOTOTTOOT KOl 6 VYNAOTEPESG BOGELC, LEPTKN OTMAELN TNG GLVEIONGNC.

To&wotnta petd ond sravarauPovoueves 606G

Xe HeAéteg dlapKelog HEYPL 3 UNvdv o€ TovTiKoHg Kot LExpL 1 £€Toug 6€ apovpaiong Kol KOVEG, Ot
KOPLEC EMOPAGELS TaY KOTAGTOAN Tov KNZ, avtiyolvepyikéc emdpacelg Kol TEPLPEPIKES
aaToAOYIKEG SlatapayEs. Avamtiydnke avoyn otnv kataotoln Tov KNZ. Ot mapdpetpot avamtoéng
peimdnkayv pe m xopnynon vynAov d6cemv. Ot avooTpEYIIEG AVETIOOUNTES EVEPYELEC O OTTOTEG NTAV
ovuPatég pe ta avEnuéva enineda TPoAaktivng o apovpaiovg TepAaupovay Leimon Tov Bépovg Tmv
®OONKOV Kal TNG UATPOS KoL LOPPOAOYIKEG UETAPOAEG TOV KOATTIKOD emBNAiov Kot Tov palikon
adéval.

Awotoloyikr) tofucdtnta
Emdpaoelg otic atpatoloyikég mapapéTpoug mapotnpnonkay g 6Aa ta £ion (hov,
GUUTEPTAAUPOVOUEV®Y TOV S0GOEEUPTOUEVOV PHEIDCEDY TOV TIUOV TOV AEVKDV OLOCOUIPI®OV GE
TOVTIKOVE KOl TOV U1 EWIKAV HEIMGEDY TOV TILOV AEVK®V OUOCPAPimV 6g apovpaiovs. 261000,
dev TopatnpnOnKe KVTTOPOTOEIKOTNTA GTO LVEAD TOV 0GTMOV. AVOCSTPEYIT OVOETEPOTEVIQL,
Opoppoxvtonevia | avoipio TopatnpNONKAy o€ 0piopEVOVS KHVEG Tov Elafav docelg 8 1 10
mg/kg/muepnoing (cuvorikn £kbeon oe odaviamivn Teptoyng ved v kapxdin [AUC] ntov 12 -

157\ doia avthg Tov avBpmmov mov Aafe 06om 12 mg odaviomivng). Xe KOVES TOV EXAGHOV OO
Kuttoponevia, dev TapatnpOnkav avemBounteg evépyeleg oTa TPOYEVVNTIKA (apyéyova) KOTTAPO Kot
6T KUTTOPO TOAOTAUCIAC OV TOV HVEAOD TOV 0GTMV.

TofwdtnTa TNV OVATOPOYMYIKT) IKOVOTNTO

H oAavlamivn dev €xel tepatoydveg emdpacels. H katactoln ennpéace v wavotta (evyapdpoTog
TOV appévav apovpainy. Ot olotpikoi KiKAoL ennpedcinkoy oe docelg 1,1 mg/kg (3 popéc avmtepe
NG HEYIOTNG 0vOpOTIVNG 6OCTG) KOl Ol TOPAUETPOL AVOTAPAYWDYNG EXNPECSOHNKOY 68 apovpaiovg Tov
EhaPav docelg 3 mg/kg (9 popég avdtepeg TG LEYIGTNG 0vOPOTIVNG OGN G). ZTOVS ATOYOVOLS
apovpaimv Tov Erapav oraviamivn, TapatnpiOnKay KabvoTePNGELS TG AVATTLENG TV EUPPOOV Kal
TOPOOIKEC UELMOELS TNG OPUoTNPLOTNTAS TOVC.

MetorhaEroyéveon
H olavloamivn dev mpokdiece HeTOALAEEIC GE OAEG TIG TUTIKEG SOKILOGIES, Ol omoieg mepAduPavay
dokipacieg petdAraéng o Paktnpidia kot in Vitro kot in Vivo dokiacieg oe ONAacTiKA.

Koapxwvoyéveon
Me dedopéva T ATOTELEGLOTO TOV PEAETOV GE TOVTIKOVG KOl 0pOVPOIOVS, CUUTEPUIVETAL OTL T

olavComivn dev €yel KapKIVOYOVO dpacT).

6. OPAPMAKEYTIKEX IAHPO®OPIEX
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6.1 Katdloyog ekdoymv

Zehativn

Movvitodn (E421)

Acmaptaun (E951)
MebvA-mapaddpo&v-Pevioiko varpio (E219)
[IpomvA-tapabdpo&u-fevioixo vatpro (E217)

6.2 AocvpparotnTeg

Agv gpapudletat.

6.3 Awdpkera Cong

3 ém.

6.4 Idowitepeg TpoPuvAAEELS KOTA T PVLAEN TOV TPOIOVTOG

duldcoete GTNV APYIKT) CLGKEVAGIN Y10, VO TPOGTATEVETAL OO TO NALUKO PMOC KoL TNV VYPUGIa.
6.5 ®@Yon Kol GLOTUTIKA TOV TEPLEKTN

Tepiéxteg arovpviov (blisters) oe yaptiva kovtid tv 28, 35, 56, 70 1 98 dickimv SracTelpOUEVOVY
670 GTOUA 0VO GLGKELAGTAL.

Mmopei va, unv KuKAoQopoHV OAEC 01 GLCKEVUGIEC.
6.6 Iowitepeg TpoPuLAEELS ambppLYNG

Koapio g1d1kn vroypéwon.

7. KATOXOX THX AAEIAX KYKAO®OPIAXZ

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAlavdia.

8. API®OMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/1/99/125/001
EU/1/99/125/002
EU/1/99/125/003
EU/1/99/125/004
EU/1/99/125/005
EU/1/99/125/006
EU/1/99/125/007
EU/1/99/125/008
EU/1/99/125/009
EU/1/99/125/010
EU/1/99/125/011
EU/1/99/125/012
EU/1/99/125/013
EU/1/99/125/014
EU/1/99/125/015
EU/1/99/125/016
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EU/1/99/125/017

EU/1/99/125/018

EU/1/99/125/019

EU/1/99/125/020

9. HMEPOMHNIA IIPQTHXE EF'KPIZHY/ ANANEQYXHY. THX AAEIAZ
Huepounvia mpdtng éykpiong: 3 ®efpovapiov 2000

Hpepounvia tedevtaiog avavémong: 12 Xentepfpiov 2006

10. HMEPOMHNIA ANA®EQPHXHXE TOY KEIMENOY

{MM/EEEE}

Agntopepeic TANPoeopieg Yo T0 TapdV POPUAKEVTIKO TPoidV givol S1BEGIES GTO SIKTLOKO TOTO TOV
Evponaikod Opyaviouod @apudkwmv: http://www.ema.europa.eu/
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ITAPAPTHMA 11

HAPAXKEYAXTHX YIIEY®OYNOX I'TA THN
AIIOAEEMEYZXH TQN ITAPTIAQN

OPOI H HEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI IEPIOPIXMOI THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. IHHAPAXKEYAXTHX YIIEYOYNOX I'A THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovouo kot d1e06vven Tov TOPUPUCKELAOTN TOL Eival VTELOHVVOC Y1 TNV ATOGEGLEVTT] TOV TUPTIOWV

Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Iomavia.

B. OPOI H OI IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH

DopHoKeLTIKO TPOTOV Y10l TO OTOL0 AMOLTEITOL LOTPIKT) GLUVTOYT.

. AAAOI OPOI KAI IEPIOPIEMOI THX AAEIAY. KYKAO®OPIAYX
. Ex0£oe1g TEPLOOIKNS TaPaKOLOVON OGNS TG UGPAAELNG

Ot amoutoElg Yo TNV LITOPOAT EKBECEMY TEPLOOIKNG TAPAKOAOVON GG TS AGPAAELNG Y10 TO €V AOY®
QOPUAKEVTIKO TTPOTOV opilovTal 6ToV KATAAOYO e TIg NUEpOouNVies avapopds ¢ Evoong (katdloyog
EURD) mov mopatifetor oty mapdypoeo 7, tov dpbpov 107y, g odnyiag 2001/83/EK ko kabe
EMOKOLOVON G EMIKOIPOTOINGNG OTTMG SNUOGIEVETOL GTNV EVPOTOIKT IIKTLOKT TOAT Y10l TO PAPLLOKCL.

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

. Yyéoro Awayeiprong Kivovvov (ZAK)

O Kdaroyoc Adeiag Kukhogopiag Oa die&aydyet T 0mattovpeveg dpactnploTnTeg Kot mopeUPacelc
QOPHOKOETOYPOTVIIONG, £TCL OGS TapoLGtdiovtal 6To cupEmvNBéy XAK mov mopovoidletar otnv
Evotra 1.8.2. g Adestog Kukhopopiag kot 0molecdnmote enakOA0V0EG CLUEMVUEVES
avabempnoelg tov TAK.

‘Eva emucaiporompévo ZAK Ba mpénet va kototebei:
e Metd and aitnua tov Evponaikod Opyaviopod Gapudkamv.

e Onotednmote TPomoNOolEiTaL TO COGTNHA JlaXEIPLONG KIVOUVOL, EOIKA (OG AMOTELECLLOL AYNG
VE®V TANPOQOPIDOV TOV UTOPOVY VO ETLPEPOVY GNUAVTIKT GAAXYT GTN GYECT) 0QELOVC-KIVOHVOL
N ©¢ 0mTOTELESUA TNG EMITEVLENC EVOC GNUAVTIKOD 0POGTLOL (POPUOKOETOYPOTVIOT I}
glayiotomoinon Kivévvov).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX
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A. EINIXHMANXH
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI ZYPREXA VELOTAB 5 mg AIXKIA AIAXITEIPOMENA XTO XTOMA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 5 mg diokio d106TEpOUEVO GTO GTOLLO
Olavlamivn

| 2. LYNOEXIH E APAXTIKH(EX) OYZIA(EY)

Kabe diokio diaomelpopevo 6to otopa meptéyel 5 mg olaviamivn

‘ 3. KATAAOI'OX EKAOXQN

Al\o ovotatikd (Ekdoya): Cedativn, pavvitoin (E421), acmaptaun (E951), pébvi-tapaidpodu-
Bevloikd vatpio (E219) kau mpomul-mapadopoéu-Pevioikd vatpio (E217).

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 d1oKio SLCTEPOUEVO GTO GTOUO
35 diokia SlooTEPOUEVA GTO GTOU
56 diokio SLOOTEPOUEVA GTO GTOU
70 diokio SLOCTEPOUEVO GTO GTOUO
98 diokia SlooTEPOUEV GTO GTOU

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwBdote T0 PUALO 0dNYIDV TPV amd TN YOPNYNoN

T"o amd tov oTdpOTOC YOPTIYNOoN

Aaywpiote pia koyédn (blister) and tov mepiéken.
AQa1péoTe TPOCEKTIKA TNV TG OWYN TNG KOWEANG.
Aoaipéote anald 10 diokio.

TomoBetrote TO O10Ki0 GTO GTOUN COC.

HoopE

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

KAI AE BAEITIOYN TA ITAIAIA

IPOION IPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN ITIPOZEITIZOYN

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta ool
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‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAZHX

DduAdcoete 6NV APYIKN] CLOKEVAGIO Y10, VO TPOCGTATEVETAL OO TO NALIKO YOG KoL TNV LYPAGia

10. TATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAIL

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

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Alavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/99/125/001 28 Siokio S106TEPOUEVE GTO GTOUA
EU/1/99/125/009 35 diokio 610.0TEPOUEVO GTO GTOUA
EU/1/99/125/005 56 diokio Sloomelpoueva 610 6TOU
EU/1/99/125/013 70 diokio S10.0TEPOUEVO GTO GTOUA
EU/1/99/125/017 98 dickia S10.6TEPOUEVO GTO GTOUO

13.  APIOMOX ITAPTIAAX

MMoptida

14, TENIKH KATATAZH I'TA TH AIAOEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1LTPIKT) CLVTOYT

‘ 15. OAHI'IEX XPHXHX

| 16. NMAHPO®OPIEX XE BRAILLE

ZYPREXA VELOTAB 5 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)
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A163146T0TOG YPAPL®TOS KDdwkaS (2D) mov gépel Tov TeptAnehEvTa Lovadikd avoyvopioTiKo KOSIKO.

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

PC: {op1Buoc}
SN: {op1Oudc}
NN: {apOpoc}
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EAAXIXTEX ENAEIZEIX TIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

ZYPREXA VELOTAB 5 mg AIZKIA AIAXITIEIPOMENA XTO XTOMA: ENIXHMANXH
TOY BLISTER

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 5 mg dioxio d106TEpOUEVO GTO GTOLLO
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAEITAY KYKAO®OPIAX

Lilly

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI ZYPREXA VELOTAB 10 mg AIZKIA AIAXIIEIPOMENA XTO XTOMA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 10 mg dokia 6106TelpOUEVO, GTO GTOUA
Oloavlamivn

| 2. TYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Kabe diokio daomelpopevo oto otopa mepiéyet 10 mg olaviomivn

‘ 3. KATAAOI'OX EKAOXQN

Al\a ovotatikd (Ekdoya): Cedativn, pavvitorn (E421), acmaptaun (E951), pébvi-tapaidopodu-
Bevloikd vatpio (E219) kau mpomul-mapadopoéu-Pevioikd vatpio (E217).

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 d1oKio SLCTEPOUEVO GTO GTOUO
35 diokia SlooTEPOUEVA GTO GTOU
56 ditokio SLOCTEPOUEVA GTO GTOU
70 diokio SLOCTEPOUEVO GTO GTOUO
98 d1oKin SLOCTELPOUEVH GTO GTOO

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwBdote T0 EOALO 0ONYIDV TPV amd T YOPNYNOoN

T"o amd tov oTdpOTOC YOPTIYNOoN

Aaywpiote pia koyédn (blister) and tov mepiéken.
AQa1péoTe TPOCEKTIKA TNV TG OYN TNG KOWEANG.
Aoaipéote anald 10 diokio.

TomoBetrote TO O10Ki0 GTO GTOUN COC.

~oopnpE

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

KAI AE BAEITIOYN TA ITAIAIA

IPOION IPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN ITIPOZEITIZOYN

Na puAdooetol og 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.
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‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAZHX

Dduldcoete GTNV APYIKN CLOKEVAGIO Y10 VO TPOGTATEVETAL OTO TO NALOKO (PMG KOl TNV LYPACIN

10. IATIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOITIOIHOENTOQN ®PAPMAKEYTIKQN MPOIONTQN ‘H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAIL

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

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Alavdia

12. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/1/99/125/002 28 diokio 610.0TEPOUEVO GTO GTOU
EU/1/99/125/010 35 diokio S10.0TEPOUEVO GTO GTOU
EU/1/99/125/006 56 diokio Sloomelpoueva 610 6TOU
EU/1/99/125/014 70 SioKio S106TEPOUEVE GTO GTOUA
EU/1/99/125/018 98 dickia S106mEpOUEVO GTO GTOLO

13.  APIOMOX ITAPTIAAX

MMoptida

14, TENIKH KATATAZH I'TA TH AIAOEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1LTPIKT) CLVTOYT

‘ 15. OAHI'IEX XPHXHX

| 16. NMAHPO®OPIEX XE BRAILLE

ZYPREXA VELOTAB 10 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AISATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)
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A163146T0TOG YPAPL®TOS KDdwkaS (2D) mov gépel Tov TeptAnehEvTa Lovadikd avoyvopioTiKo KOSIKO.

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

PC: {op1Buoc}
SN: {op1Oudc}
NN: {apOpoc}
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

ZYPREXA VELOTAB 10 mg AIZKIA AIAXIIEIPOMENA XTO XTOMA: EINIXHMANXH
TOY BLISTER

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 10 mg dwokia 6106TelpOUEVO, GTO GTOUA
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Lilly

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI ZYPREXA VELOTAB 15 mg AIZKIA AIAXIIEIPOMENA XTO XTOMA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 15 mg diokia 6106TelpOUEVO, GTO GTOUA
Oloavlamivn

‘ 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe diokio daomelpopevo oto otopa mepéyet 15 mg olaviamivn

‘ 3. KATAAOI'OX EKAOXQN

Al\o ovotatikd (Ekdoya): Cedativn, pavvitoin (E421), acmaptaun (E951), pébvi-tapaidpodu-
Bevloikd vatpio (E219) kau mpomur-mapadopo&u-Pevioikd vatpio (E217)

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 d1oKio SLCTEPOUEVO GTO GTOUO
35 diokia SlooTEPOUEVA GTO GTOU
56 diokio SLOOTEPOUEVA GTO GTOU
70 diokio SLOCTEPOUEVO GTO GTOUO
98 d1oKin SLOCTELPOUEVH GTO GTOO

| 5. TPOIIOX KAI OAOX(OI) XOPHTHIHE

AwBdote T0 EOALO 0ONYIDV TPV amd T YOPNYNOoN

T"o amd tov oTdpOTOC YOPTIYNOoN

Aaywpiote pia koyédn (blister) and tov mepiéken.
AQa1péoTe TPOCEKTIKA TNV TG OWYN TNG KOWEANG.
Aoaipéote anald 10 diokio.

TomoBetrote TO O10Ki0 GTO GTOUN COC.

HoopE

6. EIAIKH ITPOEIAOIIOIHXEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

KAI AE BAEITIOYN TA ITAIAIA

ITPOION IIPEIIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN IIPOXEITIZOYN

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.
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‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAZHX

DduAdcoete GTNV APYIKN CLOKEVAGIN Y10 VO TPOGTATEVETAL OO TO NALUKO PMOC KoL TNV VYPACia.

10. TATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOITIOIHOENTOQN ®PAPMAKEYTIKQN MPOIONTQN ‘H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAL

11. ONOMA KAI AIEYOYNXH TOY KATOXOY AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Alavdia

12.  APIGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/99/125/003 28 diokio 610.0TEPOUEVO GTO GTOU
EU/1/99/125/011 35 diokio S100TEPOUEVA OTO GTOUN
EU/1/99/125/007 56 diokio 610.0TEPOUEVO GTO GTOUA
EU/1/99/125/015 70 diokio 610.0TEPOUEVO GTO GTOU
EU/1/99/125/019 98 Siokia dtoomelpdueva 6To oToOUO

13.  APIOMOX ITAPTIAAX

TToptida

14, TENIKH KATATAZH I'TA TH AIAOEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOLTEITAL LATPIKT) CLVTOYT

‘ 15. OAHI'IEX XPHXHX

| 16. NMAHPO®OPIEX XE BRAILLE

ZYPREXA VELOTAB 15 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)
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A163146T0TOG YPAPL®TOS KDdwkaS (2D) mov gépel Tov TeptAnehEvTa Lovadikd avoyvopioTiKo KOSIKO.

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

PC: {op1Buoc}
SN: {op1Oudc}
NN: {apOpoc}
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

ZYPREXA VELOTAB 15 mg AIZKIA AIAXIIEIPOMENA XTO XTOMA: EINIXHMANXH
TOY BLISTER

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 15 mg diokia 6106TElpOUEVO, GTO GTOUA
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Lilly

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI ZYPREXA VELOTAB 20 mg AIXKIA AIAXITEIPOMENA XTO XTOMA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 20 mg diokia 6106TelpOUEVO, GTO GTOUM
Oloavlamivn

| 2. TYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Kabe diokio daomelpopevo oto otopa mepiéyetl 20 mg olaviamivn

‘ 3. KATAAOI'OX EKAOXQN

Al\o ovotatikd (Ekdoya): Cedativn, pavvitoin (E421), acmaptaun (E951), pébvi-tapaidpodu-
Bevloikd vatpro (E219) kou tpodmuA-mapaddpou-Pevioikd vatpio (E217)

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 d1oKio SLCTEPOUEVO GTO GTOUO
35 diokio SLOCTEPOUEV GTO GTOUN
56 diokia SlooTEPOUEV GTO GTOU
70 d1okio SLOCTEPOUEVO GTO GTOUO
98 d1oKin SLCTELPOUEVH GTO GTOMO

| 5.  TPOIIOX KAI OAOX(OI) XOPHT'HZHX

AwBdote 10 POALO 0NV TPV amd TN YOPNYN o).

T"o amd tov oTdpOTOC YOPTIYNOoN

Aaywpiote pia koyédn (blister) and tov mepiéxen.
A@aipéote TPOGEKTIKE TNV TIGM dyn TG KOYEANC.
Aoaipéote anald 10 diokio.

TomoBetnotE T0O d10KI0 GTO GTOUA GOG.

N

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO

KAI AE BAEITIOYN TA ITAIAIA

IMPOION MNPEIEI NA ®YAAXXETAI XE OEXZH, THN OIIOIA AEN IIPOXEITIZOYN

Na puAdooetol o Béom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.
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‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY XYNOHKEX OYAAZEHX

DduAdcoete 6NV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO NALIKO YOG KoL TNV LYPAGia

10. TATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAIL

11. ONOMA KAI AIEYOYNXH TOY KATOXOY AAEIAYX KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Alavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/99/125/004 28 diokio 610.0TEPOUEVO GTO GTOU
EU/1/99/125/012 35 diokio S10.0TEPOUEVO GTO GTOU
EU/1/99/125/008 56 dickio Sloomelpoueva 610 6TOU
EU/1/99/125/016 70 diokio S100TEPOUEVA OTO GTOUA
EU/1/99/125/020 98 dickia S106mEpOUEVO GTO GTOUO.

13.  APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'TA TH AIAOEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OTOUTEITAL LATPIKT) CLVTOYT

‘ 15. OAHI'IEX XPHXHZX.

| 16. TMAHPO®OPIEX XE BRAILLE

ZYPREXA VELOTAB 20 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)
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A163146T0TOG YPAPL®TOS KDdwkag (2D) mov gépet Tov TeptnehEvTa povadikd avoyvopioTiKo KOSIKO.

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

PC: {op1Buoc}
SN: {op1Oudc}
NN: {apOpoc}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

ZYPREXA VELOTAB 20 mg AIZKIA AIAXIIEIPOMENA XTO XTOMA: EINIXHMANXH
TOY BLISTER

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ZYPREXA VELOTAB 20 mg dwokia 6106TElpOUEVO, GTO GTOUA
Olavlamivn

‘ 2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Lilly

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA YTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXEQX
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@YAr0 ooV rpiong: IIAnpogopicss yio To ypijotn

ZYPREXA VELOTAB 5 mg diokia o100TE1popeva 6To 6TON

ZYPREXA VELOTAB 10 mg dwokia d1a6melpopeve. 6To oToONo.

ZYPREXA VELOTAB 15 mg dwokia diacmelpopeve, 6tTo otONO,

ZYPREXA VELOTAB 20 mg diokia diacmelpopeve. 6To 6TONO,
Olavlamivn

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PapROKO, O1OTL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- Ddurdgte avTo TOo EOALO 0N YDV Yprione. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepartépm amopieg, pOTNOTE TO Y10TPO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn v’ avtd 10 eappoko xopnynnke amokAEloTIKA Yio oG, Agv TPETEL VO SMGETE TO
@appoko o€ GAAove. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUO KO OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvor id1a. e Tor KA oag.

- Edv mopatnpnoete kamoto avemiBOunt eVEPYELD EVIIUEPDGTE TO YIUTPO 1 TO PUPUOKOTOLO GOC.
AvT0 1oyt Ko Yo kéBe mbavn avemBountn evépyela Tov dgv avaQEPETAL 6TO TAPOHV GUALO
oonywmv ypnone. BAéne mapdypago 4

T wegpréyer to mapdv @HAA0 00NYILAOV:

T eivar to ZYPREXA VELOTAB «oi ota givar 1) xpiomn tov
T npémer va yvopilete npv ndpete 10 ZYPREXA VELOTAB
o va mépete 10 ZYPREXA VELOTAB

[Mbavéc avemBounteg evépyeteg

[og va pvidcoete to ZYPREXA VELOTAB

[epreyduevo g svokevaciog Kot Aomég TAnpopopieg

S

1. T eivar to ZYPREXA VELOTAB kot wowa givan np ypfion tov

To ZYPREXA VELOTAB nepiéyet ) dpaotikn ovoia odavlomivn. To ZYPREXA VELOTAB
OVIKEL GE U0 OLASO QOPUAK®MY TOL OVORALOVTOL OVTIYLYMTIKE Kol xpnolonoleitat yio T Bepamneio
TOV AKOAOVO®V TEPITTOCEDV:
o  Yywoppéveln, o acBEVELD LE CUUTTONOTO OGS TO VA 0KOVG, PAENEI N ancBdvesal Tpdypota
OV OEV VILAPYOVV, AOVOUGUEVEG TEMO1ONCELS, AoLVNOIGTN KOYLTOWIN Kol KOWVWOVIKY 0OGLPOT).
Ot acBeveic e Tig TabNoelg avtéc puropet eniong va acddavovtal katdbiwym, dyyog 1 Evoon).
o  Métpu émg GoPapd LOVIoKH ETEIGOSIO, (L0 KOTAGTOCT LE COUTTOUOTH S1EYEPONS N
gvpoplog.

To ZYPREXA VELOTAB éyet anodety0ei 011 umodilel TNV EXAVELQAVICT) QVTOV TOV GUUTTOUATOV
o€ acbevelg pe dutohkm datapayr] TOV OToi®mV To Haviakd eNElcOd0 avtamokpidnie otn Oepaneio pe
olavComivn.

2. T npéner vo yvopilete npwv napete o ZYPREXA VELOTAB

Mnyv napete 1o ZYPREXA VELOTAB

o Xg mepintwon oddepyiag (vaepevarctnoia) oty ohaviomivn 1 o omolodmote GAAO amd ol
GLOTATIKG OVTOV TOL PAPLAKOV (avaPEpovTat oty Tapdypoaeo 6). Mio allepyikr| avtidpaon
umopel va yopaktnpiletor omd v epedvion eEavOnuaTog, KvijoUov, 0101LaToS 6TO TPOGMTO M
Ta yeiin 1 dvomvolag. Edv autd cvuPei e ecdc, evnuepmoTe To Y1otpd oog.

o Edv &yete dwoyvaoobel oto maperdov pe opOainoroyikd TpofAHota, OTM GLYKEKPIUEVE E1OM
YAOLKOUATOG (ENUEVT] TiEST GTO UATL).
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IIpog1domon)6ElS Kol TPOPUAGEELS

AmevBuveite 6T0 Y10Tpo 1 670 PoppoKkonold cog tpv tapete 10 ZYPREXA VELOTAB

e H ypnon tov ZYPREXA VELOTAB cg nhikiouévovg acbeveic pe dvolo dev cuvietdtol kabmg
EVOEXETOL VO, ELPOVICTOVV GOPaPEC avemBUUNTEG EVEPYELEC.

e Ta @dapuoke aVTNG TNG KATNYOPLOS, EVOEXETAL VO, TPOKAAEGOVY APVCIKEG KIVIGELS KUPIWOE TOV
TPOGMOTOV N TNG YADGGAS. L€ TEPIMTOCT ELPAVIONC TETOLMV CUUMTOUATOV PETE T ANy
ZYPREXA VELOTAB evnuep®oTte 10 y10tpo GOG.

o [IoAb omavio, To PAPUAKOE QVTNC TNG KATNYOPIOG TPOKAAODY £VO GLUVOIVAGO CUUTTOUATOV TOV
TEPIAAUPAVOLY TUPETH, YPTYOPATEPT| OVATVOT|, EPIOPMOT|, SUVCKOUYIO OOV, KATAGTOAN N
vavnAia. Edv avtd copuPel o€ 60¢ EMKOIVOVNOTE QUECHG LLE TO Y1OTPO COG.

e 'Exet mopatnpndel avénon Papovg otovg acbeveic mov Aappdvouy ZYPREXA VELOTAB.
Eoeig kot o yiatpog cag 0o mpénet v, eléyyete to Papog cog taktikd. EEetdote to
EVOEYOLEVO VO GUUPOVAELTEITE SLOTOAOYO 1) VO AKOAOVONGETE £va TPOYPULLL O1OTPOPTG
€bv givan amapaitnto.

o Yyniég tipéc caxydpov 6To aipa Kot vynAd eninedo Mmidiov (TpryAvkepidio kot
¥oAnNoTEPOAN) £xovv mapoatpn el o acbeveig mov AauPavovy ZYPREXA VELOTAB. O
YwTpog cag B cog vroPdiel og apatoAoyiKéG eEETAGELS Yo VoL EAEYEEL TAL EMITEDDL
GOKYAPOL GTO aipla oG KOOMG Kot To ETIMESD KATOI®V AMTIdimV TPty EEKIVICETE Vo
Aappdavete ZYPREXA VELOTAB ko1t 6€ ToKTé S106THOTO KOTA TN SLOPKELL TNG
Oepameiag.

o  Evnuepmorte To Y10Tpd 060G €AV EGEIC 1| KATOL0G AAAOG GTIV OIKOYEVELL GOC £XEL IGTOPIKO
Opoupav oto aipa, Kabds To PAPLAKE OVTA £Y0VV GLCYETIOTEL Le TO oYNUATIopUd BpduPav
GTO QLo

Edv mhoyete amd onotadnmote amd To TopaKAT® VOCLOTO, EVILEPMGTE TO YIUTPO GOG:

o Ayyelokd eyKEQPUAIKO EMELGOOI0 1 “TIOPOIKO” ayyELKO EYKEPOUAMKO ENMEIGOO10 (TPOCWPIVA
GUUTTOUOTO EYKEPOUALKOD ETELGOSIOV)

Nooco Parkinson

[Mobnoeg Tpootdrn

[poPAnpato andepaéng eviépov (TapOaAVTIKOC EILEDC)

No660 10V NATOG 1| TOV VEPPDOV

A0TOAOYIKES dLOTOPOAYES

Koapdiaxn voco

Awprtn

Emiinyia

[MBavn datapoyn NAEKTPOAVT®V AOY® TOPATETOUEVIC COPOPNG S1apPOoLag Kol EUETOV
(mephappdverl Tnv Taon yia EUETO) 1 YPNONG SLOLVPNTIKDV (dtokia dtovpMoNg)

Edv maoyete amd dvoia, £cgic 1 0 GPOVTIGTNG GLYYEVIG GOG Oa TPETEL VO EVILEPMDGETE TO YIOTPO GG,
edv eiyote epeavicel 6to TaperBOV, ayyelokd eykePoAkd enelcdo10 N “mTapodIKo” ayyelokd
EYKEPAAKS ETEIGO10.

Yav cuvnng TpoevAaln, av giote HEYOAVTEPOG/M TOV 65 TV 1) 0pTNPLOKN caG Tigon Oa Tpémel va
mapokoriovdeital omd 1o yluTpd cog.

Howowd xon Epnpor
To ZYPREXA VELOTAB dev cuvictdtot yia acfeveic nhikiog kdtm tov 18 eT1dv.

Alho @appoxo kor ZYPREXA VELOTAB

Koatd ™ ddpkela g Oepanciog cog pe ZYPREXA VELOTAB unopeite va Aappdvere dAia
QapuoKa, Hovo eav o ylutpdg cog to vodeibel. Evoéyetat va ausOavOsite vavniia edv Aappavere
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ZYPREXA VELOTAB cg cuvévacud pe aviikataOAmTikd eapuoka 1 ¢Oproka Tov Aaufavovton
Y10 TV OVTILETMTLON TOV GyyoLvg 1 Yo va cag Pondncovy va koiunbeite (npepuotikd).

Evnuepdote 10 yiotpd cog 4V maipvete, EXETE TPOSPATO TAPEL 1| LTOPEL VO, TAPETE AALO PAPHLOKAL.

ITo cvykekpyéva, EVUEPDOOTE TO YIATPO GOG EAV TOIPVETE:

e  @dapuoka Yo tn voco Parkinson.

o kopPoualenivn (avtiemAnmTiko kot otafepomomtrg d1d0eonc), provfosapivn
(avtikatadimtikd) 1 curpopro&ooivn (avtiplotikd) - pmopel va givor amapaitntn 1 oAloyn
g 06onc ZYPREXA mov AouPavete.

To ZYPREXA VELOTAB pg owonveopatdon
Mnv KoTavoA®ceTe OvOTVELLOT®MOT 0v AapPdvete ZYPREXA VELOTAB, 61611 1 tovtdypovn
AAYN UE OVOTTVEDUOTAOON UITOPEL VO 600G TPOKUAEGEL LITVTALA.

Kvnon kot Onraopog

Edv giote éykvog 1 Onhalete, vopilete 0tL umopei va €iote £€ykvog 1 oxe01ALETE VAL ATOKTHOETE T,
{ntote TN GUUPBOVLAN TOL YITPOL GOC TPV TAPETE AVTO TO PAPUAKO.

Aev mpémet va Aapavete 10 ¢AppaKo avtd Katd Ty tepiodo tov ONAacpol kabdg HkpES TOGOTNTEG
tov ZYPREXA VELOTAB unopei va omekkpivovtol 6To untptkd yaAa.

Ta akdérovba cupnTOUaTe PTopEl Vo ERPavicBovy 6 veoyvd, ot UNTépeg TV omoimv eiyav AdPet
ZYPREXA VELOTAB 1o tekevtaio tpipunvo (6Tovg TEAEVTAIOVE TPELS HVES TNG EYKLILOGUVNG TOVG):
TPOUOC, UOTKN dSvoKapyio Ko/ advvapio, vavniia, SIEYEPCN, AVOTVEVGTIKA TPOPANLOTH Kot
dvokoAia ot oition. Edv 1o popd cog epeavicel 0rolodnmote omd Tl 10 CLUTTMOROTO UTOPEL Vo
YPEWOTEL VAL ETKOWVMVNGETE LLE TO Y1TPO GOGC.

Oonynon kot yEPGROS PNy avHdTOV

Yrdpyet kivdvvog eppdviong vevniiog otov Aapfavete ZYPREXA VELOTAB. Z¢ nepintoon
EUPAVIONG TETOLOV GLUTTMUUTOC VO, ATOPEVYETE TNV 001 YNGN 1 TO XEPIoUO epyaAeinv 1
UNYXOVNHATOV KO VO, EVILEPADGETE TO Y1ATPO GOC.

To ZYPREXA VELOTAB mgpiéyer aocmaptapun, povvitorn ko pédvi-ropaopov-Pevioikod
vaTpLo ko TPOTUA-Tapaddpov-Pevioiko vaTpro

Aacbeveic ot omoiot dev dvvavtal va AaBovy eavvlolavivn Oa mpénet va yvopilovv 6Tt to ZYPREXA
VELOTAB mepiéyovv acmaptdapn, 1 onoia givorl pia nyn eavviarovivine. Mmopel va Tpokarécst
PAGPN oe acBeveic pe parvviketovoupia.

AocBeveig ot omoiot dev dvvavtal va AaBovv povvitodn Ba mpénet va yvopilovv ot to ZYPREXA
VELOTAB mepiéyovv povviton.

Ta ZYPREXA VELOTAB mepiégovv pébud-tapaddpo&u-fevioicd vatpio kot TpomuA-topoddpoé-
Bevloikd vértpio, ta onoia pmopel va mpokarécovy aAlepyikn avtidpacn og opiopévoug acbeveic. H
oAAepyikn avtidopaon pmopel va avayvopiletotl amd v euedvion e&avinuartog, kvnopod 1 SuoKoAia
avamvong. Avti 1 avtidpacn umopei va eueovicdel auécme 1 LETA OO KPS YPOVIKO OLAGTN L0 LETA
™ AMyn tov ZYPREXA VELOTAB.

3. og va wapete To ZYPREXA VELOTAB

[Tavtote va maipvete To PAPUOKO CVTO CVGTNPE GOUPOVO. LE TIG 0dNYieg TOV YioTpo cag. Edv €yete
apeiBoriec, poTNOTE TO Y1OTPO GAG 1] TO POPLAKOTOLO GOGC.

O yatpog Ba cag evnuepmocel moca diokio ZYPREXA VELOTAB npénet vo Aapfavere kot yio 1060
yxpovikéd dtdotnua Ba mpénel va cuveyiocete tn Oepaneia. H nuepnoia 66om tov ZYPREXA
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VELOTAB givat and 5 mg £wc 20 mg. No evnUep®GETE TO YI0TPO GOC G TEPITTWST TOL TA
CUUTMUOTO ETAVEUPAVICTOVV Kot va, unv dtaxoyete ) Ayn ZYPREXA VELOTAB, &av dev €yete
ouppfovievbet 1o YiaTpo GOC.

Ta dokio ZYPREXA VELOTAB npénet va Aappdvovtor pio popd nuepnoing cOuemva pe tnv
odEIEN ToV YiaTpo cag. [Ipoonadnote va maipvete ta diokia cag v idta dpa kabe pépa. Agv éxet
Kopio onpoacio eav Aapupavete ta diokio pe N yopic eaynto. Ta diokio ZYPREXA VELOTAB
npoopiloviat Yo amd TOL GTOUOTOG XOPTYNON.

Ta doxio ZYPREXA VELOTAB givar €60pavota, yi' ovtd Bo Tpémetl va ypnoipomolodvtaon
pooekTikd. No unv mdvete to dokio ue Ppeypéva xépta d10TL umopel va dtodvbovv.

1.  Kparote tov mepiéktn amd To. GKkpo Tov Kot doympiote pio koyéln tov (blister) and to
VTOLOLTO TOV TEPLEKTT GYILOVTOG TPOCEKTIKE KATA KOG TV SUTPHCEDV YOP® OO TNV
KOWEN.

Aoaipéote TPoseEKTIKE TNV Ticm dym).

Apapéote anaid to diokio.

Tomobetnote T0 ditokio oto oTdUe cag. To diokio Oa dtaAvbel dueca, €161 MOTE Vo givarl EDKOAN
1 KATATOGN TOL.

o

Mmropeite eniong va mpocBécete 10 d1oKio o8 Eva TOTNHPL Le VEPO, YLHO TOPTOKAAL, YOUO UNAO, YAAC,
N KoQE Kot vo, To avadevoete. Me optouéva vypd, 6to piypo umopei va eppaviciet petafoin oto
YPOLa Kot iomg yiver Boiepd. Teite o plypa apéomg petd m ddlvon.

S Earl =

Eav napete peyordtepn 66on ZYPREXA VELOTAB amé v kavoviki

AcBeveig mov Ehafov peyarvtepn d6omn ZYPREXA VELOTAB and tnv Kovovikn, Topousiacay To
okdAovBa CLUTTAONOTO: YPIYOPO KOPIOKO puoud, diéyepon/embetikdtnTa, dtaTapayss 6To AOYO,
aQUCIKEG KIVIGELG (1010iTEPO TOV TPOOHTOV N TNG YAMGGOS) Kol LEIMUEVO EMTEDO GLVEIdNONG. AAla
CUUTTOWOTO EVOEXETOL VO, EIvaL: EVTOVT GUYYLOT, OTacpol (emAnyia), Koo, VoG cUVOVAGLOC OTo
TVPETO, YPNYOPOTEPT avamTVOY|, EPIOpmOT|, Poikn dvokapyia kot CaAn 1 vvniia, apydg puBuog
aVaTVONG, EI0POPNOT), CLENUEVN ] LELWUEVT] OPTNPLOKT THEST), T PLGLOAOYIKOG KapSLOKOS pLOUAC.
Enwowvovnote apécmg pe 1o yiatpod cag N 10 vocokopeio edv acbaveite omotodnmote and Ta
TOPATAVEO GVUTTOWOTA. AgiETE GTO Y10TPO GO TO KOVTL LE TO dtoKial.

Eav Egyaoete va mapete To ZYPREXA VELOTAB
ITapte Ta d1oKio cog apéoms oG To Buundeite. My mdpete STAR 0OGN Y10l VO, AVOTANPDOGETE TN
d6om mov Eeyaoarte.

Eav otapotioete va naipvere o ZYPREXA VELOTAB
Mnv draxomteTe T BepamevTIiKn oywyn coc oAl enedn aiobaveote kaAvtepa. [Ipémel va cuveyioete
v ayoyn ue ZYPREXA VELOTAB yuo 660 ypovikd dtdotnpa cog £xel KaBopioel o yatpog 6og.

Edv otapatioete andtopn va naipvete to ZYPREXA VELOTAB, propel va cag mopovcstoctody
CUUTTOUTO OTMG EPIOPMON, SOVGKOAIN GTOV VITVO, TPOUOG, AyYog 1 vauTia Kot £uetoc. O Y1aTpog 6ag

UTopEl v 6O TPOTEIVEL VO LELDCETE T 00T GOC GTASLOKE, TPV TN dlakomnn TG Bepameiog oag.

Edv éxete meplocdTepeg EpOTNOELG CYETIKE LLE TN YPNOT AVTOV TOV PUPUAKOV POTAOTE TO Y TPO 1 TO
(QOPHLOKOTOLO GOC.
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4, IMBavéc avemBounTeg evépyereg

Onwg 6ha To eAppOKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIHOUNTEC EVEPYELEG OV
Kot 6gv Topovctdlovtal 6€ OAOLG TOVG AvEPMOTOLG.

Evnuepmote 10 y1atpd G0¢ AUECHS EAV ELPAVIGETE:

. acvvnOoteg kivnoelg (pio cuyxvn averlBount evépyelo Tov umopei va emnpedoet £éo¢ 1 ota 10
ATOUO) KVPIMG TOV TPOGMTOL 1] TG YADGGOG.
o Opoupovg aipatog otig PAEPeS (pia Oyl oLV avemBOUN TN EVEPYELN TOV UTOPEL VoL EXNPEGCEL

£m¢ 1 ota 100 dropa) diaitepa, ota TOd10 (T0. GLUTTOUATA TEPIAAUPBEVOLY 0idN U, TOVO Kot
£pLOPOTTA 6TA TOSLN), TOL UTOPOVV VO UETAPEPOODV UEGH TOV AYYEIMV GTOVC TVEDUOVEG
TPOKAADVTOG TOVO 6T0 6TNH0G Ko duomvola. Edv mapatnprioete tétolo cupntodpato, {note
OUECHG LOTPIKT] GUUPOVAN.

. GUVOLAGULO TVPETOV, TAYVTEPNG AVATVONG, EQIOPMONC, HLTKNAG duoKopuyiog Kot aicOnpa vioTos
N vavnAia (1 cLYVOTNTO AVTAG TNE KVETLOVUNTNG EVEPYELNG deV Umopel va ekTiunOel pe faon ta.
Swbéopa dedopéva).

IToAb ovyvig avembiunteg evépyeteg (Lmopei va ennpedoovy neplocotepa omd 1 ota 10 droua)
nepthappavouv avénomn copatikod Bapovg, vevniia kot cvénuéva eninedo TPOAAKTIVIG TOV OULOITOC.
210 apyikd otadio g Bepaneioc, opiopévol acbevelg evdéyetor va aicBovBoiv {ain 1 AmoBupukn
Tdon (ue emPpaduven Tov Kapdakoh puduov), Wiaitepa 6Ty onkdvovtal omd To KpePdti 1 To
kéOopa. To copunTOUN 0VTO CLUVNOMG VITOYWPEL LOVO TOV, AV OUMG AVTO OV GLUPEL EVIIUEPDOTE TO
YTpd GOC.

Yoyvéc avemBounteg evépyeieg (umopel va. emnpedoovy émg 1 ota 10 droua) meptrappdvouvy
petaforég ota eminedo OPIGUEVOV KVTTAP®V aipatog, Mmidiov aipatog kol otnyv apyn s Oepameiog
TPOCWPIVES AVENGELG NIATIKAOV eVEOI®V, a0ENOT 6Ta EMITESO GOKYAPOL TOV AILATOG KOL TV 00PMV,
avénon ota enimeda 0VPIKOD 0EEMC Kol KPEATIVIKNG POOPOKIVACTG TOV aipatog, avénuévo aictnuo
netvag, {aAn, avnovyia, Tpopo, acvuvibioteg kivioelg (dvokivnoieg), duokotridtra, Enpoctopia,
eEavinua, andieto SHvaUng, VIEPPOLIKT| KOTMOOT), KATAKPATNON VYPADOV TTOL 00MYEl o€ TPNELUO TMV
YEPLDV, TOV AGTPUYAA®DV 1] TOV TOJIDV, TVPETO, TOVO OTIG APOpDCELS Kot 6e£0VOMKEG SOVGAEITOLPYIES
OTIMG LEIMUEVT] YEVETNOLO OPUT] GTOVG AVOPEG KOl OTIC YUVOIKEG 1] GTUTIKT] SVGAEITOVPYIO GTOVG
avopec.

Oyt ovyvég avemBounteg evépyeleg (Lmopel va emmpedcovy émg 1 ota 100 drope) mepthapfavooy
vrepevarcincia (m.y. oidNHo 6TO GTONA Kot TO Aatpd, kvnoud, e&avinua), dtafnm i exdeivmon tov
Stafr|tn, OV TEPIOTAGIAKA EYEL GUOYETIOTEL e KETOEEMON (ELPAVIOT) KETOVAOV GTO Oiplal Kot Tol 0VPaL)
N KOWO, OTAGHOVE TOV GuVIHOmC oyeTilovTal Le 16TOPIKO EMANTTIKOV KpicemVv (EmAnyia), LUIKN
dvokopyia 1 oTaopovg (TEPIAAUPAVOLEVOVY TV KIVIIGE®DY TOV LATIOV), GOVOPOLO OVIIGLY®Y oDV,
TPoPALaTA 6TV OfUAld, TPAOAMGH, EMPpdovven 6ToV Kapdiakd puduod, pwtogvaicincia 6to
NAKO Q®G, alpoppayio amd T HOTN, SIITUOT KOWAAG, AMAELL TG LVAUNG 1] StotapayEs LVIUNG,
aKpateln 00pmV, SLCKOAIN GTNV OVPN O, ATMOAELD LOAADV, ATOVGIN 1 LEIMOT TOV TEPIOOWDV TNG
EUUNVOPPLGLNG KOt AALAYEC 6TO GTHOOG TOV AVOPDV KOl TOV YUVOIK®V, OTMG U1 PUCLOAOYIKN
TOPOYMOYTN YOAUKTOG 0tO TOLG LOGTOVE N U1 GUCLOAOYIKY ahENGT TOV HAGTMV.

Yravieg avemBOunteg evépyeleg (Umopel va emnpedoovy émc 1 oto 1.000 dropa) mepropfdvovv
UELMOT] TNG PLGIOAOYIKTG OEpUOKPUGING COUATOC, UM PVGIOAOYIKO Kopdlakd puoud, aipvidio
ave&nynrto 0avoto, AEYLOVH TOV TOYKPEUTOC, 1) OTTOI0, TPOKAAEL EVTOVO GTOLOYIKO TOVO, TUPETO KO
adlafecia, NTATIKY VOGO TOL ELPAVILETOL OC KITPIVIGHO TOV dEPUOTOG KOl TOV AGTPOV TUNHOTOS TOV
UOTI®V, LOTKT VOGO TTov ep@avifetol pe aveENynto GAyog Kol TOVOUS KOl TOPUTETAUEVT] KOV
ENMOVVN GTLON.

[ToAV omviec avemBounteg evépyeteg mepauPavovy cofapés aALEPYIKES OVTIOPAUCELS, OTTMG

Avridpaon oto Dappako pe Hoowopihia ko Zvotnuatika Xvuntouate (DRESS). H DRESS
euQaviCeTon apyKa e COUTTOUATA TOV HOALoVV pE avTd TG YPInng pe e&avOnua 6To TPOS®TO Ko
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o1 GLVEYELD [LE EKTETAUEVO €EAVON LA, LYNAN Beplrokpacia, S1OYKOON T®V AEUPUOEVDV, avENuEV
enineda NTATIKOV VOOV 0TIG €EETACELS ALATOG Kot aVENGT) VOGS TOTOV AEVKMV OLOCQUPimV
(noocwoeiria).

O nMkiopévol acBeveig pe avota tov Aapavouv olaviamivr evoEyeTol va ELPAVICOVY ayYELOKO
EYKEPUAKO EMELGOO10, TVELLLOVIO, AKPATELD OVP®V, TTOGCELS, VIEPPOAIKT KOTMOT), ONTIKEG
yevdaobnoelg, avénon g Beppokpaciog coUATog, EpVOPATNTA SEPLOTOC KoL TPOPANLOTO LE TO
Badiopa. Optopévec Bavatneopec TEPITTOCELS EXOVV avaPEPHEl 6T GLYKEKPLUEVT] OUGON 0GOEV@DV.

Y& acbeveig pe vooo Parkinson, 1o ZYPREXA VELOTAB evééyetat va emSEIVOOEL TO GOUTTOUATA
TOLC.

Ava@opd avemBounTOV EVEPYELOV

Edv mopatnpnoete Kamoto avemBOuntn evépyeln, EVIIUEPADOGTE TOV YLOTPO 1) TOV/TIV VOGOKOUO GOG.
Av10 1oyt Kot Yo kéOe mhavr avemBountn evépyela Tov Ogv avaQEPETAL GTO TOPOY VA0 OONYIDV
yphone. Mropeite emiong va avapépete avembounteg evépyeleg anevbeiag, uéow Tov 6vikod
GLGTHOTOG OVOPOPAS TToL avaypaeeTor oto [apdpnua V*. Mécw g avapopdg avembountov
EVEPYEIDMV UmOpEeiTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOC PUPLAKOV

5. og vo puracoete To ZYPREXA VELOTAB
To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OgV TO POAVOLV TOl TOdLAL.
No punv {pNOUOTOLEITE AVTO TO PAPUAKO UETA TNV UEPOUNVIL ANENG TOV AVOPEPETOL GTO KOVTL.

To ZYPREXA VELOTAB npénet vo puAGGGETOL GTNV 0pYIKT] GLOKEVAGIN Y10, VO TPOCTATEVETOL OO
TO QMG KOl TNV VYpacia.

Mnv metdite o @ApLOKA 6TO VEPD TNG ATOYETELONG 1] GTO. OIKLAKA amoppippata. Potiote to
QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPLOKO TTOL EV YPNOLLOTOlEiTE T AvTd T pétpa Oa
BonBncovv oty Tpoctacia Tov TepPdArovtog.

6. Iepreydpeva TS 6LOKEVUGIOG KOL AOLTEG TANPOPOPIEg

T epréyer o ZYPREXA VELOTAB
e H dpaotikn ovsia eivar 1 olavamivn. Kébe diokio diaomeipduevo oto otopo tepiéyel S mg, 10
mg, 15 mg 1} 20 mg dpactikig ovaiog, olaviamniving. H mepiextikdtnta tov mtpoioviog ZYPREXA
VELOTAB avaypdaoetor otnv e€mtepikn] cuokevacio (Kovti) Tov apudikov.
e To GAAo CLOTOTIKA EivaL:
- Celativn, pavvitoan (E421), aomaptaun (E951), pébvi-tapaitidpo&u-Pevioixd vatpio (E219)
Kot TpOTVA-TapabdpoEv-Pevioixd vatpro (E217).

Epedvion tov ZYPREXA VELOTAB ka1 wepieydpeva g 606KELOGIL0G

Ta ZYPREXA VELOTAB 5 mg, 10 mg, 15 mg ka1 20 mg, givot Kitptvov yp®duatog diokio
dlooTEPOUEVO GTO OTOUA. AloKIO SIOGTEPOUEVO GTO GTOUO EIVOL 1] TEYVIKT OVOUAGIN TV J10KI®V Ta
omoia dtodvovtan amevdeiag 6T GTOUATIKY KOAOTNTA £TGL OGTE VO SIEVKOADVETOL 1] KATATOGY| TOVG,.

Ta dokio ZYPREXA VELOTAB dwitifevtal o€ yaptivoug mepilékteg (Kovtid) mov mepiéyovy 28, 35,
56, 70 1 98 diokia. Mmopel va unv KukAo@opov OAEG 01 GLOKEVAGIES O KABE YDpOL.

Karoyog Aderog Kvkhogopiag
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OALavdia.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MMopaockevaotic
Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Ioravia.

I"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov Tomikd avTimpocsono Tov Katdyov g Adstag Kukhogopiag.

Belgié/Belgique/Belgien Lietuva
Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva
Tél/Tel: + 32 (0)2 548 84 84 Tel: + 370 (5) 2649600
Bouarapus Luxembourg/Luxemburg
TII "Enu Jlunu Henepnaug" B.B. - bearapus Eli Lilly Benelux S.A./N.V.
Tem: +359 2491 41 40 Tél/Tel: + 32 (0)2 548 84 84
Ceska republika Magyarorszag
Eli Lilly CR, s.r.0. Lilly Hungaria Kft.
Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta
Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: + 45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland
Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel: + 49 (0) 6172 273 2222 Tel: + 31(0)30 6025800
Eesti Norge
Tel: + 372 6817 280 Eli Lilly Norge A.S.

TIf: + 4722 88 18 00
EMada Osterreich
OAPMAZEPB-AIAAY A.E.B.E. Eli Lilly Ges. m.b.H.
TnA: +30 210 629 4600 Tel: +43 (0) 1 711 780
Espafia Polska
Lilly S.A. Eli Lilly Polska Sp. z o.0.
Tel: + 34 91 663 50 00 Tel. + 48 22 440 33 00
France Portugal
Lilly France SAS Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33 (0) 1554934 34 Tel: + 351 21 412 66 00
Hrvatska Romania
Eli Lilly Hrvatska d.o.o. Eli Lilly Roménia S.R.L.
Tel: +385 1 2350 999 Tel: + 40 21 4023000
Ireland Slovenija
Eli Lilly and Company (Ireland) Limited Eli Lilly, farmacevtska druZba, d.o.o.
Tel: + 353 (0) 1 661 4377 Tel: + 386 (0)1 580 00 10
Island Slovenska republika
Icepharma hf. Eli Lilly Slovakia, s.r.o.
Simi: + 354 540 8000 Tel: + 421 220 663 111
Italia Suomi/Finland
Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab
Tel: + 39 055 42571 Puh/Tel: + 358 (0)9 8545 250
Kvmpog Sverige
Phadisco Ltd Eli Lilly Sweden AB
TnA: + 357 22 715000 Tel: + 46 (0)8 7378800
Latvija United Kingdom
Eli Lilly (Suisse) S.A Parstavnieciba Latvija Eli Lilly and Company Limited

Tel: + 371 67364000 Tel: + 44 (0) 1256 315000
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To mwapov @OALo 0dNYLAOV YpoNS ovadsmpOnke Yo TelevToia gopd otic {uvec EEEE}

Agmtopepeic TAnpoeopieg yio To pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo Tov Evpmraikon
Opyoaviopov Goppdkmv: http://www.ema.europa.eu.
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