IMAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 2,5 mg entkalvppévo pe Aemtd vUEVio diokia
Olanzapine Viatris 5 mg emkaivppéva e Aento vuévio diokio

Olanzapine Viatris 7,5 mg emkaAvppéva pe Aentd vpévio diokia
Olanzapine Viatris 10 mg emukaloppéva pe Aentd vuévio diokio
Olanzapine Viatris 15 mg emualoppéva pe Aentd vuévio diokio
Olanzapine Viatris 20 mg gmukaAoppéva pe Aentd vuévio diokio

2. IMOIOTIKH KAI MIOXOTIKH XYNOEXH

Olanzapine Viatris 2,5 mg emxaAvppéva pe Aentd vuévio diokia

KdaBe emucorvppévo pe Aemtd vpévio diokio mepiéyet 2,5 mg odaviamivng.

"Exdoya ue yvoot dpdon

Kdabe gmucodvppévo pe Aemtd vpévio diokio mepiéyel 76 mg Aaktolng (g Lovodopik).
H enucéioym kdéOe dioxiov 2,5 mg nepiéyet 0,06 mg AexiBivn coyoG.

Olanzapine Viatris 5 mg emucaAvppéva pe Aentd vuévio diokia

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel S mg ohaviamivig.

"Exdoya pe yvootn dpdon

KaBe emkoloppévo pe Aemtd vpévio diokio mepi€yet 152 mg Aoktdlng (og povodopikn).
To Aentd vpévio kabe diokiov 5 mg mepiéyer 0,12 mg Aekifivn coy0CG.

Olanzapine Viatris 7,5 mg emkoivppéva pe Aentd vuévio diokio

KaBe emucorvppévo pe Aemtd vpévio diokio mepiéyet 7,5 mg ohaviamivng.

"Exdoya ue yvoot dpdon

Kda0e gmucodvppévo pe Aemtd vpévio diokio mepiéyet 228 mg Aoktolng (og povobdpikn).
To Aemto vpévio kabe diokiov 7,5 mg mepiéyel 0,18 mg AekiBivn coyag.

Olanzapine Viatris 10 mg exucodvppévo pe Aentd VPEVIO S1oKia

Ka0e gmcodvppévo pe Aemtd vpévio diokio mepiéyel 10 mg odlavlomivng.

"Exdoya pe yvootn dpdon

KaBe emkoloppévo pe Aemtd vpévio diokio mepiéyet 304 mg Aoktoling (og povodopikn).
To Aentd vpévio kdbe diokiov 10 mg mepiéyet 0,24 mg AekiBivn coyoG.

Olanzapine Viatris 15 mg smkolvppéva pe Aentd vuévio dtokio

KdaBe emucoivppévo pe Aemtd vpévio diokio mepiéyetl 15 mg ohavComivng.

‘Exdoya ue yvoot dpdon

KdaBe emcoivppévo pe Aemtd vpévio diokio mepiéyet 183 mg Aoktodlng (og povobidpikn).
To Aemtd vpévio kabe diokiov 15 mg mepiéyet 0,15 mg AekiBivn odylog.

Olanzapine Viatris 20 mg gmuaiopuéva pe Aentd vuévio diokio

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyet 20 mg odavlomivng.

"Exdoya pe yvootn dpdon

Ka0e emucodvppévo pe Aemtd vpévio diokio mepiéyet 244 mg Aaxtolng (og povobdpikn).
To Aentd vpévio kabe diokiov 20 mg wepiéyetl 0,20 mg AexBivn coyog.

IMa tov TANpn kaTdAoyo TV €KdOY®V, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Emnucodoppévo pe Aemtd vpévio diokio (d1okio).



Olanzapine Viatris 2.5 mg emkoAivppéva pe Aentd vuévio diokia

Awapétpov mepinov 7,0 mm, 6TpoyyvA0D GYNUATOC, AUEIKVPTO, AEVKOD XPOUATOS EMKOAVUUEVD LLE
AemTO LUEVIO dloKia TO 0TTolo PEPOVV avAyALEQ Ta dtakplTikd “OZ” mive amd Ty £voeltn “2,5” ot
pio 6y tovg “G” otnv dAAN dym Tove.

Olanzapine Viatris 5 mg emuoAivupéva pe Aentd vuévio diokia

Awpétpov mepinov 8,0 mm, 6TpoyyvAol GYNLOTOG, AUPIKVPTO, AEVKOV YPDOUATOG, EXKOAVIUEVO LLE
AemTo LUEVIO dlokia TO 0Tolo PEPOVV AVAYALEQ TO dLaKPITIKA “OZ” mhve amd v Evoein “5” o
pio 6y tovg kot “G” oty AN 6yn TovG.

Olanzapine Viatris 7,5 mg emuxaAvppéva pe Aentd vuévio diokia

Awapétpov mepinov 9,0 mm, 6TPoyyLAOD GYNUATOC, AUEIKVPTO, AEVKOD XPOUATOS EMKOAVUUEVD LIE
AemTO VUEVIO dlokia TO 0Toia PEPOVV avayAvea Ta dtokplTikd “OZ” mive amd v £vdeitn “7,5” ot
pio 0y toug “G” otnv dAAN dyn Tovc.

Olanzapine Viatris 10 mg gmucaiopuéva pe Aentd vuévio diokio

Awapétpov mepinov 10,2 mm, GTPOYYLAOD GYNLOTOS, OUPTKLPTO, AEVKOD YPMDUOTOG EMKAAVLLEVO, LE
AemTO LUEVIO SloKia TO OTTOl0 PEPOVV AVAYALEQ TO dtoKPLTIKA “OZ” mhve amd v €vdeltn “10” ot
pio 6ym tovg “G” otV GAAN 6yn TOoLG.

Olanzapine Viatris 15 mg gmuaiopuéva pe Aentd vuévio diokio

[epimov 12,2 mm x 6,7 mm, eAAENYOELDT, APPIKLPTO, AEVKOV YPDUATOS, EMKOAVUUEVA LLE AETTO
VUEVIO dlokia To ool PEPOLV avayAvea Ta dtakpltikd “OZ 15”7 otn pia 6y toug Kot “G” otnv dAAN
oyn Tovg.

Olanzapine Viatris 20 mg gmuaiopuéva pe Aentd vuévio diokia

[epinov 13,4 mm X 7,3 mm, eAAetyoedn], apupikvpta, AVKOD YPMUOTOC, EMKOAVUUEVO LE AETTO
VUEVIO dlokia Ta omoia PEPOLV avayAvea Ta dtakpiltikd “OZ 20 otn pia 6y toug Kot “G” otnv dAAN
oy TouG.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpamevTikéc gvodeitelg

Evilikeg
H olavComivn evdeikvutan yia tn Oepamneia tng oxloppévelac.

H ohovComivn givar amoteAeopaTIKn 6TN S1aThpnon TG KAMVIKNG BEATimong, katd Tn SipKed TG
ocuveylopevng Bepamneiog oe acbeveic, ol omoiol epnpavicay apykd aviondkpion ot Oepaneio.

H ohavlomivn evdeikvutar yia tn Oepaneio HETPLOV €0 GOPapov poviaKoD ETEIGOdI0V.

Y& ao0eveic 6TOVG 0TOI0VE TO PAVIOKO ETEIGOO10 avTamokpidnke ot yoprynon orovlamivng, n
olavComivn evdgikvutal yio TNV TPOANYT TV VTOTPOT®V 6€ acheveig pe dutoiikn dwatapoyn (PA.
Tapdypoo 5.1).

4.2 Aocoloyio kor TpoOTOG YOPNYNONS

Evnlixeg
Eyoppévela: H ocuvietopevn d6om Evapéng g odaviamivng ivar 10 mg/muepnoing.

Mavioko eneioddo: H d6om Evapéng eivor 15 mg yopnyodpevn epanaé nuepnoing og povobepameio 1
10 mg nuepnoing og cuvdvacuévn Bepaneia (PA. mapdypapo 5.1).

[pdinyn vrotpomev ot dmohikn datapoyr: H cuvietdpevn doom Evapéng eivan 10 mg/muepncing.
INa aoBeveig mov Aapfdavovv odaviamivn yia T Bepaneio paviakov englcodiov, va cuveyileTor 1
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Oepamneio yio TV TPOANYN VTOTPOTAOV GtV 1010 dooT. Edv €va vEo paviako, PiKto, 1 KoTaOAMTTIKO
eme1c0010 gppoviotel, 1 Bepameia pe ohaviomivn Oa mpémet va cuveylotel (Le
avampocapproyn/fertiotonoinomn g d6oMGC, £4v KPOEl avaykaio), e CUUTANPOUATIKY OYOYH Yo TNV
OVTUETMOTION TOV CUUTTOUATOV TG d1dBeonc, Otav evdeikvuTol KAMVIKA.

Kotd v didpketa g Bepaneiog tng oyl oppEVELns, TOV LOVIOKOD ETEICOOI0V Kol TNG TPOANYNG TOV
VROTPOTMV TNG SUTOAIKNG StoTapayns, N Nuepnoa 66on Ba mpénet va mpocappoleTor avaioyo pe v
KAMVIKT| Katdotaot tov acbevoic, 6to gupog Tov 5- 20 mg/muepnoimg. AvEnon g 600mg o€ avaTEPN
O7tO TNV GLVIGTMOUEVT apYIKT 060G, GLVIGTATOL VAL YIVETOL LOVO HETA amd KATAAANAN KAVIKNY
EMOVEKTIUNGT KOl YEVIKA B0t TPETEL VO TPAYIOTOTTOLEITOL OE SLOGTHUATO LEYOADTEPD T®V 24 wpdv. H
oAavComivn etvar duvatdv va xopnynOel aveEapttog YevUAT®V KaB®OG 1 anoppoOPnon g dev
emnpeadetot amd TN TAVTOXPOVI AT TPOPNS. ZTadtokn peimwon TG dOONG CLVIGTATAL, TPLV TN
dlokom TG aywyng pe oavComivn.

Eidcoi wAnboouol

Hlrxwuévor

Mo petwpévn apyikn 66om (5 mg/muepnoing), av kot 6gv amotelel TV GuVH O GUVIGTOUEVT] TOKTIKT,
pmopet va yopnyn0ei oe nAikiopévous acbeveis, 65 eTdv Kot dvm, 6TOV 01 KAVIKEG TAPAUETPOL TO
amortovy (PA. mapdypoeo 4.4).

Neppixn kou/n nrotiky dvalertovpyio

Mo pukpdtepn apykn doon (5 mg), mpénet va yopnynoel otovg acheveic avtovg. Te TEPIMTOCELG
LETPLOG NTOTIKNAG ovemdprelag (Kippwon, kKotnyopiog A 11 B oty ta&vounon katdé Child-Pugh), n
apykn door Ba Tpémel va givarl 5 mg kot vo awEAVETAL LE TPOGOYN.

Kanviotéc

H 8601 évapéng kot 1o e0pog TG d0oMg dev amatteital, cuVNO®G, VO TPOTOTOLOVVTAL GE UN-KOTVIGTEG
o€ oyéon pe kamviotés. O petaforionds g ohaviamivig uropei va gvioyvbei amod to kamvioua.
ZUVIGTATOL 1] KAVIKT Topokolovdnon tov achevav kot pio avénomn g doong tng oAaviamivig
pmopei va yivel v kpbei anapaitmro (BA. mapdypaeo 4.5).

Xg TePInTmOoT), OTOL GLVVTAPYOLV TEPLGGOTEPOL OO £VOV TOPAYOVTES, Ol OTTOT0L UTOPEL VaL
EMNPEACOVY Kot Vo EMPpadhvouy To petoforiopd (ANMAv evio, nAKIOUEVOG aGOEVIAS, UN-KOTVIGTNC),
0o mpémer va e€etdleton n mBavotnTa peimong g apykng docoroyioc. H otadioxn avénon g
doomg, 0tav evdeikvuTal, TPETEL Vo, Elval GUVTNPNTIKT, 6TOVG acBeveic avtovs (BA. mapaypdpovg 4.5
Kat 5.2).

Houdozpirog mAnBoouog

Ag cvvictdTon 1 yopnynon g oraviamivng og Toudld Kot epnouvg nikiog Katm tov 18 etdv eartiog
™G EAAEWYNG OTOYEIDV Y10 TNV AGPAAELN KO TNV OTOTEAEGHATIKOTNTA. Meyaldtepes avénoelg
Bapovg Kot petaforég TV EMIMESMV TNG TPOAAKTIVIG Kot TV MTSIV, £X0VV ELEAVICTEL GE UIKPNG
duapkelag perétec o Epnpovug acheveic oe oyéon pe peréteg oe evilikeg acbevels (BA. Tapaypdpovg
4.4,48,5.1«xoms5.2).

4.3 Avrtevosieg

Yrepevoionoio ot dpacTiki 0vGia, 6TA PIOTIKIO 1] TN GOYLA 1] GE KATO10 Otd To EK30Y0L TOV
avaeépovtal otny Tapdypago 6.1.

AocbBevelg pe kivduvo gpeaviong YAAUKOUATOG KAEIGTNG YOVIOGC.

4.4 E101kég TPOELOOTOM|GELS KON TPOPVAGEELS KATA TN (p1)oN

Kotd m didpkeia e ovIiiyuyoTiknig aymynge, 1 KAvikn Bedtioon tov acbevav o mapoatnpndel petd

oo TNV TAPOSO UEPIKADV NUEPDOV £mG Kal Lepkdv eRdopddwv. Ot acBeveig Ba mpénet va Ppickovtal
VIO GTEVI LOTPIKN TOPAKOAOVONGT KOTA T SdPKELD TG TEPLOGOL QLTNG.



Poywan oyenllopevy ue avolo Ko/t d10TopoyEC GOUTEPLPOPAC

H olovComivn 6e cvvictdrtat yio ypiion oe acBeveig pe yiymon Ko SotapayEs CUUTEPLPOPHG
oyxeTi{OpeVEC e avola AOY® NG avénuévng BvnodTNToS Kot TOV KIVOUVOL EUPAVIOT|G 0y YELOLKOD
EYKEPOUAKOV ENELG0I0V. Xg ELEYYOUEVES LE EIKOVIKO QappaKo (placebo) khvikég peléteg (dbpKretog
6-12 efdopddmv), o nhkiopévoug acheveic (Léong nikiog 78 eTdV) pe yiymon Kov StotapoyEg
ooumepPpopas oxeTlONEVES e Gvola, Tapatnpninke dSuthdoio odvénon g enintoong BavAaTov 6Tovg
acBeveic vto ohavlamivn cuYKPITIKA pE eketvn Yia Tovg acBeveic vrd eukoviko dppuaxo (placebo)
(3,5% évavtt 1,5% avtiotoiymg). H vynAdtepn enintwon Bavdétov dev oyetildtav pe tn d6om g
olavComivng (péom nuepnowa d6on 4,4 mg) 1 ) didpkea g ayoyns. Ot Tapdyovieg Kivddvov mTov
evoéyetan va TpodiabETovv Tov mAnbuvoud avtd Twv acbevav e avénuévn Bvnodtnta
mepthopfavouv: nhikia > 65 eTmv, dSuoPayio, KATOUGTOAT, KAKN SIATPOPT] Kol ApUIAT®OT,
TVEVUOVIKEG KOTOOTAGELS (). Tvevpovia HeTd amd 1 yopig etlopdenon) 1 cuyyopnynon
Bevlodwlemvav. Qotdco, N enintwon Bavdtov ftav peyaAdtepn otovg acbeveic o Oepaneia pe
olavComivn cuykprtikd pe Toug acbeveig vid ewcovikd pdpuaxo (placebo), aveEdptnta amd avtovg
TOVG TOPAEYOVTEG KIVOHVO.

Y116 101ec KAMVIKEG pedétes, avapipOnkay ayyelokés eyke@olkéc avembountes evépyeies (CVAE m.y.,
EYKEPOAKO EMEIGOO10, TAPOSIKO IGYOLUIKO ENELGOO10), TEPIAAUPAVOUEVOV EKEIVMV LLE potpaio
éxPoaon. [Mapatnpnonke pio tpurhacio avénon oe CVAE og acBeveic mov Ehafav oraviomivn
ovykpltikd pe acleveic mov Ehafav eikovikd eappoko (placebo) (1,3% évavtt 0,4% avtictoiymg).
O)ot o1 acbeveig oe Bepaneio pe olavamivn kot gikovikd eappoko (placebo) mov gppdvicav CVAE,
elyov mpobimapyovreg mapdyovreg kivovvov. Hukio > 75 etdv kot aryyglokov/iktod TOTov dvola
dwmotdbnkay mg mapdyovteg Kivdvvov yuo v avarntuén CVAE mov oyetileton pe v ayoyn ue
oraviamivn. H amotedeopaticotnta g oAaviomivng dev €xel damiotmdel 0TI HEAETES QVTEG.

Nodoog tov Parkinson

H yopnynon g oraviomivng o€ acbeveig pe @oppoko-exoyoUevn (VIOTOUIVIKOD ay®VIeTH) Yhymon
610 TAaicto vooov Parkinson dev cuviotdral. Xe kKAvikég peréteg, emdeivoon tov [opkivoovikdv
CUUTTOUATOV KOl TOV YELduIohnoemv avapépnke ToAD cuyvd Kol 6 HEYUADTEPT GLYVOTNTO ATTO TO
gwcoviko edppaxo (placebo) (BA. mapdypapo 4.8), ko 1 ohaviamivn dev NTOV TEPIGGOTEPO
OTOTEAEGLLOTIKT TOV EIKOVIKOV Qoppdiov (placebo) oty Bepameiot TV Yuy®OTIKOV COUTTOUATOV.
211¢ SoKIUEG aVTEG, 01 acbevels amatteito apyikd va givar otabepomompévol otn YoauUnAotepn
amoteleopatikn 060 TV avtl-Ilapkiveovikdv eopudkov (VIOTApvIKoD ay®mvIicTr]) Kot Vol
nopapévovy otny idwa avtt-Ilapkiveoviky aywyn Kot docoroyia, kKad’oAn ) didpkewa g perétng. H
apykn d6om g oAaviamiving nTov 2,5 mg/muepnoiong Kot Tithoromdnke og péylotn d0o

15 mg/muepnocing, avaloyo pe T kpiorn Tov EpeLYNTN.

Nevpomrud Kaxénbeg Zovdpopo (NMS)

To NMS &ivor pia Suvntikd Bovatnedpa Kotdotaon, 1 onoio oyetifetal pe TV aymyn He
OVTWYOYMOTIKA POPLOKEVTIKE TPOTOVTO. TAVIEG TEPMTMGELS YapoKTnpiobeices cav NMS éxouv,
emiong, oxetiobei pe v odaviamivn. Ot KhMvikég exdnimcelg tov NMS nepiapfavovv: vepropetia,
LK1 veptovia, HeTaPorég 6To eMinedo cuveidNnomg Tov acbevoic kot onueio aoTtdbeLng Tov

AV TOVOLOV VELPLKOD GLGTHLATOG (AKOVOVIGTOS GPUYLOG 1 apTNPLOKT TEST), TayvKapdia, epidpmon
Kot kapdiokn ducpubuia). Emmpocheta onueia mbavog meptiapfdvoovy avénoen e KpeaTvVIKng
QOGPOKIVAoNS, puocseatpvovpia (papdopvorvon) kot oEeia veppikn averdpkela. Edv évag acBevig
enpavicel onpeio Kol GVUTTOUATO EVOEIKTIKA TOL NMS 1 ave&ynto vynio mopetd yopiq GAAES
emmpoobeteg KMvikEG ekdNAmoelg Tov NMS, 1 yop1ynon OA®V TV avIyLuy®TIKOV QApUIK®V,
neptAapPavopévng g odaviamivng, Ba mpémel vo SlakomTETAL.

Yrepylokonpio kot drafritng

Yrepylokopio ko eupavion 1 exdeivoor cokyapndn oo, n oroio TeploTacioKd EYEL
cvoyeTiobel pe ketoE€won N Kopa, Exel avapepbel Oyl cuyva, TEPIAAUPOVOUEVOV KOl LEPIKOV
potpaiov ekpdoewv (PA. Tapdypoapo 4.8). & opiopéveg TEPITTOGELS, Lo TPoUTapyovoa ovéEncn
ocopaTikov Bapoug £xel avapepbei, n ool iowg gival Eévag Tpodladecikdg mapdyovtag. ZuvieTdTol
KATOAANAOG KAVIKOG EAEYYOC, CULPMVA LE TIG EVOESELYUEVES OVTLYVYMOTIKES KATELOLVTIPLES 0ONYiES,
Y. pétpnon g yAukolng tov aipatog tptv v Evapén g Oepaneiog, 12 efdopadec petd v évapén
g Bepamneiag pe odaviomivn Kot ev cuveyeia, etnoine. Ot acBeveic mov Aappdvovv Bepameia pe
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OTOLOONTTOTE AVTIYVYMTIKA Aappaka, Teptlopfavouévne g oloviamivng, Oa npénet va
nopakolovBodvTol yio onpeio Kot CUUTTOUATO VIEPYAVKOLLING (6Ttmg ToAvdIyia, ToAvovpia,
moAveayia Kot advvapio) Kot ot acbeveig pe cakyapmon dtafntn 1 ekeivol pe Tapdyovies Kivohvou
Y TNV avanTuEn cokyapddn dafnn Ba mpénet va TopakoAovBovVTOL TOKTIKA Yo Emdeivmon Tov
eréyyov g yAokolns. To copatikd Bapog Ba mpémet va mapakoAovOEiToL TAKTIKE, .Y TPV TV
évapén g Bepamneiag, 4, 8 kot 12 gfdopdadec petd v évapén g Oepanciog pe olaviamivn kat gv
ocuveyela, Kabe Tpipnvo.

Metoforéc Mmdimv

AvemBounteg petaforég ota eninedo Tov Mmidiov £xovv mapatnpndei oe acbeveig vrd Oepaneio pe
olaviomivn o KAMVIKEG PHELETEG EAEYYXOUEVES PE EIKOVIKO pappoko (placebo) (PA. mapdypapo 4.8). O
petoPorég Twv Mmdimv mTpénet va avtipneTomilovrol KaTaAMNA®G KAVIKA, 11aitepa o€
duoMmdapkong acheveic kot o€ aobevelg pe Tapdyovieg Kivohvou Yo TNV ovATTLEn S0TapoydV
tov Mmdiov. Ot acBeveic mov Aapfdvovv Bepameia pe OTOLOONTOTE AVTIYLYMTIKA GAPLLOKCL,
neprropfavouévne g oloavlamivng, Oa Tpémel va vToPAAAOVTAL TAKTIKG GE EAEYYO TOV MTISIOV TOVL
0pOoV COLOMVA LE TIG EVOESEIYUEVES OVTIYVYOTIKEG KOTELOLVTNPLEG 00N YiES, TT.X TPV TNV Evapén TG
Oepameiog, 12 efdondadeg petd v évapén g Bepameiog pe odaviamivn Kot ev cvveygia, kade

5 ypovia.

AvtiyoMvepyikn dpactnproTnra

Evad n ohavlamivn €de1&e aviiyolvepytkn dpactnplotnTa in vitro, 1| EUmEPia KATA TNV SEPKELD TV
KAVIKOV SOKIU®V AmOKAAVYE YaUNAT ETinT®oT ovaAoyov cupPapdtmv. Eviodtolg, emeidn n khviky
gumeipio pe TV oAaviomivi o 0oOEVELG Le GLUVLTIAPYOVTO VOGT|LALTO. EIVOL TEPIOPIGUEVT], TPOGOYN|
OULVIOTATOL OTAV GUVTOYOYPUPEITUL O€ AGOEVEIG e VITEPTPOPID TPOGTATN, 1 TOPOAVTIKO EINED KoL
ovVAAOYEG KOTAOTAGELC.

Hrortikn) Asitovpyio

[Mopodikn|, ACLUTTOUATIKY CVOY®OGT] TOV NIATIKOV apwvotpavepepacov, ALT, AST éyel cuyvd
mapoatnpnOet, Wiaitepa ota apykd otddia g Bepoameiog. [Ipocoyn katl cuveyng mapakorovnon
amorteiton o aoBeveig pe avénuéveg Tiég ALT kaun AST, o acbeveig pe onueio Kot copntdpoTo
NTOTIKAGOVOAEITOVPYING, 08 AGHEVELS [IE TPOVTAPYOVOO KATAGTOOT TOV GLUVOSEVETUL OO TEPLOPIGHO
TNG NAATIKNAG AELITOVPYIKNG EXAPKELNG Kot 6€ aoBeVeElg o1 omoiot avtipetomifovtal pe SuvnTikd
Nratoto&kd pappoka. e TEPUTOOELS OOV £)El dtoyvawobel nratitida (teptiapfavopuévng g
NTOTOKVTTOPIKNG, TNG XOAOGTATIKNG 1 TNG LIKTNG NATIKNG PAAPNS), 1 Bepameia pe ohaviomivn, Oa
TPENEL VOL SLOKOTTETAL.

Ovdeteponevia
[Ipocoyn Ba mpémet va didetan o acBeveig pe YaunAo appd AEVKOKVLTTAPOV KOUT 0VOETEPOPIA®V

amd omoladnTote aitia, og acheveis mov AapPavouv eappaKe oV ival YvooTd OTL TPOKAAOUV
ovdeteponevia, o€ acheveis e 1GTOPIKO PAPLAKOYEVODS KATAGTOANG/TOEIKOTNTOG TOV LVEAOD TMV
00TOV, 6¢ 0GHEVEIS [1E KATAGTOAN TOV HLELOD TOV 0GTMV 0O CLVLTTAPYOV VOO LI, aKkTvobepaneio 1
ynpeobepancio Kot o AoOEVEIS [LE VITEPTOCIVOPIAMKEG KATAGTAGEIS 1] LE LLEAOSINONTIKA VOO LOTAL.
Ovdetepomevia £xel cvyva avaeepbel katd tn cvyyoprynon tng oraviamivng pe Painpoikd (PA.
Tapdypoo 4.8).

Awaxomni) g Bepaneiog
O&Ea copnTopata OTmG PIdpmaon, abmvia, TPOUOG, AYX0S, VOTia, 1) EPETOG EXOVV avapepBel omdvia
(= 0,01% Ko < 0,1%) 6tav n odaviamivn StaKOTTETAL OUPVISIAL.

QT duwwotnua

Xe KAMVIKEG SOKIEG, KAMVIKG GNUOVTIKEG TopaTAcElS 6T dtuothipata tov dtopbopévov QT (QTc)
(016pBwon tov dwwotnpatog QT katd Fridericia [QTcF] > 500 milliseconds [msec] omotednmote petd
™V apykn ektipnon oe acbeveig pe apywkn extipnon QTcF < 500 msec) ftav acvvibeig (0,1% g
1%) o€ acbeveig mov Eafav oraviamivn, yopic oNUAVTIKES SL0POPEC GTA GYETILOUEVO KOPOLOKL
cupupdpota GUYKPITIKA Le To €1KoViKO dpuaxo (placebo). Evtovtolg, mpocoyn amatteitor dtav n
oAavlomivn cuyyopnyeitan pHe PappaKe Tov gival yvwotd o6t mapoteivovyv 1o QTc didotnpa, Wiaitepa



o€ NAMKIOUEVOVG, o€ acbeveic pe ouyyevelg cuvdpopég Tapatetapévov QT S106THUATOC, CLULPOPNTIKN
KOPOL0KY| OVETAPKELD, KAPIIOKT VITEPTPOPID, VITOKAALOLLIC 1] VTOUOYVIGLOLLICL.

Opoppoeufoin

Xpovikn cuoyétion e aymyng pe ohaviomivn kot pAefucg Opoppospforng (VTE) €xer avapepbet
Oyt ovyva (= 0,1% wor < 1%). Aev €xel Oeperobel 01tioAoyIKn cuoYETIoN LETAED TNG ELPAVIOTS
oAV Opopfoepforiikmdv enelcodimv kat TG aymyng pe ohaviamivn. Eviovtoig, apod ot acheveig
pe oyloppévela, Guyva eLeavifovy eTiKTNTOVS TapdyovTes Kivduvou Yo eAeRikd Opoppospfoiuc
eMecOd10, OAOL o1 Thavoi Tapdyovteg Kivdvvou gppaviong VTE, 6nwg 1 axivntonoinon tov
acBevav, Oa Tpémel va aviyvedovTal Kot Vo AaUBAvoVTal TPOGTUTEVTIKA UETPA.

Cevikn dpactnpromra KNX

Me dedopévn v kupia dpdon g odaviomivng oto KNZ, Oa mpénet va didetal mpocoyn ot
ouyyopnynon g 1e dAla pappoka Tov dpovv emiong oto KN kabdg kot e To aAkoor. Emeidn n
oAavComivn epeaviCel in vitro ovVTIVTOTOULVEPYIKT OPAGCT], EVOEXETOL VO, avTay®VIGHEL Ta
OTOTEAECLOTA TOV AUECOV KOl EUUECOV OYOVIGTMOV TNG VIOTALUIVIG.

Emuinmtucég xpioeig

H olovComivn Ba mpémet va yopryeitar, Le Tpocoyn, o€ aceveig Le 10TOPIKO EMANTTIKOV KPIGE®MV 1
o€ 0o0gvelg e TapdyovTeg o1 0moiol UTopEl Vo TPOKAAEGOVV PeimON TG EMANTTIKAG 0vdov. Ot
EMUMTTIKES Kpioelg £xovv avapepBel Oyt cuyva oe acBeveic VO aywyn pe odaviomivn. Ztig
TEPLOGOTEPES TOV TEPITTMCENDY OVTAV, IGTOPIKO EMANTTIKOV KPIGEDV 1 TOPAYOVIEG KIVOVVOL Yia
EMUMTTIKEG KPIGELS £XOVV avapepOE.

Oyn Avckivnoio

€ GUYKPITIKEG LEAETEG, ETNOLOG 1) LKPOTEPNG OLAPKELAS, 1 oAaviomivy oxeTilOTOV e GTATIOTIKA
OMUOVTIKA YOUNAITEPN EMIMTOON QUPUOKOETOYOUEVNG duokivnciag. Eviodtolg, o kivduvog yia oyiun
duokvnoio avEAVETOL e TNV LOKPOYPOVIL EKOECT] TNV AVTIYLYOTIKT Ay®YN, £T01, OTOV oMuEin 1
CUUTTOUOTO OYIUNG dvoKivneiog epeaviclovy og acBevi vd aywyn pe ohaviamivn, Oo Tpénel va
e€etdleton To gvdeEyOUEVO LeimoNg Tng 06on 1| dakonng TG Yopnynones. Ta copuntdpata ovtd puropet
TPOCMPIVA Vo EMSEWVMOOVV 1 VoL eppavicBodv petd and draxonn g Oepameiog.

Opboctatikn vroTacn

OpbBootatiky voTacn TopaTnpNOnKe OxL cLYVE o€ NAMKI®UEVOLS 0obeveig Tov eAduPavay
oAavComivn Katd Ty S14pKELD TOV KAMVIKOV dOKIUMV. ZUVIGTATOL 1] ApTIPLOKT TIECT] VO LETPATOL
TEPLOJIKA o€ acbeveis Avo TV 65 eTGV.

Awpvidiog kapdiaxde Bdvatog

e avoapopég yo Ty oAavioamivn HETA TNV KUKAOPOPIa TOV TPOIOVTOS, TEPIMTMOCELS OLPVISION
Kkapdiokov Bavatov £xovv avapepbel oe acbeveig mov Adppavay odaviamivn. Ze pio avadpopkn
LEAETN TOPATAPTONG TNG OHASOS TOV GTVTIMV AVTIYVYOTIK®Y, 0 TH0vOS Kivouvog Tov augvidtov
Kapdlokov Bavatov, oe acheveig VIO aywyn pe olaviamivr, TV TEPITOV HNMAAGIOC TOL KIVOUVOL GE
aoBeveic mov dev AAUPovay aymyr LLE OVTIYLYOTIKA. T LEAETY], O KIVOUVOG OO TV Ay®yn L
oAaviomivin NTav GUYKPIGLOC e TOV KIVOLVO amd TNV oYY LE GTUTTA OVTIYVYWOTIKE TOV
TEPILOUPAVOVTIOV GTT GUYKEVIPOTIKY OVAAVLOT).

Hodwapikog TAnfuopog

H olavComivn dev evdeikvuton yio xpion otnv ayoyn todidv kot eprpfov. Mehéteg og acbeveig
nAawiog 13-17 etdv mapovciocay ToKileg avemBounTteg VEPYELES, TOV TEPTLOUPBAVOLY OTMAELN
Bapovg, petaPorés otig pETAPOAKES TAPAUETPOVS Kol AVENOT ToV EMTES®V TPOAUKTIVG (BA.
mapaypaeovg 4.8 kot 5.1).

Aaxtoln

Ta dwokia olavlamivng mepiéyovy Aaxtoln. Ot acbeveig pe omdvio KAnpovouikd tpofAnuato 6wme n
dvocave&ia g yoraktolng, N avendpkela g Aaktdong 1 1 dvsomoppdenon s yAvkoine-
yohaktolng, dev mpEmeL va, AapBAvVouY avTo TO PAPLOKO.



4.5 AlMAiemodpacelg pe GALO QUPRUKEVTIKA TPOTIOVTA KoL GAieS poPpQEg allniemiopaong
Meléteg arinienidopaong Exovv Tpaypoatomombel povo oe eVIAKEGS.

Avvntikéc aAniemdpaoelc mov ennpedalovy v olaviamivn

Enedn n okovCamivn petaforiletar péow tov CYP1A2, o1 poppokenTikég Ouoies TOV TPOKAAOVY
gvioyvomn N avacsToln] €101KA TOL 160eVEDOV 0VTOV, EVOEYETAL VO ETNPEACOVY TIG POPLOKOKIVITIKES
W10t TES TN oAavEamivng.

Enoyoyn tov CYP1A2

O petaforiopdg g ohovlomivig pmopet va evioyvbei and 1o kdrvicpa kot omd v KopPapoalenivn
LE amoTEAES A VO TapaTPOEl EAATTMON TV GLYKEVTPOGE®V TNG oAaviamivng. Mikpn émg pétpa,
povo, avénon g kabapong tng oraviamivig Exet avapepBel. Ot KAVIKEG EMTTMOGELG AVOUEVETOAL VO
glval TEPLOPIGUEVEG AALG GLVIGTATOL 1) KAVIKT TapokolovONon Tov achevav Kot pia avénon g
doong g oAaviamiving puropet va yivel edv kpifel amapaitnto (BA. mopdypapo 4.2).

Avactol tov CYP1A2

H gplovBo&apivn, évag edkoc avactoréag Tov CYP1A2, éxel amoderydel 0Tl avaoTEALEL GULAVTIKA
tov petaforiopd g oraviamivng. H péon advénon g péytotg ovykévipmoong (Cmax) g
oravamivng, petd ™ yopnynon e eAovPoauivng, ntav 54% og yovaikeg un- kanviCovoes ko 77%
o avopeg kamvitovteg aobeveic. H péon avénom me AUC g ohaviamivig tav 52% kot 108%,
avtiototrya. H yoprynon pwkpotepng 66ong Evapéng g odaviomivng, Oa tpémel va e€etaletal o€
acBeveig o1 omoiol Aappdavovv rovfo&apivn 1 dAro yvwoto avactoréa tov CYP1A2, 6mwg
ocmpoprofacivn. e mepintwon évapéng Bepaneiog pe évav amod toug avactoieis tov CYPLIA2, to
evogyouevo peimong tg d6ong g oravianivng Ba mpénet va eEgtaleTat.

Meiwon g Brodebecipuotnrag

H yopnynon evepyod dvBpaka peimvel tny frodiadesipuodtnto T 0Aaviamiving, YopTYOOLEVIG aTtd TOV
0TOOTOG, 6€ T0500TO 50-60% YU avtd Kot 0 evepyds avBpakas Oa mpémet va Aappdveror TovAdyioTov
2 ®peg TP N HETA TN YopNyNnomn g oraviamivng.

H @Aovoéetivn (évag avactoréag Tov CYP2D6), ot epdmag 66celg avtid&vov (apytiiov, poyvnciov)
N oeTidivng, dev £xovv avopepBel va ennpedlovy oNUOVTIKGA TIG POPUOKOKIVITIKEG 1O10TNTES TNG
olavComivng.

Avvnrtucég emdpdoels e ohovlamnivng oe AL QapUOKEVTLKG TPOidVTOL
H olavComivn evdéyeton va avtaymvicel Tic emOpAcElS TOV AUECOV 1) ELUECOV VIOTOUVIKOV
OYOVIOTOV.

H olovComivn dev mpokorel ovaoToAn TV KupldTEP®V 160eViDL®Y TOV Kuttoyp®dpotog CYP450 in
vitro (m.y. 1A2, 2D6, 2C9, 2C19, 3A4). Qg ek 10010V, dEV AVOUEVOVTOL CLOVTIKEG OAANAETIOPAGELS,
COUPOVA [LE TO OLOESILO OESOUEVA TOV UEAETAOV in ViIVO OOV deV TAPOTNPTONKE AVOGTOAT TOV
UETABOAMGUOD TV aKOAOVO®VY SPACTIKOV OVGIOV: TOV TPIKVKAMKOV avTIKATAOMATIKOV
(petaporrlopevov kopla péow CYP2D6), g Bappapiving (CYP2CI), g Beopuirivng (CYP1A2) 1
g oalemaung (CYP3A4 kot CYP2C19).

Aev avapépOnkay aAANAETIOPACELS, KATA T Guyyoprynon g oraviomivng pe Aibo N Pureptdévn.

Kotd v mapakorovdnon tov emnédmv TAGcHaTog Tov BOATPoiKod dEV TOPOVGLAGTNKE OVAYKN
TPOCAPUOYNC TNG 006NG TOL PaATpoikoD, HETA TNV Evapén TG GLYXOPNYNOTS TG OAavCaTivic.

Cevua) dpactnpiotnto KNX
[péner va divetal mpocoyn o€ 0cOEVELG TOV KOTAVOADYVOUV OAKOOA 1| ACUPBAVOVY GAPUOKEVTIKA
TPOIOVTA TOV UTOPEL VO TPOKAAEGOVV KATAGTOAT TOV KEVIPLIKOD VELPLKOV GLGTILOTOG.




Agv cuvietdton 1 cuyyoprynon oraviamivng pe avt-Ilapkiveovikd eoprakenTiKd Tpoidvta 6
acbBeveig pe voco Parkinson kot dvota (BA. Topdypago 4.4).

QTc dbotnua

Amouteiton Tpocoyn 6tav 1 odaviamivn cuyyopnyeitat Le Qappoka Tov givol YVvmoTd 4Tl TopoTEivouy
10 QTc dotua (BA. Tapdypago 4.4).

4.6 TovipétnTa, KOO KoL yorlovyia

Kbnon

Agv vtdpyovv emapKeic Kot KaAd eEreyyopeves peréteg emi eykbmv yovakav. Ot acBeveig Oa mpémet va
EVNUEPDOVOLV TOV 10TPO TOVG, O TEPITTMON OV HeiVOLV 1) TPOTIBEVTOL VO LEIVOVV £YKVES, KATAL TN
duapkela g Bepamneiog pe ohaviomivny. Emedn, n euneipia oe avOpdnivo opyavicpod givol
mePlopopéVN, 1 odavComivn Ba Tpémel va yopnysitan o £yKOOVG LOVOV €AV TO OVAILEVOILEVO OQEAOG
(Yo ™ untépa), dikaroroyei Tov mBavo kivouvo yia o Euppvo.

Ta veoyévvnrta Bpéen mov extibevtal o€ avinyuywtikd (teprapfavopévng g oroviomivig) katd to
TPITO TPIUNVO TNG EYKVUOGHVNG, SATPEYOLV KIVOLVO Y10, ELPAVICT) OVETIOOUNT®V EVEPYELDV
TEPIAOUPAVOUEVOV TOV EEOTLPAMSIKOV KOUT GUUTTOUATOV ATOGVPOTS TOV UTOPOVV VO TOKIAOVY
o€ 6oPopdTTa Kol S1APKELN LETA TOV TOKETO. YTTAPYOLV avOpOpEG Yo S1EYEPTT), VITEPTOVIO, VITOTOVId,
TPOUO, LIVNALL, AVATVELGTIKT dLCYEPELa 1) dlatapoy otr oition. Katd cvvénela, To veoyvd Ba
TPETEL VO, TOPAKOAOVOOVVTUL TPOGEKTIKA.

Oniocuog

e o peAétn pe vyteic Onhalovoeg yovaikeg, mapotnpnonie anékkpion tng ohaviamivig 6To unTpikod
v&ha. H péon ékBeon tov veoyvod (mg/kg), otn otabepn kotdotacn, vroloyicOnke ot aviictoyel
010 1,8% g avtictoyng 66ong g odaviomivng otn untépa (mg/kg). Ot acbeveig o mpénet va
gvnuepmvoviat, 0ti dgv cuvietdrtal vo Onialovv, edv Aappdavouv odaviomivn.

Covotro
Emdpdoeig otn yovipdmta dev gival yvaootég (PA. mapdypao 5.3 yio TpokAMVIKEG TANPOPOPIES).

4.7 Emopacelg 6Ty IKavOTTO 001Y161)G KOl EIPIGROD Py avipdTmv

Agv mpaypotomonOnkov HEAETES GYETIKA UE TIG EMOPAGEIS GTNV KAVOTNTO 001YNOTG KOl XEPIGLOD
unyovnudtov. Eredn n okaviomivy propei vo mpokoarécet vvniia kot {aAn, ot acBeveic Ba mpémel
VoL EVILEPADVOVTAL Y10, TOVS TOAVOVG KIvODVOUS KATA TO YEPICUO UNyYovnUAT®V, TEPIAAUBAVOUEVEOY
TOV OYNUATOV.

4.8 AvemOvunteg evépyereg

20vVoy™n TOL TPOQPIA ac@EAELOC

EviAot
O1 o ocvyvd avaeepdpeves (tapatnpridnkay oe > 1% tov aclevdv) avemBounteg evépyeteg, o

omoieg oyetiovtav pe tn yopnynon oraviomivng katd tn S1ApKELD TOV KAIVIK®V HEAETMV, NTOV
vavniia, avénon Pépove, nootvopidia, ovénpéva eninedo TPOAAKTIVIG, YOANGTEPOAT, TOV EMTEI®V
yAvkolng kot tpryAvkepidiov (BA. mapdypago 4.4), yAvkolovpia, avénpévn opeén, (dAn, axabnoia,
TAPKIVGOVIoUOG, Agvukomevia, ovdetepomevia (PA. mapdypago 4.4), duckivncia, opfoctatikni vrdTaoT,
OVTLYOAMVEPYIKEG EMOPAGELS, TAPOOIKES, AGVULTMOUATIKES OVLENGELS TV NTUTIKOV
apwvotpavopepac®v (PA. mapdypago 4.4), eavinua, eEacbévion, kénwon, Ttupeéia, apBparyia,
aLENUEVN OAKOAIKT) QOCPATACT], VYNAT YA YAOLTAUVATPAVGPEPAGT, VYNAO OVPIKO 0ED, VYNAN
KPEUTIVIKT (MGPOKIVAGT KOl 01dM 0.

Hepiinyn oV ovemBouNTOV EVEPYELOY GE LOPOY] Tivaka
O ax6Aovbog Tivakag TEPIAAUPAVEL AVOPOPES AVETIOVUNTOV EVEPYELDV KO EPYUCTIPLUKOV
SOKIHOOIHV TOL TOPATNPNONKAV KATE TNV S1APKELN KAVIKOV PHEAETOV KOl avBOpUNTOV ovaQOp@dV.

9



Méca o€ kbbe opdda GUYVOTATOV Ol AVETIOVUNTES EVEPYELEC OVAPEPOVTOL KATA oE1pd pBivovoag
cofapdmroc. Ot 6pot cLYVOTNTOS TOV AVOPEPOVTOL TOPUKAT® TPpocdlopilovtar g e€Ng: TToAd cuyvég
(= 1/10, ovyvéc (= 1/100 éwg < 1/10), Oyt ovyvég (= 1/1.000 émg < 1/100), ondvieg (= 1/10000 Emg

< 1/1000), moA¥ omdvieg (< 1/10000), un yvootés (dev pmopovv va extiunBovv pe Paon ta dtbéciua

dedopévar).
oAb Xvyvéc | Yoyvég | O Xvyvéc | Xrdvieg Mn yvootég
AWTapay£S TOL ULIOTOITIKOD KOl TOV AEPOIKOD GUGTILATOG

HoocwopiMa ®poppokvtonevio''

Agvkonevia'”
Ovdetepomevia'”

AWTapay£S TOV OVOGOTOINTIKOD GUGTILATOG

| YnepevorsOnaio!

Awtopayéc Tov petofoiopod kot g Opéyng

AvEnon Papovg'

Avénpéva enineda

Eppdvion n

yoAnotepding > napdEuven Sopim
Avénuéva enineda IOV TEPLGTAGLOKA
yAvkolnct €xel ovoyeTiobel pe
Avénpéva enimeda KeToEEMOM N KON
TpryAvKeptdiov> mepAapfavouévev
IMwkolovpia KO LEPIKAOV
AvENnom g opeéng Bavoatneopmv
TEPIGTATIKOV (BA.
napdypopo 4.4) !

YmoBeppio'?

Awtapayés Tov VEVPIKOY GLGTNATOS

Yrvniia 76 Emiinntcég xpiceig NevpoAnmrtiko
Axofnoia OTOL GTIG Koxonfeg
Hopktveoviopoc TEPLOCOTEPES YHvdpopo (NMS)
Avokivnoia’ TEPIMTMOGELG ELYOV (BA. mapdypopo

avagepei 1otopicd | 4.4) 12
EMANTTIKOV KPICEMY | ZOUTTOLOTO
N Topayovieg dracomng 1
Kovvou yia
smmTIcéS Kpioelg'!
Avcrovia
(meprrapPavopévng
NG TEPLOTPOPNG TOV
0POoAIKOV
Borpdv) !
Bpadvkivnoio'!
Apvnoia’
AvcapOpia
Tpoavhopa' ' Zovipop
0 aviiovy®v modhv'!
Kapowkéc owntapayés
Bpadvkapdio Kowuoxn
TOPATOCT) TOV TayvKapdio/
Swotpatog QTc LOpLOLpUYT,

(BA. mapdypogo 4.4)

opvidrog Bdvatog

(BA. mapdypopo
4.4H"

Ayyslokég dwatapayég

OpbBooctatiy
vmotaon'’

®poppospforn
(meprrappavopévaov
TNG TVELLLOVIKNG
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euPfoing Kot g
Opoupwong Tov gv
T Padel pAefav)
(BA. mapdypago 4.4)

AWTopay£S TOV GVUTVEVGTIKOD GUGTILATOS, TOV OpaKa Kot TOV pecodmpdkion

Emictaén’

ATOpaYES TOV YOOTPEVTEPLKOD

"Hmeg, mapodukég
AVTLYOAVEPYIKES
emdpdoels, PeTa&hd
T®V omoimv
dvoKoIMOTNTO, KO

Enpootopia.

Atdtoon g kotkiog
Yrepéxkpion
ctéhov'!

Hoykpeotitda !

AWTopoy{S TOV NTUTOG KUL TOV YO QOp@V

IMopodikéc,
OCVUTTOUOTIKES
avENOELG TOV
NRATIKOV
OLULLVOTPAVGPEPUCTHY
(ALT, AST),
Waitepa 6TNV
évapén g
Bepamneiog (PA.
Tapdypoeo 4.4)

Hrartitida
(meprrapPavopévng
™6
NTATOKLTTOPIKTC,
NG YOAOGTUTIKNG N
™G HIKTNG
nrotucg Prapng)"”

Awtapayés ToV 0EPUATOg KOl TOL VTOOOPLOV 16TOV

E&avOnpa Avridpaon amnd Avridpaon oto
potogvaichnocia (QAPLOKO LE
Alomekio GUUTTAOUOTO
Hoowoopthiog
Ko
Zvotnpkon
2uvopopov
(DRESS)
AWwTapay{S TOL HVOGKEAETIKOD GUGTIHATOS KU1 TOV GUVOETIKOD 1GTOV
| ApBporyia’ | Papdopvorvon'!
AWTapayiS TOV VEQPAV KUL TOV 0VPOPOPMV 00DV
Axpatelo o0pmv
Koataxpdnon obpav
Avckolia otnv
ovpnon'!
Kataotdoeig Tng Kinone, Tng AoyEiog Kot Tng TEPLYEVVTIKIG TEPLOOOV
YHvdpopo
amOCGLPOTG
QOpUAKOV TOV
veoyvov (BA.
TAPAYPOPO
4.6)

AWwTapay{s TOL VOTOPUYOYIKOD GUGTIILITOG KU1 TOV HAGTOD

ZTUTIKY|
dvolettovpyia 6TOVG
Gvopeg

Mewwpévn yevernowa
0PN GTOVG AVOPEG
KOl OTLG YOVOUKEG

Apnvoppoa
Aldykmon pocton
loAaktoppola ce
yovoikeg
IMvacopaotio/
S10YK®ON HacToD
GTOVG GVOPEG

[plamiopdc'?

I'evikég dwatapayfc KUl KATAGTACELS TS 0000 Yopynong
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E&acOévion
Konmwon
Oidnua
Mupeéia'”

Hapoxivikég eEetdosig

AvEnuéva AvEnuévn ook | AvEnuévn oikn
emineda pwopation'’ xorepvOpivn
TPoAaKTIiVNG TOL | YYNAN KpeaTvikn
mAdopoToc” pwcpokivion'!
YynAn yapo
YAOUTOLVATPOLV-
opephon'’

Yynhd ovptkd 0&H'°

'Kvikd onpovtikn advénon Papovg mapatnpionke og OAEG TIG KATYOPIES HE apyIKy EKTiUNoN
Agiktn Malog Xopatog (AMY). Metd ) BpoyvnpoBecun Bepancio (uéon ddpkea 47 nuépeg),
avénon Bapovg > 7% and 10 apyiKd BApoc coOITOS NTOV TOAD cvyvn (22,2%), > 15% fTav cuyvy
(4,2%) xor > 25% Mrav oy ovyvh (0,8%). [ToAd cuyvn ftav n avénon Bapovs 7%, > 15% ko > 25%
amo 1o apykd BApog ocdpatog og acheveig pe paxpoypovia kBecn (tovddyiotov 48 fdopnades) (64,
4%, 31,7% won 12,3% avtictoya).

2 O1 péoec avEnoelg oTIC TS vnoteiag Tmv Mmdiov (ohkh yoknotepoin, LDL yoAnotepdin kot
TpryAvKepidia) Nrav vynAoTePES og aoBeveic ympig evoeigelg MmdaKNG AmoppOOUONG TNV apyIKY|
extipnon.

* Tlapatnprifnkav o€ PuolodoyiKd eminedo ynoTeiag otV apyiky ektiunon (< 5,17 mmol/l) ta omoio
avénnkav og vynid (= 6,2 mmol/l). IToAd cuyvég Tav o1 petaforés ota oAd eninedo
YOANOTEPOANG VNOTEING OO OPLaKA KATA TNV opyikY| ektipnon (= 5,17 - < 6,2 mmol/l) o vynAd

(> 6,2 mmol/l).

Topamnprifnkoy cg pue1oAoYIKd emineda vnoteiag oV apyiky ektipmon (< 5,56 mmol/l) ta omoia
avénnkav og vynAd (= 7 mmol/l). IToAd cuyvég NTav o1 petaforés and oplokd enimeda vroteiog
(> 5,56 - <7 mmol/l) otnv évapén Tov KMVIKGOV HEAETOV o€ LVYNAL (> 7 mmol/l).

> TlopompriOnkay 6e GUGIOAOYIKE emtinedo VnoTeiog otV apyiky extiunon (< 1,69 mmol/l) To omoio
avéndnkav og vynAd (> 2,26 mmol/1). IToAd cuyvég ftav ot petaforég ota TpryAvkepidia vnoteiog
amd oplokd katd v évapén tov peretdv (= 1,69 mmol/l - < 2,26 mmol/l) oe vynid (= 2,26 mmol/l).

b Ye 1hvikéc pelétec, N emintwon Hopkiveoviopov kot Suctoviac og aoeveic vd ohaviamivi Hrav
aplOuNTIKd peyaAuTepn, aAAd Ol GTATICTIKA ONUAVTIKE SL0POPETIKY aTd TNV AVTIGTOL(N TOV
gwovikov eappdiov (placebo). Ot Aapfdvovteg ohoviomivn acBeveic eiyav pio younAdTepn eninTmON
[Mopxveovicpob, akadnoiog kot SuGTOVIaG CLYKPLTIKA e AVTOVG TOV EAGUPOVAY TITAOTOOVUEVES
d00¢€1G AAOTEPIOOANG. AOY® EAAEYNG AETTOUEPOVS TANPOPOPTONG Y10l TO TPOVTAPYOV OTOUKO
1OTOPIKO 0EELDV KAl OYIU®OV EEMTUPAPIOIKMY KIVITIKOV doTapaydV, OV elvat Suvatdv ent Tov
Tapovtog va amodelyBel 0t n odavamivn Tpokalel o omdvia Oyiun duokvnoia Ko GAAES OWLLLES
eEOMUPOUISIKOV TOTOV GLVIPOUES.

TO&a copmtdpaTa OTmg £QISpmoT, abTvia, TPOOC, Gy oS, VOuTia, 1 £UETOG £X0VV avapepOei, GTav 1)
olavComivn StoKOTTETOL OLPVIOLL.

8 Y ihvicég peétec Sidpietog g kot 12 eBSopadmv, o1 GLYKEVIPOGELS TV EMMTES®V TPOAAKTIVIG
1OV TAAGLATOG Y0V VITEPPEL TO AVATEPO OPLO TOL PVGLOAOYIKOV gVPOVG Tepimov ato 30% TV
acfevav vd aywyn pe oAaviamivn, LE PLGLOAOYIKE ETITEDA TPOAUKTIVIG OTNV OPYIKT EKTIUNGT).
GLYVA.

? AvemBOUNTN EVEPYELDL TOV AVOYVOPIGTNKE G8 KAVIKES uedéteg, oty OlokAnpopévn Béaon
Agdopévav g Orhaviamivig.
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"Onwg a&oroyMOnke amd peTpiotueg TIHEG 08 KAMVIKEG pEAETES, 6Ty OAokAnpopévn Bdon
Agdopévov g Oraviomivng.

" Avem@opum evépyeta mov avayvopictke Bacel avdOpUNTOV avapopdv, HETE THY KVKAOQOpia Tov
TPOIOVTOG, LLE GLYVOTNTA TOV TPOGIOPIGTNKE YPNOLOTOIOVTOS TV OAoKANpopévn Bdon Aedopévav
g Olaviomivng.

2 AvemO0opumn evEpYEIO. TOL avayVOPIGTNKE BAGEL aWBOPUNTOV ovapopdV, LETE THY KVKAOPOpia Tov
TPOIOVTOC, LLE GLYVOTNTA TOV TPOGIIOPIGTNKE GTO AVATEPO OPLO TOL JUCTNUATOG EUTIGTOSUVNG 95%,
ypnooroldvag tnv OhokAnpouévn Baon Aedopévav g Oraviamivng.

Moxkpdc- Sidpketag EkBeomn (TovAdyiotov 48 efdouddmv)

H avaioyio tov acBevdv mov eiyov coPapés Kot KAVIKG OMUOVTIKEG aALayEG OGOV apopd TNV avEnon
Bapovg, tn yAvkdoln, v oAwk) LDL/HDL yoAnotepdin 1 ta tpryAvkepidia, avéndnke pe  tapodo
ToV YpOVoL. e evijAkoug acbeveic mov cvumhipocay 9-12 punveg Bepomeiog, o puOUOg avENONG TG
péomng Tins g yAukoing tov aiporog emiPpoaduvinke petd and tepinov 6 prves.

Emnpocbeteg mAnpogopieg yia e161k0d¢ minduouoie

e KAMviKEG doKIpéG pe nAikiopévoug acbeveic pe dvoa, n Oeparneio pe olavlomivn cuoyeticnke pe
peyorvtepn emintwon Bavdartov kot and eykepoikd ayyeia avembounteg evépyeteg (CVAE), oe
oOyKplon pe To €oVIKO Paprako (placebo) (BA. Tapdypapo 4.4). TIodd cuyvég avemBounteg
gvépyeleg Tov oyetilovtav pe tn yopnynon oraviomivng, 6€ auty TN kaTnyopia achevav, ftav ot
Swatapayés Badiong kat ot ttdoelc. [Tvevpovia, avénuévn Beppoxpacio oopatoc, Andapyog, epvonpua,
OTTIKEG WEVDALGHNGELS KOl AKPATELD OVPOV TOPATNPNONKAY GLYVA.

Ye KMVIKEG SOKIHEG acHEVOVY e PaPUOKO-ETAYOUEVT] (VIOTOUIVIKOD 0Y®VIGTH) YOXWOOT 6TO TANIGLO
vocov Parkinson, emdeivioon T@V TAPKIVGOVIKOV GUUTTOUATOV Kol TOV Yeudalctnoewv avapépOnke
TOAD GLYVA KOl GE PEYOADTEPT GLYVOTNTA AT TO EIKOVIKO Pappako (placebo).

e pio KMviKn HeAéTn acBevav pe Sumokn povia, 1 cvyyopnynomn Paimpoikov pe ohaviomiv, eiye
OOV OTOTEAEGLO. TNV EQPAVIGT) 0VOETEPOTTEVING G€ T0606TO 4,1%. To vynAd eninedo TAAGUATOG TOV
Balmpoikov gvdéyetar va gtvar o artoroykdg mapdyovtas. H cuyyopnynon g olaviamivng pe Aibo
N BoAmpoiko giye oav amotédespa avénuéva Tocootd (> 10%) tpdpov, Enpoctopiog, avEnuévng
ope&ng kot avénong Papovc. Atatapayn Tov Adyov, emiong, avaeépdnie cvyvd. Katd ) didpkeo g
ovyyopnynong e oravioamivng pe Aibro 1 Bornpoikd vatpro/Paimpoid o&v, pia adénon = 7% tov
Bapovg cOUATOC Ao TNV aPYIKT EKTIUNOT, TapatnpnOnke oto 17,4% Tov acbevav, katd ™ didpkelo
g aymyng o&elog pacenc (¢mg 6 efdopddwv). H paxpoypovia Oepaneia pe oraviomivn (€mg Kot

12 pnveg) yio TNV IpOANYN VIOTPOT®V G€ a.GheVElS e durodkn| SraTapoy] EYEL GVOYETIONEL e
avEnon = 7% amd to apykd Papoc ocdpatoc, oto 39,9% tv achevav.

Hodratpikog Tinbuopde

Agv cuvictdTot 1 yopnynon g oloviamivng oe Toudid Kot pnovg nikiog K4t tov 18 etdv.
[MapoAo oV dev VITAPYOLY KAMVIKEG LEAETEC GYESIUGUEVES Y10L VO GLYKPIVOLY TOVG EQNPBOVG LE TOVG
EVIAIKEG, TO. 0edOpEVA O JOKIUEG GE €PNovg cuykpifnikay pe Ta dedopuéva amd TG SOKIUES G
EVNAIKEC.

O ax6rovBog Tivakag cuvoyilet Tig avemBOUNTEG EVEPYELEG TOL OVAPEPONKAY [E PLEYAADTEPT
ovyvotnta og £pnpovg acbeveic (MAkiog 13-17 eTdv) cvyKpITiKa pe EVAAIKOVS acBeveis | LOVo TIg
AVETOVUNTEG EVEPYELEG TTOV TPOEKVY ALY KATA TN S1APKELD PPayutpofesmV KAVIK®V 0KV e
éompovg aceveic. KAvikd onpovticn avénon Bapovg (> 7%) mapatnpionke mo cuyva oty opdda
TV PPV aclevov g chYKPIoT LE TOVG EVAAIKES e cuyKpioun ékbeon ato pdapuaxo. To 10606To
avénong copatikov Bépovs kat 1 avaroyia tov epnPov acBevdy Tov TapoVciacaY KAVIKG
onuovtikny avénon Papovg rav peyaAdtepo 6e 0VTONG VIO HoKPoypOVIa EkBeon (TovAdyioTov 24
eBdopddeg) and 6T vId N Ppayeiog didprelag EkBeon.
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Evtoc ka0 katnyopiog cuyvoTtag EUQAvIons, ot avembOunteg evépyeleg mapatifevial Katd cepd
eBivovoag coPapotntag. Ot 6pot GLYVOTNTAS TOV OVAPEPOVTAL TAPAUKATEO TPocdlopilovTat oG e&Ng:
[ToAb cvyvéc (= 1/10), ouyvég (= 1/100 €mg < 1/10).

Awtapayés Tov petaforicpod kot g Opéyng
IToA ovyvéc: AbEnon copatikod Papovg', avénuéva emineda tprylvkepidiov'®, avénon me opeéng.
Zoyvéc: AvEnuévo emineda yonotepoing'’

AwTapay£g TOL VEVPLKOD GLGTILOTOS
11010 ovyvég: Kataotoan (copmeptiapfavetl: vrepunvia, Anbapyo, vrvniia).

AWTapay£S TOV YOGTPEVTEPIKOD
2oyvég: Enpootopio

AwTapay£s TOV NTATOG KAL TOV YOANPOpOY
11010 ovyvég: AvEnon tev nrotikev opvotpavoeepac®mv (ALT/AST; BA. mapdypago 4.4).

Hopaxivikéc eEeTdoeig
TIo20 ovyvég: Meiopévn odikn xohepvOpivr, avénuévn GGT, avénuéva enineda tporaxtivng Tov
mAdopoToc'®.

B Metd ™ Bpoyumpddeoun Ospomeia (uéon Sidpketa 22 Nuépec) moAd cuyvi Hrav 1 avénon Papovg
> 7% and 10 apyKo Papoc copotog (40,6%), cuyvi nTov 1 avénon Papovg > 15% amd to apykod
Bapog copatog (7,1%) kot > 25% frav cvyvn (2,5%). Me ) pokpoypovia ékfeon (tovidyiotov 24
gPdouadec), 89,4% mapovsiocav avénon Papovg > 7%, 55,3% napovciacav adéncn Papovs > 15%
kot 29,1% mapovciacav adénon Papovs > 25% amd to apykd BApog CHOUATOC.

" Mapatnpydnkav oe pvotoloyikd enineda vnoteiag oty apyikh ektipnon (< 1,016 mmol/l) ta omoia
avéndnkav og vynid (= 1,467 mmol/l) kon petaforés ota TpryAvkepidia vnoteiog amd oplaxd Kotd
mv évapén tov peretdv (> 1,016 mmol/l - < 1,467 mmol/l) og vynAd (> 1,467 mmol/l).

B Mapompnnkoy cuyvég HLETAPBOAEC GTIC TIMEG VOTEING TG OMKNC YOANGTEPOMC OO PUGIOAOYIKE.
emineda otV apykn extipnon (< 4,39 mmol/l) oe vymrd (= 5,17 mmol/1). IToAd cuyvég Tav ot
LeTAPOAEG OTIC TIES VIOTELNG TNG OALKNG YOANGTEPOANG OO OPLUKA EMimeda KATA TNV Evapén ToV
peietdv (> 4,39 mmol/l - < 5,17 mmol/l) o€ vynia (= 5,17 mmol/l).

" AvEnpéva eninedo mpolaxtivng Tov TAdoaToC TapotpiOnKay ot 47,4% tov epifav acOevov.

Avoopd THavoAOYOVUEVOV OVETIBOUNTOV EVEPYELDV

H avagopd mhoavoroyoduevoy avemBOunTmy EVEPYELDY HETH AmO TN YOPNYNOT AOEL0G KUKAOPOPIOG
TOV QUPUAKELTIKOV TPOIOVTOG glvar onuavtikn. Emtpénet tn cuveyn topakoiovdnon tng oyéong
0PELOVC-KIVOVVOL TOV PAPLOKEVTIKOD TPOTOVTOG. ZNTEiTan oo TOVG EXOyYEALATIES VYEING VO
avaPEPOVY OTTOLEGONTOTE TIOOVOLOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEG® TOV EBVIKOV GUGTNUATOG
avapopds mov avaypdeetol oto [Hapdptnua V.

4.9 Ymnepoocoroyia

2nuelo Kol GUUTTOUOTO

[d1aitepa GuVIHON cvpuTTOpTO THG LITEPSOGOAOYNONS (Le TOGOGTO EUPdviong > 10%) mepthapPdvouv
TayvKoapdica, avnovyio/ embetikotnTa, dSvcapdpio, TOKIAN EEMTVPAUISIKA CUUTTMOUOTO KOl LELOWUEVO
eMined0 GLVEIONONG, TO OTOL0 KVUOIVETOL OO OTAT] KOTOGTOAN MG KMLLA.

Al KAMVIKE onpavTiKa cupBapata tng LIEPSOGOAOYING TEPIAAUPAVOLY TAPAAT PO, ETIANTTIKEG
Kploels, KOWo, Thavo VEupoINTTIKS KaKON0eg GUVOPOLLO, OVUTVEVGTIKT KOTUGTOAN, ELGPOPN O,
vrépTaom N vdTaon, kapdiokn appuduic (T0cocTd guedviong < 2% TV TEPITTOCEWY
VIEPOOGOAOYIOG) KOl KAPSOOVOTVEVGTIKN avakomr). Motpaieg ekfacelg éxovv avapepbel pe ofeleg
VIEPOOGOAOYIEC TOGO YouUNAEG 660 ta 450 mg, odAd kot emPimon €xel emiong avaeepbei petd and
o&eia vrepdocoroyia pe mePimTov 2 g amd TOV GTOUOTOG OAUVEOTTIVY.

Avtiuetonion
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Agv vrdpyet €101K6 avtidoto yo tnv ohavlamivn. [IpokAnon guétov dev mpoteivetan. H ypron tov
KOOEPOUEVOV SLOSIKOCIOV OVTILETDTIONG TG VIEPSOGOAOYING (.. TAVGT GTOUAYOL, XOPNYNoN
gvepyov avipaxa) propel va epapuocbei. H tavtdypovn yopnynon evepyov avOpaio £6€1Ee 0T
pewdvet v ProdtodectdTnTa TNG 0O TOV GTOUNTOS XOPTYOUpEVTS oAaviamivng o€ mocootd 50-60%.

H copntopoticy avtipetdnion Kot 0 EAEYY0G TV AELITOVPYL®OV TOV (OTIK®V 0pyAveV UTopovV Vo,
epapprolovtol avaroya [E TNV KAVIKTH KOTAGTOGT ToV acevois, neptlapfavouévig e
OVTUHETMTIONG TG VIOTACTS, TG KUKAOQOPLOKNG KATEPPEWYNG KOl TNG VTOCTNPIENG TV
OVOTVEVGTIKMV AEITOLPYLDV. M1 ypnotponoteite emveppivn, viomapivn 1 dAleg

GUUTAON TIKOUUNTIKES OVGIEG HE P-ay®@VIGTIKY OpaoTnPlOTNTa, ENEWDN N SIEYEPCT TOV - VTOSOYEDV
eVOEYETAL VoL EMOEWVMGEL TNV LTdTaoT. H kapdiayysiokn mapaxorohbnon sivor amapaitntn yo tov
éleyyo mBovav appubdv. Ztevi wtpcn enifreyn Kot Tapakoiovdnon eivar amapaitntn péxpt o
ac0EVG VO OVAKAUYEL TAP®G.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®appokodvvopuikis 1010TNTES

Ddappokobepanentiky katnyopio: yoyoAnmtika, dwalemives, ofaleniveg, Oeralenives kan o&emiveg,
kwdwkdg ATC NOSA HO3.

Dapuoxoduvokés EmOPAUCELS

H olovComivn givar £vog avTiyuyoTikog, avIoVIaKos Kot otafepomontikds g d1ibeonc
TAPAYOVTOG, O OTOI0G EKONAMVEL EVOL EVPV PAPUOKOAOYIKO TPOPIA EMOPACEDV GE Eva AptOpo
GUGTNUATOV VTOJOYEMV.

2116 TPOKAVIKEG PeAETES, 1) ohaviamivn £6e1&e ynpikn cvyyévetn (Ki < 100 nM) yia gupvd pdacpa
VTOS0YEMV OTI®G 01 LITodOYElg TG ogpotovivng S HTaanc, S HT3, 5 HTe, o1 vmodoyeic tng viomapivng
D, Dy, D3, D4, Ds, o1 yolvepyikoi povokapvikoi vwodoyeig Mi-Ms, ot adpevepyucol vTtodoyeic o Ko
ot vrodoyeig g otapivng Hi. Ot peréteg cvpneprpopds oe mepapatdlma pe v okaviamivn £dei&ov
5 HT, vtomopiviko kat yOAVEPYIKO avTaymviGHd, GuUPaTd Ue TO TPoPil ohvoEoNG LTOSOYEMY TOV
eoppaxov. H odaviomivn epodvice peyaldtepn in vitro cuyyEVeld Yo TOVG VITOJOYEIS TG
oepotovivng 5 HT: mapd yuo toug vodoyeig g viomapivng D2 ko peyaddtepn 5 HT, mapd D
dpaotnplotnta o€ in vivo poviéla (rpotuna). Hiektpopuoiohoyikéc peléteg £0ei&av Ot
oAaviamivn eKAEKTIKA LEMVEL TO PLOLO TVPOSOTNONG TOV UECOUETALY UKDV (A10) VIOTOLIVEPYIKMV
VEVPDVOV, EVA EYEL LIKPN ETIOpacT 6N peAavoppafdmtn 060 (A9) 1 omoio eumAEKETAL OTNV
kwnrikotto. H ohavlanivn peiooe o eEaptnuévn avtidpacn aropuyng, SoKIHocio eVOEIKTIKN
AVTIYVYOTIKNG SPOGTNPLOTNTAG, GE HOGEIS TOV JEV TPOKAAOVV KOTUANWIO, o SPAoT EVOEIKTIKN
eEOMUPOIOIKOD TOTOV TOPEVEPYELDVY. AVTIOETA TPOG GALL AVTIYLYMOTIKA QAppaKa, 1 ohaviamivn
ALEAVEL TNV AVTATOKPLOT GE LI “aryyOAVTIKY” SOKLUOGIAL.

e perétn Topoypapiog Exmopnng [olurpoviov (PET) g epdmraé 06ong (10 mg) oe vyieig
gfelovtég, 1 ohavlamivn epeavice peyaivtepo Pabud ouvdeonc pe toug S HT2a vmodoyeis and oti pe
TovG Vodoyelg g viomapivng Dy EmmAéov, pekét oyloppevikdv acevov pe xpnorn Topoypaeiog
Amho0 ®wtoviov (SPECT) amoxdlvye 6Tt 01 avTomokpvopevol oty odaviomivn acOeveic glyav
pucpdtepn D, 60vdeon 6 veupdVEG TOL PaPIMTON COUATOG TOPA OL AVTOTOKPIVOLEVOL GE TUTIKA
AVTIYVYOTIKA - KOl PIOTEPIOOVN - AGHEVELS KoLl GUYKPIGIUN LE QT TOV OVTOTOKPIVOLEVOV GE
Kholomivn acBevav.

Kl amoteleopoatikdtnta

g 800 amo TIG HVO UE EIKOVIKO PAPLOKO KOl OTIC SV0 OO TIC TPELG CUYKPITIKEG EAEYYOLEVEG OOKLUES
e meptocdtEPoLS TV 2.900 oxloppevikdv acevav ot omoiot eppavifay Betucon kot apvnTiKoh
TOTOV GUUTTAOUATA, 1) OAAVEATIVI] GLVOSEVTNKE OTO GTATIGTIKG ONUOVTIKA PEYAADTEPEG PEATIOGELS
OTO APVNTIKE OTMG EMIONG KOt 0TO BETIKA GCUUTTMOUATA.
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e pa ToAveBVIKT, SITAN-TLEAN, GuYKPLTIKN peAéTn oyloppévelnc, oxllocuVaIcONUATIK®OVY Kol
oLVaPOV dlatapaydv, N oroia tepielappave 1.481 acbeveic pe mokilov Babpov cuvodd
katoflmTikd cvurtopata (LEorn Pabuoroyia katd v eloaywyn oty perét 16,6 otnv Kiipoka
Montgomery-Asberg Depression Rating Scale), pio tpoontikn devtepoyevig aviilvon g LETOPOANG
g cuvolcOnpoTikng Pabpoloyicg amd TV apyikn EKTIUNGT MG TO KOTOANKTIKO TG onueio £6e1&e
oTatTioTiKd onpavtiky vrepoyn (p=0,001) otovg acBeveic mov Elafav odaviomivn (-6,0) cuykpitikd
pe awtovg mov Elafav aromeptdorn (-3,1).

e 000eveic e LOVIOKA 1) LEIKTE ETEGOON OUTOAIKNG dtatapayns, 1 oAaviamivn amedeiyBet 6Tt Exel
UEYOAVTEPT] AMOTELEGLOTIKOTITO EVOAVTL TOV EIKOVIKOV (apudkov (placebo) kot tov faAimpoikon
vatpiov (divalproex) otnv eAATTOON TOV HOVIOK®OV GVUTTOUATOV £vTOg 3 efdouddwv. Eniong, n
oAaviamivn EPEAVICE TOPOUOLN ATTOTEAEGLATIKOTITA LLE TNV AAOTEPIOOAT OGOV 0POPE TO TOGOCTO
TV 060gVDV 6TOVG 0TOI0VG EMTEVYONKE TANPNG LTOYMPTON TOV CLUTTOUATOV TNG LOVIOG KOl TNG
KkatdBiyme, og 6 kot 12 efdopddes. e pio pehétn cuyyopnynong onov ot acOeveig Edafov Aibo N
Bodmpoikd yio tovAdyiotov 2 gfdopades, n tpocHnkn 10 mg oravianivng (cuyyopnynon pe Aibo 1
Bodmpoikd) giye cov amotélecpa pio LEYAADTEPT] LEIMGOT) TOV HAVIOKOV CUUTTOUATOV, GTO ST
TV 6 efoonadmv, cuYKpLTKd [ TV povobepoameio pe Paimpoikd 1 Aibio.

e o peAén 12-unvng S1dpKelog TPOANYNG TV VTOTPOTMV, GE AGOEVEIS e HavIoKO ETEIGOS10, O
omoiotl exétvyav HEeon pe oAaviamivn Kot Katdmy katavepunnkay toyatomomuéva og oloviamivn 1
ewoviko edppaxo (placebo), n olavanivn £5€1E€ GTOTIGTIKA GTULOVTIKT VIEPOYT EVOVTL TOV
gloviKov pappdiov (placebo), 6to KOPLo KOTOANKTIKO oMpeio TG HEAETNG, TOL APOPOVGE TNV
VROTPOTN TNG SmOAKNG dtatapoyng. H olavamivn eniong ELQAVIcE GTATIOTIKA GTULOVTIKT VTEPOYN
EVOVTL TOV EKOVIKOD Qapurakov (placebo) otnv TpdAnyn vroTponng gite Tpog pavia gite TPOg
KaTdOAym.

e po peAé 12-pmvng S1apkelag TPOANYNG TMV VITOTPOTAV, GE AGHEVEIC e LLOVIOKO ETEGO10, OL
omoiotl emETvy OV VPEST LUE GLYYopNYNoN oAaviomivng kot ABiov Kol 6T GUVEYELN KaTavEUnONKoY
toyatomomuéva o€ oroviamivn 1 Aibo, n oAaviamiviy HTav 6TATIGTIKA 160dVVaun L To AiBo 610
KOPLO KOTOANKTIKO ONUELD TNG HEAETNG, OGOV QPOPA TNV VIOTPOTN TNG OUTOAIKNG SLoTapPayNG
(oravCamivn 30,0%, AiBo 38,3%, p=0,055).

e i 18-pnvn pelémn ocvyyopnynong, oe acfeveic € Laviako 1 KTO EXEGOS10, OL 00101
otafeponomOnkav pe odaviomivn Kot éva otabepomomn g 01a0gomng (Aibo 1 BaAnpoikd),
LoKpOypoOvie cuyyopnynor oraviomivng pe Aibo 1 PaAmpoikd dev fTaV GTATICTIKA GNUOVTIIKA
vrepéyovoa g povobepameiog pe Aibo 1| BaAnpoikd, 6Gov apopd TV Kabvotépnomn g ELPAvVIoNg
VTOTPOTNAG TNG SUTOAIKNG SLOTAPAYNC, COLPMOVA LE Ta KPLT P10, (S10yVOGTIKG) TOV GLVIPOUOV.

Hodratpikog tinbuopde

Agdopéva eheyyOLEVNG OMOTEAEGLATIKOTNTOG 0 £pnovug (MAkiag 13 émg 17 etdVv) Tpoépyoviat amd
pkpng didpretag Heréteg yio tn oxioppéveta (6 eBdopades) Kot yio T Loviol Tov oyeTileTon pe
dumoiwn datapoyn tomov 1 (3 efdopddeg) pe ovppetoyn Aydtepov and 200 eprifov. H olavioamivn
xopNyYNONKe e eVEAIKTO dOGOAOYIKO oynua pe doomn Evapéng 2,5 mov Kupdvinke Emg Kot

20 mg/muepnoing. Katd tn didpkeia Oepaneiog pe odaviomivn, ol £pnpot mapovsiocay GNUAVTIKA
peyolvtepn avénon Bdpovg oe ciyKpion pe Toug evihikes. H adénom otig Tipég vnoteiog tng oAKNG
yoAnotepoAng, tng LDL yoAnotepoing, Tov tprylukeptdimv kot g mporaktivig (BA. mapdypago 4.4
Kot 4.8) tav peyaAhTePT 6TOVG PN POVG GLYKPLTIKA IE TOVG EVAMKES. AgV LITAPYOVY EAEYYOUEVA
S€00UEVE Y10, TN SLOTNPNOT| TNG OTTOTEAECLLATIKOTITAG 1) 3EG0UEVA LLOKPOXPOVIOG AGPAAELNS.
[MAnpopopieg GYETIKA e LOKPOYPOVIO ACPAAELN TPOEPYOVTAL KUPIME OO avoLyTOD GYESIAGHOD, U
eleyyopeva dedouéva.

52 ®appokoxivTikég 1010TNTEG

Amoppdenon
H olavComivn amoppopdtat KaAd PHETA TNV XOPTYNOT ard TOL GTOULATOG KOl TO LEYIGTA EMINEON GTO
TAdopa emTuyydvovtal viog 5-8 mpav. H amoppoepnom g dev emmpedletar omd ) ANy tpogng. H

16



oAVt BrodlafecUOTNTO TNG OO TOL GTOUATOG XOPNYNOTG CYETIKG LLE AVTN TNG EVOOPAEPLOC dEV
€xel TPoadloptobel.

Kotavopn
To m0c00T6 chHvdeons TG oAaviamivng e TI TPWTEIVES TOL TAAGHATOG NToV Tepimov 93% pe e0pog

ocvykévipmong 7 émg 1.000 ng/ml wepinov. H odavlomivn cuvdéetan kupimg e TNV Aevkopativn kot
™V oli- 6&vn- YAVKOTTPOTEIV.

Buopetaoynuatiopds

H ohavComivn petaforiletar 6to Hmop pécw 0dmv ovlevéne kat o&eidmang. O kvplog petaforitng
o710 aipa gtvat 1o 10-N-yAvkovpovidio, 10 0moio o€ SlamePVA TOV AO-EYKEPAAIKO Ppaypo. Ta
kutoyxpopato P450-CYP1A2 kot P450-CYP2D6 givar vrevBuva, yio Tov oynuatiopd tov N-
deopeBuA- kot 2-vdpo&upedui- petafoAtdv, o1 0TOioL ELPAVICHV CTUAVTIKA UIKPOTEPT) in ViVo
(QOPUAKOAOYIKT] dpacTikoTnTa 0o TNV ohaviamivn oe peréteg mepapatolowmv. H kopua
QOPUOKOAOYIKT dpdon opeidetal ot unTpiky ohaviamivn.

Amofoln
Metd Vv amd Tov GTONATOG YOPNYNOT TG OAUVEATIvIG, 1) LECT] TEAIKN MTEPTI0d0G amoPOANg TG
oAaviamivng o€ VYW Gtopo TotKiAAEL avadoyo pe TV NAKio kot To OAO.

e vym nAikiopéva dropo (65 €TV 1| TEPIGGOTEPO) GE GUYKPLOT| LLE UM NAKIOUEVO VY] ATOUa, T
péomn nuurepiodog amoforng g ohaviomivig ftav TopozeTopévn (51,8 évavtt 33,8 dpeg) ko
Kk@Bapon frav ehattopévn (17,5 évavtt 18,2 I/hr). Ot pappakokivnTikég S109popEg 6 NAKI®UEVE,
GTopo EVPIGKOVTOL EVTOG TV 0PIV SUKVLOVOTG TOV TOPATPOVVTOL GE LN NAIKIOUEVO ATOLO. ZE
44 oyloppevikong acbeveic nlikiag > 65 etmv, o1 onoiot Elafav docelg olaviamivng Hetaéy S kot
20 mg/mpepnoimg, dev mapatnpOnke kdmoio diaitepo mepiypappa (TpoPid) avembountov
EVEPYELDV.

g YOVaiKeg GUYKPITIKA LE AVOPES, 1 LEGT NUTEPT0d0G amofoAng TG oAaviamivig NToV KATMG
peyorotepng duapketag (36,7 Evavtt 32,3 dpeg) ko 1 kdBapon frav pikpotepn (18,9 évavt 27,3 I/hr).
Qo1600, N ohaviomivn (5-20 mg) £de1&e éva cuykpioio TPoeik acpaieing oTig yovaikes (n=467) pe
avtd TOV avopav (n=869) aclevav.

Neopwkr) dvsretrtovpyia

e aoBeveic pe veppukn ducettovpyia (kdbapon kpeativivng < 10 ml/min) cuykpitikd pe vy dToua,
dev mapatnpinke onuavtiky dopopd otn péon nuepiodo anofoing (37,7 évavit 32,4 dpeg) 1| 6TV
KkdBapomn (21,2 évavtt 25,0 1/hr). Mo pedétn mass balance £0e1&e 6t1 1060010 TEpinov 57% tng
padtoonpacpévng ohaviamivig aviyvevdnke ota ovpa, KUPLMG LE TN LOPOT TV LETAPOAMTOV.

Hratikn dvciertovpyia

Mio pucpn HeAETN Yo TV EMIOPOCT] TNG SLOTOPAYUEVTS NTATIKNG AELTOVPYIOG GE 6 GTOUO LE KAVIKG
onpavtikn kippoon (Katnyopia A (n =5) kot B (n = 1) katd Childs Pugh) anokdAvye puxpn
EMOPAON GTN POPLAKOKLVITIKN TNG 0O TOL GTOUATOG Xopnyovuevns olaviamivng (2,5 - 7,5 mg
ePamas 060M). ATopo e N0 EMG LETPLO. NTTOTIKT SVGAEITOVPYI ElYOV EAAPPDG ALENUEV
GLOTNUOTIKY KABapon Kot TayvTEPO YPpOvo Nmng amofoAng oe GUYKPLION LE Ta ATOpa Y®Pig
nratikn dveAsttovpyio (n = 3). Yanpyav nepltocdtepol Kanviotég petald Tmv oTOUmV PE Kippmon
(4/6, 67%) amd 6,11 peta&d TV aTOU®V XOpic nratikn dvciettovpyia (0/3, 0%).

Kénvicua
g UN-KOTVIOTEG GE CUYKPLOT UE KOTVIOTES (AvOpES Kol yuvaikeg)  péon nuumepiodog amofoAng g
olavlomivng mapatadnke (38,6 évavtt 30,4 mpeg) ka1 kabapon elattddnke (18,6 évavt 27,7 l/hr).

H kéBapon g odaviamivng omd to TAGG O EIVal PKpOTEPT] GTO NAKIOUEVE GE GUYKPLOT| LE VEUPQ
GTONO, OTIG YOVOIKEG GE GUYKPLOT E TOVG AVOPES, KOl GTOVG U KATVIGTEG GE GUYKPLOT| LLE TOVG
kanmviotéc. Evtovtolg, n omovdaidtnra g enidpacns g nAkiag, Tov GUAOV 1] TOV KAMVIGUATOG GTNV
KkdBapomn kot v mepiodo nuimng g oAaviamivig elval pikpn 6 cOYKPIOT LE TN YEVIKT] S0KOUOVOT)
peTagd v dlpopmv acBeEVOV.
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AT ta dedopéva piog perétng pe Kavkdaoiovg, lanwveg kar Kivéfovg, dev mposkuyav d10popis oTig
QOPULOKOKIVITIKES TAPAUETPOVS AVAUESH GTOVG TPELG ALTOVG TANOVGHOVG.

HNodratpikog minbuoude

"Epnpotr (nAwciog 13 émg 17 etadv): Ot poprokokivnTikés 1010tnTeg ¢ oloviamivng eival TopOpotES
petadd Tov epnPov Kot Tov eVAMKOV. XTI KAMVIKEG LEAETEC, 0 HECOG Opog EkBeong otnv oAaviamivn
nrav mepimov 27% vyniotepog otovg eprfoug. Ot dnpoypapikés dStapopés Hetald Tov epnPmv Kot
TOV EVNMKOV TEPIAAUPAVOVY TO HEIOUEVO KOTA LEGO Opo BAPOg cMUATOC, EVD AtydTepot EpnPot fTav
kamviotéc. Ot mopdyovteg avtol mboavd cuuBaiovy ot peyaAdTepT KaTd HEGO 0po EkBEcN TOV
mapoTnpOnke otovg eprovuc.

5.3 TIIpoxivikd dgdopéva yia TV ac@dieia

Ocela (epdmaé-660ng) To&kdtnTa

Ta onpeia ™G omd ToL GTOUATOG TOEIKOTNTAG OTO TPOKTIKA NTAV YOPUKTNPIOTIKA TOV IGYVPDV
VEVPOMTITIKOV PAPUAK®OV: HEI®ON TNG dpacTNPLOTNTAS, KOO, HUIKOS TPOHOG, KAOVIKOT 6TTooLOf,
GlEAOPPOLA KOl LEI®MOT TOV COUATIKOV Bdpove. Ot péceg Bavatneopeg dOGEIS NTOV TEPITOV

210 mg/kg (og movtikobc) kot 175 mg/kg (og apovpaiovs). Mepovopéveg and Tov 6TOUATOS SOGELG
€wg 100 mg/kg €ywvav avektég o€ Kuveg yopic v epedvion Bovatov. Ta kKAvikd onpeio
mepLapfoavoy KoTaotodn, atasio, Loikd Tpopo, avénon e KapdaKkng GuxvoTNTaS, EpYMON OVATVOT)|,
poon kot avopeio. Xe mONKovs, HEPOVOLEVEG amd TOV 6TOpHATOG d00els £g 100 mg/kg Tpokdieoay
AN PN eEAVTANOT EVD, 58 VYNAOTEPES SOGELS, LEPTKT| OTMAELN TNG GLVEIONONC.

Tofwodtnra petd amd emavellnuuéves 60celg

e peréreg dapkeiog péxpt 3 Unvav og Toviikovg Kat péypt 1 £tovg oe apovpaiong Kot KOVES, Ta
KOPL0 GUUATONOTA TOV KOTAGTOAT TOV KN, avTiyoAvepyikéc SpAcels Kot mepipePIKEg
OLULOTOAOYIKES Sratapayss. Avamthydnke avoyn otnv katacstodn Tov KNZ. O mapdpetpot avantoéng
pewmOnKay pe ™ xopynon vyniav d6cemv. Ot avaoTpEYILEG aveTIBOUNTES EVEPYELES Ol OTTOIEG MTAV
ocopupatég pe ta avénuéva enineda TPoAaKTivng o€ apovpaiovg mepiapfavay peimon Tov Bapovg Tov
®OONKAOV KoL TNG UATPOG KOl LOPPOAOYIKEG LETAPOAEG TOV KOATIKOD emifnAiov Kot Tov polikov
adéva.

Aotoroyikn To&kotnta

MetofoAéC TOV QUOTOAOYIKOV TOPAPETP®V TapaTnpOnKay o€ OAa Ta €101 Tepapatdlomy,
CUUTEPIMOUPOVOLEVOV TOV S0G0-EEQPTOUEVOV LELDGEDY TOV TILMV TOV AEVK®V OLLOCPAPIOV G
TOVTIKOUG KOl TOV UN-E0IKDV HEIMCEDY TOV TILDYV AEVK®V OHOGQUPinY 68 apovpaiovs. Qotdco,
dev mapatnpninKe KLTTOPOTOEIKOTNTA GTO HVELD TOV 0GTAOV. AVOCSTPEYLUT OVOETEPOTEVIML,
Opopfoxvtonevia N avarpio wapatnpHONKAY 68 OPIGUEVOLS KHVEG oV EAaBav d6ceLs 8 1

10 mg/kg/mpepnoiong (cuvorikn ékBeom oe ohavianivn (AUC) ftav 12 -15tAdoia autrg Tov atdpov
nov €lafe 12 mg odaviamivig). Ze KOVES TOL EMAGYOV OO KLTTOPOTEVID, OEV TaPATNPTONKOY
AVETOVUNTEG EVEPYELEG OTA TPOYEVVNTIKA (apy€YOVO) KOTTOPO KO GTO KOTTAPO TOAAOTAAGLOGHOD
TOV HVEAOD TV OGTAOV.

Tolwédtta oty avorapaymyn

H olavlomivn dev €xet tepatoyovo dpdon. H kataotoln exnpéace v ikavotnto (Evyop®uUatog Tov
appévov apovpainv. Ot oiotpikoi khkAol ennpedotnkav o d6ceig 1,1 mg/kg (3 popég avatepeg g
peyiotng avOpdmvng 600mMG) Kol 01 TUPAUETPOL AVOTOPUYOYNS EXNPEASONKAV GE apovpaiovs Tov
EhaPav dooeic 3 mg/kg (9 popéc avmtepeg TG peyioTng avBpmmTivng d66MC). LTOLG OTOYOVOLG
apovpainv mov aafav ohaviamivn, TapatnpiOnkay kabvotepnoel TG avanTuéng TV eUPpV Kot
TOPOOIKEG LELDGELS TNG dPAGTNPLOTNTAG TOVG.

MetairaEeoyéveon
H ohavlomivn dev mpokdiece HeTaAAGEELS G€ OAEC TIG TUTIKEG OOKIUOGIES, Ol 0moieg TEPIAGUPovay
doxipacieg petdAraing oe Paktnpidia Ko in vitro Ko in vivo doKipocieg og Onlactikd.

Kopkvoyéveon
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Me dedopéva To OTOTELECUATA TOV UEAETOV GE TOVTIKOVS KOl 0POVPAIOVG, GUUTEPOIVETAL OTL T
oAaviamivn dev £YEL KAPKIVOYOVO dpAo.

6. OAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Kaoatdroyog ekdoyov

Ivpnvog diokiov
Movoddpikn Aaktoln

Apvio apafocitov

Apvlo apapocitov TpolelaTivomoinuévo
Kpoomnofidovn (Tomov A)

2TEATIKO LOyVIOl0

Emixcioyn dioxiov
[ToAvPrvoiikn aAkodAn
Titaviov d10&¢gido (E171)
Tahkn (E553b)

AgxiBivn coywog (E322)
EoavOdvng kopp (E415)

6.2 Aocvpparéotreg

Agv gpappoleton

6.3 Awpkera Long

Kuyéheg (blister) 3 ypovia

DidAeg 3 ypovia. MeTA TO TPAOTO AVOLYLLO ¥PNCIULOTOMGTE Héca o€ 90 uépec.

6.4 Iowitepes mpo@urdiers katd T @O aEN TOV TPOidVTOg

Mn puAdcoete og Beppokpacia peyarvtepn tov 25 °C.

6.5 ®@Von Kol GVGTUTIKA TOV TEPLEKTY

Koyéheg (blisters) amd arovpivio/arovpivio yoypng eégldoewc (cold - formed) cvokevacpéves o
xovtwd Tov 7 (10 mg povo), 10, 28, 30, 35, 56, 70 ko ToAvcvokevacies Tov 70 (2 cuokevocieg TV
35) emkoAloppévev pe Aemtd vHéVio SloKimV.

Avdtpnta blister povadmv d6omng amd adovpivio/aiovpivio yoypng eEeldoemg (cold - formed)
GLOKEVAGHEVE GE KOVTIA TV 28 X 1, 56 X 1 (7,5 mg povo), 98 x 1 (5 mg, 7,5 mg kot 10 mg poévo) kat
100 % 1 (7,5 mg povo) emkaAvppuévev pe Aentd vUEVIO SioKimv.

D16 morlvaBvieviov vyning Tokvottag (HDPE) pe fidmto ndpo moAvmporvieviov mov Tepiéyovv
100 (7,5 mg, 10 mg, 15 mg ko 20 mg pdvo), 250 (2,5 mg ko 5 mg poévo) xat 500 (2,5 mg, 5 mg kat
10 mg poévo) emtkaAvUUEVO PE AETTO DUEVIO dloKia.

Mmropei va unv KuKAO@OpOUV OAEC 01 GUGKEVUGIES.

6.6 Idwitepec mpoPuAdcers amdppryng

Kopia g1dkn vmoypémon.

19



7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

8. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/08/475/001
EU/1/08/475/002
EU/1/08/475/003
EU/1/08/475/004
EU/1/08/475/005
EU/1/08/475/006
EU/1/08/475/007
EU/1/08/475/008
EU/1/08/475/009
EU/1/08/475/010
EU/1/08/475/011
EU/1/08/475/012
EU/1/08/475/013
EU/1/08/475/014
EU/1/08/475/015
EU/1/08/475/016
EU/1/08/475/017
EU/1/08/475/018
EU/1/08/475/019
EU/1/08/475/020
EU/1/08/475/021
EU/1/08/475/022
EU/1/08/475/023
EU/1/08/475/024
EU/1/08/475/025
EU/1/08/475/026
EU/1/08/475/027
EU/1/08/475/028
EU/1/08/475/029
EU/1/08/475/030
EU/1/08/475/031
EU/1/08/475/032
EU/1/08/475/033
EU/1/08/475/034
EU/1/08/475/035
EU/1/08/475/036
EU/1/08/475/037
EU/1/08/475/038
EU/1/08/475/039
EU/1/08/475/040
EU/1/08/475/041
EU/1/08/475/042
EU/1/08/475/043
EU/1/08/475/044
EU/1/08/475/045
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EU/1/08/475/046
EU/1/08/475/047
EU/1/08/475/048
EU/1/08/475/049
EU/1/08/475/050
EU/1/08/475/051
EU/1/08/475/052
EU/1/08/475/053
EU/1/08/475/054
EU/1/08/475/055
EU/1/08/475/056
EU/1/08/475/057
EU/1/08/475/058
EU/1/08/475/059
EU/1/08/475/060
EU/1/08/475/061
EU/1/08/475/062
EU/1/08/475/063

9. HMEPOMHNIA IPQTHX EF'KPIXHY/ ANANEQXHX THX AAEIAX
Hpepopnvia tpotg €ykpiong: 7 Oktoppiov 2008

Hpepopnvia tedevtaiog ovavéwong: 22 Maiov 2013

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

{MM/EEEE}

AgmTopepn TANPOPOPLOKE GTOXEIN Y10 TO TAPOV POPUUKEVTIKO TPOTOV Eivor dtabécipo oty
otocerida Tov Evponaikov Opyavicpod @apudkmv http:/www.ema.europa.eu/.
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IHAPAPTHMA II

ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H NEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

AAAOI OPOI KAI IEPIOPIXMOI THX AAEIAX
KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZIMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

‘Ovopo kot d1e00VVoN TOV TUPUCKEVACTOV TOV Eival VITELOVVOL Y10 TNV ATOSEGUEVCT] TV TOPTIOWY

McDermott Laboratories Ltd. t/a Gerard Laboratories
35/36 Baldoyle Industrial Estate

Grange road

Dublin 13

IpAavdia

Mylan Hungary Kft.

Mylan utca 1.

Komaéarom, 2900

Ovyyapia

270 £VILTTO PUALO 0ONYIDV XPNOEMG TOV POPLOKEVTIKOV TPOTOVTOG TPEMEL VA AVOLYPAPETOL TO OVOULQL
Kot 1) 51e06vveN TOV TAPACKEVAGTN TTOV Eival VTEVOVVOG Y10 TV ATOOEGLLEVGN TG GYETIKNG TAPTIOAS.

B. OPOI H OI IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTiKd TPOoidV Y10 TO OO0 AMALTEITOL LOTPIKY] GUVTOYTY).

I AAAOI OPOI KAI TEPIOPIEMOI THX AAEIAY KYKAO®OPIAX

. Ex0¢oe1g meprodikng wapakorovdnong g acpdrerag (PSURS)

Ot anoitioelg ya Tnv vofoAir twv PSURSs ywa to gv A0ym @appakeutiko mpoidv opilovtatl 6tov
KATAAOYO LE TIg nuepounvies avapopds s Evoong (katdroyog EURD) mov mapatifetor otnv

mapdypoeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot ke emarxdAovdng entkarpomoinong
OTMG OMNOCIEVETAL GTIV EVPOTOIKT SIKTVAKT TOAT Y10l TO POPLLOKOL

A.  OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOiIONTOX

Agv gpapudletan.
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ITAPAPTHMA III

EINIZHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAXIAX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 2,5 mg emkaAvppéva pe Aentd vévio diokia
olavComivn

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

Kabe gmrxoivppévo diokio mepiéyet 2,5 mg oraviomivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

10 emkaAvppéva pe AETTO LUEVIO OLoKio
28 eMKAAVUUEVO LE AETTO VUEVIO dloKiol
30 emkaAvppéva e AeTtd VUEVIO d1oKiol
35 emkaAvppéva pe AETTO LUEVIO dloKio
56 emkaAvppéva pe AeTtd VUEVIO d1oKiol
70 emkaAvppuéva pe AETTO VUEVIO dloKio
28 x 1 gmuxodoppéva pe Aertd vuEvio diokio

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HEHX

AwPaote T0 POALO 0INYIDOV XPNOTG TPV O TN YPToN

Am6 otopaTOG XPION

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH, THN OIOIA AE BAEIIOYN KAI

Na puidocoetan o€ BEom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv To Toudid

[7. AAAH(ET) EIAIKH(EX) TIPOEIAOIIOIHEH(ELY), EAN EINAI AITAPAITHTH(EZ)

| 8. HMEPOMHNIA AHEHX
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| 9.

EJAIKEYX YYNOHKEYX OYAAEHX

Mn pvAdooete o€ Beppokpacio peyorvtepn tov 25 °C.

10. IATIAITEPEX ITPO®YAAZEIX I'TA THN ATIIOPPIYH TQN MH
XPHZIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATON ITOY MIPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEJAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12.

APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/001
EU/1/08/475/002
EU/1/08/475/003
EU/1/08/475/004
EU/1/08/475/035
EU/1/08/475/036
EU/1/08/475/056

13.

APIOMOX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10l TO OTOI0 OMOLTEITOL WOTPLKT] CLUVTAYN

| 15.

OAHTI'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 2.5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A6d140TOTOG YPOUUOTOC KOdKAG (2D) Tov pépet Tov TEPIANPBEVTO LOVOITIKO aVayVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC {apOpoc}
SN {ap1Opog}
NN {ap1Oudc}
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAXIAY (ME BLUE BOX)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 2,5 mg emkalvppéva pe Aento vUévio diokio
oAaviamivn

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

KaBe emxoloppévo diokio mepiéyet 2,5 mg odaviomivn

| 3. KATAAOI'OX EKAOXQN

[Mepéyer Aaxtoln povotidpikn kot Aekifivn coyac.
Avotpélte 6T0 QUALO 0INYIDOV XPNOTG Y0 TEPIOCOTEPES TAT|POPOPIES.

| 4. OPAPMAKOTEXNIKH MOP®H KAI NIEPIEXOMENO

[MoAvovokevasio 70 (2 cvokevacieg Tov 35) enukorlvppéva pe Aentd vpéVio diokia

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HEHX

Awfaote T0 PUALO 0INYIDOV XPNOTG TPV O TN XPToN

Ao oTOUATOC Yp1OoT

AEN ITPOXZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH, THN OIOIA AE BAEIIOYN KAI

Na pvidocoetar o€ Béom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta Toudid

[7. AAAH(ET) EIAIKH(EX) TIPOEIAONIOIHEH(ELY), EAN EINAI ATAPAITHTH(EY) |
[8. HMEPOMHNIA AHEHE

AHEH
(9. EIAIKEX ZYNOHKEX ®YAAEHE

Mn gpuAdooete og Oegppokpacio peyarvtepn tov 25 °C.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOMNOIHOENTOQN ®PAPMAKEYTIKQN IMPOIONTQN 'H TQN
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| YIIOAEIMMATON IOY ITPOEPXONTAI AIIO AYTA, EOOLON AMAITEITAI

| 11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEJTAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

[ 12.

APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/047

[ 13.

APIOMOX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10l TO OTOI0 OMOLTEITOL WOTPLKT] CLVTAYN

| 15.

OAHTI'IEX XPHXHX

| 16.

HHAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 2.5 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KDdKag (2D) mov pépet Tov TepIAN@OEVTO HOVOSIKO OVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {ap1Opog}
NN {ap1Ouodc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

|1

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 2,5 mg emkaAvppéva pe Aentd vévio diokia
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 2,5 mg oAaviamivn.

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT.

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Ko dgv mpoceyyilovv To Toudid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEIMOIIOIHOENTON ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/047

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 2,5 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OVayVmPIoTIKO KOIIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX TTOY IPEITEI NA ANATPA®ONTAI XTIX XYEKEYAZXIEX
TYHOY BLISTER 'H XTIX TAINIEX

OYAAO KYYEAHX (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 2,5 mg emkaivppéva e Aento vpévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. AAAA YTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAZXIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 5 mg emkalvppévo pe Aento vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emxoloppévo diokio mepiéyet 5 mg odaviomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

10 emkaAvppéva pe AETTO LUEVIO OLoKio
28 emMKAAVUUEVO LE AETTO VUEVIO dloKiol
30 emkaAvppéva pe AETTO LUEVIO d1oKio
35 emkaAvppéva pe AETTO LUEVIO dloKio
56 emkaAvppéva pe AeTtd VUEVIO d1oKiol
70 emkaAvppéva pe AETTO LUEVIO dloKi0
28 x 1 emucodoppéva pe Aertd vuévio diokio
98 x 1 emkaAivppéva pe Aemtd vpévio diokia

5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Awpdote To pUALO 0ONYIDV XpHoNG TPV Amd TN ¥P1oN

Amd otopaTOg XP1IoN

6. EJAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEINEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEITIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidoocetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudd

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Oegppokpacio peyarvtepn tov 25 °C.

10. TATAITEPEX IIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIIOAEIMMATQOQN ITOY NIPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

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

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/007
EU/1/08/475/008
EU/1/08/475/009
EU/1/08/475/010
EU/1/08/475/037
EU/1/08/475/038
EU/1/08/475/053
EU/1/08/475/061

13. APIOMOZX ITAPTIAAX

optida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DoppokevTIKO TPOIOV Y10 TO OTTOI0 OIOLTEITAL WOTPLKT GLVTAYN

‘ 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE
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Olanzapine Viatris 5 mg

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

A16d10TOTOG YPOUU®OTOC KOdIKAS (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO OVOYVOPIOTIKO KMOTKO.

18. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC {apBpog}
SN {ap1Bpog}
NN {ap1Ouodc}
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAZXIAX (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 5 mg emkaAvppéva pe Aentd vpévio diokia
olavComivn

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

Kda0e gmrxoivppévo diokio mepiEyet S mg oiaviomivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

MoAvovokevacio 70 (2 cvckevacieg Tov 35) exikodvppéva pe AETTO VUEVIO diokia

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

Awpdote To pUALO 0dNYIDV XpYOoNG TPV amd TN ¥PNoN

Amd otépaTOg XPTIoN

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXIETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI

Na puidoocetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudd

(7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHEH(ELY), EAN EINAI ATAPAITHTH(EY) |
8. HMEPOMHNIA AHEHZ

AHEH
[o9. EIAIKEX ZYNOHKEX ®YAAZHE

Mn puAdooete og Oegppokpacio peyarvtepn tov 25 °C.
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10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMPOIONTQN 'H TQN
YHOAEIMMATQN ITOY ITPOEPXONTAI ATIO AYTA, E@OOXON AIAITEITAI

11. ONOMA KATI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOZX(OI) AAEIAY. KYKAO®OPIAX

EU/1/08/475/048

[13.  APIOMOX IIAPTIAAX

optida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DoppokevTIKO TPOIOV Y10 TO OTTOI0 OMOLTEITOL WTPLKT GLVTAYN

| 15. OAHIIEX XPHZHE

| 16. TAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 5 mg

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

A16d100T0TOG YPOUU®OTOC KOdIKAS (2D) Tov (pépet Tov TEPIANPOEVTO LOVOITKO OVaYVOPIOTIKO KMOTKO.

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

PC {apBpog}
SN {ap1Bpog}
NN {ap1Ouoc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 5 mg emkaAvppéva pe Aentd vpévio diokia
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Kda0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 5 mg ohaviamivn).

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT.

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Ko dgv mpoceyyilovv To Toudid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/048

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 5 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0T0C YPoUU®TOS KDdKag (2D) mov pépet Tov TEPIANQOEVTO HOVASIKO OVayVmPIOTIKO KOIIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

OYAAO KYYEAHX (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 5 mg emkaivppéva pe Aento vuévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAZXIAX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 7,5 mg emkalvppéva pe Aento vuévio diokia
oAaviamivn

| 2. XLYNOEXIH IE APAXTIKH(EX) OYEIA(EL)

KaBe emxoloppévo diokio mepiéyetl 7,5 mg odaviomivn

‘ 3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Enucodoppéva pe Aemtd vpévio diokia

10 emkaAvppéva pe AETTO LUEVIO OLoKio

28 emMKAAVUUEVO LE AETTO VUEVIO dloKiol

30 emkaAvppéva pe AETTO LUEVIO d1oKio

35 emkaAvppéva pe AETTO LUEVIO dloKio

56 emkaAvppéva pe AeTtd VUEVIO d1oKiol

70 emkaAvppéva pe AETTO LUEVIO dloKi0

28 x 1 emucodoppéva pe Aertd vuévio diokio
56 x 1 emkaAvppéva e AEmTO VUEVIO dLoKia
98 x 1 emkoAVUpEVA e AETTO VUEVIO dLoKiaL
100 x 1 emkaivppéva pe Aemtd vpévio diokia

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote 1o @OALO 0N YLDV ¥PHONG TPV amd TN YPNoN

Amd otépaTOg XPTION

6. EIAIKH MPOEIAONOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEINEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No purdooeton oe BEon v omoia de PAEmOVV Ko dev Tpoceyyilovv Ta mondud

7. AAAH(EY) ETIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn pvAdooete o€ Beppokpacio peyorvtepn tov 25 °C.

10. TATAITEPEX IIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/013
EU/1/08/475/014
EU/1/08/475/015
EU/1/08/475/016
EU/1/08/475/039
EU/1/08/475/040
EU/1/08/475/054
EU/1/08/475/055
EU/1/08/475/057
EU/1/08/475/062

13. APIOMOZX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OMOLTEITOL WOTPLKT) CLUVTAYN

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

Olanzapine Viatris 7,5 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AISAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A6d10TOTOS YPOUUOTOC KOdKAS (2D) Tov pépet Tov TePIANPBEVTO LOVAITIKO avayVOPLOTIKO KMOKO.

18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {apBpog}
SN {ap1Bpog}
NN {ap1Ouoc}
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAZXIAX (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 7,5 mg emkaAvppéva pe Aentd vpévio diokia
olavComivn

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

Kabe emrxoivppévo diokio mepiéyet 7,5 mg oraviomivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

[MoAvovokevacio Tov 70 (2 cuckevacies TV 35) eMKAAVUUEVO LE AETTO DUEVIO dloKio

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

Awpdote To pUALO 0ONYIDV XPNONG TPV ATTd TN YPNoN

Amd otépaTOg XPTIoN

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXIETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éon v omoia de PAEmovv kai dev Tpoceyyilovv Ta ToudLd

| 7. AAAH(EY) EIAIKH(EX) TPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
| 8. HMEPOMHNIA AHEHX

AHEH
| 9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAdocete og Beppokpaocio peyarvtepn tov 25 °C.

| 10. IAIAITEPEX ITPO®YAAZEIX I'TA THN ATITIOPPIYH TQN MH
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XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN [THOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

[ 12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/049

| 13. APIOMOX ITAPTIAAX

Haptida

| 14. I'ENIKH KATATAZH I'lA TH AIAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTTOI0 AMALTEITOL LTPIKT GLVTOYN

[15.  OAHIIEX XPHIHX |

| 16. TAHPO®OPIEX TE BRAILLE |

Olanzapine Viatris 7.5 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KDdKag (2D) mov pépet Tov TepIAN@OEVTO HOVOSIKO OVayVmPIoTIKO KOIKO.

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

PC {apOpog}
SN {ap1Opog}
NN {ap1Ouodc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 7,5 mg emkaAvppéva pe Aentd vpévio diokia
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Ka0e emucoivppévo pe Aemtd vpévio diokio mepieyel 7,5 mg oAaviamivn.

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDV XpHOTG TPLY Amd TN (PN OT-

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béon v omoia dev PAEmovV kat dev Tpoceyyilovv Ta Tadid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/049

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 7,5 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OVayVmPIoTIKO KOIIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

OYAAO KYYEAHX (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 7,5 mg emkoivppéva pe Aento vpévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAZXIAX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 10 mg gmkaloppéva pe Aemtd vuévio diokio
oAaviamivn

| 2. XLYNOEXIH IE APAXTIKH(EX) OYEIA(EL)

KaBe emcorvppévo diokio mepiéxet 10 mg oravlomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

7 emkoAvoppéva pe Aemtd vEVio dtokia

10 emkaAvppéva e AETTO LUEVIO dloKiol

28 emkaAvppéva e AETTO LUEVIO dloKiol

30 emkaAvppéva Pe AETTO LUEVIO dloKiol

35 emkaAvppéva pe Aemtd vEVio d1oKiol

56 emkaAvppéva Pe AETTO LUEVIO dloKiol

70 emkaAvppéva pe AETTO LUEVIO dloKio

28 x 1 emkolvppévo, pe Aemtd VUEVIO dioKia
98 x 1 emkoAVpUpEVA [LE AETTO VUEVIO SLoKIOL

5. TPOITOX KAI OAOX(OI) XOPHI'HXHX

AwPdaote 10 PUALO 0INYIOV XPNONG TPV O TN XPToN

Amd otopaTOG XPIION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEMNEI NA ®YAAXXIETAI ZE OEZH, THN OIIOIA AE BAENIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na puidooetar og Béon v omoia de PAEmovv kat dev Tpoceyyilouv Ta TodLd

7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHZH(ELX), EAN EINAI AAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAZEHX

Mn gpuAdocete og Beppokpaocio peyarvtepn tov 25 °C.

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOITHOENTON ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/018
EU/1/08/475/019
EU/1/08/475/020
EU/1/08/475/021
EU/1/08/475/022
EU/1/08/475/041
EU/1/08/475/042
EU/1/08/475/058
EU/1/08/475/063

13. APIOMOZX ITAPTIAAX

optida

14. TENIKH KATATAZH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OMOLTEITOAL WOTPLKT] CLUVTAYN

15. OAHI'IEX XPHXHX
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| 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 10 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUUOTOG KMIKAS (2D) mov @épet Tov TEpIMNQOEVTA LOVOSTIKO OvVayVMPLOTIKO KOIKO.

18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {opBuog}
SN {oapBuog}
NN {ap1Buoc}
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAXIAX (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 10 mg enucaAvppévo. pe Aemto DPEVIO SioKia
olavComivn

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

Kda0e emxaivppévo dioxio mepi€yet 10 mg orhavamivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

[MoAvovokevacio Tov 70 (2 cuckevacies TV 35) eMKAAVUUEVO LE AETTO DUEVIO dloKio

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

Awpdote To pUALO 0ONYIDV XPNONG TPV ATTd TN YPNoN

Amd otépaTOg XPTIoN

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION ITPEIIEI NA ®YAAXXIETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI

Na puidoocetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudd

(7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHEH(ELY), EAN EINAI ATAPAITHTH(EY) |
8. HMEPOMHNIA AHEHZ

AHEH
[o9. EIAIKEX ZYNOHKEX ®YAAZHE

Mn puAdooete og Oegppokpacio peyarvtepn tov 25 °C.
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10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMPOIONTQN 'H TQN
YHOAEIMMATQN ITOY ITPOEPXONTAI ATIO AYTA, E@OOXON AIAITEITAI

[ 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

| 12. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/050

[ 13. APIOMOX ITAPTIAAX

Moptida

| 14. I'ENIKH KATATAZH I'lA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OTOLTEITOL LOTPIKT GLUVTAYN

| 15. OAHT'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 10 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUULOTOG KOIKAS (2D) mov @épet Tov TEpIMNEOEVTA LOVOSTKO OvVayVMPLOTIKO KOIIKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

PC {opBuog}
SN {oapBuog}
NN {apOpoc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 10 mg enucaAvppévo. e Aemto DPEVIO SioKia
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Ka0e emucodvppévo pe Aemtd vpévio diokio mepiéyel 10 mg ohavomivn.

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT.

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/050

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 10 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX IOY HPEITEI NA ANATPA®ONTAI XTIX XYEKEYAZXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 10 mg emkaloppéva pe Aentd vuévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAZXIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 15 mg emukaloppéva pe Aentd vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emcorvppévo diokio mepiéxet 15 mg ohavlomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

10 emkaAvppéva pe AETTO LUEVIO OLoKio
28 emMKAAVUUEVO LE AETTO VUEVIO dloKiol
30 emkaAvppéva pe AETTO LUEVIO d1oKio
35 emkaAvppéva pe AETTO LUEVIO dloKiol
56 emkaAvppéva pe AeTtd VUEVIO d1oKiol
70 emkaAvppéva pe AETTO LUEVIO dloKiol
28 x 1 gmxoloppéva pe Aertd vEVio diokio

5. TPOITOX KAI OAOX(OI) XOPHI'HXHX

Awpdote 1o @OALO 03N YLDV ¥PYONG TPV amd TN ¥p1oN

Amd otopaTOG XPTION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
IPOION MPENEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOXZETTIZOYN TA ITAIAIA

Noa puAdooceton g Béon, v onoia dev PAETOVY kat dev Tpooeyyilovv To TodLd

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

‘ 8. HMEPOMHNIA AHEHX
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AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn pvAdooete o€ Beppokpacio peyorvtepn tov 25 °C.

10. TATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQON ITIOY MTPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/025
EU/1/08/475/026
EU/1/08/475/027
EU/1/08/475/028
EU/1/08/475/043
EU/1/08/475/044
EU/1/08/475/059

13. APIOMOZX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OMOLTEITOAL LOTPLKT] GLUVTAYN

| 15. OAHTIEX XPHEHX

| 16. TAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 15 mg
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUUOTOG KMIKAS (2D) mov @épet Tov TEpIMNEOEVTA LOVOSTKO ovVayVmPLOTIKO KOIIKO.

18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {opBuog}
SN {oapBuog}
NN {ap1Buoc}
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAZXIAX (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 15 mg enucaAvppévo pe Aemtd vpEVIO diokia
olavComivn

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

Kda0e emxaivppévo dioxio mepi€yet 15 mg ohavlamivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

[MoAvovokevacio Twv 70 (2ovokevaciec TV 35) eMKAAVUUEVO LE AETTO DUEVIO DIOKIO

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

Awpdote 1o @OALO 0dNYLDV ¥PYONG TPV amd TN ¥p1on

Amd otopaTOG XPION

AEN ITPOZEITIZOYN TA TITAIAIA

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH, THN OIOIA AE BAEIIOYN KAI

Na pvidooetar og Béom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv Ta Toudid

| 7. AAAH(EY) EIAIKH(EX) IIPOEIAOIIOIHEH(EIZ), EAN EINAI AITAPAITHTH(EY) |

| 8. HMEPOMHNIA AHEHX |
AHEH

B EIAIKEX XYNOHKEX ®YAAEHT

Mn puAdooete og Oegppokpacio peyarvtepn tov 25 °C.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMONOIHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
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| YHOAEIMMATON MOY IMPOEPXONTAI AIIO AYTA, EPOXON AIIAITEITAI

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

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

[ 12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/051

[ 13. APIOMOX ITAPTIAAX

Moptida

| 14. I'ENIKH KATATAZH I'lA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OTOLTEITOL LOTPIKT GLUVTAYN

| 15. OAHT'IEX XPHXHX

| 17. THAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 15 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A6d100T0TOS YPOUU®TOC KOdKAG (2D) Tov @épet Tov TepIAN@BEvTa LOVaITIKO avayvmpLoTIKO KMOKO.

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

PC {apBpog}
SN {ap1Bpog}
NN {ap1Buoc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 15 mg emucolvppévo pe Aemtd vpéVIo diokia
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Kda0e emucoivppévo pe Aemtd vpévio diokio mepiéyetl 15 mg ohavomivn.

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT.

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Ko dgv mpoceyyilovv To Toudid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/051

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 15 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OVayVmPIoTIKO KOIIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX IOY HPEITEI NA ANATPA®ONTAI XTIX XYXKEYAZXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 15 mg emkaloppéva pe Aentd vuévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI MONHX XYXKEYAZXIAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 20 mg emikaAoppéva pe Aemtd vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emcorvppévo diokio mepiéxet 20 mg oravlomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

10 emkaAvppéva pe AETTO LUEVIO OLoKio
28 emMKAAVUUEVO LE AETTO VUEVIO dloKiol
30 emkaAvppéva pe AETTO LUEVIO d1oKio
35 emkaAvppéva pe AETTO LUEVIO dloKiol
56 emkaAvppéva pe AeTtd VUEVIO d1oKiol
70 emkaAvppéva pe AETTO LUEVIO dloKiol
28 x 1 gmxoloppéva pe Aertd vEVio diokio

5. TPOITOX KAI OAOX(OI) XOPHI'HXHX

Awpdote 1o @OALO 0N YLDV ¥PYONG TPV amd TN YPNoN

Amd otopaTOG XPTION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
IPOION MPENEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEITIOYN KAI
AEN ITPOXZETTIZOYN TA ITAIAIA

Noa puAdooceton g Béon, v onoia dev PAETOVY kat dev Tpooeyyilovv To TodLd

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEX ®YAAZHX

Mn pvAdooete o€ Beppokpacio peyorvtepn tov 25 °C.

10. TAIAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOINOITHOENTON ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY [TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdio

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/030
EU/1/08/475/031
EU/1/08/475/032
EU/1/08/475/033
EU/1/08/475/045
EU/1/08/475/046
EU/1/08/475/060

13. APIOMOZX ITAPTIAAX

Hoaptida

14. TENIKH KATATAZH I'TA TH AITAGEXH

DoppaKeLTIKO TPOTIOV Y10 TO OTTOI0 AMALTEITOL LTPIKT GLVTOYN

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 20 mg
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS Kddkag (2D) mov pépel Tov TepAN@OEVTO HOVOSIKO OVayVmPIoTIKO KOIIKO.

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

PC: {apOpoc}
SN: {apOpoc}
NN: {ap1Ouoc}
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO XAPTINO KOYTI HOAYXYXKEYAZXIAX (ME BLUE BOX)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 20 mg enicaAvppéve. pe AeTTO DUEVIO S1oKi
olavComivn

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

Kda0e gmucaivppévo diokio mepiéyet 20 mg oravlamivn

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povotidpikn kot Aekifivn coyoc.
AvatpéEte 6T0 QUALO 03N YLDV XPYONG Y10 TEPLOGOTEPES TAPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

[MoAvovokevacio Tov 70 (2 cuckevacies TV 35) eMKAAVUUEVO LE AETTO DUEVIO dloKio

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

Awpdote 1o @OALO 0dNYLDV ¥PYONG TPV amd TN ¥p1oN

Amd otopaTOG XPION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH, THN OIOIA AE BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TITAIAIA

Na pvidooetar og Béom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv Ta Toudid

[17. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(ELE), EAN EINAI ADAPAITHTH(EX)
8. HMEPOMHNIA AHEHX

AHEH
[o9. EIAIKEE YYNOHKEYX ®YAAEHE

Mn gpuAdocete og Beppokpaocio peyarvtepn tov 25 °C.

| 10. IAIAITEPEX ITPO®YAAZEIX I'TA THN ATITIOPPIYH TQN MH
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XPHEIMOIOIHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN [THOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

[ 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

| 12. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/052

[13. APIOMOX IIAPTIAAX

optida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DoppokevTIKO TPOIOV Y10 TO OTTOI0 OMOLTEITOL WTPLKT GLVTAYN

| 15.  OAHTIEX XPHIHX |

|16. TIAHPO®OPIEX XE BRAILLE |

Olanzapine Viatris 20 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUULOTOG KOIKAS (2D) mov @épet Tov TEpIMNEOEVTA LOVOSTKO OvVayVMPLOTIKO KOIIKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

PC {opBuog}
SN {oapBuog}
NN {apOpoc}
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI ITOAYXYZKEYAXIAY (XQPIX BLUE BOX)

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 20 mg exucoAvppévo. pLe AeTTO DPEVIO S1oKio
oAaviomivn

| 2.

YYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

Kda0e emucoivppévo pe Aemtd vpévio diokio mepiéyel 20 mg ohovComivn.

| 3.

KATAAOTI'OX EKAOXQN

[epiéyer emiong Aaxtoln povobdpikn kot AekiBivn coyLoG.
Avotpélte 6TO PUALO 0INYIDOV XPNOTG Y10 TEPIGCOTEPES TANPOPOPIEC.

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

35 emkoAvppéva pe AETTO LUEVIO dloKio
Mépog Tolvcuokevaciog, gV TOAEITAL YOPLOTA.

5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 oTtOHATOC YP1OT).
Awfaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT.

6.

EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPENEI NA ®YAAXXETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EJAIKEYX YYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio dvo Tmv 25 °C.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH

XPHEZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN IMIPOIONTQN 'H TQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphovdia

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/052

13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

| 15.

OAHI'TEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 20 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {apBpog}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX IOY HPEITEI NA ANATPA®ONTAI XTIX XYXKEYAZXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYWYEAH (BLISTER)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Olanzapine Viatris 20 mg emkaAvoppéva pe Aentd vuévio diokio
OlavCamivn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Viatris Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 2,5 mg emkaivppéva pe Aento vpévio diokio
olavComivn

[2. LYNOEZH XE APAXTIKH(EL) OYXIA(EX)

Kdabe emxoivppévo diokio mepiéyet 2,5 mg oraviomivn

[ 3. KATAAOI'OX EKAOXQN

[epiéyel Aaktoln povoidpikn kot Aekifivn coyog.
AvotpéLte 6TO PUALO 0INYIDOV XPNOTG Y0 TEPICCOTEPES TAT|POPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

Emnwoloppéva pe Aemtd vpévio diokio

250 gmxoivupévo pe AETTO vUEVIO dloKia
500 emikoAVPUEVOL PLE AETTO DIEVIO SIoKIaL

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

Awfdote 1o @OALO 0N YLDV ¥PYONG TPV amd TN ¥p1on

Amd otopaTOG XPION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITOIA TO ®PAPMAKEYTIKO
IPOION ITPENEI NA ®YAAXXETAI XE OEXH, THN OIOIA AE BAEITIOYN KAI
AEN ITPOZEITIZOYN TA TTAIAIA

Noa puAdooeton g Béon, v onoia dev PAETOVY kat dev Tpooeyyilovv To Todld

| 7. AAAH(EY) EIAIKH(EX) IIPOEIAOIIOIHEZH(EIT), EAN EINAI AITAPAITHTH(EY) |
| 8. HMEPOMHNIA AHEHX |
AHEH

Metd to mpdTO Avotypa ypnoponomote pésa o 90 pépeg.

| 9. EIAIKEX XYNOHKEX ®YAAZHX
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Mn pvAdooete o€ Beppokpacio peyorvtepn tov 25 °C.

10. IATIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN MPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY NPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Iphavdia

12. APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/005
EU/1/08/475/006

[ 13. APIOMOZX ITAPTIAAX

Moptida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DoppaKeLTIKO TPOTOV Y10 TO OTTOI0 AMALTEITOL LLTPIKT GLVTOYN

| 15. OAHT'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 2.5 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AISAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A6d10TOTOS YPOUUOTOC KOdKAG (2D) Tov pépet Tov TePIAN@BEvTa LOVAITIKO avayvVOPLOTIKO KMOKO.

18. MONAAIKOZ ANAI'NQPIXTIKOX KQAIKOXZ - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {apBpog}
SN {apBpoc}
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NN {ap1Ouoc}
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 5 mg emkalvppévo pe Aento vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emxoloppévo diokio mepiéyet 5 mg odaviomivn

3. KATAAOTI'OX EKAOXQN

[Mepiéyer Aaxtoln povoiidpikn kot AekiBivn coyac.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

250 gmikodvupévo, pe AETTo vUEVIO d1oKia
500 emoroppéva pe AenTo vUEVIO dloKia

5. TPOITOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIDOV XPNOTG TPV amd TN YPToN

Amd otopaTOG XPIION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPENEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEITIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na puidoocetar og Béom, TV onoia dev PAETOLV Kot dev Tpoceyyifovv Ta Toudid

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

Metd to mpmdTO Avotypa ypnoiponoiote péca o 90 pépeg.
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9. EJAIKEYX YYNOHKEX OYAAZEHX

Mn puAdcoete og Beppokpacia peyarvtepn tov 25 °C.

10. IAIAITEPEXZ ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQON ITOY MIPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOZXZ(OI) AAETAY KYKAO®OPIAX

EU/1/08/475/011
EU/1/08/475/012

13. APIOMOZX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OO0 AMALTEITOL LOTPIKT| GUVTAYT|

‘ 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 5 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUULOTOG KMIKAS (2D) mov @épet Tov TEpIMNEOEVTA LOVOSTKO 0vVayVMPLOTIKO KOSIKO.

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

PC {opBuog}
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SN {oapBpog}
NN {ap1Buoc}
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 7,5 mg emkalvppéva pe Aento vuévio diokia
oAaviamivn

YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emxoloppévo diokio mepiéyetl 7,5 mg odaviomivn

KATAAOTI'OX EKAOXQN

[epiéyer Aaktoln povoiidpikn Kot Aekifivn 6oylag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

100 emucorloppévo pe Aemtd vPEVIO diokia

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PO

Ao oTOHATOC YpNoM

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na pvidoocetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To ToudLd

‘ 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOTHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEHX
AHEH

Metd to mpmdTO Avolypa ypnoiponoinote pésa o 90 uépeg.
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9.

EJAIKEYX YYNOHKEX OYAAZEHX

Mn puAdcoete og Beppokpacio peyarvtepn tov 25 °C.

10. TATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITIPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/017

| 13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZH I'lA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OTOLTEITOL LOTPIKT GLUVTAYN

| 15. OAHTIEE XPHEHE

| 16.

ITAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 7.5 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OvVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {ap1Opog}
NN {ap1Ouoc}
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 10 mg gmkaloppéva pe Aemtd vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emcorvppévo diokio mepiéxet 10 mg oravlomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

100 emkoAvppéva, pue Aertd vuEVIo diokio
500 emoroppéva pe AenTo vUEVIO dloKia

5. TPOITOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIDOV XPNOTG TPV amd TN YPToN

Amd otopaTOG XPIION

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPENEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEITIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na puidoocetar og Béom, TV onoia dev PAETOLV Kot dev Tpoceyyifovv Ta Toudid

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

‘ 8. HMEPOMHNIA AHZHX

AHEH

Metd to mpdTO Avotypa ypnoponomote pésa o 90 uépeg.
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9. EJAIKEYX YYNOHKEX OYAAZEHX

Mn puAdooete og Beppokpaocio peyarvtepn tov 25 °C.

10. TATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITIPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/08/475/023
EU/1/08/475/024

13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OO0 AMALTEITOL LOTPIKT| GUVTAYT|

‘ 15. OAHI'IEX XPHXHX

| 16. ITAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 10 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160146T0T0G YPOUULOTOG KMIKAS (2D) mov @épet Tov TEpIMNEOEVTA LOVOSTKO 0vVayVMPLOTIKO KOSIKO.

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

PC {opBuog}

83



SN {oapBpog}
NN {ap1Buoc}
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 15 mg emukaloppéva pe Aentd vuévio diokio
oAaviamivn

2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emcorvppévo diokio mepiéxet 15 mg ohavlomivn

3. KATAAOTI'OX EKAOXQN

[epiéyer Aaxtoln povovidpikn Kot Aekifivn 6oyag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

100 emucorloppévo pe Aemtd vPEVIO diokia

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PO

Ao oTOHATOC YpNoM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na pvidooetal o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To ToudLd

‘ 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOTHXH(EIX), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHZHX

AHEH

Metd to mpdTO Avotypa ypnoponomote pésa o 90 pépeg.
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9.

EJAIKEYX YYNOHKEX OYAAZEHX

Mn puAdooete og Beppokpaocio peyarvtepn tov 25 °C.

10. IAIAITEPEXZ ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQON ITOY TPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/029

| 13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZH I'lA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OTOLTEITOL LOTPIKT GLUVTAYN

| 15.

OAHT'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 15 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OvVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {ap1Opog}
NN {ap1Ouoc}

86




ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
YXTHN AMEZXZH XTOIXEIQAH XYXKEYAXIA

ETIKETA ®IAAHX KAI ETIKETA XAPTINOY KOYTIOY

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Olanzapine Viatris 20 mg emikaAoppéva pe Aemtd vuévio diokio
oAaviamivn

YXYNGOEXH XE APAXTIKH(EX) OYZIA(EY)

KaBe emcorvppévo diokio mepiéxet 20 mg oravlomivn

KATAAOTI'OX EKAOXQN

[epiéyer Aaktoln povoiidpikn Kot Aekifivn 6oylag.
AvatpéEte 6T0 UALO 03N YLDV YPNONG Y10 TEPLOGOTEPES TAPOPOPIES.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emuwcoloppéva pe Aemtd vpévio diokia

100 emucorloppévo pe Aemtd vPEVIO diokia

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PO

Ao oTOHATOC YpNoM

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION ITPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na pvidoocetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To ToudLd

‘ 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOTHXH(EIX), EAN EINAI AITAPAITHTH(EX)
‘ 8. HMEPOMHNIA AHEHX
AHEH

Metd To Tp®TO Avolypa pnoiponomote pésa o 90 uépeg.
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9.

EJAIKEYX YYNOHKEX OYAAZEHX

Mn puAdcoete og Beppokpacio peyarvtepn tov 25 °C.

10. TATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITIPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/475/034

| 13.

APIOMOZX ITAPTIAAX

Moptida

14.

I'ENIKH KATATAZH I'lA TH AIAGEXH

DoppoKeLTIKO TPOIOV Y10 TO OO0 AMALTEITOL LOTPIKT| GUVTAYT|

| 15.

OAHT'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

Olanzapine Viatris 20 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ TPAMMQTOX
KQAIKAX (2D)

A166106T0TOC YPoUU®TOS KddKag (2D) mov pépet Tov TepANeOEVTO HOVOSIKO OvVayVmPIoTIKO KOIKO.

18.

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

PC {apOpog}
SN {ap1Opog}
NN {ap1Ouoc}
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho Oy Xpiong: [IAnpogopicg yia Tov ypiiotn

Olanzapine Viatris 2,5 mg emkoloppéva pe Lewto vpévio diokia
Olanzapine Viatris 5 mg emkaivppévo pe Lertéd vpuévio dwokia
Olanzapine Viatris 7,5 mg emkoloppéva pe Aewtod vpévio dickia
Olanzapine Viatris 10 mg emkoioppéva pe Aemtd vpévio diokia
Olanzapine Viatris 15 mg emkaioppéva pe Aentd vpévio diokia
Olanzapine Viatris 20 mg emkoioppéva pe Aentd vpévio diokia

olavlomivn

Awpaote TPOGEKTIKA OAOKANPO TO PVALO 03N VLAV YP1)O1G TPV OPYICETE VO TAIPVETE AVTO TO

PapPROKO, S1OTL TEPLAAPPAVEL GNUAVTIKES TANPOPOPIES Y10 GUC.

- DuraEte avtd To EUALO 00N YLDV Yprions. Towg ypelaotel va to duPdoete Eava.

- Edv éxete meportépm amopieg, poTioTe TO Y10TPO 1] TO QOPUAKOTOLO GOG.

- H ocvvtayn yia avtd 1o pappoko xopnynnke amokAeloTiKd yio cog. Aev TpENEL va SOGETE TO
QappaKo o€ GAAOVS. Mmopel va Tovg TpokaAésel PAAPT, axdpa kot OTav T onpeio TG achévelog
ToVG elvan idta pLe Tol SIKA GOG.

- Edqv mopoatnpnoete Kamolo avemBOUNnTn EVEPYELQ, EVILEPDOTE TO YITPO 1 TO POPLOKOTOLO GOC.
Av10 1oy0et Kou Yo kGOe mhovn avemBounTn evEpyELD TOV OV AVAPEPETAL GTO TAPOV PVAAO
odnydv ypnongs. BA. mapdypaeo 4.

T Tepréyer 1o Tapév vALo 00N YLOV:

Tt eivor o Olanzapine Viatris kot ot givat 1 yprion Tov
T mpéner va yvopilete npwv mapete 1o Olanzapine Viatris
[og va mapete to Olanzapine Viatris

[Mbavég avembBounteg evépyeteg

o va puiacoete to Olanzapine Viatris

[epreydpevo g cvokevasiag Kot Aotég TANpoPopieg

Al

1. Th givar To Olanzapine Viatris ko owa givan i yp1jon Tov

To Olanzapine Viatris mepiéyet t dpaotikn ovsio oravionivn. To Olanzapine Viatris avikel o€ pia
OHAda POPUAK®OV TTOL OVOUALOVTOL AVTIYLYOTIKA KO XpToLponoteitot yio v Beponeio Tmv
aKOLOVO®V TEPIMTOGEWV:

» Tyloppévela, Lo achEveLn Pe GUUTTOUOTO OTMG TO VO aKoVG, PAETELG 1 aicBdvesot mpdypota
OV OEV VIAPYOVV, EGPAAUEVES TOTELS, AGLVIOIGTN KayvTOYia Kot KOWOVIKY orndcvpon. Ot
aoBeveic pe Tic mabnoelg avtég umopel emiong vo arcBdvovtor KatdadAwy, dyyxoc 1 éviaon.

» Métpuo émg coPapd PHoviaKd ETEGO1N, L0 KOTAGTAON LE GUUTTOUOTO JEYEPONG 1| ELPOPIVG.

To Olanzapine Viatris €yetl anoderyBel 011 eumodilel v eMAVEUPAVIOT AVTOV TOV CUUTTOUATOV GE
aoBeveic e SImoAKT| dlotapay TOV OTOI®Y TO HOVINKO ETEIGOd0 avTamokpidnke ot Oepaneio pe
olavComivn.

2. T péner va yvopilete npy napete 10 Olanzapine Viatris

Mnyv ntépete To Olanzapine Viatris

- Edv éyete odlepyia (vmepevaicdnoia) oty orhoviomivn, 610 PLoTiKlo 1 0T 6OYL0L 1] €
0T0100NTTOTE GALO OO TO GLGTATIKA QL TOV TOV PAPUAKOL (avaeépovtal oty evotnra 6). Mia
oAdepyikn avtidpaon pumopel va yapaxtnpiletot amd v epeavion eavinuatog, Kvnopov,
OO LOITOC GTO TPOGMTO M TA XEIAN 1| dvorvoroc. Edv avtd cupPel o€ ecdc, evnuepmote Tov
1tpd Gog.
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- Edv éyete doyvwcbei oto mapeldov pe opBodoroyikd TpoPARLOTe OTMG GUYKEKPIUEVD E10T|
YAOUKOUOTOS KAEGTNG Yoviag (avEnpévn mieon oto pnartt).

Ipocidomou|ceis Kar TPOPVAAEELG
AmevBuveite oT0 Y10TPO M| GTOV PAPLLAKOTOLO 5o TPoToV mhpete Olanzapine Viatris.

e H ypnon tov Olanzapine Viatris og nAikiopuévoug acBeveig pe dvola de cuvictdTol Kobmg
EVOEYETAL VAL ELOOVICTOVV GOPOPES OVETIBOUNTES EVEPYELES.

o Toa @dppoka aVTHG TG KOTNYOPIoG, EVOEXETOL VO TPOKOAEGOVV APVGIKEG KIVI|GELG KUPI®MG TOV
TPOCAHTOL N TNG YADGGUS. XE TEPIMTMOOT ELPAVIONG TETOLMV CUUTTOUATOV LETE TNV ANYN
Olanzapine Viatris evnUepOGTE TOV 10TPO GOGC.

e [IoAb omavia, Ta PAPUOKE GVTAE TNG KATNYOPIOG TPOKAAODY £VO GUVOVAGIO GUUTTOUATOV
oV TEPAAUPEVOVY TVPETO, TAYVTVOLA, EPIOPMCT, SVCKALYIN LVMV, KATAGTOAN 1| VITVNAid.
Ed&v avto cupfei og cog EMKOVOVAOTE AUEGOG LUE TO YIOTPO GOG.

o 'Eyet mapotnpnei avénon Pépovg otovg acbeveic mov Aappdvovv Olanzapine Viatris.
Eoeig kot 0 y1atpdg cag o mpémet va eAéyyetal to Pépog oag taktikd. EEgtdote 10
EVOEYOUEVO VO GUUPOVAELTEITE SLOLTOAOYO 1) VO KOAOVONGETE Eval TPOY PO
STpo@n|g edv givor amapoitnto

Y yniéc TiéG Gy apov 6To aipo kot vYnAd enimedo Mmdimv (TpryAvkepidia Kot
¥0ANoTEPOIN) £xovv Tapatnpn el o€ acbeveig mov Aappdavovv Olanzapine Viatris. O
YTpog cag Oa 6o VTOPALeEL Ge ALLATOAOYIKES EEETAGELS Yo va eEAEYEEL Tal emimedal
GOKYAPOL GTO aipa oG KomG Kot To EXinedo KATOImV Mmidiov Tptv EEKIVIGETE Va
Aappavete Olanzapine Viatris Kol 6€ TOKTO SILGTAILOTO KATA T1 OEPKELD TNG
Oepaneiog.

e Evnuepmaote to y1oTpd 00 GV EGEIC 1) KATO10G AALOG GTIV OIKOYEVELDL GOG £XEL

16T0p1Kd BpouPwv oto aipe, kKabds Ta PapLaKa QVTH EYOVV GUGYETIGTEL LE TO
oynuaticpd Opoupov cto aiua.

Edv ndoyete and onoadnmote and 1o TopaKiT® VOGHLOTO, EVILEPDOGTE TO YOTPO GAG:

o Ayyeloko eYKEQUAIKO ETEIGOS10 N “TAPOSIKO™ AYYELKO EYKEPAAMKO ETELGOINO (TPOCMPIVA
GUUTTOUOTO EYKEPOAKOD ETEIGOSIOV)

Noéoo Parkinson

[MaOnoeig Tpootd

[Mpoprnpata andepaéng evtépov (TapaAvTiKog E1AENC)

N6Go Tov NIATOG 1 TOV VEQPOV

Aotoloykég dratopoyés

Kapdaxn voco

Awpnt

Erniinnrwcég kpioeig

[MBavn datapayn NAEKTPOAVTOV AOY® TapaTETAUEVNS GoPapng S1appotag Kot ELETOV
(meprrapPaver Ty tdon yio £Ueto) 1 yp1iong dtovpntik®dy (dtokio d1ovpnong)

Edv maoyete amd dvoia, €0gig N 0 PPOVTIOTNG GLYYEVNG GaG B TPEMEL VOL EVIULEPDGEL TO YTPO GG,
eav elyate gupavioel 610 TapeABOV, ayyelako eYKEQPOAMKO ETEIGOO10 1 “Tapodikd” ayyeloKd
EYKEPOAKO EMEIGOA10.

Yav cuviOng TpoOraln, av eicbe peyakvtepog/n TV 65 TV 1 apTNPloK oag wieon Oa Tpénel va
Tapokorovdeitat amd To ylTpd Gog.

Howord ko £pnor
To Olanzapine Viatris dev cuviotdral yio acBeveic nAkiog kdtm tov 18 e1dv.

Alha @appoxo kot Olanzapine Viatris

Katd ) dubpkeia g Oeponeiog cag pe Olanzapine Viatris pmopeite va Aapfavete GAla @apuroKoa,
puovo edv o ylatpog cag To vrodeitet. Evoéyetal va aiobavOeite vivniia edv Aappdavete Olanzapine
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Viatris 6€ GUVOLOGUO HE AVTIKOTOOMTTIKG QAPHOKI, PAPLOKO TOV AdpBAvovTal yio TNV
QVTLLETMOMION TOL (yyovg 1 Yl va. oG fonbnoovv va kowundeite (NpeoTiKd).

Evnuepdote 10 yiotpd cog edv maipvete, £xeTe TPOGPATO TAPEL 1] LTOPEL VOL TAPETE GAAL PAPLLOKOL

[T cuykekpéva, EVIUEPDOTE TO YIOTPO GOG EAV TOPVETE:

e (dppoka ywo tn vocso Parkinson.

o kopPapalenivn (avtiemAnmTikd kot otafepomom T S1dbeonc), provfolapivn
avtikatabntikd) 1 oumpoprofacivn (aviProtikod) - pmopel va elvar amapaitntn n oAhoyn
¢ 66omg Olanzapine Viatris mov Aappdvere.

To Olanzapine Viatris kot owvonveopotdon
Agv O TPEMEL VAL KATOVAADVETE OTOLOONTOTE AAKOOAOVYO TOTO, EVD Adpfdvete Olanzapine Viatris,
10T 1 TawTdYpovn Afyn Tov Olanzapine Viatris kot aAKOOA givatl SuvaTd va 60G TPOKAAEGEL LITVNALQ.

Kinon kot Oniaocpog

Edv giote éyxvog 1 Onhalete, vopilete 6T1 pmopel va giote £ykvog 1| oxedlaleTe vo, amoKTNGETE TOLdI,
{ntnote ™ cuPPovAN TOL YITPOL GOG TPV TAPETE AVTO TO PAPLOKO.

Agv mpémel vo AapuPAaveTe To pApUaKo oTO KAt TNV TEPT0d0 ToL ONAacoD KaOMG LIKPEC TOGOTNTES
tov Olanzapine Viatris puropei va omekkpivoviol 6To untpikod yaia.

Ta copntopata Tov aKkoAovdobv uropel va upavioTodv cg veoyévvnta Bpeéen, Tmv omoiny ot
untépeg xpnotponoinoav Olanzapine Viatris katd tn 61dpKela Tov TEAELTAIOL TPLUVOL (TEAELTAIOL
TPELG WVES TNG EYKVHOGVVNG): TPELOVAO, LVIKT duokapyio kaun advvapio, vevniio, Siéyepon,
OVOTVELGTIKG TTpoPAnpata kol SuoKoAMa oitiong. Edv 1o popd cag epeavicel ototodnmote amd avtd
TO GUUTTOWUOTA, UTOPEL VO YPELOGTEL VO ETIKOVMOVIGETE UE TO YIUTPO GOC.

0dnynon Ko YEPLoROS PUNYAVIRLATOV

Yrdpyet kivdvuvog eppdaviong vevniiog otov Aapfavete Olanzapine Viatris. Xg mepintmon epuedviong
TETOLOL GUUTTMOMOTOS VO, ATOPEVYETE TNV OO1YNGOT 1] TOV XEPICUO epyareiv 1 LNXOVLAT®V Kot Vol
EVNUEPDGETE TO YLOTPO GG,

To Olanzapine Viatris nepi&yel Aaktoln ko Aeki@ivn oéyrog

X mepintwon mov Exete evnuepwOel amod o yTpd oag Tmg ExETe dvsavelio oe OPIGUEVO GAKY PO,
EMKOWMVNGTE LE TO YIATPO Gag P AAPETE aVTO TO PUPUAKEVTIKO Tpoidv. H emkdivym tov dickiov
neplExel Aexidivn ooyloc. X TepinTmon oL £xETe OAAEPYIN GTO PVOTIKIA 1) GTN GOYLQ, OEV TPEMEL VO,
TapETE QVTA TOL d1oKia.

3. og va wapete 1o Olanzapine Viatris

[Tavtote va maipvete To PAPUAKO OVTO QVGTNPE GOUPOVO. LE TIG 00N Yieg TOL Yiatpol cag. Edv éxete
apeBoriec, pmTNOTE TOV YITPd GOG 1) TOV POPLOKOTOLO GO,

O ywtpog Ba cag evnuepdoel moca diokio Olanzapine Viatris mpémet vo AapfAveTe Kot yio 1060
ypovikd drdotnua Ba mpénel va cuveyicete v Bepaneia. H nuepnoia dosoroyia tov Olanzapine
Viatris etvar amd 5 mg émg 20 mg. Na eviUepDCETE TO Y1TPO GOG OE TEPIMTMOOT] TOV TO, GLUTTOUOTO.
EMOVEULPAVIGTOVV KoL va [ dtakoyete ) Aqyn Olanzapine Viatris, edv dev €xete cupfovigvdet To
Ytpd GoC.

Ta doxia Olanzapine Viatris npémet va Aappavovtor pio eopd npepnoing cOpeova pe Ty vnddeién
ToV 1Ttpov oag. [Ipocnadnate va taipvete Ta diokia oag TV 0o dpa ke puépa. Aev €xel Kapio
onuocio eav Aappdavete ta diokio pe 1 xopic eoayntd. Ta emkadvppéva diokio Olanzapine Viatris
npoopilovtal yio omd Tov oTOUATOC YPpNoN. Oa Tpénel va katamivete Ta diokio Olanzapine Viatris
0AOKAN PO, LE VEPO.

Eav napete peyorvtepn 66on Olanzapine Viatris oo Tnv kavovuen
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Acbeveig mov élaPav peyodvtepn doon Olanzapine Viatris amd TV KOVOVIKY, TOPOVGIOGOV TO,
aKOAOVO CUUTTONATA: YPIYOPO Kapdlakd puBud (Tayvkapdia), Si&yepon/embetikoTnTa, SLTUPAYES
67OV A0Y0, aPUCIKEC KIVAGELS (1010{TEPQ TOV TPOGMTTOV 1| TNG YADCGCHG) KOl LEIWUEVO EMINESO
cuveidnong. AALo GUUTTAONOTO EVOEYETOL VA ElVaL: £€VTOVT] GUYYVOT], EMANTTIKES KPIGELS, KMUA, EVOG
oVVOLOCUOG O TLPETO, TAYVTEPN AVOTVOT], EPIOPOT, ViKY dvokapyio kot {dAn | vevniia, apydc
pPLOUOG avamVonG, E1GPOPNON, ALENUEVT 1] LELOWUEVT OPTNPLOKT THEST], T PLGLOAOYIKOG KOPOLOKOG
pvOuoG. Emkoveoviote apéomg L To y1aTpd oag 1 1o vosokopeio edv arcBavOeite omolodnmote amod
TO TAPOTAVO cupTTOpate. AgiEte 6TO Y1TPd GG TO KOVTL LE Ta S1oKiaL.

Eav Eeyaoete va napete 1o Olanzapine Viatris
[Mapte ta diokia cog apécmg potig to Bounbeite. Mnv mépete Sumhn dOGT Y10 VO AVATAPOCETE TO
dokio mov Egydoarte.

Eév otapatiocete va taipvete To Olanzapine Viatris

Mnyv daxomTeTe TNV DEPUTEVTIKT Oy®YN GOG oA eneldn aicOdveote kahvtepa. [lpénet va
ocvveyioete v ayoyn pe Olanzapine Viatris yuo 660 ypovikod ddotnpa cog £xel kabopicet o yroTpdg
o0G.

Edv otapotoete andtopa va naipvete to Olanzapine Viatris, pmopei vo 606 Tapouclostodv
CUUTTOUOTO OTMG EPIOP®AOT, SLGKOAIN GTOV VTTVO, TPOUOG, Ayxog N vavutia kot Euetog. O yaTpog 6ag
pmopel va 6o TPoTeivel va HELDGETE T 600T GOG 6TadlaKd, Tpv TN drakomn G Bepaneiog cog.

Edv €yete meplocOTEPEG EPOTNOELG GYETIKA LLE TN YPTOT OVTOD TOL PUPLAKOV POTHGTE TO YATPO 1| TO
(QOPLOKOTOL) GO,

4. MBavég avemBOUNTES EVEPYELES

Onwg 6ha To pApLOK, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOVUNTES EVEPYELES OV
Kot 6gv Topovclalovtal 6 GAOVG TOVG AVEPMOTOLG.

Evnuepoote 10 y101pd cog apécmg by eppavicete:

e aovvnbioteg Kivnoelg (o cuyvn avemBOunNT evépyela TOv UTopEl va ennpedoet £0¢ 1 otovg
10 xpfo1EC) KLPIMG TOV TPOSMTOV N} THG YADGSOC.

e OpopPor aipatog otic EAEPES (Lio Oyl LYV AVETOOUNTN EVEPYELX TOV UTOPET VO
emnpedoet £0¢ 1 otovg 100 yprioteg) Wiaitepa 6To TOSWL (TAL GUUTTOLOTOL
nepthopPavouv oidnpa, TOVo Kot puOpOTNTO GTO TOJLML), TOL UTOPOVV VO LETAPEPHOVV
LEC® TOV ayYEIMV GTOVG TVEDUOVEG TPOKOAMVTAG TTOVO 6T0 6TH0g Kot dvomvola. Edv
TOPOTNPNCETE TETOLN GCUUTTAOUOTO, (NTNOTE OUECWOS TPIKT GUULBOVAN.

®  GUVOLOGUOG TVPETOV, TAXVTEPNG AVOTVONG, EPIOPMONGC, LLIKNG duoKAyiog Kot oicOnua
vhoTog 1 vvnAia (1 cVXVOTNTA AVTNG TNG AVETBOUNTNG EVEPYELNG deV Umopel vor ekTunOel pe
Baon ta drabéoipa dedopévar).

[ToAD cvyvéc avembBOunTeg evépyeleg (umopel va ennpedoovy neplocotepo amd 1 otovg 10 yprotec)
neprlopfavoovv avénon Papovc, vvniia kot avEnuéva eninedo TPOAUKTIvVG TOL GilATOG.

2to apyikd otada g Bepaneiog, opiopévol acBeveig evdéyetor va oioBavBodv Lain 1 AmoBupukn
taom (pe emPpadvvon Tov kapdiakov pubpov), wWiaitepa OTaV oNKOVOVTOL 0mtd T0 KpePdtL 1 T0
KkéOiopa. To counTopa awtd cuvnbmg voywpel pOVO Tov, av OPMG AVTO de GLUPEl evnUeEPDOGTE TO
YwTtpd Gog.

Yuyvég avemBounteg evépyeteg (umopel va ennpedoovy €mg 1 otovg 10 ypnotec) mepthappdvovy
HeTaBoAEG 0TO EMIMEDH OPIGUEVOV KVTTAP®V aipaTog, Mmdimv aipatog Kot otnyv apyn tng Oepaneiog
TPOCWPVES LENTELS NIATIKOV eviOI®V,a0ENCT OT EMTEIN GOKYAPOV TOV OUHLOTOG KOL TOV 0VPMV,
avénon ota enineda ovVPIKOD 0EEME Kl KPEATIVIKNG POGPOKIVAGTG TOVL Oipatog, ovénuévo aichnuo
netvag (aAn, avnouyia., Tpouog, acvvitioteg Kivnoelg (duokivneieg), acvuvnbioteg kKivioels (Kupimg
TOV TPOCAOTOL 1 TNG YADGGAG), SuokohotnTa, Enpootopia, eEGvOnpa, andAeln SUVOUNG, VIEPPOAIKN
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KOO, KATUKPATNOT VYPDOV TOL 00MYEL 68 TPNEUO TOV YEPLOV, TOV AGTPOUYAA®Y 1) TOV TOIDV
TVPETO, TOVO OTIG APOPMCELG KOl GEEOVOMKES SUGAEITOVPYIEG OTMG UELOUEVT] YEVETIOLOL OPUT GTOVG
AVOPEC KOl GTIG YOVOIKEG ) OTLTIKT OVGAELTOVPYIO GTOVG AVOPEG.

Oyt ovyvég avemBOunTeg evépyetes (Lmopet va emnpedoovy €mg 1 otovg 100 xpnoteg) Teprhopfavouy
vrepgvatcneio (w.y. oidnua 610 GTOLA KOl TO AdLd, Kvioud Kot puinua), Stafnn 1 endeivoon
TOV 010111, TOV TEPIGTAGLOKA £XEL CLGYETIOTEL e KETOEEWOT (ELPAVIOT] KETOVMV GTO QLpL0L KOt TO
00pa) 1 KON, GTAGHOVS TOV GLVNO®S GYETILOVTOL LE IGTOPIKO EMANTTIK®V KPIGEDV (ETANYIN),
potkt| duokopyio 1 oTacpovs (TEPIAAUPAVOLEVOV TOV KIVIGEMV TOL LATIOV), GUVOPOLO OVIIGUYOV
oMV, TPOPANLOTA 6TV OALN, TpadAGHa, ETPBPAdvVeT GToV Kapdlako puiud, potogvaicOncio
GTO MALOKO POG, ALOPPAyic Ao TN HOTH, O14TaoT KOIAMOG, 0KOVG10 EKPOT| GLEAOL OO TO GTOUA,
OTOAELD TNG UVIAUNG 1] SLOTOPAXES LVILNG, OKPATELD OVPOV, SUGKOALD GTIV 00PNOT, ATOAEL
LOAMGV, amovcio 1 LEMOT] TOV TEPLOdMV TNG EUPNVNG POOTG Kot aAlayEG 6T0 6T 0 TV AvOpmV
KO TOV YOVOIK®V OTMG PN GUGLIOA0YIKT TOPpAy®YY] YOAOKTOG amd TOVG LAGTOVG 1] [T PUGLOAOYIKT
avénomn Tov HoeToOV.

Ymavieg avemBounteg evépyeteg (umopet va emnpedoovy £o¢ 1 otovg 1.000 ypnoteg) Tepthopfavouy
peimon g pLGIOA0YIKTG OEpLOKPAGING COUATOG, U1 PVGIOAOYIKO Kapdlakd puOuod, aipvidio
aveEnynto Bdavato, PAEYLOVI TOVL TAYKPEATOC, 1) OTO10L TPOKOAEL £VTOVO GTOUAYIKO TOVO, TUPETO Kol
adafecia, NroTIK VOGO TOL EUPAVILETOL WG KITPIVIGHO TOV OEPLOTOC Kol ELPAVIOT] ACTPOV KNAIO®V
670 PATtL., PUikT vOco Tov gpeavifeTot pe aveEnynTo dAyos kot TOVoug Kol TPOUTETAUEVT] KAUN
enmdLVN oTHoN.

Y116 TOAD omhvieg avemBOuNnTe EVEPYELES TEPIAAULBAVOVTOL GOPAPES OALEPYIKEG OVTIOPACELS, OTMG
avTiOpaoT GTO PAPHOKO PE CUUTTMOUOTO NOGIVOPIAiING Kot cuothuikoy cuvdpopov (DRESS). To
cvvopopo DRESS gppaviletar apywd pe copntodpoto 6mwg g ypinng, pe Edvinpa 6to tpdsmmo 1o
071010 0TN GLVEYELN EMEKTEIVETAL, VYNAO TVPETO, SLOYKMOUEVOLG AEUPAOEVES, AVENUEVO ETITEDDL
NTaTIK®V VOOV TOPATPOVVIOL OTIS OUATOAOYIKEG EEETACEL, KAOMG Kot adENOT TV
AEVKOKVTTAPOV (MOGIVOPIAIQ).

O nAiopévor acbeveic pe dvola mov Aapfavovv odaviamivn evoEyeTol va ELEavIcovy ayyeloKd
EYKEPOAIKO EMEIGOO10, TVEVUOVIO, OKPATELD OVP®V, TTOGELS, VIEPPOAIKT KOTWOOT|, OTTIKEG
yevdaobnoels, avénon g Beppokpaciog cdpaTog, EpuOPATNTA SEPLATOC Kot Vo EXOVV TpoPAnpoTa
pe ) Padion tovg. Opiopéves Tepmtdoels BvnopdtnTag Exovy avagepdei otnv Waitepn ot OpAda
acfevav.

Y& aoBeveic pe vooo Parkinson, To Olanzapine Viatris evoéyetol va ETOEIVMOGEL TO, GUUTTOUATO TOVG,.

Ava@opd avemBuunTOV evePYELOV

Edv mopatnpnoete kamowo avemiBOunt evépyeln, EVUEPDGTE TOV YLOTPO 1| TOV GAPUAKOTOLO GOG.
Edv kdmolo avemBountn evépyela yivetar cofapn 1 av TopatnpioeTe KATo avemBountn evépyela
IOV OEV OVAPEPETOL GTO TALPOV POAAO 001 YOV, TAPOUKOAEIGOE VO EVIUEPDGETE TO Y10.TPO 1| TO
Qoppakonold cag. Mropeite eniong va avoeépete avembountes evépyeteg amevbeioc, pEGm TOV
€0VIKOO GLGTNLATOG AVOPOPAS TOV avaypdpeTol 6To Tlapdaptnua V. Mécm tng avaeopag
avemBoupnTOV evepyeldv uropeite va fonNceTe 6T GLAAOYTN TEPICCOTEP®V TATPOPOPLDV CYETIKA
LE TNV AOPAAELD TOV TOPOVTOG POPLAKOV.

5. og va puracoete To Olanzapine Viatris

To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLY T TOdIAL.
No pn xpnoYomTolEiTe AVTO TO PAPLAKO HETE TNV NUEPOUN VIR ANENG TOV OVAPEPETOL GTO KOVTL 1] GTNV
emonuavon petd  AHZEH. H nuepounvia ANéng ivar 1 teAevtaio nuéPQ TOL UAVO TOL OVOPEPETOL

eKel.

Mn puAdcoete og Beppokpacio peyarivtepn tov 25 °C.
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DdidAec: Metd 1o TpdTO Gvotypa ypnotponoote péoa o€ 90 uépec.

Mnyv metdte QAppHoKa 6TO VEPO TNG AMOYETEVCNG 1] 0T OKloKA amoppipata. Potiote tov
QOPLAKOTOLO GOG Y0 TO TAOG VO TETAEETE TO PAPLLOKO TTOV OEV ¥pMCIomotEite ma. Avtd ta pétpa Ho
Bonfncovv oty Tpootacia Tov TEPPAAAOVTOC.

6. Iepreyépevo TS 6VOKEVAGIOG KOl LOITTES TANPOPOPiES

T wepréyer to Olanzapine Viatris

- H dpaoctikn ovoia eivor n ohavomivn. Kabe diokio Olanzapine Viatris mepiéyet eite 2,5 mg,
5mg, 7,5 mg, 10 mg, 15 mg 1} 20 mg dpactikng ovoiag. H axpifnic mocdtnta avaypdeetal
611 ovokevacia Tov dickiowv Olanzapine Viatris mov £xete.

- Ta dAla cvotatikd eivat:
(roprvag Sickiov), Aaktoln povoddpikn (BA. tapdypago 2 ‘To Olanzapine Viatris mepiéyst
Aaktoln’), apvio apafocitov, Tpolerativomompévo dpvio apafocitov, kpoomoPiddvn
TOMOV A, LayVI{OlO0 GTEATIKO KOl
(emdivyn diokiov) moAvPivodikn aikodin, Trtaviov dto&eidio (E171), taikng (ES53b),
Aexi8ivn ooyag (E322) (BA. mapdypago 2 ‘To Olanzapine Viatris mepiéyetl AekiBivn cdyag’),
EavOavng kop (E415).

Ep@davion tov Olanzapine Viatris kou megpigyépeva g cvokevaciog

To Olanzapine Viatris 2,5 mg givon Atapétpov 7,0 mm, 6TpoyyvAod GYIOTOG, AUEIKVPTO, AEVKOD
APOUATOG ETKOAVUUEVO e AETTO DUEVIO O10KI0, TO OTTOl0 PEPOLY avAyALEQ TO dlaxkpitikd “OZ 2,57
ot pia 6y toug “G” oty AAAn 6yn ToLG.

To Olanzapine Viatris 5 mg Atapétpov 8,0 mm, GTpOyyLAOD GYAUATOS, OUPIKLPTO, AEVKOD YPMUATOG
EMKOAVUPEVO LLE AETTO VUEVIO dlokia To 0moia, EPOVV avayAvea To SlokplTikd “OZ 57 ot pia 6yn
Toug “G” oTNVv GAAN OYN TOVG.

To Olanzapine Viatris 7,5 mg Awopétpov 9,0 mm, 6tpoyyvAol oyUoToc, apgikupta, Agukon
YPOUATOG EMKOAVUUEVO e AETTO VUEVIO O10KiQ TO OTTOlo PEPOLV avAyALEQ Ta dtakpitikd “OZ 7.5”
ot pia 6yn Toug “G” 6TV AAAN Oy TOVG.

To Olanzapine Viatris 10 mg Awpétpov 10,2 mm, 6TpoyyvAol GYLOTOS, AUeiKupTa, AEVKOD
YPOUATOG EXKOAVUUEVO PLe AETTTO VEVIO d1oKia Ta. 0Toia PEPOLVY avaylvea To dtakpitika “OZ 107
ot pia 6y toug “G” oty GAAn 6yn ToLG.

To Olanzapine Viatris 15 mg Awwotdoewmv 12,2 mm x 6,7 mm, EAAEMTIKOD GYNLUATOG, OUGiKLPTA,
AEVKOV YPDUOTOG EMKAAVUUEVO LE AETTO VUEVIO O10KI0L TOL OTTOT0L PEPOVY AVAYALPO. TO. SLOKPITIKA
“0Z 157 o pia 6yn toug “G” oy GAAN Oyn TOLC.

To Olanzapine Viatris 20 mg Awotdcemv 13,4 mm X 6,7 mm, EAAEITTIKOD GYNLOTOG, OUOTIKVPTO,
AgVKOD YPOUATOG EMKAAVUUEVA LE AETTO DUEVIO StoKia Ta 0Tolo PEPOVY AVAYAVPA Ta SLOKPLTIKA
“0Z 20” o pio 6y tovg “G” otV GAAN OYN TOVG.

Koyéheg (blisters):

Ta Olanzapine Viatris 2,5 mg, 5 mg, 7,5 mg, 15 mg kot 20 mg dwotifevtal 6€ GLOKELOGIEG TTOV
nepiEyovv 10, 28, 30, 35, 56, 70 (2 x 35) ko 70 eMKAAVUUEVOVY E AETTO VUEVIO SIOKIMV.

To Olanzapine Viatris 10 mg dwotifetan 6€ cuokevacieg mov nepiEyovv 7, 10, 28, 30, 35, 56, 70 (2 x
35) ko 70 emkaAoppévav pe AeTTO DUEVIO S1GKIMV.

Awdtpnro blister, povédwv d6onc:
Ta Olanzapine Viatris 2,5 mg, 15 mg kot 20 mg dwotifevian 6€ cuokevacieg mov tepiéyovv 28 x 1
EMKOAVUUEVOV PE AETTO VUEVIO O1oKI®V.
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To Olanzapine Viatris 5 mg kot 10 mg dwatifetal o€ cuokevacieg mov mepEyovy 28 x 1 kot 98 x lkan
70 emKAAVUUEVOV PE AETTO DUEVIO SIOKIWOV.

To Olanzapine Viatris 7,5 mg dwtifetar 6€ cuokevacieg mov mepiéyovv 28 x 1, 56 x 1, 98 x 1 kar 100
x lkor 70 emkolvppévov pe Aentd VUEVIO OIoKImV.

Diodeg:

Ta Olanzapine Viatris 2,5 mg kot 5,0 mg diatiBevtol oe Guckevacieg mov mepiEyovy 250 Kot

500 emucodloppévav pe AETTO VUEVIO SIGKIMV.

Ta Olanzapine Viatris 7,5 mg, 15 mg ko 20 mg dwotifevtan 6€ GLOKELAGIEG TOL TEPLEYOLV

100 emkoAvppévav pe AETTO VUEVIO J1GKIMV.

Ta Olanzapine Viatris 10 mg Swatifevtal o€ cuokevacieg mov mepiEyovv 100 ko 500 emikoivpupévev
pe Aemto vpévio Stokiwv.

Katoyog Adcrog Kvkhopopiog
Viatris Limited, Damastown Industrial Park, Mulhuddart, Dublin 15, DUBLIN, IpAovdia

Hapackevactig
Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road, Dublin 13, IpAavdia.
Mylan Hungary Kft., Mylan utca 1., Komarom, 2900, Ovyyopio.

IMoa omoladnmote TANPOPOPIn GYETIK LUE TO TUPOV PAPUUKEVTIKO TPOIOV, TAPUKAAEIGTE VO
angvBuvbeite otov Tomikd avtimpdésmmo tov Katdyov g Adetag Kvkhogpopiag.

Belgié/Belgique/Belgien Lietuva

Viatris Viatris UAB

Tél/Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288

Bobarapus Luxembourg/Luxemburg

Matinan EOO/] Viatris

Ten: +359 2 44 55 400 Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Ceska republika Magyarorszag

Viatris CZ s.r.0. Viatris Healthcare Kft.

Tel: +420 222 004 400 Tel.: +36 1465 2100

Danmark Malta

Viatris ApS V.J. Salomone Pharma Ltd

TIf: +4528 11 69 32 Tel: + 356 21 22 01 74

Deutschland Nederland

Viatris Healthcare GmbH Mylan BV

Tel: +49 800 0700 800 Tel: +31 (0)20 426 3300

Eesti Norge

Viatris OU Viatris AS

Tel: + 372 6363 052 TIf: +47 66 75 33 00

EMada Osterreich

Viatris Hellas Ltd Viatris Austria GmbH

TnA: +30 2100 100 002 Tel: +43 1 86390

Espaiia Polska

Viatris Pharmaceuticals, S.L. Viatris Healthcare Sp. z o.0.

Tel: +34 900 102 712 Tel.: + 48 22 546 64 00
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France
Viatris Santé
Tél: +33 4 37 2575 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 123 50 599

Ireland
Viatris Limited
Tel: +353 1 8711600

Portugal
Mylan, Lda.
Tel: + 351 214 127 200

Roménia
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: +386 123 63 180

island Slovenska republika
Icepharma hf. Viatris Slovakia s r.o.

Simi: +354 540 8000 Tel: +421 2 32 199 100

Italia Suomi/Finland

Viatris Italia S.r.1. Viatris Oy

Tel: + 39 (0) 2 612 46921 Puh/Tel: +358 20 720 9555
Kvmpog Sverige

GPA Pharmaceuticals Ltd Viatris AB

TnA: +357 22863100 Tel: +46 (0)8 630 19 00
Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited
Tel: +371 676 055 80 Tel: +353 18711600

To Tapév pviro 0dNYLOV ypiioNs avademp1Onke Yo TeEAEVTAio Popa otic {MM/EEEE}

Agntopepeic TAnpopopieg yio To papproko avtd eivat dtabécipec 610 dikTvakd 1m0 ToL Evponaikon
Opyaviopov Goppdxev: http:/www.ema.europa.eu.
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