Dviro oonYLOV ypnons: IIinpoopics Yo Tov ypiiotn

Fingolimod Accord 0,5 mg exinpd koydxio
QIVYKOALLOON

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLDV YP1ONG TPLV UPYIGETE VU TAIPVETE AVTO TO

PapRAKO, O10TL TEPLAAUPAVEL CNUAVIIKES TANPOPOPIES Y10 GO,

- DvraEre avtd To EOAAO 0dNYLBV Yprone. Towg ypelaotel va to dwufdoete Eavd.

- Edv éxete mepartépo amopieg, pOTNGTE TOV Y1OTPO 1) TOV PAPHOKOTOLO GOGC.

- H ocvvtayn v avtd 1o papproko yopnynnke omokAEIoTIKA Yio 60c. Agv TPETEL VO SDGETE TO
@apupoko og GAlove. Mmopel va Tovg TpoKaAésetl BAAPT, aKOpO Kot OTOV TO GUUTTOUATO TG
ac0éveldg Toug eivar 1010 pe Ta S1kd Gag,.

- Edv mapotnpnoete kamoto avemBOUnNTn eVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUIKOTOLO
cag. Avtd 1oy0et kol ylo KGO mbavi avemBOUNTN EVEPYELD TOV OEV OVAPEPETOL GTO TTALPOV
@OALO 0ONyLdV yprione. BAéne mapdypapo 4.

T Tepréyer 1o mapév VAL 00N YLOV:

T eivar o Fingolimod Accord kot ot givor 1y xprion Tov
T1 npémer vo yvopilete mpv ndpete To Fingolimod Accord
o va napete To Fingolimod Accord

[MBavég avemBOunTes evépyeteg

ITo¢ va pvidooete to Fingolimod Accord

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpieg

Uk wd P

1. T givon To Fingolimod Accord kot o givar 1 yp1jon Tov

T givan To Fingolimod Accord
H dpaotikn ovsia tov Fingolimod Accord givat 1 @vykoludon.

Mo givar n xpnon Tov Fingolimod Accord

To Fingolimod Accord yopnyeiton o€ evniikovg kat o€ mardid kot epripovg (Atkdg 10 etdv kot dvm)
v Vv Oepameia tng vrotponmdlovcsac-dluleitovsag ckANpuveng katd tAdkag (EKIT), mo
OLYKEKPIUEVQ OE:

- Acbeveig mov dev Eyovv avtamokpifel mapd ™ Oepameia pe o ayoyn g ZKIL

l

- AcBeveic pe tayémg eEehMocopuevn coPfapn ZKII.

Me 1o Fingolimod Accord dev emtuyydvetan iaon thg KII, duwc to Fingolimod Accord cupfdaiiet
o™ MHelmon Tov aplfUod TV VIOTPOTMY Kal TNV emPpaduvon g eEEMENG TNC avamnpiog Tov
npokaiei  ZKIL.

T givan 1] ok povon KoTd TAGKOG

H XKIT givon por pokpoypovia katdotaor mov exnpedlet 1o Kevipiko vevptkd cvotuo (KNX), mov
amoteleiton amd Tov eYKEPAAO Kat ToV voTloio poerd. Ztmv XKIT 1 pAeypovi KotaoTpéPel To
TPOGTOTEVTIKO KAAvppa (Tov ovoudletol puedivn) yopw amd ta vevpa 6to KNI kot dtokomtet T
omotn Asrtovpyia TV vedpwv. Avtd ovoudletot amopwerivmon.

H vrotpomalovoa-dioreinovoa ZKIT yapoktnpiletor amd emavalapfoavOoueves TEPLOSOVS
CUUTTOUATOV 0O TO VELPIKO GUGTNHO (VITOTPOTES) OV TPOKAAOVVTAL ad TNV PAeYHoVH 610 KNX.
Ta cvuntopate Staeépovy and acdevr o€ acbevi aAld KaTd Kovova TEPIAAUPAvVOVY SUCKOMES 0TI
Baodion, povdiacpa, TpoPfAnpata 6pacng 1 datapayn TG Wwoppomiag. To CLUTTOUATO PG
VIOTPOTNG UTOPEL VO EEAPAVIGTOVY EVTEAMG OTAY TAPEADEL 1) LITOTPOTT], OUWS KATOLN TPOPANLOTOL
umopel va mapapeivouy.



ITog dpo. o Fingolimod Accord

To Fingolimod Accord cuvtelei oty mpootacio and Tig ETOEGELG TOL AVOGOTOUTIKOD GUGTALLOTOG
katd Tov KNI petdvovtog tnv kavotnTo OpioUévmy AEVK®Y OUOGQAIPinV (TOV AEUPOKVLTTAPOV) Vi
UETAKIVOOVTOL EAEVOEPD LEGH GTOV OPYOVIOUO KOl GTOUATMVTAG TNV TOPEIN TOVG TPOG TOV EYKEPUAO
Kot Tov votioio poelo. ‘Etot meplopiletar n pBopd tmv vevpov mov mpokaiei n XKII. To Fingolimod
Accord eriong peidvel Kamoteg amd TIG AVOGOAOYIKES AVTIOPAGELS TOV OPYOAVIGHOD GOG.

2. T wpéner vo yvopilete Tpw mapete To Fingolimod Accord

Mnyv napete To Fingolimod Accord

- edv €xete perOpPévn avoooroyiky] andvinen (0PelopUEV GE KATOL0 GOVOPOLO
OVOGOOVETAPKELNG, KATO VOOO 1) GE QAPLLOKO TOV KATUOGTEALOLY TO (VOGOTOMTIKO GUCTIUL).

- €4V 0 Y1uTpOG GOG VITOTTEVETAL OTL UTOPEL VO £YETE PiO GTAVIN EYKEPUIKI] Loip®én oV
ovopalerol Tpoiovea TolvesTIOKY AsvkogykeparondOera (PML) 1 eav n PML éxe
empePormOei.

- eav €xete cofapn evepyo hoipwén 1 evepyo ypovia hoipwén 6rmg nrotitida 1§ pupatioon.

- edv €xete evepyo kapkivo.

- edv €xete cofapd mpofripata oTo MNmop.

- £0v, ToVG TELEVTALOVG 6 PNveg, eiyate Kapolaki TpoosPorr), aTnOayYN, EYKEQUAIKO
EMELGOO10 1] EVOEIKTIKA CUUTTOUATO EYKEPUAMKOD ETELG0010V, 1] OPLOREVA. €101 KOPOLOKNG
avETaPKELHC.

- €4V €xete KATOL E(0T) AKAVOVIGTOV 1] 11 PUGLOADYIKOV KUPOLaKoL pvOpov (appubuia),
ocvumepthappavovtol ol acbeveic v omoimv to niektpokapdioypapnuo (HKI') deiyvet
noapdracn tov deotiuatog QT wpv amd v Evapén tov Fingolimod Accord.

- €av maipvete M £(ETE MAPEL TPOGPATA Y DY Y10 SLATUPAYES TOV KAPILAKOD pOpov o0nmg
Kwidivn, 6160mupaption, aptodapdvn 1 GOTOAOAT.

- €bv elote £yKvog 1 €iote pia Yuvoiko 6€ avomapay®YLK] NAIKIQ 70V O0EV PNGLUOTOLEL
OTTOTEAEGCUATIKTY AVTICOAA Y.

- 0€ TEPITTOGT dAAEPYIUG OTI PLVYKOAUOON 1) GE OTTOLOONTTOTE AAAO OTO TO. GLGTUTIKG AVTOD
TOV POPLAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).

Edv oyvet Kkt tétoto yio €66G 1) dev giote PEPatol, oviNTIOTE PE TOV YIOTPO GUS TPV TAPETE TO

Fingolimod Accord.

Ipocidomomoeis ko TPoPLAGEES

AmevBuvBeite otov yatpod oag mpwv Tapete to Fingolimod Accord:

- £av £yete cofapa avomvELSTIKA TPOPAOTA KATA TN dLdPKELD TOV VTTVOV (Cofapn vaVIKI
amvola).

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

- EQV £YETE CUUTTONOTO O.PYOD KAPOLXKOD pvOpov (m.y. {ain, vavtia | aicOnpa Talpov).

- €Gv maipveTe M £(£TE MAPEL TPOGPUTA PAPRLUKA TOV EMPPASVVOVY TOV KUPOLIKS GOG
poOpo (6nm¢ B-avactoreic, Pepamouiin, Stitaléun 1 Paucpadivn, dtyosivn,
OVTLYOMVEGTEPUGIKOVE TOPAYOVTESG 1 TIAOKAPTIVY).

- EQV £YETE 1OTOPIKO APVIOLNG ATMOAELNG GVVEIONGNS 1] MmoOvpuiag (cvykomn).

- €0V OKOTTEVETE VU EPPoMaoTEITE.

- €av ogv mepdoate moté avepopfiroyid.

- eqv éyete N eiyote owatapayis TG Opacng 1 GAla onueio OONUATOG GTNV TEPLOYT KEVIPIKNG
opaong (oypd knAida) oto omicOio U TOL 0POUALOD (Mo KATAGTAOT YVOGTH MG 0N
™G OYPAC KNAIdAG, PA. TapakdT®), pAeyuoviy N Aoiumén Tov 0eBoipol (payoelditidn) i av
&yete OwuPn (o omoiog pmopel va mpokarécel TpofAnpata otny dpacn).

- £Gv £YeTE NTOTIKG TpoPfrfpaTa.

- ebv &xete VYN apTNPLoK] Tigon N omoic 0V pumopel va eheyy0el pe QOPRUKEVTIKNY
ayoyn.

- Edv éyete cofapd mpofrpata 6Tovg TVEOPOVES 1 P1]Y0 TOV KOTTVIOTH.

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

apw wapete To Fingolimod Accord.



Bpadic kapdiokdg puludc (Bpadukapdia) Kot akavoviGTot TaApol

To Fingolimod Accord npokalei emPpaduvon Tov kapdiakod puBuod kotd v Evapén g Bepanciog
N Hetd ) AMym ¢ TpdTng 060n¢ tv 0,5 mg o6tav aArdéete nuepriota d6on anod 0,25 mg o 0,5 mg.
Q¢ ek TOVTOV, pmopel va vidoete (AN 1 kénwon N va £xete aioOnua TaAudv 1 propel vo petmbdei n
aptploxn cog wieon. Eav avtég o1 emopdosis eivan cofapéc, eviiuepdote Tov Y10Tpoé 00g, 010TL
pmopei va yperacteite opéoms Oepancio. To Fingolimod Accord pmopet axdun va Tpokorécet
AKOVOVIGTOVG KOPOOKOVE TOALOVG, EOIKE HETA TNV TPOTN dOoM. Ot akavOVIeTOol KapdloKoi TaApol
oLV BMG EMAVEPYOVTAL GTO PUGLOAOYIKO GE Atyotepo amd pio nuépa. O Bpaddg kapdiakds puOudc
oLV BmG EmAVEPYETAL GTO PLVGLOAOYIKO péca oe éva unva. Katd ) didpkeia g teptddov avtmg,
oLV eV AVOUEVOVTOL KAVIKG CTLOVTIKEG ETIOPAGELG GTOV KAPSLOKO puouo.

O y1atpdg oag Ba cag {ntioet va Topapeivete oe kKatdAinia eEomAoéVo 10Tpeio 1 KAMVIKT Yo
TOVAdYIGTOV 6 MPEC, KAVOVTAG LETPNOT) COLYUMY KOl APTNPLOKNG TECTC avVE dPa, PLETA TN AW TNG
Tpog 600mM¢ Tov Fingolimod Accord 1 petd v apdt Yoprynon g 66ong twv 0,5 mg katd v
aAdayn and v nuepnota d6on tov 0,25 mg, dote va propovv va Anedovv katdAAnia HETPO GE
nepintoon avembOuNT®V gvepyel®VY ol onoieg eppavifovtan katd v évapén g Bepancioc. Oa
TPEMEL VO, KAVETE NAEKTPOKAPSIOYPAPN UL TPV ad T YOpNYNoT TS TpdTng d6ong Tov Fingolimod
Accord kot petd v 6mpn mepiodo TopakorotOnong. O yutpog cag mavov va mapakolovdel
GUVEYMS TO NAEKTPOKAPIIOYPAPN LA GG GTH SEPKELD AVTOD TOL SICTHUATOS. AV LETA amd TV 6pn
mepiodo Exete TOAD Bpadl 1 HEOVUEVO KapdLokd puOUO 1} AV TO NAEKTPOKOPIIOYPAENUG Gag gival
mafoAoyko, umopel va ypelacTel va Tapakorovdndeite yio pueyoivtepo didotnua (TovAdyiotov

2 emmAéov Mpeg Kol THOVAS KaTd TN ddpKeln TNG VOYTOS), LEXPLG OTOV awTd vToywpncovy. To 1510
umopet va. 1oydel kat otny mepinmtmon mov Eavapyilete To Fingolimod Accord petd amd ntpocmpivni
dwakomn g Bepameiag, avaloya e To TOGO PEYAAO TOV TO OLAGTN O TS SLOKOTNG TNG KOl TOGO
peyaio Nrav to dtdotua g Oeponeiog pe Fingolimod Accord mpwv amd ™ drakomr).

Edv &yete N dtatpéyete Kivouvo EULEAVIONG OKOVOVIGTOV 1] U1 PUGIOAOYIK®YV KAPIIOK®V TOAUDY, oV
TO NAEKTPOKOPIIOYPAPTLA GaG Eivarl TaBoA0YIKO 1) av £xETE KAPALOKN VOGO 1 KAPIIOKT AVETAPKELD,
to Fingolimod Accord propei va unv givor katdAinio yio €66g.

Av yeTe 10TOPIKO 0UPVIdIOG OmMAELNG cLVEIONOoNG 1 pet@pEVO Kapdaxkd puBud, to Fingolimod
Accord propei va umv givon katdAAnio yuo e6s. Oa cag e&etdoel KapSOAOYOS TPOKEEVOL VO SDGEL
odnyieg v to g Oa Tpémetl va Egkivioete ) Bepancio pe Fingolimod Accord, kot yio v
TapoKoAovONoN KoTd TN SLdpKeELd TG VOKTAG.

Edv Aappdavete papuaka mov pmopel va TpokorlEécovy HeimoT Tov Kapdlokov cag pupov, To
Fingolimod Accord pmopei vo unv givar katdAAnio yio cdg. Oa cog e€eTdoel KapdloAdyos, 0 0m0i0g
0o dromiotdoet ov umopeite va oAMGEETE GE EVOAAAKTIKG QAPUOKOL, TO, OTTOI0, OEV UELDOVOVY TOV
Kapdlakd oag puhud, dote va entpanei n Ogpancio pe Fingolimod Accord. Edv i aAlayn avtn dgv
givar duvary, o kapdlordyog Ba dmael 0dnyieg Yia to Tmg Oo Tpémel va Eekivioete ) Oepoameio, pe
Fingolimod Accord, kot yio tnv TapakolodOnon Kotd tn S1apKeLo ThG VOKTOC.

Edv dev mepdoate moté avepofroyld

Edv dev mepdoote moté avepoProyid, o yrotpdc cog 0o BeAnoet vo eAéyEeL TV 0vOGio GaG EVOVTL TOV
100 Tov TV TTpokael (10G avepofroyidcimatipa). Edv dev mpootatedeste and tov 10, umopel va
ypewoteite epPolacuod mpv Eekvnoete ) Oepancio. pe Fingolimod Accord. e avt v nepintmon
0 y1tpog cog o kabvotepoet v Evapén g Bepameiog pe Fingolimod Accord péypt éva piva petd
TNV OAOKAPMOOT EVOG TAPOVG OYNLOTOC EUPOALOGLOV.

AowdEelc

To Fingolimod Accord peidvel tov aptBud tov Aevk®dv atpoceatpiov (1diaitepa Tov aplduod tov
Aeppokuttdpmv). To Aevkd apoceaipla KaTomoAELOVY TIG Aotudéets. [a 660 didotnua Aappdvete
Fingolimod Accord (ko ém¢ 2 pveg petd  dlakonn Tov), umopel vo. eppavilete mo gdkoro
hoyméets. Omotadnmote AoipmEn mov Non Exete, puropel va emidevabel. Ot Aoudéelg pmopel va stvon
coPapéc kar ameinTcéc yuo ) {on. Edv vopilete 6t £xete Aolpwén, &xete mupetod, aicBiveste cav
va €xete ypimn, £xete Epnnrta (OoTHPA N £XETE TOVOKEPAAO GUVOSEVLOUEVO OO SVCKOUY K GTOV
avyéva, gvaictnoio 61o eog vavtia, eEavOnua ko obyyvon onacuovg (EmANTTkég kpicels) (avtd



Umopel va €lvol GOUTTOUATO UNVIYYITIO0E 1)/KoL EYKEPUAITIONG TPOKAAOVIEVNC OTO LUK TIOGIKT 1)
€PTNTIKY 10YEVN AOTHU®EN), EMKOIVOVAOTE QUECHG LLE TOV YIATPO GOC, H10TL EVIEYETOL VO Eival Gofapm
Kol omelAnTikn yio ) {on.

Aoipwén and tov 10 v avbportivov Onropdtov (HPV), courepirapfavouévov tov Onidparog,
dvomhacia, KovovAdpata kot kapkivog oyetiiopevos pe tov HPV éxouv avapepbel oe acbeveic vmo
Oepameio pe Fingolimod Accord. O yiatpdc oag Ba kpivet eav yperdletorl vo Kavete epPoro Katd Tov
HPV wpwv Eexvnoete 1t Bepaneia. Eqv eiote yovaika, o yuutpdg cog o cuothoel exiong Ereyyo yuo
HPV.

PML

H PML givon pio omdvio eyKe@aAikn dtatopoyn mov tpokaAeital and pio Aoipmén kot pmopel va
odnynoel oe cofapn avannpia 1 Bavaro. O yiatpdg cag Ba kavovicel va vmofinbdeite oe poryvnTikn
topoypaeio (MRI) mpv mv évapén g Bepomeiog kot katd T didpkela TG Bepameiog yio va
mapokorlovdei Tov kivovvo Yo PML.

Edv motedete 611 1) ZKII cog emdevdveran 1} Qv TOpATPCETE OTOLAONTOTE VEQ GUUTTOLATO, YLl
Tapadelypo LeToforég ot d1dfecn N T GVUTEPLPOPA, VEX T} ETIOEWVOVLEVT advVapic 6T pio TAELPA
TOV GOUATOG, HETAPOAES TNV OpACT], CUYYLON, KEVE pviung 1| SuoKoAdieg 6To AdYO Kot TV
EMKOWV®VIa, LIANCTE UE TOV YTpd 6aG T0 cuvTopdtepo duvatd. Avtd pmopei va gival courtdpato
g PML. Exiong, (WANGTE e TOV GUVTIPOQO 1| TOVG PPOVTIGTES GOC KOl EVIUEPMDGTE TOVG Y10 TN
Oepaneio oag. Mmopel vor EPEAVIGTOVY GUUTTMUOTO TO 0010 EVOEXETOL VO, UMV OVOYVOPICETE LOVOL
o0,

Edv eppavicete PML pmopei va Oepamevtel ko n ayoyn cag pe Fingolimod Accord 6o diakomnei.
Opiopévol avBpomot epeavilovv pio eAeypovodn avtidpoaon kabaog to Fingolimod Accord
amopakpvuveral and 1o oopo. H avtidpaon (yvoot og pAEYLOVMOIES GOHVOPOLO OVOGOAOYIKNG
amokatdotacng 1 IRIS) pwopei va 0dnynoet o€ emdeivoon ¢ KATAOTOONS GG,
GUUTEPTAAUPAVOUEVIC TNG EMOEIVMOONG TNG EYKEPUAIKNC AELTOLPYING.

Oidnua g @ypdc KNAidag

Ipw Eexvnoete to Fingolimod Accord, gdv £xete 1 eiyorte drotapoyég g Opoons N GAla onueia
010N LLOTOG GTNV TTEPLOYN KEVIPLKNG Opoomg (oypd knAida) oto omichio Tufpa Tov 0POuApoD,
oAeypovn 1 Aolpnmén tov opBaipod (payostditida) 1 dtaprtn, o yoTpdg cog pmopet vo Bednoet va
vroPAnOeite o€ oOaALOAOYIKO EAEYYO.

O ywrpdc oag pnopei va Bernoet va vtofinbeite oe opBaiporoykd Ereyyo 3 £mg 4 uMveg HeTd TV
évapén g Bepamneiog pe Fingolimod Accord.

H oypd xnAida eivor po pikpn meptoyn Tov KepaTogdovs 610 onichio Tufpe Tov opBaiov 1 omoia
oag oivel tn dvvaTdTnTo Vo PAETETE oY LOTO, XPDOUOTO Kot AETTOUEPEIEG Kobapd kot vkpvdg. To
Fingolimod Accord pmopei va mpokoréoetl £0idnomn oty @ypd kniida, Hia KATdoToon YVOoTh g
oidnpa g oypdag knAidag. To oldnua cuvnbmg eppaviletar Toug 4 TpdTovg UNves TG Bepaneiog pe
Fingolimod Accord.

H mBavémra avamtuéng odnpatog e oypdg knAidag ivon peyaddtepn edv £xete oot 1 edv
glyate pAeypov Tov o@OHaipod Tov ovopdletal payoelditida. e oUTEG TIC TEPUTTMOELS O YIUTPOG GOG
0o oag (nmoetl va KAveTe TOKTIKEG 0POUAILOAOYIKES eEETAGELS TTPOKEIUEVOD VO Sloyveobel To oidnpa
G OYPAC KNALOAC.

Edv iyate oto maperfov oldnpa g oypds kKnAidag, EVNUEPOOTE TOV Y1ITPO 0aG TPV EEKIVIIGETE TNV
Oepameia pe Fingolimod Accord.

To oidnpa ¢ oypdg KNAdOG PUTopel Vo TPOKAAESEL 1010 LE KAUTO OO TO CUUTTMOHOTO OPOCG LLOG
vrotponng ¢ KIT (omtikn vevpitda). Xtnv apyn UTOpEel va Unv vadpyovy KaOOAOU GUUTTMOUATO.
BePawmbeite 6T1 evnuepdveTe TOV Y10TPO GOG GYETIKA [LE OTOEGOMTOTE AAAAYEG otV Opooh cag. O



ytpdc cag pmopet va Bednoet va vtoPAndeite oe 0pOBaALOAOYIKO EAEYYO, E1OIKA EGV:
- TO KEVTPO NG Opaons 6oc BoumdVeEL ] £(EL OKLES,

- AVOTTOOGETE TVPADO OMEI0 GTO KEVTPO TNG OPUCNG GO,

- €xeTe TPOPALOTA OTO VO SIOKPIVETE YPOUATO 1] WKPEG AETTOUEPELECS,

Aoxyocieg nratikg Aettovpyiog

Edv éyete coPapd nratikd popAnuata, dev mpénel va wapete Fingolimod Accord. To Fingolimod
Accord pmopei vo exnpedost TNy Nratikn 6o Asttovpyio. IMOavov vo unv Topatnpicete Kaveva
GUUTMTOUA, CALAL EQAV TOPATNPTCETE KITPLVN YPOL8 GTO SEPLLO 1] GTO AEVKO TOV LATIOV GOG,
acLVO1IeTO oKOVPOYPOUE 0VPa (KOPE YPDUATOS), TOVO GTNV 18 TAELPA TNG TEPLOYXNG TOV
oToudy oL (KotMd), KOTwoT, ov aieBdveste Ayotepo mewaouévog/m am’ 6t cuvnBwg 1| ave&nynn
vouTtio Kol EUETO, EVI|UEPAOTE APECAOS TOV YUTPO GOG.

Edv eppavicete kdmo1o and avtd ta copntodpata petd mv évapén tov Fingolimod Accord,
EVILEPDOOGTE APECOS TOV Y1OTPO TOG.

Ipwv, katd tn Sidprela kar PeTd T Bepameio 0 YioTpog cag Oa {nNTNoel aUaToAOYIKES EEETACELS, Y10
va TopaKolovdnoet Ty nratiki Aettovpyio. EGv to amotedécpota TV eEETAGEDMY GOG LTOSEKVHOLY
KGmo1o mpoPAnpa oto Nrap mhavov va ypelactel vo dokoyete ) Oepomeio pe Fingolimod Accord.

YwynAn aptnplokn mieon
Enedn to Fingolimod Accord emeépet pukpr avénon g aptnplokng mieons, o yiotpog cog mibavov
va 0eANGEL Vo EAEYYEL TOKTIKG TNV OPTNPLOKY GOC TTiEaT).

[pofAnuata TtV Tvevpudvev

To Fingolimod Accord ernpedlet oe pikpo Babud tnv mvevpovikn Aettovpyia. AcBeveig pe coPapég
TVELUOVIKEG TOONGELG 1] LE P10 TOL KATVIGTN EVOEYETOL VO £XOVV TEPICCOTEPEG TOAVOTNTES VO
avamTOEOVY OVETIOVUNTEG EVEPYELEG.

E&étaon aipotog

H emBounty dpdon g Oepomeiag pe Fingolimod Accord ivor ) peimon tov aptBpol tov Aevkdv
apoceupiov oto aipa 6oc. Zuvilmg avTdg ETOVEPYETAL OTO PLCIOAOYIKO LEGH OE 2 UNVEG UETA TN
dwokonn g Oepameiag. Edv ypelaotel va kdvete eEgtdoeic aipatog, Evnpepdote Tov yoTpd Ot
naipvete Fingolimod Accord. Atagopetikd, umopei va uny eivor duvatdv vo KoTavonoet o Yiotpog Ta
amoteléopata TV EETACEMY KO Y10 OPIGUEVOVS THTTOVG ALUATOAOYIK®V EEETAGE®V, O YTPOG GOG
umopel va ypelootel meptocdTEPO aipa and 6,Tt suvidmd.

Ipw apyicete to Fingolimod Accord, o yiatpog cog Ba emiPefardost 0TL Exete 0pKETA ALK
alpoceaipla 6To aipa Kot mhavov va BEAeL va emovalapfavel Tov ELeyY0 TOKTIKA. e TEPITTOGOT TOV
dev &xete apKeTh AeVKd oupooeaipta, moavov va mpémet vo dtokoyete ) Oepameia pe Fingolimod
Accord.

2ovdpopo omichlog avaotpéyiung eykeparonddeag (PRES)

Mia katdotoon Tov ovoudletatl chvdpouo onicbiog avaotpéyiung eykeparonadeiag (PRES) éxst
avoeepbel ondvia og acbeveic pe KIT mov Aappdavovy Bepancio pe Fingolimod Accord. Ta
ouUTTOUOTE PTopel va tephapPdvouy oipvidia Evapén cofapod TovokepdAlov, cOyYLoT, KPIGELS
emANyiog Kot dotapayéc e 0poons. Evnuepdote tov yiatpo 6og ouécm og TePITTOOT TOV
EUPOVICETE OTOLOONTOTE GO CVTE TO, GVUTTOUATO, KOTA TN ddpkelo TG Ogpaneiog cog pe
Fingolimod Accord, 81611 evdéyetan va ivar cofapo.

Koapxkivog
Kapxkivot tov déppatog £xovv avaeepbei oe acbeveic pe TKIT vo Oepaneia pe Fingolimod Accord.

AmevBuveite otov Y10Tpd G0g apécms, GV TVYOV Tapatnpioete olidia oto dépua (.. YoaoTePd,
papyoaprrapoctd] olidwm), knAideg 1 avorytéc TANYEC TOV deV EMOVAMVOVTOL EVTOC Efdonddwy. Ta
GUUTTOOTO TOL KAPKIVOL TOV dEPUATOC Hmopel va, mepthapudvouy akavoviotn ovénon 1 alhayéc
TOV OEPUATIKOV 16TOV (T.). AoV 016TEG EMEC (OTIAOL)) E QAAAYT] GTO XPDLLO, TO GYNHO 1| TO HEYeBOC
ue TNV mhpodo tov ypodvov. ITpotov Eekivroete to Fingolimod Accord, amatteiton depuoatoloyikn



g&étaon Yo va damotmbel edv Tuyov £xete olidia 6o dépua. O YiaTpog oag Ba, Kavel EMIONG TAKTIKES
deppoToroyikés e€etdoelg katd ) ddpketo g Oepanciag cag pe Fingolimod Accord. Edv
eUPavicBovy TpoPANUATO GTO SEPLO GAG, O YIOTPOG GOG UTOPEL VO GO TOPOTELYEL GE OEPUATOADYO,
0 omoiog petd TV e€€Taon WITOPEL VoL AToPacicel OTL Eivol OMUOVTIKO Y10, 6og Vo oag e&eTalet
TOKTIKA.

e acbeveic pe XKIT mov Adppavav Bepaneio pue Fingolimod Accord £xet avapepBei £vag tomog
KOPKIVOL TOV AEUPIKOD GLGTHLATOG (AEUPOLLL).

"ExBeom o10v N0 Ko Tpootacio amd Tov N0

H @wyxoipodn e&acbevilel To avoconomtikd oag cOoTHo. AVTO avEAVEL TOV KivOuvo avarntuéng
Kapkivov, Wlaitepa tov Kapkivav Tov déppatoc. Oa mpénet va mepropioete v £kBeon cag otov Ao
ka1 otig axtiveg UV g e€ng:

. POPAOVTOS KATAAANAQ TPOGTATEVTIKE POVYLL.
o Balovtog TaKTIKA avTNAKO pe VYNAO dgiktn TpooTaciog Kotd g vaepuddovg (UV)
axtvoPoriag.

Aocvvnfioteg eykepaikéc PAaPec mov oyetilovtan pe vrotpomn) g TKIIT

ETAVIEG TEPUTTMGELS 0loLVNOIGTA PHEYAAWDY EYKEPUAIK®DY PAafdV OV oYeTilOVTOL LIE VTOTPOTN TG
YKIT &xovv avapepbel o acbeveic mov AMaupavay Ospancio pe Fingolimod Accord. Xe nepintmon
GOPopNg VIOTPOTNG, O YUTPOG cag MBAvdS va {nticel va vtoPAndeite oe poyvnTikn Topoypagic yuo
va 0E0A0YAGEL TNV KOTAoTOoN Kot Oo amopacicel eGv ¥peldleTol Vo, GTAUNTCETE VO TOIPVETE TO
Fingolimod Accord.

AlMoyn and dheg Bepameieg oe Fingolimod Accord

O y10tpog cag umopel va oAraéel katevbeiov ) Oepaneia cog amd Pfrita-tviepeepdvn, o&kn
yhatipapépn N eovpapikd dyuebviestépa oe Fingolimod Accord av dev vdapyovv evdeifelg
dwatapoydv omd v tponyovpevn Bepaneia cag. O yratpds cag mbavov vo KEvel apaToAoYIKES
e€eTdoEIC TPOKEIUEVOL VO, ATOKAEIGEL TETOLEG dlaTapoyEs. Metd ) dtakomn ¢ vatallovudumng
mOoavov vo mpémet va meppévete 2-3 pnveg mpv Eekvnoete T Oepancio pe Fingolimod Accord. I
va 0AAGEETE amd TEPIPAOVVOLIOT, O YIOTPOG GO UTOPEL VO GOG GUUPOVAEVGEL VAL TEPIUEVETE YO
0PIGUEVO XPOVIKO d1dcTtne 1 vo vrroPAnbeite oe dradikacio exttdyvvong g amoPoing. Edav
axolovBovoate Oepameio pe aieptovlovpdunn, amatteitol o TANpNg a&loldynon Kot culnTnon Ue
oV ylatpd cog o vo anogactodei edv o Fingolimod Accord givat katdAANA0 1o GGG,

lyvaikec og avamapaymykn nikio

Edv ypnopomomei xatd t didpkeia g eykvopoocvvng, to Fingolimod Accord pmopei va PAdyet To
ayévvnto pmpd. Ipw Eexwvnoete ) Bepancia pe to Fingolimod Accord o yiotpdg cog Ha oag
g€nynoet tov kivovvo kat o cag NTHoEL va KAVETE VAl TEGT EYKVIOGUVIC TPOKEUEVOL Vo, BePatmbet
0T1 dev glote €ykvog. O yTpdc cog Bo oag ddoet pio kKapta 1 omoia e€nyel Yot dgv mpémet va
peivete £yxvog eva maipvete to Fingolimod Accord. Eniong e€nyei 11 mpénel va kdvete yio va,
amopVyete va ueivete £ykvog evd maipvete to Fingolimod Accord. Tpénet va ypnouonoteite
QTTOTEAEGUATIKT AVTICOAANYN KaTd T S1dpKela TG Oepameiog Ko yio 2 Uveg HeTd T SLoKOTT TG
Oepaneiog (PA. mapaypagpo «Konon kot Onrooudcy).

Emdeivwon tng TKIT petd ) draxonn g Bepansiog ue Fingolimod Accord
Mn ctapatioete vo maipvete to Fingolimod Accord ko unv aAAdéete ) d6om cog yopig va
EVNUEPDGETE TPATO TOV YLOTPO GOG.

Evnuepaote apéomc tov yiatpo cag edv motevete 6t 1 ZKIT oag yepotepevet petd amd m dtokomm
¢ Oepomeiag pe Fingolimod Accord. Avto Ba pmopovace va givor coPopod (PA. «Edv otapatioete va
naipvete 1o Fingolimod Accordy» otnv mapdypago 3, kot exiong v mopdypogo 4, «ITibavég
avemBOUNTEC EVEPYELED»).

Hiuaopévor
H gunepio ue Fingolimod Accord og nhikiopévoug aobeveic (nhikiog dve tov 65) givar
TEPLOPIOUEV. MIANGTE GTOV Y1OTPO GOG EAV EYETE TUYOV EVOOLAGHOVG,



oo kon £épnpor

To Fingolimod Accord dgv mpoopiletat yia yprion oe moudid niikiog kato tov 10 etdv, Kabhg dgv
éxetl peretBel o acBeveig pe XKII og avt v nAkiokn opdda.

O1 TPOEIBOTOINGELG KO 01 TPOPVAGEEIS TOV AVOPEPOVTOL TOPATAV®D 1GYVOVV ETIONG Y10 TO TOLA KO
Tovg ePnPovs. Or mopakdt® TANpoPopieg eivar 1d10iTEPA GNUAVTIKES Y10l TO TOOLYL KOl TOLS EPTPOLG
KOl TOVG PPOVTIGTEG TOVG:

- Ipw apyicete to Fingolimod Accord, o ywatpog cog Bo. eléyEet Ty KatdotaoT Tov foAacuod
cag. Eav dev €yete kdvel kamoto epPoOAla, pmopel va ypelocTel va To KAVETE TPOTOV UTOPECETE
va. Eexvnoete to Fingolimod Accord.

- Tnv Tpdn Popd mov Ba wapete To Fingolimod Accord, 1 étav Ba. odha&ete v nuepnota d6om
amo 0,25 mg g 0,5 mg, o yiatpdc cag Ba Topakorovdncel Tov kopdiakd cog puOud Kot Tovg
KapdloKovg ToAR0VS 6og (PA. «Bpadig kapdiarkog puBuog (Bpadvkapdio) Kot akavovieTol
TOALODY TOPOTAVD).

- Edv eppavicete omacpoc 1 kpioeig tpv 1 Kotd T didpketo thg Oepansiog ue Fingolimod
Accord, evhpepdoTte Tov YoTpo 560G,

- Edv mhoyete amd katdabAyn i dyyog 1 edv mapovoidoete katdOioyn 1 dyyxog Katd tn didprel
g ayoyng pe Fingolimod Accord, evnuepdote tov yiotpd oag. Mmopel va. ypelaoteite otevi
TapoKoAovONoN.

Alho @appoxa ko Fingolimod Accord

Evnuepmote tov yiatpd 1 ToV popuaKomold cag dv maipvete, £xete TpOGPOTA TAPEL 1) UTOPEL VoL

mwhpete GALo pappoka. Evuepmaote Tov y1otpo cog £6v mapVETE OTOIOONTOTE A TO TOPAKATM

QapuoKa:

o D appoKa TOV KATOGTELLOVY 1] TPOTOTOLOVV TO GVOGOTOU|TIKO GUGTILO,
GUUTEPTAAUPAVOUEV®DY GAADV QUPIRAK®OV TTOV YPICLUOTOLOVVTAL VLU TNV AVTIUETMOTLON TNG
YKII, 6ntmg 1 vieppepovn Prita, 1 o&kn yAotipapépn, 1 votailovpdumn, n pito&avopovn, 1
TEPLPAOVLVOUIO, 0 PovUaPIKOC dyueBuieotépag N N adeptovlovpaunn. Aev Tpénet va
Aappavete Fingolimod Accord poali pe tétola appoxe 10Tt antd PTopel vo evioyDoeL TNV
enMidpaon 610 avocomomTikd cvotnua (BA. eniong «Mnv napete to Fingolimod Accordy).

o Koptikootepoedn, Loyo mbovig tpdchetng exidpacng 6T0 avocOTOTIKO GUGTI LA,

o Eppoia. Edav tpénet va kavete kdmoto epuforto, copfovievdeite mpota tov yiatpod coc. Katd
™ ddpketa g Bepaneiog pe Fingolimod Accord kot yio Sidotnpo é0¢ 2 uvoV PETA T
SloKOT TNG, deV TIPEMEL VOL KAVETE OPIGUEVOVG TOTOVG epPolimv (epuforia pe Lovteg
g€acBevnuévoug pikpoopyavicpois), kadmg o propodoay vo Tpodotncovy T Aoiumwén mov
Oa émpene B Tpordfovv. AAla epPoria pmopet va pun dpovv t6c0o KaAd 660 cuviBwg edv
xopnyNBovVv KaTA TN SIEPKELN ALTNG TNG TEPLOJOV.

o D appoKa 1oV EMPPASGHVOVY TOVG KUPOLEKOVS TAANOVS (Y10 Tapadety Lo B-0vaoTOAELS, OTMG
N atevoAdin). H yprion tov Fingolimod Accord poali pe tétota appoke umopei vo evioydoet
NV ENBPOOT] 6TOVE KOPILOKODE TAAUOVE TIC TPDTEG NUEPES ueTd TNV Evapén tov Fingolimod
Accord.

o D appoKa Y10 OKAVOVIGTOVG KOPOLAKOVS TAANOVS, OTMG KIVISivT), S1G0TLPAUIdN, Aptodapov
N 60ToAOAT. Agv Tpénel va ypnolpomomoete o Fingolimod Accord v maipvete éva 16010
QAPUOKO, ETEON UTOPEL VO EXIOEIVADGEL TOVG OKAVOVIGTOVS TOAUOVS (BA. emiong «Mnv mapete
to Fingolimod Accordy).

. Alha @éppoxa.;

o OVOOTOAEIC TPMTEACNC, PAPLOKA KATH TV AOIUDEEDY OTMG KETOKOVALOAT, alOAEC
AVTILVKNTIOOIKA, KAaplOpopvkivn 1§ teABpopokive).
o kapPapalenivn, prpoumikivn, eowvopapPitdin, eaivoutoivn, epafipévin 1 vepkod

(mBavdg kivovvog petmpévng amotedespatikotntag tov Fingolimod Accord).

Kinon kot Oniaopog
Edv giote éyxvog 1 OnAalete, vopilete 0TL umopei va giote £ykvog 1) oYESALETE VO OMOKTHGETE TTOUdL,
{nmote T cVUPOVAN TOV YOTPOV GO TPV TAPETE ALTO TO PAPLOKO.



Kunon

Mn xpnowonoteite To Fingolimod Accord kotd t didpkela TG EYKVHOGVVNG, £GvV Tpoomabeite va
peivete £ykvog 1 edv giote yovaika Tov Oo uropovoe va Peivel £YKLOg Kot OEV YPTCILOTOIEITE
amoteheopatiky ovticOAANy. Edv o Fingolimod Accord ypnowyomombel katd m didpreia e
€YKVHOGLVNG, VIapPYEL kKivduvog BAAPNG oTo ayévvnto popo. H cuyvotnta cuyyevdv Sapaptidv M
onoia TopatnpiOnke oe popd mov ektébnkav oto Fingolimod Accord katd ™ didpkeia ™G
EYKVHOGVVNG Elvar TePITOL SITAAG1O, aTd TN GLYVOTNTO TOL TAPATNPNONKE GTOV YeEVIKO TANBLGUO
(6mov M GVYVOTNTO GLYYEVGOV dlopapTidV givar TEPimov 23%). Ot GUYVOTEPO. AVAPEPOUEVES
Swpaptieg mepredpfovay Kapdlakes, VEQPIKEG Kol LDOCKEAETIKES dloUOPTIES.

ZUVETMG, €AV €I0TE YUVAIKO O OVOTOPAY®YIKY NAKiaL:

- npwv apyioete ) Ogpameio pe Fingolimod Accord o yatpdg cag o 6ag EvUEP®CEL Yl TOV
Kivduvo Tov SlaTpEYEL £Vl ayEVVITO LmPO Kat B cog {NTHoEL va KAVETE TECT EYKLLOGHVNG Y10
va dtoc@aricel OTL Oev gloTe £YKVOC,

Kat,

- TPENEL VO, YPTCLLOTOIEITE OMOTEAEGUATIKY] OVTIGLAAN YT Y10 650 SdoTnua Aapfavete
Fingolimod Accord kot yio 800 pivec LeTd T S10KOT TOL Y10l VoL 0T0PVYETE VoL LEIVETE £YKVOG.
Muote pe Tov Y1aTpo 6ag yio TG aEomotes pebddovg avticOAANYNMG.

O vorpdc cag Oa coc dmoet pia kbpto mov eEnyel yiati dev mwpémel vo peivete £YKVOC EVA TOPVETE TO
Fingolimod Accord.

Eav peivere éykvog evd naipvere to Fingolimod Accord, evnuep®dete apécmg Tov yotpo cag. O
ywTpdg cag Oa amopacioet T dtokomn g Oepamneiag (PA. «Edv otapotioete va maipvere to
Fingolimod Accord» oty mapdaypago 3 kot exiong T moapdypaeo 4, «[Mbavég avemBounteg
evépyeleey). Oa mpaypotomoindel eEgdcevévn TPOyEVVNTIKY] TapaKolovOno.

OnAacpog
Agv nipémer va Onhalete otav maipvere To Fingolimod Accord. To Fingolimod Accord pmopei va

TEPACEL GTO UNTPIKO YA Kol VITAPYEL KivOLVOG GOPapdV avemlBOUNT®V EVEPYELDY Y10, TO LMPO.

Odnfynon ko (EPLOROS POV RLATOV

O ywpdc oag Oa oag mel edv 1 acHéveld cag oag emtpénetl vo odnyeite oxfpata,
CUUTEPIAAUBOVOUEVOL TOL TTOONAATOL, Kot Vo xEWpileote unyaviuata ue acediewa. To Fingolimod
Accord dev avapévetot va £ el KAmola XidpAct 6TV IKOVOTNTA 6ag Vo, 0dNyeite Kot va xepileote

U oviLLOTOL.

Qotdc0, katd v Evapén g Depomeiog O Tpémel va Topapeivete o€ KOTAAMNAL EEOTAMGUEVO
wtpeio N KAvikn yio 6 dpeg petd t Aqym g tpotng d6ong tov Fingolimod Accord. H wavotnta
o0G Vo, 00N yeite Kot vo xelpileote unyovioto UTopel va, ennpeactel otn StdpKeLo Kot Tlavmg LeTd
Ao OTO TO YPOVIKO OLAGTI L.

3. Iog va mapete To Fingolimod Accord

H Bepamneio pe Fingolimod Accord 0a emifAéneton and yotpd pe epneipio ot Oepameio e
GKANPLVONG KOTE TAGKOLC.

ITavtote va maipvete To PAPUOKO CLTO CVGTIPE COUPOVO LE TIG 0N YiEg TOV YiaTpoL oag. Edv éxete
apQPoAiec, pPMTAGTE TOV YITPO GOG.

H ocvvietdpevn doon givat:

Evijlmkeg:
H 80601 givar éva kawakio 0,5 mg v nuépa.



Howowd kon Epnpor (Mkiog 10 etV Kot avo):

H 0601 e€aptdran amd To copatikd fapoc:

o Toudié kar épnfor ue owuatiko Papog ico i kdrw ord 40 kg: éva koyakio 0,25 mg v nuépa.

o Toudié, kar épnfor ue owpatiko Popog ave twv 40 Kg: Eva kayakio 0,5 mg vy nuépa.

Ta wondid kot o1 Epnpor mov apyilovv pe éva kaydakio Tov 0,25 mg v nuépa Kot apyoTEPU OTOKTOVV
otobepd copatiko Papog dve tov 40 kg Ba Lafovv 0dnyiec amd tov yroTpd Tovg vo aArdEovy o éva
Kkoyakto tov 0,5 mg v nuépa. e auth TV TEPITTOGT, GUVIGTATOL 1) ETUVAANYT TNG TEPLOSOV
TopaKoA0vONGoNG TG TPAOTNG YOoPYNONS.

To Fingolimod Accord givot dtaféoipo povo wg oxinpd koydakio tov 0,5 mg, ta omoia dev givor
KaTGAANAQ Yo Toud1d ko pPovg pe copotikd Bapog ico 1 wkpotepo tmv 40 Kg.

v meptektikota Tov 0,25 mg vrdpyovv dtobéotpa GAAL PAPLOKE TTOV TEPLEYOVY PLVYKOAUOOT).
Porote tov y10tpd 1 TOV QOPLOKOTOLO GOG.

Mnv vrepPaivete ) cuvicTdpevn 660).
To Fingolimod Accord npoopiletat yio ypion amd 10 6Toua.

I[Tapte To Fingolimod Accord pio @opd v nuépa pe éva mothpt vepd. Ta kaydkia tov Fingolimod
Accord 8o mpémel vo katamivoviol tévtote aképata, yopic va avoiyovtal. To Fingolimod Accord
umopel va AneBel pe 1 yopig Tpoen.

H Ay tov Fingolimod Accord tyv 16w dpa kébe pépa Bo cag fondnoet va Bopdote mote vo
maipvete T0 PAPLOKO GOG.

Edv éyete amopieg oxetikd pe to didotnua mov Ha tpémnet va naipvete to Fingolimod Accord,
amevbuvleite GTov Y10TPd 1 TOV EUPUAKOTOLO GO,

Eav napete peyarvtepn d0on Fingolimod Accord amé Tnv kKavoviki
Eav mipate peyolvtepn d6on Fingolimod Accord amd v kavovikn, KaAEoTE ApES®S TOV Y10TPO GOG.

Eav Egyaoete va mapete to Fingolimod Accord

Edv maipvete o Fingolimod Accord yia didotnpo pukpdtepo amd 1 uiva kot Egydoete va mapete

1 d60m Yo o OAOKAN PN NUEPQ, ETKOVOVIOTE LIE TOV YLOTPO GOG TPOTOV TAPETE TNV EMOUEVT OOGT.
O y10TpO¢ 060G UTOPEL VO OTOPUCICEL VO GO TOPOKOAOLONGEL TNV MPO TOL Bal TAPETE TNV EMTOUEV
doon.

Edv maipvete to Fingolimod Accord yia tovAidyiotov 1 uiva kot Egxdoete vo mdpete T Oepaneio cog
v Thve omd 2 BO0UAOES, EMKOIVOVIOTE LLE TOV YITPO GOG TPOTOV TAPETE TNV EMOUEVT dOa. O
YWTPOG GO UTOPEL VO AMOPAGIGEL VAL GO TapakoAovdnoel TV dpa wov Ba mhpete TV endpevn doom).
Qot600, dv Egydoete va mdpete T Oepaneia cag Yo Sidotnue pikpdtepo amod 2 efdoudadsc, uropeite
VoL TAPETE TNV EXOUEVT HOGT GOLPMOVO, [LE TO TPOYPOUUE GOC.

[Toté unv mapete duThn dO6GN Yo Vo avamANp®GETE T dOoN 1oL Egydoare.

Eav stapaticste va maipvere to Fingolimod Accord
Mn ctapatioete vo maipvete to Fingolimod Accord 9 pnv oAlaéete T d6om 60G XOPIG va WA GETE
TPATO [LE TOV YIUTPO GOC.

To Fingolimod Accord 0o mtopopieivel 6Tov opyaviopud 6ag £m¢ 2 WVEG LETA TN O10KOT TG ANYNG
Tov. O apudc TV AsvKk®V 6og atpnos@apiny (aptBpdc AepeokvTTdpmv) umopel exiong va
TOPOUEIVEL YOUNAOC GE 0WTO TO SIGCTNUA Kol Ol AVETIOVUNTEG EVEPYEIEG TTOVL TTEPLYPAPOVTAL GE AVTO
70 QUAAO OONYIOV propel akoun va wapatnpovvtat. Metd ) dwukorny) tov Fingolimod Accord pmopet
va ypelotel va mepipévete 6-8 efdoudosg mpiv Eekvnoete o véa Bepomeio yio v ZKII.

Eav mpénet va Eavapyioete to Fingolimod Accord petd amd dwokomn peyadvtepn tov 2 fdouddmv, n
EMIOPAOT] GTOV KOPILOKO PLOLO TOV TAPATNPEITOL PLGLOAOYIKE OTOV EEKIVE Y10 TPAOTN POPA T

Oepameio pmopel va emaveppoavicbel kot Ba ypelaotel vo Tapoakoiovdnbdeite e KatdAAnia
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gEomMopévo opeio 1 KAvikn yio v emovévapén g Oepanciog. Mnv Eavapyioete to Fingolimod
Accord petd and diakomnt| Tov Yo TEPIEGOTEPES amd 300 efdopadeg ywpic va cvpfovievdeite Tov
Ytpd coc.

O y10tpd¢ o0g Bo amoPacicel av Kot IO TPEMEL VAL GOG TAPAKOAOVONGEL LETA TN OL0KOTT) TOV
Fingolimod Accord. Evnuepdote apéomng tov yratpd cog edv motedete 6t 1 ZKIT 6ag yepotepevet
petd amd ™ daxont| g Bepameiog pe Fingolimod Accord. Avtd Ba propodoe va givar coPapd.

Edv &yete meprocdtepeg epOTNGELS GYETIKA LLE TN XPTOT AVTOV TOL PUPLAKOV, POTNCTE TOV YLTPO 1)
TOV QOPLLOKOTOLO GOG.

4. IMBavég avemBOUNTEG evépyereg

Onwg 6ha ta eappoka, £TG1 Kol 0LTO TO GAPLOKO Uopel Vo TpokaAEcel avemBOUNTES EVEPYELES, OV
Kol 6gv Tapovctdlovtal 6 OAOLG TOVG AVEPMOTOLG.

Opiouéveg avemBounteg evépyeleg umopei va givan 1] va yivouv coBapég

Yoyvég (umopel va emmpedcovy émg 1 ota 10 dtopa)

- Bnyog pe pAéypota, Suceopia 6to otNBog, TLPETOS (GNUELN SLUTUPAYDY TOV TVELUOVOV)

- Epmntikn Aoluwén (avepofroyid 1 £pang (ooTHpOC) UE CUUTTOUUTO OO PLGOAISES, aictnua
KahGov, Kvnopd 1 mévo 6to dEpUA, SLVHBME GTO AVM PEPOS TOV GMUATOG 1| GTO TPOCHOTO.
A0, GUUTTOUATO, LTOPET VO Vol TVPETOC Kot adVVaio GTO TPM GTASIN TNG AOTU®ENG Kot
aKoAovBohv povdlacua, Kvnouog 1 puBpéc meployéc pe cofapd Tovo

- Bpoadvg kapdiaxog puduodg (Bpadvkapdia), akavovioTog Kapolakog puduog

- "Eva €id0¢ kapKivov Tov déppatog mov ovoualetotl facikokuttopikd kapkivopa (BCC) mov
oLyVa epeaviletol cav papyaprtaposdég olidto, av Kol UTopel Vo ELQavioTel Kot pe GAAES
HOPPES

- Kotabiwym kot dyyog gival yvootd 0Tt TapatnpodvTal e avEnUEVN ouyvotnto otov TAnBucud
¢ ZKIT ko &govv emiong avagepbel oe ToudiaTpikovg aobeveic vid Bepaneio ue Fingolimod
Accord

- Amndrewn fapovg.

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

- [Tvevpovia pe copmtdpate OTMG TUPETO, PY0, SVGKOAIN GTNV OVATVOY|

- Oidnpa g oxpds knAidag (oidnua TNV TEPLOYN KEVIPIKNG OPOGTG TOV KEPATOELOOVS GTO
omic010 TuR TOL 0POUALOD) UE CLUTTOUATO OTIMG GKIEG 1) TVPAO GTUEIO GTO KEVTPO TNG
opaong, apmn 0pac, TPOPANUATE GTO VA, S1UKPIVOVTOL XPOUOTO | ASTTOUEPELEG

- Meiwon tov aiponetoAiov Tov aipatog 1 onoio avEdvel Tov Kivouvo aipoppayiog 1 epedviong
UOADTOV

- Kokdonbeg puerdvoua (éva €idog kapkivov Tov dEpUATOS OV GLVNOME AVOTTOGGETOL AT EVOV
acvviB1oTo omido (ehd)). IIiBavd onuddie pelovopatog teptiapfdvovy omilovg mov pmopel
va oAAGLovv péyefog, oYL, VYOG 1 XPOUO LE TNV TAPOdO TOV XPOVOUL, 1 VEOUS oTtiAovg. Ot
omilol umopet va eppavicovy kvnopod, apoppayia 1 eEEAkwon

- Eraopog, Kpioelg (o ouyva o€ modld kot eprfovg am’ Tl € EVHAKES)

Yrawieg (umopei va emnpedoovy émg 1 ota 1.000 droua)

- Mia katdotoon Tov ovoudletatl chvdpouo onicbiog avaotpéyiung eykeparonadeiag (PRES).
Ta cvuntopato propel vo teptiappdvouy apvidia Evapén coPapod ToVOKEPALOL, GOYYVO,
EMANTTIKY KPioM KoM datapoyEs TG Opacns

- Aéuoopa (éva, €idog KopKivov Tov emnpedlel T0 AEUPIKO GVGTNUW)

- Kopxivopo ard mhakddeg emBniio: £vo ei00¢ KapKivow Tov dEPLOTOC TOV UTOPEL VOl
euPavioTel mg okAnpd kokkvo olidlo, mAnyn e epeAkida (KpovoTa) 1| VEQ TANYN GE Ui
VILAPYOLGO OLAN

MoAd omavieg (umopei va ennpedoovv €og 1 ota 10.000 dropa)
- Avopoioa 6to nAeKTpoKapdloypaenua (avactpodn Tov endpuotog T)
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Oykog oyetifopuevoc pe Aoipmén and epnntoié 8 tov avhpmmov (chpkmpo Kaposi)

Mn yvooTég (1 cuyvotNTA ToVG dev umopei va extiun el pe Pdon ta drebéotipa dedopuéva)

AlAepyiKég avTIdpAoELS, Tov TEPIAaUPavouy cav courtopate e&avonua 1 kvidoon, TpH&o
ota yeldn, ™ YA®cooa 1 To TpOcmRo, Ta omoia gival mBovoTEPO VA epPavicBovv v nuépa Tov
apyilete ) Bepaneia pe Fingolimod Accord

Inueio nratikng vooou (GUUTEPTAAUPBOVOUEVNC TG NAATIKNG OVETAPKELNS), OTMS KITPIVIGHA
TOV O&PUATOG GOG 1] TOL AEVKOV TOV LATIOV oaG (IKTEPOG), vavtia 1| peToc, Tdvog ot de&id
TAELPA TNG TEPLOYNG TOV GTOUAYOV GaG (KOWMA), GKOVPOXP®UO 00pa (KAPE XPDOUATOS),
aicOnpa Ayotepng meivog am’ 6Tt cLVRB®E, KOTWOOT KAl U1 QUGIOAOYIKEG TILEG OTIG EEETACELS
NG NAATIKNAG A€lTovpyiog. e Vo TOAD HKPO aplfud TEPITTOCEMY, 1] NTUTIKY OVETHpKELR Oa
UTOpoVGE VA 00N YNGEL GE LETAUOGYEVCT] TATOG

Kivévvog pog omdviag Aoipméng Tov £yKe@Arlov ToL ovoudLeTol TPOI0VGO TOAVEGTIOKT)
Aevkoegykeparonadeia (PML). Ta countopata g PML pmopet va givor mapopota pe antd
pag vrotpomng e XKII. Mnopei eriong va eppavicfodv copntdpato to omoio mhavov va
unv avtiAnebeite povor cog, Onwg petaforéc otn didbeon 1 TNV GLUTEPLPOPAE, KEVA UVIUNG,
dVOKOAIEG GTNV OUIALD KO TNV EMKOWV@OVIO, TO OTTOI0 0 Y10TPOG Gag TOOVOV Vo, XPELNCTEL VOl
dlepeuvnoel mepaTépm TPOKEEVOL Vo amokAgioel v PML. Xvvenmg, edv motedete OTL N
2KII cag emdevaveton ) €bv €6€1G 1 01 O1KEIOL GOG TAPATNPNGETE KATOl VEX 1 acLVIBioTA
GUUTMOUOTO, EIVOL TOAD GTUOVTIKO VO EXKOIVIOVIGETE UE TOV YIATPO GO TO TAYXVTEPO SLVOTOV
Dreypovmodng droTopoyn Letd ™ dwakont| ™ Bepameiog pe Gilenya (yvoot g pAeypovddeg
oOVIPOLO avOGOAOYIKNG aokatdotacng 1 IRIS)

Kpvrrokokkikég Aouaéelg (€va €i00G PKNTIOGIKNAG AOTH®MENS), COUTEPIAAUPAVOUEVIC TNG
KPUTTOKOKKIKNAG UNVIYYITIO0G LUE CUUTTOUOTO OTMS TOVOKEPUAO GUVOOEVOLEVO OO SLGKOLYIO
oToV avyéva, evaisincio 6To Pwc, vavTia Ko cbyyvon

Kapxivopo Merkel (éva gidog kapkivov tov déppatoc). Ta mhavd onuadio Tov KapKIvOUTOS
Merkel mepiiappdvouy olidio 6To ypdua TOL FEPUATOG T LEAAVO-KOKKIVO, AvDOVVO, GUYVE 6TO
TPOGMTMO, T0 KEPAA 1 Tov Aatpd. To kapkivope Merkel propei vo eppaviotei exiong g
oKANpo, avddvvo olidto 1 pélo. H pakpoypdvia éxbeom otov Ao kot to aceveg
OVOGOTOMTIKO GUGTNUA UTOPEL VO EXNPEAGOVV TOV Kivouvo avamtuéng kapkivadpotog Merkel
Mertd ) dakomn g Bepaneiog pe Fingolimod Accord, ta cvuntopoata g TKIT propei vo
enovéABouv Kot pmopei va ival coPapdtepa o€ oYEoT e EKEVA TPV 1] KATA T SLAPKEL TNG
Oepamneiog.

Avtodvoon popen avaipiog (uetmpévog aptBpuog epufpmdv atpocpatpiny) Katd Ty onoio To
€pLOPA aOCEAiPLO KATAGTPEPOVTOL (AVTOGVOCT] OLLOAVTIKY) OVOLLLict).

Edv eppoavicete Kamo1o omd o Topandve, EVIHEPADGTE UPEGMS TOV Y1I0TPO 6OGC.

AAec avemQOUNTEC EVEPYELEC

IoAv ovyvég (umopel va emnpedoovy mdvm and 1 ota 10 dropa)

Aolpwén omd Tov 10 ¢ YpInNg e CVUTTONOTO, OTOS KOT®GN, Piyr], TOVOLALLLO, TOVO GTIC
apBpdGELG 1] GTOVG PVC, TUPETO

AioOnpo mtieong 1 Tévov oT0 LAYOLAO KOl GTO LETOTO (TOPOPPIVOKOATITION )
TTovoképaiog

Aldppora

Oocpuaiyia

E&etdoeic aipatog mov deiyvouv avénuéva enineda nrotikdv eviopumy

Brxog
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Yoyvég (umopei va emmpedoovy émg 1 ota 10 dropa)

- Agppotoutio, po LUKNTIHGIKT AoipmEn Tov d€ppratog (TpLyoeutio ToKIAGYPOLS)

- Z6én

- 2oBapog TOVOKEPAAOG TTOV CLYVH GLVOOEVETAL OTO VAVTIN, EETO KOl EvocOncio 6To PO
(Mupavia)

- XopnAd eminedo AeVKOV apoGPAlpi®V 6TO aipd (AEUPOKLTTAP®Y, AEVKOKLTTAPMV)

- Advvopio

- Kvnopmdeg, epubpod e&dvinpa pe aicOnpa kovcov (Eklepa)

- Kvnopog

- Avénuéva eninedo Mmdiov (Tprylukeptdimv) 6To aipa

- Tpydntoon

- AVGKOAN GTNV avaTVON

- Kotabiwm

- Oaumn 6pacn (BA. akdun TV TAPAYPOPO Yo TO 0idNua TNG @yPag knAidag «Opiouéveg
avemBounteg evépyeteg pumopet va givor 1 va yivouv cofopéc»

- Ynéptaon (to Fingolimod Accord propei va mpokaAiéoet o avé&non g apTnplakng Tieonq)

- Mvikdc mévog

- [16vocg o115 apBpdoelg

'Oy ovyvég (umopet vo exmpedoovy £o¢ 1 ota 100 dropa)

- XounAd eninedo opioHEVOV AEVKOV OLOCOUIPIMY (OVOETEPOPIAMVY) GTO aijla
- Kotablmtikn duibeon

- Noavtia

Yrdwieg (umopei va enmnpedoovy €mg 1 ota 1.000 droua)
- Koapxivog Tov Aeppikod cuotipatog (AEpempa)

Mn yvooTég (1 cuyvoTNTA TOVG Ogv umopei va extiun el pe Pdon ta dtabéotpa dedopéva)
- [epupepicod oidnpa

Edv omotodfmote 0md avtd oag ennpedoel coPfapd, EVIILEPAOCTE TOV YLATPO GOC.

Ava@opd avemOOunTOV EVEPYELOV

Edv mapotnpfoete Kamoto avemBOunT evépyela, EVIUEPDOTE TOV YIOTPO 1) TOV PUPUOKOTOLO GO,
Av10 1oy0et Kot Yo kGOe mhavn avemBounTn evépyela Tov dev avaPEPETAL GTO TAPOV PUAAO 0ONYIDV
xpnons. Mropeite emiong va avapépete avemBOUNTEG evépyeleg anevbeiog, LEc®

EAlLada

EBvikdc Opyaviopuog @apudimv

Mecoyeiov 284

GR-15562 XoAapyog, Adnva

TnA: + 30 21 32040337

Iototonog:  http://www.eof.gr
http://www.Kkitrinikarta.gr.

Méow ¢ avagopdc avembiunTmv evepyeldv pmopeite vo fondncete 6t GLAAOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TAPOVTOG POPLAKOL.

5. Iog va pvidsoete To Fingolimod Accord

To @apuako ovtd TPETEL VoL QUAACCETAL GE UEPT) TOV OgV TO PAETOVV KoL O&V TO POAVOLV TO TOdLA.
Na pn xpno1Honoteite avtd T0 GAPUOKO LETE TNV NUEpOUNVia ANENG TTOV AVOPEPETOL GTO KOLTI Kol

670 UALO ahovpviov TG kKuyéAng petd tnv « AHEH»/«EXPy». H nuepounvia AREng ivor n
TeAeLTAlN NUEPO TOV UAVA TTOV OVOQEPETOL EKEL.
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dvidooete og Oeppokpacio pikpdTepn v 25°C.
Mn ypnoiponoleite Kopio GLOKEVAGIO TOV ival KOTESTPAUUEVT 1 Epeavilel onueia eOopdg.

Mnv metdte aproKa 6To vepd TNG Amoy£TELONG 1 6T OlKloKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y10l TO MG VO TETAEETE TO, PAPLOKO TTOL OEV YPTCLOTOIEITE M. AVTA TO, LETPA. Oa
BonBiocovv oty mpoctacia tov mepPdAilovtog.

6. Iepreydpeva TS 6LVOKELUGLUG KUL LOUTEG TANPOPOPIEg

T epéyer to Fingolimod Accord

- H dpaotikn ovoia gival 1 ovyKOApOo.

- KaBe kayducro mepiéyet 0,5 mg @vykoApoomg (og vdpoyrAwpikn).

- Ta GAAa cvototkd giva:
Lepieyouevo tov kawoxiov: TIpoleAaTivomoinuévo GULAO, LOYVIOLO GTENTIKO.
IepifAnua tov kawoxiov: (ehotivn, Titaviov d10&eidio (E171), Zidnpov o&eidio kitpwvo (E172).
MeAdvt extomwong. koppea Adxkag (E904), tpomvievoylvukoin (E1520), Kaiiov vépoéeidio,
pavpto o&gidlo tov cdnpov (E172).

Ep@avien tov Fingolimod Accord kot wepleyopeve Tg 6V6KeVAGiag

AvokTo kitpvo adta@avég/Aevukd adtagavég okAnpd Koyakio (kaydkio) Cehotivng peyéboug «3» e
Tonouévn v évoelén «FO 0.5 mg» oto kdAvppa pe padpo peAdvt, Tov TEPLEYEL AEVKN MG VITOAEVKN
KOVL.

Kdabe xaydxio €xel ppkog mepimov 15,8 mm.

To Fingolimod Accord dwtifevtol oe cvokevacieg koyéing PVC/PVDC/alovpviov mov tepiéyovy 7,
28 1 98 oKxAnpd koydxio.

YuoKevooisg diTpnNG KLYEANG povéadag 66ong PVC/PVDC/alovuviov mov mepiéyovy 7 X 1, 28 X 1
1 98 X 1 oxAnpd koydiio.

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEC.
Kéroyog Adsrag Kvkrhogpopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ioravia

IHopoockevaotig

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyr,
OAovoio

T"o omoladnote TANpOoPopia GYETIKA [1e aVTO TO PAPLOKO, ETKOIVOVIOTE LLE TOV TOTKO
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AVTITPOGMOTO TOV KOTOYOV TNG Adelog KukAopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL/
NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.

Tel: +30 210 7488 821

To wapov AL 0dNYLOV yprions avabepnOnke Yo TeELsVTAio Qopa oTig 05/2025.

Addeg TNYEG TANPOQOPLOV
Agntopepeic mAnpopopieg yio to pappako avtd etvar dtabéoipeg oto dikTvakd 1010 Tov Evpomaikov
Opyavicpov dapudkmv: https://www.ema.europa.eu/
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