®Yrlo 0OV ypions: [Iinpogopicg yia Tov ypriotn

Fingolimod Accord 0,5 mg oxinpd koyaxio
QWYKOALOON

Awfdote TPooEKTIKG OAOKAN PO TO PVAAO 00N YIAV YPT|ONG TTPLV APYICETE VO TAIPVETE AVTO TO

QPAapROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DoraEte avTd TO EUALO 0dNYIBY Yprione. Towg ypelaotel va to dofdcete Eava.

- Edv éxete mepartépm amopieg, p@ToTe TOV Y10TPO M TOV GOPUAKOTOL0 GOG.

- H ocvvtayn v avtd 1o pappako yopnynOnke anokAEloTiKA Yo 6oc. Aev Tpénel va OMGETE TO
@AaproKo 6€ GAAOVC. MTopel va Tovg TpokaAEGEL PAGPT), 0KOUA KOl OTOV TO GUUTTMLOTO TNG
acBéveldg Tovg eivar id1a pe ta dikd Goc.

- Ed&v mapotnpricete Kamoo avemBOUnTn evépyela, EVIUEPMDGTE TOV YATPO 1] TOV POPLAKOTOLO
cag. AvTo 1oyvel kot yuo KaOe mhovi avemBOUNTN EVEPYELN TOV OEV OVAPEPETUL GTO TAPOV
@OALO 0ONy1V yprione. BAéne mapdypapo 4.

T epréyel 10 Tapov UAA0 00N YLOV:

Tv etvon To Fingolimod Accord kot mota glvat 1 xpror tov
T mpémel va yvopilete npv ndpete 1o Fingolimod Accord
Ilog va mapete to Fingolimod Accord

[MBovég avemBounTeg evépyeteg

[Mog va pvidooete to Fingolimod Accord

[epreydpeva g cvokevociag Kot Aomég TAnpopopieg

ISR A

1. Th givar To Fingolimod Accord ko woia givan ) xpfion 100

T givan To Fingolimod Accord
H dpactikn ovsia tov Fingolimod Accord givat 1 gvykoAydon.

How givan n yp1jon tov Fingolimod Accord

To Fingolimod Accord yopnyeitat og evniikovg Kot o moudid Kot epnfoug (MAkdg 10 eTdv kot avw)
v v Bepameio g vrotpomdlovcac-dludeinovcag okAnpuvong katd tadkag (XKIT), mo
GUYKEKPUEVO OE:

- Acbeveic mov dev Eyovv avtamokplfel mapd ) Oepaneio pe o ayoyn g ZKII.

n

- Acbeveic pe tayémc eEeMocouevn cofapn ZKII.

Me to Fingolimod Accord dgv emttvyydveton ioon g XKII, dpumg to Fingolimod Accord cuufdaiiet
oTN Helmon Tov aplBIov TOV LTOTPOTMV Kol 6TV EMPPaduvon g eEEMENG TG avarnpiag Tov
npoxaiet n XKII.

T givan 1 okApVVOY] KOTE TAGKOG

H 2KIT gtvon puo pokpoypdévio Katdotoon mov ennpedlet To kevipiko vevpikd cvotnua (KNX), mov
amoTELEITOL OO TOV EYKEPAAO Kot TOV voTlaio poerd. Ztmv XKIT n pAeypovi kotooTpépet To
TPOGTOTELTIKO KaAvppa (mov ovoudletatl puedivn) yopw amod ta vedpa 6to KNI kot Stokomtet T
ocmaotN Asttovpyio TV vedpmv. Avtd ovoudleTol ATOPVEATVOOT.

H vrotpomalovoa-dworeinovoa ZKIT yapaktnpiletor amd emavarappavoueveg meptddoug
CUUTTOUATOV OO TO VEVPIKO GUGTNIO (VTOTPOTEG) TOV TPOKAAOVVTAL ATd TNV PAEYHOVH oto KNX.
Ta cvuntopata Stapépovy and acevr oe acbevi aldd kKatd kavova teptiappdvouy duokolieg ot
Badion, povdlaca, TpoPAnuata Opacng 1 dlotapayn e 1oppomiag. Ta CVUTTOUATA oG
VIOTPOTTNG UITOPEL VO eEQPAVIGTOVV EVIELDG OTAV TaPEADEL 1] LTOTPOTN, OUW®S KO0 TPOPAT LT
pumopel va mapapeivooy.



o dpa To Fingolimod Accord

To Fingolimod Accord cuvtelel otny npoctocia omd TG EMOEGEIS TOL OVOGOTOTIKOD GUGTHILOTOG
Kkatd Tov KNI HetdvovTog v KovoTnTo OpIoUEVOV AEVKDV ULLOGOUPIOV (TOV AEUPOKLTTAP®V) VO
petaKvoOvTal EAe0BEPA LEGO GTOV OPYOVIGUO KOl GTOUATMVTOS TV TOPELR TOVG TPOG TOV EYKEPAAO
Kol Tov votioio puerd. ‘Etot mepropiletar n Bopd tov vebpav tov mpokadel n XKII. To Fingolimod
Accord eniong HEIDVEL KATO1EG O TIG AVOGOAOYIKES OVTIOPAGELS TOV OPYOVICUOD GOG.

2. T npéner vo. yvopilete mpwv napete to Fingolimod Accord

Mnv ndpete 1o Fingolimod Accord

- edv €xete pELOUEVY AVOGOAOYIKY] OAVTIOT (OPEILOUEVT] GE KATOLO GUVOPOLO
OVOGOOVETAPKELNG, KATON VOGO 1) G€ QAPLOKO TOV KATAGTEAAOVY TO GVOGOTOINTIKO GUGTILLNL).

- edv €xete cofapin evepyd hoipmén N evepyd ypovia Loipmén 6mmg nratitidon N evuatioo.

- ey éyete EVEPYO KaPKivo.

- edv €xete cofapd mpofiipata 6To NmTOp.

- £av, ToVg TELEVTATOVG 6 PNveg, eiyate KapolaK TpooPoiri], oTnOaYYN, eyKEPaIKO
EMELGOO10 1] EVOEIKTIKG COUTTONOTO EYKEQPUAIKOD EMELG0OT0V, 1] OpLoPEVa €101] KOPOLUKIG
OvETaPKELHC.

- €4V €xete KATOLN E(0T] AKAVOVIGTOV 1] 11 PUGLOAOYIKOV KaPpoLaKoy puOpov (appubuia),
cvumepthappdavovtal ot acbeveic v onoiwv 1o niektpokapdioypaenua (HKI') detyvet
napdracn tov donotiuatog QT wpv amd v Evapén tov Fingolimod Accord.

- €0V TaipveTE 1 £)€TE MAPEL TPOGPATA ALY YN Y10 SLOTAPUYES TOV KOPILOKOV pvOpov dmwg
Kwvidivn, S1Gomupaption, aptodapdvn 1 GOTAAOAN.

- Edv eiote éykvog 1 elote pia yovaika o€ avamapoyyiKi MAKia 7o dgv (pricyonolei
OTTOTELECPLATIKI] OVTIGOAAN Y.

- o€ TEPITTOOTN aAAePYIOG OTN PLVYKOALLOON 1) GE OO0 TOTE AAAO OO TO, GUGTOTIKG AVTOV
TOL PAPUIAKOV (avaPEpOvTaL oTHV Tapdrypago 6).

Edv oyvet kTt této1o yio €60¢ M| 0ev giote BEPorot, 6VINTAGTE HE TOV YIOTPO GOG TPV TAPETE TO

Fingolimod Accord.

Ipocdomomoeis ko TPoPLAGEELS

AmevBuveite otov yiatpd cag mpwv napete to Fingolimod Accord:

- €av £xeTe cofapd avamTvVELOTIKG TPOPINOTO KATA T OLAPKELY TOV VTTVOV (GOBap1) VITVIKY)
amvola).

- €0V 6aG £X0VV AVOPEPEL OTL TO NAEKTPOKAPILOYPAPN LA 6ag givar TaBoloyiko.

- €0V £YETE COPTTONATA OPYOV KAPOLOKOD poOpov (.. {ain, vavtia 1] aicOnpa talpov).

- €0V TUIPVETE N £YETE TAPEL TPOGPATO PAPLUKA TOV EMPPAIVVOVY TOV KUPOLOKO GOG
pYOpd (6nmg B-avactoreis, Bepamapiin, Sitaléun N Papmpadivn, dtyo&ivn,
OVTIYOALVESTEPUGIKOVG TOPAYOVTES 1] TIAOKAPTIVY).

- EQV £YETE LOTOPIKO APVIOLNG ATMLELNG GVVEION OGNS 1] MoBvpiag (cvyKom).

- €0V okomeVETE VO EpPfolaocteite.

- €av ogv mepdocate moté avepofroyid.

- eqv éyete N eiyote orwatapayés TG dpacng 1| dAlo onueio 0ONUATOG GTIV TEPLOYT KEVIPIKNG
opaong (oypd knAida) oto omicOo TURLE TOL 0POUALOD (Lol KOTAGTAGT YVOOTH (¢ 0101
™G OYPAC KNAIdaAG, PA. TapakdT®), pAeyUovn 1 AoTu®EN Tov opOaiuov (payosditidn) N €av
&xete OwuPntn (o onoiog pumopel va TpokaAEceL TPOPANLATA GTNV OPOOT)).

- €0V £YETE NTOTIKA TPOPIpATA.

- €bv &xete VYN apTpLoKi ticon n omoia oev pumopel va eheyy0el pe PoppoKevLTIKN
ayoy.

- Edv éxete coPapd mpofipata 6Tovg TVEONOVES 1} Y0 TOV KOTTVIOTN.

Edv xdmoto and ta mapomdve woydet yio odg N 0ev lote PEPatot, ouintiete pe Tov yatpo cag

npw wapete To Fingolimod Accord.

Bpoadvg kapdiaxds puBude (Bpadvkapdia) kot axavovioTot moipot
To Fingolimod Accord mpokoaiei emPpddvuven Tov Kapdiakol puBuod kot v évapén g Oepameiog
N et ) AMym g Tpdtng 060ng Tov 0,5 mg dtav aAda&ete nuepnota 86on amd 0,25 mg og 0,5 mg.
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Q¢ gk TOVTOVL, Umopel va vimoete (oA 1| KOnwon 1 va £xete aicOnua ToApdv 1 pwropei vo petmbel 1
aptnplokn cag mieon. Edv avtég ol emopacels gival coPapéc, EVIHEPDGTE TOV YIATPO 6UG, OLOTL
pmopei va ypewacteite apéong Oepamneia. To Fingolimod Accord pmopei axoun vo mpokaiécet
AKOVOVIGTOVG KOPOLOKOVE TOAOVG, EWOIKAE PETA TNV TP®TN 0601. O aKavoviaTol Kapdtokoi ool
oLV MG EMAVEPYOVTOL GTO PLGLOAOYIKO GE AtyOTEPO Omtd i nuépa. O Bpaddg kapdiakdg puOUoc
oLV BMG EMAVEPYETAL GTO PUGLOAOYIKO péEca o€ Eva ufva. Katd tn didprela tng meptodov avtig,
oLVNBMG deV AVOLEVOVTOL KMVIKG ONUOVTIKES ETLOPACELS 6TOV KapdtaKo puoud.

O yiatpog oag B cag {ntnoet va mopoapeivete o KATAAANAO EEOTAIGUEVO 10TPELD 1] KAVIKNT Yol
TOVAYLOTOV 6 DPES, KAVOVTAG LETPTOT GPLYUADV KOl APTNPLOKNG THECT|G AVA PO, LETE T AYN TNG
Tp®TNG d0omg Tov Fingolimod Accord 1| petd v mpdTn Yoprynon g 06ons tov 0,5 mg Katd v
aAdoyn and TV nuepnoto 06on Tev 0,25 mg, dote va propovv vo ANeHodv katdAinia pétpa o
nepinteon avemBOUNTOV evepyeEL®dV 01 omtoieg eppavifovtat katd tnv Evapén g Bepaneiog. Oa
TPENEL VO, KAVETE NAEKTPOKOPIIOYPAPT LA TTPLY amd TN YOpNYNoN TG TPp®dTNG d6ons Tov Fingolimod
Accord kot petd v 6mpn mepiodo mapakorovdnong. O yatpds cog mbavdv va mapakorlovdei
GUVEY®DG TO NAEKTPOKOPIIOYPAPN LA OOG GTH OLAPKELN 0VTOD TOV SUCTAUATOS. AV UETE omd TNV 6mpN
mepiodo Exete oAV Ppadv 1 pelovpEVO Kapdlokd puBuod 1 av To NAEKTPOKOPIIOYPAPN UG Gag gival
nmaforoykd, pmopel va ypelactel va mapakorovdndeite ylo peyolvtepo ddotnua (tovAdyiotov

2 emmAEov MPEG KOl TOUVMG KOTA TN SEpKELD TS VOYTAG), LEXPIS OTOV anTd vIToy®PnHcovy. To 510
umopel va 1oyveL Kot oty mepintwon mov Eavapyilete to Fingolimod Accord petd amd mpocwpivi
Sdwakomn g Bepameiag, aviroya L To TOGO PEYAAO NTAV TO SLAGTNHO TNG SIOKOTNG TNG KoL TOGO
peyaio frav to dtdotnua g Oepameiog pe Fingolimod Accord mpwv amd tn diokony).

Edv &yete 1 Sratpéyete Kivouvo EUPAVIONG OKAVOVIGTOV 1] LT PLUGIOAOYIKAOV KAPOLOK®DV TOAUDY, 0V
TO NAEKTPOKOPIIOYPAPTLA 0aG Eival THBOLOYIKO N av £YETE KAPOLUKT] VOGO 1) KOPILOKT OVETAPKELD,
7o Fingolimod Accord pmopei va, unv givor KatdAAnNAo yio eG0C.

Av éyete 10T0pIKO 01PVidLoG ammAELNG GUVEIdNONG N LEWHEVO Kapdiako puBud, to Fingolimod
Accord pmopet va unv givat KatdAAnio yio €6dc. O cog eEeTAoEL KaPIOADGYOS TPOKELUEVOD VI ODGEL
oonyiec yio. To g Oa Tpémer va Eekvioete T Bepomeio pue Fingolimod Accord, kot yio tnv
TapOoKoAoLONoN KOTA TN S1pKELN TNG VOKTOG,

Edv Aappdvete eapuoka mov umopel vo TpokaAEGovy LeimoT Tov kapdlakod cog pudpov, to
Fingolimod Accord pmopei vo punv givor katdAAnio o e6dg. o oag eetdoet Kapdlordyog, o 0moiog
Ba dromiotdoet ov umopeite va oALAEETE GE EVOAAAKTIKG QAPLOKO, TO OTTOI0 OEV LELDOVOVY TOV
Kapdlokd oag puiud, dote va enttponei ) Oepaneia pe Fingolimod Accord. Edv n aAlayn avt dev
glvar dvvari, o kapdloddyos Ba ddaoel 0dnyieg yia 1o g Oa mpénel va Eekvnoete T Oepamneio e
Fingolimod Accord, ka1 yio tnv mopakorovdnon Katd t didpkela g vOKTAS.

Edv dev mepdoate moté€ aveuofAoyid

Edv dev mepdooate moté avepofroyid, o yrotpds cog Oa Bednoet va eléyEel TV avosio cog £vVOvTL TOL
100 Tov TV Ttpokoel (10¢ avepoproyidclmotnpa). Edv dev mpoctateveate amd Tov 10, Umopet va,
ypelaoteite epPortacuod mpv Eekvnoete t Oepaneia pe Fingolimod Accord. Xe avt v mtepintoon
0 YwTpog cag Oa kabvotepriost v évapén g Bepaneiog pe Fingolimod Accord péypt éva pnva petd
TNV 0AOKANPMOOT) EVOG TANPOVG OYLOTOS ELPOAIOGHOV.

AowdEelc

To Fingolimod Accord peidvel tov aplBpd tov Agukdv apoceapiov (1dwaitepa Tov apltdpod tov
Aep@OKVLTTAP®V). To AEVKA apocPaiple KATamoAeUOVV TIG Aouméelc. o 660 ddotnua Aaupavete
Fingolimod Accord (ka1 £é0¢ 2 puniveg petd tn S1okonr| Tov), umopel va epeavilete wo gbkola
rowdéetg. Omoladnmote Aoipwén mov NoN €xete, pmopel va emdevaobel. Ot Lopuméelg prnopet va gival
cofapéc kot amenTikég Yo T Lon. Edv vopilete 611 €xete Aoipwén, £xete Tupetd, acbaveste cav
va £yete ypimn, £xete Epnnrta. (OoTHpa N £XETE TOVOKEPAAO GUVOSELOUEVO aTd SVGKOUUYIN GTOV
avyéva, evaictncio 1o g vavtia, EAvON U Kaun o0YYLoT GTOCUOVG (ETANTTIKEG Kpioelg) (avTd
UTOPEL VO EIVOL GOUATMOUOTO UNVIYYITIONG 1)/KOL EYKEPAAITIONS TPOKOAOVEVNG OO VKN TIOGIKN 1
EPTNTIKN 10YeV AoTHWEN), ETIKOVOVIOTE AUECMG LE TOV YIUTPO GaG, S10TL EVOEXETAL Va. gival coBapn
Ko ameAntikn yuo ) {on. Eqv motevete 011 n XKI1 cag emdesvaveral (.. advvapio 1 petaforég



otV 0pacT) N EAV TAPUTNPTCETE OTOLAONTOTE VEQ GUUTTMHATO, EMKOIWVMOVIGTE LLE TOV YLOTPO GOG
APECOS, O10TL OVTA PTOPEL Vo EIvAL GUUTTOUATO, OGS GTAVING SLOTAPAYNG TOV EYKEQPAAOL TOV
mpoKaieitar amd pa Aolpmén kot ovopdaletot Tpoiovca ToAvESTIOKT AevKoeykepaiomdbeio (PML).
H PML givon puo cofapn méabnomn wov pmopel vo odnynoet o€ coPapn avamnpia 1| 0évato. O wtpdg
oag mBavog va {ntioet vo vtoPAndeite g payvnTikn TOpOYpaeio yio va a&loAOYNGEL QVTHY TV
Katdotoon kot 0o anopacicel v mpénel vo otapatnoete va maipvete to Fingolimod Accord.

Aoluwén and Tov 16 TV aviporivov Onroudtov (HPV), coprepilapfovouévon tov Oniopotoc,
dvomiacia, KovOLA®UOTA Kot Kapkivog oyetilopevos pe tov HPV éxouv avagpepbel e acbeveic vmo
Bepaneia pe Fingolimod Accord. O yiatpog oag Ba kpivel eav ypetdletor va kdvete epuPfOAlo Katd tov
HPV npw Eexvnoete ) Bepaneia. Edv eiote yovaika, o yiatpog oag Ba cuotioet eniong éleyyo yia
HPV.

Oidnua g oypdc knAidag

Ipw Eexwvnoete to Fingolimod Accord, edv éxete 1 elyate datapayég tng dpaong 1 GAla onueio
0101 LLOITOC BTNV TTEPLOYN KEVIPIKNG OpaoTg (oypd knAida) 6To omicOio Tunue Tov oeHaiov,
oAeypovn 1 Aolpnmén tov opBaipod (payoetditida) 1 Staprtn, o yioTpds cag pumopet va Oednoet va
vrofAnOeite e o@BaAOLOYIKO ElEYYO.

O y10tpdg oag pmopel va Bednoet vo vroPAnbeite oe opBaiporoykd Eleyyo 3 émg 4 pnveg LeETA TNV
évapén g Bepaneiog pe Fingolimod Accord.

H wypd knAida givar pio pikpn TepLoyn Tov KEPOTOEBOVG 6TO 0mtichio TuRpa Tov 0POuipod 1 onoia
oag dtvel tn dvvatodtnTo v PAETETE oY LOTA, XPDOHOTO KOt AETTOpEPELEG KOBOPA Kot Evkpvdg. To
Fingolimod Accord pmopei va tpokarécel e£oidnomn otTnv ypd KnAida, Uio KaTioTooT YVMOGTH MG
oildnpa e oypdag knAidag. To oidnua cuvnBmg epeaviletat Tovg 4 TPOTOLG UNVES TNE Bepameiog e
Fingolimod Accord.

H mbavotmta avamtuéng odnuatog g wypdg knAidog eivar peyaivtepn edv Exete dtapin 1 v
glyate eAeypov Tov 0@OoAI0D TOV OVOUALETOL POYOESITION. XE AVTEC TIG TEPITTMOGELS O YIUTPOS GOC
Ba oag (ntoetl va Kavete TaKTikEG 0POUALOAOYIKEG EEETACELS TPOKEILEVOL V. dlaryvmoBel To oidnpa
™G OYPAG KNALOAG.

Edv iyate oto maperfov oldnpa e oypdg knAidag, EVNUEPMOTE TOV YIUTPO GOG TPV EEKIVICETE TNV
Oepaneia pe Fingolimod Accord.

To oldnpa g oypdg KNAdOG pmopel vo TPOKAAEGEL 1010 e KATO10 0O TOL GLUTTAOUATO OPAONG HLOG
vrotponng ¢ XKIT (ontikn vevpitida). Xtnv apyn| propei va unv vrdpyovy kabBOA0D GCUUTTOUATO.
BePaimOeite 0T1 evnuep®mVETE TOV YLOTPO GO GYETIKA UE 0TO1EGONTTOTE aALOYEG otV Opach cag. O
YwTpdg cog pmopet va OeAncel va vtoPAndeite og o@OuporoyiKd Eleyyo, E10UKE EAv:

- TO KEVTPO TG Opacnc cog Baummvel 1 £xel OKIEC,

- AVOTTOOGETE TVQAD OMUEI0 GTO KEVTPO TNG OPUGCTG GUGC,

- £xete TPOPALOTO OTO VO SLOKPIVETE YPDUATA T LIKPEC AETTOUEPELEG.

Aoxilacieg NroTIKNG AEtTovpyiog

Edv &yete coPapd nratucd mpoPAnpata, égv tpénet va mapete Fingolimod Accord. To Fingolimod
Accord pmopet va ennpedost Tnv nratiky cog Asttovpyia. IIiBavov va unv tapatnpnoete Kovéva
CUOUTTOUA, 0ALG EQV TOPATNPNOETE KITPIVN YPOLd GTO dEPO. 1] GTO AEVKO T®V HOTIDV GOG,
acLVO1eTO oKOVPOYPOLUA 0VPa (KOPE YPDUATOC), TOVO GTNV de&1d TAEVPA TNG TEPLOYNG TOL
oToudyoL (Kotd), kémwor, av acBdaveote Arydtepo TevaoUEVOG/M am’ 0Tt GuviBmg 1 ave&yn
VoTio KOl ELLETO, EVI|LEPADGTE UPECMS TOV YIO.TPO GO,

Edv eppavicete k4mo1o and avtd ta copntduata uetd mv évapén tov Fingolimod Accord,
EVIUEPDGTE UPECOG TOV YLATPO GOC.

IIpwv, katd ™ didpreta Ko Petd T Bepameio o yrorpog oag Oo {NTNoel alatoAoYIKEC EEETAGELS, Y10l
va Tapakoilovdnoet Ty nratikn Aettovpyio. Edv to amotedécpota tov e£ETAOE®V GOG LTOSEIKVHOLY



Koo TpdPANLa oto NTap MOAvOV va ypelaotel va dakdyete T Bepamneia pe Fingolimod Accord.

Yynin apmpiokr wieon
Ene1dn 1o Fingolimod Accord empépet pikpn avénon g aptnplokng mieongs, o ytpds cog mbavov
va 0eANceL Vo EAEYYEL TAKTIKG, TNV OPTNPLOKT| GOG TTEST).

[MpofAuata Tov TVELUOVEV

To Fingolimod Accord emnpedlet oe pikpo Pabuod tnv mvevpovikn Asttovpyia. AcBeveic pe cofapég
TVELUOVIKEG BN OELS 1 e PX TOL KATVIGTN EVOEYETAL VO £XOVV TEPIGGOTEPES MOAVOTNTES VL
avamTOEOVY AVETIBOUNTEG EVEPYELEG.

E&étaon aipatog

H emBopunty dpdomn g Bepamneiog pe Fingolimod Accord givat n peimon tov apBpod tov Aevkdv
ALLOCEUIPI®MVY 6TO aipa oG ZuVNOmMG AVTOC ETUVEPYETAL GTO PUGIOAOYIKO HECH GE 2 UNVES LETA TN
Sdwkonmn g Bepameiag. Eav ypelaotel va kbvete eEetdoelg aipatog, evuep®oTe Tov Y1aTpd OtL
naipvete Fingolimod Accord. Atagopetikd, pmopet vo unv givor Suvatdv vo KOTOVONGEL 0 Y1oTpog Ta
amoTELEC AT TOV EEETACEMV KO Y10, OPIGUEVOVE TOTTOVG OUUOTOAOYIKMV EEETAGEWMY, O YIOTPOG GG
umopei va ypelaotel meptocdTEPO aipa omd 6,1t GuVHOmC.

IIpw apyicete To Fingolimod Accord, o yiatpog cag Oa emPefoidoet 0Tt xete apkeTd Agvid
ALLOCQOIPLO 6TO aipo Kot Tlavov v BELEL va emavalapfaverl ToV EAeYYO TAKTIKG. Y& TEPITTOOT TOV
dev éyete apketd Aevkd apocaipia, Thavov va tpénet vo, drakdyete ) Oepancia pe Fingolimod
Accord.

2vvopoupo onichiag avacstpéwiung eykeparondbeiag (PRES)

Mia katdotooT mov ovopdletal cvvdpouo omicOiog avaotpéyiung eykeparonddeiag (PRES) éyet
avaeepbel omdvia oe acbeveig pe XKIT mov AapPdvouvv Bepaneia pe Fingolimod Accord. Ta
CUUTTOWOTO PTopel va, Tephappavouv aipvido Evopén cofapod TovokePaAov, GOYYVOT, KPIGELS
eMANYiog Kot dtotapayEc e opaons. Evnuepmote tov yiatpo cog ouécmg 6e TEPITTOOT TOV
EUPAVICETE OTOLOONTOTE OO AVTA TO. GLUTTAOUATO KOTA T ddpKeLn TG Oepanciog oag pe
Fingolimod Accord, d16tt evdéyetar va givar coBapo.

Koapxkivog
Kapkivot tov 6éppatoc £xovv avapepbei o acbeveic pe TKIT vrd Oeponeio pe Fingolimod Accord.

Amevbuvieite oTov Y10TpO GO OUESMG, EAV TVYOV TapoTN PR oeTe olidla 6To déppa (). YoaMoTepd,
popyaprrapogdn olidie), kniidec 1 avorytég mANyEG Tov dev emovidvovtal evtdg efdopddwv. Ta
GUUTTMOUOTO TOV KOPKIVOL TOV dEPUATOG Uopel va TEPIAaUPAVOLY aKavOVIoTn avEnon 1 aAAaYEG
TOV OgPUATIKOV 16TOV (T0.). acuvn0ioTeg eMEC (omtilot)) pe oAAayn 6TO XPOUA, TO oYfLa | TO HEYeDOC
pe v mdpodo tov ypovov. Ilpotov Eekvioete to Fingolimod Accord, amotteiton deppotoroykn
e&etaom yo va dtomotmbel edv Tuyov Exete olidia oto déppa. O yiatpog cog Ha kdvel emiong TOKTIKEG
depuotoroyikég e€etdoelg Kot T didpkela g Oepaneiog cag pe Fingolimod Accord. Edv
gUPavicBovV TPoPfANUATE GTO dEPUA GAC, O YLOTPOG GOC UTOPEL VO, GOC TAPUTEUYEL OE OEPUATOAOYO,
0 omoiog petd v e&€taon uropel va amopacicel 6Tt eivol oNUavVTIKO Yo 650G Vo 6og eEeTdlel
TOKTIKA.

e aoBeveig pe ZKII mov AapPavav Bepaneio pe Fingolimod Accord €xet avagpepOel £vag Tomog
KOPKIVOL TOV AEUPUKOD CLGTAHOTOS (AEUPO ).

"ExBeon otov 1Mo Kot Ttpoctacio amd tov Ao

H @wyrxorpodn e&acbevilel o ovocomomntikd cag chotnue. Avtd avEavel Tov Kivouvo aviamtuéng

KOPKivov, 11itepa TmV KapKivoy Tov dépuatos. o mpénel vo teplopicete v €kbeon oag otov Ao

ka1 otig axtiveg UV wg e€ng:

. POPOVTAG KATOAAANAO TPOCTUTEVTIKG POVYOL.

. BaLovtag Taktikd avinilakd ue vynAd deiktn mpootaciog KoTd hg vepiddovg (UV)
axtvoBorag.




Aocvvnfioteg eykepaikéc PAdBec mov oyetiCovton pe vrotpony) g XKII

ETAVIEG TEPUTTMGELS 0IoLVNOLGTA PEYAA®DV EYKEPAAMKMV PAAB®dV OV oyeTi{oVTal LE VTOTPOTN TG
2KII éyovv avapepbel oe acbeveig mov AapPavay Bepameia pe Fingolimod Accord. e mepintwon
GoPopNg VIOTPOTNS, 0 YTPOG Gag mBavds va {ntioetl va vofAnbeite oe poyvntikni Topoypapio yio
va 0E0A0YAGEL TNV KOTAGTOON Kot Bo amopacicel eGv ypeldleTol VO, GTAUOTIOETE VO TOIPVETE TO
Fingolimod Accord.

Alayn and dhAec Bepamneiec o Fingolimod Accord

O y10tpog oag umopel va oAra&el katevbeiav tn Bepaneio cog amd PrTa-tviepeepdvn, 0&ikn
yAatipopépn 1 eovpapkod dypebviectépa oe Fingolimod Accord av dgv vdpyovv evoeilelg
Swtapaydv and v Tponyovuevn Bepaneio cag. O yiaTpods oag TOAVOV VO KAVEL AUOTOAOYIKES
e€eTdoEIC TPOKEUEVOL Vo 0moKAEIGEL TETOEG dlatapayEc. Metd tn Srakonmr TG VOTAAILOVUAUTNG
mOavoV vo Ttpénet vo tepuévete 2-3 unveg tpv Eekivioete ) Beponeio pe Fingolimod Accord. I
va oAAGEETE amd TEPIPAOLVOLIOT, 0 Y1OTPOG GOg HUmopel va GG GUUPOVAEVGEL VAL TEPLUEVETE YO
0pIGUEVO XPOVIKO dldoTtnua 1 va vrroPfAnbeite oe dradikacio emitdyvvong g anoPoAns. Edav
axolovBovoarte Oepameio pe areptovlovpdunn, amatteitol po TANPNG a&loAdynon Kot cul{nTnomn He
ToV Y1Tpd oag Yo va aropactobei edv o Fingolimod Accord gival katdAAnio yio e50C.

IMuvaikeg og avamopay®yk nikio

Edv ypnowonomBel katd ) didpkeia g eykvpoosvvng, to Fingolimod Accord pmopei va fAdyet to
ayévvnto pnmpo. Ipw Eexivnoete ) Oepaneia pe to Fingolimod Accord o yiotpdg cag Oa cog
g€nynoet tov kivovvo kat o cag THoEL va KAVETE VOl TEGT EYKVIOGUVNE TPOKEUEVOL Vo, BePatmbet
0T d¢ev glote £ykvog. O Y1aTpdc cog Ba cag dawoet pia kbpta 1 omoia e&nyel yloti dgv mpémet va
peivete éyxvog eve maipvete to Fingolimod Accord. Emiong e&nyel T mpémet va kdvete yo va
amoLYETE va. Leivete £ykvog eva maipvete o Fingolimod Accord. Ipénel va ypnoiponoeite
OTOTELEGLATIKN AVTICOAANYN Katd T d1dpkela tng Bepameiog Kot yio 2 piveg Hetd t SloKom g
Bepaneiog (PA. mapdypapo «Kdnon kot OnAacpoc).

Emdsivoon the XKII petd tn drakorn e Oepaneioc pne Fingolimod Accord
Mn otapatioete va maipvete to Fingolimod Accord kot unv aArdéete tn 6001 Gog ywpig va
EVIUEPDGETE TPADTO TOV YLOTPO GG,

Evnuepaote apéomc tov yiotpo cag edv motevete 6t 1 ZKIT cag yelpotepevet petd and m dlekomn
¢ Oepameiog pe Fingolimod Accord. Avtd Ba propovoe va givar cofapod (BA. «Edv otapatnoste va
naipvete to Fingolimod Accord» otnv mopdypago 3, Kot exiong v mopdypago 4, «ITibavég
aveTOOUNTEG EVEPYELEDY).

Haxuopévor
H epmepia pe Fingolimod Accord oe nhkiopévovg acBeveig (nhkiog dvo tav 65) givol
TEPLOPIOUEV. MIAAGTE GTOV Y10TPO GOC €AV £XETE TUYOV EVOOLUGUOVE.

oo kon £gnpor

To Fingolimod Accord dgv mpoopiletar yio xpiomn o€ madid niwiog kKato tov 10 etdv, kabahg dev
£xel peretnOel o acbeveic pe XKIT o ot v nAKLoKy oudoa.

O1 TPOEIBOTOGELS KOl 01 TPOPVAGEELS TOV OVOPEPOVTOL TAPATAV® 1GYVOVV ETIONG Y10l TO OO KO
Tovg €PNPove. Ot mapakdT® TANPOPOpPieg Eival 1O10ATEPH GNUAVTIKES Y10, TO, TTOLSLE KOl TOVE EQMPOLE
KOl TOVG PPOVTIGTEG TOVG:

- [Ipwv apyicete 10 Fingolimod Accord, o yiatpog oag 0a edéyéetl v Katdotaon Tov EfoAaco
cag. Eav dev €yete kdvel kamoto, epuPoiia, Umopel va ¥pelcTel Vo To KAVETE TPOTOV UTOPEGETE
va Eekvnoete To Fingolimod Accord.

- Tnv apd™ Popd mwov Oa, whpete to Fingolimod Accord, 1| étav Oa aArGEeTe TV nuepnota SO0
a6 0,25 mg o€ 0,5 mg, o ylTpdg cag Oa Tapaxorovdncetl Tov Kapdlakd cog puopod Kot Toug
KapdlaKovg ToAR0US 6og (BA. «Bpadvg kapdiakog puiuog (Bpadvrkapdia) Kot akavovieTol
TOALOD TOPUTAV®).



- Edv eppavicete omacpovg 1 kpioelg mpv i) kotd ) ddpkela g Oepaneiog pe Fingolimod
Accord, evnuepmote Tov y1otpd oag.

- Edv mhoyete amd katabiym 1 ayyog 1 edv mapovoidoete KatdOAwym 1 dyyog Katd  didpkela
g aywyng pe Fingolimod Accord, evnuepdote tov yuatpd cog. Mmopel va ypelacteite 6Tevh
TapoKoAovOoN.

Alro @appoxa kor Fingolimod Accord

Evnuepoote tov yratpd 1 Tov gopuakomold cag eqv taipvete, ExeTe TPOCEATA TAPEL 1| LITOPEL VAL

mhpete A0 eapuaka. Evnuepdote Tov y1atpd c0g €4V TAIPVETE OTO0ONTOTE OO TO TAPUKAT®

QappoKa:

. D appoKe TOV KATOOTELAOLV 1] TPOTOTOLOVV TO GVOGOTOL|TIKO GVGTN A,
GUUTEPTAAUPAVOUEV®DY GAADV QUPUAK®OV TTOV YPICLHLOTOLOVVTAL Y10, TV AVILUETAOTLON TG
YKII, 6mtwg 1 vteppepovn Prita, n o&ikn yAatipapépn, n vatoilovpdunn,  pro&ovopdvn, n
TEPLPAOVLVOLION, O PovUaptKOs deBuAiestépag 1 1| adeptovlovpdunn. Agv Tpémetl va
Aappavete Fingolimod Accord pali pe tétola pdpuoka 610Tt ovtd pmopei va evioyOoeL TV
eMidpaom 610 avocomomTiko cvotnua (PA. exiong «Mnv mdpete to Fingolimod Accordy).

o Koptikootepoedn, Loyo mboavig tpdcbetng enidpacng 610 0vOGOTOMTIKO GUGTNLOL.

o Eppoia. Edv mpénet va kavete kdmotlo euforio, cuppovievbdeite mpota tov yiotpo coc. Katd
) Sudpxketa g Bepaneiog pe Fingolimod Accord kot yio didotnpa £og 2 pnvav petd
SLOKOT TNG, OEV TTPEMEL VO, KAVETE OPIGUEVOVG TUTTOVS EUPorimv (epPorta pe (dvteg
e€acBevnuévoug pikpoopyavicpoic), kabmg Oa propodcay vo TupodoTicovy T Aoiuwén mov
Ba émpene Ba mpoArdPovv. AAla gpPdia pmopel va un opovv 1060 KaAd 660 cuvnBmg edv
yopnynBovv KaTd TN SéPKELD AVTNG TG TEPLOSOL.

. D appoka Tov eMPPadHvVoOVY TOVG KUPILEKOVS TAAROVS (Yio Tapadety o B-avaoToAElS, OTMG
N atevoloin). H yprion tov Fingolimod Accord pali pe té€tota papuoie, Lwopel vo eVieyOoEL
TNV €NOPOOT] GTOVG KOPILOKOVG TAALOVG TIC TPMOTES NUEPES LeTd TV Evapén tov Fingolimod
Accord.

. DAppoKa Y10 OKAVOVIGTOVG KOPILAKOVS TOANOVS, OTMG KVidivn, Sicomupaption, aptodapodvn
N cotaAOAN. Aev wpémel va ypnoionotioete o Fingolimod Accord edv maipvete éva 11010
QAPUOKO, ETELON UTOPEL VO ETOEIVDGEL TOLG OKAVOVIGTOVE TAAUOVG (BA. emiong «Mnv mipete
to Fingolimod Accordy).

. Alro pappoxa:

o OVOOTOAEIC TPMTEAGNC, PAPLOKO KATH TV AOIUDEEDY OTTMG KETOKOVALOAT, alOAEC
AVTILVKNTIOOIKG, KAopiOpopvkivn 1| teAfpopvkivn.
o rkapPBopalenivn, prpopmikivn, eatvoPapPrrdin, eawvotoivn, epafipévin N vrepikd

(mBavdc kivévvog petmpévng amotedeouatikotntag tov Fingolimod Accord).

Kinon kot Onhaopog
Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amokTNoETE TOLdi,
{ntiote T GLUPOLAN TOL YATPOL GOG TPV TAPETE AVTO TO PAPLAKO.

Kvnon

Mn ypnotponoteite to Fingolimod Accord katd T didpKelo TG eyKLvpooOVNG, edv Tpocradeite va
peivete £ykvog 1 edv giote yovaiko mov Bo umropohoe va LEIVEL £YKVOG KOl OEV YPTCULOTOLELTE
amotelecpatikn avticOAANYN. Edv to Fingolimod Accord ypnoiponomoOei kotd ) didpketo g
£YKVUOGVVNG, VIGpyEL kivouvog PAAPNG oTo ayévvnto nmpod. H cuyvotnta cuyyevmdv Slapoptiov 1
omoia mapatnpnOnke oe popd mov ektédnkav oto Fingolimod Accord katd T dudpkela g
€YKVHOGLVNG glvar TePimov dSumAdoI amd TN cLYVOTNTO TOL TOPATNPNONKE GTOV YEVIKO TANBLoUO
(6mov M GLYVOTNTA CLYYEVAOV JAUAPTIAV Eivar TePimTov 23%). O cLYVOTEPH AVUPEPOUEVES
Swpaptieg mepreAdpfovay KapdloKeES, VEPPIKEG KOl LDOCKEAETIKES SLOUAPTIES.

YUVETMG, Qv €I0TE YLUVOIKO GE OVATOPOY@YIKT NAtKio:

- npwv opyicete ) Oepaneia pe Fingolimod Accord o yiatpdc cag Bo cag evnuepdoet yio Tov
Kivduvo Tov dtaTpéyet Eva ayEvvnto popo kot Bo cag CNTNOEL Vo KAVETE TEGT EYKLHOGUVIG Y10
va dcparicet 0Tt dev gloTe §ykvog,

Ko,



- TPEMEL VAL YPTCUOTOIEITE AMOTEAEGLOTIKN OVTIGOAAN YT Yo 660 ddotnuo Aaupdvete
Fingolimod Accord kot yio 300 UveS PETA TN S10KOTH TOV Y10l VO, AmoPUOYETE VoL LEIVETE £YKVOG.
Mumote pe tov Yiatpo cog Yo Tig a&omioteg pefddovs aviicOAANYNG.

O vorpdc cag Ha coc dmost pia kKapto mov Enyel yiati 6gv mpémel vo. ueivets £YKvog VM TOiPVETE TO
Fingolimod Accord.

Eav peivere £yxvog eve maipvete 1o Fingolimod Accord, evuepoote apéong tov yuotpo cac. O
yYwTpdg cog Ba amopacioet T dtakomn g Bepaneiag (PA. «Edv ctapatoete va taipvete 1o
Fingolimod Accord» otnv mapdypapo 3 kot enxiong v mapdypoeo 4, «Iibavég avemBOunteg
evépyelegy). Oa mpayuatomoindel eEe1dkevUEVN TPOYEVVITIKN TTOPAKOAOVONOT).

Oniocuog
Agv npéner va Onralete 6tav maipvere To Fingolimod Accord. To Fingolimod Accord pmopel va

TEPACEL GTO UNTPIKO YEAQ Kol VILAPYEL KivOuvog GoPapdv avemBOUNT®OV EVEPYELOVY Y10 TO L®PO.

Odnynon kot yEPLoROS PNYAvVRATOV

O y10tpdg oag Ba cag et edv 1 acBéveld cog 6AG entTpémel va 0o yeite oynLLOTA,
cuumePAaPaVOLEVOL TOL TOdNAGTOV, Kot Vo, xelpileote unyoviuota pe acedaied. To Fingolimod
Accord dev avapévetal va €xel KAmolo EXidpact otny kavotnTd cog vo odnyeite kat vo xepileote

LNV LaTal.

Qot600, katd v Evapén g Beponeiog Oa tpénet vo topapeivete o€ KaTdAANAa eEomAopévo
Tpeio 1 KAWVIKN Yo 6 dpeg Petd T Afym ¢ npdtng 66ong tov Fingolimod Accord. H wovotntd
o0G Vo, 00N yeite Kot vo, XepileoTe unyoviLoTo UTOpEl v EXNpeactel ot ddpKeLn Kot THavmg HETA
oo AVTO TO YPOVIKO JACTI LA,

3. o va mapete 1o Fingolimod Accord

H Oepaneia pe Fingolimod Accord Oa emPAénetan amod yotpo pe spnepio ot Bepameio g
oKANPUVONG KATA TAGKAG.

[Tévtote va maipveTe TO GAPHOKO AVTO AVGTNPE COUPMOVE LLE TIC 00T YIES TOL Y1TPOL Goc. Edv &xete
apePoriec, pOTAGTE TOV YIATPO GOG.

H ocvvictdpevn doon ivat:

Evijlikeg:
H 460 givar éva kaydxio 0,5 mg v nuépa.

Howra ko £enpor (MAkiog 10 eTOV Kol Avo):

H d60n e€aptdton amwd T0 copatiké fapoc.

o Houdia xou épnPor pe owuatixd Papog ioo 1 karw aro 40 kg: éva xaydaxio 0,25 mg v nuépa.

o Toudia xou épnPor pe owuatid fapog dvo twv 40 kg: éva koydkio 0,5 mg v nuepa.

Ta mondid kot ot Epnpor mov apyilovv pe éva Kaydkio Tov 0,25 mg v nuépa Kot apyoTeEPO AIoKTODY
otabepd copatikd Bapog avo tov 40 kg Ba Adfouvv 0dnyiec amd Tov yaTpd Toug Vo aALAEOVY GE Eva
Kayakio Tov 0,5 mg v nuépa. e avTh TV TEPITTOGOT), GUVIGTATOL 1] EXAVIAYT] TG TEPLOJOV
TOPOKOAOLONONG TNG TPMTNG YOPNYNOTE.

To Fingolimod Accord givar d100éc10 povo wg okAnpd kaydxio tawv 0,5 mg, To omoia dev gival
KOTAAANAQ Y10 Tondid Ko pMPovg pe couatikd Bapog ico N pikpdtepo tov 40 kg.

v mepiektikomTa TV 0,25 mg vrdpyovv Stobéotpa GAAN EAPLOKO TOV TEPLEYOVY PLVYKOAUOO.
Porote Tov y10tpd 1 TOV QOPLOKOTOLO GOG.

Mnv vrepBaivete Tn GUVIGTOUEVT] dOOT).



To Fingolimod Accord mpoopileton yio xprion amd T0 6TOUA.

ITapte to Fingolimod Accord pio opd v nuépa pe éva motpt vepd. Ta koydkia tov Fingolimod
Accord Ba mpénel va katomivovtol TavTote axépaia, xopig va avoiyovtal. To Fingolimod Accord
umopei va Anedel pe 1 yopig tpoen.

H Ay tov Fingolimod Accord v id10 dpa ke pépa Ba oag fondnoet va Boudote mote va
TOPVETE TO PAPUAKO GOGC.

Edv &yete anopieg oyetikd pe to diotnpua mov Ba mpénet va maipvete to Fingolimod Accord,
anevBuvoeite GToV Y1TPO 1 TOV POUPLAKOTOLO GOGC.

Edv napete peyarvtepn 66on Fingolimod Accord amd tnv kKavoviki)
Edv mpate peyolotepn o6on Fingolimod Accord amd tnv kavoviky], KOIAEGTE APECHS TOV Y1OTPO GOG.

Eav eyboete va mapete 10 Fingolimod Accord

Edv maipvete to Fingolimod Accord yw didotnpo pukpotepo omd 1 piva kon Egxdoete va mépete

1 8601 Yo piet oAOKANPT NUEPA, ETKOVMOVIGTE LE TOV YIOTPO GO TPOTOV TAPETE TNV ENXOLEVT] dOON.
O Y10TpO¢ 060G UTOPEL VO ATOPUCICEL VO GO TAPUKOAOVONGEL TNV dpa, Tov Bl TaPETE TNV EXOUEVT
doon.

Edv maipvete to Fingolimod Accord ywo tovAdyiotov 1 prva kot Egxdoete va ndpete ) Bepaneio oog
Yo TOV® 0o 2 eBOOUADES, EMKOIVOVINGTE UE TOV YIUTPO GOC TPOTOV TAPETE TNV EXOUEVT 06GT. O
YWTPOG GO UTOPEL VO OOPAGIGEL VO GOG TAPAKOAOVINGEL TNV dpa Tov Ba mhpete TNV EnOLEVN dOON.
Qot600, edv Egxdoete va mapete T Bepaneio cag yio Stdotnue pkpdtepo amod 2 fooudades, umopeite
VoL TAPETE TNV EXOUEVT HOGT COLPMOVA. LLE TO TPOYPOUUE GOC.

[Toté unv mapete SmAn 066 Yo VA, AVOTANPDOGETE T 006N TOL EEYACOTE.

Edv otopatiocere va naipvere 1o Fingolimod Accord
Mn otopatioete va maipvete to Fingolimod Accord 1 unv aAAd&ete T d60M cag xopic va LAnoeTe
TPATO LLE TOV Y1UTPO GOC.

To Fingolimod Accord 0o mapapeivel 6tov opyavioud cog £mg 2 uMveg LeTd Tn S1oKomY| TG ANYNG
Tov. O apBpdg TV ASVK®V 60¢ ALLocEUPioV (aplOrdc AeUEOKVTTAP®OV) Umopel eniong va
TOPUUEIVEL YOUNAOG GE 0VTO TO JLAGTNIO KOl Ol AVETLBVUNTEG EVEPYELEG TTOV TTEPLYPAPOVTAL GE QVTO
70 EUALO OONYIDV Uropel axdun va mapotnpovvtal. Metd ) diakomnn tov Fingolimod Accord pmopel
va ypelaoTel va mepiuévete 6-8 gfdouddeg mpv Egkvnoete o véo Bepameia yio tnv ZKIT.

Edv mpénet va Eavapyicete to Fingolimod Accord petd amd diakony| peyardtepn tov 2 efdouddmv, n
EMIOPAOT GTOV KOPILOKO pLOUO TOVL TaPATNPEITAL PLGLOAOYIKE OTOV EEKIVE Y10 TPAOTN GOPA M
Oepaneio umopei va emaveupavictel kat O yperactel vo Topakorovdndeite g KaTdAANAL
eEomhopévo 1atpeio 1 KAvikn yio TNy emavévopén g Bepaneiag. Mnv Eavapyicete to Fingolimod
Accord petd amd S10K07H TOV Y10 TEPIGGOTEPES 0 dVO gfdopades ywpig va supPfovievdeite Tov
Ytpd coc.

O y10tpdc¢ oag B0 amoPaCGicEL OV Kol TOG TPETEL VO GG TOPAKOAOVONGEL LETE TN Sl0KOTT TOV
Fingolimod Accord. Eviuepdote apéownc tov yiatpo cog dv motedete 6t LKII cag xeipotepevet
uetd amd ™ drokomn e Oepaneiog pe Fingolimod Accord. Avto Oa pmopovoe va givor coPapod.
Edv éxete meplocdTepEg EPOTNOELS OYETIKA LLE T YPNOT] AVTOV TOV QUPHAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPULOKOTOLO GOG.

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, £TGL KOL AVTO TO QAPUOKO UTOPEL VO TPOKAAEGEL AVETIHOUNTEG EVEPYELES, AV
Kol 0gv mopovctdlovial 6€ OAOLE TOVE AVOPMTOLG.



Opouévec averBountec evépyelec umopel va gival 1 va. yivouv cofapéc

Yoyvég (umopei va emmpedcovy émg 1 ota 10 dropa)

Bryog pe Aéypata, Sucpopia 6to oTnhog, TupeTdg (onpeia datapay®V TOV TVELUOVMV)
Epmntic| Aolpwén (avepofroyid 1 £pnng Lootipag) pe CLUTTONOTA OO PLCAAIDES, aicOnua
KahGov, kvnopd 1 mévo 6to dEpua, cLVHBME GTO AVM PEPOG TOV GMUATOG 1| GTO TPOCHOTO.
AM\0, GUUTTOUATO, LITOPEL VOL EIVOL TVPETOC Kot AdLVOLIL OTA TPMIUN GTAdI0 TG AoTUMOENG Kot
aKoAovBohv povdiacpa, Kvnouog 1 epubpéc meployég pe coPapod Tdévo

Bpadvug kapdiakodg puBuds (Bpadvkapdia), oKavoviaTog Kapdlakds puopog

"Eva €idog kapxivov Tov déppoatog mov ovopdletat Bacikokvtropikd kapkivoua (BCC) mov

ouyva eppavifeTor oav popyapltapoeldés olidlo, av kot pmopel va eueovicTel kot pe dAAeg
HOPPEG

KotabAiwm kot dyyog givar yvootd 6Tt TopatnpovvIol Le aLENUEVT cUYVOTNTA GTOV TANOLGLO
g ZKIT ko £govv emiong avapepbel oe madiatpikovg aobeveic vio Bepamneia pe Fingolimod
Accord

Andrera Bapovg

‘O ovyvég (umopet va enmpedoovy émg 1 ota 100 dropa)

[Tvevpovia pe GUUTTOUATO OTMOG TVPETO, P)0, SVGKOAIN GTNV AvaTVON

Oidnua g oypac knAidag (oidnNua GtV TEPLOYN KEVIPIKNG OPUOT|G TOL KEPATOEIOOVS GTO
omicOo Tupa TOL 0POUALOD) LE CUUTTOUOTO OTMS GKLEG 1] TVEAO oNUEID GTO KEVTPO TNG
opaong, aumn 6pacm, TpoPANLATE 6TO Vo StokpivovTal YpOUATO | AETTOUEPELEG

Meimon Tov apomeToAM®mY Tov aipaTog 1 0oia avEavel Tov Kivouvo aloppayiog 1 ELEAVIoNg
UOADT®V

KakdnBeg perdvopa (éva €idog kapkivov tov déppatog mov cuvibwg ovarticoeTal and Evay
acvvO1oTo omilo (ehd)). [IBava onudadia peravouatog teptiapufdvovy omilovg wov pmopel
va oAAGlovv péyefog, Gy, VYOG 1 YPOUA LE TNV TAPOSO TOV ¥PpdVoV, 1 VEoUG omtihovg. Ot
onidot pmopet va gpepoavicovy kvnoud, arpoppayia 1 eEEAKmon

Eraopog, Kpioels (o ouyva o modld kot eprPovg am’ 0Tl G€ EVIAIKEG)

Yrdwieg (umopei va emnpedoovy €wg 1 ata 1.000 droua)

Mia katdotaon mov ovopdletar chvdpopo onicbiog avacstpéyiung eykepaionddeiag (PRES).
Ta cvuntdpate pmopel va meptrapufavooy aipvidta évapén cofapod Tovokepdiov, cOyyvon,
EMANTTIKY KPioN KOUT SoTapayég TG OpoonC

Aépoopo (éva, €idog Kapkivov Tov emnpedlel T0 AEUPIKO GHGTN L)
Kopxivopo and mhakmoeg embniio: Eva id0g Kopkivov Tov dEPUATOG TOL UTOPEL Vo
ENPaVIoTEl ®g oKkANPO KOKKIVo 0lidto, TANy™ e epelkida (kpohoTa) 1 vEa TANYN G pia
VILAPYOVGO OVAN

MoAd onavieg (Lmopel va emnpedoovy émg 1 ata 10.000 dropa)

Avopolio oto nAektpokapdioypaenua (avacstpoen tov endpuatog T)

Oykoc oxetildpevog pe Aoipmwén omd epmntoid 8 tov avBpdmov (capropa Kaposi)

Mn yvooTtég (n cuyvoTNTA TOVG dev umopel va extiunOei pe Baon ta drebéoipa dedopéva)

AMAepyIKéG avTIOPACELS, TOL TEPILAUPAVOLY ooV cupmTOpaTa eEavOnpa 1 kvidmon, TpréyLo
oTa ¥elAn, ™ YA®Goa 1 To TpOSmTO, Ta omoia givar ThavoTEPO VO, EUEOVIGOODY TNV NUEPQ TOL
apyilete t Bepameio pe Fingolimod Accord

Inueio NTatikng vooou (GUUTEPTAAUPBOVOUEVIC TG NTATIKNG OVETAPKELNS), OTMC KITpiviGHa
TOV OEPUATOG GOG 1] TOL AEVKOD TOV UATIOV oag (IKTEPOG), vavTia 1 EUETOC, TOVOG oTr de&1dt
TAEVPA TNG TEPLOYNG TOVL GTOUMYOL G0 (KOIMA), CKOLPOYP®LLL 0P (KOPE YPDOUOTOC),
aicOnpa Aryotepng meivog am’ 6Tt cuvB®E, KOTWOOT Kot [ PUGLOAOYIKEG TYEG OTIC EEETAGELS
NG NAATIKNG Agttovpyiog. Ze £vo TOAD PKPO aplfud TEPUTOCEMYV, 1| NTATIKN avemdpkela Oa
UTOPoVGE VO 00T YNGEL GE PETAUOGYEVGT] NTTOTOC

Kivévvog pog omdviog Aoipméng Tov £yKe@AAov Tov ovoudleTol Tpoiovco TOAVEGTIOKT
AevkoeykeparondBela (PML). Ta copntodpota g PML pmopel va givor Tapdpoto pe ovtd
pag vrotponng e XKI1. Mmopei eniong va eppovicfovv copntdpata to onoia mlavév va
unv avtiinedeite povol cag, OTm¢ LETAPOAEG 0T O1dBec 1| TNV GLUTEPIPOPA, KEVE VUG,
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OVOKOALEG OTNV OWIALDL KO TIV EXKOV®VIM, TA 0TToiol 0 Y1UTPOC GOG TOAVOV VoL YPELNCTEL VoL
OlEPEVVNGEL TEPUITEP® TPOKEIUEVOL VO, amokAgioel TV PML. Xvvenmg, edv motedete 6T N
2KII cag emdetvaveTon 1 edv €0l 1| 01 otkeiol Gog Tapatnpioete kdmola véa 1 acvvifiota
GUUTTMUOTO, EIVOL TOAD CNUAVTIKO VO ETIKOIVOVIGETE LUE TOV YIOTPO GOG TO TUYVLTEPO SVVATOV
Kpurrokokkikéc Aotuméelg (Eva €i00g LUKNTIOGIKNAG AOTU®ENS), CUUTEPTAUUPOVOUEVIG TNG
KPULITOKOKKIKNG UNViyYiTdog UE CUUTTAONOTO OTWS TOVOKEPOAO GLVOIEVOLEVO ATTO SLGKOYiN
GToV avyéva, evatsincio oto Pmc, vavtio Kavn cuyyvon

Koapxivopo Merkel (éva gidog kapkivov tov 6éppatoc). Ta mbavd onpuadio Tov KopKIvOUTOG
Merkel nepiapfévovy olidio oo ypdpa Tov dépuatog 1 HeAavd-KOKKIVO, avddduvo, cuyvEa 6To
TPOCc®TO, T0 KeEPAAL 1] Tov Aoupd. To kapkivopo Merkel propet va eppaviete eniong og
oKANPO, avddvvo olidto N uala. H paxpoypdvia ékBeom otov A0 Kot 10 acBeveg
OVOGOTOMTIKO CVUGTNUN UTOPET VO, ETNPedoovY ToV Kivouvo avamtuéng kapkvauatoc Merkel
Metd ) dwoekomn g Bepoaneiog pe Fingolimod Accord, ta cupuntopata e XKIT propel va
emovéABoLV Kot umopel va ivarl cofapdtepa oe o€ Ue EKEIVO TPV 1} KOTA TN SLAPKELD TNG
Oepameiog.

Avtodvoon popen avaipiog (Letwuévog aptBpoc pufpmv apoceapiny) KaTd TV omoio To
€pLOPA aLOCEAipLO KATAGTPEPOVTAL (AVTOAVOCT| OLLOAVTIKY OVOLLiD).

Edv eppoavicete Kamo1o omd o Topandve, EVIHEPDOTE UPEGMS TOV YU TPO GG,

Al\ec avemBOUNTES EVEPYELEC

oAb ovyvég (umopel va ennpedoovy tdve and 1 ota 10 dropa)

Aolpwén and Tov 10 TG Ypinng pe CLUTTOUOTO, OTWG KOTWOGT, piyn, TOVOLALLLO, TOVO OTIG
apBpdGELG 1) GTOVG LG, TVPETO

AicOnpo migong 1 TGVOL 6T LAYOLAD KO GTO LETMTO (TOPOPPIVOKOATITION)
IMovoképarog

Aldppota

Ocoeuaiyia

E&etdoeic aipatog mov deiyvouv ovénuéva enineda nrotikdv evibpmy

Biyag

Yoyvég (umopel va ennpedoovy émg 1 ota 10 dropa)

AgproToeuTiol, (o LUKNTIGIKT AOTU®EN TOV dEpUaTOC (TPLOPUTIH TOIKIAOYPOVG)

76

YoBapdg TOVOKEPAAOG TOV GLYVE GUVOSEVETAL OO VOUTIO, ELETO KoL EDOICONGIO GTO PG
(Mupavia)

XounAd eninedo AeVKOV AUoGQALPI®V 6TO Qo (AEUPOKVTTAP®V, AEVKOKVTTAP®YV)
Advvapia

Kvnoumdeg, epubpd eEdvinua ue aicOnua kavocov (Exlepa)

Kvnopdg

Avénuéva enimeda Mmidiov (Tprylvkeptdiov) oto aipo

Tpydntmon

Avokolio otV avamvon

Kotadiwm

Oaumn 6pacn (BA. akoun TV TOPAYPOEO Vi TO OIdN U TNG OYPAC KNAIdAG «OpIoHEVES
avemBounteg evépyeteg pmopet va givan 1 va yivouv cofopéc»

Ynéptoon (to Fingolimod Accord pmopei va mpokaiécel o odénomn g apTnplokngTieong)
Mvikdg movog

[Tovog otig apbpioelg

Oy svyvég (Umopet va emnpedcovy €mg 1 ota 100 dtopa)

Xopunid eminedo opoUEVOV AEVKOV ALOCOOLPI®mY (OVOETEPOPIA®V) GTO OliplaL
Kotabimtiknm oiéfeon
Novtio
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Xrdweg (umopel va ennpedoovy €ng 1 ota 1.000 dropa)
- Kapxivog Tov Aeppikod cuotipatog (AEpempa)

Mn yv@oTég (n ouyvoTNTA TOVG gV Umopel va extiun el pe Baon to dtabécipa dedopéva)
- ITeprpepiko oidnpa

Edv omotodfmote omd avtd oag exnpedoel cofapd, EVI|LEPAOOTE TOV YLATPO GOC.

Ava@opd avemBounToV evEPYELOV

Ed&v mapotnpricete Kamoa avemBOpunTn evépyeia, EVIUEPMDGTE TOV YATPO 1] TOV QPOPLAKOTOLO GUGC.
Av10 1oyvet Kot Yo kdOe mhavr avemBountn evEpyeLa TOL OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
xpnons. Mnopeite emiong va avagépete avemBounteg evépyeteg anevbeiag, pécw Tov Bvikob
GUGTNLOTOG OVAPOPAG TOV VALY PAPETOL

EAllada

EBvikdc Opyaviopuog Gapudkmv

Meocoyeiov 284

GR-15562 XoAapyog, ABnva

TnA: +30 21 32040380/337

dag: +30 21 06549585

Iototonog: http://www.eof.gr

Méow g avapopds avemBOunNToV gvepyeldv pumopeite va fondncete 6t cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACOAAELD TOV TOPOVTOG POPLAKOV.

5. Mo va pvidosoere To Fingolimod Accord
To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV gV TO PAETOVV Kot 6gV TO POGVOLY TO, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avVaPEPETOL GTO KOVTI Kot
670 UALO ahovpViov TG KuyEANC uetd v « AHEH»/ «EXPy». H nuepoumvio AnéEng sivor n
TEAEVTOO, NUEPOL TOL UIVO TTOV OVOPEPETOL EKEL.

dvidocoete og Oeppokpacio pkpotepn tov 25°C.
Mn ypnotponoteite kapio cuokevacio Tov gival kateoTpappuévn 1 eppavilel onueio pBopdc.

Mnv metdite @ApULAKA GTO VEPD TNG ATOXETELONG 1| OTA OIKLOK(A aroppippata. Potmote tov
(OPUOKOTOLO GOG YOl TO MG VO TETAEETE TO. PAPLAKO TTOL EV YPMOILOTOLETE T AvTd Ta pétpa Oa
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T wgpréyer to Fingolimod Accord

- H dpaotikn ovoia givar 1 @rvykoAudo.

- Kabe konydxio mepiéyet 0,5 mg @uvykoAuddng (g vopoyrmpikn).

- Ta dAlo cvotatikd gtvot:
Lepieyopevo tov kayoxiov: Ipoleatvomompévo GuAo, Hoyviolo GTENTIKO.
Lepifinua tov kawoxiov: (ehativn, Titoviov d10&gidto (E171), Zidfpov o&eidio kitpvo (E172).
Melowvt extomwong: kOppea Adkkag (E904), mpomvievoyivkoin (E1520), Kariov vopoeidio,
pavpto o&gidio tov adnpov (E172), Zionpov o&eidio kitpivo (E172).

Ep@dvion tov Fingolimod Accord kot wepieydpeva TG 606KELAGING

AvoKTo KiTpvo adlopavié/Aevko adlopavic okANPo kayakilo {edativng pneyédoug «3» e Tommpévn
v évdeltn «FO 0.5 mg» 6To KAALULO Kot 00 OKTIVOTEG AWPIOEC GTO GMLLN TOL KOWaKiov UE KiTptvo
HEAGVL TOV TEPIEYEL AEVKT] £DG VTTOAELKT] KOVL.
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Ké0e xoydikio &xel pikog mepimov 15,8 mm.

To Fingolimod Accord dwatifevtat o€ cuokevacieg koyéing PVC/PVDC/alovpuviov mov mepiéyovy 7,
28 11 98 oKAnpd kaydiio.

2uoKevaoieg S1aTpnTNG KVYEANG povadag d6ong PVC/PVDC/olovpviov mov mepiéyovy 7 x 1,28 x 1
N1 98 x 1 oxkAnpd xoydxia.

Mmropei va, unv KuKAOPOpPOUV OAEG Ol GUGKEVAGIEC.
Kéroyog Aderag Kvkrhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

IMopoockevaotig

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

To wapov @Al 03N YLOV yprionS avadewpOnke Yo TeELsvTain Popa oTig 7/2022
Addeg TNYEG TANPOPOPLAOV

Aemtouepeic TANPOQOPIES Yio TO PAPLOKO aVTO givor StfEciec 610 dkTLOKO TOTO ToV Evpmmaikod
Opyaviopov Papudkmv: http://www.ema.europa.eu
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