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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Olanzapine Teva 2,5 mg emikaAvppéva pe Aemntd vuévio diokia
Olanzapine Teva 5 mg smicaAvppéva pe Aentd vuévio diokia

Olanzapine Teva 7,5 mg emikaAvppéva pe Aemtd vpévio diokia
Olanzapine Teva 10 mg emtkoloppévo pe Aemtd vpévio diokia
Olanzapine Teva 15 mg emikoloppévo pue Aemtod vuévio diokia
Olanzapine Teva 20 mg emtkolvppévo. ue AemTo VUEVIO doKia

2. IHOIOTIKH KAI ITIOXOTIKH XYNOEXH

Olanzapine Teva 2,5 mg emkoloppéva pe Aentd vuévio diokia

Ka0e emcoivppévo pe Aemtd vpuévio diokio mepiéyet 2,5 mg orovomivn.
Exdoyo ue yvwarn dpaon

Ka0e emuxorvppévo pe Aemtd vuévio diokio mepiéyet 71,3 mg Aaktoln.

Olanzapine Teva 5 mg smikaAvppéva pe Aemntd vuévio diokia

Ka0e emxodlvppévo pe Aemtd vuévio diokio mepiéyetl 5 mg ohavlomivn.
Exdoyo ue yvworn dpaon

Ka0e emcodvppévo pe Aemtd vpévio diokio mepiéyetl 68,9 mg Aoktoln.

Olanzapine Teva 7,5 mg semkolvppéva pe Aentd vuévio dickia

Ka0e emcodoppévo pe Aemtd vuévio diokio mepiéyet 7,5 mg ohovomivn.
Exdoyo ue yvwarn dpaon

Ka0e emuxodvppévo pe Aemtd vuévio diokio mepiéyet 103,3 mg haxtdln.

Olanzapine Teva 10 mg emwaivppéva pe Aentd vuévio diokia

Kda0e emxoivppévo pe Aemtd vpévio diokio mepiéyet 10 mg ohaviamivn).
Exdoyo ue yvwori dpaon

Ka0e emcodvppévo pe Aemtd vpuévio diokio mepiéyetl 137,8 mg Aaxtoln.

Olanzapine Teva 15 mg emikaivppéva pe Aentd vuévio diokia

Ka0e emcodvppévo pe Aemtd vuévio diokio mepiéyet 15 mg ohavlamivn.
Exdoyo ue yvworn dpaon

Ka0e emuxodvppévo pe Aemtd vuévio diokio mepiéyet 206,7 mg haxtdln.

Olanzapine Teva 20 mg emkaivppéva pe Aentd vuévio diokia

Kda0e emoivppévo pe Aemtd vpévio diokio mepiéyel 20 mg ohaviamivn).
Exodoyo ue yvwory opaon

Ka0e emcoivppévo pe Aemtd vuévio diokio mepiéyet 275,5 mg Aaxtdln.

IMa tov TA\pn kaTdloyo TV ekddywV, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Emwcaioppévo pe hentod vpévio diokio
Olanzapine Teva 2,5 mg emkodvppéva pe Aentd vuévio dickio

Agvkd, aueikvpta, 6TPOYYLAN EXIKOAVUUEVO, e AETTO VUEVIO dokia, yapaypéva pe “OL 2.5”
o1 pio TAevpd Kot GKETA GTNV GAAT TAELPA.

Olanzapine Teva 5 mg emkoivppéva pe Aentd vuévio diokio
Agvkd, opeikvpta, oTPoYYLAd emikoAvppEVe pe AemTd vuévio diokia, yapaypéva pe “OL 57 ot
pia TAEVPA Kal GKETO GTIV AAAN TAELPAL.




Olanzapine Teva 7,5 mg emkoivppéva pe Aentd vuévio diokio
Agvkd, apeikvpta, oTpoyyvAd emikoivppéva pe Aentd vuévio diokia, yapaypéva pe “OL 7.5”
oT1] (o TAELPE KOl OKETO, TNV GAAT TAELPAL.

Olanzapine Teva 10 mg emkoivppuéva e Aerntd vuévio dickia
Agvkd, apeikupta, oTPOYYLAL ETUKOAVUIEVA e AETTO VULEVIO dloKia, yapayuéva pe “OL 107
oTY] Lo TAELPE KO OKETO, TNV GAAN TAELPAL.

Olanzapine Teva 15 mg emikaivppéva pe Aentd vuévio diokia
Avouytd pumhe, apeikvpto, ofaA exucolvupéva, pe Aemtd vuévio diokia, yapayuévo e “OL 157
o pio TAeLPE Kot 6KETA GTIV GAAT TAELPA.

Olanzapine Teva 20 mg emikaAivppéva pe Aentd vuévio diokia
Pol, apgpikvpta, ofad emkaivppéva pe Aewto vuévio diokia, yopaypéva pe “OL 20” otn pia
TAELPA Kl GKETA GTIV GAAN TAELPA.

4, KAINIKEX IAHPO®OPIEX

4.1 OgpomevTiKéG EVOEiEELg

Eviheg
H oAavComivn evdeikvuton yia tn Oepameio g oylloppévetog.

H olavlamivn givatl amotelespotikng o1 d10T)pnon TG KAWVIKNG BeATioong, katd T didpKela TG
ouveyLopevng Bepamneiag oe acbeveic, ot omoiot epeavicay apykd avtondkpiorn ot Oepamneia.

H ohaviomivn evdeikvuton yia tn Oepaneia pétpiov €wg coPfapod paviakov englcodiov.

Y& aobeveic 6TOVG 0MOi0VE TO HaVIaKD ENEICOO10 avtamokpifnike atn yopnynon oiaviomivng,
olavComivn evogikvuTal yio. TNV TPOANYT TOV VTOTPOT®V 6€ acbeveig e dutohkn datapoyr (PAEme
napdypoago 5.1).

4.2  Aocoloyio kol TPOTOG YOPNYNONS

Aocoloyia

Evplixes
yloppévela: H ovvietopevn 06on évapéng tng ohaviamivng eivar 10 mg/muepnciog.

Movioko enelcddio: H doom évapéng eivar 15 mg yopryovuevn epana nuepnoing og povobepameio 1
10 mg nuepnoing og cuvdévacuévn Bepancio (PAEne Tapdypopo 5.1).

[Ipdinym vrotpommv 61N dumohkn datapoy: H cuvietdpevn d6on évapéng ivor 10 mg/muepnoing.
I'a acBeveig mov Aapfdavovv olaviamivn yio T Bepaneio poviakod enelcodiov, va cuveyiletorn
Oepameio yio TV TPOANYN VIOTPOTOV otV 1010 dOaM. Edv éva véo paviakd, piktd, 1 katadimtikd
emelcdo0 eppaviotel, n Oepaneio pe olaviomivn Ba tpénet va cvveyiotel (pe
avompoocappoyn/Bertiotomoinon g d0onG, av kpiBel avaykaio), Le GUUTANPOUATIKY OY®YN Yi0 TV
OVTILETAOTION TOV GCUUTTOUATOV TNG d1dBeoNc, OTAV EVOEIKVLTAL KMVIKA.

Koatd ) didpxeta ¢ Oepameiog tng oxllo@pEVELNG, TOV LOVIOKOD ETEICOSTI0V Kot TNG TPOANYNG TOV
VITOTPOTTAV TNG SMOAIKNG dlaTopayns, N NUeEpNola d0on Ba Tpémel va Tpocapuoletarl avaroyo e TNV
KAMVIKN KatdotaoT Tov 060gvoig, ato g0pog tv 5-20 mg/muepnciong. Avénon g d0o1g e avaTePN
OO T1 GUVICTMUEVT OPYLIKT 0OCT), CLVIGTATOL VAL YIVETOL LOVO PETA OO KATAAANAN KAVIKY
EMOVEKTIUNGON Kot YeEVIKE Oa mpémel va mpaypatomoteitol o dactipata peyaivtepa twv 24 opov. H
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olavComivn etvar duvatdv va yopnynoel aveEaptntog Yeupdtov Kabdmg n aroppodenon g oev
emnpedleTal amd T TALTOYPOVY AYN TPOPNG. TASHKY UEI®OT TG dOONG GLVICTATAL, TPV TN
dlakomn ¢ aymyng pe olaviamivn.

E1dixol minboouoi

Hlixiowouévor

Mo petwpévn apyikn 6601 (5 mg/Mmuepnoing), av Kot dgv amoTeAel T GUVION CLUVIGTOUEVN TOKTIKN,
umopet va yopnynoei oe nAIKIoUEVOVG aoBEVEIC, 65 €TMV KOl Ave, OOV 01 KMVIKEG TAPAETPOL TO
amortooy (BAéne moapdypago 4.4).

Neppixn kou/1 nrotiky dvaleitovpyia

Mo pikpotepn apytkry 06on (5 mg), Tpémnet va yopnynoel otovg acbeveig avTovg. Xe TEPIMTMOGELS
péTplog NroTikng avendpkelog (Kippmon, kotnyopiag A 1 B oty ta&vounon katd Child-Pugh), n
apykn doom Bo mpémel va glvar 5 mg kot vo avEAveTat Pe Tpoooyn.

Koanviotéc

H d60m évapéng kot to gvpog g d6oMS dev amatteitol, GLVHO®S, Vo TPOTOTOIOVVTOL GE 1) KOTVIGTES
o€ oyéon pe Komviotés. O petafoiopog g oAavioamivig pmopel va evioyvbel amd To KATVIoLA.
YoviotdTon 1 KAWVIKY mapakoiovinon tov achevav kot pio avénon g 66ong g oAaviamivig
umopei va yivel v kpbei anapaitmro (PAéne Tapdypogo 4.5).

e mePInTOT, OOV GLVVTLAPYOVV TEPIGGOTEPOL OO Evay TAPEYOVTES, O 0Ttoiot pumopel va.
emMpedcovy Kot va emPpadtvovv to HeTaforopd (0AL eOA0, NMKIOUEVOS 0oBEVIC, UT KOTVIGTNG),
Oa mpéner va eEetdletal n mBovotnta peimong g 66onc. H otadiaxn advénon g ooong, dtav
evdeikvutal, TPENEL va VOl GUVTNPNTIKTY, GTOVG acbevelg aVTOVG.

(BAéme mapaypaeovg 4.5 kot 5.2)

THoudiozpixoc tinBvouoc

Ag cuviotdTon 1 yopnynon g orlavianivng og Toudid Kot erfovg nhikiog kdtm tv 18 etdv efattiog
NG EAAEYNC GTOLYEL®V Y10 TNV AGPAAELD KOl TNV OmOTEAEGLOTIKOTNTO. Meyarbtepeg avénoelg
Bapovg kot petaforég TV EMMESMV TNG TPOAAKTIVIG KOt TOV ATSI®V, £XOVV ELPUVICTEL 68 LIKPNG
duapkelog pedéteg oe pnpovg acbeveig oe oyéon e peréteg oe evilikeg acBevels (PAéme
nmapaypdoovg 4.4, 4.8, 5.1 ko 5.2).

4.3 Avrtevoeigag

Yrepevaichnoio 6tn dpacTiKy ovcia 1) 6€ KATOW0 omd T EKO0Y0 TOV AVOPEPOVTOL GTNV
Tapdypoeo 6.1.
AcBeveig e kKivouvo gUEAVIoNS YAAUKMUOTOG KAEIGTNG YOVING.

4.4  Ewkég TPOELOOTOMGELS KU TPOPVAGEEIS KATd TN (p1jon

Koatd ) didpreta e ovTiyuymTiknig aywync, 1 KAk Beitioon tov acbevav Bo tapatnpndel petd
OO TNV TAPOSO PEPIKAOV NUEPDV £MG Kal HEPIKDV efdouddwv. Ot acheveic O Tpémel va Ppickovat
VO GTEVT] WOTPIKT TOPOKOAOVONOT KATA TN S1ApKELN TG TEPLOSOV AVTNG.

Yoymon oyetilduevn e dvola kaun 0tapay£c GUUTEPIQOPES

H olavlomivn de cvvictdtot yio yprion oe acteveic pe yiywon oyeti{OpevT e Avola Ko
STapoyEC GUUTEPLPOPAS AOYM TNG AVENUEVS BVNGILOTNTAG KOt TOV KIvOHVOL ELOAVIONG OLYYELOKOD
EYKEPUAIKOV EMEIG0010V. Xg EAeYYOUEVEG UE EIKOVIKO Papuako (placebo) kKAvikég dokiuég (S1apKeLag
6-12 gfdopadmv), oe nAkiopévoug acbeveig (Léong nAtkiog 78 etdv) pe yoywon oyxetilopevn pe
Avola KoM dtaTapayEg COUTEPLPOPAC, TapatnPNOnKe dSumAdoia avénon ¢ enintwong avatov 6Tovg
aocBeveic Vo ohavlamivn GVYKPITIKA UE EKEIVT Yo TOLG acbeveic vITd ewcovikd edapuako (placebo)
(3,5% évavt 1,5% avtictoiymg). H vyniotepn enintwon Bavdtov dev oyxeti{6Tav pe T 00661 NG
oraviamivng (péon nuepnowe d6on 4,4 mg) 1 1 ddpkea g aywync. Ot mapdyovteg kivdhvov mov
gvdéyetor va mpodlafétouv tov TANBLGHO avTtd TV acBevdv oe avénpévn BvnodTTa
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neprropfavouv: niikia >65 et@v, duopayio, KATUGTOAN, TANUUEANG Opéyn Kal apLddT®ON,
TVEVUOVIKEG KOTOOTAGELS (7). TVELHOVID LETA Ao N Ywpig ElopdPNoN) 1 cLYYOPNYNON
Bevlodwalenivav. QotdG0, 1 enintwon Bavatov NTov vYNAOGTEPN 6TOVG oBevei o Bepameia e
oAaviomivn cuykpLTikd e Toug aobeveig VIO ewovikd eappako (placebo), ave&aptnTa Amd AVTOVS
TOVG TOPAYOVTEG KIvODVOU.

211G 1016 KAMVIKEG QOKIUEC, OvOQEPONKAY ayyeloKeS eykePalkég avemBvunteg evépyeiec (CVAE m.y.,
UYYELNKO EYKEPUALKO EMELGOS10, TAPOSIKO 1GYALUKO ETEIGOO10), TEPILOUPAVOUEV®Y EKEIVOV UE
Bavatneopa éxPacn. [apatnpndnke pia tpmddoio avénon oe CVAE cg acbeveig mov Eafov
olavlomivn cvykprrikd pe acBeveic mov Edafav ikovikd eappako (placebo) (1,3% évavtt 0,4%
avtietoiywc). Olot o1 acbeveig og Oepameio pe oAaviamivn kot ewovikd eappako (placebo) wov
eppdvicav CVAE, giyav npobndpyovteg mopdyovreg kivduvov. Hikia >75 etdv kot

AYYELOKOV/ IIKTOV TOTTOL Gvola SamioTdOnKay g Topdyovies Kivduvou yio v avémntuén CVAE mov
oyetileton pe v aywyn pe olovlamivn. H arotehespatikdtnta e olaviomivng dev Exel dtomiotmOel
OTIG OOKIUES OVTEG.

Noéoog tov Parkinson

H yopriiynon g oAaviomivng yio. T Oepameio yoymong mov oyetifetol e aywovioty viomauivng o
aocBeveic pe voco Parkinson dg cuotivetal. e KAVIKES SOKIUEG, EMOEIVOOT TOV TOPKIVGOVIKOV
CUUTTOUATOV Kot TV Yevdaistnoewv avapipnke Told cuyva Kol o LEYAADTEPT GLYVOTNTA 0O TO
gwkovikd pdppako (placebo) (BAéne mapdypago 4.8), kot  odavanivny dev NTOV TEPIGGOTEPO
OTOTELECUATIKN AtO TO EWKOVIKO dpuaxo (placebo) ot Oepameia TOV YUYOTIKOV GUUTTOUATOV.
2116 SOKIEG AVTES, 01 aobevelg amaiteito apykd va eivatl otabepomonpévol ot yoUnAoTeEPN
OTOTEAEGHATIKT 060N TV avTL-ITopKIVGOVIKOV QOPpUUKEVTIKOV TPOIOVI®OV (Yy®VIGTNE VIOTOUIVIC)
KOl VO, TOPAUEVOVY GTa, 1010 avTL-TTapKIVGOVIKA QOPUOKEVTIKA TPOTOVTA Kot S0G0A0YIES, kad’ dAn T
dupkela g perénc. H apywcn d6on g odaviomivng ntav 2,5 mg/muepnoing kot Tithonodnke o
péyiotn d6om 15 mg/muepnoing, avaroya e TV Kpion TOL pevvnTy.

Nevportkd Kaxonbeg Zovdpopo (NMS)

To NMS &ivor pia duvnrikd Bovatneopo KoTAsTaoT, 1 0ol oXETICETOL LE TNV AYOYT| LE
OVTIYLYOTIKE QAPHOKEVTIKA TPOTOVTO. ZTAVIEG TEPITTOGELS YopaKTnplobeiceg cav NMS €yovv,
emiong, oxetiobei pe v odavlomivn. Ot Khvikég ekdnimoelg Ttov NMS mepthapfavouv: vaeprvpeéia,
LOIKT| oKopyio, HETOBOAN OTN VONTIKH KATAGTOOT Kol ONUEl0 AoTAOELNG TOV AVTOVOLOV VEVPIKOD
GLOTALOTOC (OKAVOVIGTOG COUYLOG 1] ApTNPLEKN TTiEoN, TayVKApdia, EPIOP®ON Kot KapdloKn
dvopvOpia). Emmpdcbeta onpeio mbavag meptiapfdvouy avénomn e KpEOTIVIKNG @OGPOKIVAGTC,
pvocpaipvovpia (pafdopvdivon) ko o&eio veppikn avendpkeia. Edv évoc acBevig eppavicet
ONUELN KOl COUTTOUATH EVOEIKTIKA ToL NMS 7 ave&nynto vynAd mopetod ywpic dAAeg emmpdcbeteg
KAMviKéC ekOnAmaelg Tov NMS, 1 Yop1ynon OA®V T@V aVTIYLYOTIKOV QOPUIK®V, TEPILAUPAVOLEVNC
g ohavlamivng, Oa Tpénel va SokonTETOL.

Yrepylvkonpio kot drafrtng

Yrepylokopio kavn epedvion i enideivoon dtaftn, 1 0noio TEPIGTAGIHKE EXEL CLGYETICOEL e
KeTo&Ewon 1 Kopa, Exel avapepbel oyl ovyva, Teptiapfovouévav Kot Leptk®v Bavatnedpov
nepmtOoeV (PAEne Tapdypapo 4.8). e 0ploUEVEG TEPUTTAOGELS, Lo TPOVTAPYOVGA OENGT TOV
ocouaTIKoD Bapoug £xel avapepbei, n omoia icwg givar £vag Tpodiabesikdc Tapdyovtag. ZvvioTaTol
KATOAANAOG KAVIKOG EAEYYOG, COUP®VO UE TIG EVOESEIYUEVES AVTIYVYMTIKEG KATELOVVTINPLEG 0O YiEC,
Y. pétpnomn g yAvkolng Tov aipatog mpw v Evapén g Bepaneiog, 12 efdopddeg petd v Evapén
¢ Bepamneiag pe ohaviomivn kot v cvveyeia, etncimg. Ot acbeveig mov Aapfavouvv Bepaneio pe
OTOLOONTTOTE AVTIYLYMTIKA APk, TEPIAapPoavouévng e olaviomivng, Oo Tpémel va
TopaKoAovBovvTaL Yo oNUEIN Kol GUUTTAOUOTA VIEEPYAVKALUiOG (6we moAvduyio, ToAvovpia,
moAvpayio Kot aduvapio) Kol ol acOeVEIC e cakyopddn dtapnn 1 ekelvol e TapAyovVTEG KIVOUVOD
Yo TNV avantuén cakyopmon oapntn Oa Tpénel va TapaKkoAovdovvTal TAKTIKG Yio ETOEIVOOT TOV
eréyyov g YAvkoing. To copoatikd Bapog Oa mpénel va mapakolovbeital TAKTIKA, Ty TPV TV
évapén g Bepaneiag, 4, 8 kat 12 gfdouddec petd v Evapén g Bepaneiag pe ohaviomivn kol v
ovveyeia, Kabe tpipnvo.

Aumdwcéc petoforéc




AvemBounteg petaforég ota eminedo tov Mmidiov Exovv napatnpnbei oe acbeveic vo Oepaneia pe
oAaviamivn o KMVIKEG SOKIUES EEYYOLEVES HE ElkOVIKO Pdpuako (placebo) (BAéne Tapdypapo 4.8).
Ot petaforés Tov Mmdiov mpénetl va avTiletomilovtol KaTaAAMA®S KMVIKA, 1dwitepa og
duoMmdayukovg acbeveic kot og aodeveig pe Topdyovteg Kivdvvo yia TV avartuén dotapaymv
tov Mmdiov. Ot acBeveic mov Aappdvouvv Bepaneio pe 0TOWONTOTE AVTUYLYOTIKE GAPLOKA,
nephapfavouévng g ohaviomivng, Oa Tpémel va VTOPAAAOVTOL TUKTIKA G EAEYYO TV AMTOIWV TOV
0pOoV COUEMVA UE TIG EVOESEIYUEVES OVTIYVYMTIKES KATELOVVINPLEC 00T YiES, .Y TPV TNV Evapén TNG
Oepaneiog, 12 efdopadec petd v évapén g Oepaneiog pe ohaviamivn kal gv cuveyeia, kibe

5 xpovia.

AviiyoMvepykn dpactnptotnta

Evd n okavlomivn €de1&e avtiyodvepyikn dpaoctnptotnta in Vitro, n epmelpio Kotd T S1dpKeo. Tov
KAMVIK®V SOKIUMV OTOKAAVYE YOUNATN ETITTOON 0vaAOY®V cvufapdtev. Evioutolg, emedn n khvikn
gumelpio pe v odaviamivn og acBeveic e GuVLAPYOVTO VOCTLOTA EIVOL TEPLOPIGUEVT], GUCTNVETOL
TPocoyN OTAV GLVTAYOYPUPEITAL OE 0IGOEVELG LLE VITEPTPOPIO TPOSTATY, | TAPAAVTIKO EILES Kol
OVIAOYEG KOTOOTAGELC.

Hrotw Asrtovpyia

TTopodikég AGVUTTOUATIKEG QVENCELS TOV NTOTIK®OV apvotpaveeepocmv, ALT, AST éxovv cuyvd
mapoatnpnOei, iaitepa ota apykd otdota g Oepameiag. [Ipocoyn kol cuveyng Tapakoiovdnon
arorteiton o aoeveig pue avénuéveg Tywég ALT kaun AST, o acbeveig pe onpueio kol courtOUATo
NTatTiKNG dSucAeltovpyiog, oe 0oOEVEIS L TPOVTAPYOVCEG KATAGTAGEIS TOV GYETILOVTOL e TEPLOPIOUO
TNG NTOTIKNAG AETOVPYIKNG ETAPKELONG KOl o€ aeBeveic o1 omoiol Aapfavouy aymyn Le SuvNTIKA
NTatoToEIKA EAPUAKA. XE TEPUTTOGELS OTOL £)El dlaryvaobel nratitido (mepthapfavoudvng g
NTOTOKLTTOPIKNG, TNG XOAOGTUTIKNG 1 TNG LKTNG NTATKNG PAAPNGC), 1 Bepaneia pe oraviamivr, Oa
TPEMEL VOL OL0KOTTETOL.

Ovdetepomevia
[Ipocoyn Ba mpémet va dideton og acheveic pe yopnAo aplfud AEVKoKLTTAP®V KA OVOETEPOPIA®DY

ond omoladnToTe atia, o€ acBeveilg mov AapBdvovy edppoka Tov givol YvooTd 0Tt TPoKaAlohv
ovdeTepomevia, o€ aobeveig pe 10TOPIKO PUPIOKOYEVODG KOTAGTOANG/TOEIKOTNTOG TOL HVEAOD TV
00TV, o€ 0GHEVEIC [IE KATOGTOAT TOV HVEAOD TV 0GTAOV OO GLVLTTAPYOV VOST|LLa, aKTIvoOepameia 1
ymueobepomeia Kol 6 AoOEVEIC LLE DTEPNOGIVOPIMKEG KATACTAGELC 1] LE LVEAOVTEPTANGTIKY VOCO.
Ovdetepomevia £xel cuyva avaeepbel katd T cvyyopnynon ™ olaviamivng pe Painpoikd (PAéne
napdypago 4.8).

Awaxomn) g Bepomeiog
O&Ea copmTdpata OTMG EPIdP®OTN, abmvia, TPOUOS, AyX0S, vavTia, 1| EUeTog Exovv avapepbel ondvia
(20,01% o <0,1%) 6tav n ohavoanivn dakdnteTon oipvidia.

QT dubotnua

Y& KMVIKEG OOKIEG, KAMVIKG ONUOVTIKES TAPOTAGELS 0Ta. dlaoThpata Tov dopbopévov QT (QTc)
(016pBwon tov daotipatog QT katd Fridericia [QTcF] >500 milliseconds [msec] omotednmote petd
TNV opyIK” ektipnon oe acbeveig pe apyn extiunon QTcF <500 msec) tav oyt cuyvée (0,1% éwmg
1%) o€ acbeveig mov EAafov olaviamivn, yopic ONUAVTIKEG dIOPOPEG OTO OXETILOUEVO KOPOLOKEL
cupupdpata GUYKPITIKA He To gukovikd epapuako (placebo). Eviodtolg, mpocoyn amotteitan 6tav 1
olovlamivn cuyyopnyeital pe edppoka wov givatl yvootd 6t mapateivouv to QTc didotnua, Wwitepa
o€ NMKIOUEVOVG, o€ acheveic pe GuyyevEGg cOVOpopo TapateTapnévoy QT S1GTANATOG, GUUPOPTTIKN
KOPOLOK AVETAPKELD, KOPOLOKT VTEPTPOPIN, VITOKOALOLLIC 1] VITOUOY VGO,

Opoufoepfoin

Xpovikn cuoyétion e aymyng pe ohaviomivn kot erefcng BpopPoepforng (VTE) €xet avapepbel
oyt ovyva (=0,1% kot <1%). Agv éyel BepelmBel artioloyikn cuoyétion petald g eppdviong
eAefucc OpopPoepuPorng kat tng aymyng pe oravlamivn. Evrodtolc, agov ot acleveic pe
oyoppévela, GuYVa epeavifovy exiktnTovg Tapdyovtes Kivohvou yio eAefikn Opopufospufoin, 6iot ot
mBavoi Tapdyoviec kivdvhvov eppdviong VTE, 6mwg 1 axwvntonoinon tov acbevav, 8o tpénet va
npocolopilovtat kot va AapPEvovTol TPoGTATEVTIKA HETPO.
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T'evucn dpooctnpidonto KNX

Me dedopévec Tig kopleg emdpacelg e olaviomivng oto KNX, Oa mpénet va didetatl mpocoyn ot
oLYYopNYNoN TG HE GALa @dpuaxe Tov dpovv emiong 6to KNZ kabmg kot pe 1o aAkooA. Emedn 1
oAavamivn epeoviCel in Vitro dpdon avtay®vioTh g VIOTOUIVIG, EVOEXETAL VO AvTAY®VIGOEL TIg
EMOPAGELC TOV AUECHOV KOl EUUECHV OYDOVIOTMV TNG VIOTAUIVIG.

Emunmrnikég xpioeig

H olavlamivn Ba mpémetl va yopnyeiton e Tpocoyn o€ acOeVeig [le 16TOPIKO EMANTTIKOV KPIGEWV 1| O
aofeveic e TapAyoVTEG Ol 00101 UITOPEL VO TPOKAAEGOVV UeloT TG EMANTTIKNG 0Vd00. Ot
EMINTTIKEG Kpioelg £xovv avapepbel Oyl cuyva oe acbeveic VO aywyn pe oAaviomivn. ZTig
TEPIOCOTEPESG TV TEPUTTOCEMV QLTAV, IOTOPIKO EMANTTIK®OV KPIGEWDV 1 TAPAYOVTES KIVOHVOL Yol
EMANTTIKEG Kploelg Exovv avapepet.

Ovwn Avoxivnoia

X€ GLYKPITIKEG LEAETEG, ETNOLUG 1 LKPOTEPNC d1dpKeLag, N oloviamivn oyeTIlOTOV LE GTOTIOTIKA
OMNUOAVTIKG XOUNAOTEPN EMITTOGT QUPUOKOETOYOUEVTG duoKivnoioc. Ev tovtolg, o kivéuvog yio dyun
dvokvnoio ovEAvETOL Pe TN LoKPOYpOVia £KOECT Kol ETOUEVMS EGV ONUEIR 1] CUUTTAOUATO OYIUNG
dvokivnoiag eppavicfovv oe acbeviy Lo aywy"| pe odaviamivn, Oa tpémel va e&etdleTon 10

evdgyo eV Pelmong TG 06oMg 1 010KOTNG TS Yopnynone. Ta copntdpate avtd puropel Tpocwpivd
va emdevabovv N va eueavictolv petd amd dlakomny g Oepaneiog.

OpBootatiki vrdtaon

OpBoctatikn vrdtacn TapatnpOnke Oyl cuyva 6e NAKIOUEVOLE 0ioOgveig mov eAduPavay
olavZomivn Katd T S1ipKeLn TOV KAMVIKOV SOKIUAV. ZUVIGTATL 1] ApTNPLOKT TECT VO LETPATOL
EPLOdIKE oe 0o0eVEiC Avm TV 65 ETMOV.

Awpvidiog kapdakods Bdvatog

e avapopég Yo TNV oAaviamivn Hetd TV KUKAOQOpPia TOV TPOIOVTOG, TEPITTOCELS ALPVIOIOn
KapdiakoL Bavdtov £xovv avapepBel oe aocBeveig mov AdpPavay odaviamivn. Xe pio avadpopkn
UEAETT] TOPATIPNONG TNG OUASOG TV ATOTMV OVIIYLYMOTIKAOV, 0 TH0VOG KivOuvog TOV apvidiov
KapdloKov Bavatov, o 0cBevei VIO aywyn pe odaviomivn, NTav TEPITOL STAAGI0G TOV KIVOHVOL GF
aoBeveic mov dev AduPavay aymyn e avIIYOYOTIKA. TN LEAETN, O KIVOUVOG OO TNV aywyn e
olovamivn NTav GLYKPIGUYOG e TOV KIVOLVO amd TNV ay®yn LE GTLTO, OVTIYUYWOTIKG TOU
TEPILOUPAVOVTOV GTI) GUYKEVIPAOTIKH OVIAVOT).

Hondratpicdg minBuopog

H ohavlomivn dev gvdeivotal yio ypromn oty oy®yn moididv Kot ephpfov. Meléteg o€ acbeveig
niwiog 13-17 etodv mapovoiacayv TotkiAeg avemBOUNTEG EVEPYELEG, TOL TEPIAAUPAVOVY aENo
COUOTIKOV BApove, LETOPOAEG OTIG LETAPBOAMKES TAPUUETPOVS KOl AVENGELS TOV EMUTEOWV
wpoloxtivng (PAEre Tapaypdpovg 4.8 kai 5.1).

"Exdoy0
Aoxtoln

Ta emxaloppéva pe Aemtd vuévio diokio Olanzapine Teva mepiéyovv Aaxtoln. Ot acbeveig pe omdvia
KAnpovopkd tpofAnpota 6mws n ducavesio g YOAAKTOLNG, 1) OVETAPKELN TNG AOKTAGNG N N
dvoamoppoenon TG YAVKOING-yaAaKTOING, dev TPEMEL VO AALPAVOLY aVTO TO QAPLLOKO.

45  Alniemopaoeig pe GALO QUPUOKEVTIKA TPOTOVTA Ko GAAEG pOPPES allnieniopacng
Meléteg aAANAemOpAceV £xOVV TpayaToTomOel LOVO GE EVIHAIKEC.

Avvnrikéc aAniemidpdoelg mov ennpedlovv v oiaviamivn

Ene1dn n odavlomivn petaforiletar péom tov CYP1A2, o1 ovoieg mov mpoKaAovv exaymyn 1

OVOGTOAT KA TOL 160eVEDUOV ATV, EVOEYETAL VO ETNPEACOVY TIG POPLOKOKIVITIKES IO10TNTES TNG
olaviomivng.




Enayoyn tov CYP1A2

O petaporiopds g oraviamivng propel va evioyvbel and 1o KATvVIGpo Kot amd v kapPopoalenivn
pe amotéleopa va mpokAndel peiwon tov cvykevipocemv g odaviamivine. Exetl avapepbel povo
puepn €oc pétpia avénon tng kabopong tng oraviamivng. Ot KAVIKEC ETTTMOOEIS OVAIEVETOL VO VOl
TEPLOPICUEVEG OALA CLUVIGTATAL 1) KALVIKT TopoakolovOnon Tov achevav kot pio advénomn g 06ong
¢ oAavlamivng pmopel va yivel edv kpiBei amapaitnto (PAéne mapdypagpo 4.2).

Avaoctol tov CYP1A2

H @lovBo&apivn, évag €181kdg avactoréag Tov CYP1A2, €xet amoderybel 0Tt avaoTEALEL GNUAVTIKA TO
petaforioud g olavlomivng. H péon avénon g néyiomg cvykévipmong (Cmax) TG odaviomivig,
UETA TN yopNyNnon e eAovPosapivng, nTav 54% ce yovaikeg pn komviotég katl 77% o€ avopeg
kanviotéc. H péon avénon g AUC g ohavEomivng rav 52% woat 108%, avtictorya. H yopriynon
HKpOTEPNG 000MG Evapéng tng odaviamivig, Ba tpénet va eEetdletar og aobeveic ol omoiot Aappdvovv
eAovPo&apivn 1 dAdovg avactoreic Tov CYP1A2, dmwg 1 oumpoprolacivr. Xe mepintoon Evapéng
Oepameiog pe Evav avactoréa Tov CYP1A2, to evdeydpevo peimong g d6ong g ohoviomivig Oa
npénel va eEgtaletal.

Meimon g frodwbecyotrag

H yopniynon evepyol dvBpaxa peidvel m Prodabecipdtnto g ohaviomivng, xop1youLEVNS OO TOV
6TOUATOG, 6€ T060GTO 50-60% YU avTd Kot 0 evepydc avOpakag Oo tpémet va Aapfdvetal Tovidylotov
2 OPEG TPV N LETA TN YopNYNoN NS oAaviomivng.

dLovoéetivn (avaoctoréng Tov CYP2D6), epdnal d6ce1g avtiv&vous (apyiiiov, payvnoiov) 1
SETIOIVT, Ogv £xovv avapepBel va emnpedlovy GNUOVTIKA TIG POPUAUKOKIVITIKES 1010TNTES TG
olavlamivng.

Avvnrikég emdpdoeic g olovlanivg g dAAD QOPUOKEVTIKE TPOTdVTA

H oAhavComivn evdéyetatl va avtaymvicel Tic EMOPACEIC TOV AUECHOV 1 EUUECOV AYOVIOTMV
vromapivng.

H olovlomivn dev mpokodrel ovacToAn TaV Kupldtepmv 160eviDI®Y Tov Kuttoypdpatog CYP450 in
vitro (m.y. 1A2, 2D6, 2C9, 2C19, 3A4). Q¢ ek TOVTOV, dEV UVAUEVOVTOL GNUAVTIKEG OAANAETIOPAGELS,
oOpemve pe ta dtobéoya dedopéva TV HEAETMV IN VIVO 6mov dev TapatnpOnkKe avacToA TOL
LETABOACUOV TOV AKOAOVO®V SPACTIKMY OVGLDOV: TOV TPIKVKAKAOV OVTIKOTOUOATTIK®V
(petaPorilopévav kopla pésm CYP2D6), g Bapeapivig (CYP2CI), g Beopuirivinig (CYP1A2) 7
¢ oalemaung (CYP3A4 kol 2C19).

Agv avoeépOniay aAANAETIOPAcELS, KaTd Tr Guyxopnynon g olaviamivng pe Aibo 1 Pireptdévn.
Koatd v mapakorovdnon tov emnédov TAACHATOS TOV BOATPOikoD dEV TAPOLGLAGTNKE AVAYKN
TPOGOPLOYNG TNG OOCNC TOV PAATPOiK0D, LETA TV Evapén NG cvyyopynong g oiaviamivng.

T'evucn dpooctnpidonto KNX

IIpénel va divetat Tpocoy| o€ acHEVEIG TOV KOTAVOADVOLY OAKOOA 1 AAUBAVOUY QUPLOKEVTIKA
TPOTOVTO TOV UTOPEL VO, TPOKAAEGOVV KOTAGTOAN] TOV KEVTIPIKOD VEVPIKOD GUGTHIOTOC,

Ag cvotivetal n cuyyopnynon oiaviamivig pe avii-Ioapkivoovikd papuakevticd Tpoidvta o
acbeveic pe vooo Parkinson kat dvota (BAéne Topdypago 4.4).

QTc dibotnua

Amarteitan mpocoyn 6tav 1 ohaviamivi) cuyxopnyeiTal e QUPUOKEVTIKG TPOTOVTA OV Eival YVOOTO
o6t topateivovuv 10 QTc ddotnua (BAEme Topdypapo 4.4).

4.6 TovipétnTa, KOO KOt yohovyia

Kinon

Agv vtdpyovv emapkeig Kot Kahd ereyyopeves peréteg emi eykvmv yovarkov. Ot acBeveic Oo mpémel va
EVIUEPDOVOLV TOV 10TPS TOVG, GE TEPIMTMOT TOL HEIVOLV 1) TTpoTiBEVTAL VO PLETVOLV £YKVEG, KOTA TN
duapkela g Bepaneiog pe oraviamivy. Qotd6G0, ETEN, N EUTELPiN GTOV AVOPOTO £ival TEPLOPIGUEVT,
n oAav{amivn Ba mTpémel va yopnyeital 6TV €YKVUOGUVN LOVOV EQV TO OVOUEVOUEVO OPENOC,
dwkatoroyet Tov mhavo kivouvo yia 1o Euppuo.



Ta veoyévvnra, Bpépn mov ektiBevtol oe avTyuy®TIKA (Teptiapupavopévng tng oAaviamivic) Kotd To
Tpito TPIUNVO NG EYKLHOGHVNG, SIALTPEYOLY KIVOUVO Y1l ELEAVIOT] AVETIBOUNTOV EVEPYELDV
TEPLOUPAVOUEVDV TOV EEOTVPAUSIKOV KOUT CUUTTOUATOV 0TOGVPCTG TOL UTOPOVY VO, TOIKIAOVY
0€ 6oPapdTNTA Kot SLAPKELN PETH TOV TOKETO. YTAPYOLV 0vapOpES Yio SIEYEPCT], VIEPTOVIM, VTOTOVIaL,
TPOUO, LIVNALL, AVOTVEVGTIKT dvoyEpela 1 dlatapayr| ot oition. Katd cuvéneia, ta veoyva Ba
TPEMEL VO TAPAKOAOVOOVVTOL TPOCEKTIKA.

Oniaopuog

e o perétn og vyteic OnAdlovosg yovaikeg, mopatnphOnke anékkpion g olaviomivng 6To UNTpikod
yéro. H péon éxbeon tov veoyvov (mg/kg) otn otabepr katdotaot, vtoloyicOnke 6TL avtioTolyEl
010 1,8% g avtiotoyng 66omg g odaviomivng ot untépa (mg/kg). Ot acbeveig Oa mpénet va
gvnuepmvovTot 0Tt dev cuviotdrtal va OnAalovv, edv Aappdvovv olaviomivn.

Tovipdnto
Emdpdoeig otn yovipdtnta dev givarl yvootég (BAERE Tapdypaeo 5.3 yio TPoKAVIKES TAT|POPOPIES).

47 Emopaceis 6Ty IKAvVOTNTA 001Y1161)G KO (EIPIGHOV PN UVIILATOV

Agv &xovv Tpayuatomon0el LEAETEC GYETIKA LE TIC EMOPACELS GTNV IKAVOTNTA 001 YNONG Kot
YEWPopon unyovnuatwov. Exedn n olavlamivn prnopei va mpokariéost vavniia kot {aAn, ot acbeveig
0o TpEMEL VO EVILEPDVOVTOL Y10 TOVG TOOVOVE KIVOHVOULS KATE TO YEPICUO UNYOVIUAT®V,
TEPLOUPOVOLEV®Y TOV OYNUATOV.

4.8  AvemOoOunteg evépyeleg

2Hvoyn Tov TPOPIA 0oQGAELOS

Evnkeg
O1 o ovyvd avapepopeves (Ttapatnprinkav oe >1% twv acbevdv) avemBounteg evépyeteg, ot

omoieg oyetiCovrav pe ) yopnynor oraviamivng Kotd Tn StpKeLd TOV KAMVIK®OV SOKIUMV, TV
vvnAia, avénorn coORTIKOD BApovg, NOSVoPIAio, avénuéva eTimeda TPOLUKTIVNG, YOANGTEPOANC,
yAvk6{ng kot TpryAvkepidiov (BAEne mapdypapo 4.4), yAvkolovpia, avénuévn 6peén, Lain, akadnoia,
TOPKIVGOVIOUOG, Agvukomevio, ovdeteponevia (BAEne mapdypago 4.4), duvokivnoia, opHooTaTIK)
VIOTAOT), AVTIYOAVEPYIKEG EMOPACELS, TOPOOIKES GV UTTMOUATIKES OVENCELS TOV NTOTIK®V
apwotpavepepacav (BAéne Tapdypapo 4.4), eEavinua, e&acbévion, kKortmon, mopetia, apbpadyia,
OVENUEVN OAKAAIKT) QOGOATAGT], VYNAT YAULO YAOLTUUVATPAVEOEPEOT], DYNAO 0VPIKO 0ED, VYN
KPEATIVIKT] QOCOOKIVACT) KOl 0101 LLaL.

Tepiinun tov avemBOunT@V EVEPYELDV GE LOPON TIVOKQL

O akdlovbog Tivakog TEPIAAUPAVEL TIG AVETIBVOUNTES EVEPYELEC KOl TOL EPYOCTNPLUKE EVPTLOTO TOV
TopoTNPENONKAY KATA TN S1APKELN KAMVIKOV SOKIUOV Kol avBopuntemv avapopdv. Evtog ke
Katnyopiog cvyvoTNTag ELPAVIONS, O avemBuunteg evépyeleg mapotifevton katd edivovoa cepd
coPapotntag. Ot 6pot cLYVOTNTOC TOV AVAPEPOVTAL TAPAKATM Tpocdlopilovtal o¢ eENG: TToAD cuyvéc
(>1/10), ovyvéc (=1/100 £mg <1/10), oyt suyvég (=1/1.000 éwg <1/100), omdvieg (>1/10.000 £wg
<1/1.000), ToA¥ omavieg (<1/10.000), un yvootég (dev pmopovv vo ektunbodv pe faon to drobéoipa
dedopévar).

Mord Yoyvég O Xoyvég Xravieg Mn yvootég
Yoyvég
AW TopoyES TOV GILOTOUTIKOV KOl TOV AEPOIKOV GVGTINO.TOS

Hoowoeikio ®popporvronevio't

Agvkonevio™®

Ovdetepomnevio'”
AW TopoyéS TOV (VOGOTOUTIKOV GUGTIINO.TOS

| | Yrepsvoobnoio™ | |

Awtapoayés Tov petaforiopov Ko tng 0péyng
AvEnon | Avénuéva | Epgdvion 1 | YmoBeppio? |




Bapoug!

emimedo
YOANOTEPOANG
23

AvéEnpéva
emineda
yAokoine*
Avénpéva
emimeda
;:plykuKspIS{mvz'

IMwkolovpia
Avnon g
0pegng

mapo&ovvon dafnt
OV TTEPLGTUGIOKEL
€xel ovoyetiobel pe
KeToEEMON 1| KON
neprropfoavopévmv
KOl LEPIKAOV
Bavatneopwv
TEPLOTATIKDOV
(BAéme

napdypago 4.4)

ATapay{c TOV VELPIKOD GUGTHIATOG

Yrvnio

Z6n
Axofnoia’
[Tapkivooviopdg
6

Avokvnoio®

Eruinrtikég kpioeig
OTOL OTIG
MEPLGGATEPEG
MEPMTAOCELG Ely0v
avaeepbel 10TOPLUKO
EMANTTIKAOV
Kpicewv 1
TOPAYOVTES
KvdOvo yio
EMNTTIKES
kpioec™

Avctovia
(meprhappavouévng
G MEPLGTPOPTG
TOV 0QOOAUIKOV
BorBov)*
Bpadvkwnoiot
Apvnoia’
AvoapOpia
Tpoviopatt
XHvdpopo
VNGUYOV TOSIHV

NevpoAnmrtiko
Koakonbeg
Yovopouo(NMS)
(B\éme
Topdypogo 4.4)%
SOUTTOUOTO
Srocomng”*?

Kapowkéc dwatapayés

Bpadvkapdia
ITapdraon Tov
dwwotpatog QTc
(BAéme
napypogo 4.4)

Kotuaxn
TayvKopdio/
Hoppapoyi,
a1pvidtog Odvartog
(BAéme
napdypopo 4.4)1

Ayyerokég drutTapuyés

OpbBooTtartt

Kn
vrotoon?

OpouPoeuforn
(meprrappavopévo
V TNG TVELVHOVIKNG
eUPoAng Ko g
Opopupoong Tov ev
TV fadel pAEPDOV)
(BAéme

napdypaeo 4.4)

ATapoy{S TOV AVUTVEVOTIKOD GUGTHIATOG, TOV 0DPUKA KUl TOV pEc00®pPaKLov

| Enictofn’

A TopoyéS TOV YOOTPEVTEPLKOV

‘Hmeg,

| Aldtaon g

| Maykpeatitido |
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TOPOOTKEG
AVTUYOAVEPYIKE
C EMOPAGCELS,
UETAED TV
omoimv
dvokotudtnTo
KoL EnpooTopia.

Kotkiog®

Ymepékkpion
23 1L

GlEAOL

AwTapoyéc TOV NTETOG KUl TOV YOANQOp®V
[Mopodikéc, Hrartitda
OCVUITTOUOTIKEG (TepriapPavopévng
avénoelg Twv ™mg
NTATIKOV NTOTOKLTTOPLKNG,
CULVOTPOVOPEPQL NG YOAOGTATIKNG 1)
ocwv (ALT, NG KT NITOTIKNAG
AST), Wwitepa BraPNG)™,
oV évapén g
Oepameiog
(BAéme
nopaypogo 4.4)
AwTapoyés TOV dEPRATOG KOl TOV VTOOOPLOV 16TOV
E&avOnpua Avtidpaon and Avrtidpaon oto
potogvaicincio PApLOKO PE
Alomekia GUUTTOUOTO
Hoowvopihiag kot
SVGTNUIKOD
Yuvdpouov (DRESS)

AWTOPOYES TOV HVOGKELETIKOV GUGTIO.TOS KO TOV GUVOETIKOD 16TOV

| ApOpakyio®

| PoBdopvorvontt

AWTOPOYES TOV VEQPAV KUL TOV 0VPOPOP®V 00 AV

Axpdreia ovpov
Koartaxpdnon
ovpwV
Avokolio otnv
ovpnon™

Koatastdoeig Tng kdnong, g

AOYELOG KOL TNG TEPLYEVVNTIKNG TEPLOOOV

2Hvdpopo amd
amOGLPGT EOPUAKOV
TV veoyvav (PAére
Topaypo@o 4.6)

Awtoapayéc

TOV OVOTUPAYDYIK

00 GLGTIOUTOG KOL TOV HOGTOV

2TUTIKY
dvciettovpyia
GTOVG AVOPES
Mewwpévn
YEVETNOLOL OpUN
GTOVG AVOPES
KOl OTIG
yovoikeg

Apmvoppota
AOyK®OOoN LAGTOV
T'aloktoppola o
yovoikeg
TIMvvoikopaotio/
SOYK®ON LocTOD
GTOVG AVOPES

Mplamiopog™?

I'evikéc owotapayic KoL KOTOO

TAGELS TG 0000 YopNYNoNS

E&acOévion
Koénwon
Oionpa
IMups&ia®®

Hapokivikég sEetdosig

AvEnpuéva
emimeda

Avénpévn

OAKOAKN

AvEnuévn ol

yoAepulpivn
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TPOAAKTIVY | pocpation®
G TOV Yyniq
TAAGLLOTOG | KPEATIVIKY

8 POGPOKIVAOT
Yynn yappa
YAOVLTOLVA-
Tpovepepon™®
VYNAO 0VPIKO
o E}')lo

1

KAwvid onpavtikry avénomn copatucod Bapovg Tapatnpndnke oe OAEG TIG KATIYOPIEG LE OpYIKN
extipunon Agiktn Malog Xopotoc (AMY). Metd 1 BpayvrpoBeoun Bepaneio (Léom ddpkela

47 quépeg), n avénon Bapovg >7% amod to apykd Papog cdpatog oy oA cuyvn (22,2%), >15%
nrav cuyvn (4,2%) kot >25% frav oyt ovyvi (0,8%). IloAd cuyvi ftav n avénon Bapovg >7%,
>15% w1 >25% and 10 apykod Papog copatog o€ acbeveis e Lakpoypovia £xbeon (TovidyioTov
48 efdonddec) (64,4%, 31,7% ko 12,3% avtictoryw).

Ot péoeg avénoelg otig TYEG vnoteiog tav Amdiov (oAkr] yoAnotepoin, LDL yoAnotepoin kot
TPLYALKEPIDOIL) NTaV VYNAOTEPESG GE 0oBeveic ympig evoei&elg MMOAUIKNG amoppLOUIoNC GTNV
apYIKN eKTiUMON.

[Mopatnprnkav ce puoloAoYIKd enimeda VnoTeing oV apykn extipnon (<5,17 mmol/l) Ta omoia
avéndnkoav og vynAd (>6,2 mmol/l). [ToAd cuyvéc NTov ot petaforég ota oMkd enineda
YOANoTEPOANG VNoTElNg 0d 0pPlaKd KOTA TNV apytkn extipunon (=5,17-<6,2 mmol/l) g vynAd
(26,2 mmol/l).

HoapammphOniav ce puolodloyikd exinedo vnoteiog oty apyikn ektipnon (<5,56 mmol/l) Ta omoia
av&ndnkav og vynAd (=7 mmol/l). IToAd cuyvég ftav ot petaPorég otn yAvkoln vnoteiog amd
oplakd emineda vnoteiog otV opykn ektipnon (=5,56-<7 mmol/l) o vymAd (=7 mmol/l).

HoapammpnOniav ce puolodoyikd exinedo vnoteiog oty apyikn ektiunon (<1,69 mmol/l) Ta omoia
av&nnkav og vynAd (>2,26 mmol/l). [ToAd cuyvég NTav o1 petaforés ota TpryAvkepide viotelog
amd oplakd onv apykn extipnon (>1,69 mmol/l-<2,26 mmol/l) o vynAd (>2,26 mmol/l).

e KAvikég dokpég, 1 emintwon [apkiveoviopov kot Svotoviag og acbeveic vd olavamivn NTav
apOuUNTIKE peyolvTept), 0AAA OYL OTATICTIKA CTIUOVTIKA SLOQOPETIKY| OO TV OVTIGTOLYN TOV
€1KoVIKOD Qoppakov (placebo). Ot Aappavovteg odaviomivny acOeveic elyav pio younidtepn
enintoon [apkiveoviopov, akanociog Kot SuGTOVING GUYKPLTIKA LE 0LTOVG TOL EAGUPavVaY
TITAOTOLOVUEVEG 0OGELS AAOTEPLOOANG. AOY® EALENYNC AETTOUEPOVG TANPOPOPTONG YO TO
TPOVTAPYOV EENTOMKEVUEVO 1GTOPIKO 0EEDV Kol OYIU®V EEOTLPAUIOIKDOV KIVITIKOV S10TApAY DV,
dev givar duvatdv eml Tov TOPOVTOC Vo, amodelyOel 6TL | oAav{amivn TpokaAel AydTepn Oy
dvokvnoia koM GAAL OYIH0 EEMTVPAULOIKA THTOL GUVOPOLLA.

0O&éa copmTdpaTe OTMG EPIOP®OTN, abTVia, TPOUOS, AYXOS, VOuTio Kot EUETOC €YoV avopephet,
otav 1 oAaviomivn SLKOTTETAL QpVidLaL.

Y& kKAMvikég peréteg dtdpketog £mc kot 12 fdouadmv, 01 GUYKEVIPOGELS TV EMMESWDY TPOAUKTIVIG
TOV TAAGUOTOG Elyay VITEPPEL TO OVDOTEPO OPLO TOV PLGIOAOYIKOV EDPOVG TTEPITOL 670 30% TV
acBevav Vo aywyn pe olaviamivn, LE PUOIOAOYIK( EMITEON TPOAUKTIVIG OTNV OPYLKN EKTIUNOT.
v mAsoyneio avTtdv TOV acBeV@V, 01 AVENGELS NTOV YEVIKA NTLES KOl TOUPEUEIVOV YOUNAOTEPES
a6 TO SAAGIO TOL AVATEPOL OPIOL TOL PVGIOAOYIKOD EHPOVG.

AvemBountn evépyela Tov avayvopiotnke e KAVIKEG perétec, oty Olokinpouévn Baon
Agdopévav e Ohaviamivne.
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10 Onog aohoy)Onke amd PETPNGULES TYES G8 KAMVIKEG pedétec, otnv OlokAnpopévn Baon
Agdopévav g Ohaviamivng.

1 Avem@opm evépyeta mov ovayvopictnke BAcsl avdopINTOV avapopdV, HETE THV KUKAOQOpio

TOV TPOTOVTOG, LLE GLYVOTNTA OV TPOGIOPIGTNKE YPNOLOTOIOVTOS TNV OAoKANpwpévn Bdon

Agdopévav g Olavlamivng.

12 AvemB0Opm evépyeta mov avayvopictnke BAcsl avBOpUNTOV avapopdY, HETE THV KUKAOQOpio

TOV TTPOTOVTOG, HLE GVYVOTNTA TOV TPOGOIOPIGTIKE OTO AVATEPO OPLO TOV JUCTNLOTOG

gumotoovvng 95%, ypnowonowmvtog tv OlokAnpopévn Bdon Asdopévav g Olaviamivng.

Maoaxpdc-otapketac Ekbeon (tovidyiotov 48 gfdouddwv)

H avoloyio tov acBevdv mov siyov cofapés Kot KAVIKG onIovTIKESG aALAYEC OGOV apopd TNV avénon
ocOUATIKOD Bapovg, Tn YAvkoln, tnv odwky LDL/HDL yoAnctepoin 1 Ta tptyAvkepidia, avénonke pe
TNV Tépodo Tov ¥povov. Xe eviiikeg acbeveic mov cvumAnpwoay 9-12 pMqveg Bepaneiog, o puOUOG
avénong e Héong TNG ™S YAVKOING ToL aipatog emPpadvvinke LETA amd Tepimov 6 UNVeG.

Emunpdobeteg minpogopieg yia 181K00G TANBuGHo0G

X KMVIKEG SOKIIES e NMKIoIEVOVG aoBevelg e avota, 1 Bepaneio pe odaviamivn cvoyeticOnke pe
UEYOADTEPN EMIMTOOT OAVATOV KOl Ay YELOKEG EYKEPAAIKEG AVETIOVUNTES EVEPYELEC, GE GVYKPLON UE TO
goviko dpuaxo (placebo) (BAéne mapdypago 4.4). [Todd cuyvég avemBounteg vEpyeleg mov
oyetifovtav pe T yopnynon oraviamivig o ot TNV Katnyopia achevadv, NTav To U GUGIOAOYIKO
Badioua kot o1 ttdoels. [vevpovia, avEnpévn Beprokpacio cmpatog, Anbapyos, epbonpa, onTiKég
YELOUGONGELG KOl AKPATELD OVP®V TAPATPNONKAY GLYVA.

Xe KMVIKEC SOoKIIEG o8 0o0eveic [le papuaKo-EmayOrevn (AYOVIGTY VIOTOUIVIIC) YOO GTO TANIGLO
véoov Parkinson, emdeivmon TV TUPKIVGOVIKOV CUUTTOUATOV KOl TOV WeLdasOncemv avaeépinke
TOAD GLYVA KOl GE PEYOADTEPT CLYVOTNTO OO TO EIKOVIKO papuako (placebo).

Xe po KAvikn ook o€ acbeveig pe dSumoAkn| pavia,  cuyyopniynon Pairpoikov pe odaviomiv,
glye oav amoTéLEGUA TV EUOAVIOT] 0LOETEPOTTEVING G€ T0G00TO 4,1%. Ta vynAd eninedo TAGCHATOG
oV BoAmpoikod evoéyetor va glvar £vag mhavog cuvelopépmv Tapdyovtag. H ouyyopiynon g
olavlamivng pe ABo 1 PaAmtpoikd elye cav amotérecpa avénpéva tocootd (>10%) tpoduov,
Enpootopiag, avEnpévng opeéng kol adbénong copatikod Bapovs. Alatapayn Tov AdYov, niong,
avaeépOnke ovyvd. Kotd m didpkela g suyyxopnynong tng oraviamivng pe Ao 1 fodnpoiko
vatpro/Parmpoikd o0&y, pio avénon =7% tov PApovg GOUTOC 0o TNV apyIKT EKTIUNOT,
napatnprnke oto 17,4% tov achevav, Katd ) ddpkeia tng aywyng o&elag Pphoews (wg

6 efooudoeg). H poakpoypdvia Bepameio pe olaviamivn (§oc kat 12 piveg) yuoo v Tpdinym
VROTPOTTAV o€ acbevelg pe dutolkn datapayr| £xel cuoyeTicbel pe avénon >7% amnd 1o apykod Papog
oodpatoc, oto 39,9% tov achevav.

Hondratpicdg minBuopog

Agv cuviotdtor 1 yopnynon g olavioamivng og moidud Kot epnfovg nikiog k4To TV 18 eTdv.
[Mopdro mov dev VILAPYOLY KAWVIKEG PLEAETEG OYESLOUGUEVES Y10 VOL GLYKPIVOLV TOLG £0NPOVG LE TOVG
eVIIAKEG, ol dedopéva amd dokipEg e Noug cLYKPIBMKOY LE TO OE0OUEVH OO TIG OOKIUEC OE
EVIAIKEC.

O akdrlovBog Tivakag cuvoyilel TIg avemBOUNTES EVEPYEIEC TOV avaPEPONKAY e PLeyolbTEP
ovyvotta o€ £enPovg acbeveig (nAikiag 13-17 etdv) cvykpitikd pe evilikeg acBeveig ) povo tig
AVETOVUNTEG EVEPYELEC TOV TPOEKVY AV KOTA T S1apKELn Bpoyumpdbeciov KMVIKOV SOKIUOV LE
£pnPovuc acbeveic. Khvikd onpovtikny advénon copatikov fapovg (>7%) mapatnpndnke mo cuyva
o1V opddo TV ePPov aclevdv oe chyKpPLoN LE TOVG EVIAIKES L CLYKPIoIUT £KBECT) GTO PAPLLOKO.
To moc06T6 abéNong copatikov Papovg Kot 1 avoroyia Tov eppav aclevov mov Topovciocay
KAMVIKGA GNUovTIKN a0ENGT] COUOTIKOD BAPOug NTav PLEYOADTEPA GE AVTOVS VIO HoKpoyPOVIo EkBeo
(TovAdyiotov 24 gfdopadec) amd 6TL VIO TN Ppoyeiag ddpketog EkBeon).
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Evtoc kd0e katnyopiog cuxvotntog ELeAvIong, ot avembOunTe evépyeleg TapatiBevTol KoTd
eBivovca celpd coPapotntag. Ot 6potl cuYVOTNTAG TOL AVAPEPOVTOL TAPAKATM TPOGOOPiovTal g
e€ng: TTodd ouyvég (>1/10), cvyvég (>1/100 éwg <1/10).

Awrtapayés Tov petofoiropod Ko g Opéyng
IToAb ovyvéc: AVENoN copotkod Papovc™, avinuéva eninedo TpryAvukeptdiov?, adénon g opeénc.
Soyvéc: AvEnuéva eminedo yolnotepoinc®

AWTapay{S TOV VELPIKOD GUGTHRATOG
Tlolb ovyvég: Kataotol (cumepiiaufdavet: vrepumvia, An0apyo, vavniia).

AWTOpayES TOV YOOTPEVTEPLKOV
2oyvég: Enpoctopio

AWTapayéS TOV NTATOG KUL TOV JOANQOp®V
TIold ovyvéc: AvEnon tev nrotikev apwvotpavepepacdv (ALT/AST; BAéne mapdypago 4.4).

Hapoaxivikég eEetdoseig
1ov ovyvég: Mewmpévn ok yorepuOpivn, avénuévn GGT, avénuéva enineda TPOAOKTIVIG TOL
mAdopatoc'®.

13 Metd ) Bpayorpdeoun Oepameion (uéon Sidpketa 22 MUEPES), TOAD GuyvA oy 1 adEnon

ocouatikoy Bapovg >7% and 10 apykd Pdpog copatog (Kiha) (40,6%), cvyvi ftav n avénon
Bapovc >15% and to apyuo Papoc chpatog copatos (7,1%) ko >25% frav cvyvn (2,5%). Me
poakpag diapkelag ékbeon (TovAdyiotov 24 gfdopadeq), 89,4% mopovsiocay avénon Papovg >7%,
55,3% mapovciacav avénon Bapovg >15% kat 29,1% mapovciocay avénon Bapovg >25% and to
apykd Bapog cOUATOC.
¥ TMapatnpinkov oe puotoloyikd eminedo vnoteiog oty opyikh extiunon (<1,016mmol/l) To omoia
avéndnkov og vymid (>1,467mmol/l) ko petaforég ota TpryAvkepidia vioteiog amd oploKs oTny
apyun extipmon (=1,016mmol/l-<1,467mmol/l) og vymAd (>1,467mmol/l).
¥ TMapatnphnkov cvyvé petaforés ota eminedo g OMKNG YOANGTEPOING VNOTEIOG 0o
QLOIOAOYIKA eTineda TNV apykn extiumon (<4,39mmol/l) oe vynAd (=5,17mmol/1). [ToAd cuyvég
Ntav ot LETOPOAEG 0T EMIMEDD TNG OMKNG YOANOTEPOANC VNOTELOG OO OPLIKA EMITEN CTNV
apyikn ektipnon (>4,39mmol/1-<5,17 mmol/l) o€ vynid (=5,17 mmol/l).

18 Avénpéva enineda mpoiaktivng Tov TAdouaTog TapatnpiOnKay oe 47,4% tav ehfov acOevdy.

Avapopd mhavoAoyovueveov ovemfOunTev eveEPYELOV

H avagopd mbavoloyoduevemv avemBountov evepyeidv UETA amd T Yopnynon adelog KukAopopiog
TOVL QUPHOKEVTIKOD TPOIOVTOG elvarl onuavtikn. Emtpénet ™ ovveyn mopakoiovdnon g oyxéong
0PEALOVC-KIVODVOD TOV QOPUOKEVLTIKOD 7POIOVTOG. Znteital omd TOLC EMAYYEAUOTIEC VYelag va
avaPEPOVY OTOEGONTTOTE TOAVOLOYOVUEVEG OVETIOVUNTEG EVEPYELIEG UEC® TOV EBVIKOD GLGTILOTOG
avapopdg tov avaypdeetat oto [Hapdptnua V.

49 Ymnepdoooloyia

Xnueio kot cvurtdpaTo

[ToAb cvyvd cvpurtdpato TG VIePdocoroyias (pe T0c0oTo eppavions >10%) mepriappdvouv
Tayvkopdia, di€yepon/ embeticotnta, dvcapbpio, Towkile eEOTLPASTIKA CUUTTOUOTO KOl LELOUEVO
EMMEDO GLVEIONONC, TO OTOT0 KVOIVETAL OO KOTAGTOAN £10C KOLLO.

Alo KMvikd onpovtikd copufdpota tne vTeEPS0GOA0YING TEPIAUUPAVOLY TOPOAT PO, ETIANTTTIKES
Kpicelg, Kdpa, TO0VO VELPOANTTIKS KakONOeg GUVIPOLO, AVOTVEVCTIKY KATAGTOAT, EIGPOPNOT],
VIEPTOOT 1} LRLOTOOT, KOpdtokég appuluies (T0c0oTd epeavions <2% TV TEPTTOCEDY
VIEPSOCOAOYING) KO KOPSLOAVATVEVCTIKY avakom. Oavatnedpeg exfdoelg Exouvv avapepbet pe
o&eieg vepdocoroyieg TOG0 youniég 660 ta 450 mg, oAAG kot emiPinon €xel emiong avapepbel petd
am6 o&elo vIePd0cOAOYia e TTEPimOV 2 g 0md TOL GTOPATOG OAovEamivn.
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Avtylet@mion
Agv vtdpyet 1816 avtidoto yia v oraviomivn. IIpoxinon euétov dev mpoteivetal. H ypron twv

KaBEPOUEVOV SLOOIKOGIDV OVTILETMMIONG TNG VIEPOOGOAOYING (T.Y. TAVCT] GTOpd) 0V, YOPYNoN
gvepyou avOpaxa) pmopei va, epappocdei. H tavtdypovn yopriiynon evepyod dvpaka £deiée 6Tt
pewmveL T PlodafecIdTnTO TNG 0O TOL GTOUATOG YOPTYoUUEVNC oAaviamivng o€ Tocootd 50-60%.
H oountopatiky ovTIET®TIoN Kot 0 EAEYYOC TOV AELITOVPYLOV TOV (OTIKOV 0pYAvV®Y LITOpovV Vo
epopudlovror avaAoya pe TNV KAVIKE KaTtdoTtaon ToL ac0evong, TeptAapBavopuévig g
QVTIHETOTIONG TNG LAOTACNGS, TNG KUKAOQOPIKNG KATEPPELYNC KOl TNG VITOGTNPIENG TG OVOTVEVCTIKNG
Aettovpyiag. Mn ypnoonoteite emvepiv, viomapuivn 1| GAAEC GUUTAONTIKOUUNTIKEG OVGIEG UE
B-ayoviotikn dpactnplotnTa, £neld 1 S1€yEPON TV P-UTOS0YEWDY EVOEXETAL VA ETIOEVAGEL TNV
vrotacn. H kapdiayysiokn Tapakoiovdnon gival amapaitntn yio tov EAeyyo mibavav appuduidy.
Ytevn] wTpikn emifieym Kot Tapakoiovdnon ivar amapaitnTn péypt 0 acheving va ovaKapyet
TAPWG,.

5. OAPMAKOAOI'TKEX IAIOTHTEX

51 ®@oppokodovopikéc 1010TNTEG

Doppoakobepamevtiky kaTnyopio: yoyoAnmrikd, dwulenivec, oEalemives, Oelaleniveg Kot o&emived.
Kwdwog ATC: NOSA HO3.

Doppokoduvakés ETOPAGELS

H oAavComivn etvar £vag ovTiyuyoTikdg, ovVTILOVIaKOS Kot oTafepomonTikoc ¢ 01a0eonc
TAPAYOVTOG, O OTTOT0G EKONAMVEL EVOL EVPV PAPUAKOALOYIKO TPOPIA EMOPACE®V G Eval aplOUod
GUOTNUATOV VTOOOYEDV.

211G TPOKAMVIKES peAéTec, 1) odaviamivn £dei&e ynukn ovyyévela (Ki <100 nM) yio evpv pdopa
VTOJOYEMV OT®G 01 VITodoYElS TG aepotoviving SHT2a2c, SHT3, SHTs, o1 vmodoyeig tng vromapivng
D1, D2, D3, D4, Ds, o1 yohvepyikoi povekopivikoi vrodoyeic M1 Ms, ot adpevepytkol vrodoyeic ar kot
ot vrodoyeic g wotapiving Hi. Ot pedéteg ovumepipopds o {da pe v odavionivn £dei&av SHT,
VTOTOLIVIKO KoL YOAVEPYIKO avVTAY®OVIGHO, GUUPATO LE TO TPOPIA GOVOEST|G VTTOSOYEMV TOV
eopudxov. H ohavomivn epepdvice peyaddtepn in Vitro cuyyévelo yio toug vrodoygic tng
ogpotovivng SHT2 mopd yia tovg vwodoyeig tng vromauivig D2 kot peyarvtepn SHT mapd D
dpaotnprotnta o€ in Vivo povtéla (mpdtuma). Hiektpopuoioloyikég peéteg 6g1&av Ot
olovamivn eKAEKTIKA LEIWTE TO PLOUO TVPOSOTNONG TV LEGOUETULY UKDV (A10) VIOTOUVEPYIK®DY
VELPOVAV, EVA €XEL LUKpN EMidpacn 611 pafPdwtr] 000 (A9) 1 onola EUTAEKETOL GTIV KIVITIKN
Aertovpyia. H odaviomivny peimoe pio eEaptnuévn avtidpacn amopuyng, SoKILacio eVOEIKTIKN
AVTIYOYMOTIKNG SpacTNPLOTNTOS, GE SOGELG LKPOTEPES OO AVTES TOV TPOKAAOVY KATOAN IO, Lo
dpdiomn eVOEIKTIKN KIVNTIKAOV TOPEVEPYELDV. AVTIOETA TPOG AAAOVE OVTIYLYMTIKOVE TOPAYOVTES, N
oAavComivn av&dvel TNV avTOTOKPIoT| G€ Jia “ayXoAVTIKT” doKIHacia.

e pehétn Topoypaeiog Exnopnng [Molitpoviov (PET) pag epdna 66ong (10 mg) o€ vyteic
gbelovtég, n ohavlamivn epedvice peyaivtepo Padud ocvvdeong pe toug SHT24 vtodoyeic amd OtL e
ToVg VTodoyeig g vromapivng Do, EmimAéov, pelét oyloppevikov acbevav pe yprion Topoypagpiog
Amhob ®wtoviov (SPECT) amoxdivye 6Tt o1 avtamokpivopevol otnv ohaviamivn acBeveig eiyov
pikpdtepn D2 6hvdeoN G€ VELPOVEG TOL PUPOIMTOV GMIOTOC TAPE Ol AVTATOKPIVOUEVOL GE TUTIKG,
AVTIYOYMTIKA - KO PIOTEPLOOVT - AoOEVEIS Kol GUYKPIGIUN UE QUTY] TOV OVTATOKPIVOUEVOV GE
Kholomivn acBevav.

KMvikr) armoteiecpotikdno

e 800 amod TIG HVO LE EIKOVIKO PAPLAKO KOl OTIG dVO OO TIG TPELS CUYKPITIKESG EAEYXOUEVES OOKIUES
ue meptocdtepovs TV 2.900 oylloppevikdv acbevmv ot omoiot epedvifoy BeTikod Kal apvnTIKoD
TOTOV GVUTTOUATA, 1) ANV ATIV) GLVOOEVTNKE OO GTATICTIKA GMUAVTIKO UEYOADTEPEC PEATIDGELG
OTO APVNTIKE OT®G EMIOTG KOl 6TO, OETIKA CUUTTOUATO.

e o ToAVEBVIKY], SIMAN-TVPAT], GUYKPLTIKN LEAETT oloppEivelng, oYL OCLVAIGHLOTIK®V Kot
oLUVAQ®V dlatopay®dv, n onoia tepeAdpPave 1.481 acbeveic pe mokilov Pabpod cuvodd
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KkatoflmTikd cvpmtopata (Léon Pabporoyio katd Ty eloaymyn ot perétn 16,6 otv Kiipoka
Montgomery-Asberg Depression Rating Scale), pio tpoontikn devtepoyevig availvon g LETOPOANG
™G cuvausOUaTikng Badporoyiog amd TV apyIkn EKTIUNCT ®G TO KATAANKTIKO TG onpeio £0e1ée
oTOTIOTIKA onpavtiky vrepoyn (p= 0,001) otovg acbeveig mov Edafav ohaviamivn (-6,0) cuykprticd
pe avtovg Tov haPav aroneptdorn (-3,1).

e acBeveig pe poviakd 1 pektd emetcdota SumoMkng dtatapoyng, n oAaviomivny anedeiybet 6Tt el
UEYOADVTEPT] ATOTEAEGLLOTIKOTITO EVOVTL TOV EIKOVIKOD Qopuakov (placebo) kot tov BaAmpoiko
vatpiov (divalproex) oTnv EALATTIOOT TOV LOVIOKOV COUTTOUATOV evTog 3 efdonddwv. Emiong, n
olovamivn ELEAVIcE TOPOLOLOL OMOTEAEGLLATIKOTNTO LE TNV AAOTEPLOOAT OGOV APOPA TO TOGOGTO
TV ac0evdv 6ToVg 0ToioVg EMLTEVYONKE TANPNG VTOYDPNGCT TOV CUUTTOUATOV TNG LOVIOG KoL TNG
KatdBAymg, og 6 kot 12 efdopddeg. Ze pio peAétn cuyyopnynong 6mov ot acbeveig Ehafav Aibo 1
BaAmpoikd yia TovAdyiotov 2 fdopddec, n mtpochnkn 10 mg ohaviomivng (cuyyopniynon pe Aibo 1
Baimpoikd) giye cov amotédecpo pLio peYOADTEPT LEIDOT] TOV LOVIOK®OV GCUUTTOUATOV, GTO O1AGTN O
TV 6 efdouddmv, cuYKPITIKA pe T povobepaneio pe Pairpoikd i Aibro.

Xe o peAétn 12-pnvng didpketog TpOANYNG TOV LIOTPOTTAV, o€ acheveic e poviakd enelcod10, Ot
omoiotl emétTvyav HPeon pe oAaviamivy Kol KOTOTIY KATAVEUNONKAV TUYOOTOIEVE GE OAaVCamiv 1
gkovikd pdppoko (placebo), n odavamivny £0€1&€ GTATIOTIKA GNUAVTIKT VITEPOYN EVOVTL TOV
EIKOVIKOV Qoppakov (placebo), 6To KOPLo KOTUANKTIKO GNUEIO TNG LEAETNG, TOV APOPOVGE TNV
VIOTPOTN TNG OImOAKN g dtatapoyng. H odaviomivn emiong eLeavice GTOTIGTIKG ONUOVTIKY VTEPOYN
£VOVTL TOV €1KOVIKOV @apudakov (placebo) oty mpdinym votpony|g gite mpog povia gite Tpog
KOTAOAY.

e po LeAETN 12-pumvng StipKelag TPOANYG TV VIOTPOTAV, G€ acbevelg pe paviakd engicdoto, ot
omoiotl eméruyav HPeoN e cuyyopnyNon oAaviamiving kot ABiov Kot 6T GuvEKELn Katavepndnkay
Tuyoomompéva oe olaviamivn 1| AiB1o, 1 oAaviamivn ftav otatioTikd 16000vaun e To AiBlo oto
KOPLO KATOANKTIKO GNUELD TNG UEAETNG, OGOV OPOPA TNV VTOTPOT TNG SUTOAKNG SLLTOUPOYNG
(ohovComivn 30,0%, AiBo 38,3%, p = 0,055).

e wa 18-pnvn perém ocuvyyopnynong, oe acteveic o€ pLovioko 1 WKTo ETE160010, Ol 0TTOi0l
otabeponomOnkav pe olaviomivn kot éva otabepomomt g d1dbeong (Aibo 1| Paimpoiko), N
Hokpoypodvia cuyyxopnynor oraviamivng pe AiBto 1 PaAmpoikd dev TOV GTATIGTIKA GTULOVTIKA
vrepéyovoa TG povobepamneiag pe AiBo 1 Paimpoikd, 6Gov apopd TNV KaBLGTEPNON TN EREAVIONS
VIOTPOTNG TNG SUTOAKNG SLOTOPAYNG, COUP®VA UE T KPLTHPLL (S10yVOCTIKE) TOL GUVIPOUOL.

Hondratpicdg minBuopog

Agdopéva eleyyOUEVG OTOTEAEGLOTIKOTNTOG o€ £pnPovg (MAkiag 13 éwg 17 eTdV) TpoépyovTal amod
pKpng d1dpKetog PeAETeS Yo TN oylloppévela (6 efdopddes) Kot yia Tn povio mov oyetileTon pe
Sdumoikn dratopayn Tomov I (3 efdopddeg) pe ovppetoyn Aryotepmv amd 200 epnpwv. H odavlamivn
yopnynonKe pe EVEAIKTO OGOAOYIKO Gy, Le dOoM Evapéng 2,5 Tov KuPAVONKE EOG KOt

20 mg/mpepnoing. Katd m didpkela Bepanciog pe olaviamivr, ol £pnpot Tapovciacov oNHavTIKE
peyaAvtepn avénon Pdpovg e cuyKpion pe Toug evitikes. To péyebog Tmv aAloydv oTIC TIEG
ynotelag TG OAMKNG YoANSTEPOANG, TG LDL y0AnoTepOING, TV TPIYAVKEPIOI®MV KOl TNG TPOANKTIVIG
(BAéme mapdaypapo 4.4 kot 4.8) NTavV LEYOADTEPO GTOVG £PTPOVE GUYKPITIKA LE TOVG EVIAIKES. Agv
VILAPYOVV EAEYXOLEVO SEGOUEVO Y10 TN SLATIPNOT) TG ATOTEAEGLATIKOTNTOG 1] 0ed0UEVaL
poakpoypoviag aoedreiog (PAéne mapdypapo 4.4 ko 4.8). TIAnpo@opicg oyeTIKd pe pakpoypovia
AOQUAELN TPOEPYOVTAL KVPIWOG A0 avOLYTOD GXESLOGUOD, U1 EAEYYOUEVO OEOOUEVAL.

52 ®@oppokoKiviTIKES 1010TNTES

Amoppdonon

H olavlamivn amoppo@dtol Kahd LeTd T YOp1yNoN 0md TOV GTOUATOG KoL T LLEYIOTO EXITESU GTO

T doua emTuyydvovTtal eviog 5-8 mpav. H amoppdenon g dev emnpedleton amod ) Afqyn tpoenc. H
amoAVTN BlodlefesILOTNTO TNE OO TOV GTOUOTOG YOPNYNONG OYETIKA e VTN TG EVOOPAEPLOG dEV
&xel Tpocdlopiobet.
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Katavoun
To mocootd ohvdeons e oAavianivng Le T TpwTEiveg ToL TAAGLATOS Ta TEpimov 93% e e0pog

ovykévipmong 7 émg 1.000 ng/ml wepinov. H ohavlamivn cuvdéetar kupimg pe T ASVK®UOTIiVI Kot
NV 01-0&1VN-YAVKOTPOTEIVT.

Biopetaoymuotiopdc

H oAavComivn petaforiletor oto fmap pécm 0dmv ovlevéng kat o&gidwonc. O kvplog petaforitng
o710 aipo givar To 10-N-yAvkovpovidio, To omoio de dlamePVA TOV apo-eYKEPAALKO epoyud. Ta
kvtoypmpate P450-CYP1A2 kot P450-CYP2D6 cuvelo@épovy 610 oynUatiopid Tmv N-0eopebul kot
2-v3po&uuebud- petafoltdv, ot 0Toiol EUEAVIGOY GNUAVTIKG KpOTEPN IN VIVO QapUaKOLOYIKY|
dpaoTtikotnTa 0o tnv odoviamivn o pedétec {dwv. H xdpla papuakoroyikr dpdon opeiietal otn
UNTPIKN ovaia, Tnv ohaviamivn.

AmoPBoin
Metd v amd Tov 6TOHATOG Xop1YNomn TG oAaviamivig, 1 péor TeMKN NUmePiod0¢ amoPOANG TG
olovamivng og VY1 ATOLN TOIKIAAEL AVAAOYO LE TNV NALKIO KOl TO QUAO.

e vym nAKIopéva atopo (65 TV 1 TEPIGGOTEPO) GE GVYKPLON UE UN NAIKIOUEVE DY GTOU, 1)
péomn nuumepiodog amoPfoAing g oraviomivng nTav mapotetapévn (51,8 évavtt 33,8 dpeg) ko
KkdOapon Nrav elattouévn (17,5 évavtt 18,2 1/hr). Ot @opuakoKvnTIKES SL0POPES GE NAIKIOUEVA,
dropa gupicKoVTaL EVTOC TOV 0PimV SLOKDIOVOTG TTOL TOPATPOVVTOL GE U] NAIKIOUEVO ATOHO. ZE
44 oynloppevikong acbeveic nlikiog >65 etdv, o1 onoiol Elafav docelg olaviamivng ueta&y 5 kot
20 mg/muepnoing, dev TapotnpnOnke KAmoo 11aitePO TEPiypappa (TPOPIA) avemBOUNTOV
EVEPYELDV.

€ Yovaikeg GUYKPLTIKA e Avdpeg, N HEon Nuumepiodog amoforng g oAaviamivig NToy KATMC
ueyaAvtepng ddpkelag (36,7 évavtt 32,3 dpeg) ko M kédOapon frav wikpodtepn (18,9 évavt 27,3 I/hr).
Qo16060, N ohavlamivn (5-20 mg) £de1&e Eva GLYKPIGILO TPOPIA acpaieiog oTig Yuvaikeg (n=467) pe
avtd TOV avopav (n=869) acbevov.

Neoppwr| dvciertovpyia

e aoBeveig pe veppukn duoettovpyia (kdbapon kpeatviviig <10 ml/min) cuykpitikd e vy dTopa,
dev mapatnpnOnke onuovtikn dwpopd otn péomn nuutepiodo amofoing (37,7 évavtt 32,4 ®pec) | otV
KkdOapon (21,2 évavtt 25,0 1/hr). Mo, pedétn mass balance £0ei&e 011 1060010 Epimov 57% g
padtoonuoacuévng olaviamivng aviyvednke ota 00pa, KUPIMG LUE T LOPPT TOV UETAPOATMV.

Hrotwr duciertovpyio

Mio, pukpn peAETn Yo TNV ETIOPOOT] TNG SATUPOYUEVNS NTATIKNG AELTOVPYING GE 6 ATOUA e KAMVIKE
onuavtikn kippoon (Katnyopio A (n = 5) ka1 B (n = 1) katd Childs Pugh) arokdivye pkpn
EMOPUOT OTN PAPLOKOKIVITIKT TNG 0O TOL GTOUOTOC YopNnyovpevns ohaviomivng (2,5 - 7,5 mg
eAmas 060M). ATopa e N0 £ LETPLO. NTATIKN dSucAEITovpyia giyav eEAapp®dg avEnuévn
GLOTNHOTIKY KABapon Kot ToyvTEPO YPOVo NUIL®NG amoPoArng o cOYKPIOT LE TO ATOUA XOPIg
NraTikn dvcAettovpyia (n = 3). Ypyav TeplocOTEPOL KATVIGTEG LETAED TOV ATOU®V LE Kippmon
(4/6, 67%) amod 6,71 petald TV aTOp®Y Ympic NTatiky dvsisrtovpyia (0/3, 0%).

Kénviopo

Y& U KOTVIGTEG G€ GUYKPLOT UE KOTTVIOTEG (AVOPES Kol YOVOIKES) 1 LEGT NTePiodog omoPoANg TG
oAaviamivng mapatabnke (38,6 évovtt 30,4 mpeg) ko 1 kdBapon elattodnke (18,6 Evavtt 27,7 I/hr).
H kdBapon mhdouatog oraviamivng eivor pikpdtepn 6Ta NAKIOUEVO GE GUYKPLOT LE VEAPE GTOL,
OTIG YUVOIKEG G€ GUYKPLON LE TOVG AVOPEC, KL GTOVG UM KATVIOTEG O€ GUYKPLON LE TOVG KOTVIOTEC.
Evtottoig, o péyebog tng emidpacng e nAikiag, Tov gOAOD 1 TOL KaTVIoHOTOg 6TV KdOapon Kot
v mepiodo nulong g olaviamivng ival kpd g GLYKPLOTN LE TN YEVIKT O0KOUOVOT] HETOED TV
Sopdépwv acbevmv.

A76 ta dedopéva piog perétng oe Kavkdoovg, lanmveg kar Kivé{ovg, dev mpoékuyav dlapopic oTig
(QOPUOKOKIVITIKEG TAPOUETPOVS OVALEGO GTOVG TPELG ALTOVG TANBVGLOVG.
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Hodratpiicdg minBuopog

"Epnpor (nhwiog 13 émg 17 etmv): Ot pappokoKivnTikég 1010TnTeg TG oAaviamiving lval Tapopoteg
HETAED TV EQNPOV KoLl TOV EVAMK®V. XTIC KAMVIKEG LEAETES, 0 LEGOG Opog EkBeong otV oAaviamivn
nrtav epimov 27% vyniotepog aTovg £pNPovg. Ot dNUOYPaPIKEG d1aPopég LeTAED TV EPNP®V Kot
TOV EVNAMKOV TEPIAAUPAVOVY TO PEIOUEVO KATA LEGO PO PAPOC COUNTOG, EVD AlyOTEPOL QMo TOV
Kamviotéc. Ot mapdyovteg avtol mboava cuufdiovy otn HEYaANTEPN KATA LEGO OPO EkBECT TOV
mapatnpnOnKe oTovg EPNPOVG.

5.3 Ipoxivikd degdopéva Yo TNV 0.6QALELN

Oc&eia (e@dma&-360onG) To&ikoTnTa

Ta onpeia TG 0md T0V GTOUATOG TOSIKOTNTAG OTO TPOKTIKA TAV YOPUKTNPLOTIKA TV IGYLPOV
VEVPOANTITIK®V QUPUAK®V: Helmon TG dpacTnploTnTog, KOO, HUIKOG TPOIOC, KAOVIKOL GTTACLO1,
GlEAOPPOL Kal EIOT) TOV copaTKoL Bapovg. Ot péoeg Bavatneopeg 66GELG NTav TEPITO

210 mg/kg (og movtkong) ko 175 mg/kg (og apovpaiovs). Mepovmpéveg amd Tov 6TOHOTOS dOGELS
£€w¢ 100 mg/kg éywvav avekTég o€ KOVEG Ywpic TNV epedvion Bavdatov. Ta KAvikd onueio
mePAMApPavay KATaoToAN, otadia, TpOpo, adENon Tov KapdlakoL puoLov, epydOr avamTvor, Lo Kot
avopeéio. e mhnkovg, epdmas amd Tov oToONToC dooels £mg 100 mg/kg mpokdAiesay TANpN
KOTATTMOOT KOl € VYNAOTEPES OOCELS, LLEPIKN OTDOAELD TNG CLVEIONONC.

To&wotnta petd omd snavarapufovopeves H66ELC

e peréreg ddpketog PEXPL 3 UNVAOV 6€ TOVTIKOVG Kot LéEYPL 1 £€ToVg 68 apovpaiong Kol KOVEG, Ot
KOPIEG EMOPAGELC NTAV KOTASTOAN ToL KN, avTiyoAvepyIkég EMOPACELS KO TEPLPEPIKES
OLLOTOAOYIKES SrotapayEc. Avamtiydnke avoyn otnv katactodn tov KNZ. Ot mapduetpor avamtuéng
petmdnkoav pe tn yopnynom vyniav s6cemv. Ot avaostpéyiueg avemBOpnTeg EvEPYELEG Ol 0Toles NTaV
ovuPatég pe ta avEnpéva eimeda TPOAUKTIVIG & 0povpaiovg TepAaupavay peimon tov Bapovg Twv
®OONKOV Kol TNG UNTPOG KOl LOPPOAOYIKEG LETABOAES TOL KOATIKOD emONAiov Kot Tov palikon
adéval.

Awotoloykr) tofudtnta

Emdpdoelg otig apatoroyikéc mapapéTpous mapatnpnnkay og 6Aa ta €idn {dwv,
GUUTEPTAOUPOVOLEV®V TOV 00GOEEAPTAOUEVOV PHEIDCEDY TOV TILADV TOV AEVKDV OLOCPUIPI®MV GE
TOVTIKOVC KOl T®V [N EWOIKAOV HEIDCEDV TOV TILOV AEVK®V QIOcQapimv o€ apovpaiovs. 261600,
dev mapotnpnOnKe KLTTOPOTOEIKOTNTA GTO HVEAD TOV 0GTMV. AVAGTPEYIUN OVOETEPOTEVI,
Opopporvtonevia 1 avoipio TapatnpRONKay 6€ 0pIGHEVOVG KOVEG IOV EAafav 00GELG 8 1)

10 mg/kg/muepnoing (cuvoiikn ékBeon og odavlaniviy [AUC] frav 12-157Adc10 avtig Tov
avBpdmov ov éhafe doon 12 mg odavlanivig). Le KOvVEG TOV EMACKAY OO KVTTAPOTEVIQ, OEV
TopoTNPENONKAY OVETIOOUNTEG EVEPYELEG OTA TPOYEVVNTIKG (0py£€YOVO) KOTTOPW KOl GTO KOTTOPA
TOALOTAOGLOGLOD TOV LVEAOD TV 0GTMV.

To&iodtnTa 6NV OVOTOPOYOYIKT IKOVOTHTA

H ohaviomivn dev €xel tepatoyoveg emdpaoels. H kataotoAr emnpéace v ikavotnta {euyopdpatog
TV appévav apovpainv. Ot ototpikoi kKbkAol etnpedstnkay o docelg 1,1 mg/kg (3 popég avdtepeg
G HEYIOTNG avOPOTIVIG SOGCTG) Kol Ol TAPAUETPOL CVOTAPAYWOYNG EXNPEAGONKAY GE apOoVPAiOVE TOV
EoPav docelg 3 mg/kg (9 popég avdtepeg TG LEYIGTNG avOpdTIVNG 3OGNG). ZTOVG 0TOYOVOLG
apovpainv mov EAapav odaviamivn, Tapatnpndnkav KaBvotepoelg TG ovVATTLENG TV EUPPH®V Kot
TOPOOIKEG PELDGELS TNG OpAcTNPLOTNTAS TOVC.

MetarirlaEroyéveon
H olavlamivn dev mpokdiece LETOALAEELG GE OAEG TIC TUMIKEG SOKILOGIEC, Ol 0Toieg mEPIAdPavay
dokacieg petdAraéng oe Baktmpidia Kot in Vitro kot in Vivo dokipocieg o OnAocticd.

Kopkivoyéveon
Me dedopéva To ATOTEAEGIOTO TOV LEAETMV GE TTOVTIKOVG KOl 0pOVPAioVE, CUUTEPAIVETAL OTL T

olaviomivn dev €xel KapKIvoyOovo dpaoT).
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6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Katdloyog ekdoymv

Tvpnvac dickiov

Movoidpikn Aaktoln
Ydpo&umponviokutTapivn
Kpoonofid6vn tomov A

Avvdpo koALoedEG 0E€1d10 TOV TVPLTiOV
MikpokpuGTaAMKT KOTTAPIvN

2TEOTIKO LOYVIOl0

Emkdivyn diokiov

YrpoueAroln

Olanzapine Teva 2,5 mg/5 mg/7,5 mg/10 mg emxolvuuéva pe Aewto vuévio diokia
Agvkd ypooTikd piypo (mroAvde&tpoln, vrpopeAdoln, Tpro&ikdg e6TEPAG YAVKEPOANG,
moAvaiBvuievoyiokoin 8000, dro&eidio titaviov (E171)

Olanzapine Teva 15 mg emikolvuuévo ue Aemtd vuévio diokio.

Mg ypootikd piypo (mtorvde&tpoln, vrpopeAloln, Tploikog e0TEPAG YAVKEPOANG,
moAvatdvuievoyiukoin 8000, dto&eidio titaviov E171, wdwokapuivio E132)
Olanzapine Teva 20 mg emikolvuuévo. ue Aemto vuévio diokio.

Pol ypootikd piypa (morvde&tpoln, vrpopuehdoln, Tprodikdg e6TéPag YAVKEPOANG,
moAvatdvievoyiokoin 8000, dro&eidio titaviov E171, aidnpov 0&eidio epubpd E172)

6.2 Acvupototnreg

Agv gpappoleton

6.3  Awgpkero Lonfg

2 ypdvia

6.4 Iowitepeg mpoPuracers katd T @OLAEN TOV TPOIOVTOG

Mn evAdocete o€ Beppokpacio peyarvtepn twv 25°C.
DduAdocete oTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OO TO PG,

6.5 ®Vo1 Kol GLETUTIKE TOV TEPLEKTN
Olanzapine Teva 2,5 mg emkolvppévo pe Aertd LUEVIo diokio

Kowyéhecg (blisters) and OPA/alu/PVC-alu, ¢ ydptiva kovtid towv 28, 30, 35, 56, 70 1
98 emkaAvppévoVy e AemTd VUEVIO SIoKIOV ava XEPTIVO KOLTL.

Olanzapine Teva 5 mg emxoivupéva e Aerntd vuévio dickia
Kowyélec (blisters) and OPA/alu/PVC-alu, g ydptiva kovtid tov 28, 28 x 1, 30, 30 x 1, 35, 35 x 1, 50,
50x 1, 56,56 x1, 70, 70 x 1, 98 1} 98 X 1 emikoAvppévav pe Aentd vUEVIO SIGKI®V OVE YUPTIVO KOVTI.

Olanzapine Teva 7,5 mg emkoloppéva pe Aentd vuévio diokio
Koyéheg (blisters) amd OPA/alu/PVC-alu, 6g yaptiva kovtid tov 28, 28 x 1, 30,30 x 1, 35, 35 x 1, 56,
56 x 1, 60, 70, 70 x 1, 98 1 98 X 1 emikoAvUPEVOV PE AETTO DUEVIO SIOKI®MV OVEL YAPTIVO KOVTL.

Olanzapine Teva 10 mg emkolvpuévo. pe Aertd vuévio diokia

Kvowyéheg (blisters) and OPA/alu/PVC-alu, og yaptiva kovtid tov 7, 7 X 1, 28, 28 x 1, 30, 30 x 1, 35,
35x1,50,50x1,56,56x1, 60,70, 70 X 1,98 11 98 X 1 emikoAvppévov pe AETTO LUEVIO JIOKI®V OVEL
YAPTIVO KOVTL.
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Olanzapine Teva 15 mg emikaAvpuéva pe Aewtd vuévio dickio
Kowyéheg (blisters) and OPA/alu/PVC-alu, og yaptiva xovtid tmv 28, 30, 35, 50, 56, 70 1
98 emkaAvpupévoVY e AETTO VIEVIO SIOKIOV ava XGPTIVO KOLTL.

Olanzapine Teva 20 mg emikoivppuéva e Aerntd vuévio diokio
Koyéhec (blisters) and OPA/alu/PVC-alu, ¢ ydptiva kovtid towv 28, 30, 35, 56, 70 1
98 emkaAvppévoy e AemTd VUEVIO SIoKIOV ava XEPTIVO KOLTI.

Mmopel va unv KokAoQopovV OAEC Ol GLUGKEVLOGIES.
6.6 Idwitepeg TpoPUAAEELS ambppLYNG

Koapio €101k vroypémon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

TevaB.V.
Swensweg 5
2031GA Haarlem
OMhovoio

8. APIGMOI AAEIAY. KYKAO®OPIAX

Olanzapine Teva 2,5 mg smukolvppéva pe Aewtod vuévio diokio
EU/1/07/427/001 - 28 diokia, ovd kKovti
EU/1/07/427/002 — 30 dioxia, ovd kovti
EU/1/07/427/038 — 35 diokia, ovd kovti
EU/1/07/427/003 — 56 diokia, ovd kouti
EU/1/07/427/048 — 70 dioxia, ové kovti
EU/1/07/427/058 — 98 diokia, avé kovti

Olanzapine Teva 5 mg emkaAvupévo pe Aertd vuévio dickio
EU/1/07/427/004 — 28 diokia, ovd kovti
EU/1/07/427/070 — 28 X 1 diokia, ovd kovti
EU/1/07/427/005 — 30 diokia, ovd kouti
EU/1/07/427/071 — 30 X 1 diokia, ovd kovti
EU/1/07/427/039 — 35 diokia, avé kovti
EU/1/07/427/072 — 35 X 1 diokia, avd kovti
EU/1/07/427/006 — 50 diokia, ovd kouti
EU/1/07/427/073 — 50 X 1 diokia, ovd kovti
EU/1/07/427/007 — 56 diokia, ovd kovti
EU/1/07/427/074 — 56 X 1 diokia, ovd KovTi
EU/1/07/427/049 — 70 dioxkia, ové kovti
EU/1/07/427/075 — 70 X 1 diokia, avd kovti
EU/1/07/427/059 — 98 diokia, avd kovti
EU/1/07/427/076 — 98 X 1 Siokia, avé kovti

Olanzapine Teva 7,5 mg emkoAivppévo pe Aentd vuévio dickio,
EU/1/07/427/008 — 28 diokia, ovd kKovti

EU/1/07/427/077 — 28 X 1 diokia, ovd kovti

EU/1/07/427/009 — 30 diokia, ovd Kouti

EU/1/07/427/078 — 30 X 1 diokia, ovd kovti

EU/1/07/427/040 — 35 diokia, ové kovti

EU/1/07/427/079 — 35 X 1 diokia, ovd kovti

EU/1/07/427/010 — 56 diokia, ovd kouti
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EU/1/07/427/080 — 56 X 1 diokia, ové kovti
EU/1/07/427/068 — 60 diokia, ovd kovti
EU/1/07/427/050 — 70 diokia, ovd kouti
EU/1/07/427/081 — 70 X 1 diokia, ové kovti
EU/1/07/427/060 — 98 diokia, ava kovti
EU/1/07/427/082 - 98 x 1 diokia, avd kovti

Olanzapine Teva 10 mg smkolvpuévo, ue Aertd vuévio diokio
EU/1/07/427/011 — 7 6ioxio, avé xovrti
EU/1/07/427/083 — 7 x 1 diokio, avd kovti
EU/1/07/427/012 — 28 diokia, ovd kovti
EU/1/07/427/084 — 28 X 1 diokia, ovd kovti
EU/1/07/427/013 - 30 diokia, ovd kKouti
EU/1/07/427/085 — 30 X 1 diokia, ovd kovti
EU/1/07/427/041 — 35 diokia, ova kovti
EU/1/07/427/086 — 35 X 1 diokia, avd kovti
EU/1/07/427/014 — 50 diokia, ovd kKouti
EU/1/07/427/087 — 50 x 1 diokia, ovd kovti
EU/1/07/427/015 - 56 Siokia, ovd kovti
EU/1/07/427/088 — 56 X 1 diokia, ovd kKovTi
EU/1/07/427/069 — 60 diokia, ové kovti
EU/1/07/427/051 — 70 diokia, ova kovti
EU/1/07/427/089 — 70 X 1 diokia, ovd Kovti
EU/1/07/427/061 — 98 diokia, avd kovti
EU/1/07/427/090 — 98 X 1 diokia, avd kovti

Olanzapine Teva 15 mg emkolvpuévo, pe Aertd vuévio diokia
EU/1/07/427/016 — 28 diokia, ovd kovti
EU/1/07/427/017 — 30 dioxia, ovd kovti
EU/1/07/427/042 — 35 diokia, ovd KovTi
EU/1/07/427/018 — 50 dwoxia, ovd kovti
EU/1/07/427/019 — 56 diokia, ové kovti
EU/1/07/427/052 — 70 diokia, ovd kKouti
EU/1/07/427/062 — 98 diokia, ovd kKouTi

Olanzapine Teva 20 mg emikolvpuévo, pe Aemtd vuévio diokia
EU/1/07/427/020 — 28 diokia, ovd Kovuti
EU/1/07/427/021 — 30 dioxia, ovd kovti
EU/1/07/427/043 — 35 diokia, avé kovti
EU/1/07/427/022 — 56 diokia, ovd kKouti
EU/1/07/427/053 — 70 diokia, ové kovti
EU/1/07/427/063 — 98 diokia, ova kovti

9. HMEPOMHNIA IIPQTHY EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia mpdmg £ykpiong: 12 Askepppiov 2007
Huepopnvia televtaiog avavémong: 12 Askepppiov 2012

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

{MM/EEEE}
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Aemtopepeic TANPoPopieg Yio TO TOPOV PUPUOKEVTIKO TPOioVY gival S100éaieg oToV SIKTLAKO TOTO
tov Evpondikod Opyoavicpod @appdakov: hitp://www.ema.europa.eu<, kot 6Tov SladtkTuokd TOTo
tov {ovouacio tov EBvikod Opyaviouod tov Kpdrovg Mélovg (cuvdeouog)}>.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Olanzapine Teva 5 mg diokia droomelpdueva 6To 6TOUO

Olanzapine Teva 10 mg diokio S106TEPOUEVE. GTO GTOUA
Olanzapine Teva 15 mg diokio S106TEPOUEVO. GTO OTOUA
Olanzapine Teva 20 mg diokio S106TEPOUEVO, GTO OTOUA

2. ITOIOTIKH KAI TOXOTIKH XYNOEXH

Olanzapine Teva 5 mg diokio S0GTEPOUEVE GTO GTOUO.

Kda0e dioxio daomelpdpuevo ato otopa mepiéyel S mg olovamivn.

Exdoyo ue yvwoty opaon

Kabe dioxio daomepdpevo ato otopa, mepiéyel 47,5 mg Aoktoln, 0,2625 mg cakyopoln kot 2,25 mg
aormaptaun (E951).

Olanzapine Teva 10 mg diokio 106TEPOUEVO, GTO GTOUA

Kabe dioxio daomepoduevo oto otopa mepieyel 10 mg oraviomivn.

Exooyo ue yvworn opaon

Ka0e oioxio daomepduevo ato otopa mepiéyetl 95,0 mg Aaktoln, 0,525 mg caxyapoln kot 4,5 mg
acmaptaun (E951).

Olanzapine Teva 15 mg dickio d100TEPOUEVO GTO GTOU

Kabe oioxio daomelpduevo oto otopa mepieyel 15 mg oraviomivn.

Exdoyo ue yvwarn dpaon

Ka0e diokio draomelpdpevo oto otopa mepiéyet 142,5 mg Aaktoln, 0,7875 mg cakyapodln Kot
6,75 mg acnaptaun (E951).

Olanzapine Teva 20 mg diokio S10GTEPOUEVA GTO GTOLO

Kabe oioxio daomepduevo oto otopa mepieyel 20 mg oraviomivn.

Exdoyo ue yvworn dpaon

KdaBe dioxkio daomepodpevo oto otopa mepieyel 190,0 mg Aoktoln, 1,05 mg caxyopoln kot 9,0 mg
aomaptaun (E951).

IMa tov TAnpn kaTdroyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Atokio d100TEPOIEVO GTO GTOLA

Olanzapine Teva 5 mg dickio S106TEPOUEVAE GTO GTOUO
"Eva kitpwvo, otpoyyvrd, apgikvupto diokio, dStapéTpov 8 mm.

Olanzapine Teva 10 mg dickio J106TEWPOUEVO GTO GTOUO
"Eva kitpivo, otpoyyvrd, appikvpto diokio, dStopétpov 10 mm.

Olanzapine Teva 15 mg dickio J106TEPOUEVO GTO GTOU
"Eva kitpivo, otpoyyvrd, appikvpto diokio, dStopétpov 11 mm.

Olanzapine Teva 20 mg diokio S1OCTEPOUEVO GTO GTOLA
"Eva kitpivo, otpoyyvrd, appikvpto diokio, dStopétpov 12 mm.

4. KAINIKEY MAHPO®OPIEX
4.1 OgpomevTiKéG EVOEiEELG
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Eviheg
H oAavlomivn evdeikvuton yia tn Oepaneio g oylloppévelog.

H olavlamivn eivatl amotedespotikng o1 O10T)pNon TG KAVIKNG BeATioong, katd T didpKela TG
ocvveylopevng Bepaneiog og acbeveic, ol omoiol eppavicay apytkd avtamokplon ot Oepaneio.

H olavlamivn evdeikvutal yia tn Oepomeio pétplov £m¢ coPapol HoviaKov exelicodiov.

e ao0eveig 6TOVG 0TOI0VE TO PAVIOKD ENEICOO10 avtamokpifnke otn yopnynon oraviomivng, M
olavComivn evogikvuTal yio, TNV TPOANYT TOV VTOTPOT®V 6€ acbeveig e dutohkn dratapoyr (PAEme
napdypago 5.1).

4.2 Aocoloyio ko1 TPOTOG YOPNYNONS

Aocoloyia

Evijlixec
yloppévela: H ocvvietopevn d6om Evapéng tng ohaviamivng eivar 10 mg/muepnocing,

Movioko enelcddio: H doom évapéng etvar 15 mg yopryovuevn epana nuepnoing og povobepameio
10 mg nuepnoing oe cuvdvacuévn Bepameia (BAEne mapdypapo 5.1)

IIpoAnyn vrotpondv 611 dumolikn dtatapayr: H cuvietdpevn d6on Evapéng etvar 10 mg/Mmuepnoiog.
I'a acBeveig mov Aapfavovv olaviamivn yio T Bepaneio poviakod englcodiov, va cuveyiletorn
Oepameio yio TV TPOANYN VIOTPOT®OV GtV 1010 d66M. Edv éva véo paviakod, puktd, 1 katablmtikd
emelcdo10 eppaviotel, n Oepaneio pe olaviomivn Ba Tpénet va cvveyiotel (pe
avampocapuoyn/Bertictonoinomn g 006N, av kPOl avoyKaio), Le COUTANPMOUATIKY Ay®YN Yo TV
OVTIUETOTION TOV CUUTTOUAT®V TNG d1d0eonc, 6Tav evieikvLTAL KAVIKA.

Koatd ) ddpxeia ¢ Oepameiog g oxllo@pEVELNG, TOV LOVIOKOD EMEICOOI0V Kot TNG TPOANYNG TOV
VIOTPOTTAV TNG OMOAIKNG dlaTapayns, N NUepnola d6omn Ba tpénel va tpocapuoleTat ovaloyo LE TNV
KAMVIKN KatdotaoT Tov 060gvong, ato g0pog tv 5-20 mg/muepnciong. Avénon g d0omg 68 avaTEPN
omd TN GLVIGTOUEVT] aPYLKT] 0OGT, CLVIGTATOL VO YIVETOL LOVO UETA ATtO KATAAANAT KALVIKNY
EMOVEKTIUNGON Kot YeEVIKE Oa mpémetl va mpaypatomoteitol o dactipata peyoivtepa twv 24 opov. H
oAaviomivn etvar duvatdv va yopnynoel oveEaptnTmg YELUATOV KOOMG 1 amoppoPNon TS dev
enmnpealetat amd TN TALTOXPOVI MY TPOPTS. XTadloKn HelwoT TG SOONGC GLVICTATOL, TPLV TN
dlokomn TG aymyNg pe oAaviomivn.

To Olanzapine Teva, diokia Saomelpdpeva 610 oTONA, Bo TPENEL VO TOTOBETOVVTAL GTNV GTOUATIKN
KOWAOTNTA, OOV TOXEMG OLAGTEIPOVTOL GTOV GIEAO, [LE AMOTEAEGLLA TNV EVKOAT| KATATOGY] TOVG.
Koatémv, n amopdkpuveon tov a1kTov d10Kiov doTEPOUEVOL GTO GTOWO, OO T CTOLOTIKY
Koot Ta givar dvoyepng. Enedn ta diokia dtaomelpopueva 6to otopa eivor evaictnra, Oo mpémnel va
Aappavovtal apeca petd tnv d1avoién tov tepiéktn. Evaliaktikd, elvatl Suvatodv vo diacmapodv 6
éva ToTNpl vepo N GAAO VYPO KATAAANAO Y10 GTOUATIKY Xop1ynon (Yord TopTokdAL, yord UiAo, yaia,
N KapE) AUEGA TPO TNG YOPNYNOEDS TOVG,

H ohavlamivn og diokia dtoomelpdpeva 610 otopa eivar Proicodvvaun pe tnv olaviomivn tov
EMKOAVUUEVOV SLoKI®V, LE VO TAPOLOL0 TOGOGTO Kot £KTAoT amoppopnong. 'Exet v id1a
d0coloYia Kol GUYVOTNTA YopNYNoNG He Tnv odoviamivn tov exikoivppévev dokiov. H odaviomivn
o¢ Olokia dlonomelpdpEVE 6TO GTOUA Eival SLVATOV VO YPTCLUOTOLEITOL GOV EVAALOKTIKT LOPOT] TNG
olovamivng Tov ETIKOAUUEVODV O1oKImV.

Eidwcoi wAnOoouol
Himiwouévor
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Mo petopévn apykn 60on (5 mg/muepnoing), av kot dev anoteAel T GLVION GUVIGTOUEVT TOKTIKY,
umopel va yopnynbei oe nAkiopévoug acbeveis, 65 €TOV Kot Av®, OOV 01 KAVIKEG EKONAMGCELS TO
amoitoov (BAéne mopdypago 4.4).

Neppixn xou/1 nrotiky dvoiertovpyio,

Muo pikpotepn apytkny d0on (5 mg), Tpénet va, yopnynoel otovg acbeveig avTovg. e TEPINTMOCEIS
pétplog Nrotikng avendpkelog (Kippmon, kotnyopiag A 1 B oty ta&wvounon katd Child-Pugh), 1
apykn doom Bo mpémel va glvar 5 mg kot vo avEAveTat Pe Tpoooyn.

Koanviotéc

H d60m évapéng kot to gvpog g 866N dev amatteitol, cVVHOOE, Vo TPOTOTOLOVVTIOL GE UN-KATVIGTES
o€ oyéon pe kamviotés. O petafoiiopndg g ohaviomivng pmopet va gvicyvbel and 1o kdmvicua.
2ovieTdTon 1 KAWVIKT apakoAobinon tov achevav kat pio avénon g d6ong g oAaviamivig
umopei va yivel v kpbei anapaitmro (PAéne Tapdypogo 4.5).

e mePInTOT, OOV GLVVTLAPYOVV TEPIGGOTEPOL OO Evay TAPEYOVTES, Ol 0Ttoiotl pumopel va
emMpedcovy Kot va emPBpadtvovy to PeTafoopd (0AL eOA0, NMKIOUEVOS 0oBEVIC, UN-KOTVIGTNG),
Ba mpénetl va e€etdletal n mBovotnta peimong ™ 66onc. H otadiaxn advénon g ooong, dtav
gvoeikvuTaL, TPETEL VAL EIVOL GLUVTIPNTIKT, GTOVS 060EVELG aVTODC,

Y€ MEPMTAOCELG OTOVL TPOGOVENGELS TNS 00G0A0YING Katd 2,5 mg KpivovTol avayKaies, Lmopovy
va yopnynbovv ta Emwaioppéva pe Aentod vuévio diokio Olanzapine Teva.

(BAéme moapaypdeovg 4.5 kot 5.2)

THoudrazpiog ninBvouog

Ag cvviotdTon 1 yopnynon g oravianivng og Toudid Kot epfouvg nikiog kdtm tov 18 e1dv eéattiog
™G EAAEWYNC OTOLXEL®V Y10 TNV AGPAAELD KOL TNV OMOTEAECUATIKOTNTA. MeyaAdTepes avENGELS
Bapovg Kot petaforég TV EMTESMV TNG TPOAAKTIVIG Kot TV AMTIdimV, £XOVV EUPAVICTEL GE LIKPNG
dudpkelag perétec oe €pnpoug acheveic oe oyéon pe peléteg oe evihikeg aoBeveig (PAéme
nmapaypdoovg 4.4, 4.8, 5.1 ko 5.2).

4.3 Avrevositeg

YrepevarcOnoio otn dpacTikn ovcia 1 6€ KATO10 amd To £KO0YN TOV AVAPEPOVTOL GTHV
napdypaeo 6.1. AcBeveic pe kivouvo eppavione YAOUKOUOTOG KAEIGTNG YOVIOS.

4.4  E101kéC TPOELOOTOUGELS KUl TPOPVAAEELS KATA TN Yp1on

Kotd v didpketo TG avIinyuy®Tikng aymyng 1 kKAvikn fertioon tov acBevav Oa mapotnpndei petd
OO TNV TAPOSO LEPIKAOV NUEP®V £mG Kat efdopddwv. Ot acBeveig Oa mpémet va Ppickovtar vtd oTevn
LOTPIKN TOPAKOAOVON O™ KATE TNV S1APKELN TNG TEPLOSOV AVTNG.

Yoywon oyetilduevn pe dvota ko SotapayEc GLUTEPLPOPAS

H oAiavlomivn de cuvictdtot yia yprion o€ acbeveic pe yoymon oyetilopevn pe avola Koum
SOTOPAYEG CUUTEPLPOPAS AOY® TNG ALENUEVNS BVYNOOTNTOG KOt TOL KIVOHVOL EUPAVIONS OYYELOKOV
EYKEPAAKOV ENEIG0010V. Xe eAeyyOUEVEG LE EKOVIKO pdpuako (placebo) kKAvikcég peréteg (Stapkelog
6-12 gfdopadmv), nAikiopévov acbevav (Léong nAikiog 78 eTdv) pe yiymon Kovn dotapayss
CLUTEPIPOPAS TYETILOUEVES LE Avola, TapatnpnOnke dimAdoio abénon tng enintwong Bavdatov gTovg
aoBeveic Vo ohaviamiv cLYKPITIKA [E eKeiv Yo TOLg acbeveig Vo ewcovikd pdapuako (placebo)
(3.5% évavtt 1,5% avtictoiymg). H peyolitepn enintwon Bavdatov dev oyxetiloTav pe n 8061 NG
olavlamivng (Léon nuepnota 06on 4,4 mg) 1 ™ drdpkeld TS oyoyns. Ot mapdyovieg Kivdovivov Tov
evoéyeTal va podiafétovy Tov TAnBucud avtd Tev achevav og avénpévn Bvnopdtna
mepAapPavoouv: nAitkio >65 etdv, duvoeayio, KOTUGTOAR, KOKT S10TPOPY] KUl APUIATMOT|, TVEVLOVIKES
KOTAOTACEL (.. TveLpOVia LETA amd 1 Yopig e1l6poenon) 1 suyyopnynon Peviodalenvav. Ze Kabe
nepintwon, N exintwon Oavatov NTav peyakdtepn otovg acbeveig oe Oepaneio e odaviomivn
GLYKPITIKA pLe Tovg acbeveig vd ewcovikd papuako (placebo), aveEdptnta amd avTohs TOVg
TOPAYOVTEG KIvOOVOU.
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211¢ idteg KAvIKEG peAéteg, avapépnkay ayyelakd eykepoiikd coppapata (CVAE m.y., ayysiokd
EYKEPOUAKO EMEIGOO10, TAPOSIKO IGYULUIKO ENELGOO10), TEPIAAUPAVOUEVOV EKEIVOV L potpaiol
ékBaomn. Hapatnpndnke pio tputhdcio avénon oce CVAE oe acBeveic mov élafav oraviamivn
oLYKPLTIKA pe acbeveic mov Ehapav gikoviko eapuako (placebo) (1,3% évavrtt 0,4% avTioToiymg).
Ohot o1 acbeveic oe Oepameio pe oraviamivn Kot eikoviko pappoko (placebo) mov gppdavicav CVAE,
glyav mpoimdpyoviec mapdyovieg Kivdovvov. Hhkio >75 e1dv Kot oyyelokod/ uKton Tomov avoto
dwmotddnkay mg mapdyovteg Kivduvou yo tnv avarntuén CVAE mov oyetileton pe myv aywyn pe
olavComivn. H anotehecpatikdtnra tng ohaviamivig dev £xet dwomiotmbei otic peréteg avTéc.

Nodoog tov Parkinson

H yopriynon g oAaviamiving o€ acbeveig pe popproko-emayopevr (VIOTOUIVIKOD 0y@VIGTT) YyWoT)
670 TAaicto voocov Parkinson dev cuviotdtal. Xe KAMViIKEG PEAETES, EMOEIVMOT] TV TOPKIVGOVIKMV
CUUTTOUATOV Kot TV Yevdaistnoewv avapipinke Told cuyva Kol o HEYAADTEPT GLYVOTNTA 0O TO
g1koviKo dpuako (placebo) (PAéne mapdypago 4.8), kot 1 olaviomivy dgv TV TEPIGGOTEPO
OTOTEAECLLATIKT TOL EIKOVIKOD Qopudkov (placebo) otn Bepaneio TV YuYOTIKOV CUUTTOUATOV. XTIC
HeAETEC 0VTEC, 01 aoBeveic amatteito apykd va sival otafepomomuévot oTn YounAdTEPN
OmoTEAEGATIKY 060N TV avTl-ITopKIVGoVIKOV eapUiK®OY (VIOTOUIVIKOD 0y®VIGTH) KOl VO
mapapévouv otny idta avti-Ioapkivoovikn aywyn kot docoroyia, kad’6An ) didpkela ¢ peréme. H
apykn do6omn ¢ olavlamivng rav 2,5 mg/muepnoimg Kot Tithomomdnke og péytotn d6on

15 mg/muepnoing, avaroyo pe T Kpion Tov gpeuvnTy.

Koaxonbec 2ovopouo amd Nevpoinmrikd (NMS)

To NMS eivon pio Suvntikd Bavatnedpa katdotaot, | omola oyetileTal e TV aywyn Ue
AVTIYOYMTIKA QOPUOKEVTIKG TPOTOVTa. Zmavieg TepmTOGELS Yopaktnplodeicec cov NMS €yovv,
emiong, oxetiobel pe v odaviamivn. Ot KMvikég exdnidcelg tov NMS neprthappdavovv: vreprupetia,
poikn vreptovia, LETAPOAEG 0TO EMimEdO GLVEIdNONC TOV 0oBeVOVC Kal onpeio aoTabE0g TOV
OVTOVOLLOV VELPIKOD GLGTHUATOC (AKOVOVIGTOG GPLYIOG 1 0pTNPLOKN Ttieon, TayvKapdia, e@idpwon
Kot kapdtokn dvcpubuian). Emmpdcbeta copntopata neptlapfavouvy mbovh adénon g KpEuTVIKNG
POoPOKIVaoNS, puoceaipvovpia (papdopvdrivon) kot o&eio veppikn| avemdpkela. Eav évag acbevig
gueavioel onueia Kol GLUTTORATO EVOEIKTIKA TOV NMS 1 aveERynto vymid Topetd ympig GAre
emmpocheteg KMVIKEG ekdNAmoelg Tov NMS, 1 yopiynon 6LV TV avIyLuY®OTIKOV POPUAK®V,
neprropfavopévng g orlaviamivng, o Tpémel va dokonTeTOL.

Yrepylvronpio kot Stoffnng

Yrepylokopio kavn epedvion 1 EXOEVOON GOKYOP®OT S10pn TN, 1 OO0 TEPIOTAGIOKE £YEL
ovoyetiobel pe KEToEEWON 1 KMUA, £xel avapepBel Oyt oLy VE, TEPIAAUPAVOUEVOV KOl LEPIKMDV
potpaiov ekfacewv (PAEre Tapdypapo 4.8). Xe opIGUEVEG TEPITTMOGELS, L0 TPODTAPYOVCH avENON
Bapovg Tov chpatog Exel avapepbei, 1 omoia icmg gival évog Tpodiabesikdg TAPAYOVTAS. ZVUVIGTATOL
0 KATAAANAOG KAVIKOG EAEYYOG, COLP®VA LE TIG EVOESEIYLEVES AVTIWVYMOTIKEG KATELOVVTNPLES
oonyieg, m.y. pétpnon g YAukoing tov aipotog mpv v Evapén g Bepameiog, 12 efdoudoeg petd
v évapén g Bepameiog pe olavlomivn kot ev cuveyeia, etnoing. Ot acbeveig mov Aapufdavouvy
Oepameio Le 0TOOONTOTE OVTIYVYMOTIKA PApuaka, TeptlapPavopévng g olaviamivng, o mpénel va
TOPAKOAOVOOVVTAL Y10 CTLELN KOl GUUTTMWOTO VIEPYAVKALLING (dTw¢ molvdnyio, ToAvovpia,
moAvpayio Ko advvapio) Kol ol acBeVel Le cakyopdon dtapnn 1 ekelvol pe TapdyovTeg Kivouvoy
Yo TNV avanTuén coakyopmdn dapntn Oa Tpénel va TapakoAovdovvTal TAKTIKG Yio ETOEIVOOT) TOV
eréyyov g YAvkolng. To copotikd Bapog Oa mpénet va mapoakorovdeitol TOKTIKE, 7.y TPV TNV
évapén g Bepaneiag, 4, 8 kat 12 gfdopddeg petd v Evapén g Bepaneiag pe ohaviomivn ko v
ovveyeia, Kabe Tpipumvo.

Ammducég petafoirésg

Avembounteg petaforés ota eninedo tov Mmidiov Exovv mapatnpnei oe aceveic vo Oepameia pe
oAaviamivn og KMVIKEG PeAETEC EAEYYOUEVES HE EKOVIKO Pdpuako (placebo) (BAére mapdypapo 4.8).
Ot petaPorés Tov Mmidiov mpémetl va avTeTOmi{ovTol KOTUAMA®S KAMVIKA, 1dwitepa o8
dvohmdaypukots acbeveic kot og acBeveic e Tapdyoveg Kivouvov yia TV avamtuén dotopoydv
v Mmdiov. Ot acBeveic mov AapPdvovy Oepameia e OTOLOONTOTE AVTIYLYDOTIKA QUPLOKOL,
nmeptropPavopévng g orlaviamivng, o Tpémel va VTOPAAAOVTOL TOKTIKA GE EAEYYO TOV ATIOI®V TOV
0pOVL GOUEMVA LLE TIG EVOEOELYIEVES OVTIYLYOTIKEG KATELOLVTPLEC 0N YiES, .Y TPV TNV EvapEn TG
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Oepaneiog, 12 gfdopdadec petd v Evapén g Oepanciog pe ohaviamivn kal gv cuveyeia, kibe
5 ypévio.

AviiyoMvepyn dpactnptotnta

Evd n okavlomivn €de1&e avtiyoivepyikn dpaotnpiotnta in Vitro, n epmelpio Kotd T S14pKeo. Tov
KAMVIK®V SOKIUMV OTOKAAVYE YOUNATN ETITTOON ovaAoY®V cvufapdtev. Evioutolg, emedn n kMvikn
gumelpio pe v odaviomivn oe acBeveic [Le GLVLTIAPYOVTO VOCHIATA EIVAL TEPLOPICUEVT, TTPOGOYN
GULVIGTATOL OTOV CLVTAYOYPAPEITOL GE AGOEVEIC [IE VITEPTPOPiD TPOGTATT, 1) TOPAAVTIKO EILED KL
OVOAOYEG KOTOOTACELC.

Hrotwn Astrtovpyia

[Mopodikr|, ACLUTTOUATIKY CVOY®ON TOV NTATIK®V optvotpovopepacmv, Tng ALT, g AST éyet
ovyvé mapatnpnet, Wwitepa ot apykd otadia g Bepanciag. Ilpocoyn kot cuveync
mapokorlovOnon amatteitol oe acbeveic pe avEnuéveg tnég ALT xovn AST, oe acBeveig e onpueio
KoL GUUTTOUATE NTATIKNG PAAPNG, o€ acbevelg pe Tpolimapyovca KATAGTAGT] TOV GVVOOEVETAL OO
TEPLOPIGULO TNG NTOTIKNG AEITOVPYIKNG EMAPKELNG Kol 6€ aoOeVeiC o1 omoiol avTipetomilovTot e
SVVNTIKA NTOTOTOEIKA QAPLOKA. LE TEPMTMOGELS OOV £xEL dlayvmabel nratitidn (reprlapfoavouévng
NG NAATOKVTTOPIKNG, TNG YOAOGTATIKNG 1) TNG UIKTAG Nratikng PAAPNS), n Oepaneio pe olavamivn,
Oa mpémetl va SrakomTTETAL.

Ovdetepomevia
[Ipocoyn Ba mpémet va dideton og acheveic pe yopnio apldud AEuKoKLTTAP®V KA OVOETEPOPIA®DY

omd omoladNToTE autia, o€ acHevelc Tov AapuBavouy edppoaka Tov givol YvmoTd 0Tt TPOKAAOHV
ovdeTepomevia, 6€ achevelg e 16TOPIKO POPUAKOYEVOVG KOTAGTOMC TOEIKOTNTAG TOV HVEAOD TMV
00TMV, € 0CHEVEIC [lE KATOGTOAT TOV LVEALOD TV 0GTMV ATO GLVLTTAPYOV VOGO, akTivobepameia 1
ymueobepaneia kol oe 0oOeVEIC [LE VTEPNMOIVOPIMKEG KATUOTAGELS 1] LE LLELOOMONTIKA Voo LaTA.
Ovdetepomevia £xel cuyva avaeepbel katd ) cvyyopnynon ™ olaviamivng pe Painpoikd (PAéne
napypago 4.8).

Awaxonn) g Bepomeiog
O&Ea copmTdpaTa OTMG EPIOP®OT, abmVia, TPOUOS, AYX0S, VavTia, 1| EUETOg YoV avapeplel omavia
(20,01% o <0,1%) 6tav n ohavoanivn dakdnteTon oipvidia.

QT dbotnua

Y& KAMVIKEG PLEAETEG, KAMVIKG GMUAVTIKES TAPOTAGELS GTo, dlaoThpata Tov dopbopévov QT (QTc)
(016pBwon tov dotipatog QT katd Fridericia [QTcF] >500 milliseconds [msec] omotednmote petd
NV opyIkn ektipnon oe acbeveig pe apyn extipnon QTcF <500 msec) tav acvvneig (0,1% £wg
1%) o€ acbeveig mov Elafov ohaviamivn, yopic ONUAVTIKEG dLOPOPEG OTO OXETILOUEVO KOPILOKEL
cupupdpata cUYKPITIKA pe To gikovikd papuako (placebo). Eviodtolg, mpocoyn amatteiton 6tov 1
olovlamivn cuyyopnysital pe eapuaka wov givatl yvootd 6t mapateivouv to QTc didotnua, Wditepa
o€ NMKIOUEVOLG, o€ acbeveic pe cuyyeveig ouvdpouég mopatetapévon QT SluoTHUATOG, CUUPOPTTIKY
KopOLOK AVETAPKELD, KOPOLOKT VTEPTPOPID, VITOKOALOLLIC 1] VITOUOYVI GO,

Opoufoepufoin

Xpovikn cuoyétion e aymyng ue ohaviomivn kot eAefikmv BpoufosuPorikmv eneicodiov (VTE)
&xel avapephel oyt ovyva (20,1% Kot <1%). Aev €xetl Oepeiinbel artiohoyikn cuoyétion LeTAED TG
eUOAavVIoNs OAePIKdV Bpoppoepuforikdv enclcodimv kol g aymyng e odaviomivn. Evtovtolc, apov
o1 aoBeveig pe oyloppévela, cuyva epEavilovy ETIKTNTOVG TOPAYOVTEG KIVOUVOU Yio. PAEPIKA
OpoppoepPorikd emercodia, 6Aot o1 mbavoi Tapdyovieg Kivdvvov eppdvionc VTE, 6mwgn
aKwnTonoinon Tv acevav, Ba Tpémel va, aviyvedovtol Kot vo AapUBvovTol TposTuTEVTIKA LETPAL.

T'evucn dpooctnpidnto KNX

Me dedopévn v kupia dpdomn e olaviamivng oto KNZ, Ba tpémet va didetan mposoyn ot
oLYYOPNYNON TS LE GAAA @dpuaKe Tov dpovv emione 6to KNE kabmg kot pe 1o aAkooA. Emedn n
oAavamivn epeoviet in Vitro avtvtoropvepykn dpaom, evogyetal va avtaymvichel ta
OTOTEAECLATO TOV AUECOV KOl EUUECOV OYOVICTMV TNG VIOTAUIVIG.
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Emunmrnikég kpioeig

H ohaviomivn Ba mpénet va yopnyeital, Le TPocoyn, o€ Aceveic e 16TOPIKO EMANTTIKOV KPIoE®VY 1
o€ acbevelg pe mapdyoveg o1 0moiotl pmopel va TPoKaAEGOVY PEI®ON TNG EMANTTIKNG 0vo0V. Ot
EMNTTIKEG Kpioelg Exovv avapepbei Oyt cuyva oe acbeveic VO aywyn pe oAaviomivn. ZTig
TEPIOCOTEPESG TV TEPUTTOCEMV QLTAV, IOTOPIKO EMANTTIK®OV KPIGEWDV 1] TAPAYOVTES KIVOUVOL Yol
EMANTTIKEG Kploelg Exovv avapephet.

Oywn Avokivnoia

X€ GLYKPITIKEG LEAETEG, ETNOLAG 1 KPOTEPNC d1dpKelag, | oloviamivn oyeTlOTOV UE GTOTIOTIKA
OMNUOVTIKG XOUNAOTEPT EMIMTOGT QUPUOKOETOYOUEVTG duoKivnoioc. Ev tovtolg, o kivéuvog yio dyun
dvokvnoio ovEAVETOL PE TN LOKPOYPOVIL £KDEGT OTNV AVTIWLY®TIKY ay®YN, £TCL, OTOV oNUEia 1
CUUTTOUOTO OYIUNG dvoKvnoiog epnpavicBovv og acbevi vTd aywyn pe oloviamivr, Bo Tpémetl va
g€etdletal To evdeyoUeEVO LeIMONC TNG dO0TNG I SLOKOTNG TNG XopNYNons. Ta copmtdpata ovtd ropet
TPOCWPIVA Vo, emdEVmBoDY 1 va, epeavicodv petd and dtakomn g Oepaneiog.

OpBootatiki vrdtaon

OpBoctatikn vrdtaon TapatnpOnke Oyl cuyva 6e NAKIOUEVOLE 0io0gveig mov eAduPavay
oAavComivn Katd T SIPKELN TOV KAVIKOV SOKIUOV. ZUVIGTATAL 1] ApTNPLOKT TECT VO LETPATOL
EPLOdIKE oe 0o0eveic Avm TV 65 ETMOV.

Awpvidiog kapdakods Bdvatog

e avapopég Yo TNV oAaviamivn Hetd TV KuKAOQOpPia TOV TPOIOVTOG, TEPITTOCELS ALPVIOION
Kkapdiakov Bavdatov £xovv avapepbel og acBeveic mov AduPavay olaviamivn. Xe pio avadpopKn
UEAETT TOPATNPNONG TNG OUASOG TOV ATOTMV OVIIYLYMOTIKAOV, 0 TH0VOG KivOuvog Tov aupvidiov
KapdloKov Bavatov, o 0cBeveig VIO aywyn pe odaviomivn, NTav TEPITOL STAAGI0G TOV KIVOHVOL GE
aoBeveic mov dev AduPavay aymyn Le avVIIYOYOTIKA. TN LEAETN, O KIVOUVOG OO TNV aywyn e
olovamivn NTav GLYKPIGYOG e TOV KIVOLVO amd TNV aywyn LE GTLTO, OVTIYUYWOTIKE TOU
TEPILOUPAVOVTOV GTI) GUYKEVIPAOTIKH OVIAVOT).

Hodratpicdg minBuopog

Agv cuviotdtor 1 yopnynon g olaviamivng og moidid Kot eprfove. Meréteg o€ acbeveic niikiog
13-17 et®v mapovciacav ToKiAeg avemBOunTeg evEpYeleg, mov TEPIAapUPdvouy andiela Bépovd,
UETOPOAEG OTIG HeTABOMKES TAPOUETPOVS KOl ADENCT TV EMTES®V TpolaKkTiving (PAEre
mapaypdeovg 4.8 kot 5.1).

"Exdoya
Aoxtoln

Ot acBeveic pe omdvio KAnpovouikd tpopinuate dvcavetiog otn yoroktoln, Erkenyn Aaxtdong Lapp
M KOK1| omoppoenon YAuKOINGS - Yohaktolng dev TPEMEL VO, TAPOLY OLTO TO PAPLLOKO.

Zoryapoln

Ot acBeveic pe omdvio KAnpovouika tpopinuate dvcavetiog o ppovktoln, Kok amoppoenon
YALKOLNG-YOAAKTONG 1) AVETAPKELD GOVKPAOTG- IOOUAATACNG OEV TPEMEL VAL TAPOLV AVTO TO
QapUOKO.

Aoraptoun

H aomoptaun givar anyn eowvviaiavivng. Mropei va givar emiPrlofig edv kdmolog €xel
eowvviketovovpio (PKU) pia omdvia yevetikn dtotapoyr] TNy onoia 1 otvoladovivy cueompedeTaL
€MEON TO0 GOUO Oev Pmopel va TV amoPAALEL PLCIOAOYIKA.

45  AMAemopacelg pe GALO QUPUOKEVTIKA TPOTIOVTA Ko GAAEG HOPPES aAMAETIOPACNG
Meléteg aAnAemidpicey £xovv TpaypaTonombel povo 6e eVAIKEC.

Avvnrikéc aAniemidpdoelg mov ennpedlovv v oiaviamivn

Emedn n odavlomivn petaforiletar péom tov CYP1A2, ot upuaKeELTIKEC OVGIEG TOV TPOKAAOVY

gvioyvomn N avaceToAn €101KA TOV 160EVEDUOV aVTOD, EVOEYETAL VO EMNPEAGOVV TIG PUPLOKOKIVITIKEG
WwotnTeg TG oAavamivng.
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Evioyvon tov CYP1A2

O petaporiopds g oravamivng pmopel va evioyvBel and 10 KATVIGHO 1] 0O TV GLYXOPIYNON
kapPBopaleniving pe amotédespa vo Tapatnpn el EAATTOON TOV GLYKEVIPOCEWY TNG OAaviamivng.
Mikpn €mg pétpia, povo, avénon g kabapong tng oAaviamivig &xet avapepbel. H kAvikn onpocio
TOV EVPNUATOV CVTOV OVOUEVETL VO EIvOl TEPLOPIGUEVT OAAG GUVIGTATOL 1] KALVIKT] TTOpakOoAOVON O™
TV acbevov kot pia avénomn e 06ong g odaviamivng pumopel va yivet edv kpiBei amapaitnto
(BAéme mapdypago 4.2).

Avootol) tov CYP1A2

H @AovBo&apuivn, évag ed1kog avactoréag Tov CYP1A2, éxel amoderydei 6Tt avaoTEAAEL GIUAVTIKG TO
petaforiond g odaviomivng. H péon avénon g péyiomg cvykévipmong (Cmax) T odaviomivig,
HEeTa TN xopnynom g eAovpoapivne, Ntav 54% og yovaikeg un-komviCovoeg kot 77% oe dvopeg
kanvifovtes acBeveic. H péon avénom g AUC g ohaviamiving nrav 52% xat 108%, avtictoyya. H
yopnynon pikpotepng docoroyiag Evapéng g orlaviomivng, Oa tpémel va e€etdletal o€ acheveic ot
omoiot Aapfavoovv provfolapivi 1 Ao yvooto avactoréa tov CYP1A2, 6mmg 1 cumpoprolacivn.
e mepintoon évapéng Bepameiog pe Evav and toug avoaotoreig tov CYP1A2, 1o evdeydpevo peimong
g docoroyiog tng ohavlamivng Oa mpénet va e&etaleTa.

Meiwon g Brodebeciudtnrag

H yopriynon evepyol dvOpaka peidver t frodiobeoiudtnta tng ohaviamivig, xopnyoduevng omd tov
GTOUATOG, 6€ T0G00TO 50-60% YU avTd Kot 0 evepyds avOpakag Oa tpémet vo Aapfdavetol TovddyioTov
2 mpeg TPV N LETA TN Yopnynon g oroviamivng.

drovoetivn (évag avaotoréag Tov CYP2D6), pepovopéveg d6oelg avtio&ivov (aluminium,
magnesium) 1 GIUETIOIVNG, Oev Exovv avapepOel va emnpedlovy GNUAVTIKA TIG QUPUAKOKIVITIKEG
WwotnTeg g oAaviamivng.

Avvnriéc emdpdoels e odoviamivng 610 ueTafoMoud GAADY QOPUAK®V

H oAhaviomivn evdéyetorl va avtaymvieel Tic eMOPAGEIS TOV AUECOV 1] EUUECDYV VIOTAUIVIKOV
OY@OVICTOV.

H olavlomivn dev mpokalel avacTodn Tav Kupldtepmv 160evidUmV Tov Kuttoypodpotog CYP450 in
vitro (m.y. 1A2, 2D6, 2C9, 2C19, 3A4). Qg ek TOVTOV, dEV UVAUEVOVTOL GNUAVTIKEG OAANAETIOPAGELS,
oOpeova pe ta dStbéoyia dedopéva TV LEAETMV IN VIVO 6mov dev TapatnpriOnkKe avacTtoAr] ToL
UETUPOAICLOD TV AKOAOLOWOV PUPUAKEVTIKOV OVGLOV: TOV TPIKVKAIKOV AVTIKOTOOMTTIKOV
(petaporilopévav kbpla pésm CYP2D6), g Bapeapiving (CYP2CI), g Beopuiriviig (CYP1A2) 7
g oalemaung (CYP3A4 ko CYP2C19).

Agv avapéptnkav oAMNAETIOPAcELS, KATA TN GVYYopNynomn ¢ olaviamivng pe Ao 1 Purepidévn.
Koatd v mapakorovdnon tov emnédov TAAGHATOS TOV BOATPOikoD dEV TOPOVGLAGTNKE AvAyKN
TPOCAPUOYNC TNG 006MG TOL PaATpOikov, PHETA TNV Evapén TG GuyyopNyNong g olaviamivig.

Tevikn) dpactnprotnta KNX

[pénet va divetal mpocoyn oe aceveic TOV KATOVAADVOLY GAKOOA 1] AAUPEVOLY POPUOKEVTIKG
TPOTOVTO TOV UTOPEL VO, TPOKAAEGOVV KATAGTOAN TOV KEVIPIKOD VEVPIKOD GUGTHILOTOG,.

Agv cvvictdtol 1 cuyyoprynon oroviamivng pe avit-Ilapkivoovikd edappaxo o€ acbeveig pe voco
Parkinson kot dvota (BAéne mapdypago 4.4).

QTc dibotnua

Amnoteiton mpocoyn 6tav 1 olaviamivn cuyyopnyeitot pe edppoka mov gival yvootd 0Tt Tapoteivouy
10 QTc ddotpa (PAéne mapdypago 4.4).

46 TovipdétnTa, KOVNGN KoL yolovyio

Kinon

Agv vapyovV emopKeiC Kol KOAQ EAEYYOUEVEC LEAETES el €YKVWV Yuvaik®v. Ot acBeveic Oa mpémetl va
EVIILEPDOVOLV TOV 10TPO TOVG, GE TEPIMTMOT oL pEivovY | TpoTiBevtan va peivouy £yKveg, Katd
duapketla g Bepamneiog pe odaviamivn. Enedn, n euneipio og avOpdmivo opyavioud givar
TEPLOPICLEVT, 1 OAavEomivn Ba TTpémet vo. xopNYELTOL GE EYKDOVG LOVOV EQV TO AVOUEVOUEVO OPEAOG
(vt untépa), dtkanoroyel Tov mBavd kivouvo yuo 1o Euppuo.
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Ta veoyévvnra, Bpépn mov ektiBevtol oe avTyuy®TIKA (Teptiapupavopévng tng oAaviamivic) Kotd To
Tpito TPIUNVO NG EYKLHOGHVNG, SIATPEYOLY KIVOLVO Y10l ELEAVIOT) AVETIBOUNTOV EVEPYELDV
TEPLOUPAVOUEVDV TOV EEOTVPAUSIKOV KOUT CUUTTOUATOV 0TOGVPCTG TOL UTOPOVY VO, TOIKIAOVY
6€ 6oPapdTNTA Kot SLAPKELN PETH TOV TOKETO. YTAPYOLV 0vapOpPES Yo SIEYEPCT], VIEPTOVIM, VTOTOVICL,
TPOUO, LTVNALL, AVOTVEVGTIKT dvoyEpela 1 dlatapayr ot oition. Katd cuvéneia, ta veoyva Ba
TPEMEL VO TAPAKOAOVOOVVTOL TPOCEKTIKA.

Oniaopuog

e o perétn pe vyteic Onadlovosg yovaikeg, mopatnprOnke anékkpion e olaviamivng 6To UnTpiko
yéro. H péon éxbeon tov veoyvov (mg/kg), otn otabepn| katdotaon, vmoroyicOnke 6Tt avticTolyel
010 1,8% g avtictoyng 66ong g odaviomivng otn untépa (mg/kg). Ot untépeg B mpémel va
gvnuepmvovtat, 0ti dev cvviotdtol vo Onidlovv, eav Aapfdavovv ohaviamivn.

Tovipdnto
Emdpdoeig otn yovipdtnta dev givarl yvootég (BAERE Tapdypa@o 5.3 yio TpoKAVIKES TATPOPOPIES).

4.7 EmopAaceis 6Ty IKAvVOTNTE 001Y161)G KO (EIPIGHOV PNYUVIILATOV

Agv €xovv TpaylaTomon0el LEAETEC GYETIKA UE TIC EMOPACELS GTNV IKAVOTNTA 001 YNONG Ko
YEWPLoUon unyovnudatov. Exeidn n ohaviamivn propel va tpokariécel vvniia kot (AN, ot acOeveig
0o TPEMEL VO EVILEPDVOVTOL Y10 TOVG TOOVOVE KIVOHVOLS KATE TO YEPICUO UNYOVIUAT®V,
TEPLOUPOVOLEV®Y TOV OYNUATOV.

4.8  AvemOounteg evépyeleg

2Hvoyn Tov TPOoPIA 0oQGAELOC

Evilikeg

Ot o ovyvd avapepopeves (Tapatnprinkav oe >1% twv acbevdv) avemBOounteg evépyeteg, ot
omoieg oyetiCovrav pe ™ yopnynon olaviamivng Kotd Tn otbpKeLd TOV KAVIKOV HEAETAV, NTOV
vavniia, avénon Bapovg, noctvoeidia, avéENUEVe ETITESO TPOAUKTIVIG, YOANCTEPOAT], TOV EMTESWDV
yAvk6{ng ko TpryAvkepidiov (BAEne mapdypapo 4.4), yAvkolovpia, avénuévn 6peén, Lain, akadnoia,
TOPKIVGOVIOUOG, Agvkomevio, ovdeteponevia (BAEne mapdypago 4.4), duvokivnoia, opHocTaTiKn
VIOTAOT), AVTLYOAVEPYIKEG EMOPAGELS, TAPOSIKES, ACVUTTMOUATIKEG OVENCELG TOV NTUTIKOV
apwvotpavepepacav (BAéne Tapdypapo 4.4), eEavinua, e&acbévion, kKortmon, topetia, apbpadyia,
OVENUEVN OAKAAIKT) QOGOATAGT], VYNAT YAULO YAOVTUUVATPUVSOEPECT], DYNAO 0VPIKO 0ED, VYN
KPEATIVIKT] QOCOOKIVACT) KOl 0101 LLOL.

Tepiinun tov avem@OunT@V EVEPYELDV GE LOPON TIVOKQL

O akdrovbog Tivakog TepAapPavel avaeopég avemiBounNT®V GLUPAIATOV KOl EPYOCTNPLEKOV
SOKIHACIDV TOL TOPATNPNONKOV KOTE Tr) S1APKELN KAVIKOV LEAETOV Kol 0vOOpUNTOV AvaQopaOV.
Méoa o€ kb0e opdda cuyvoTiTOV Ot avemBounTes evépyeteg mapatifevial Katd celpd Phivovsog
coPapotntag. Ot 6pot cLYVOTNTOC TOV AVAPEPOVTAL TAPAKATM Tpocdlopilovtal o¢ eENG: TToAD cuyvéc
(=1/10), ovyvéc (=1/100 émg <1/10), oyt suyvég (=1/1.000 éwg <1/100), omdvieg (>1/10.000 £wg
<1/1.000), ToA¥ cmavieg (<1/10.000), dyvaoteg (dev umopovv va TpocdloploTovy amd To dtobéotpa
dedopévar).
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Koénwon
Oidonpa
IMupetio™®

Hoapakivikég eetdosig

AvEnuéva
emineda
TPOAUKTIVIG
0V
TAGoHATOC

Avénpévn
OAKOALKY
pwopation®
Yymin
KPETIVIKN

AvEnuévn olkn
xorepuBpivn

pwopokvaon™t
Yynin yappo
YAOUTOUVA-
tpovepepdon™?
VYNASO 0VPIKO
&Y

KAlvikd onuavtiki avénomn copoaticod Bapovg topatnpndnke oe OAEG TIC KATIYOPIEG UE OPYIKT
extipmon Agiktn Malog Zopotoc (AME). Metd ) Bpayvrpdbeoun Oepaneio (uéon didpkeia 47
NUEPES), N avénon Pépovg >7% and to apyko Pépog copatog T ToAD cvyvn (22,2%), >15%
ntov ovyvn (4,2%) ko >25% Mtav oy cuyvn (0,8%). [Todd cvyvi ntav 1 avénon Papovg >7%,
>15% wa1 >25% omd 10 apyd Papog copatog e acheveic pe pokpoypdvia Ekbeon (TovAdyiotov
48 efdopddec) (64,4%, 31,7% ko 12,3% avtictorya).

O1 péoeg avénoelg otig TéG vnoteiog tov Amdiov (olkr yoAnotepoin, LDL yoAnotepoin kot
TPLyAvkepidia) fTav vynAdTepPEG o€ acbeveic yopig evdeifelg Mmdaukng amoppOOueng oty
OPYIKN EKTIUMON.

Hopammpnbniav ce puolodoyikd exinedo vnoteiog oty apyikn ektipnon (<5,17 mmol/l) Ta omoia
av&ninkav o vynAd (6,2 mmol/l). IToAd cuyvég ftav ot petaPorés ota oA enineda
YOANOTEPOANG VNOTELNG Ad OPLAKA KATH TNV 0pYIKN eKTipnon (=5,17-<6,2 mmol/l) og vynid
(>6,2 mmol/l).

[Mopatnprnkav 6e puoOAOYIKA eMimeda VNOTEING TNV OpYIKN exTiunon (<5,56 mmol/l) Ta omoia
avéndnkoav og vynAd (=7 mmol/l). [ToAd cuyvéc NTav ot petaforég and oplakd eninedo vnoTeiog
(>5,56-<7 mmol/l) otV évapén tov KAVIKGOV peleT@v e vynAd (=7 mmol/l).

[oapoammphnkav ce puoiodoyikd exinedo vnoteiog oty apyikn ektiunon (<1,69 mmol/l) Ta omoia
avéndnkov og vynid (>2,26 mmol/l). [ToAd cuyvég tav ol petaPoréc ota TpryAukepidio vnoteiog
and oplakd Kotd v Evapén tov peketdv (>1,69 mmol/l-<2,26 mmol/l) o vymid (2,26 mmol/l).

e KAMvikég peréteg, n enintoon [apkiveoviouov kat dvetoviag oe aceveic vtd olaviamivn NTav
apOUNTIKG HeYaADTEPT), OAAE OYL GTATIGTIKA CTILOVTIKA SILPOPETIKN OO TNV OVTIGTOLYN TOL
gKovikov eapudkov (placebo). Ot AapPavovieg ohaviamivn acBeveic iyav pia younAdtepn
enintoon Hapkiveoviopob, akadnoiog Kot SuoTOVIoG GUYKPLTIKA LE AVTOVG TOV EAAUPovoy
TITAOTOLOVUEVES OOOELS AAOTEPIOOATG. AOY® EALELYNG AETTOUEPOVG TTANPOPOPT|ONG Y1 TO
TPOVTAPYOV OTOUIKO 10TOPIKO 0EELDV KOl OWILWOV EEOTLPAMSIKOV KIVITIK®V S10T0pay®DV, dEV
glval duvatov enl Tov TAPOVTOC va amodelydel 6TL 1 oAavamivn TPoKaAEl O GTAvVIo Sy
dvoxvnoia koM dAheg OYipeS EEOTUPAUIIIKOD TOTOV GUVOPOUES.

O&éa copntopata OTmG ePidpwon, abmvia, TPOLOC, Ayxos, vavTia, 1| EUETOG Exovv avapepbel, dtav
N oAavComivn dlaKOTTETOL UPVIdLo.

e kKMvikég peréteg d1dpketag Emg Kat 12 Bdopddmv, 0l GLYKEVIPMOOELS TOV EMMESWV TPOALUKTIVIG

TOV TAAGUOTOG Elyay VITEPPEL TO OVAOTEPO OPLO TOV PLGIOAOYIKOV EVPOVG TTEPITOL 670 30% TV
acevov Vo aymyn pe olaviomivn, Le PVOIOAOYIKA EMITESN TPOAUKTIVIG GTIV OPYIKT EKTIUNON.
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2y mhsoyneio auTtdv TOV 0oBeVAVY, 01 aVENGEIS NTOV YEVIKA NTLES KO TOPEUEIVAY YOUNAOTEPEG
a6 TO SUTAGGLO TOL OVATEPOL OPIOL TOL PVGIOAOYIKOD EHPOVG.

AvemBOunT eVépyELd TOV aVOYVOPISTNKE G KAVIKEG peAéTeg, oty OhokAnpouévn Baon
Agdopévav g Ohaviamivng.

10 Onoc afohoyOnKe amd PETPOULES TWEC 68 KAMVIKEG pedétec, otnv OlokAnpopévn Baon
Agdopévav g Ohaviamivng.

11 Avem@opm evépyeta mov avayvopictnke BAcsl avdopINTOV avapopdV, HETE TV KUKAOQGOpio
TOV TPOTOVTOG, LLE GLYVOTNTA TOV TPOGIOPIcTNKE Ypnoipomoidvtag TV Olokinpouévn Baon
Agdopévav g Ohaviamivng.

12 Avem@0Opm evépyeta mov avayvopictnke BAcsl avBOpUNTOV avapopdY, HETE THV KUKAOQOpio
TOV TPOTOVTOG, LLE GLYVOTNTA TOV TPOGOOPIGTNKE GTO AVATEPO OPLO TOV JSUGTHLOTOG
eUmeTOoLVNG 95%, ypnoonowdvrtag v OlokAnpopévn Baorn Agdopévav g Ohaviamivig.

Moaxpoypdvia £kBeom (Tovddyiotov 48 efdouddwv)

H avoloyio tov acBevdv mov siyov cofapég Kot KAVIKG onIovTIKEG dALAYEC OGOV apopd TNV avénon
Bapovg, tn yAvkoln, v odk) LDL/HDL yoAnotepoin 1 ta tprylukepidia, avénonke pe v mdpodo
ToV ¥povov. e evilikovg acbheveic mTov copminpocav 9-12 piveg Bepameiog, o puOUdS adENGNG TG
UEONG TWUNG TNG YAVKONG TOV aipatog emPpadvuvinke petd and mepinov 6 uvec.

EmnpbdoBeteg minpogopieg yia e1d1kovg minfucpong

e KMvikég peréteg pe nAikiopévoug aoeveig pe avoua, 1 Bepaneio pe ohaviamivn cvoyeticOnke pe
HEYOADTEPT EMITTMOOT BavATOL KOl ayyelokég eykepahkéc ovembounteg evépyeleg (CVAE), og
oLYKPLoN e TO ekovikd eappoko (placebo) (PAéme mapdypago 4.4). TIodd cuyvég avemBOunteg
gvépyeleg Tov oyetilovtav pe tn yopnynon oAaviamivig, o ot T Katnyopia acfevav, ftav ot
dwtapayég Padiong kot ot mtooels. [Tvevpovia, avénpévn Beppokpacio copatog, Abapyoc, epvinua,
OTLTIKEG WELOUIGONGELS KOl aKpATELD OVP®VY TOpATPHONKAV GUYVAL.

Y& KMvikég peréteg acevmv e QapUaKO-ETOYOUEVT] (VIOTOUIVIKOD 0y®VIOTY]) WYOHY®GCT GTO TANICL0
véoov Parkinson, emideivmon TV TUPKIVGOVIKOV CUUTTOUATOV KoL TOV Yeudatctnoemv avaeépbnie
TOAD GLYVA KOl GE PEYOADTEPT GLYVOTNTO ATd TO EIKOVIKO apuako (placebo).

Xe po KAk peAétn acBevav e SimoAikn pavia, n ovyyopnynon Boinpoikot pe ohaviomivn, giye
GOV ATOTEAEGLLO TNV ERPAVIOT ovdeTEPOTEViNG 6€ T0G00To 4,1%. Ta LVYNAQ enimeda TAACUATOS TOV
Baimpoikov gvdéyetan va givat o aitioAoykog mapdyovtag. H cuyyopiynon g oraviomivng pe Aibo
N BaArpoiko glye oav amotérespao avénpéva tocootd (>10%) tpodpov, Enpoctopiog, avEnUEvNg
opeEne kat avénong Papovs. Alatapayn Tov AdYyov, emiong, avagépnke cuyva. Kotd tn didpkela tng
ovyyopnynong tg oraviamivng pe Aibio 1 Painpoikd vatpro/Baimpoikd o&y, pia avénon = 7% tov
Bapovg copatoc amd TV apyikn ektipnomn, topatnpnnke oto 17,4% tov acbevdv, kotd T didpketa
g aymync o&elog paceng (¢mg 6 efdouddwv). H paxpoypovia Bepaneia pe olavioamivn (€mg kot

12 pnveg) yuo TNV TPOANY VTOTPONMV € 0GOEVELG e SITOAIKT| drotapayn EXEL CLGYETICOEL e
avénon =7% and 1o apywod Papog capatoc, 6to 39,9% 1oV acbevav.

Hodrwotpude Tinbovoude

Agv cvvictdtol 1 yoprynon g oraviomivng oe madtd Kot prfoug nikiog kdtw Tov 18 etdv.
[Mapdro mov dev VIAPYOLY KAWVIKEC LEAETEG OYESLOGUEVES Y10, VOL GUYKPIVOLV TOVG EQNPOVG LE TOVG
EVIAAIKEG, TO 0edOUEVH OO SOKIUEG G PNBoVC GLYKPiIONKAY [E To dedopEva Ao TIC dOKIUEG O
EVIIMKEG.

O ax6Aovbog Tivakag cuvoyilet Tig avemBOUNTEG EVEPYEIEG TTOV AVAPEPON KOV e PHEYAADTEPT
ouyvotnTa oe £pnPoug acbeveig (nhkiag 13-17 e1dV) cuykprtkd pe evidikeg acBeveic 1 Lovo Tig
OVETIOOUNTEG EVEPYELES TTOVL TTPOEKLY AV KATA TN S1ApKELD PpayTpdOEGLOY KAIVIKOV SOKILMVY e
£€pnpoug acheveic. Khvikd onpovtikny avénon Bapovg (=7%) tapatnpndnke mo cvyvd otnv opdado
TV ePNPwv aclevdv og cOYKPLOT LLE TOVG EVIAIKEG Le GuYKpioun ékBeom 610 pdppoko. To mocooTtd
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avénong Bapovg kot 1 avaroyio Tov pNPoV acbevdv Tov Tapovcincay KAVIKG oTHavTiKy avénon
Bapovg frav peyardtepa o€ avTovg VIO pakpoypovia £kbeon (tovidyiotov 24 efdonddec) amod 0Tt
o ) Bpayeiog didpketag Exbeon.

Méoa o€ ka0e opdda GUYVOTATOV, Ol AVETIBOUNTEG EVEPYEIEG AVAPEPOVTAL KATE GEPA POivovsag
coPapotntag. Ot 6pot cLYVOTNTOC TOV AVAPEPOVTAL TAPAKAT® Tpocdtopilovtal o¢ eENG: TToAD cuyvéc
(>1/10), cvyvég (=1/100 éwg <1/10).

Awrtapayés Tov petofoiropod Ko TG Opéyng
IToAb cuyvéc: AvEnon Papouc™, avénpéva eminedo TpryAukepidiov, avénon g opeénc.
Toyvéc: AvEnuéva emimeda yonotepding'

AWTapay{S TOL VEVPIKOD GVGTILOTOS
IToAb ovyvéc: KataotoAn (cuurepiiapBdvet: vrepBoAiikdc vmvoc, Anbapyo, vvniia).

ATapayES TOV YOOTPEVTEPLKOV
Yuyvég: Enpootopio

AWTapoyég TOL NTUTOS KAl TOV YO POp®V
IToAD cvyvéc: AbEnon Tev nratikdv auwvotpovepepac®dv (ALT/AST; BAéne mapdypago 4.4).

Hopaxiivikég eetdoseig
Mol ouyvéc: Melopévn oAy xorepvOpivn, avénuévn GGT, avénpéva eminedo Tporlaktivig TOL
TAGGLOTOC™®.

13 Metd ™ Bpoyumpddeoun Oepansio (péon Sidpketo, 22 NpEPEC), TOAD Guxvi HTav 1 avénon Pépovg
>7% omo6 1o apyikd Papog ocdpatog (40,6%), cuyxvi ftav 1 adénon Papovg >15% amod to apyikd
Bapog cdpatog (7,1%) kot >25% Mrav cuyvn (2,5%). Me paxpds diipketag ékBeon (tovAdyiotov

24 eBdopnadeq), 89,4% mapovoiacav avénon Papovs >7%, 55,3% mapovciocav avénon Papovs >15%
kot 29,1% mapovoiacav adEnon Bapovs >25% amd to apyikd Papoc cdpatoc.

“Toaparnpidnkav ce puoloroyikd eninedo vnoteiag oty apyikn ektiunon (<1,016 mmol/l) To omoio
avéndnkav og vynAd (>1,467 mmol/l) kot petaforéc ota TpryAvkepidia vioteiog amd oplakd KoTd
mv évapén tov peretdv (>1,016 mmol/l-<1,467 mmol/l) ce vynAd (=1,467 mmol/l).

B Toapampidnioy cuyvég petaforés oTig Tipég YNoTelag TS OAKNAG XOMGTEPOANC OO PUGIOAOYIKE
enineda oV apykn extipmon (<4,39 mmol/l) oe vymid (=5,17 mmol/1). [ToAd cuyvég Tav ot
LETAPOAEG OTIC TIUEG VIOTELNG TNG OAIKNG YOANGTEPOANG OO OPLOKA EMIMESN KATA TNV EvapEn TV
ueketmv (>4,39 mmol/l-<5,17 mmol/l) o vynAd (>5,17 mmol/l).

18 AvEnuéva emineda mpolaxtivig Tov MAdopatog mapatnpiOnkay oe 47,4% tmv ephfov acevdy.

Avapopd TBavoA0YOLUEVOV OVETBOUNTOV EVEPYELDV

H avagopd mbavoloyoduevemv avemBountov eVePYEIDOV UETA Ao TN YopNyNon adelog KukAopopiag
TOVL QUPHOKEVTIKOD TPOIOVTOC elvarl onuavtikn. Emtpénet ™ ovveyn mopakoiovdnon g oyxéong
0QEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPoidvTog. Znrteitonl amd Tovg emayyeAuotie vysiog va
avaPEPOLVY OTOEGONTTOTE TOAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELIEC LEC® TOV €BVIKOD GLGTNLOTOG
avapopdg Tov avaypdeetal oto [apdaptnpa V.

49 Ynepdoooloyia

Xnueio kot cvurtdpaTo

I31aitepa cuvi N cupmtdpaTa TG VTIEPSOGOAOYN GG (Le TOGOGTO EUPaviong >10%) tepthapfavovy
Tayvkopdia, avnovyio/ embetikotnta, dvcapbpio, Towile e£OTLPAUSIKE CUUTTOUATO KOl LELOUEVO
eMinedo GLVEIONONG, TO OO0 KVUOIVETOL OO OTAT KATOGTOAT MG KOO

Alo KAMvikd onpovtikd cupBdpoto T vTEPIOGOAGYNGNG OATOTELOVY TOPUAT PO, ETANTTUCES
Kkpicelg, kdpo, mhovo Kakoneg GHVEIPOUO OO VEVPOANTTIK(, OVOTVEVGTIKT KOTAGTOAN, EL6POPN O,
VIEPTOOT 1} LILOTOOT, Kapdtokn appubuic (T0cooTtd gnpdvions <2% TmV TEPIMTOCEMV
VIEPSOCOAOYNONG) KOl KAPILOAVATVEVCTIKTY avakonn. Motpaieg expfdoeig Exovv avagepbet pe ofeieg
VIEPSOGOAOYNGELS TOGO YOUNAES 000 Ta 450 mg, adAd ko emiPimon €xet emiong avapepbel petd and
o&eio vrepdocoroynon pe Tepimov 2 g and 1oL 6TOUATOG OAaviamivn).
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Avtyetomion
Agv vtapyet €101K6 avtidoto yio Ty odaviomivn. IIpoxinon euétov dev mpoteivetatl. H ypnon tov

KaO1EPOUEVOV SUOTKOCIDY AVTILETMTIONG TNG VIEPIOGOAOYNONG (T.). TAVOT| GTOUMYOV, YOPNYNOoN
gvepyov avOpaxa) pmopet va epappocbei. H tavtdypovn yopriynon evepyod dvBpaka £de1&e 6Tt
HELDOVEL TN ProdlabesitdtnTo TS amd Tov CTOUATOC Yopnyovuevns olaviamivng og mocootd 50-60%.
H cuuntopatiky ovTiet®dmion Kot 0 EAEYY0S TV AELITOVPYLOV TOV (OTIKOV 0pYav®Y LITopoLV Vo
€QapproovTal avaAloya [E TNV KAWVIKT KATAGTOOT) TOV 060gvong, Tepthapufavopuévng tng
OVTILETOTIONG TNG LTOTOUON G, TNG KUKAOPOPLOKNG KATEPPELYNG KOL TNG LTOGTNPENG TV
OVOTTVEVGTIK®V AELITOLPYIDV. M1 ypnoonoleite enveppivn, viomapivn 1 dAAeg

GUUTAON TIKOUIUNTIKES OVGIEG UE P-0y@VIGTIKY dpaoTnPLOTNTa, ETEWN 1) O1EYEPOT TV B-VTOJOYEDV
evoéyeTan va emdevmoel TNy vrdtaon. H kapdiayysiokn mapakorovdnon eival anapaitnn yio tov
Eleyyo mBavmV appLOdY. ZTevn| TPk exifAeyn Kot Tapakolovdnon eivar amapaitntn péxpt o
acfevig Vo avaKGpYEL TAPWC.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokodvvopikE 1010TNTEG

Ddoppokobepamentikn Katnyopio: yoyoAnmrikd, owaleniveg, o&alenivee, Osialemiveg ko o&emivec.
Kwdwog ATC: NOSA HO3.

DapokoduvaKE EMOPACELS

H oAhavComivn etvat évag avTiyuyoTikos, oVIILOVIOKOG Kot 6TofEPOTOTIKOG TG 0140g0mC
TOPAYOVTOG, O OTOI0G EKONADVEL EVOL EVPV PAPLUKOAOYIKO TPOPIA eMOPAcE®Y GE £va, aplOpd
GLOTNUATOV VTOSOYEMV.

211c mpokhvikég pehéteg, 1 ohaviamivn £dg1&e ynukn ovyyévela (Ki <100 nM) yio gupd edopa
VTOS0YEMV OTIMG 01 VITOdoYElS TG aepotoviving SHT2ac, SHT3, 5HTs, o1 vrodoyeig tng viomauivng
D1, D2, D3, D4, Ds, ot povokapvikoi vrodoyeis tng aketvAoyoiivng M1 Ms, o1 adpevepyikol vrodoyeig
o1 Kot 01 vtodoyeic g wotapiving Hi. Ot pehéteg ouumeprpopds oe Cma pe v olaviomivn édei&av
SHT, vtomapivikd Kot yoAvepyiko aviaymvicopd, copPotd Le To TpoPil GOVIESTC VTOJOYEMY TOV
eopudxov. H ohavomivn epedvice peyardtepn in Vitro cuyyéveto yio tovg vrodoyeis g
oepotovivng SHT, mapd yia tovg vwodoyeig tng vromapivng D2 ko peyarvtepn SHT mapd D
dpaotnprotnta o€ in Vivo povtélo (mpdtuma). Hiektpopuololoyiké peéteg é6g1i&av 6t
olovCamivn eKAEKTIKA PELDMVEL TO pLOUO TVPOSITNONG TV pesoUeTULY UKDV (A10) VToTapVEPYIK®Y
VELPOV®V, EVD EYEL LIKPT eTidpacn otn pehovoppafdmtn 006 (A9) 1 omoia eumAékeTal otV
kwvnrikotnta. H ohavlamivn mepiotédhet pio eEapmpévn ovtidpaon amopuyns, SOKILOGIo EVOEIKTIKY
OVTLYLYOTIKNG OpacTNPLOTNTOC, GE OOGELS TOV OEV TPOKAAOVYV KATUANYIN, Lt OpACT) EVOEIKTIKN
eEOMUPOUISIKOV TOTOV TOPEVEPYELDVY. AVTIOETA TPOG GALD AVTIYLYOTIKG QAPLOKA, T oAoviamiv
ALEAVEL TNV OVTOTTOKPIOT) G L0 “ayXOAVTIKY]” SOKIHOGIAL.

e uehétn Topoypagiog Exnounng Iolitpoviov (PET) uiag epdma 66omc (10 mg) o€ vyieig
gfehovtég, N ohaviamivn epeavice peyadvtepo Pabud odvdeong pe toug 5-HT24 vrodoyeic amd 6T pe
ToVG Vodoyelg TG vromapuivng Do, EmmAéov, pio pehétn opiloppevikdv acbevav e xpnon
Topoypagiog Amiov ®wtoviov (SPECT) anoxdivye 411 o1 avtamokpivopevol otnv oloviamivn
acBevelg siyav pikpotepn D2 ouvdeon 6 vevpmdVEG TOL PAPIDOTOL COUATOC TOPE O1 AVTATOKPIVOLEVOL
G€ TUTTIKA VTIYUYOTIKA - Kol PLOTEPOOVT - acBeVEIC Kot GLUYKPIGIUN LE QLT TOV OVIOTOKPIVOUEV®V
o€ Kholomivn acBevav.

Klwvun oroteleocuotikdTnTo

e 000 amod TIg 600 pE EKOVIKO PAPLOKO Kol OTIS OV0 OO TIC TPELS GVYKPLTIKES EAEYYOUEVES OOKIUEG
ue mep1ocdtepovg TV 2.900 oylloepevik®dv acbevdv ot omoiot epeaviiay 0eTicod Kot apvnTIKoy
TOTOV GLUTTOUATA, 1) OAOVEATIV) GLVOOEVTNKE OO GTATICTIKA GMUOVTIKEG LEYOADTEPES PEATIDCELG
OTO APVNTIKE OT®G EMIOTG KOl 6T OETIKA CUUTTOUATA.
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e o ToAvEBVIKT, SITAN-TVEAT, GUYKPITIKY LEAETT oYIloPpEVELNG, OYLLOGLVAIGONUATIK®V Kol
oLVOPOV dlatapaydv, | omoia teptedapuPave 1.481 acbeveig pe mokidov Pabpov cuvodd
KaTafMmTikd copntopato (Léon Pabpoloyia katd v eloaywyn ot pekétn 16,6 otnv Kiipaxo
Montgomery-Asberg Depression Rating Scale), pio Tpoomtikn devTepoyeEVg aviAvom TG LETOPOANG
g ovvaicOnpatikig Pabporoyiog amd TV lcaymyN LEYPL TO TEAOG TNG LEAETNG £0€1EE OTOTIOTIKA
onuavtiky vrepoyn (p= 0,001) otovg acBeveic mov Erafav olaviamivn (-6,0) GLYKPITIKA LE 0VTOVG
nov éAafav olomeptdoin (-3,1).

e aobBeveig pe poviakd 1 HeKTd emelcdota dSumolkng dratapoyne, n oAaviamivny anedeiybet 6Tt £xel
HEYOADTEPT] ATOTEAEGLLATIKOTITO £VOVTL TOV €1KOVIKOD Qapudkov (placebo) kot Tov faimpoikol
vatpiov (divalproex) otnv eAGTTOON TOV HOVIOK®OV GOUTTONATOV evTog 3 efdopddmv. Emiong, n
olavComivn eLedvics TopOLOLN ATOTELEGUATIKOTNTO LE TV OAOTEPIOOAT OGOV APOPA TO TOGOGTO
TOV 000EVMOV GTOVE 0TTOI0VG EMTEVYONKE TANPNG LIOYDPNOT TOV CUUTTOUATOV TNG LLOVING KOl TNG
KatdBAymg, oe 6 kot 12 efdouddeg. e pio peAétn cvyyopnynong 6mov ot acbeveig Ehafav Aibo 7
Baimpoikd yio TovAdyiotov 2 efdopddeg, n Ttpocsbnkn 10 mg oiaviamivng (cvyyopnynon pe Aibo 1
BaAmpoikd) eiye cav amotéAeso pio LeyaAdTEPT LEIMOT) TOV LOVIOKOV CUUTTOUATOV, GTO SIAGTI L0
TV 6 gfdoUAd®V, GLYKPLTIKA LE TN XOPTYyNon Hovo Paimpoikov 1 Abiov.

e o LeAETN 12-punvng didpketog TpOANYNG TOV LIOTPOTAOV, 0 acheveic e pHaviaKd ETelcod10, Ot
omoiot emétuyav Veeon pe odaviomivn kot Katdmy Katavepnonkav toyotorompéva e oloviamiviy 1
g1KovVIKO dapuaxo (placebo), n odaviomivny £0e1&€e GTATIOTIKG GNUAVTIKT VITEPOYN EVOVTL TOV
giovikoV pappdiov (placebo), 6to KOPLo KATAANKTIKO GNUElD TNG LEAETNG, TOV APOPOVCE TNV
VIOTPOTN TG SOk G dtotapoyns. H odavlamivy eniong eleavice GTATIGTIKA CNUAVTIKT VTEPOYN
£VaVTL TOV EIKOVIKOV @apudiov (placebo) oty TpdAnyn vwoTpomng gite g paviag gite g
KatdOAymC.

Xe o peAétn 12-punvng didpketog TpOANYNG TOV LIOTPOTTAV, o€ acheveic e poviaKd enelcod10, ot
omoiotl emétTvyav HPeon pe cuyyopnynon oraviamiving kot ABiov Kot 6T GUVEKELN KaTaveunOnKoy
toyoomompéva og oloviamivn 1 Aibo, N oAaviamivi oy oTaTioTiKd 1odvvaun pe To Aifo oto
KOPLO KOTOANKTIKO OTNUElo TNG LEAETNC, OGOV 0pOPE TNV LTOTPOTI TNE SUTOAKNG SLOTAPOYNG
(ohavComivn 30,0%, AiBo 38,3%, p = 0,055).

e pa 18-pnvn perén ovyyxopnynons, oe acteveic pe poviako 1 piktd engicdoto, ot omoiot
otabepomomOnkayv pe olaviamivn kat éva otabepomom g dtdbeong (Aibio 1| PaAmpoixo), n
LOKPOYPOVIL GUYYXOopTynoT odaviomivng te AiBto 1 PaATpoikd dev TAV GTATIGTIKA GTLOVTIKY
vrepéyovoa g povobepaneiog pe Aibo 1 fainpoikd, 6Gov apopd v kabvoTéPNon TG EUPAVIONS
VIOTPOTNG TNG HIMOMKNG O1ATUPAYNG, COUPMVA LLE TO KPLTHPLOL (S10yVOGTIKE) TOV GLUVIPOLOV.

Hodwotpude Ttinbovoude

Agdopéva eheyyOUEVG ATOTEAEGLATIKOTNTAG 0€ EPMPovg (MAtkiag 13 émg 17 eTmdVv) Tpoépyovtat amd
pKpng O1apKetog LeAETeS Yo TN oyloppévela (6 efdouddes) Kat yia Tn povio wov oyetileTot pe
duolkn datapoyn tomov I (3 efdopddec) pe coppetoyn Myotepmv ond 200 epnPov. H ohaviamivn
yopnyNONKe pe EVEMKTO S0GOLOYIKO GYNLa e dOon EvapéEng 2,5 Tov KuudvOnKe edg Kot

20 mg/muepnoing. Kotd m didpkela Oepanciog pe oloviamivn, ot £pnpotl Topovciocay onUavTIKE
peyorotepn avénon Papovg oe suykpion pe tovg evidikeg. H avénom otig Tyuég vnoteiog tng oMKng
yoAnotepoing, g LDL yoAnotepoing, tav TptyAvkepidiov Kot g Tpolaktivng (BAEre

mapaypaeo 4.4 ko 4.8) frav peyaldtepn oTovg EPNPovg CLYKPITIKE e TOVG EVAAIKES. AgV VAP oLV
ELEYYOUEVO. DESOUEVA Y10, TT) OLOTHPTOT| TG OTOTEAEGLOTIKOTNTOG 1) OEG0UEVOL LOKPOYPOVIOG
acpdrelag (PAEne Tapdypago 4.4 kot 4.8). [TAnpopopieg oyeTikd pe LokpoypOVIO 0CQAAELL
TPOEPYOVTAL KUPIMG ATO VoL TOV GYEOCLOD, U EAEYYOUEVA dESOUEVOL.
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52  ®appoxokivnTIKEG 1O10TNTES

H olavlamivn o€ diokia dacmelpdpeva oto otopa etvon Broicoddvoun pe tnv ohaviomivn Tov
EMKAAVUUEVOVY O1OKImV, UE £va TAPOLO10 TOGOGTO Kot £kTacn aroppoenone. H ohaviamivn o
dtokio SLOOTEPOUEVO GTO GTOUN EIVOL SUVATOV VO, XPTCLLOTOLEITAL GOV EVOAAUKTIKY LOPPT| TNG
olovlamivng TV ETIKOAUUEVDV O1oKImV.

Amoppoonon

H olavlamivn amoppo@dtol Kahd LeTd T YOp1yNoN 0md TOV GTOUATOG KoL T LEYIOTO EXITESN GTO

T doua emtTuyydvovTtal eviog 5-8 mpav. H amoppdenon g dev emnpedleton amod ) Aqyn tpoenc. H
amoAVTN PlodiafesILOTNTO TG OO TOL GTOUOTOG YOPNYNONG OYETIKA e VTN TG EVOOPAEPLOG dEV
&xel Tpocdlopiobet.

Katavoun
To mocootd ohvdeons e oAavianivng Le T TpwTEiveg ToL TAdGHaTOG NTav Tepimov 93% ue e0pog

ovykévipmong 7 €wg 1.000 ng/ml mepimov. H odavlaniviy cuvdéetal kupimg pe T Aevkmpativ Kot
™V 01-6&vN-yAVKOTPMOTEIVY).

Biopetaoymuatiopdc

H oAavlomivn petaforileton oto fmop pécm 0dmv ovulevéng kat o&gidwonc. O kvplog petaforitng
o710 aipo givar To 10-N-yAvkovpovidio, To omoio de dlamePVA TOV Ao-eYKEPAALKO epoyud. Ta
rkutoypopate P450-CYP1A2 kot P450-CYP2D6 eivar vrehBuva, yio Tov GynUaTicpd tmv
N-deopebur- kot 2-v8po&vuedvA- petafoltdv, ol 0moiol ERPAVICAY CTLOVTIKE UKpOTEPT iN VIVO
QUPUAKOAOYIKT dpaoTIKOTNTA 0o TNV oAaviarivn o€ peiéteg (dwv. H xopla @apuarxoroyikn dpdon
opeiletal ot UNTPIKN oAaviamiv.

Amofoin
Metd v amd Tov 6TOHATOG Yop1yNomn TG oAaviamivig, 1 péor tehkn Numepiodog amoPoANS TG
olaviomivng o€ vyu) Gtopa TOoiAAEL avaAoyo Pe TNV NAKIO Kot TO QOAO.

e vym nAKIopéve, atopo (65 TV 1| TEPIGGOTEPO) GE GVYKPLON UE UN NAIKIOUEVE VYL GTOUA, 1)
péon numepiodog amoPorng tng ohaviamivng ftav mapoteTtapévn (51,8 évavt 33,8 mpeg) ka1
kdBapon Nrav shattopévn (17,5 évavtt 18,2 I/hr). Ot pappokokivTIKEG S1apopég o€ NAKIOUEVA
dtopo evpiokKovTol VIO TV 0pimV SIOKOUOVGTC TOL TOpATNPOVVTOL GE Un NAKIoUEVA dtopa. Xe 44
oyloppevikovg acbeveic nlikiag >65 etdv, o1 omoiot Elafav docelg olaviomivng neta&y S kot

20 mg/muepnoing, dev mapotnpnOnke KAmoo 11aitePo TEPiypappa (TPOPiA) avemBOUNTOV
EVEPYELDV.

Xe Yuvaikeg GUYKPITIKA HE AVOPES, 1 LEoT Numepiodog amofoing tng odaviamivng fTav KAmmg
ueyaAvtepng ddpketag (36,7 évavtt 32,3 dpeg) ko M kéBapon frav pikpdtepn (18,9 évavt 27,3 I/hr).
Qo16060, N ohavlamivn (5-20 mg) £de1&e Eva GLYKPIGILO TPOPIA acpareiog oTig yuvaikeg (n=467) pe
avtd TOV avopav (n=869) acbevov.

Neppwr dvcAertovpyia

e aoBeveic pe veppun avendpkela (kdbapon kpeatvivng <10 ml/min) cuykpitikd pe vyl dTopa, dgv
mapaTnPeNOnKe onuavtikn dtapopd otn péon nuumepiodo amoPfoing (37,7 évavtt 32,4 dpeg) | otV
kaBapon (21,2 évavtt 25,0 I/hr). Mia perétn mass balance £6gi&e 611 10606716 meEpimov 57% g
padtoonuoacpévng olavioamivng aviyvedhnke ota 00pa, KUPIMG LUE TN LOPPT TOV UETAROATMV.

Hratikn dvciettovpyio

Mio, pukpn peAETN Yo TNV ETIOPOOT TNG SATUPOYUEVNS NTATIKNG AELTOVPYING GE 6 ATOUA e KAMVIKG,
onuovtikn xippowon (Kammyopia A (n = 5) xor B (n = 1) katd Childs Pugh) aroxdivye pikpn
EMOPUOT OTN PAPLOKOKIVITIKT TNG 0O TOL GTOUOTOC YopNnyovpevns ohaviomivng (2,5 - 7,5 mg
epanag 06om). Atopa pe Ne £0G LETPLO NTATIKY SOLGAEITOLPYIO ELYOV EAAPPDG CLENUEVN
GLOTNUOTIKY KABapon Kol TovTEPO YPOVo NUIL®NG amoPoAng o cOYKPIOT LE TO ATOUO XWOPIg
nratikn dvcAettovpyia (n = 3). Ypyov TepiocoTePOL KATVIGTEG LETAED TOV ATOUMV LE Kippmon
(4/6, 67%) amd 6,11 petald TOV aTop®Y YOpic nratikn dvciertovpyia (0/3, 0%).
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Kénviopo
Y& UN-KATVIGTEG GE GUYKPLOT| [E KOTVIOTES (AVOPES Kol YOVOIKeS) 1 LEGT Mumepiodog amoPoing tng
oAavamivng mapatabnke (38,6 évovtt 30,4 mpeg) ko 1 kdBapon elattmbnke (18,6 Evavtt 27,7 I/hr).

H «éBapon g oravamiving and To TAAGHA Elval LUKPOTEPT OTA NMKIMUEVH GE GUYKPLON LE VEQPD
dTOU, OTIC YUVOIKEG GE GUYKPIOT LE TOVE AVOPES, KOl GTOVG LN KOTVIGTEG GE GUYKPIGT JE TOVG
KkamvioTtéc. Evtontolg, 1 omovdaidtra g enidpaong e nAkiog, Tov @OAOL 1| TOL KOTVIGHOTOC 6TV
KkdBapon kot v mepiodo Nulong e oloviamivng sivat pikpn o€ chyKpLon LE TN YEVIKT SLOKOLLOVON
HETOED TV S10pOp®V 0G0eVDV.

Am6 ta dedopéva piog perétng oe Kavkdolovg, lanmves kar Kivé{ovg, dev mpoékuyav dlopopiés oTig
QOPUOKOKIVITIKEG TOPOUUETPOVE OVALETT GTOVG TPELS ALTOVE TANBVoUOVC.

Hodwotpucde Ttinbovoude

"Eonpot (nhikiog 13 €mg 17 etdv): Ot @opuaKoKvnTIKEG 1O10TNTEG TNG oAaviamivng eivon mapdpoteg
petaéd Tov PPV Kot TV EVAMKOV. ZTIG KAVIKEG HEAETEC, 0 LEGOC Opog EkBeong otnv olaviomivn
ntav mepimov 27% vyniotepog aTovg £pNPovg. Ot dNUOYPAPIKEG d1aPopEg LETAED TV EPNP®V Kot
TOV EVNMKOV TEPIAAUPAVOUV TO HEIWUEVO KOTA PLEGO OpO PApog cMUATOG, EVMD AtydTEPOL EPM ot NTOV
kamviotéc. O mapdyovteg avtol mbavd cuufdiovy otn peyaAvtepn Katd LEGO Opo kOGN TOV
mapoTnpROnke otovg epifoug.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Ofsio (e0bmaé-0001c) ToEIKOTNTO

Ta onpeio TG amd Tov GTOHNTOG TOEIKOTNTAG OTO TPMOKTIKA TOV YOUPAKTNPLIOTIKAE TWV 1GYVPDYV
VEVPOANTITIKGOV QOPUAK®OV: LEIMON TNE OpAcTNPLOTNTOC, KOWA, LVIKOS TPOUOC, KAOVIKOL GTOGHO1,
GlEAOPPOL Kal HElOT TOV copaTiKoL Bapovg. Ot péoeg Bavatneopeg S6GELG NTav TEPITO

210 mg/kg (og movtikong) ko 175 mg/kg (o apovpaiovs). Mepovopéveg amd Tov GTOHOTOS dOGELS
¢w¢ 100 mg/kg yvav avektéc o€ KOVEC Yopig TV epeavion Bavatwv. To kKAvikd onueio
weplapfavoy Kotaotoln, atatio, puikd Tpopo, ovénomn tng Kopdlokng cuyvOTNTUS, EPYDON AVOTVOT,
poon kot avope&io. Xe mOKovs, LEPOVOLEVEG AT TOL 6TONATOG 00oelg £mg 100 mg/kg mpokdiecav
AN PN eEAVTANON EVD, G VYNAOTEPES OOGELC, LEPIKT ATMAELD TN GVVEIONOTG.

To&wotnta petd omd emavelinuuéves 806E1g

e nehéteg drapkeiag péypt 3 VoV g TovTikovg Kat pEypt 1 £Tovg o€ apovpaiovg Kot KOVES, Ta.
KOPLO. GUUATOWNOTA TAV KATAGTOAT ToV KN, avTiyodvepyikéc dpaoelc Kot mepipepkég
OLULOTOAOYIKES SroTapayEc. Avamtiydnke avoyn otnyv katactodn tov KNZ. O mapduetpot avamtuéng
pewmdniay pe n xopynon vynidv d6cewv. Ot avacTpéyleg avemBOUNTEG EVEPYELEG O OTTO1EG YTV
ovuPatég pe ta avEnpéva eTimeda TPOAUKTIVIG e 0povpaiovg TepAaupavay peimon tov Bapovg Tomv
®OINK®V Kot TNG UTPOG Kot LOPPOAOYIKEG HETAPBOAEG TOV KOATIKOD emBnAiov Kot Tov palikon
adéval.

Awatoloykr) tofudtnta

MetofoAéc TOV AUATOAOYIKOV TOPAUETPOV TopaTpRONKaY o OAa Ta €idn (omv,
GUUTEPTLOUPOAVOLEV®V TOV 00G0-£EAPTOUEVOV LEIDCEMY TOV TILMV TOV AEVK®V OLOCPAPIOY CE
TOVTIKOVG KOl TOV UN-E0IKAOV UEIDCEDV TOV TILOV AEVKOV OLoc@upinv o€ apovpaiove. Qotdc0,
dev maponpnOnKe KLTTOPOTOEIKOTNTA GTO HVEAD TOV 0GTMV. AVAGTPEYIUN 0VOETEPOTEVID,
Opoppoxvtonevia 1 avaipio TapatnpRONKay 6€ 0plopEvong Koveg mov Eaafav 00celg 8 1

10 mg/kg/muepnoing (cuvoiikn ékBeon og odavianivy [AUC] ftav 12-157Adc10 avTig TOV aTOo
oL éAaPe 12 mg ohaviomivng). e KOVEG TOL £MAGYOV OO KVTTAPOTEViD, dEV TopaTnpOnKay
avemBouNTeg EVEPYELES OTO TPOYEVVITIKA (apy€yova,) KOHTTOPO KOt 0TO KOTTOP TOAAUTANGLOGULOD
TOL HVEAOD T®V 0GTOV.

To&wotnta oty avorapoyoyn
H olavlomivn dev €xet tepatoyovo dpdaon. H kataotodn ennpéace v wavotnta (Evyap®dIoTos Tov
appévov apovpainy. Ot oiotpikoi kOKAOL emnpedcOnkav oe 66celg 1,1 mg/kg (3 popéc avatepe g
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UEYIOTNG avOpdTIVI G 8OGTG) KOl Ol TOPAUETPOL AVATOPOYDYNG EXNPEAGOHN KOV GE APOVPAIOVS TOV
éhaPav dooelc 3 mg/kg (9 popég avmtepeg g peyiotng avBpdmivng 666mG). ZTovg 0moyovVoLg
apovpaiov mov Erapav odaviamivn, mopatnprOnkoayv Kabvotepnoelc g avanTuéng Tov euPpiov Kot
TOPOOIKEG LELDGELS TG OPOCTNPLOTNTAS TOVC.

MetorhaEeoyéveon
H ohavlomivn dev mpokdrece LETOAAEEIC G€ OLEG TIC TUTIKEC SOKILOGIES, Ol 0TTOleg TEPIAGUPavaY
dokpacieg petdAraéng o Boktnpidia Kot in Vitro kot in vivo doxipacies o Onhoctucd.

Kopkivoyéveon
Me dedopéva To ATOTELEGLOTO TOV LEAETOV GE TOVTIIKOVG KOl 0pOVPAiOVS, CUUTEPAIVETOL OTL ™|

olaviomivn dev €xel KapKivoyovo dpdoT).

6. OAPMAKEYTIKEX TAHPO®OPIEX

6.1 Katdrloyog ekdoymv

Movvitoan

Acmoptaun (E951)

Mayviolo oteatikd

Kpoonofid6vn tomov B

Aaxtoln povobdpikn

Ydo&vmporvAokvtTapivn

Behtiwtikd yevong Aepovt [(rapackevacpota) BeAtiotikod(dv) yevong, paitodestpivn, cakyapoln,
apafkn kouut (E414), tpo&ikn yAvkepodn (E1518) ko a—Tokopepoin (E307)]
6.2 AovpPatoTnTeg

Agv gpappoletat.

6.3 Awdpxera ong

2 ypovia

6.4 Iowitepeg Tpo@LAGEELS KOTE TN OOAAEN TOV TPOiIGVTOG

DdvAdocete oTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OO TO PG,

6.5 @von Kol 6VETUTIKA TOV TEPLEKTN

Olanzapine Teva 5 mg dickio S106TEPOUEVA GTO GTOWO

Koyélec (blisters) and OPA-Al-PVC/Al, og yaptiva kovtid tov 28, 30, 35, 50, 56, 70 11 98 diokiwv
SLOOTIEPOUEVOV GTO GTOWA OVE, XOPTIVO KOVTL.

Olanzapine Teva 10 mg diokio S106TEPOUEVAE GTO GTOWO
Kvoyéheg (blisters) amd OPA-AI-PVC/Al og yaptiva kovtid tov 28, 30, 35, 50, 56, 70
98 doTEPOUEVOV GTO GTOUN OVE YAPTIVO KOVTI.

Olanzapine Teva 15 mg diokia Swomelpdueve 610 6Tdua
Kvoyéheg (blisters) amd OPA-AI-PVC/Al og yaptiva kovtid tov 28, 30, 35, 50, 56, 70
98 dwomEpOUEVOV GTO OTONA VA YAPTIVO KOVTI.

Olanzapine Teva 20 mg diokio S0GTEPOUEVO GTO GTOULO
Kowyéheg (blisters) andé OPA-AI-PVC/AL og yaptiva kovtid towv 28, 30, 35, 56, 70 1
98 dwomEPOUEVOV GTO GTONA VA YAPTIVO KOVTI.
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Mmropei va unv kukAo@opolOv OAES 01 GUCKELOGIES.
6.6 Idwitepeg TPoPUAGEELS ambppLYNG

Kopio g1dwn vroypéwon.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Olanzapine Teva 5 mg diokio S106TEPOUEVE GTO GTOUO,
EU/1/07/427/023 — 28 diokia avd kovti
EU/1/07/427/024 — 30 diokia avd kovti
EU/1/07/427/044 — 35 dioxio ovd kovti
EU/1/07/427/025 — 50 diokio ové kovti
EU/1/07/427/026 — 56 diokia avd kovti
EU/1/07/427/054 — 70 diokia avd kovti
EU/1/07/427/064 — 98 dickio avd kovti

Olanzapine Teva 10 mg diokio S10GTEPOUEVO GTO GTOUL
EU/1/07/427/027 — 28 dioxio ovd kovti
EU/1/07/427/028 — 30 diokia ové kovti
EU/1/07/427/045 — 35 diokia avd kovti
EU/1/07/427/029 — 50 diokia avd kovti
EU/1/07/427/030 — 56 diokio ovd kovti
EU/1/07/427/055 — 70 diokia avd kovti
EU/1/07/427/065 — 98 diokia avd kovti

Olanzapine Teva 15 mg dickio S106TEPOUEVO GTO GTOULO
EU/1/07/427/031 — 28 diokia avd kovti
EU/1/07/427/032 — 30 dioxio ové kovti
EU/1/07/427/046 — 35 diokia avd kovti
EU/1/07/427/033 — 50 diokia avd kovti
EU/1/07/427/034 — 56 diokia avd kovti
EU/1/07/427/056 — 70 diokio ovd kovti
EU/1/07/427/066 — 98 diokia avd kovti

Olanzapine Teva 20 mg diokio S10GTEPOUEVO. GTO GTOU
EU/1/07/427/035 — 28 diokio avd kovti
EU/1/07/427/036 — 30 diokia avd kovti
EU/1/07/427/047 — 35 diokia avd kovti
EU/1/07/427/037 — 56 diokio ovd kovti
EU/1/07/427/057 — 70 diokia avd kovti
EU/1/07/427/067 — 98 diokia avd kovti

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 12 Aekepuppiov 2007
Huepounvia tekevtaiog avavémong: 12 Askepppiov 2012
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10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

{MM/EEEE}

Aemtopepeic TANpoPopieg Yo TO TOPOV PUPUOKEVTIKO TPoioVY gival Slabéaieg oTov SIKTLAKO TOTO
tov Evponaikod Opyavicpod @apudkmv: http://www.ema.europa.eu<, kot 6Tov dtadiktuakd T0mo
tov {ovouacio tov EBvikod Opyavicuod tov Kpdrovg Mélovg (cuvdeouog)}>.
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ITAPAPTHMA 11

MHHAPAXKEYAXTHX(EY) YHHEYOYNOX(OI) I'TA THN AIIOAEEMEYXH
TQN ITAPTIAQN

OPOI'H TIEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEMATIKH XPHIH TOY ®»APMAKEYTIKOY ITPOIONTOX
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A. TIAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

Ovopa kat d1evfvvon tov(wv) TopackevasT(dV) Tov givor vTeLOLVOC(01) YO TNV OTOOEGUEVCT TWV
TaPTId @V

Teva Pharmaceutical Works Co. Ltd
Pallagi ut 13

4042 Debrecen

Ovyyapio

TEVA PHARMA S.L.U.

Poligono Industrial Malpica, ¢/C, no. 4
50.016 Zaragoza

Iomavia

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren
Teppovia

Teva Pharma B.V.

Swensweg 5

2031 GA Haarlem

OAMovdia

210 €VTUTO GUAAO 03N YLDV YPNONG TOL POPUOKEVTIKOD TPOTOVTOG TPEMEL VO OVAYPAPETOL TO GVOLLOL
Kot 1 31e0BVVeN TOL TAPACKELOGTN TOL Elval VITEHOVVOG Y10 TNV ATOOEGUEVGT) TG GYETIKNG TAPTIOOGC.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT) CLVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX

o Ex0<oe1g meprodikig mapakorovdneng g ascoarerag (PSURS)

Ot amaitnoelg o v vroPoAr twv PSURS yia to ev Adym @apuokevtikd mpoidv opilovial otov
KatdAoyo L TIC nuepounvieg avapopds s Evoong (katdroyog EURD) mov mapatibBeton oty
apdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdBe erakorovdng enkaipomroinong
OGS ONUOCIEVETAL GTIV EVPOTOIKT] SUKTLOKT TOAN Y10, TO PAPLLAKAL.

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

. Yyéono owayeipiong Kivovvovu (ZAK)

Agv epappdlerar.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 2,5 mg emikaAvppévo pe Aentod VPEVIO diokia
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emukodlvppévo pe Aemtd vpévio dtokio mepiéyet: 2,5 mg Oiavlomivn.

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpixn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emKOAVUUEVO LE AETTO DUEVIO dloKio
30 emKOAVUUEVO e AETTO DUEVIO JLOKIN,
35 gmuolvppéva e AemTd VUEVIO oKl
56 emicoAvUPEVO LE AETTO DIEVIO O1oKIaL
70 emKoAVUUEVO, e AETTO DUEVIO JLOKIO,
98 emucolvppéva e AemTd VUEVIO oKl

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

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

Ao oTtOUATOC Yp1IoN

6. EIAIKH IPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

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

(7. AAAH(ET) EIAIKH(EZ) HPOEIAOIMOIHZH(EIL), EAN EINAI AAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

47



| 9. EIAIKEX XYNOHKEX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25°C.
DVAAGGETE GTNV OPYIKT] GLOKEVAGI Y10 VO TPOCTATEVETAUL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN [TOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXIH KATOXOY THX AAEIAYXY KYKAO®QOPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOX(OI) AAEIAYX KYKAO®QOPIAX

EU/1/07/427/001
EU/1/07/427/002
EU/1/07/427/003
EU/1/07/427/038
EU/1/07/427/048
EU/1/07/427/058

13. APIOMOX HAPTIAAX

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIIEX XPHIHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Teva 2,5 mg emikaAvpuévo pe Aentd VPEVIO diokia

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

A16d100T0TOC YPOUU®TOS KOdKaG (2D) mTov pépet Tov TepAn@BEvTa LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX

Olanzapine Teva 2,5 mg ernikaAvppévo pe Aentd vpévio diokia
olanzapine

| 2. ONOMA KATOXOY THX AAETAYXY KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAYX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 5 mg smikaAvppévo pe Aentd vpEVIO diokia
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emucorvppévo pe Aemtd vpévio diokio mepiéyet: 5 mg Oraviamivn.

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpikn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emKOAVUUEVO PE AETTO VUEVIO dloKiol
28 x 1 emkoAvpupéva, e AeTTO VUEVIO JLoKI0L
30 emucoAvppéva e AemTd VUIEVIO oKl
30 x 1 emkoAvoppéva e AETTO VUEVIO dloKia
35 emKkoAvUUEVO e AETTO DUEVIO JLOKIN,
35 x 1 emoloppéva pie Aento LUEVIO d1oKiN
50 emkoAvUpEVO LE AETTO DIEVIO O1oKIM
50 x 1 emkaAvppEVOL PE AETTO VUEVIO dloKio
56 emualoppéva e Aento LUEVIO dloKin
56 x 1 emkaAvppéva Pe AETTO VUEVIO OloKia
70 emkalvppéve pe AETTO DUEVIO O1oKia
70 x 1 emkoloppéva pie AeTTO LUEVIO OloKiN
98 emucolvppéva pe AemTd VIEVIO oKl
98 x 1 emkaAvpupéva e AETTO VUEVIO dloKin

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPTOT).

Ao otouaTog ¥pron

AEN ITPOXEITIZOYN TA ITAIAIA

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

Na euidooetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyYilovv Ta, TOLOA.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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| 8.

HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX @PYAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DduAdocete 6NV OPYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.

Swensweg 5
2031GA Haarlem
OM\avdio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/004
EU/1/07/427/005
EU/1/07/427/006
EU/1/07/427/007
EU/1/07/427/039
EU/1/07/427/049
EU/1/07/427/059
EU/1/07/427/070
EU/1/07/427/071
EU/1/07/427/072
EU/1/07/427/073
EU/1/07/427/074
EU/1/07/427/075
EU/1/07/427/076

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZEH I'lA TH AIAGEXH

15. OAHI'IEX XPHXHX
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16. TAHPO®OPIEX XE BRAILLE

Olanzapine Teva 5 mg emucoAvppévo pe Aentd vpéVIo diokio

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

A160146T0TOC YPAUUU®TOS KDOKAS (2D) Tov pépel Tov TEpIANEOEVTO LOVAOIKO AVAYVOPLGTIKO KMOKO.

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

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 5 mg smicoAvppéva pe Aentd vpEVIO diokia
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 7,5 mg emikaAvpuévo pe Aentod VUEVIO diokia
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emuxodvppévo pe Aemtd vpévio dtokio mepiéyet: 7,5 mg Oiavlomivn.

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpikn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emKOAVUUEVO PE AETTO VUEVIO dloKiol
28 x 1 emkoAvpupéva, e AeTTO VUEVIO JLoKI0L
30 emucoAvppéva e AemTd VUIEVIO oKl
30 x 1 emkoAvoppéva e AETTO VUEVIO dloKia
35 emKkoAvUUEVO e AETTO DUEVIO JLOKIN,
35 x 1 emoloppéva e AenTto LUEVIO OloKiN
56 emikoAvUUEVO. LE AETTO DIEVIO O10KIa
56 x 1 emkaAvppEVO PE AETTO VUEVIO dloKio
60 emucolvppéva pe Aemtd VUEVIO dloKia
70 emkalvppévo pe AETTO DUEVIO O1oKIa
70 x 1 emukaAvppéva e AETTO VUEVIO dloKia
98 emkoAvUUEVO e AETTO VUEVIO JLOKIN,
98 x 1 emkoloppéva e AenTo LUEVIO dloKiN

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

AwPaote T0 PUALO 0ONYIOV XPHONG TPV OO TN XPNOT).

Amo6 oTtOUATOC Yp1IoN

AEN ITPOXEITIZOYN TA ITAIAIA

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI ATAPAITHTH(EY)
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8.  HMEPOMHNIA AHEHE

EXP

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

Mn gpuAdooete og Oeppokpacio peyarvtepn tov 25°C.
DduAdocete 6NV OPYIKT) CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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

Teva B.V.
Swensweg 5
2031GA Haarlem
OM\avdio

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/008
EU/1/07/427/009
EU/1/07/427/010
EU/1/07/427/040
EU/1/07/427/050
EU/1/07/427/060
EU/1/07/427/068
EU/1/07/427/077
EU/1/07/427/078
EU/1/07/427/079
EU/1/07/427/080
EU/1/07/427/081
EU/1/07/427/082

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Olanzapine Teva 7,5 mg emikaAvppévo pe Aentd vpéVIo diokia
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTO. LOVASTKO 0VOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO

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

KYYEAH

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 7,5 mg exikaAvppévo pe Aentd VUEVIO dioKia
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

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

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 10 mg emkoloppéva pe Aemtd vuévio dtokio
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emuxodoppévo pe Aemtd vpévio dtokio mepiéyet: 10 mg Olavlamivn.

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpikn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

7 emukaAoppéVa Le AETTO LUEVIO dloKia

7 x 1 emkolvppévo, pe Aemtd vEVIo dloKio
28 emKaOALUIEVO e AETTTO VILEVIO SLoKia

28 x 1 emucoivppéva pe AemTtd VUEVIO OloKia
30 emKOAVUUEVO, e AETTO DUEVIO JLOKIN,

30 x 1 emodloppéva pie AenTO LUEVIO dloKiN
35 emkolvpupévo pe AETTO DUEVIO O1oKIa

35 x 1 emkaAvppéva e AETTO VUEVIO dloKia
50 emucaloppéva e AenTo LUEVIO dloKin

50 x 1 emkaAvppéva e Aemtd VUEVIO dloKia
56 emicoAvUIEVO LE AETTO DIEVIO O1oKIaL

56 x 1 emkaAvppéva e AETTO LUEVIO O1oKiN
60 emucolvppéva pe AemTd VIEVIO oKl

70 emkolvppévo pe AETTO DUEVIO O1oKIa

70 x 1 emkoloppéva [ie AenTO LUEVIO OloKiN
98 emkolvppévo pe AeTTO VUEVIO O1oKIM

98 x 1 emkaAvpupéva e AETTO VUEVIO dloKin

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

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).

Amo6 otouaTog ¥pfon

AEN ITPOXZEITIZOYN TA ITAIAIA

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.
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[ 7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIT), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DVAAGGETE GTIV OPYIKT] GLOKEVAGIN Y10 VO TPOCTATEVETAL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN [TOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/011
EU/1/07/427/012
EU/1/07/427/013
EU/1/07/427/014
EU/1/07/427/015
EU/1/07/427/041
EU/1/07/427/051
EU/1/07/427/061
EU/1/07/427/069
EU/1/07/427/083
EU/1/07/427/084
EU/1/07/427/085
EU/1/07/427/086
EU/1/07/427/087
EU/1/07/427/088
EU/1/07/427/089
EU/1/07/427/090

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH
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| 15. OAHTI'IEX XPHIHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Teva 10 mg emkoloppéva pe Aemtd vuévio dtokio

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

A1Gd106T0TOC YPOUU®TOS KOdKaS (2D) Tov pépet Tov TEPIANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.

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

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 10 mg emkolvppéva e Aemtd vuévio dtokio
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 15 mg emkoloppéva pe Aemtd vuévio dtokio
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emucodlvppévo pe Aemtd vpévio dtokio mepiéyet: 15 mg Olavlamivn.

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpikn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emicoAvppévo pe AETTO VUEVIO O1oKia
30 emKOAVUUEVO e AETTO DUEVIO JLOKIN,
35 gmuolvppéva e AemTd VUEVIO oKl
50 emicoAvppEVO Le AETTO DIEVIO O1oKIaL
56 emkaAlvupéva pie AETTO LUEVIO dloKin
70 emucolvppéva e AemTd LUEVIO oKl
98 emkalvppéva pe AETTO VUEVIO O1oKIa

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

AwPaote T0 PUALO 0INYIDOV XPHONG TPV OO TN XPNOT).

Amo6 otouaTog ¥pfon

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

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

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DVAAGGETE GTNV OPYIKT] GLOKEVAGI Y10 VO TPOCTATEVETAUL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN [TOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/427/016
EU/1/07/427/017
EU/1/07/427/018
EU/1/07/427/019
EU/1/07/427/042
EU/1/07/427/052
EU/1/07/427/062

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Olanzapine Teva 15 mg emkolvppéva pe Aemtd vuévio dtokio

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

A160146T0TOC YPAUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO aVAYVOPIGTIKO KMOIKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 15 mg emkoloppéva pe Aemtd vuévio dtokio
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 20 mg emkoloppéva pe Aemtd vuévio dtokio
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e emucorlvppévo pe Aemtd vpévio dtokio mepiéyet: 20 mg Olavlamivn

| 3. KATAAOI'OX EKAOXQN

Iepiéyet, peta&d dalmv, Movoidpikn Aaktdln.

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 emkalvppéva pe AETTO DUEVIO O1oKia
30 emKOAVUUEVO e AETTO DUEVIO JLOKIN,
35 gmuolvppéva e AemTd VUEVIO oKl
56 emicoAvUPEVO LE AETTO DIEVIO O1oKIaL
70 emKOAVUUEVO, e AETTO DUEVIO JLOKIN,
98 emucolvppéva e AemTd VUEVIO SLoKia

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

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).

Ao oTtOUATOC Yp1IoN

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

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

[7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DVAAGGETE GTIV APYIKT] GLOKEVAGIN Y10 VO TPOCTATEVETOL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN [TOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/07/427/020
EU/1/07/427/021
EU/1/07/427/022
EU/1/07/427/043
EU/1/07/427/053
EU/1/07/427/063

| 13.  APIOMOX IAPTIAAL

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHIHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Teva 20 mg emkolvppéva pe Aemtd vuévio dtokio

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

A163100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 20 mg emkolvppéva e Aemtd vuévio dtokio
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 5 mg diokia S10.6TEPOUEVO GTO GTOUO.
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio draomelpduevo oto otopa mepiéyet: 5 mg Olovlamivn.

| 3. KATAAOI'OX EKAOXQN

[epiéyer petald dAhov: Aaktoln, caxyapoln kot acmaptaun (E951). BAéne 1o guALo 0dnyidV Y1
TEPIOCOTEPEG TANPOPOPIEC.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 diokio SLOCTEPOUEVO GTO GTOL
30 dioKio SLOCTELPOLEVO GTO GTOLO
35 diokio SLOCTEPOLUEVO GTO GTOLLO.
50 dtoKio OLUOTEPOUEVO GTO GTOLLOL
56 d1oKio OLOTEPOLUEVO OTO GTOLLOL
70 dioKio SIOCTEPOUEVO GTO GTOLLO!
98 d1oKio SLCTEPOUEVO GTO GTOLLO!

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN YPNON.

Ao otouaTog ¥prion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

[ 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE GTNV OPYLKT] CUCKEVAGIN Y10 VO TPOCTATEVETOL OO TO (PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OMhovoio

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/023
EU/1/07/427/024
EU/1/07/427/025
EU/1/07/427/026
EU/1/07/427/044
EU/1/07/427/054
EU/1/07/427/064

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TTAHPO®OPIEX XE BRAILLE

Olanzapine Teva 5 mg Siokia Sl0oTEPOUEVO GTO GTOUOL

17. MONAAIKOX ANATI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

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

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 5 mg dickia S10.6TEPOUEVO GTO GTOLO.
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 10 mg diokio S100TEPOUEVE GTO GTOU
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio draomepoduevo oto otopa tepiéyet: 10 mg OhavComivn.

| 3. KATAAOI'OX EKAOXQN

[epiéyer petald dAhov: Aaktoln, caxyapoln kot acmaptaun (E951). BAéne 1o guALo 0dnyidV Y1
TEPLOCOTEPEG TANPOPOPIEC.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 diokio SLOCTEPOUEVO GTO GTOL
30 dioKio SLOCTELPOLEVO GTO GTOLO
35 diokio SLOCTEPOLUEVO GTO GTOLLO.
50 dtoKio OLUOTEPOUEVO GTO GTOLLOL
56 d1oKio OLOTEPOLUEVO OTO GTOLLOL
70 dioKio SLOCTEPOUEVO GTO GTOLLO!
98 d1oKio SLCTEPOUEVO GTO GTOLLO!

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN YPNON.

Ao otouaTog ¥prion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

[ 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE GTNV OPYLKT] CUCKEVAGIN Y10 VO TPOCTATEVETOL OO TO (PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OMhovoio

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/027
EU/1/07/427/028
EU/1/07/427/029
EU/1/07/427/030
EU/1/07/427/045
EU/1/07/427/055
EU/1/07/427/065

| 13.  APIOMOX IAPTIAAL

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHIHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Teva 10 mg diokio S100TEPOUEVE GTO GTOUA

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

A163100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 10 mg diokio S10GTEPOUEVE GTO GTOUA
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 15 mg diokio S100TEPOUEVE GTO GTOUA
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio draomepduevo oto otopa tepiéyet: 15 mg OhavComivn.

| 3. KATAAOI'OX EKAOXQN

[epiéyer petald dAhov: Aaktoln, caxyapoln kot acmaptaun (E951). BAéne 1o guALo 0dnyidV Y1
TEPIOCOTEPEG TANPOPOPIEC.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 diokio SLOCTEPOUEVO GTO GTOL
30 dioKio SLOCTELPOLEVO GTO GTOLO
35 diokio SLOCTEPOLUEVO GTO GTOLLO.
50 dtoKio OLUOTEPOUEVO GTO GTOLLOL
56 d1oKio OLOTEPOLUEVO OTO GTOLLOL
70 dioKio SIOCTEPOUEVO GTO GTOLLO!
98 d1oKio SLCTEPOUEVO GTO GTOLLO!

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN YPNON.

Ao otouaTog ¥prion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

[ 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE GTNV OPYLKT] CUCKEVAGIN Y10 VO TPOCTATEVETOL OO TO (PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OMhovoio

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/031
EU/1/07/427/032
EU/1/07/427/033
EU/1/07/427/034
EU/1/07/427/046
EU/1/07/427/056
EU/1/07/427/066

| 13.  APIOMOX IAPTIAAL

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHIHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Teva 15 mg diokio S100TEPOUEVE GTO GTOU

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

A163100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 15 mg diokio S106TEPOUEVE GTO GTOUA
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX

Olanzapine Teva 20 mg diokio S100TEPOUEVE GTO GTOUA
olanzapine

[2.  LYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio draomepduevo oto otopa mepiéyet: 20 mg OhavComivn.

| 3. KATAAOI'OX EKAOXQN

[epiéyer petald dAhov: Aaktoln, caxyapoln kot acmaptaun (E951). BAéne 1o guALo 0dnyidV Y1
TEPLOCOTEPEG TANPOPOPIEC.

| 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 diokio SLOCTEPOUEVO GTO GTOL
30 dioKio SLOCTELPOLEVO GTO GTOLO
35 diokio SLOCTEPOLUEVO GTO GTOLLO.
56 d1oKio OLCTEPOLEVO GTO GTOLLOL
70 d1oKio SLOCTELPOLEVO GTO GTOLLO
98 d1oKio SLOCTEPOUEVO GTO GTOLLOL

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

AwPaote T0 PUALO 0INYIDOV XPHONG TPV OO TN XPNOT).

Amo6 otouaTog ¥pfon

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toudid.

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

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE GTNV OPYLKT] CUCKEVAGIN Y10 VO TPOCTATEVETOL OO TO PG,

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OMhovoio

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/07/427/035
EU/1/07/427/036
EU/1/07/427/037
EU/1/07/427/047
EU/1/07/427/057
EU/1/07/427/067

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TTAHPO®OPIEX XE BRAILLE

Olanzapine Teva 20 mg diokio S100TEPOUEVA GTO GTOU

17.  MONAAIKOX ANAT'NQPIZTIKOZ KQAIKOX — AIXAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BEvTo, LoVadIKO aVoyVOPLOTIKO KMOIKO.

84



18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Teva 20 mg diokio S10GTEPOUEVE GTO GTOUA
olanzapine

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Teva

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAX

Lot

5. AAAA XTOIXEIA
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B. ®’YAAO OAHTI'TQN XPHXHX
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

OLANZAPINE TEVA 2,5 mg emxaioppéva. pe Aemtod vpévio diokia
OLANZAPINE TEVA 5 mg emkoioppéva pe Aento vpévio ookia
OLANZAPINE TEVA 7,5 mg emuxaivoppévo pe Aemté vpévio diokia
OLANZAPINE TEVA 10 mg emwkoioppévo pe Aemté vpévio dokia
OLANZAPINE TEVA 15 mg emkalvppéve. png Aemtté vpuévio diokio
OLANZAPINE TEVA 20 mg emkaloppévo. pe Aemté vpuévio diokio

olaviamivn

AwPaote TPOGEKTIKG 0ALOKANPO TO GVLAO 00 YIOV YPNGIS TPLY UPYICETE VO, TUIPVETE AVTO TO

OapPROKO, O10TL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DdvAidEte avTd TO PUALO 0dNYIDV XpNong. Towg ypelaotel va to dufdacete Eavd.

- Edv éxete meportépm amopieg, poTNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H ovvtayn yio avtd 10 eapraKo xopnyndnke omoKAEIGTIKA Y10 60G. AgV TPEMEL VoL ODGETE TO
@aproKo o€ GALOVG. Mmopel va Tovg TPoKOAEGEL PAGPT, KOO KOt OTOV TO GUUTTOLOTO TG
acBéveldc Tovg eivat 101 pe To S1Kd Gag,

- Edv mapatnproete kdmoto avemBOunTn EVEPYELD, EVILEPMDOTE TOV YIATPO 1| TOV POPUAKOTOLO
G0c. AVt 1oybEL Ko Yo KABe mhovn avemBOunTn evEPYELD TOL OV AVOPEPETOL OTO TAPOV
@OALO oMYV yprong. BAéne mapdypago 4.

T epréyel To TaPOV VALO 0ONYLOV:

T eivon to Olanzapine Teva kot oo ivar 1) xpioT TOV
T mpénet va yvopilete npv mapete 1o Olanzapine Teva
Ilog va mapete 1o Olanzapine Teva

MBovég avemBdunteg evépyeteg

I[og va pvidcoete to Olanzapine Teva

[Tepieyodpeva g cLOKELOAGING KOl AOUTEG TANPOPOPIES

I

1. Th eivan To Olanzapine Teva kot wowa givol 1 ypiion Tov

To Olanzapine Teva mepiéyetl T dpaoctikn ovoia olaviorivn. To Olanzapine Teva avikel oe pio
OLLAdO POPUAK®OV TOL OVOUALOVTOL AVTIYVXOTIKE Kol Xprolponoteital yia ) Oeponeio Tov
OKOAOVO®V TEPMTOCEWDV:

- Zyiloppévela, Uio 0oOEVELD LE CUUTTMUOTO OTTMG TO VO, akoVe, PAEmelg 1 acBdvesat
TPAYUATO TTOV JEV VTLAPYOLY, AovOuoUEVES TEMOIONOELS, AcVVHTIoTN KoyvTowio Kol KOWVOVIKN
amocvpon. Ot aceveig pe 11 madnoeig avtég pmopel emiong vo arcBdvovar KataOAy, dyyog
N évtaon.

- Métpro £0g cofapd paviakd eneicodta, pio KaTdoTaon Pe CUUTTOUATA S1EYEPONG | EVPOPIAS.

To Olanzapine Teva €yxet amoderyBel 6Tt epmodiletl TNV ENAVEUPAVIOT AVTOV TOV CUUTTOUATOV GE
aocfeveic pe SImoAKN dloTapoyn TV 0T0IMY TO HOVINKO ETEIGO010 avTamokpiOnke ot Oepameia e
olaviomivn.

2. Tvrpémer va yvopilete npwv wapete To Olanzapine Teva

Mnyv napete To Olanzapine Teva

- o€ mepintwon aAlepyiog otnv oAaviamivn, 1 o€ 0m0100MTOTE GALO OO TO. GVGTATIKA CLTOV TOV
oapraxov (ovaeépoviol otny mapdypoeo 6). Mo aAlepykn avtidpacn umopei va
yopaxtnpiletor amd v eReavion eEavONUATOC, KVNGHOD, OONIOTOS 6TO TPOGMTO 1) TO XEIAN 1
dvonvolag. Edv autd ouufel og e60¢, EVNUEPDOTE TOV 1TPO GO,

- €av €yxete doyvawobel oto maperBov e opOaALOAOYIKA TPOPANLATO OO GLYKEKPIUEVA €ON
YAQUKOPOTOG KAEIOTNG Yoviag (avEnpévn Ttieon 6To HaTL).
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Ipogdomomoeis kKot TPpo@VAGEELS

Amevbuvieite otov yatpd M otov papuakonold cag wpv mapete to Olanzapine Teva.

- H ypnon tov Olanzapine Teva ce nhikiopévoug acheveic pe dvola de cuvioTaTol KOOMG
EVOEYETAL VAL ELOOVIOTOVV coPapég avemBounteg evEpyetec.

- Ta @appoKo avTnG TG KOTYopiag, EVOEXETAL VO TPOKAAEGOVY APUCIKES KIVI|OELG KLPIWE TOV
TPOGMOTOV N TNG YADGGAS. L€ TEPIMTWCT ELPAVIONE TETOLOV CUUTTOUATOV PETA TNV Aym
Olanzapine Teva evnuep®oTe TOV 10TPO GOG.

- [ToAd omavia, Ta EApUAK OVTNE TNG KATYoPiog TPOKAAOHY £Va, GLVOVOCUO CUUTTOUATMV TOL
TEPIAAUPAVOLY TTVPETH, YPNYOPOTEPT] AVATVOY|, EPIOP®OT|, SVCKAUYIN HVDV, KOTAGTOAN 1)
vvnAia. Edv avtd copfei o 6og EMKOIVOVNOTE AUECHS LLE TOV YIATPO COG.

- "Exet mapatnpnBetl adéEnon Bapovg otovg acbeveic mov Aapfavovv Olanzapine Teva. Ecelg kat o
YTpog cog Oa mpémel va ehéyyete 10 Papog cog TakTikd. EEetdote To evoeydEVO va
ouppovievteite SLOITOAOYO 1 VO AKOAOVONGETE £va TPOYPOULO SLOTPOPNG EAV Eivat
amopaitnTo.

- YynAég TiéC cakydpov 6To aipto Kot VYNAQ enimeda Mmidiov (TpryAvkepidia Kol YOANGTEPOAN)
&yovv mapatnpnbei o acbeveic mov AapPavovv Olanzapine Teva. O yiotpog cag Oa Gog
VTOPAAEL OE OUATOAOYIKEG EEETAGELS Y10 va EAEYEEL TOL emimEd O GakyYAPOV GTO aipa Gog KAOMS
KoL To EMimeda Kamolwv Mmdimv mptv Eekvinoete va AapBdavete Olanzapine Teva kot o€ TaKTd
duotipato Katd T dtdpkela e Oepameiog.

- Evnuepaote tov yrotpd oag edv £6€i 1 KATO10G AALOG GTIV OIKOYEVELL GOG £XEL IGTOPIKO
OpopPwv oto aipo, koG Ta PApHOKA AVTH £X0VV GLGYETIOTEL LE TO oynuraTIcd BpdPwv cTo
aipa.

Edv méoyete amd onotadnmoTe amd To ToPAKAT® VOOT|LOTO, EVILEPDCTE TOV YIOTPO GOGC:

o Ayyeloxd eyKeQOAKO ENEICOO10 1 “TaPOdOKO” OYYELNKO EYKEPAAIKO EMEIGOI0 (TPOSMPIVAL
GUUTTOUOTA EYKEPUAKOD ENTELGOSIOV)

Nooo Parkinson

[abNoeg mpootdtn

[IpofAnpata andepacng eviépov (TapaAvTIKOS EIAEDG)

No6co tov Nratog N TOV Veppdv

Ayotoroyikég dratapayés

Kopdiakn voco

Awpi

Envinyia

[TBav1 dratapayn NAEKTPOAVTMV AOY® TOPATETAUEVIC GOPAPNC d1APPOLUC KL EULETOV
(TeprhapPdvel v téomn yio £UeTo) N ¥pNHoNg dtovpNTIKAOV (dtokio d100pNoNg)

Edv méoyete amd dvola, EG€iC 1] 0 PPOVTIOTNG CLYYEVIG GOG Bal TPEMEL VAL EVILEPMGEL TOV Y1ITPO GOlG,
edv giyote epeavicel 61o TapelBoV, ayyelokd eykePaAkd enelcdo10 N “mTapodIKo”™ ayyelokd
EYKEPUAIKO EMEIGOO10.

Yav cuvnng poevAaln, av gicBe peyaddtepog/n TV 65 eTdV N apTNplaKy cog mieon Ba Tpémet va
mapoakolovdeitan amd Tov yraTpd oag.

Howowd kon Epnpor
To Olanzapine Teva de cuviotdral yio acBeveic nlikiog kbto Tov 18 gTmV.

Alro @appoxa ko Olanzapine Teva
Evnuepoote tov y1atpd oag edv moipvete, EYETE TPOCOATA TAPEL 1| UTOPEL VOL TAPETE AAND PAPLLOKCL.

Katd ™ odpketa g Oepanciog cag pe Olanzapine Teva umopeite va Aappdvete dAla appoka, povo
€4v 0 yotpog cag to vodeibel. Evdéyetar va arsBavOeite vmvniia edv AapPdavete Olanzapine Teva oe
ouVoLOoUO HE aVTIKATOOMITTIKE PapLaKe, EApLaKe Tov AAUBAVOVTOL Yio TNV OVTILETMTION TOV
dyyxovg M yio va oag fondncovy va koyunbeite (NpepotiKd).
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ITwo cvykekpéva, EVvUEPMDOTE TOV YIUTPO GOG £V TOUPVETE:

. @appoaka yuo T voco Parkinson.

o kapPapalenivn (avTieminmTikd Kot 6tafeponom g duibeong), eAovPo&apivn
(avtikoTabimtieo) | oupoproocivn (avtiBlotikd) - umopet va givor amapoitntn 1 oAlayr g
d0ong Olanzapine Teva wov AapPdverte.

To Olanzapine Teva pg owonveopatmon
Mnv katovoilmoete aAKoOl edv AapBdvete Olanzapine Teva 816t 1 tavtdypovn Ay tov Olanzapine
Teva pe aAkoOA pmopel va cog mpokarEésel vrvniia.

Kinon ka1 Onlaopdg
Edwv gilote éyxvog 1 OnAidlete, vopilete 6T umopet va glote £ykvog 1 oyedlaleTe Vo amoKTGETE AT,
{ntote T GVUPOVAN TOL YIOTPOD GOG TPV TAPETE AVTO TO PAPUAKO.

Agv mpémel vo LopPavete To QAapLoko avTd Katd v tepiodo Tov ONAacHod KabmG IKPEG TOGOTNTEG
tov Olanzapine Teva umopel vo. omekkpivovtal 6T0 UNTPIKO YAAO.

Ta ak6lovba cuunT®pATe UTOPEL VO ELPOUVIGOOVY GE VEOYVA, Ol UNTEPEC TOV OTOlWV Elyav AdPet
Olanzapine Teva 1o tekevtaio tpiunvo (6ToVG TEAEVTAIOVE TPEIS LAVES TNE EYKLUOGVVNG TOVG):
TPOUOGC, LUIKT dvoKayia kol advuvapio, vTvniia, S1EYEPGT, OVOTVEVGTIKA TPOPANLOTO KOt
dvokoAia ot oiton. Edv to pmpd cag epeovicel omolodMmoTe amd avTd T0, GUUTTMOIATO UTOPEL VO
YPELOCTEL VO EMKOIVMOVIGETE LE TOV Y1OTPO GG,

O ynon KoL (EPLoROS POV RATOV

Yrdpyet kivduvog epedviong vrvniiag 6tav Aaupdvete Olanzapine Teva. Xe mepinton eLOAVIONG
TETOL0V CLUUTTAOUATOC VO ATOPEVYETE TNV 001 YNON 1] TO XEPICUO EPYAAEI®V 1) UNYOVLATOV Kol Vo
EVNUEPDGETE TOV YTPO GOG.

To Olanzapine Teva aegpiéyel Aaktoln
Edv éyete evnuepmbel amd Tov yiotpod cog 0Tt £xete pia ducaveio 6€ OpIGUEVE GAKYOPM, TPETEL VO
EMKOWVOVNGETE L€ TOV Y1OTPO GOG TPOTOV TAPETE TO PAPILOKO OVTO.

3. Iog va mapete 10 Olanzapine Teva

ITavrtote va maipvete To PAPLOKO OLTO AVGTNPE COLPOVO LE TIC 0O YiEG TOV YlaTpoL cag. Edv &xete
apeBoriec, pmTAOTE TOV Y1OTPO GO 1 TOV POPLOKOTOLO GOG.

O ywTpog Ba cag evnuepwoel tdéoa diokio Olanzapine Teva npémet vo Aappdvere Kot yia m6G0
YPOVIKO dtdotnua Oa mpémel va cuveyioete T Oepaneia. H nuepnola docoroyio tov Olanzapine Teva
glva amd 5 mg £wg 20 mg. Na evnepMGETE TOV Y10TPO GO GE TEPIMTWGT TOV TOL GLUTTAOLOTO
EMOVELLPAVIGTOVV KoL va. U dtakdyete ) Aqyn Olanzapine Teva, edv dev éxete cupPfovievbei Tov
YTpo GO,

Ta dwokia Olanzapine Teva mpémetl va Aapfavovtol pio popd nUepNcimg GOUP®VA LE TV VTOSEEN
Tov 1aTpov cag. Ilpoonabeiote va maipvere To diokia cag v o dpa kabe pépa. Agv Exel Kapia
onuacio eav Aoufavete to dioxio pe | yopic eaynto. Tao exucorvupéva diokio Olanzapine Teva
mpoopifovral yia amd Tov oTopaTog YpNon. Oa tpémetl va Katanivete ta diokia Olanzapine Teva
oAOKAN PO, LE VEPOD.

Eav napete peyorvtepn 66on Olanzapine Teva oo Tnv KOvoOviKi)

Aocbeveig mov éafav peyorvtepn d6on Olanzapine Teva and Tnv Kavoviki, TEPOLGIACAV TO
oKOAOVOO GUUTTONOTO: YPIYOPO KaPIlaKd puOUd, di€yepon/emBeTikdTNTO, d1TOPAYES GTOV AOYO,
AQVGIKEG KIVNGELG (1010HTEPO TOV TPOCHTOL 1} TG YADGGOC) KOl LEIMUEVO EMITESO GLVEIdNoNG. AAla
CUUTTMOUOTO EVOEXETAL VAL €lvaL: £VTOVI GUYYLOT), OTAGHOl (ETANYiN), KON, £VAG GLVOVOGHOG Ao
TVPETO, YPNYOPOTEPT] AVOTVOY|, EPIOP®OT, LVTKN dvoKapyio kot (AN 1| vavnMa, apyoc puBuog
aVamVONG, EI0POPNOT], CLENUEVN 1] LELWUEVT OPTNPLOKT THEST], LN PLGLOAOYIKOS KAPILOKOC pLOUOG.
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Enwowomveiote apéong e Tov yotpd 60G 1 To VOGOKOUELo eGv aicbavieite omolodnmote amod ta
TOPOTAVO copnTodpate. AgiEte 6TOV Y10Tpd GOg TO KOVTI UE T dtoKia.

Eav eyboete va mapete 10 Olanzapine Teva
Edv Eeydoete va AdPete Ta diokia cog mapte Ta apécmg Lo to Buunbeite. Mnv ndpete dutAn d6om
Y10l V0L AVOTTATPOGETE TNV 000 TOL EEXACATE.

Edv stopatiocere va maipvete 1o Olanzapine Teva

Mn diakonTETE TNV BEPOATEVTIKN AY®OYT| GOG ATAG ENEWN acBdaveote kalvtepa. [Ipémet va cvveyicete
v ayoyn pe Olanzapine Teva yio 660 ypovikd didotnpo cag £xel kabopioel o yloTpog Goc.

Edv ctapomosete andtopo va waipvete to Olanzapine Teva, pnopei vo, 6og Topovciactody
CUUTTMOUOTO OTT®G EPIOP®OT], SUGKOAIN GTOV VTTVO, TPOUOG, AyX0og 1 vauTia Kot Euetoc. O yotpog cog
UTOPEL VO GO.G TPOTEIVEL VO LELDGETE T SOOT| GOG GTASIOKA, TTPLv TN dlakomn tng Bepaneiog cag.

Edv éxete meprocdtepeg pMTNGELG GYETIKA LLE T YPTOT AVTOV TOV POPUAKOV PMTHCTE TOV Y1TPO M
TOV POPUOKOTOL0 GOG.
4, MOavég avemBOuNTES EVEPYELEG

Onwc 6Ma Ta pdppoka, £T61 Kol avTd TO EAPUOKO UTOPEl VO TPOKAAECEL AVETIOVUNTEG EVEPYELEG AV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AVOPMITOLC.

Evnuepmote tov yiatpd 6oc apéows GV ELPOVICETE:

. acvvi0iotec Kiviioelg (Lo ouyvi avemBounT EVEPYELD TOL Uopel va ennpedoet £mg 1 6Tovg
10 xpNoTEg) KLPIWS TOV TPOCHTOV N TNG YADGGAG,.
o Opoppoug aipotog otig AEREC (o O GV avemBOUNTN EVEPYELD TTOV UTOPEL VO ETNPEACEL

€w¢ 1 otovg 100 yproteg) Wiaitepa ota TOSIM (TO CUUTTONOTA TEPIAAUPAVOVY 0idN e, TOVO
Kol epuOPOTNTA GTO TOSLA), TTOL UTOPOVV VO LETOPEPHOVY LECH TOV OYYEIMV GTOVG TVEVLOVEG
TPOKAADVTOG TOVO 6TO 6T 00G Ko dvomvola. Edv mapatnpricete tétola cuuntodpata, {ntiote
AUECHS 0TPIKT GLUUPOVAT.

o GUVOLOCUO TVPETOV, TAYVTEPTG AVATVONGS, EPIOPOOTG, LVTKNG dvoKouyiag Kot aicOnua vioTtag
N vVNAia (1 cuxvoTTA ALTAG TNE AVETIBVUNTNG EVEPYELNG eV UTOpEl ekTiunOei pe faon Ta
olnBéotpa dedopévar).

[ToAb cvyvéc avemBOunTeg evépyeteg (Lmopet va ennpedoovy mepiocdtepo and 1 atovg 10 xprotec)
TEPAAPAVOLY aDENCT GOUATIKOD BApove, vITvnAia Kot avénuéva emineda TPOAUKTIVIG TOV QULLOTOG.
210 apykd otado tng Bepomeiog, opiopévol acbeveig evoéyetal vo aisBavBovy (oAn 1 AuwoBupikn
tdon (pe emPpddvvon Tov kapdiakov pubpo), Winitepa OTAV ONKAOVOVTOL and T0 KPEPRATL 1] TO
kéOiopa. To countopa avtd cuvnBog voywpel LoVo Tov, av SI®G aVTO O GLUPEL EVNUEPDTTE TOV
Ytpo oo,

Yuyvéc avemBounteg evépyetes (Lmopet va emnpedoovy €wc 1 otovg 10 yprioteg) meptrapupdvouvv
HETOPOAEG OTO EMIMESD OPICUEVAOV KLTTAPWOV OUATOC, MITOIOV aiplatog Kot oTny apyn e Oepomeiog
TPOCWPIVES ALENGELG NIATIKOVY eVIOU®Y, aDENCT OTO ETITESD CAKYGPOV TOL CILATOG KAl TV 0VP®V,
avénon ota enimeda oVPIKOD 0EEMG Kol KPEATIVIKNG POCPOKIVACTG TOV aipatog, avénpévo aicnpoa
netvag, LaAn, avnovyia, Tpopo, acvuvnbioteg kivioels (duokivnoies), SuokotMdTnTa, ENPOcTOopia,
eEavOn o, ammAieto SOVOUNG, VITEPPOMKT KOTTWOGT, KOTAKPATNGN vYPdV Tov 001Yel o€ TPNELO TV
YEPLDV, TOV AGTPAYAAWDV 1] TOV OOV, TUPETO, TOVO GTIG APBPOCELS KAl GEEOVAAKES SUGAEITOVPYIES
OTMG LUEIWUEVT] YEVETNOLO 0P GTOVG VOPES KOl OTIS YUVOIKEG 1] GTUTIKT] OVGAELITOVPYIN GTOVG
avopeg.

Oy ovyvég avemBounteg evépyeteg (umopet va ernpedoovv £og 1 otovg 100 ypnoteg) mepthappdvouv
vrepevacnoia (m.y. 0ldNUA GTO GTOUA KO TO AQLO, KVIIOUO Kot epunua), dStafntn 1 emdeivoon
TOV O10P1TN, TOV TEPIGTAGLOKA EXEL CLGYETIOTEL Pe KETOEEWOT (ELPAVION KETOVAV GTO QLo KOl T,
00pa) 1 KON, GTOGHOVS TOV GVVHO®S GYeTILOVTOL LE IGTOPIKO EMANTTIKGV KpioemVv (entinyia),
potkt| dvokopyio 1 oTacspuovs (TEPMaUPBAVOLEVOVY TV KIVIIGEDY TOV LOTIOV), GCUVOPOLO OVIIGLY®V
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OOV, TPOPANLOTA GTNV OAa, TPAvAIGHE, ETPPAGVVOT] GTOV Kapdlakd pubud, eotogvaicincia
GTO NAKO POG, a1Loppayict Ao Tn poTH, d14Taon KOIAag, akohoio EKpor| GLEAOL Ao TO GTOUM,
OTTAOAELD TNG LWVALUNG 1] O10TOPOYES IVITING, OKPATELD OVP®V, SVCKOALN GTNV 0VPN G, ATMOAELN
HOAMGV, amovcio 1 HEIMOT TOV TEPIOSMV TNG ELUNVOPPLOTG Kol dALOYEG 6TO 6THHOC TV avOpOY Kot
TAOV YOVOIK®OV OT®G U1 GUGIOAOYIKN TApAy®YN YEAAWKTOG 0O TOVG HOGTOVG 1] U LGIOAOYIKT] ovénom
TOV LOCTOV.

Yravieg avemBounTeg evépyeleg (Lmopel va exnpedoovv €oc 1 otovg 1.000 yprioteg) mepiiapfavoovy
UEloT TNES PLGLOAOYIKNG BEPLOKPUCING COUATOC, U PVCIOAOYIKO Kopdtakd puOud, aipvidio
aveEnynro Bdvato, AEYLOVY| TOV TAYKPENTOC, 1| OTTO{0 TPOKAAEL EVTOVO GTOUOYIKO TOVO, TUPETO KO
adafecia, NrATIK VOGO TOL EUPAVILETOL OC KITPIVIGLO TOL dEPHOTOS Kol ELPAVION GoTpOV KNAdmV
07O UATL, POiKN Voo Tov gpeovileton pe ove&nynta dAyn Kot TOVous Kot TopOTETAUEVT] KON
ENMOOVVT GTVOT).

2116 TOAD omdvieg avemBOUNTEG EVEPYELEG TEPIAAUPAVOVTAL GOPOPES OAAEPYIKEG AVTIOPACELS, O
avTiOPOON GTO PAPUOKO LE CUUTTMUATO NOCIVOPIATNG Kot cuoTn koD cuvdpduov (DRESS). To
ovuvdpopo DRESS eppavileton apyikd pe COUTTOATO OTMG TG YPIING, Le eEdvOnpa 6to TpdSOTo T0
01010 OTN GLVEYELD EMEKTEIVETAL, VYNAD TUPETO, O10YKMUEVOVS AEUPOOEVES, ovénuéva enimeda
NTATIKOV EVEOL®V TOPATNPOVVTOL OTLS OLLLOTOAOYIKEC EEETAGELS, KAOMS Kol ahENCN TV
AELKOKLTTAP®V (NOGIVOPIAI).

O nAkiopévor acBeveig pe dvota mov AapBdavovy odaviamivn eviéyeton va ELPAVIGOVY ayYELKo
EYKEPAAIKO ENEIGOO10, TVELLLOVIO, AKPATELD OVPMV, TTOCELS, VIEPPOAIKT KOTMOT), ONTIKEG
yevoalotnocelg, avénon g Beppokpaciog cdpatog, epudpdTnTa SEPLOTOG KO TPOPANUATA LE TO
Badiopa. Opiopéves BovatneoOpeg TEPITTOCELS £X0VV avaEEPDEL GTN CLYKEKPIUEVT OUASH 0GOEVAV.

e aoBeveig pe vooo Parkinson, to Olanzapine Teva evoéyetat vo ETOEVAOGEL TO, COUTTOUATO TOVC.

Ava@opd avemBOunTOV EVEPYELOV

Edv mapatnprioete kamola avemBountn evépyela EVIEPMDGTE TOV YITPO 1 TOV POPLOKOTOLO GOGC.
AvT0 1oyet Ko Yo kaOe mhavr avemBountTn VEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
ypnonc. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeing, Hécw Tov Bvikoy
GLOTNLOTOG ovapopdc Tov avaypdeetal oto [apdptnua V. Méowo g avapopdg averidountmv
gvepyelmv umopeite va fondnoete ot GLAAOYN TEPIGTOTEP®V TATPOPOPLDOV GYETIKY E TNV ACGPAAELN
TOL TOPOVTOG PAPUAKOL.

5. Iog va pvidscete To Olanzapine Teva

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Noa un xpnotpomoteitor 0vtd T0 PAPROKO LETA TNV NUePOUNVIc ANENG TOL AVAPEPETAL OTO

¥apTvo Kovuti petd v «EXP». H nuepounvia AnéEng elval n tedevtaio nuéPO TOV VO TOV

avopEPETAL EKEL.

Mn guAldooete o€ Oeppokpacio peyorvtepn tov 25°C. DLVAACCETE TNV APYIKT GCUCKEVOGI Y10
VO TPOGTATEVETAL OO TO PWG.

Mnv metdite eApUaKa 6TO VEPD TG ATOYETELONG 1] 6T OKLKA aroppippate. Potote tov
QUPUOKOTOLO GOC Y10 TO TTMOE VO TETAEETE TOL PAPLLOKA TOV OEV YPNCIUOTOLEITE TLol. AVTA TaL UETPOL
0o Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Iepreyopeva TS GLOKEVAGIOG KOl AOUTES TANPOPOPIES

T egpréyer To Olanzapine Teva
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- H dpaotikn ovsia etvat n olavamivn.
Kd&be Olanzapine Teva 2,5 mg emukaAvppévo e Aemtod LUEVIO dlokio TePIEyeL 2,5 mg g
dpaoTIKNG ovGiog.
KdaBe Olanzapine Teva 5 mg emtkaAvpuévo pe Aento vuévio d1okio mepPLEyel 5 mg ¢ SPUCTIKNG
ovciag.
Kda6e Olanzapine Teva 7,5 mg emukoAvpupévo e Aento vuévio d1okio mepiéyet 7,5 mg g
dpaoTIKNG ovGiog.
Kd&Be Olanzapine Teva 10 mg emucoivppévo pe Aemtd vpuévio diokio mepiéyel 10 mg g
dpaCTIKNG OVGiog.
KdaBe Olanzapine Teva 15 mg emicodlvppévo pe Aemtd vuévio diokio mepiéyetl 15 mg g
dpaoTIKNG ovGiog.
Kda6e Olanzapine Teva 20 mg emika UUEVO pe AenTO LUEVIO dlokio Ttepiéyetl 20 mg tng
dpaoTIKNG ovciog.

- Ta dAlo cvotatikd sivat:
THvpnvog diokiov: povoddpkn Aaktoln, vdpo&umporviokvTTapivr, Kpoomofidovn (Tomov A),
vvdpo KOALOELOEG 0EEISIO TOVL TTLPLTIOV, HKPOKPVGTAAAIKT) KUTTAPIVY], CTENTIKO LLOYVIOLO.
Emixdloyn oroxiov: vipopueAholn, moAvdeETpoln, Tplo&ikdc 0TEPAG YAVKEPOANC,
noAvoBuievoyAvkoin 8000, do&eidio titaviov (E171). Emmhiéov, n nepiextidtnto tmv
15 mg nepiéyet votkokappivio (E132) kot n meplextikotnto tv 20 mg mepiéyetl o1dnpov 0&eidio
gpvbpo (E172)

Epg@avion tov Olanzapine Teva kot TepleyOPEVO TIG CVOKEVOGIOG

To Olanzapine Teva 2,5 mg entKaAVUUEVO e AeTTO VUEVIO OloKio glval Eva AevKO, apgikvpTo,
GTPOYYVAD EMKAAVUUEVO UE AETTO VUEVIO OloKio, yapoyuévo pe “OL 2.5” ot pio TAevpd Kot 6KETO
oTNV GAAN TAELPA.

To Olanzapine Teva 5 mg emikoivppévo pe Aentd vpévio diokio eivar Eva Aguko, apgikvpto,
GTPOYYLAO EMKOAVUUEVO e AETTTO DUEVIO OloKi0, Yapayuévo pe “OL 57 ot pio mAevpd Kol oKéTo
oV GAAN TAELPAL.

To Olanzapine Teva 7,5 mg emkaAvppévo pe Aemtd vpévio drokio givar Eva Aevko, appikvpro,
GTPOYYLAO EMKOAVUUEVO e AETTTO DUEVIO OloKi0, yapayuévo pe “OL 7.5 ot pio mAgupd Kot GKETO
TNV GAAN TAELPAL.

To Olanzapine Teva 10 mg enuaivppévo pe Aentd vpévio diokio eivar Eva Aevko, appikvprto,
GTPOYYVLAD ETKOAVUUEVO [LE AETTTO DUEVIO OloKi0, Yapoayuévo pe “OL 10” ot pia mhevpd Kol 6KETO
oTNV GAAN TAELPAL.

To Olanzapine Teva 15 mg emikaAvppévo pe AeTTO VUEVIO O10KI0 gival £va avotyTod UTAe, aueikvpTo,
oPd&A emkaAvppévo e Aemtd vuéVio dtokio, yapaypévo pe “OL 157 ot pio TAevpd kot oKETO oTNV
GAAN TAEVPA.

To Olanzapine Teva 20 mg emikaAVUpPEVO e AETTO VUEVIO Olokio gival éva pol, apeikvpto, ofai
EMKOAVUPEVO He AETTO VUEVIO d10Ki0, yapayuevo pe “OL 20” ot pio TAELPA Kot GKETO OTNV GAAN
TAEVPAL.

To Olanzapine Teva 2,5 mg emtkaAvppéva pe Aentd LUEVIO dlokia dlatiBevTal oe ¥apTIVOL KOLTIH TV
28, 30, 35 56, 70 ] 98 emikaALUUEVOV e AETTO DUEVIO SloKimV.

To Olanzapine Teva 5 mg emukoivppéva pe Aewtd VEVIO dlokia dtatiBevtal oe ¥apTiva KOLTId TV
28,28x1,30,30x1,35,35x1,50,50x1, 56,56 x1, 70, 70 X 1,98 1 98 X 1 emkaivppévov pe
Aentd vpévio Sokimv.

To Olanzapine Teva 7,5 mg emtKaAvUpUEVO Pe AETTO VIEVIO dloKia daTifevTaL GE YAPTIVO KOVTLA TOV
28,28x1,30,30x1,35,35x1,56,56 x1, 60,70, 70 x 1,98 1 98 X 1 emxarvoppuévav ue Aentod
VULEVIO doKimv.

To Olanzapine Teva 10 mg smkolvppéva pe Aentd vuévio diokio dlotibevtat 6e yAPTIVEL KOLTIA TV
7,7x1,28,28x1,30,30x1,35,3x1,50,50x 1, 56,56 x1,60,70, 70x 1,981 98 x 1
EMKOAVUUEVOVY e AETTO VUEVIO SLoKIWV.

To Olanzapine Teva 15 mg enucaivppévo pe Aemtd vpévio diokio dtotibevral o€ yapTIve KOUTIE TOV
28, 30, 35, 50, 56, 70 1 98 emkarvppévov pe Aemtd vUEVIO dloKimV.
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To Olanzapine Teva 20 mg emikaAvppPEVA e AETTO LUEVIO dloKio dloTifevTon o€ YAPTIVE KOVTLH TMV
28, 30, 35, 56, 70 1} 98 emkaAvppévav e AETTO VUEVIO S1OKIWV.

Mmropei va unv kukAo@opolv OAES 01 GUCKELOGIES.
Karoyog Adsrog Kukhoopiag

Teva B.V.
Swensweg 5
2031GA Haarlem
OMovoio

HopaockevaocTi|g

Teva Pharmaceutical Works Co. Ltd
Pallagi 0t 13

4042 Debrecen

Ovyyapia

I"a omoladfmoTe TANPOEOPIa GYETIKA LE TO TOPOHV POPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvBuvbeite otov Tomiko avtimpdsmmo tov Katdyov g Adetog Kvuhopopiog.

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Buarapus Luxembourg/Luxemburg
Tesa ®apma EAJ] Teva Pharma Belgium N.V./S.A./AG
Tem: +359 24899585 Belgique/Belgien
Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva Gydgyszergyar Zrt.
Tel: +420 251007111 Tel: +36 12886400
Danmark Malta
SanoSwiss UAB Teva Pharmaceuticals Ireland
Litauen L-Irlanda
TIf: +370 70001320 Tel: +44 2075407117
Deutschland Nederland
TEVA GmbH Teva Nederland B.V.
Tel: +49 73140208 Tel: +31 8000228400
Eesti Norge
UAB Teva Baltics Eesti filiaal Teva Norway AS
Tel: +372 6610801 TIf: +47 66775590
EMada Osterreich
TEVA HELLAS AE. ratiopharm Arzneimittel Vertriebs-GmbH
TnA: +30 2118805000 Tel: +43 1970070
Espafa Polska
Teva Pharma, S.L.U. Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +34 913873280 Tel: +48 223459300
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France Portugal

Teva Santé Teva Pharma - Produtos Farmacéuticos, Lda.
Tél: +33 155917800 Tel: +351 214767550

Hrvatska Romania

Pliva Hrvatska d.o.0. Teva Pharmaceuticals S.R.L.

Tel: +385 13720000 Tel: +40 212306524

Ireland Slovenija

Teva Pharmaceuticals Ireland Pliva Ljubljana d.o.o.

Tel: +44 2075407117 Tel: +386 15890390

Island Slovenské republika

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

Italia Suomi/Finland

Teva ltalia S.r.l. Teva Finland Oy

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

Kvnpog Sverige

TEVA HELLAS A.E. Teva Sweden AB

EAMGSo Tel: +46 42121100

TnA: +30 2118805000

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

Tel: +371 67323666 Ireland

Tel: +44 2075407117
To mapdv pOALo 00N VIOV ypoNs avabempOnke Yo TerevTaia popd otic <{MM/EEEE}>
<{mjvog EEEE}>.

Aemtopepeic TAnpopopieg Yo 10 PappoKo avtd givot dS1afécyeg oTo dkTvaKo TOTo Tov Evponaicon
Opyavicuod Gopudkov: http://www.ema.europa.eu.
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®viro odnyr@V rpiong: IIAnpogopiss yro Tov yp1otn

Olanzapine Teva 5 mg di6Kio S1a6TEPONEVD, 6TO GTONO,
Olanzapine Teva 10 mg diokia d10.6TELPONEVE 6TO OTON
Olanzapine Teva 15 mg di6kia d10.6TELPONEVE 6TO GTONA
Olanzapine Teva 20 mg diokia dr10.6TELPOPEVA 6TO GTORA

olovlamivn

AP AOTE TPOGEKTIKA OAOKANPO TO QPVAAO 0ONYLOV YP1CNGS TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o0TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG:

- DvrdEre avTd TO PUARO 0N YDV YpNong. Towg ypelacBel va to dwaPfdcete Eovd.

- Edv éxete mepontépo amopieg, poTNGTE TOV Y10TPO 1] TOV PAPLOKOTOLO GOGC.

- H ocvuvtoayn yio avtd 10 ¢appoKo xopnynonke amokAEIGTIKA Yo GaG. AV TPEMEL VO ODCETE TO
@apurako o€ AAAovg. Mmopel vo Tovg TPoKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg givar id1a pe Tt Ok Gog.

- Edv mapatnpnoete kdmoto avemBOUNT EVEPYELD EVILEPDGTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOC.
Av10 1oy0et Kot Yo kdOe mhavr avemBountn evépyela Tov OgV avaQEPETAL GTO TAPOV PUALO
oonymv ypnone. BAére mapdypago 4.

T epLéyeL 1o TapPOV VAAO 0ONYLOV:

T eivon to Olanzapine Teva kot oo givat 1) xpior TOV
T péner va yvopilete mpv mapete to Olanzapine Teva
[Mwg va tapete to Olanzapine Teva

[MBavég avemBounteg evépyeteg

[Mwg va puidocete 1o Olanzapine Teva

[Tepreydpeva g cuoKELAGIOG Kot AOUTEG TANPOPOPIES

o~ E

1. Tu givan To Olanzapine Teva kot oo givar n ypijon Tov

To Olanzapine Teva mepiéyet ) dpactikn ovoia odavianivn. To Olanzapine Teva avrikel og pia
OO PUPLAK®Y TOL OVOLALOVTOL AVTIYUYWOTIKG Kol Ypnopomoteitol yio ) Oepaneio Twv
aKOAOVO®V TEPMTAOCEWDV:

- Yywloppévela, o 0oBEVELD LE GUUTTMUOTO OTIMG TO VO, aKoVC, PAEmelg 1 aoBdvesat
TPAYLOTO TTOL OV VTLAPYOLV, AoVOAGIEVEC TEMOIONGELS, ACLVIHOICTN KaYLTOYIN KOl KOIVOVIKTY
amdcvpon. Ot acBeveig pe Tic mabnoelg avtég pmopet emiong va arcBdvovtor KatdOiwyr, dyyog
N évtaon.

- Métpra éog cofapd paviaKd TGOS0, P KATAOTAON e CUUTTOUATA OLEYEPONG 1| EVPOPING.

To Olanzapine Teva éyet amoderyOel 0TL EUmOSILEL TNV EXAVEUPAVIGT] AVTDV TOV CUUTTOUATOV GE
acBevelg pe dutohkn| dratapayn TV onoiwv To LovVioKO TGOS0 avtamokpinke ot Bepoaneia pe
olavlamivn.

2. Tvnpéner va yvopilere npwv napete To Olanzapine Teva

Mnyv napete To Olanzapine Teva

- og mepimtmon adiepyiog otny oraviamivn, 1 6€ 0mo10MTOTE GALO OO TO. GLOTATIKA AVTOV TOV
QAPUAKOV (avVOopEPOVTOL OTNV TapAypapo 6). Mia aAdepyikn avtidpaomn propet vo
yopaxtnpiletor amd v epeavion eEavONUATOC, KVNGHOD, OONHOTOS 6TO TPOGMTO 1 TO XEIAN 1
dvonvolag. Edv autd ovufel og €64c, EVNUEPDOTE TOV Y1ATPO GO,

- eaqv €xete dryvawobel oto TapeABov pe opBaipoloyikd TpofAnpate Onwg cuykekpéva €idn
YAOUKOUOTOG YAUOK®UO KAEIGTAG Yoviag (avénuévn mtieon o1o PaT).

Ipogdomomoels ko TPoQLAGEELS
Amevbuvieite otov yatpod 1 otov eapuakonotd cag mpwv mapete to Olanzapine Teva.
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- H ypnon tov Olanzapine Teva oe nhikiopévoug acheveic pe dvolo d€ cuvioTaTol KOOMG
EVOEYETAL VAL ELOOVIOTOVV coPapég avemBounteg evépyetec.

- Ta @appoKe ovTiG TG KOTyopiag, EVOEXETAL VO TPOKAAEGOVY APUCIKES KIVI|GELG KLPIWE TOL
TPOCHTOV N TNE YADGCUS. 1€ TEPITTMON ELPAVIONS TETOLMV GUUTTOUATOV PETA TNV Ay
Olanzapine Teva evnep®doTe TOV Y1ITPO GOC.

- [ToAD omdvia, Ta PAPULOKE VTG TNG KATNYOPIog TPOKAAODV £Va GLVOLOGO CUUTTOUAT®Y TOV
TEPIAALPAVOVY TUPETH, TAYVTVOLL, EPIOPOGT), OLGKOUYIN VMOV, KOTAGTOAN 1 vvnAia. Eqv
avTO CUUPEL O GOG EMKOWVMVNOTE AUECMG LLE TOV YLOTPO GOC.

- "Eyet mopatnpnBet avénon Bapovg otovg acbeveic mov Aapupdvovy Olanzapine Teva. Eceig kot o
ytpoc cog Ba mpémel va eAéyyete 10 Pdpog cog taxtikd. EEetdote 10 evdgydEvo va
ocvppovievteite dtotoAdYo 1 va akoAovdnceTe Eva TPOYPApLL SUTPOPTG EAV ivat
amopaitnTo.

- YymAiég TYéG coKkydpov 6To aipa Kot vynAd exinedo Mmdiov (TpryAvkepidto Kot yoANoTEPOAN)
&yovv mapatnpnOei oe acbeveic mov Aappdavovy Olanzapine Teva. O yotpdg cog 0o cog
VTOPAAEL OE OUATOAOYIKEG EEETACELS Yol vaL EAEYEEL TOL emimeda cakydpov 6To aipa cog Kabmg
Kol To emimeda Kamolmv Mmidiov Tpv Eekivioete va AapPavete Olanzapine Teva kal o€ TOKTA
dloThpato Kotd Tn otdpkela TG Bepameiog.

- Evnuepaote tov ylotpd cag edv €6€ic 1] KATO10G AAAOG GTIV OIKOYEVELL GOG £XEL IGTOPIKO
OpouPmv 610 aipa, KaOdS To PAPIAKO AVTH EXOVV GUCYETIOTEL [IE TO OYNUATIGHO Opdpupwv 6TO
aipa.

Edv ndoyete amd omotadnmote amd To TOPUKAT® VOGTLLOTO, EVIILEPMGTE TOV YOTPO GOG:

o Ayyeloxd eyKeQOAKO ENEICOO10 1] “TaPOdKO” OYYELOKO EYKEPAAIKO EMEIGOII0 (TPOSMPIVAL
GUUTTOUOTA EYKEPUAKOD ENTELGOSIOV)

Nooo Parkinson

[Tobnoeig Tpootdn

[Ipofrifuata amdepacng eviépov (TapaAlvTiKOS EILEOQ)

N6G0 ToV NTATOC 1} TOV VEPPOV

AaToA0YIKEC SloTapoyEC

Kopdiakn voco

A

Envinyia

[TBavn dratapoyn NMAEKTPOAVTMV AOY® TOPATETAUEVIC GOPaPNG d1APPOLOC KAl ELETOV
(meprhapPdvel TNy Taom Yo EPETO) N XPNOTG O10VPNTIKAOV (S1okia d100pNoNg)

Edv mdoyete amd dvola, €0€iG 1 0 PPOVIIOTNG GLYYEVNS GaG Ba TPEMEL VO, EVILEPDTEL TOV Y10TPO GO,
ey giyote epeavicel 61o TapeABOV, ayyelokd eykePaAkd enelcdo10 N “mTapodIKo” ayyelokd
EYKEPOUAIKO EMEIGOO10.

Zav ocuvnng TpoPLANEN, av glcbe peyaADTEPOC/N TV 65 ETMV 1 apTNPLOKT oo TTieon Ba Tpémet va
mapakorlovdeitat amd Tov yroTpd oag.

Howa ko Egnpor
To Olanzapine Teva e cuviotdral yio acBeveic nAikiog kdto Tov 18 gTmv.

Alro eappoxa ko Olanzapine Teva
Evnuepmote tov yiatpd cog edv Taipvete, ExETe TPOCEATA TAPEL 1} UTOPEL VO TAPETE AAAL QAPLLOKOL.

Koatd ™ didprela g Oepaneiog cog pe Olanzapine Teva pmopeite va Aappdvete Ao pappoaka, povo
€dv 0 YTpog oag o vrodeitetl. Evoéyetat va aioBavOeite vmvnAia edv Aappdvete Olanzapine Teva ce
GLVOLOCUO UE OVTIKATUOMTTIKE PAPUOKE 1] PAPIOKE TTOV ACUBAVOVTAL Y10 TV OVTILETOTICT TOV
dyyxovg M Yo va oag fondncovv va kounbeite (NpepuotiKd).

[T cvykekpiéva, EvUEPDOGTE TOV Y10TPO CaG AV TaipveTE:
o @apuoako yo, Tn voco Parkinson.
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o kapPapalenivn (avtieminmtikd Kot otadgpomontng didbeonc), provpfolapivn
(avticoTabAmtieo) | curpoerobocivn (avtiPlotikd) - pmopel v eivor amapoitnt 1 aAlayn g
d0oong Olanzapine Teva mov AapPdaverte.

To Olanzapine Teva pg owvomrveopoatT®on
Agv Ba TpEMEL VoL KATOVOADVETE OTO10ONTOTE 0AKOOAOVYO TOTO, eV AapPdvete Olanzapine Teva
S10TL N TOVTOYPOVN AMYN TOV e OAKOOA LITOPEL VA GOG TPOKOAEGEL LITVIALAL.

Kotnon ka1 Onraocpég
Edv eiote éyxvoc 1 OnAidlete, vouilete 6T1 umopet va giote £ykvog 1 oyedaleTe Vo OmoKTHGETE LN,
{ntote 11 GLUPOVAT TOVL YLOTPOL GOG TPLV TAPETE AVTO TO PAPLLAKO.

Agv mpénet va, Aapavete To pAprako avtd Katd Ty tepiodo Tov Ontacpov kabhg pkpég TocoTNTEG
tov Olanzapine Teva umopel vo, omekkpivovTol 6T0 UNTPIKO YOAO.

Ta akdlovBa cuprTdpaTe PTopel va eueaviclobv 6 Vveoyvd, ol UNTEPEG TV omoimV glyav AdPel
Olanzapine Teva 1o tehevtaio Tpiunvo (6TOVG TEAEVTAIOVE TPELS PAVES TG EYKVUOGVVIG TOVG):
TPOMOG, LLiKT dvoKkayio Ko advvapio, vTvniia, S1€yeport), AVOTVELGTIKA TPOPATLOTO Kol
dvokoAia ot oiton. Edv to pmpod cag epgovicel omolodMmoTe amd avTd To GCLUTTMOUATO LTOPEL VO
YPEOCTEL VO ETKOIVMVGETE LLE TOV Y10TPO GOG.

001yNoN Ko YEPIGUOS PN YOV RATOV

Yrdpyet kivovuvog epodviong vevniiog otav Aapfdvete Olanzapine Teva. Le mepint®on epueaviong
TETOLO0V GUUTTOUOTOG VO, OTOPEVYETE TNV O YNOT 1 TO XEPIGUO EPYOAEIDV 1] UNYOVIHATOV KOl Vo
EVNUEPDGETE TOV YLOTPO GO,

To Olanzapine Teva negpiéyer Laktoln, caxyapoln kol aowapTapun

AvT10 10 PappaKko TEPLEYEL AakToln Kot cakyapdln. Eqv cag éxel mel o yiatpog oag 0Tt £xete Kdmowa
dvoavetia oe pepkd oliyopa, ETKOVOVIGTE LLE TO YIUTPO GOG TPV TAPETE AVTO TO POUPHAKEVLTIKO
TPOIOV.

Avto 10 appako TeptéExet 2,25 mg/4,5 mg/6,75 mg/9 mg aomaptaun o€ kabe

5 mg/10 mg/15 mg/20 mg Siokio daomelpopevo oto otopa. H aomaptaun givor mnyn
eawvvAiaiavivng. Mropei va givar emPBrapng edv kamotog Exel earvvrketovoupio (PKU) pia omdvia
YEVETIKN S10TOPOYT GTNV OTTOie 1] PUVOAAOVIVY] GUGCMPEVETAL EMELDN| TO CAOUO OEV UTOPEL VoL TNV
amoPAAAEL PLGLOAOYIKA.

3. g va wapete To Olanzapine Teva

[Tavtote va maipvete To PAPLOKO QVTO ALGTNPE GOUPOVO, LLE TIG 001 Yieg TOV YloTpo cag. Edv €yete
apeBoliec, pmTAOTE TOV Y1TPO GOG 1 TOV POPLOKOTOLO GUGC.

O ywatpog Ba cag evnuepmocel Toéca dtokio Olanzapine Teva wpénet vo Aapfdvere Kat yio 1060
YPOVIKO dtdotnua Oa mpémnel va cuveyioete T Oepaneia. H nuepnoia docoroyio tov Olanzapine Teva
glvan amd 5 mg £0¢ 20 mg. Na eviUEPMCETE TOV Y10TPO GO GE TEPIMTWGT TOV TOL GLUTTOLOTO
EMAVELPAVIGTOVV Kol va un dtakodwyete ) Ay Olanzapine Teva, edv dev éxete supfovievdel tov
YTpo GO,

Ta dokia Olanzapine Teva mpénet va Aapfdavovtal pio eopd nuepnoine cOUE®VA e TV VTOSEEN
ToV yutpov cag. [Ipoorabeiote va maipvete to, diokio cag tnv 010 dpa kabe uépa. Agv éxet kapia
onuocio eav Aopufavete to diokia pe 1 yopic eaynto. Ta diokio Olanzapine Teva npoopilovral yia
omd TOV GTOUATOG YOPNYNOoN.

Ta dwokia Olanzapine Teva eivat 00pavota, Yi' ovtd Bo TpEmet vo ¥pnooToloHVToL TPOGEKTIKA. Na

unv mavete to diokia pe Ppeypéva xépia d10tt pmopei va dtodvbotv. Torobetnote T0 Siokio 610
otopa coc. To diokio Ba StoAvbel dueca, £T161 doTE va gival eOKOAN 1] KATATOGT] TOV.
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Mropeite eniong va TpocBécete 10 d1okio 6g Eva TOTNPL HE VEPD, YLUO TOPTOKAAL, YVUO U0, YOO,
N KoeE Kot va To avadevoete. Mg opiopéva vypd, oto piypo pmopel va epoavictei petafoin oto
YPOHo Kot iomg yivel Boiepd. Theite To piypo apéowmc petd tnv ddAvon.

Eav népete peyordtepn 66om Olanzapine Teva amd tnv Kavoviki

AcBeveig mov Ehafav peyardtepn doom Olanzapine Teva amd TV KavoviKi, TOPOVCIAcAY TO
akolovba cupmTdOpoTe: YPNYopo Kapdiakd puiud (toyvkapdia), diéyepon/emifeTikdTTa, SLOTOPAYES
GTOV A0Y0, 0QUOIKEC KIVIGELG (1010iTEPA TOV TPOCHOTOV N TNG YADGGAS) KOl LELWIEVO EMITEDO
oVVEIdNoNG. AAAO GUUTTOUOTA EVOEYETOL VO EIVAL: EVTOVT] GUYYLOT, EMANTTIKEG KPIGELS, KM, EVAG
GLVVOVOAGUOG OO TVPETH, TOYVTEPT OVOTTVON, EPIdPWON, Luikn dvokapyio Kot {dAn 1 vevniia, apyog
pLOUOG avaTVOnG, ELGPOENGT, AVENUEVT 1] LELOUEVT] OPTNPLOKT| TTEGT], U1 PVGIOAOYIKOG KOPOLOKOG
puOuods. Emucowvoveiote apéomg e Tov yiotpd 6og 1) T0 Voookopeio eav aicBavieite onotodnmote omd
TO, TOPOTAV® GUUTTOWOTO. AEIETE GTOV Y10TPO GOC TO KOVTL LIE TO d1oKia.

Edv Egydoete vo ndpete To Olanzapine Teva
Edv Eeydoete va AaPete Ta diokia oag TapTe Ta apéoms LOALG To Buundeite. My mdpete dumAn d6on
Y10 VO OVOTTAN PMOCETE TNV dO0T OV EEXACATE.

Edav otopatioete va maipvere To Olanzapine Teva
Mn dwkdmtete TV BepamevTiKny aywyn cag omAd enedn aicBdveote KaAvtepa. [lpénel va cuveyicete
v ayoyn pe Olanzapine Teva yio 660 ypovikd dtdotnua cog £xel Kabopicel o Y1Tpdg Gog.

Edv otapatioste amdtoua va maipvete to Olanzapine Teva, umopel va 6og mopovclacTovy
CUUTTONOTO OTTOG EQIOPmOT, OLGKOAIN GTOV VIV, TPOUOG, dyyxoc 1 vavtio Kot Epetog. O yiatpdg cog
UTOPEL VO G0O,G TPOTEIVEL VO LELDGETE T SOOT| GOG GTASIOKA, TPy T dlakonn tng Oepaneiag cag.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE T YPNOT AVTOV TOL POPUAKOV POTHOTE TOV YITPO M
TOV QUPHOKOTOLO GOC.

4. MBavég avemOBOUNTES EVEPYELEG

Onwg 6Aa To pApUHOKOL, £TCL KOL 0VTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVEMIBVUNTEG EVEPYELEG OV
Kot 0ev mapovctdloviol 6e GAOVE TOVS OVOPDOTOLG,.

Evnuepmote tov yiatpd 6oc opécwms 0V LQOVIGETE:

e aovvnoioteg kivnoels (pio cuyvn avemBountn evépyeto Tov uropel va ennpedoet £0¢ 1 aTovg
10 ypnoTEC) KLPIWOE TOV TPOSHTOV 1 TG YADCTOC.

e OpopPoug aipatog otic PAEPeS (Hia Ol GLYVY AvemBOUNTN EVEPYELD TTOV UITOPEL VA ETNPEACEL
€w¢ 1 otovg 100 yproteg) Wiaitepa ot TOOLM (TO. CUUTTONOTO TEPIAAUPAVOVY 0idNua, TOVO
Kol epuOpdTNTA 6T TOHSLD), TOV UTOPOVV VO LETAPEPHOVV PECH TV AYYEIMV GTOVG TVEDLOVEG
TPOKAADOVTOG TOVO 6T0 6TNH0g Ko duomvola. EGv mapatnproete tétolo cupntdpato, {ntmote
AUECHS 10TPIKT GLUUPOVAT.

® GUVOLOCUO TVPETOV, TAYVTEPTG AVATVONG, EPIOPOOTG, LVTKNG dvoKauyiag kot aictnua visTtag
N vavnAia (1 cLYVOTNTO AVTAG TNG KVETIBVUNTNG EVEPYELNG OV Umopel va ekTiun0el pe faomn ta
Swbéoipa dedopéva).

IToAv cuyvég avemBounteg evépyeteg (Umopel va ETpedcovy Teplocotepo amd 1 otovg 10 ypnoTteq)
weplopfavouv adENoT COUTIKOD BAPOVS, VITIVNALL KOt aLENIEVE ETITESD TPOAAKTIVIIG TOL OHLLATOG.
2to apykd otddia g Bepamneiog, optopévol acbeveig evoéyetar va aicBoaviovv (ain 1 Mmobupikn
tdon (ne emPpadvven Tov Kapdtakod puouov), Waitepa 6TV GNKOVOVTOL 0o TO KPEPATL 1 TO
kéOopa. To chpntopa avtd cuvRBog VoYWl LOVO TOV, oV OP®G AVTO O GLUPEL EVNLEPDTTE TOV
yTpd Gog.

Yuyvég avemBounteg evépyeteg (Lmopel va ennpedoovy £mg 1 otovg 10 ypnoteg) meptiopufavouv
peTafoArég oTa EMIMESD OPICUEVOV KVTTAP®V aipatog, Mmdiov aipatog kot oty apyn s Oepaneiog
TPOSMPVEC OVENGEL NIOTIK®V eVOOL®V, 00ENCT OTA EMIMEDA GAKYAPOV TOVL OHLOTOC KOl T®V 0VPM®V,
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avénon ota enimeda oVPIKOD 0EEME KoL KPEATIVIKNG POOPOKIVACTG TOV aipatog, avénuévn aictnon
netvag, LaAn, avnovyia, Tpopo, acvuvnbioteg Kivioels (duokivnoies), SuoKoIMATNTA, ENPOCTOLI,
eEavOn o, ammAieto SOVOUNG, VITEPPOMKT KOTWOOT), KOTAKPATNGN vYPDV OV 001Yel o€ TPNELO TV
YEPLDV, TOV OGTPAYAAWDV 1 TOV TOSDV, TUPETO, TOVO GTIG APHPOCELS KAl GEEOVAAKES SUGAEITOVPYIES
OIS LUEIWUEVT] YEVETNOLO 0PI GTOVG GAVOPEG KOl OTIS YUVOIKEG 1] GTUTIKT] OVGAEITOVPYIO GTOVG
avopeg.

Oy ouyvég avemBounteg evépyeieg (Umopei va emmpedcsovy £mog 1 otovg 100 ypnoteg) meptiapupavouv
vrepevacnoia (m.y. 0ldNUA GTO GTOUA KOl TO AQLO, KVIIOUO Kot epunua), St 1 emdeivoon
TOV JLP1|TN, TOL TEPIOTAGIUKA EXEL GUOYETIOTEL IE KETOEEWON (ELLPAVIOT] KETOVMOV GTO OO KO TOL
00pa) 1 KOUM, GTAGHOVS TOV GVVHOWMS GYeTIlOVTOL LE IGTOPIKO EMANTTIKGV Kpicemv (entinyia),
Pkt dvokopyio 1 oTacspovg (TepAaUPaVOUEVEOVY TV KIVIGE®DY TOV LATIOV), GOVOPOLO OVIIGLY®V
TOOLMV, TPOPANUATA GTNV OUIAMA, TPAVAICUE, EXPPASVVET 6TOV Kapdlokd pubud, potosvoictncia
GTO NAKO PO, LOPPAYin Ao TN K0T, O14TaoN KOtAog, akoholo eKpor| GLEAOL amtd TO GTOUA,
OTMAELN TNG HVAUNG 1] StoTapayEG LvUNG, aKpdTeln 00pwv, SVCKOAID GTNV OVPN O], ATMAELN
HOAMODV, amovcio 1} LElOT TV TEPLOSMV TNE ELUNVOPPLONG KOl AAAAYES GTO GTHOOC TOV AVEPOV Kot
TOV YOVOUIK®OV OT®G U1 QLGLOAOYIKY] TOPAYMYT| YOAOKTOG 0O TOVG LAGTOVE 1 U1 PUCLOA0YIKT ahENGN
TOV HLOGTAOV.

Erdvieg avemBounteg evépyeleg (Umopet va emnpedcovy mg 1 otoug 1.000 ypnotec) meptrappdvoovy
peimon ¢ PLGIOAOYIKTG OEpUOKPOGING CAOUATOG, 1] PVGIOAOYIKO KAPIOKO puOUO, 0lpvidlo
aveEnynto 0avato, EAEYLOVY| TOL TOYKPEATOS, 1) OTO10 TPOKAAEL EVIOVO GTOHAYIKO TOVO, TUPETO Kot
adwabesio, Nratikn voco mov epeoviletal ¢ KITpiviGHo TOV SEPUATOC KAl ELPAVIOT) ACTPOV KNAId®V
07O UATL, HOiKN VOoo Tov gueoviletat pe oveEnynto dAyn Kot TOVoug Kot TopuTETOUEVT KoM
enmdvvn oTHoN.

211G TOAD omavieg avemBounteg evépyetleg meptloppdvovtol cofopés aALePYIKES OVTIOPAGELS, OTTMC
avTidpaon 6TO PAPUOKO PE CUUTTMOUOTA NOCIVOPIAING Kol cuoTNKoV cuvopouov (DRESS). To
ovvdpopo DRESS gppaviletan apykd pe copntdpoto 6nog g ypinng, e eEavinua oto T1pdécwno 10
07010 GT1 CLVEYELN ETEKTEIVETAL, VYNAO TUPETO, SOYKMUEVOUG AEUPAOEVES, OVENIEVH EMiTEDO
NTATIK®OV VDUV TOPATNPOVVTIOL GTIC ULLATOAOYIKES EEETAGELC, KOBMG Kot avénom TV
AEVKOKVTTAPOV (MOSIVOPIAID).

O nAkiopévol acbeveig pe dvota mov Aappdvouvv oloviamivn evoéyetol va eLEavicovy ayyeloko
EYKEPUAIKO EMEIGOO10, TVEVUOVIO, OKPATELD OVPAV, TTOCELS, VTEPPOAIKT KOTMGN, OTTIKES
yevdaobnoels, avénon g Bepprokpaciog cOUATOC, EpLOPOTNTA dEPLATOG, KOl VO £XOVV TPOPAN LT
pe tn Padion tovg. Opiopéveg meputdoelg BvnodtTag £xovv avagepbel oty WaitePT VTN OpLAdA
acOevav.

Xe aoBeveig pe voco Parkinson, o Olanzapine Teva evoéyetot va eMOEVOGEL TO, GUUTTAOUATH TOVG.

Ava@opd avemOounTOV vePyELOV

Edv mapatnpnoste kdmowo avemBOUNTY EVEPYELD EVILEPDGTE TOV YLOTPO 1] TOV PUPLOKOTOLO GOC.
AvT10 1oyet Kot Yo kdOe mhavr avemBountn vEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
ypnone. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeing, Héocw Tov Bvikon
GULGTNULOTOG AVaPOPAS TToL avoypapetar oto [Hapdaptmua V. Méow ¢ avapopdg avem@ountmv
gvepYELDV pmopeite va, fondncete ot GLAAOYN TEPICTOTEPMV TATPOPOPLOV CYETIKA LLE TNV ACPAAELL
TOL TOPOVTOG PAPUAKOL.

5. Ilog va guiaccete To Olanzapine Teva

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Noa un xpnotponoteitar ovtd T0 PAPHOKO LETA TNV NUepOUNVio ANENG TOL AVAPEPETAL GTO

yaptivo Kovuti petd v «EXPy». H nuepopunvia Aéng eivar n televtaio nuépa Tov piva o

ovopEPETaL EKEL.
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DuAdoceTal GTNV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG.

Mnv metdite To0 APLOKO GTO VEPD TG ATOYETELONG 1| OTA OKLOKA amoppippate. Potote tov
(OPLLOKOTTOLO GOG Y10, TO TAG VO, TETAEETE TOL PAPLLAKO TTOL JEV YPTCIUOTOLELTE Tl AvTd T péTpa Oa
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.

6. Iepreydpevo. TG GVOKEVOGING KOl AOTES TANpOPOpPiES
T wegpréyer to Olanzapine Teva

H dpaoctikn ovoia sivon 1 odavlamivn.

Kd&be Olanzapine Teva 5 mg d16ki0 SI0OTEPOUEVO GTO GTOWM, TEPLEYEL S Mg TNG dPACTIKNG OVGIAG.
Ké0e Olanzapine Teva 10 mg dioxio dtaomelpdpevo oto otopa, tepiéyet 10 mg tng Spactiknig ovsiog.
Kda6e Olanzapine Teva 15 mg 610ki0o S10GTEPOUEVO GTO GTOWM, TEPLEYEL 15 Mg TG OPACTIKNG OVGiaC.
Kdé6e Olanzapine Teva 20 mg diokio dtaomelpdpevo 610 otoua, tepiEyst 20 mg g SpacTikig ovciog.

Ta A0 cuoToTIKA Elval Lavvitodn, acmoptaun (E951), payvicio oteatikod, kpoomoPiddvn tomov B,
AaKTOLN LoVODOPIKT, VOOEVTTPOTLAOKVTTAPIVY, BEATIOTIKO YEVOTG AEUOVL [(TOpacKeDACL(T)
Beitiotikov(dv) yevong, paitodestpivn, cokyapdln, apafucy kopu (E414), tpro&ikn yAvkepoAn
(E1518) xou a—tokopepdin (E307)].

Epg@avion tov Olanzapine Teva kol tepleyOpevo TG 6VOKELOGIOG

AloKio S10OTEPOLLEVO GTO GTOWO, EIVOL 1] TEYVIKT] OVOLOGIN TV d10KI®MV To 0Toia dtaAvovTaL
omevBeiog TNV GTOUOTIKY KOAMATNTO T DGTE VO SIEVKOADVETOL 1] KOTATOGY| TOVC.

To Olanzapine Teva 5 mg diokio SaomePpdUEVO GTO GTONA, EIVOL EVa KiTPVO, GTPOYYVAD, OUPIKVPTO
dokio, dtapétpov & mm.

To Olanzapine Teva 10 mg d16kio S10GTEIPOUEVO GTO GTOWM, Elval £va KITPIVO, GTPOYYLAO,
aupikvpto diokio, drapétpov 10 mm.

To Olanzapine Teva 15 mg d16kio dl0CTEIPOUEVO GTO GTOWA, Elvar Eva KITPLVO, GTPOYYLAO,
apeikvpto diokio, dapétpov 11 mm.

To Olanzapine Teva 20 mg d16ki0 S1OCTEIPOUEVO GTO GTOWM, Elval £va KITPIVO, GTPOYYLAO,
appikvpto diokio, dwapétpov 12 mm.

To Olanzapine Teva 5 mg, 10 mg kot 15 mg diokia Staomelpdpeva 610 otopo dlatifeviol g yaptiva
KovTid wov mepiEyovv 28, 30, 35, 50, 56, 70 1| 98 diokia.

To Olanzapine Teva 20 mg diokia dtnomelpduevo 6To 6TONN dtoTifevTal o€ YAPTIVA KOVTILH TOV
nepiEyouvv 28, 30, 35, 56, 70 1 98 dwokia.

Mmropel va unv KokAoQopovV OAES Ol CLUGKEVOGIEC.

Karoyog Adgrag Kvkhopopiag
Teva B.V.

Swensweg 5

2031GA Haarlem

OMavdia

Hopackevactig

Teva Pharmaceutical Works Co. Ltd
Pallagi ut 13

4042 Debrecen

Ovyyoapia

TEVA PHARMA S.L.U.
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Poligono Industrial Malpica, ¢/C, no. 4
50.016 Zaragoza
Iomtavia

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren
Teppovia

Teva Pharma B.V.
Swensweg 5

2031 GA Haarlem
OX\avdio

INo omoladnmote TANpoopio GYETIKA e TO TAPOHV POPUAKEVTIKO TPOTOV, TOPUKAAEISTE VOl
amevBuvleite otov ToMKS avTImpOSmTo Tov Katdyov g Adstog Kukhopopiag.

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

Bbarapus
Tesa ®apma EAJL
Ten: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
SanoSwiss UAB
Litauen

TIf: +370 70001320

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

Eirada
TEVA HELLAS AE.
TnA: +30 2118805000

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

France
Teva Santé
Tél: +33 155917800
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Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

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

Tél/Tel: +32 38207373

Magyarorszag
Teva Gyogyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

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

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070
Polska

Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos, Lda.

Tel: +351 214767550



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

Kvmpog
TEVA HELLAS AE.
EX G0
TnA: +30 2118805000

Latvija

UAB Teva Baltics filiale Latvija

Tel: +371 67323666

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

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenské 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

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117

To mwapdov @ULA0 00N YOV yp1oNs avaBewp1)Onke Yo TeEAevToio Popd otic <{MM/EEEE}>

<{pivog EEEE}>.

Aemtopepeic TAnpopopieg Yo 1o PappoKo avtd gival dabécyeg oto diktvaKo TOTo Tov Evponaicon

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