®Yrho 0OV ypMong: IIinpoopiss Yo Tov ypioty

Fingolimod Accord 0,5 mg exinpd koydxio
QWVYKOAMUOO

Awfdote TPoGEKTIKG 0AOKAN PO TO GVALO 03N VLAV YP1)ONG TPV OPYiCETE VO TAIPVETE AVTO TO

PapRAKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GO,

- DordEte avTo TO POALO 0dNYIDV Yprone. Towg ypelaotel va to dofdacete Eava.

- Edv éxete mepartépo amopieg, pOTNGTE TOV Y10TPO 1) TOV PAPLOKOTOLO GOG.

- H ocvvtayn v avtd to pdappako xopnyndnke omokAEloTiKA yio 6og. Agv Tpénel va SMGETE TO
@apuoKo 6g GAAovg. Mmopel va Toug TPOoKaAEGEL BAAPT, QKOO KOl OTOV TO CUUTTOUATO TG
ac0éveldg Tovg eivat 1010 pe Ta S1Kd Gag,.

- Edv mapotnprioete Kamowo avemBOUNTN EVEPYELD, EVILEPADGTE TOV YIOTPO 1) TOV POPLOKOTOLO
c0g. Avtd 1oy0et kol ylo KGO mbavi avemBOUNTN EVEPYELD TOV OEV OVAPEPETOL GTO TTALPOV
@OALO 0ONY1DV ¥prione. BAéme mapdypagpo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvan To Fingolimod Accord kot wota givat 1 xprion tov
T npémer vo yvopilete mpv ndpete o Fingolimod Accord
[Tog vo mapete to Fingolimod Accord

[MBovEg avemBOuntec evépyeteg

IMo¢ va pvidooete to Fingolimod Accord

[epreydpeva g cvokevaciog Kot AOES TANpoPopieg

Sk wnE

1. T givon To Fingolimod Accord kot mova givar 1 p1jon Tov

T givon To Fingolimod Accord
H dpaotikn ovsia tov Fingolimod Accord givat  @vykolpdod.

Mo givar n xpnon Tov Fingolimod Accord

To Fingolimod Accord yopnyeitatl o€ eviAikovg kot o€ moudid kot prifovg (nikdg 10 etdv kat avo)
v Vv Bepamneia tng vrotpomdlovsac-dlaleitovcag okAnpuvong katd tAdkag (XKIT), mo
GUYKEKPLUEVO, GE:

- Acbeveic Tov dev Eyovv avtamokplfel mapd t Oepameia pe o aywyn g TKII.

n

- Aocbeveig pe tayéwc eEeMocopevn cofapn ZKII.

Me 1o Fingolimod Accord dev enttvyydverat iaon tng KT, dpwg to Fingolimod Accord cupBdaiiet
oTN Helwor Tov aplfUoy TV VIOTPOTMY Kol 6TV EMPpadvvon tng e£EMENG TG avamnpiog Tov
npokaiei  ZKIL.

Th givor 1] okMpoven KaTd TAdKog

H XKIT givon puor pokpoypovia katdotaor mov ennpedlet 1o Kevipiko vevptkd cvotnuo (KNX), mov
amoteAeitol amd Tov eYkEPUAO Kat Tov voTiaio puedd. Ztnv ZKII n Aeypovi] KataoTpéPel TO
TPOGTOTEVTIKO KAAvppa (Tov ovoudletol puedivn) yopw amd ta vevpa 6to KNI kot dtokomtet T
OMOTH AELTOVPYiC TOV VEVP®V. AVTO OVOUALETOL ATOUVEATVOGT).

H vrotpomalovoa-dinieinovoa XKIT yapoktnpiletor amd emavalapufavOoUeves TEPLOSOVS
CUUTTOUATOV OO TO VELPIKO GUGTNUA (VTOTPOTES) TOL TPOKOAOVVTOL 0o TNV PAEYHoVH oto KNX.
Ta ovuntopata Staeépovy and achevr| o€ acbevi) aAld KaTd Kovova TEPIAaUPAvVOVY SUOKOMES OTN
Baodion, povodtaciia, TpoPfAnuota 6pacng 1 dtatapayn TG wooppomias. To cuUTTOHATO oG
VIOTPOTNG UTOPEL VO EEAPAVIGTOVY EVTEAMG OTAY TOPEADEL 1) LITOTPOTT, OUWS KATOLN TPOPANLOTOL
pumopel va mapapeivouy.



ITag épa To Fingolimod Accord

To Fingolimod Accord cuvtelei oty mpootacio and Tig ETOEGELG TOL AVOGOTOUTIKOD GUGTHLLOTOG
Kkatd Tov KNI petdvovtog Ty KavotnTo OpioUévVemY AEVK®Y OUOGQAIPInY (TOV AEUPOKVLTTAP®OV) Vi
UETAKIVOOVTOL EAEVOEPD LEGD GTOV OPYOVIOUO KOl GTOUATMVTOG TNV TOPEIN TOVG TTPOG TOV EYKEPUAO
Kot Tov votioio poelo. ‘Etot meplopiletar n pBopd tmv vevpov mov mpokaiei n XKII. To Fingolimod
Accord eriong peidvel Kot amd TIG AVOGOAOYIKES AVTIOPAGELS TOV OPYOAVIGHOD GOG.

2. T wpéner vo yvopilete Tpw wapete To Fingolimod Accord

Mnyv napete To Fingolimod Accord

- edv €xete peLOPEVY AvocoroyIKY] amdvinon (0QELOUEVT] GE KATOL0 GOVOPOLLO
OLVOGOOVETAPKELNG, KATOLH VOOO 1) GE QAPLLOKO TOV KATUOGTEALOVY TO (VOGOTONTIKO GUOTILUL).

- €av €xete cofapn evepyo hoipmén N evepyo povia Loipwén 6mmg nratitida 1| pupatioon.

- edv €xete gvepyo kapkivo.

- edv €xete cofapd mpofrpata oTo Nmwop.

- £0v, TOVG TELEVTATIOVG 6 PNveg, EiyaTe Kapolaki TpoosPorr]), aTnOaYYN, EYKEQUAIKO
EMELGOO10 1] EVOEIKTIKA COUTTONATA EYKEPUIKOV ETELG0010V, 1] OPLOPEVE £101] KAPILOKIG
aveETapKELHC.

- €4V €yete KATOl E(0T) AKAVOVIGTOV 1] 11 PUGLOADYIKOV KUPOLaKoL pvOpov (appubuia),
ocvumepthappavovtorl ol acbeveic v omoimv to niektpokapdioypaenuo (HKI) deiyvet
noaparacn tov deotiuatog QT wpw amd v Evapén tov Fingolimod Accord.

- €0V TaipveTe N £)eTE MAPEL TPOGPATAU ALY MYN] YO OLOTAPUYES TOV KOPILIKOV pLORov dmwg
Kwidivn), 6160mupaption, aptodapdvn 1 GOTOAOA.

- edv glote éyKvog 1 elote pia yovaike o€ avamapoy YK nAKia 7ov dgv yproyonolel
OTTOTEAEGLATIKY] AVTIGOAAYT).

- 6€ TEPITTOON AAAEPYIUG OTI PLVYKOAUOON 1) GE OTTOLOONTTOTE GAAO OTO TOL GLGTUTIKG AVTOD
TOV POPLAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).

Edv 1oyvet Kkt tétoto yio €64g 1) dev giote fEPatol, oviNTIOTE PE TOV YIOTPO GAUS TPV TAPETE TO

Fingolimod Accord.

IIpogidomou|oelg Ko TPOPLAGEELS

AmevBuvBeite otov yatpod oag mpwv mapete to Fingolimod Accord:

- £av £yete cofapd avamTvevoTIKG TPOPAOTH KATA TN OLEPKELD TOV DTTVOVL (cofapn vviki
anvoia).

- €0V 060G £0VV avaPEPEL OTL TO NAEKTPOKAPILOYPAPN G 60g eivar TaO0LoY1KO.

- EQV £YETE CUUTTONATA O.PYOD KAPOLIKOV pOpov (.. {ain, vavtia | aicOnpa Traipov).

- €Gv maipvete M £(ETE MAPEL TPOGPUTA PAPLUKA TOV EMPPASVHVOVY TOV KUPOLUKS GOG
poOuo (61m¢ P-avactoreis, Pepamopiin, Siitaléun 1 Paucpadivy, dtyosivn,
OVTIYOALVEGTEPAGIKOVS TOPAYOVTEG 1) TAOKOPTIVY).

- EQV £YETE 1OTOPIKO APVIOLNG ATOLELNG GVVEIONGNS 1] MoBvpuiag (cvykoemn).

- €0V OKOTTEVETE VU EPPoMacTEITE.

- €av ogv mepdoate moté avepopfroyid.

- eqv éyete N eiyote owatapayis TG dpacng 1 GAla onueio OONUATOG GTNV TEPLOYT KEVIPIKNG
opaong (oypd knAida) oto omicOio U ToL 0POUALOD (Mo KATAGTACT YVOCTH MG 0idN U
™G OYPAC KNAISAG, PA. TapaKkdT®), pAeyuoviy N Aoiumén Tov 0eBoiuol (payoelditidn) i av
&xete OwuPn (o onoiog pmopel va Tpokarécel TpofAnpata otny dpacn).

- €Gv £YeTE NTOTIKG TpOPrrpaTa.

- €bv &xete VYN apTPLoK igon N omoic o€V pumopel va eheyy0el pe QUPROKEVTIKN
ayoy.

- Edv &yete cofapd mpofrpata 6Tovg TVEOHOVES 1 PY0 TOV KOTTVIOTH.

Edv kdmolo and to mapomdve woydel Yo €54 1 0ev €lote PEPOOL, 6VENTIGTE PE TOV YLATPO GOG

apw wapete To Fingolimod Accord.

Bpoadvg kapdiaxds puBude (Bpadukapdia) Kot akovévieTol Toiuol
To Fingolimod Accord npokaiei emiPpddvvon Tov kapdiakod puOpod kotd v évapén g Oepanciog
N et ) AMym ¢ Tpdtng 06ong tov 0,5 mg dtav aAraEete nuepniota d6on anod 0,25 mg oe 0,5 mg.
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Q¢ gk TOVTOVL, UTOopel va vimoete aAn 1 Kémwon N va £eTe aioOnuo TaAUdV 1| uropel va peiwbei n
aptploxn cog wieon. Eav avtég o1 emopdosis eivan cofapés, eviiuepaote Tov Y10Tpé 00g, 010TL
pmopel va yperooteite opécwg Oepameio. To Fingolimod Accord pmopei axoun va tpokaiécet
AKOVOVIGTOVG KOPOLOKOVE TOALOVG, EOIKE HETA TNV TTPOTN dOoM. Ot akavOVIoTOol KapdloKoi ToApol
oLV BMG EMAVEPYOVTAL GTO PUGLOAOYIKO GE Atyotepo amd pia nuépa. O Bpaddg kapdiakdg puOudc
oLV BmG EMOVEPYETAL GTO PLVGLOAOYIKO péca oe éva unva. Katd ) didpkeia g meptddov avtng,
oLVNOMG eV AVOUEVOVTOL KAVIKG CTLOVTIKEG ETIOPAGELG GTOV KApSLoKO puouo.

O y1atpdg oag Ba cag {ntioet va topapeivete oe katdAAnia eEoTAGLEVO 10TPEio 1) KAMVIKT Yo
TOVAdYIGTOV 6 MPEC, KAVOVTAG LETPNOT COLYUMY KOl ApTNPLOKNG TECTC avE dPa, LETA TN AW TNG
Tpo™¢ 600mM¢ Tov Fingolimod Accord 1 petd v apdt Yoprynon g d6ong twv 0,5 mg kotd v
aAloyn and v nuepnota doon tov 0,25 mg, dote vo, uropodv va Anebodv KaTtdAAnAa LETPO GE
nepintoon avembOuNT®V EvePYEL®VY 01 0Toieg eppavilovtar katd tnv évapén g Bepaneioc. Oa
TPEMEL VO, KAVETE NAEKTPOKAPIIOYPAPNUL TPV 0T TH YOPNYNOT TS TPpDTNG dOomg Tov Fingolimod
Accord kot petd v 6mpn mepiodo TopakorovOnong. O yutpog oag mbavov va mapakorlovdei
GUVEYMS TO NAEKTPOKAPIIOYPAPN LA GG GTH S1EPKELD AVTOD TOL SICTHUATOS. AV LETA amd TV 6wpn
mepiodo Exete TOAD Bpadv 1 HEIOVUEVO KapOLoKd pLOUO 1} AV TO NAEKTPOKOPIIOYPAENUA Gag gival
nmaforoykd, umopel va yperactel va mapakorovdndeite yio peyoivtepo didotnpa (TovAdyiotov

2 emmAéov MpPeG Kol THOVAS KATd TN ddpKeln TNG VOYTAS), LEXPLG OTOV awTd vIToywpncovy. To id1o
umopet va. 1oydel kot otnv mepintmon mov Eavapyilete To Fingolimod Accord petd amd tpocmpivi
dwakomn g Bepameiag, aviloya pe To TOGO PEYAAO NTAV TO SLAGTNLO TS SLOKOTNG TNG KOl TOGO
peyaio Ntav to dtdotua g Oeponeiog pe Fingolimod Accord mpwv amd ™ dakomn.

Edv &yete N dtatpéyete Kivouvo EUEAVIONG OKOVOVIGTOV 1] U1 PVGIOAOYIK®V KAPIIOK®OV TOAUDY, oV
TO NAEKTPOKAPIIOYPAPT LA Gag givorl TaBoAoYKd 1) av £xeTe KapdloKn VOGO 1 KapdoKn aveTdpKeLd,
to Fingolimod Accord propet va unv givor katdAAnio yio €66g.

Av éyeTe 10TOPIKO ViSOG anmdAELOG cLVEIdN NG 1 HEt®EVO Kapdlako puBud, o Fingolimod
Accord propei va umv givon katdAAnio vy e66s. Oa cag e&etdoel KapdoldYOS TPOKEUEVOD VO SDGEL
odnyieg yo. to g Oa Tpémet va Egxviogte T Bepameio ue Fingolimod Accord, kot yio tnv
TapoKoAovONeN KoTd TN SLdpKELd TG VOKTAG.

Edv Aappdavete papuoka mov pmopel va TpokorlEécovy HeimoT Tov Kapdlokov cag pupov, 1o
Fingolimod Accord pmopei vo unv givar kat@AAnio yio e6dg. Oa cog e£eTdoel Kapd1oAdYOS, 0 00i0g
Ba dromiotdoet ov umopeite va 0ALAEETE € EVOAAAKTIKG QAPLLOKO, TO OTTOI0 OEV LELDOVOVY TOV
Kapdlakd oag puiud, dote va entpanei 1 Oepancia pe Fingolimod Accord. Edv n aAlayn avtn dgv
glvar duvary, o kapdlordyog B dmacel 0dnyieg Yia To Tmg Oa Tpénel va Eekivioete ) Oepameia pe
Fingolimod Accord, kot yio tnv TapakolodOnon Katd T S1apKeLo ThG VOKTOC.

Edv dev mepdoate moté avepofroyid

Edv dev mepdoote moté avepoProyid, o yrotpdc cog 0o Bednoet vo eAéyEeL TV ovoGio GG EVOVTL TOV
100 Tov TV TTpokoel (10G avepofroyidcimatipa). Edv dev mpootatedeste and tov 10, umopel va
ypewoteite epPolacuod mpwv Eekvnoete ) Oepancio. pe Fingolimod Accord. e avt v nepintmon
0 y1tpog cog o kabvotepoet v Evapén g Bepamneiog pe Fingolimod Accord péypt éva piva petd
TNV 0AOKANPOOT) EVOG TAPOVG GYNLOTOC ELPOALOCLOV.

AowdEelc

To Fingolimod Accord peidvel tov aptBud tmv Aevkdv atpoceatpiov (1diaitepa tov aplduod tov
Aeppokuttdpmv). To Aevkd apoceaipla KaTomoAe oY Tig Aotudéets. [a 660 didotnuo Aappdvete
Fingolimod Accord (ko £ém¢ 2 puiveg petd m diakonn Tov), umopel va eugavilete mo gdkola
Aoudéets. Omolodnmote Aoipmén mwov o €xete, umopel va emdevaobei. Ot Lotumnéelg pmopel va givort
coPoapéc kot ameintucég yio ) {omn. Edv vouilete 6t £xete Aoipwén, £xete mupetd, acbdveote cav
va €xete ypimn, £xete Epnnra {OoTHpa N £XETE TOVOKEPAAO GUVOSELOUEVO OO SVCKAUY K GTOV
avyéva, gvaictnoia 61o eog vavtia, eEavOnua ko ocbyyvon onacuovg (EmANTTkég kpicels) (avtd
UToPEl vaL €lval GOUTTOUOTO UNVIYYITIO0E 1)/KoL EYKEPAAITIONG TPOKAAOVIEVNC OTO LUK TIOGIKT 1)
EPTNTIKT 10YEVT LoIH®EN), EXKOVOVIOTE OUECHC LE TOV YIOTPO GOC, 10TL EVOE ETAL VAL lvarl coPapn
Kol amentikn ywo ™ Lon. Eqv motevete 011 ) XKII cog emdevovetal (.. advvapio 1 petaforés



otV 0paot) 1| EAV TAPATNPNOETE OTOLAONTOTE VEQ CUUTTOUATA, ETIKOIVOVINOTE LE TOV Y1ATPO GOG
APECHS, O10TL owTd pmopet va eival GUUTTONATO PG GTAVIag SlaTapoyrg TOV EYKEPAAOL TOV
npokaAeitar amd o Aoipmén kat ovoudletar Tpoiovoa ToAlveoTiakn Asvkogykeparonadeio (PML).
H PML givon puo cofapn téabnomn mwov pumopei va odnynoet o€ cofapn avamnpio 1} Bévarto. O 10tpog
cog mBavdg va {ntioet vo vtoPAnBeite e LayvnTiKy TOROYPOQia Yio Vo aElOAOYNGEL QUTHY TV
katdotaon kat Oo anoeocicel edv mpénel vo otapotnioste va taipvete to Fingolimod Accord.

Aoipoén and tov 10 TV avbporivov Onlopdtov (HPV), courepirapfavouévov tov Onidparog,
dvomhacio, KovovA®uaTa Kot kKapkivog oyetilopevog pe tov HPV éxouv avapepbel e acBeveic vmo
Oepameio pe Fingolimod Accord. O yiatpdc oag Ba kpivel eav ypetdletorl vo Kavete epuPoro Katd Tov
HPV mpwv Eexvnoete tn Bepancia. Eqv eiote yovaika, o yuatpdg cog o cuothoel emiong Ereyyo yuo
HPV.

Oidnua g oypdc knAidag

Ipw Eexvnoete To Fingolimod Accord, gdv £xete 1 eiyorte droTopoyég g Opaons N GALa onueia
O1ONLLOTOG GTNV TTEPLOYN KEVIPIKNG Opoomg (oypd knAida) oto omichio Tuipa Tov 0POuApo,
oAeypovn 1 Aolpnmén tov 0pBaipod (payostditida) 1 dtaprtn, o yoTpdg cog pmopet vo Bednoet va
vroPAnOeite o€ oOaALOAOYIKO EleYYO.

O y1atpdg oag umopel va Beinocel va vmoPAnbeite o 0pBouiporoywkod éleyyo 3 émg 4 pveg petd myv
gvapén g Bepamneiog pe Fingolimod Accord.

H oypd xnAida eivor pia pikpn meptoyn Tov Kepatogdovs 61o onichio tufpe Tov opBaipov 1 omoia
cag otvel tn dvvaTdtnTa Vo PAETETE OYNLOTO, XPOUOTO Kot AeTTOpEPEIEG KaBapd kot evkpvdg. To
Fingolimod Accord pmopel va mpokalécet €oidnon oty oypd kniida, Ha KatdoTaon yvooTh og
olonpa g oypdg knAidag. To oldnua cuvnbmg eppaviCetar Toug 4 TpdTovg UNves TG Bepaneiog pe
Fingolimod Accord.

H mbavomta avamtuéng odnuatog T oypag knAidog eivar peyaivtepn edv £xete dtapitn 1 v
glyate pAeypov Tov o@OaApod OV ovOoUAleTal payoelditida. e QUTEG TIG TEPUTTMOELS O YIOTPOG GOG
0o oag (N oel va KAveTe TOKTIKEG 0POUAILOAOYIKEG EEETAGELS TTPOKEIUEVOD VO dloyvecOel To oidnua
G OYPAC KNALdAG.

Edv eiyate oto maperBov oldnpa g oypds kKnAidag, EvUEPOOTE TOV Y1ATPO GG TPV EEKIVIIGETE TNV
Oepameio pe Fingolimod Accord.

To oldnpa g oypdg KNAdOG Pmopel Vo TPOKAAESEL 1010 LE KATOH OO TO CUUTTMHOTO OPACNG LLOG
vrotporng ¢ ZKIT (omtikn vevpitida). v apyn WIopel vo Uy vdpyovv Kabolov GUUTTOUTO.
BePaimOeite 0T1 evnuep®VETE TOV YI0TPO GO GYETIKA Ue omoleadmote adlhayég otny Opacn cag. O
YwTpog Gog pmopet vo Bednoet va vtoPAndeite e o@OUALOAOYIKO EAEYYO, EIOUKE EAV:

- TO KEVTPO TNG OPAUCNC Gag Bapmmverl N £xel OKIEG,

- OVATTUGGETE TVPAO OMElD 0TO KEVTPO NG OPAGTS GG,

- €xete TPOPALOTA GTO VO SIOKPIVETE YPOUATO 1] WKPEG AETTOUEPELEG,

Aoxyooieg nmatikng Aettovpyiog

Eav éyete cofapd nratikd poPAnpata, dev mpénel va tapete Fingolimod Accord. To Fingolimod
Accord umopei va ennpedoet v nratikn cog Asttovpyio. [MBavov vo unv mapatnpnoete Kovéva
CUOUTOUA, CALG EAV TOPATPNOETE KITPIVT YPOLE GTO SEPILOL 1] GTO AEVKO TOV LOTIOV GO,
acLVNO1eTO GKOVPOYPOUE 00Pa (KOPE YPDUATOC), TOVO TNV LG TAELPA TN TEPLOYNG TOV
oToudy oL (Kotld), kOmwon, ov aicBdveste Ayotepo mewvaopévog/m am’ 6t cuvnBwg 1| ave&nynn
vouTtio Kol ELETO, EVI|HEPADOTE UPEGCNOG TOV YLATPO GOg.

Edv eppavicete k4mo10 and avtd ta copntdpata petd mv évapén tov Fingolimod Accord,
EVIHEPDGTE UPECOG TOV YLATPO GO,

IIpwv, katd ™ didprelo Ko Petd T Bepameio o yatpog cog Oo {ntMoet apatoloyikés eEeTdoelc, yuo
va Tapaxoiovdnoet Ty nratikn Asttovpyio. Edv to anotedéopota Tov e£ETAGEDV GO LTOSEIKVHOLY



Kamoto TpdPAnua oto Hrap mhovov va ypelactei va dtakdyete t Bepaneio ue Fingolimod Accord.

Yynin aptpiokm wieon
Ene161] o Fingolimod Accord emgépet pikpn avénen g aptnplokng mieong, o yitpog oag mibavov
va BeANoel va eEAEYYEL TOKTIKA TNV OPTNPLUKY GOG TTEST).

[MpofAnuata TV TVELUOVEV

To Fingolimod Accord ernpedlet oe pikpo Babud tnv mvevpovikn Aettovpyia. AcBeveig pe coPapég
TVELUOVIKEG TOBNGELS 1] e P1)0L TOL KATVIGT EVOEYETOL VAL £XOVV TEPICCOTEPES THAVOTNTES VOl
avamTOEOVY OVETIOOUNTEG EVEPYELEG.

E&&taon aipatog

H embounty dpdon g Oepanciog ue Fingolimod Accord givar n peimon tov aplfpod Tov AeVK®OV
ALLOCEUIPI®MY 6TO aipa 6oc. ZuVHOmMG AVTOC ETOVEPYETOL GTO PUGIOAOYIKO UEGO OE 2 UNVEG UETA TN
Sdwakonmn g Bepamneiag. Edv ypelaotel va kdvete eEgtdioeis aipatog, evnpepdote Tov yioTpd Ot
naipvete Fingolimod Accord. Awagopetikd, pmopei vo unv givat Suvatdv vo Katavonoet 0 ylatpog to
amOTELEGUATA TOV EEETACEMY KO Y10L OPIGUEVOVE TOTOVG ALULATOAOYIK®Y EEETAGE®V, O YITPOC GOGC
umopel va ypelootel meptocdTEPO aipa and 6,Tt Guvidmd.

Ipw apyicete to Fingolimod Accord, o yiatpog cog Ba emiPefardost 0TL Exete 0PKETA ALK
ALLOcQOipLo 6TO aipto Kot Tlavoy va 0ELeL va emovalapfavel Tov ELEYY0 TOKTIKA. L€ TEPITTOOT TOV
dev éyete apkeTd Aevkd apocaipia, TOavov va Tpénet vo dtakoyete ) Oepaneio pe Fingolimod
Accord.

20vdpouo ormichiag avaotpédyung eykeparonddelog (PRES)

Mia katdotoon mov ovopdletal chvdpopo onicOiag avactpéyiung eykeporonddeiog (PRES) éyet
avoeepbel ondvio og acbeveic e XKIT mov Aappdvouv Bepancio pue Fingolimod Accord. Ta
CUUTTOUOTO PTopel v tepAapPdvouy aipvidio Evapén cofapod Tovoke@aAlov, cOYYLGT, KPIGELS
emANyiog Kot dtatapayés g 0paons. Evnuepdote tov yotpd 60g OUESmG 08 TEPITTOOT TOV
EUPOVICETE OTOLOONTOTE OO AT TO, GVUTTAOUATO, KOTA TN ddpKeLo TG Oepaneiog cog pe
Fingolimod Accord, 8161t evdéyetan va. givar coPapo.

Koapkivog
Kapxkivot tov dépuatoc £xovv avaeepbel og aobeveic ue KT vo Ogponeia pe Fingolimod Accord.

AmevBuvleite otov Y10Tpd GO AUESmS, AV TVYOV Tapatnpioete olidia oto déppa (TT.y. YoaAloTepd,
papyaprrapogdn olidie), kniideg 1| avorytég TANyYEC mov dev emovAmvoviol evtog efoopdadmv. Ta
GUUTMUOTO TOV KAPKIVOL TOV SEPUATOG UToPel Vo TEPIAAUPBAVOUY aKkavOvioTn avénon 1 aAlayég
TOL depUaTIKoD 16ToV (T.). acvvhBioteg eEMEG (omtilot)) pe alhayn 6To XpduUa, TO oyfue 1 To puéyebog
pe v Tapodo tov xpovov. Ipotov Eekvnoete to Fingolimod Accord, amatteitan deppotoAoyikn
g&étaon yio va damiotmdel gdv Tuyov £xete olidia 6to dépua. O YiaTpog oag Ba Kavel EMIONG TAKTIKES
depuatoroyikég eEetdoeig katd t didpkela g Oepomeiog cog ue Fingolimod Accord. Edv
eupavicfovv TpofAnpata 6To dEPHN GAG, O YIOTPOG GOG UMOPEL VO GOG TOPOTELYEL GE OEPUATOAGYO,
0 omoiog petd TV €£€TOOT LWITOPEL VO ATOPAGIcEL OTL EIVOL OTLOVTIKO Y10, GOG VO oag e&eTdlet
TOKTIKG.

e acbeveig pe XKIT mov Adppavav Bepaneio pe Fingolimod Accord £xet avapepBel £vag tomog
KapKivov Tov AeUPKoh GLGTHUATOC (AELPOLL).

"Ex0eon 6tov A0 kot tpootacio and tov Ao

H @wyxorpddn eocbevilel 1o avoconomtikd cag chomua. Avtd avéavel Tov Kivouvo avantuéng

KopKivov, 1dlitepa TV KapKivov Tov dépuatos. Oa tpénel va neplopicete v kbeot| 6o 6Tov NAL0

ka1 otig axtiveg UV wg e€ng:

. POPOVTAG KATAAANAO TPOSTOUTEVTIKA POVYOL.

. BaLovtog TakTikd avinilakd ue vymid deiktn tpootaciog Kotd g vrepimdovg (UV)
axtvoBorog.




Aocvvnfioteg eykepaitkéc PAdPec mov oyetiCovtan pe vrotponr) g TKII

YTAVIEG TEPUTTMGELS AoLVNOIoTA PHEYAA®Y EYKEPUAIK®V PAafdV oV oYeTilovTal Le VTOTPOTN TG
YKIT éxovv avagepbel o acbeveig mov Adppavay Oepaneio pe Fingolimod Accord. Xe nepintwon
GOPopNGg VIOTPOTNG, O YIUTPOG Gag VMG va {nthHoel va vtoPAndeite o poyvnTikn Topoypagic yuo
va a&lohoynoet TNV Katdotaon Kot Ba amogacicet edv ypetdleTol Vo GTANATICETE VO TOIPVETE TO
Fingolimod Accord.

Aloyn and dhleg Bepameieg oe Fingolimod Accord

O y1atpdg oag pmopel va oArael katevbeiov ) Oepaneio cog amd Prita-tvreppepdvn, 0&KN
yhotpapépn 1 povpapikd dipebovieotépa og Fingolimod Accord av dev vrdpyouvv evoei&elg
dwtapay®v amnd Ty Tponyovuevn Bepaneio cag. O yaTpdc cog TOAVOV Vo KAVEL AUOTOAOYIKEG
eEetdioelc TPOKEEVOL VO, amoKAEIGEL TETOEG dtaTapayés. Metd ) dtakomn TG vatalovpdumng
mOavov vo mpémel va mepuévete 2-3 punveg npv Eekvioete ) Ogpomeia pe Fingolimod Accord. T'a
va 0AAGEETE amd TEPIPAOVVOLIOT, O YLOTPOG GO UTOPEL VO GOG GUUPOVAEVGEL VA TEPIUEVETE Y10
0pPIGUEVO XPOVIKO dldoTtnua 1 va voPAnbeite oe dndikacio emitdyvvong g arnofoAns. Edav
axolovBovoarte Bepameio pe areptovfovpdunn, amatteital o TANpng a&loAdynon Kot culnTnon pe
ToV Y10Tpd 6ag Yo vo, anoeacictei edv to Fingolimod Accord sivat kotdAAnio yia €6dg.

IMvaikeg og ovamopaymyur| nAkio

Edv ypnoipomomBei katd ™ didpreia g eykvpoovvng, to Fingolimod Accord pmopei va BAdyet to
ayévvnro popd. Tpw Eexwvioete ) Bepoameia pe to Fingolimod Accord o ywatpog cog Oa cog
e€nynoet tov kivovvo kat Ba cag {ntioel va KAveTe éva TEGT EYKVIOCUVIG TPOKEEVOL Vo BePatwBet
0T1 dev glote €ykvog. O yTpdc cog Bo oag ddoet pio kapta 1 omoio e€nyel yloti dgv mpémet va
ueivete £yxvog eva maipvete to Fingolimod Accord. Eniong e€nyei 11 mpénel va kdvete yia va,
ano@LyeTe va peivete £ykvog eve maipvete to Fingolimod Accord. Ipénet va ypnoponoteite
OTOTELEGLATIKN AVTICOAANYN KaTd T O1dpKeln tng Bepameiog Ko yio 2 pnveg Hetd ) SloKom g
Oepamneiog (PA. mapaypapo «Komon kot Onroacudo»).

Emdsivoon tng TKIT petd m daxonn tng Oepaneiog pe Fingolimod Accord
Mn otouarfogte vo, maipvete o Fingolimod Accord kot unv adiaéete T ddon cog xmpic va
EVUEPDGETE TPADTO TOV YLOTPO GOG.

Evnuepoote apéomc tov yiatpo cag edv motevete 6t ZKII oag yepotepevet petd and ) dtokomn
g Oepoameiag pe Fingolimod Accord. Avto Oa umopovoe va givat cofapod (PA. «Edv otapatioste vo
naipvete To Fingolimod Accord» otnv moapdypago 3, kot exiong v mopdypapo 4, «ITibavég
avemBOUNTEG EVEPYELEDY).

Haxuopévor
H eumepio pe Fingolimod Accord og nAikiopévoug acbeveig (nlikiag dve twv 65) givor
TEPLOPIOUEVT. MIANGTE GTOV YI0TPO GOG EAV EYETE TLYOV EVOOLAGHOVC.

Hoowd xon £pnpor

To Fingolimod Accord dgv mpoopiletat yia yprion oe moudid nhikiog katm tov 10 etdv, Kabhg dgv
&xel peretnBel o acbeveig ue XKII og avt) v nAkiokn opdda.

O1 TPOEIBOTOINGELS KO 01 TPOPVAGEEIC TOV AVOPEPOVTOL TOPATAV®D 1GYVOVV ETIOTG Y10 TO TOUSLA KO
ToVg €PNPove. Ot TopaKdT® TANPOPOPIES eIVl 1O10UTEPA GNUAVTIKES Y10L TO TTOIOLY KO TOVE EPTPOVE
K01 TOVG PPOVTIGTEG TOVG:

- TIpw apyicete To Fingolimod Accord, o ylotpdg cag 0o eréyEet TNV katdotacn Tov £fOAIGHOD
ocagc. Eav dev éyete kdvel kamoto epPoOAL, UTopel va ypelooTEL Va. ToL KAVETE TPOTOV UTOPECETE
va Eekvnoete To Fingolimod Accord.

- Tnv npdt™ eopd mov Ba napete o Fingolimod Accord, 1 étav Oa alha&ete v nuepriola ddon
a6 0,25 mg o€ 0,5 mg, o yiatpdc cog Ba tapakolovdncel Tov kapdiakd cog puiud Kot Tovg
KapdlakoHg modpovg cog (PA. «Bpadic kapdiakog pubudg (Bpadvkapdic) Kot aKavOvVieTol
TOALODY TOPOUTAVD).



- Edqv eppavicete onocpobe 1) kpioelg mpv 1 Kotd TN diapketo tng Oepaneiog pe Fingolimod
Accord, evpepdoTte Tov YoTpo 560G,

- Edv mhoyete amd katdabiym 1 dyyog 1 €4v mapovcidoete KatdOinyn 1 dyxog Katd T SiapKeL
¢ ayoyng pe Fingolimod Accord, evnuepdote tov yiotpd oag. Mmopel va, ypelaoteite otevi
mopokoAovOnon.

Alho @appoxa kot Fingolimod Accord

Evnuepaote tov yatpd 1 Tov poplokomold cag eqv Toipvete, EXETE TPOGOAT TAPEL 1} UTOPEL VO

mwhpete dAla pappoka. Evnuepmaote Tov yiotpo cog £6v maipveTE OTOOONTOTE A TO TOPAKATM

QappoKa:

. D appoKa TOV KOTAGTELLOVY 1] TPOTOTOLOVV TO G.VOGOTOU|TIKO GVGTNLO,
GUUTEPTAOUPAVOUEVODY GAADV QUPUAK®OV TTOV YPICLHOTOLOVVTUL Y10, TV AVTIHETATION TNG
XKII, 6mmg 1 vteppepovn Prita, 1 0&kN yAatpapépn, 1 vatailovpdumn, n pito&avopovn, 1
TEPLPAOLVOUIOT, O PoVUAPIKOC dyeBuieoTtépag N N adeptov{ovpaunn. Aev Tpémel va
Aappavete Fingolimod Accord poli pe tétola appoke, 10Tt antd PTopel vo evioyDoeL TNV
enidpaon 610 ovocomomTikd cvotnpo (BA. eniong «Mnv napete to Fingolimod Accordy).

o Koptikootepoerdn, Loyo mbovig Tpdchetng exidpacng 6T0 avOCOTOWTIKO GUGTI LA,

o Eppoia. Edv mpénet va kavete kdmoto epuforio, copfovievdeite mpota tov yiatpod cog. Katd
™ ddpketa g Bepaneiag pe Fingolimod Accord kot yio Sidotnpo é0¢ 2 uMveaV PETA T
SLOKOTT TNG, OEV TPEMEL VO KAVETE OPIGUEVOVG TOTTOVG epPorimv (epuforto pe (mvteg
eEacBevnévoug pkpoopyavicpong), Kabmg o propodoay v TupodoTinoovy T Aoin®mEn Tov
Ba énpene B mpordfouvv. AAla epPoria pmopet va pun dpovv 1660 kadd 6co cuviBwg edv
yopnynBovV KaTA TN SAPKELD AVTNG TNG TEPLOSOV.

o D appoka Tov eMPPadHvovy TOVG KOPILEKOVS TAAROVS (Yio Tapadetyo B-avacToAElS, OTMG
N atevoAdin). H yprion tov Fingolimod Accord pali pe tétota dppoke umopei va evioydoet
™V NGO GTOVE KOPSLKOVG TAALOVG TIG TPAOTEG NUEPEG HeTd v Evapén tov Fingolimod
Accord.

o D appoKa Y10 OKAVOVIGTOVS KOPOLAKOVS TAANOVS, OTMG KIVISivT), S1IGOTLPAUIdN, Aptodapov
N 60ToAOAN. Agv Tipénel va ypnoipomomoete o Fingolimod Accord v maipvete éva 1éto10
OAPUOKO, ETELON UTOPEL VO ETOEIVADGEL TOLG OKAVOVIGTOVG TOALOVS (PA. miong «Mnv mdpete
to Fingolimod Accordy).

o Alro pappoxa:

o OVOOTOAEIC TPMTEAGNC, PAPLOKA KATE TV AOIUDEEDY OTTMG KETOKOVALOAT, alOAEC
AVTIHVKNTIOOIKA, KAapiBpopvkivn 1| teBpopokive.
o rkapPopalenivn, prpopmikivn, eatvoPapPrtdin, eawvotoivn, epafipévin M vrepkd

(mBavdc kivovvog petmpévng amotedeouatikotntag tov Fingolimod Accord).

Kinon kol 0nhaopog
Edv giote éykvog 1 Onialete, vopilete 0tL umopei va giote £ykvog 1 6YeSGLETE VO OMOKTHGETE TOUdL,
{nthote T GUUPBOVAN TOL YTPOV GOC TPV TAPETE ALTO TO PAPLAKO.

Konon

Mn ypnowonoteite o Fingolimod Accord kot tn SudpKelo, Tng €yKupocivng, eav tpootadeite va
ueivete ykvog 1 edv giote yovaika Tov 0o uropovoe va Leivel £YKVOG Kot OEV YPTCLUOTOLEITE
amoteheopatiky ovticOAANym. Edv o Fingolimod Accord ypnoyomomBei katd m didpreia e
£YKVUOGVVNG, VITapyEL Kivouvog BAAPNG oTo ayévvnto pmpo. H cuyvotnto cuyyevadvy Slopaptidv M
omoio mapoatnpOnke o€ popa Tov extédnkay oto Fingolimod Accord kotd T didpketo Thg
€YKVHOGVVNG glvar Tepimov SAAC10 ad TN GLYVOTNTO TOL TaPATPNONKE GTOV YeVIKO TANBLGUO
(6mov M GLYVOTNTA GLYYEVOV SLOUAPTIOV givar Tepimov 23%). Ot GuYVOTEPO AVAPEPOUEVEG
Swopaptieg mepleAdufovay Kapdlokes, VEQPIKEG KoL LDOCKEAETIKES OLOLOPTIES.

YUVETMG, AV €I0TE YUVAIKO O OVOTOPOY®YIKT NAKiaL:

- npwv apyioete t Oepameia pe Fingolimod Accord o yutpdc oag Oa oag evuepdoeL Yo TovV
Kivouvo mov dtatpéyel Eva ayévvnto Lopd Kot Ba cag (nTHoel vo KAVETE TEGT EYKVIOGUVIC Y10l
va dtoc@aricel OTL Ogv €loTE £YKVOC,

Ko,



- TPEMEL VAL YPTCOTOIEITE AMOTEAEGLOTIKY OVTIGOAAN YT Yo 660 dtdotnuo Aappdvete
Fingolimod Accord kat yio 600 pufveg HETA TN SL0KOTH TOL Y10, VO, OTOPVYETE VO, LEIVETE EYKVOG.
MuloTe pe Tov Y1aTpo 6ag Y10 TS a&omiotes peBddovg avTicOAAYNG.

O ywrpdc oac Oa cog dhoet pio kKapto mov eényel yiori dev mpénel vo Lelvete £YKLOC VA TOIPVETE TO
Fingolimod Accord.

Eayv peivere £ykvog evd maipvere to Fingolimod Accord, evnpepdote apécwg Tov ywutpéd cag. O
yTwTpdg cag Ba amopacioetl T dtokon g Bepamneiog (BA. «Edv otaparioete va maipvete to
Fingolimod Accord» oty mopdypago 3 kot exiong v mapdypogo 4, «[Mbavéc avemBOunteg
evépyelegy). Oa mpayuatomoindel eEgldikevévn TPOYEVVITIKY TapaKolovOno.

Oniooudg
Agv péner va Onhalete 6tav maipvere To Fingolimod Accord. To Fingolimod Accord pumopei va.

TEPACEL GTO UNTPIKO YEA Kol VILAPYEL KivOuvog GoPapdv avemiBOUNT®V EVEPYELOVY Y10 TO L®PO.

Odnynon ko EPLoROS PNYavNRATOV

O y10tpdg oag Ba cag mel edv 1 acBéveld 6o 6AG EMTPETEL Vo 001 YElTE OYN LT,
GUUTEPIAAUPAVOUEVOL TOV TOSNAGTOV, Kot va xelpileote punyaviuata pe acediewa. To Fingolimod
Accord dev avauéveTot vo £yl KAmolo, Tidpact oty IKavoTTa 6og vo, odnyeite kot va yeipileote

U0V LLOTOL.

Qotdc0, katd v Evapén g Bepomeiog O Tpémel va Topapeivete € KOTAAMNAL EEOTAMGUEVO
wtpeio N KAvIKY yio. 6 dpeg petd ) Ay e tpdng d6ong tov Fingolimod Accord. H wavotntd
oog vo 0dnyeite kot v xelpileote unyovipata propet va ennpeactel otn dtdpketo Kot mlovmg Letd
oo QVTO TO YPOVIKO JAGTI LA,

3. Mog va mapete to Fingolimod Accord

H Oepancio pue Fingolimod Accord 6o emiPBAéneton amd yotpd pe gpmeipio otn Oepomeio g
oKANpuvVoNG KATA TAGKAG.

[Tévtote va TaipVETE TO PAPIOKO AVTO AVGTNPE COUPMOVO, LLE TIC 001 YIS TOV YloTpoy cag. Edv €xete
apeiPoriec, pmTAOTE TOV Y1UTPO GOG.

H cvvictouevn d6on eiva:

Evijlikeg:
H 80601 givan éva kayakio 0,5 mg v nuépa.

Howowd xon épnpor (nhkiog 10 eT@v ko dvo):

H 8601 g€aptaron amd To copaTikd fapoc:

o Toudie kar épnfor ue owpatiko Papog ivo i karw oxo 40 Kg: éva kaydkio 0,25 mg v nuépa.

o Toudie kar Epnfor ue owpotiko Papos ave v 40 Kg: éva kaydkio 0,5 mg v nuépa.

Ta mwodid kai ot Epnpor mov apyilovv pe va kayakio Tv 0,25 mg v nuépa Kat apyoTePU OITOKTOVY
ot0bepd copatiko Papog dve tov 40 kg Ba Aafovv 0dnyieg amd tov yroTpd Tovg vo aArdEovy og éva
Kayakio tov 0,5 mg v nuépa. e auth TNV TEPITTMGCT], GUVIGTATAL 1) EXLAVIANYT] TG TEPLOOOV
TopakoAovinong g TPMOTG YopHiynons.

To Fingolimod Accord ivat diaBéc1o povo wg okinpd kaydkio tov 0,5 mg, ta omoia dev gival
KaTGAANAQ Yo Toud1d ko pPovg pe copatikd Bapog ico 1 pkpotepo tmv 40 kg.

v mepektikdmra tov 0,25 mg vrdpyovv dtobiotua GAAL PAPLOKE, TTOV TEPLEYOVY GLVYKOAUOOT).
Potote Tov y10tpd 1 TOV QUPLOKOTOLO GOG.

Mnv vrepPaivete T cuvicTOpEVT d60T.



To Fingolimod Accord npoopiletat yio ypron amd 10 6Toua.

[Méapte to Fingolimod Accord pia @opd v nuépa pe Eva motipt vepd. Ta kaydxia tov Fingolimod
Accord 8o mpémel vo katamivoviol tévtote aképala, yopic va avoiyovtal. To Fingolimod Accord
umopetl va AneBel pe 1 yopig Tpoe).

H Ajym tov Fingolimod Accord tyv 16w dpa kébe pépa Bo cag fondnoet va Bopdote mote vo
moipvete T0 PAPHAKO GOG.

Edv éyete amopieg oxetikd pe to didotua mov Oa tpémnel va naipvete to Fingolimod Accord,
angvBuvoeite gTov Y10TPd 1 TOV POPUAKOTOLO GO,

Eav napete peyarvtepn d0on Fingolimod Accord amé tnv kavoviki
Edv mpoate peyaivtepn d6om Fingolimod Accord amd v kavoviki, KOAEGTE OUECHE TOV YITPO GOG.

Eav Egyaoete va mapete To Fingolimod Accord

Edv maipvete o Fingolimod Accord yia didotnpo pukpdtepo and 1 piva kot EexGoeTe va TapeTe

1 d60m Yo o OAOKAN PN NUEP, ETKOVOVIOTE LLE TOV YLOTPO GOG TPOTOV TAPETE TNV EMOUEVT OOGT.
O y10tpd¢ 00,G UTOPEL VO OmOPOGIGEL VO GO TAPOKOAOLONGEL TNV DA TOL Ba TAPETE TNV EMOUEV
doon.

Eav maipvete to Fingolimod Accord yia tovAidyiotov 1 uiva kot Egxdoete vo. mhpete T Oepansio cog
YL TV oo 2 gBSoUAdES, EMKOIVMOVNGTE LE TOV YIOTPO GO TPOTOH TAPETE TNV ENOLEVN dOoN. O
YWTPOG GOG UTOPEL VO ATOPAGIGEL VO GO TOPAKOAOVONGEL TNV Dpa. Tov Ba, ThpeTe TNV €XOUEVT HOOT).
Qot600, dv Egydoete va mapete T Bepaneia cag yio dStotnue pikpdtepo amod 2 efdonddsc, uropeite
Vo TAPETE TNV EXOUEVT SOGT COUPMOVA LLE TO TPOYPOUUUE GOC.

[Toté punv mapete SmAN 006 Y10 VA AVOTANPDOGETE TN 006N 1OV EEYACOTE.

Eav otapatioete va maipvere to Fingolimod Accord
Mn otouartfogte vo, maipvete o Fingolimod Accord 1 unv aAldEete ) 8601 cag y®PIS va WA GETE
TPATO LLE TOV Y1UTPO GOC.

To Fingolimod Accord 6o mapapeivel 6Tov 0pyaviopd 6ag £mg 2 UNVEG LETA TN SLOKOTH TS ARYNG
Tov. O appdg TV AevK®V 6og atos@apinv (aptBpdc AepEoKVTTap®V) Umopel emxiong va
TOPOUEIVEL YOUNAOS GE OLTO TO SIACTNLUA Kot 01 AVETIOOUNTEG EVEPYEIEG TTOL TTEPLYPAPOVTOL GE AVTO
70 PUALO 00NY1DV pmopei akoun v tapotnpovvtat. Metd tn dwakonn tov Fingolimod Accord pmopsi
va ypelootel va mepipévete 6-8 fdouddeg mpv Eekvnoete o véa Bepomeio yio v ZKIT.

Eav npénet va Eavapyioete to Fingolimod Accord petd omd dwakonn peyolvtepn tov 2 efdopddmv, 1
EMIOPAOT GTOV KOPILOKO PpLOUO TOL TAPATNPEITUL PLGLOAOYIKE OTAV EEKIVEL Y10 TPATN POPA T
Oepaneia umopei va emaveupavicel kot Oa ypelactel va Tapakorovdndeite o KatdAAnia
eEomMopévo tatpeio N KAvikn yio v erxavévapén g Oepanciog. Mnv Eavapyioete to Fingolimod
Accord petd amd S10K07mn TOL Y10 TEPLECOTEPES 0o 600 efdopddeg ywpig vo cuuPfovievbeite tov
ytpd coc.

O y101pdc¢ cag B0 amoPaCGIcEL AV Kol TAOC TPEMEL VAL GOG TAPAKOAOVONCEL PHETA TN SLOKOTT TOV
Fingolimod Accord. Evnuepmote apéong tov yratpod cog edv miotedete 0t 1) TKIT cog xeipotepedet
uetd amd ™ daxont| g Oepameiag pe Fingolimod Accord. Avtd B pmopodoe va givar cofapd.
Edv éxete meplocOTEPEG EPOTIOELS CYETIKA LLE T YPNOT AVTOV TOV PUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GG,

4, IIBavég avemBOUNTES evépyELeg

Onwg 6ha Ta eApOKa, £TGL KO GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol 0V mopovctdlovial 6€ GAOVE TOVS OVOPDOTOLG,.



Opouévec avemBountec evépyelec umopet va givor N va yivouv coopéc

Yoyvég (umopei va emmpedoovy émg 1 ota 10 dtopa)

Bryoc pe Aéypata, Sucpopia oto 6TH0C, TUPETOC (oNUEIN SLOTAPAYDY TOV TVELUOVAOV)
Epmntcn| Aolpwén (avepofroyid v £pmng Lootpog) Le COUTTOUATO OTMS PLGOAIDES, aictnua
KahGov, Kvnopd 1 TOVo 6to dEpUA, GLVHBME GTO AVM PEPOS TOV GMUATOG 1| GTO TPOCHOTO.
A0, GUUTTOUATO, LITOPET VO Vol TUPETOC Kot adVuVaio GTO TPMO GTAIN TNG AOTU®ENG Kot
aKoAovBov povdacua, Kvnopog 1 epuBpéc meployés e cofapd tovo

Bpoadvug kapdiaxog puludg (Bpadvkapdia), akavovioTog Kapolakos puduog

"Eva £160¢ kopkivov tov dépuatog mov ovopdaletor facikokvttapikd kapkivoua (BCC) mov

oLYVa epeavifeTol cav papyaprtapoedég olidto, av Kol UTopel vo ELPavioTel Kot pe GAAES
HOPPES

Kotabiwym kot dyyog ival yvootd 0Tt TopatnpodvIal e avEnUévn ouyvotnta otov TANBucud
¢ ZKIT ko éyovv emiong avapepbel oe TaudtoTpikovg aobeveic vid Bepaneio e Fingolimod
Accord

Arndrewo fapovg.

Oy ovyvég (umopet va emnpedoovv £oc 1 ota 100 dropor)

[Tvevpovia pe copmtdpate OTmMG TUPETO, Py0, SVGKOAIN GTNV OVATVOTY|

Oidnua g wypac knAidag (oidnua oty TEPLOYN KEVIPIKNG OPUCTG TOL KEPUTOEIBO0VE GTO
omic010 TuRA TOL 0POUALOD) UE CUUTTOUATO OTIMG GKIEG 1) TVPAO CTUEIO GTO KEVTPO TNG
opaong, apumn 0pact, TPOPANUATE GTO VAL S10KPIVOVTOL YPDOUOTO 1] AETTOUEPELEG

Meimon Tov apoTETOM®Y TOV aipaTog 1) 0moin avEAveL TOV KIVOLUVO aLoppayiog 1| ELEAVIGNC
UOADT®V

KoakdnBeg perdvopa (éva €idog kapkivov tov dEpUATOG TOV GLVNBME AVOTTUGGETOL A0 EVOV
acvviB1oTo omido (ehd)). IIiBavd onuddia pelavdpotog teptiapfdvovy omilovg mov pumopel
va oAAGlovy péyefog, GO, VYOS N YPOUO LLE TNV TAPOdO TOV ¥PpOVOUL, 1 VEOVS oTtiAovg. Ot
onilol umopei va eueovicovy kvnoud, aioppayio 1 eEEAK®MGN

Eracpog, kpioelg (o ouyva o madtd kot eprPovg am 0Tt 6€ EVIAKES)

Yrawieg (umopei va emnpedoovy émg 1 oto 1.000 droua)

Mia katdotoon mov ovopdletal chvdpopo onichag avactpéyiung eykeporonddeiog (PRES).
Ta cvuntdpato propel va teptiappdvouy apvidia Evapén coPapod ToVOKEPALOL, GUYYVON,
EMANTTIKY Kpiom Ko/ datapoyEg TG Opacns

Aépoopa (éva g1doc kapkivov mov ennpedlet To AeUPKO GVHOTN L)
Kopxivopo amd mhakddoeg emBniio: £vo eld0¢ KapKivov Tov dEPLOTOS TOV UTOPEL VOl
gUPaVIoTEl MG oKANPO KOKKIVO 0lid10, TANYN e e@eAKida (KpovOTa) 1| VEN TANYN GE Uid
VILAPYOVGO OVAN

IoAv omavieg (umopei va, exnpedoovy éog 1 ota 10.000 droua)

Avopoiio 610 NAeKTpoKapdOYpAeN U (avacTpoen Tov endppotog T)
Oyxoc oyetilopevoc pe Aoipmén and eprntoid 8 tov avhpmmov (chpkmpo Kaposi)

Mn yvooT1ég (n cuyvoTNTA TOVG Ogv umopei va ektiundei pe Pdon ta debéotpa dedopéva)

AlAepyIKéG avTIOPAOELS, TOV TEPIAAUPAvOLY cav cuumtopato e&avOnua 1 kvidoon, TpH&po
oTa ¥elAn, T YA®Goa 1 To TPOGMOTO, To 0Toia gival TBavOTEPO Vo EUPavIcBovV TV NUéEpa oV
apyiCete t Bepamneio ue Fingolimod Accord

Inueio Nratikng vooou (GUUTEPTAAUPOVOUEVIC TG NAATIKNG OVETAPKELNS), OTMC KITPIVIGUA
TOV OEPUATOG GUG 1) TOL AEVKOD TV UATIOV oag (IKTEPOG), vauTia 1| EUETOC, TOVOG 6T de&d
TAEVPA TG TEPLOYNG TOL GTOUAYOL GOG (KOWALE), GKOVPOYPmLLO 00pa (KOPE XPDLATOG),
aicOnpa Ayotepng meivog o’ 6Tt cLVRO®E, KOTWOO™N KAl U1 PUGIOAOYIKEG TIUEG OTIG EEETAGELG
NG NAATIKNG Agttovpyiog. e Eva ToAD HKpO aplfpd TEPITTOCEMY, 1| NTOTIKY OveETdpKeLn Oa
UTOPOVGE VO 001 YNGEL GE LUETAUOCYEVCT] NTOTOG

Kivovvog ag omaviag AoimEng Tov eyke@AAov oL 0VORALETOL TPOTOVCO TOAVECTIOKT)
Aevkogykeparondbeio (PML). To cvpuntopoto g PML propsi va givor mapdpoto pe avtd
poag vrotpomng e KII. Mropei eriong va eppavicfodv cuuntdpato To omoio Thovov va
unv avtiinebeite povot cog, OTme LETAPOAEC 6T 01400 1 TV GLUTEPLPOPE, KEVE LLVIUNG,
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SVOKOALEG OTNV OO KOt TV EMKOWV®Vid, TO 0ol 0 Y1oTpdg Gag mBavoV vo YpelocTel va
dtepeuvnoel mepattépm mPoKeEVOL va amokAgioel v PML. Xvvenmg, ebv motedete OTL N
2KII cog emdevaveTor 1) €0v €6€IG 1 01 OIKEIOL GOG TAPATNPNCETE KATO VEX 1 acLVHBIoTA
GUUTTMOUOTO, EIVOL TOAD CTUOVTIKO VO, ETKOIVOVIGETE UE TOV YIATPO GO TO TAYXVTEPO SLVOTOV

- Kpunrokokkikéc AotudEetg (éva €idog pukntiacikng Aoipméng), copmeptlopfavouévng g
KPULITOKOKKIKNG UNVYYITd0g UE CUUTTOUOTO OTMG TOVOKEPUAO GLVOOEVOUEVO OO SLGKAYiN
ooV aVYEva, evaistnecio oTo Pmc, vavTia Koy cbyyvon

- Kapkivopo Merkel (éva gidog kapkivov tov déppatog). Ta mbavd onudadia Tov KapKIvOUTOS
Merkel mepirapfavovv olidio 6To xpdpo ToL dEPROTOGC | HEAAVO-KOKKIVO, VDOLVO, GLYVE GTO
TPOGMTO, T0 KEPAM 1 Tov Aarpd. To kapkivopoe Merkel propei vo eppaviotei exione wg
oKANPO, avddvvo olidio 1 pala. H pakpoypdvia éxbeom otov A0 kot To acBeveg
0VOGOTOUTIKO GUGTN O UTTOPEL VOL EXNPEACOVY TOV Kivouvo avamtvuéng kapkivopatog Merkel

- Mertd ) dwaxont| ¢ Oepaneiog pe Fingolimod Accord, ta cuprtdpata e XKIT propei va
enovéABouV Kot pmopei va gival coPapdtepa 6€ GYEOT LE EKEIVO TPV 1 KATA TN SLAPKEL TG
Bepamneiog.

- Avtodvoon popon| avaipiog (petopévog aptBpog epufpmdv apocpatpiny) katd v onoio To
£pLOPA ALOCEAIPLO KATAGTPEPOVTOL (AVTOAVOCT] OUOAVTIKY OVOLULDL).

Edv epoavicete kdmolo amd to TUPOTAVE®, EVIIHEPDGTE APECHOS TOV YIATPO GOC.

AlAec ovemBOuNTES EVEPYELES

oAb ovyvég (umopel va emnpedoovy mdve and 1 ota 10 dropa)

- Aoluwén and Tov 10 T™E YpIANng HE COUTTOUATO, OTOS KOTWGT, PiyT), TOVOAULLO, TOVO CTIC
apOpdGELG 1] GTOVG PVC, TVPETO

- AioOnpo mtieong 1 mévov oo Pdyovho Kol 6TO LETOTO (TOPOPPIVOKOATITION)

- ITovoképaiog

- Aldppota

- Ooceuaiyio,

- E&etdoeig aipatog mov delyvouv avénuéva enimeda nrotik®dv eviOpmv

- Brixag

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dtopa)

- AgppoToeuTio, Lo LUKNTIAGIKT AOTL®EN Tov dEPLATOC (TPLYOPLTiO TOIKIAOYPOLS)

- 76

- Yofapog TOVOKEPAAOG TTOV GLYVH GLVOOEVETAL OO VAVTIN, EUETO Kol EvancOncia 6To PMG
(nupavia)

- XounAd eminedo AeVKOV aUOGPALPi®V 6TO aiptol (AEUPOKVTTAP®Y, AEVKOKLTTAPMV)

- Advvapio

- Kvnoumdeg, epubpo e&dvinua pe aicOnua kadoov (Eklepa)

- Kvnoudg

- AvEnuéva eninedo AMmidiov (Tprylukeptdimv) 6To aipa

- Tpydntoon

- AvckoAia otV ovamvon

- Kotadiwm

- Oaumn 6pacn (PA. akoun TV TAPAYPOPO Yo TO 0IdN U TNG @)YPAS KNAidag «Opiouéveg
avemBounteg evépyeleg pmopet va givor 1 va yivouv coopéc»

- Yréptaon (to Fingolimod Accord pmopei va mpokoréoet o adENGT TG apTNPLOKNS TEGTS)

- Mvuikdg movog

- [Tovog otig apbpdoelg

Oy ovyvég (umopet vo exnpedoovy £o¢ 1 ota 100 droua)

- Xopunid eminedo oplopEVOV AEVKOV OLOCOUIPIOV (OVOETEPOPIAMVY) GTO aipla

- Kotabiimtikn didbeon
- Noavtia
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Yrawieg (umopei va emnpedoovy éng 1 ota 1.000 droua)
- Kapxivog Tov Aepgpikod cuotipatog (AEpempa)

Mn yvooTtég (n ocuyvotNTA ToVg dev umopei va extiun el pe Pdon ta debéotpa dedopéva)
- ITeprpepiko oidnpa

Edv omotodfmote omd avtd oag ennpedoel cofapd, EVI|LEPAOCTE TOV YLATPO GO,

Ava@opd avemBounToV evEPYELOV

Edv mapotnproete Kamoto avemBOUnNTn eVEPYELN, EVILEPDGTE TOV YIOTPO 1) TOV POPUIKOTOLO GO,
A0 1oyvet Ko Yo kéBe mbovn avemBountn evépyela mov dev avaPEPETAL 6TO TAPOV PUAAO 0ONYLDV
xpnons. Mnopeite emiong va avapépete avemBounteg evépyeleg amevbeiog, pécw Tov eBvikon
GUGTHLOTOG OVOPOPAG

EArada

EBvikdc Opyaviopog @apudrmv
Meocoyeiov 284

GR-15562 XoAiapyog, Adnva
TnA: +30 21 32040380/337
dag: +30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avapopds avemBOHUNTOV gvepyel®V pumopeite va fondncete 61 cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD TOV TAPOHVTOS PUPULAKOV.

5. Iag va puidssete To Fingolimod Accord
To pdppoxo ovtd TPETEL Vo PLAACCETAL GE PLEPT) TOV OgV TO PAETOVV Kol O&V TO POAVOLV TA TOUdLA.

Na yun xpnoIULoToLlEiTe oV TO TO PAPUOKO UETE TNV NUEPOUNVIC ANENG TOV AVOPEPETOL GTO KOLTI Kol
670 UALO ahovpviov TG KuywEANG petd v « AHEH»/ «EXPy». H nuepopnvia Anéng eivor n
TEAEVTAIO NUEPO TOL UIVOL TOL OVOPEPETOL EKEL.

dvidcoete og Oeppokpacio pikpotepn v 25°C.
Mn ypnotponoleite kopio GuoKELAGia TOV ival KOTESTPAUUEVN 1 epeavilel onueia eOopdg.

Mnv metdite @ApLOKO 6TO VEPD TNG ATOYETELGONG N OTA OIKLUKA aroppippata. Potmote tov
(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TOL PAPHOKO TTOL OEV YPTCLUOTOIEITE M. AVTA TOL LETPA. Oa
BonBncovv oty Tpoctacia tov mepPdAiovtog.

6. Iepreydpeva TG GVOKEVAGING KOL AOUTEG TAPOPOPIESG

T wgpréyer o Fingolimod Accord

- H dpaotikn ovoia gival  QvyKOAPOO.

- Kabe konydxro mepiéyet 0,5 mg @uvykoAinddng (o vopoyAwpikn).

- Ta GAha cvotatikd eivat:
Lepieyopevo tov kawoxiov: Ilpolelativomompévo Ao, Hoyviolo 6TEQTIKO.
IepifAnua tov kawokiov: (ehotivn, Titaviov d10&eidio (E171), Zidnpov o&eidio kitpwvo (EL172).
Meldavi extomwong: koppea AMaxkkag (E904), mpomvievoyivkoin (E1520), KaAiov vépo&eidio,
pavpto o&gidio tov adnpov (E172), Zionpov o&eidio kitpivo (E172).

Epgavien tov Fingolimod Accord kot epieydépeve TG 606KEVAGILOG

Avo1KTo Kitpvo adlopavEé/Aevko adlapaveég okANPO kayakio (ehativng peyéboug «3» pe Tomopévn
v évdein «FO 0.5 mg» 610 KaAvppa Kot 600 OKTIVOTEG AOPIOEC GTO GAOU TOV KAWOKIOV e KiTpvo
HEAAVL TOV TTEPLEYEL AEVKT £10C VITOAEVKT KOVL.
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Kd&Be xayducro €xer pfkog mepinov 15,8 mm.

To Fingolimod Accord éwotibevtot o€ cuokevacieg koyéing PVC/PVDC/alovuviov mov mepiéyouvy 7,
28 1 98 oxAnpd koydxio.

Yvokevooieg datpng Kuywéing povadog 66ong PVC/PVDC/akovpviov mov mepiéyovy 7 X 1, 28 x 1
1 98 x 1 oxAnpd koydxio.

Mmropei va pnv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.
Karoyog Aderag Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est, 62 Planta,

08039 Barcelona,

Iomavia

Hopoockevaotig

LABORATORI FUNDACIO DAU

C/ C, 12-14 Pol. Ind. Zona Franca, Barcelona,
08040 Barcelona, Iortavia

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,

95-200, Pabianice,

TTolwvia

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park,
Paola PLA 3000, MdAta

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyt,
OALovdio

To wapov OALo 0dNYLAV xpHoNS ovadcmpOnke Yo TelsvTaia popd 6Tig 04/2023
Alreg INYEG TANPOYOPLAOV

Aentopepeic mAnpoeopieg yio to eappako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpomaikon
Opyoaviopod ®opudkmv: http://www.ema.europa.eu
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