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Fingolimod Accord 0,5 mg exinpd koydxio
QIVYKOALLOON

AP aoTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLDV YP1ONG TPV UPYIGETE VU TALPVETE AVTO TO

PapRAKO, O10TL TEPLAAUPAVEL CNUAVIIKES TANPOPOPIES Y10 GO,

- DuraEre avtd To EOALO 0dNYLBV Yprone. Towg ypelaotel va to dwufdoete Eava.

- Edv éxete mepartépo amopieg, poTNGTE TOV Y1OITPO 1) TOV PAPLOKOTOLO GOG.

- H ocvvtayn v avtd 1o papproko xopnynnke omokAEIoTIKA Yio 60c. Agv TPEMEL VO SDGETE TO
@apupoko 6e GAlove. Mmopel va Tovg TpoKaAésetl BAAPT, KOO Kot OTOV TO GUUTTOUATO TG
ac0éveldg Toug eivar 1010 pe T S1kd Gag,.

- Edv mapotnpfoete Kamoto avemBOUNTN VEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUAKOTOLO
c0g. Avtd 1oy0et kal ylo KGO mbavi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TTALPOV
@OALO 0ONy1dV ¥prione. BAéne mapdypapo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt eivan o Fingolimod Accord kot ot givo 1y xprion tov
T mpémet vo yvopilete mpv ndpete o Fingolimod Accord
o va napete To Fingolimod Accord

[MBavég avemBOunTes evépyeteg

Mo va pvidooete to Fingolimod Accord

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpieg

Uk wd P

1. T givon To Fingolimod Accord ket o givar 1 p1jon Tov

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

Mo givor n xpnon Tov Fingolimod Accord

To Fingolimod Accord yopnygitot o€ evniikovg kat o€ maidid kot eprifovg (Atkdg 10 etdv kot dvm)
ywo Vv Oepameia tng vrotponmdlovcsac-Sloleitovcag ckANpuveng kotd TAdkag (EKIT), o
OLYKEKPIUEVQ OE:

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

l

- AcBeveic pe tayémg eEehMocopuevn coPfapn XZKII.

Me 1o Fingolimod Accord dev emtuyydvetan iaon tng KII, duwg to Fingolimod Accord cupfdaiiet
o™ Helmon Tov aplfUod TV VTOTPOT®Y Kal TNV emPpaduvon g eEEMENG TNC avamnpiog Tov
nmpokaiei  ZKIL.

T givan 1] ok povon KoTd TAGKOG

H XKIT givon por pokpoypovia katdotaor mov ennpedlet To Kevipiko vevpikd cvotuo (KNX), mov
amoteleitonl amd Tov eYKEPAAO Kat ToV vaTloio poerd. Ztmv XKIT 1 pAeypovi KotaoTpéPel To
TPOGTOTEVTIKO KAAvppa (Tov ovoudletol poedivn) yopw amd ta vevpa 6to KNI kot dtokomtet T
omotn Asrtovpyia TV vedpwv. Avtd ovoudletol amopwerivmon.

H vrotpomalovoa-diieinovoa XKIT yapoktnpiletor amd emavalapufavOoUeves TEPLOSOVS
CUUTTOUATOV 0O TO VELPIKO GUGTNHO (VITOTPOTES) OV TPOKAAOVVTAL ad TNV PAEYHOVH 610 KNX.
Ta cvuntopate Staeépovy and achevr] o€ acbevi aAld KaTd Kovova TEPIAaUPivovY 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.



ITag épa To Fingolimod Accord

To Fingolimod Accord cuvteei oty mpootacio and Tig ETOEGELG TOL AVOGOTOTIKOV GUGTALLOTOG
Kkatd Tov KNI petdvovtog tnv KavotnTo OpIoUEVEMY AEVK®Y OUOGQAIPIOY (TOV AEUPOKVLTTAPOV) Vi
UETAKIVOOVTOL EAEVOEPQ LEGO GTOV OPYOVIOUO KOl GTOUATMVTAG 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 Kamoteg amd TIG AVOGOAOYIKES AVTIOPAGELS TOV OPYOAVIGHOD GOG.

2. T wpéner vo yvopilete Tpw wapete To Fingolimod Accord

Mnyv napete To Fingolimod Accord

- edv €xete pelOPEVN avocoroyiky] andvinon (0QeLOUEVT] GE KATOL0 GOVIPOLLO
OLVOGOOVETAPKELNG, KATON VOOO 1) GE QAPLLOKO TOV KATUGTEALOLY TO (VOGOTOMTIKO GUCTILUL).

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

- edv €xete gvepyo kapkivo.

- edv €xete cofapd mpofipata oTo Nmwop.

- £0v, ToVG TELEVTATIOVG 6 pNveg, Eiyate Kapolaki TpoosPorr]), aTnOaYYN, EYKEQUAKO
EMELGOO10 1] EVOEIKTIKA COUTTONATA EYKEPUIKOV ETELG0010V, 1] OPLOPEVE £101] KAPILOKIG
aveETapKELHC.

- €4V €xete KATOl E(0T) AKAVOVIGTOV 1] 11 PUGLOADYIKOV KUPOLaKoL pvopov (appubuia),
ocvumepthappavovtol ol acbeveic v omoimv to niektpokapdioypapnuo (HKI') deiyvet
napdracn tov dotiuatog QT wpwv amd v Evapén tov Fingolimod Accord.

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

- edv glote éyKvog 1 elote pia yovaike o€ avamapay Yk nAKia 7ov dgv yproonolel
OTTOTEAEGLATIKY] AVTIGOAA YY),

- 6€ TEPITTOOTN AAAEPYIUG OTI PLVYKOAUOON 1) GE OTTOLOONTTOTE AAAO OTO TO. GLGTUTIKG CVTOD
TOV POPLAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).

Edv oyvet Kkt tétoto yio €66g 1} dev giote fEPatol, oviNTOTE PE TOV YI0TPO GUG TPV TAPETE TO

Fingolimod Accord.

IIpogidomou|oelg Ko TPOPLAGEELS

AmevBuvBeite otov yatpod oag mpwv mapete to Fingolimod Accord:

- £av £yete cofapd avamTveLoTIKG TPOPAIOTH KATA TN OLEPKELD TOV DTTVOV (cofapn vviki
anvoia).

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

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

- €Gv maipvete M £(£TE TAPEL TPOGPUTA PAPLUKA TOV EMPPASVHVOVY TOV KUPOLUKO GOG
poOpo (61m¢ P-avactoreic, 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 6pacng 1 GAla onueio OONUATOG GTNV TEPLOYT KEVIPIKNG
opaong (oypd knAida) oto omicOio U ToL 0POUALOD (Mo KaTdoTAo YVOCT MG 0idN U
™G OYPAC KNAISAG, PA. TapakdT®), pAeyuovin N Aoiumén Tov 0eBoipol (payoelditidn) i av
&yete OwuPnn (o omoiog pmopel va mpokarécel TpofAnpata otny dpacn).

- €Gv £YeTE NTOTIKG TpOPrrpaTa.

- €bv &xete VYN apTPLoK] Tigon 1N omoic 0V pumopel va eheyy0el pe QOPRUKEVTIKN
ayoy.

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

Edv kdmolo and to mapomdve woydel yio e5dc 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 emipddvvon Tov kapdiakod puOpod kotd v évapén g Oepanciog
N et ) AMym ¢ Tpdtng 060ong tov 0,5 mg dtav aAriaéete nuepniota d6on amod 0,25 mg oe 0,5 mg.

2



Q¢ ek ToVTOV, pmopel va vidoete (AN 1 kénwon N va. £xete aioOnua TaAudv 1 wropel vo petwbdei n
aptplokn cog wieon. Eav avtég o1 emopdosis eivan cofapés, eviipuepaote Tov Y10Tpoé 00g, 010TL
pmopel va yperooteite opécwg Oepameio. To Fingolimod Accord pmopei oxkoun va tpokaiécet
AKOVOVIGTOVG KOPOOKOVE TOALOVG, EIOIKE HETA TNV TTPAOTN dOoM. Ot akavOVIeTOol KapdloKoi ToApol
oLV BMG EMAVEPYOVTAL GTO PUGLOAOYIKO GE Atyotepo amd pio nuépa. O Bpaddg kapdiakdg puOudc
oLV BmG EMOVEPYETAL GTO PLVGLOAOYIKO péca og éva unva. Katd ) didpkeia g teptddov avtmg,
oLVNOMG eV AVOUEVOVTOL KAIVIKG CTLOVTIKEG ETIOPAGELG GTOV KApOLoKO puouo.

O y1atpdg oag Ba cag {ntioet va Topapeivete oe kKatdAnia eEoTAGLEVO 10TPEio 1) KAMVIKT Yo
TOVAdYIGTOV 6 MPEC, KAVOVTAG LETPNOT COLYUMY KOl APTNPLOKNG TECTC avE dPa, PLETA 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 d6on tov 0,25 mg, dote vao, uropodv va Anebodv katdAAnAa HETpa 6
nepintoon avembOuNT®V EvePYEI®VY 01 0Toieg eppavilovtar katd v évapén g Bepaneioc. Oa
TPEMEL VO, KAVETE NAEKTPOKAPIIOYPAPNULL TPV OO T YOPNYNOT TS TPpDTNG dOong Tov Fingolimod
Accord kot petd v 6mpn mepiodo TopakorovOnong. O yuutpog oag mbavov va mapakorlovdei
GUVEYMS TO NAEKTPOKAPIIOYPAPN LA GG GTH SLEPKELD AVTOD TOL SICTHUATOS. AV LETA amd TV 6wpn
mepiodo Exete TOAD Bpadv 1 HEOVUEVO Kapdlokd puOUO 1} AV TO NAEKTPOKOPIOYPAEN UG Gag gival
nmaforoykd, pmopel va ypeactel va mapakorovdndeite yio peyoivtepo didotnpa (TovAdyiotov

2 emmAéov MpPeG Kol THOVAS KaTd TN ddpKeln TNG VOYTAS), LEXPLG OTOV awTd vToywpncovy. To id1o
umopet va. 1oydel kot otny nepintmon mov Eavapyilete To Fingolimod Accord petd amd ntpocmpivi
dwokomn g Oepameiag, aviroya pe To TOGO HEYAAO NTAV TO OLAGTNLO TS SLOKOTNG TNG KOl TTOGO
peyaio Ntav to dtdotua g Oeponeiog pe Fingolimod Accord mpwv amd ™ dlakomr).

Edv &yete N dtatpéyete Kivouvo EULPAVIONG OKOVOVIGTOV 1] U1 PUGIOAOYIK®V KAPIIOK®Y TOAUDY, oV
TO NAEKTPOKAPIIOYPAPT LA Gag givorl TaBoAoYKO 1) av £xeTe KapdloKn VOGO 1| KapIoKn aveTdpKeLd,
to Fingolimod Accord propei va unv givor katdAAnio yio €66g.

Av éyeTe 10TOPIKO UPVIdaG anmdAEL0G cLveidnong 1 uetdpévo kapdiako pudud, To Fingolimod
Accord propei va umv givor katdAAnio vy €66s. Oa cag e&etdoel KapdoldYOS TPOKEEVOD VO SDGEL
odnyieg yo. to g Oa Tpémet va Egxviogte T Bepameio ue Fingolimod Accord, kot yio tnv
TapoKoAovONoN KoTd TN SLdpKeELd TG VOKTAG.

Edv Aappdavete papuaka mov pmopel va TpokorlEécovy HeimoT Tov Kopdlokov cag pubpov, 1o
Fingolimod Accord pmopei vo unv givat kat@AAnio yio ecdg. Oa cog e€eTdoel KapdloAdyos, 0 0m0i0g
Ba dromiotdoet ov Umopeite va 0ALAEETE € EVOAAAKTIKG QAPLLOKO, TO, OTTOI0, OEV LELDOVOVY TOV
Kapdlakd oag puhud, dote va emtpanei 1 Ogpancia pe Fingolimod Accord. Edv n aAlayn avtn dgv
glvar duvary, o kapdlordyog B dmacel 0dnyieg Yia To Tmg Oa Tpémel va Eekivioete ) Oepameia, pe
Fingolimod Accord, kot yio tnv mapakolodOnon Kotd T S1apKeLo TG VOKTOC.

Edv dev mepdoate moté avepofroyid

Edv dev mepdoote moté avepoProyid, o yrotpdc cog 0o Benoet vo eAéyEeL TV 0vOGio 6aG EVOVTL TOV
100 Tov TV TTpokoel (10G avepofroyidcimotipa). 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 Bepamneiog pe Fingolimod Accord péypt éva piva petd
TNV 0AOKANPOOT) EVOG TAPOVG GYNLOTOC ELPOALOCLOV.

AowdEelc

To Fingolimod Accord peidvel tov aptBud tmv Aevk®dv atpoceatpiov (1diaitepa Tov aplduod tov
Aeppokuttdpmv). To Aevkd apoceaipla KATOToAELOVY TIG Aotudéets. [a 660 didotnua Aappdvete
Fingolimod Accord (ko £ém¢ 2 puiveg petd m diakonn Tov), umopel va eugavilete mo gdkola
Aoudéets. Omolodnmote AoipmEn mwov o €xete, umopel va emdevabei. Ot Louméelg pmopel va givort
coPoapéc kot ameintucég yio ) {on. Edv vouilete 6t £xete Aoipwén, £xete mupetd, acbdveote cav
va €xete ypimn, £xete Epnnra {OoTHpa N EXETE TOVOKEPAAO GUVOSELOUEVO OO SVCKAUY K GTOV
avyéva, gvaictnoio 61o eog vavtia, eEavOnua ko obyyvon onacuovg (EmAnNTTkég kpicels) (avtd
UTopEl va €lvol GUUTTOUATO UNVIYYITIO0E 1)/KoL EYKEPAAITIONG TPOKAAOVIEVNC OTO LUK TIOGIKT 1)
EPTNTIKT 10YEVT Lo1U®EN), EXKOVOVIOTE OUECHC UE TOV YIOTPO GOC, 10TL EVOE ETAL VAL lvar coPapn
Kol amentikn ywo ™ Lon. Eqv motevete 011 ) XKII cog emdevovetal (.. advvapio 1 petaforés



otV 0pact) 1| EAV TAPATNPNOETE OTOLAONTOTE VEQ CUUTTOUATA, ETIKOIVOVINOTE LE TOV YIATPO GOG
ApESMC, O10TL VTA UTTOPEL VO EIVOIL CUUTTOUATO ULOC CTAVIAG SLOTAPOYNC TOV EYKEPAAOL TOL
npokaAeitar amd o Aoipumén kat ovoudletar Tpoiovoa ToAveoTiakn Asvkogykeparonadeio (PML).
H PML givon puo cofapn méabnomn mwov pumopei va odnynoet o€ cofapn avamnpia 1| Bévarto. O 10tpog
cog mBavdg va {ntioet vo vtoPAndeite e LayvnTiky TOpHOYPOQia Yio vo aEloAoYNGEL QUTHY TV
katdotaon kat Oo anoeocicel edv mpénel vo otapotnioste va taipvete to Fingolimod Accord.

Aoipoén and tov 10 v avbporivev Onlopdtov (HPV), courepirapufavouévov tov Onidparog,
dvomhacio, KovovA®uaTa Kot kKapkivog oyetilopevog pe tov HPV éxouv avapepbel e acBeveic vmo
Oepameio pe Fingolimod Accord. O yatpdc oag Ba kpivel eav yperdletorl vo Kavete epuPoro Katd Tov
HPV mpwv Eexvnoete tn Oepaneia. Edv elote 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 Opoons N GALa onueia
010N LLOTOG BTNV TTEPLOYN KEVIPIKNG Opaomg (oypd knAida) oto omichio Tuipa Tov 0POoApoD,
oAeypovn 1 Aolpnmén tov 0pBaipod (payostditida) 1 dtaprtn, o yoTpdg cog pmopet vo Bednoet va
vroPAnOeite o€ oOaALOAOYIKO EleYYO.

O y1atpdg oag umopel va Beinocet va vmoPAnbeite o 0pBoulporoykd Eleyyo 3 émg 4 pveg petd myv
évapén g Bepamneiog pe Fingolimod Accord.

H oypd xnAida eivor pia pikpr| meptoyn Tov Kepatogdovs 61o onichio tufpe Tov opBaipov 1 omoia
cag otvel tn duvaTdTNTa Vo PAETETE OYNLOTO, XPDOUOTO Kot AeTTOpEPEIEG KaBapd kot evkpvdg. To
Fingolimod Accord pmopel va mpokalécetl €oidnon oty oypd knAida, Hia 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 eav £xete dtapitn 1 v
glyate pAeypovn Tov o@OaApod oV ovopdaleTal payoelditida. Xe QUTEG TIC TEPUTTMOELS O YIOTPOG GOG
0o oag (nmoetl va KAveTe ToKTIKEG 0POUALOAOYIKEG EEETAGELS TTPOKEIUEVOD VO dloyvecOel To oidnua
G OYPAC KNALdAG.

Edv eiyate oto maperfov oldnpa g oypds KnAidag, EvUePOOTE TOV Y1TPO GG TPLY EEKIVIIGETE TNV
Oepameio pe Fingolimod Accord.

To oldnpa g oypdg KNAdOG PUTopel Vo TPOKAAESEL 1010 LE KATOH OO TO CUUTTMHOTO OPACNG LLOG
vrotporng ¢ ZKIT (omtikn vevpitida). v apyn WITopel vo Unv vdpyovv Kabolov GUUTTOUOTO.
BePaimOeite 0T1 evnuep®VETE TOV YI0TPO GO GYETIKA Ue omoleadmote adlhayég oty Opacn cag. O
YwTpog Gag pmopet vo Bednoet va vtoPAndeite e o@OUALOAOYIKO EAEYYO, EOUKE ECV:

- TO KEVTPO TNG OPUCNC GOG apmdvel 1 £yl OKIEC,

- OVATTUGGETE TVPAO OMLELD OTO KEVTPO NG OPAGNG GG,

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

Aoxyooieg nmatikng Aettovpyiog

Eav éyete cofapd nroatikd mpoPAnpata, 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 GOG,
acLVNOeTO GKOVPOYPOUE 00Pa (KOPE YPDUATOC), TOVO TNV LG TAELPA TN TEPLOYNG TOV
oToudyov (Kotd), kOmwon, ov aieBdveste Ayotepo mewvacpévog/n am’ 6t cuvnBwg 1| ave&nynn
vouTtio Kot ELETO, EVI|HEPADOTE UPECNOG TOV YLATPO GOg.

Edv eppavicete k4mo1o and avtd ta copntodpata petd mv évapén tov Fingolimod Accord,
EVIUEPDGTE APECOG TOV YUTPO GOG.

IIpwv, katd ™ didprelo Ko Petd T Bepameio o yatpog cog Oa {ntMoet apatoloyikés eEeTdoelc, yo
va Tapaxoiovdnoet Ty nratiky Asttovpyio. Edv to amotedécpota Tov €£ETAGEDV GO LTOSEIKVHOLY



Kamoto TpdPAnua oto Hrap mhovov va ypelactei va drakdyete ) Bepaneio ue Fingolimod Accord.

Yynin aptpiokm wieon
Ene161] o Fingolimod Accord emgépet pikpn adénecn g aptnplokng mieong, o yiotpog oag mibavov
va BeAnoel va eAEYYEL TAKTIKG TNV OPTNPLOKY GOG TTiEDT).

[MpofAnuata TV TVELUOVEV

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

E&&taon aipatog

H embounty dpdon g Oepanciog ue Fingolimod Accord givar n peimon tov apifpod tov AevKodv
ALLOCEUIPI®MVY 6TO aipa oc. ZuViHOmMG AVTOC ETOVEPYETOL GTO PUGIOAOYIKO LEGO OE 2 UNVEG META TN
Sdwokonmn g Bepamneiag. Edv ypelaotel va kdvete eEgtdoeic aipatog, Evnpuepdote Tov yioTpd Ot
naipvete Fingolimod Accord. Awagopetikd, pmopei vo unv givat Suvatdv vo KaTavonoel 0 ylatpog to
amOTELEG AT TOV EEETACEMY KO Y10L OPIGUEVOVE TOTTOVG ALUATOAOYIK®DY EEETAGE®V, O YITPOC GOGC
umopel va ypelootel meptocdTEPO aipa and 6,Tt Guvidmd.

Ipw apyicete to Fingolimod Accord, o yiatpog cog Ba emiPefardost 0T1 Eyete 0pKETA ALK
ALLOcQOipLo 6TO aipo Kot Tlavoy va 0ELeL va emavalapfavel Tov ELEYY0 TOKTIKA. € TEPITTOOT TOV
dev éyete apkeTd Aevkd apocaipia, TOavov va Tpénst vo dtakoyete ) Oepaneio pe Fingolimod
Accord.

20vdpouo ormichiag avaotpédyung eykeparondelog (PRES)

Mia katdotoon mov ovopdletal chvdpopo onicOag avactpéyiung eykeporonddeiog (PRES) éyet
avoeepbel ondvia og acbeveic e XKIT wov Aappdvovv Oepancio pe Fingolimod Accord. Ta
CUUTTOUOTO UTopel v TepAapPdvouy atpvidio Evapén cofapod Tovoke@aAlov, GOy LG, KPIGELS
emANyiog Kot dtatapayés g 0paons. Evnuepdote tov yotpd 60g OUESMmG 08 TEPITTOOT TOV
EUPOVICETE OTOLOONTOTE OO AT TO, GVUTTOUATO, KOTA T ddpKelo TG Ogpaneiog cog pe
Fingolimod Accord, 81611 evdéyetar va. givar coPapo.

Koapkivog
Kapkivot tov dépuatoc £xovv avaeepbel og aobeveic ue KIT vo Ogpomeia pe Fingolimod Accord.

AmevBuvleite otov Y10Tpd GO AUESMS, EAV TVYOV TapaTpPnoeTe olidia oTo déppa (TT.). YuaAoTepd,
papyaprrapogdn olidie), kniideg 1| avorytég TANYEC oL dev emovAmvoviol evtog efoonadmv. Ta
GUUTTMUOTO TOV KAPKIVOL TOV dEPUATOG UToPel Vo TEPIAAUPBAVOUY akavOvioTn avénon 1 aAlayég
TOV OEPUATIKOD 16TOV (T0.). ALV 016TEG EMEC (OTTIAOL)) LE QAAGYT| GTO XPDLLO, TO GYAKO 1| TO HEYEDOC
pe v Tapodo tov xpovov. Ipotov Eekivnoete to Fingolimod Accord, amatteitan deppotoAoyIKn
g&étaon yio va damiotmdel edv Tuyov €xete olidia 6To dépua. O YiaTpog oag Oa 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 OEPUATOADYO,
0 omoiog Hetd TV €£€TOON LWITOPEL VO ATOPAGIcEL OTL EIVOL OTULOVTIKO Y10, GOG VO oag e&eTdlet
TOKTIKG.

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

"Ex0eon 61ov A0 kot tpoctasio and Tov Ao

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

KapKivov, 1ditepa oV KopKivov Tov dépuatos. Oa tpénel va neplopicete v kbeot| Gog 6Tov NAL0

ka1 otig axtiveg UV wg e€ng:

. POPOVTAG KATAAANAO TPOSTOUTEVTIKA POVYOL.

. BaLovtoag TakTikd avinilakd ue vynid deiktn tpootaciog Kotd g vrepimdovg (UV)
axtvoBorog.




AocvvnBioteg eykepoikég BAaPec mov oyetilovton pue vrotponn g TKIT

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

Aloyn and dhleg Bepameieg oe Fingolimod Accord

O y1atpdg oag pmopel va oArael katevbeiov ) Oepaneio cog amd Prita-tvreppepdvn, 0EKN
yhotpapépn 1 povpapikd dipebovieotépa og Fingolimod Accord av dev vrdpyouvv evoei&elg
dwtapaymv and Ty Tponyovuevn Bepaneio cag. O y1aTpdc cog TOAVOV Vo KAVEL AULOTOAOYIKEG
eEetdoelc TPOKEEVOL VO, AmoKAEIGEL TETOEG dtatapoyés. Metd ) dtakomh TG vatalEovpapnng
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 dadikacio emitdyvvong g anofoAins. Edav
axolovBovoarte Bepameio pe aieptovfovpdunn, amatteital o TANPnG a&loAdynon Kot culnTnon He
ToV Y10Tpd 6ag Yo vo, anoaotcbei edv to Fingolimod Accord sivat kotdAAnio yio €6dg.

IMvaikeg og ovamopaymyur| nAkio

Edv ypnoipomomBei xatd ™ didpreia g eykvpoovvng, to Fingolimod Accord pmopei va BAdyet to
ayévvnro popd. Tpw Eexwvioete ) Bepoameia pe to Fingolimod Accord o ywatpog cog o cog
e€nynoet tov kivovvo kot Ba cag {ntioel va KAveTe éva TEGT EYKVIOCUVNG TPOKELEVOL Vo BePatwBet
0T1 dev glote €ykvog. O yaTpdc cog Bo oag ddoet pio kapta 1 ool e€nyel yloti dgv mpémet va
ueivete £yxvog eva maipvete to Fingolimod Accord. Eniong e€nyei 11 mpémnel va kdvete yia va,
ano@LyeTe va peivete £ykvog eve Taipvete to Fingolimod Accord. Ipénet va ypnoponoteite
OTOTELEGLATIKN AVTICOAANYN KaTd T O1dpKela tng Bepameiog Ko yio 2 piveg Hetd t Stokom g
Oepamneiog (PA. mapaypapo «Komon kot Onroacudo»).

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

Evnuepoote apéomc tov yiatpo cag edv motevete 6t 1 ZKII oag yepotepevet petd and ) dtokomn
g Oepoameiag pe Fingolimod Accord. Avto Oa umopovoe va givat coPfapod (PA. «Edv otapatioste vo
naipvete To Fingolimod Accord» otnv mapdypago 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 ETIONG Y10. TO TOUSLA KO
ToVg €PNPove. Ot TopaKaT® TANPOPOPIES eIVl 1O10UTEPA CNUAVTIKES Y10L TOL TTOISIA KO TOVE EPTPOLE
K01 TOVG PPOVTIGTEG TOVG:

- TIpw apyicete To Fingolimod Accord, o ylotpdg cag 0o eréyEet TNV Katdotacn Tov £fOAINGHOD
ocagc. Eav dev éyete kdvel kamoto epPoOALa, UTOpEl va ypElOGTEL VA ToL KAVETE TPOTOD UTOPECETE
va Eekvnoete To Fingolimod Accord.

- Tnv npd™ 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 cag Ba tapakorovdncel Tov kapdiakd cog puiud Kot Tovg
Kopdlakovg maApove oag (PA. «Bpaddc kapdiakdc pubudc (Bpadvkapdio) Kot axavovioTol
TOALODY TOPOUTAVD).



- Edqv eppavicete omacpodc 1) kpioeig mpv 1 Kotd T diapketo g Oepaneiog pe Fingolimod
Accord, evpepdoTte Tov YoTpo 560G,

- Edv mhoyete amd katabiym 1 dyyog 1 €4v mapovoidoete KatdOAinyn 1 dyyxoc Katd T SiapKeL
¢ ayoyng pe Fingolimod Accord, evnuepdote tov yiotpd oag. Mmopel va. ypelaoteite 6tevi
mopokoAovOnon.

Alho @appoxa kot Fingolimod Accord

Evnuepoote tov yatpd 1 Tov popuokomold cag eqv Toipvete, EYETE TPOGOATA TAPEL 1} UTOPEL VO

mhpete dAla pappoka. Evnuepmote Tov yiotpo cog £6v maipveTe OTOO0NTOTE AN TO TOPAKATM

QappoKa:

. D appoKa TOV KOTOGTELLOVY 1] TPOTOTOLOVV TO G.VOGOTOU|TIKO GVGTNLO,
GUUTEPTAAUPOVOUEVOY GAADV QUPUAK®OV TTOV YPICLHOTOLOVVTUL Y10, THV AVTIHETAOTION TNG
XKII, 6mmg 1 vteppepovn Prita, 1 o&kN yAotpapépn, 1 vatailovpdumn, n pto&avopovn, 1
TEPLPAOVLVOUIOT, O PoVUAPIKOC dyeBuieoTtépag N N adeptov{ovpaunn. Aev Tpémel va
Aappavete Fingolimod Accord pali pe tétola appoka 10Tt antd PTopel vo evioydoeL TNV
enidpaon 610 ovocomomTikd cvotnpo (BA. eniong «Mnv napete to Fingolimod Accordy).

o Koptikootepoerdn, Loyo mbovig Tpdchetng exidpacng 6T0 AvOCOTOTIKO 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 uvoV PeTd T
SLOKOT TNG, OEV TPEMEL VO KAVETE OPIGHUEVOVG TOTTOVS epPorimv (epuforto pe (mvteg
eEacBevnévoug pkpoopyavicpoig), Kabmg o propodoay va Tupodotinoovy T Aoin®mEn Tov
Ba énpene B mpordfouvv. AAla epPoria pmopet va un dpovv 1660 kadd 6co cuviBwg edv
yopnynBovV KaTA TN SEPKELD 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 tétola dppoke umopei va evioydoet
™V ENIOPOOT GTOVE KOPSLKOVG TAALOVG TIG TPAOTEG NUEPEG HeTd TV 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 této10
OAPUOKO, ETELON UTOPEL VO EMOEIVADGEL TOLG OKAVOVIGTOVS TAALOVS (PA. emiong «Mnv mdpete
to Fingolimod Accordy).

o Alro @appoxa:

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

(mBavdc kivévvog petmpévng amotedeouatikotntag tov Fingolimod Accord).

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

Konon

Mn ypnowonoteite o Fingolimod Accord koatd tn dudpKelo, Tng €yKupocivng, eav tpoorabeite va
ueivete £ykvog 1 edv giote yovaika Tov 0o uropovoe va Leivel £YKvog Kot OgV YPTCLILOTOLEITE
amoteheopatiky ovticOAANym. Edv o Fingolimod Accord ypnoyomomBei katd m didpreia e
£YKVUOGVVNG, VITapyEL Kivouvog BAAPNG oTo ayévvnto pmpo. H cuyvotnto cuyyevady Slopaptidv M
omoio mapoatnpOnke o€ pwpa Tov extédnkav oto Fingolimod Accord kotd T didpketa Thg
€YKVHOGVVNG glvar Tepimov SAIC10 amd TN GLYVOTNTO TOL TaPATPNONKE GTOV YeVIKO TANBLGUO
(6mov M GLYVOTNTA GLYYEVOV SLOUAPTIOV givar Tepimov 23%). Ot GuYVOTEPO AVAPEPOUEVEG
dwopaptieg mepleAdufovay KapdloKkes, VEQPIKEG KoL LDOCKEAETIKES O1OLOPTIES.

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

- npwv apyioete t Oepameia pe Fingolimod Accord o yutpdc oag Oa oag evuepdoet yio Tov
Kivouvo mov dtatpéyel Eva ayévvnto Lopd Kot Ba cag (nThHoel vo KAVETE TEGT EYKVIOGUVIC Y10l
va dtoc@aricel OTL Oev €loTe £YKVOG,

Ko,



- TPEMEL VAL YPTCOTOIEITE AMOTEAEGLATIKY OVTIGOAAN YT Yo 660 dtdotnuo Aappdvete
Fingolimod Accord kot yio 860 pfveg petd ) S10Kom| ToL Y10l Vo 0moQUYETE Vo LEiVETE £YKVOG.
MuloTe pe Tov Y1aTpo 6ag Y10 TS a&omotes pebddovg avticOAAYNG.

O yurpdc oac Oa cog dhoet pio kKapto mov eényel yori dev mpénel vo Helvete £YKLOC EVA 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 otapaticete va naipvete to
Fingolimod Accord» oty mopdypago 3 kot exiong v mapdypago 4, «[Mbavéc avemBOunteg
evépyelegy). Oa mpayuatomoindel eEgldikevévn TPOYEVVITIKY TapaKolovOno.

Oniooudg
Agv péner va Onhalete otav maipvere To Fingolimod Accord. To Fingolimod Accord pumopei va.

TEPACEL GTO INTPIKO YhAa Kol VILAPYEL Kivouvog GoPapdv avemiBOUNT®V EVEPYELOVY Y10 TO LMPO.

Odnynon ko EPLoROS PNYaAvVNRATOV

O y10tpdg oag Ba cag el edv 1 acBéveld 6o 6AG EMTPETEL Vo 001 YElTE OYN LT,
GUUTEPIAAUPAVOUEVOL TOV TOSNAGTOV, Kot va xelpileote punyaviuata pe acediewa. To Fingolimod
Accord dev avapéveTot 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 odnyeite kot v xepileote unyovipata propet va ennpeactel otn didpkelo Kot mlovmg Letd
oo QVTO TO YPOVIKO JAGTI LA,

3. Mog va mapete to Fingolimod Accord

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

[Tévtote va TaipVETE TO PAPILOKO AVTO AVGTNPE COUPMOVO, LIE TIC 001 YIS TOV yloTpov 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 oxd 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 Kot apyoTePU OITOKTOVY
ot0bepd copatikd Papog dve tov 40 kg Ba Aafovv 0dnyieg amd tov yroTpd Toug vo aAldEovy og éva
Kayaxio tov 0,5 mg v nuépa. e auti TNV TEPITTM®GCT], GUVICTATAL 1) EXLAVIANYT) TG TEPLOOOV
TopakoAovinong g TPMOTG YopHiynons.

To Fingolimod Accord ivon d1a0éc10 povo wg okinpd kaydkia 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 npoopiletau yio yprion amd 10 6ToUa.

[Méapte to Fingolimod Accord pia @opd v nuépa pe Eva motipt vepd. Ta kaydxia tov Fingolimod
Accord 8o mpémel vo katamivoviol tdvtote 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 Ha tpémet va naipvete to Fingolimod Accord,
angvBuvoeite gTov Y10TPd 1 TOV POPUAKOTOLO GO,

Eav napete peyarvtepn d0on Fingolimod Accord amé tnv kKavoviki
Edv mpate 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 amd 1 piva kot Egxdoete va Tapete

1 d60m Yo o OAOKAN PN NUEP, ETKOVOVIOTE LLE TOV YLOTPO GOG TPOTOV TAPETE TNV EMOUEVT dOGT.
O y10tpd¢ 00G 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 mdpete T Oepansio cog
YL TV oo 2 gBSoUAdES, EMKOVMOVNGTE LE TOV YIOTPO GO TPOTO TAPETE TNV EMOUEVN dOon. O
YWTPOG GOG UTOPEL VO ATOPAGIGEL VO GOG TOPAKOAOVONGEL TNV dpa. ov Ba, ThpeTe TNV €XdUEVT HOOT).
Qot6c0, dv Egydoete va mapete T Bepaneia cag yio Stdotnue pikpdtepo amod 2 efdopddsc, uropeite
Vo TAPETE TNV EXOUEV SOGT COUPMOVA LUE TO TPOYPOULUE GOC.

[Toté punv mapete SmAN 606 Yo VA AVOTANPDOGETE T1) 006N OV EEYACOTE.

Eav otapatioete va maipvere to Fingolimod Accord
Mn otouartfogte vo, maipvete o Fingolimod Accord 1 unv aAldEete ) 6601 c0g y®PIG 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 emiong va
TOPOUEIVEL YOUNAOS GE OLTO TO SIACTNUA Kot 01 AVETIOOUNTEG EVEPYEIEG TTOL TTEPLYPAPOVTOL GE ALTO
70 PUALO 0dNY1DV pmopei akodun v Tapotnpovvtat. Metd tn dwakonn tov Fingolimod Accord pmopst
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 pLOUO TOL TAPATNPEITUL PLGLOAOYIKE OTAV EEKIVEL Y10 TPAOTN POPA T
Oepaneio umopei va emaveupavicel kot Oa ypelactel va Tapakorovdndeite o KatdAAnia
eEomMopévo tatpeio N KAvikn yio v exavévopén g Oepanciog. Mnv Eavapyiocete to Fingolimod
Accord petd amd S10K0mn ToL Y10 TEPLECOTEPES 0o 600 efdopddeg ywpig vo cvpfovievbeite tov
ytpd coc.

O y101pdc¢ cag B0 amoPaGIicEL AV Kol TAOC TPEMEL VA GOG TAPUKOAOVONCEL PHETA TN SLOKOTT TOV
Fingolimod Accord. Evnuepiote apéong tov yratpod cog edv miotedete 0t ) TKIT cog xeipotepedet
uetd amd ™ daxont g Oepameiog pe Fingolimod Accord. Avtd B pmopodoe va givar cofapd.
Edv éxete meplocOTEPEG EPOTNOELS CYETIKA LLE T YPNOT AVTOV TOV PUPUAKOV, POTOTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GG,

4, IIBavég avemBOUNTES evépyELeg

Onwg 6ha To eApOKa, £TGL KO GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol 0ev mopovotdloviol 6€ GAOVE TOVS OVOPDTOLG,.



Opouévec avemBounteg evépyelec umopet va givor  va yivouv cofopéc

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, cLVHBME GTO AVM PEPOS TOV GMUATOG 1| GTO TPOCHOTO.
A0, GUUTTOUATO, LITOPET VO Vol TUPETOC Kol 0dVVaic, GTO TPMLO GTASLN TNG AOTU®ENG Kot
aKoAovBov povdacua, Kvnopog 1 epupéc 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 0T 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 dropa)

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

Oidnua g wypdc knAidag (oidnua oty TEPLOYN KEVIPIKNG OPUOCTG TOL KEPUTOEIBO0VE GTO
omic010 TuRA TOL 0POUALOD) UE CUUTTOUATO OTIMG GKIEG 1) TVPAO CTUEIO GTO KEVTPO TNG
opaong, aumn 0pac, TPOPANUATE GTO VAL S10KPIVOVTOL XPDOUOTO 1] AETTOUEPELEG

Meimon Tov aoTETOM®Y TOV aiplaTog 1) 0moin avEAvEL TOV KIVOLUVO aLoppayiog 1| ELEAVIGNC
UOADT®V

KoakdnBeg perdvopa (éva €idog kapkivov tov dEpUATOg IOV GLVNBME AVOTTOGGETAL A0 EVOV
acvviB1oTo omido (ehd)). IIiBavd onuddia pelovopatog teptiapfdvovy omilovg mov pumopel
va oAAGlovy péyefog, GO, VYOG N YPOUO LE TNV TAPOdO TOV ¥pOVOUL, 1 VEOVS oTtiAovg. Ot
onilol umopei va gupovicovy kvnoud, aioppayio 1 eEEAKmON

Eracpog, kpioelg (o ouyva o modtd 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 KoM 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 @eAKida (KpovOTa) 1| VEX TANYN GE Ui
VILAPYOVGO OVAN

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

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

Mn yvooTtég (n cuyvoTNTA TOVG dgv umopei va extiun el pe Pdon ta debéotpa dedouéva)

AMAepyIKéG avTIOPAOELS, TOV TEPIAAUPAvOLY cav cuumtdpato e&avOnua 1 kvidwon, TpH&o
oTa ¥elAn, T YA®Goa 1 To TPOGMOTO, To 0Toia gival TBavOTEPO Vo ELPAvVIGOOVV TV NUEpPa TOV
apyiCete t Bepamneio ue Fingolimod Accord

Inueio Nratikng vooou (GUUTEPTAAUPOVOUEVIC TG NAATIKNG OVETAPKELNS), OTMC KITPIVIGHQ
TOV OEPUATOG GUG T TOL AEVKOD TV UATIOV 0ag (IKTEPOG), vavuTio 1 EUETOC, TOVOG ot de&d
TAEVPA TG TEPLOYNG TOL GTOUAYOL GOG (KOWALE), GKOVPOYPmLLO 00pa (KOPE XPDLATOG),
aicOnpa Ayotepng meivog o’ 6Tt cLVRO®E, KOTWOOTN KAl U1 PUGIOAOYIKEG TIEG OTIG EEETAGELG
NG NAATIKNG Agttovpyiog. e Evo ToAD HKpO aplfpd TEPITTOCEMY, 1] NTOTIKY OvETdpKeLD Oa
UTOPOVGE VO 001 YNGEL GE LUETAUOCYEVCT] NTOTOG

Kivovvog ag omaviog AoimEng Tov eyke@AAlov oL 0VORALETOL TPOTOVCH TOAVECTIOKT)
Aevkogykeparondbeio (PML). To cvpntopoto g PML propsi va givol mapduoto pe avtd
poag vrotpomng ¢ KII. Mropei emiong va eppavicfodv cuuntdpato To onmoio Thovov va
unv avtiinedeite povot cog, OTm¢ LETAPOAEC 6T 01d0e0m 1 TV GLUTEPLPOPE, KEVE LLVIUNG,
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SVOKOATEG OTNV OUIAO KOt TV EMKOWV®VId, TO 0ol 0 Y1oTpdG Gag mBavOV Vo YPELICTEL Vo
dtepevvioel TepatTépm mPOoKELEVOL va amokieioel TV PML. Xvvendg, edv motevete 6t 1
2KII cog emdevaveTor 1) €6v €6€IG 1 01 OIKEIOL GOG TAPATNPNCETE KATO VEX 1 acLVHBIoTA
GUUTTMOUOTO, EIVOL TOAD CTUOVTIKO VO, ETKOIVOVIGETE LUE TOV YIATPO GO TO TAYXVTEPO SLVOTOV

- Kpunrokokkikéc AotudEetg (€va €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 onuadio Tov KapKIvOUTOS
Merkel mepirapfavovv olidio 6To xpdpo ToL dEPROTOC | HEAAVO-KOKKIVO, VOOLVO, GLUYVE GTO
TPOGMTO, T0 KEPAM 1 Tov Aarpd. To kapkivopoe Merkel propei vo eppaviotei exione wg
oKANPO, avddvvo olidto 1 pala. H pakpoypdvia éxbeom otov A0 kot To aceveg
0VOGOTOUTIKO GUGTN O UTTOPEL VOL EXNPEACOVY TOV Kivouvo avamntvuéng 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 aptBpuog epufpdv apospatpiny) katd v onoio To
£pLOPA ALOCEAIPLO KATAGTPEPOVTOL (AVTOAVOCT] OUOAVTIKY OVOLULDL).

Edv epoavicete kdmolo amd to TUpOTAVED, EVIIREPDGTE APECHOS TOV YIATPO GO,

AlAec ovemBOuNTES EVEPYELES

IoAd 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 Tévov oo Pdyovio Kol 6TO LETOTO (TOPOPPIVOKOATITION)

- ITovoképaiog

- Aldppota

- Ooceuaiyio,

- E&etdoeig aipatog mov delyvouv avénuéva eninedao nrotikdv eviopmv

- Brixag

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dtopa)

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

- 76

- YoBapog TOVOKEPAAOG TTOV GLYVH GLVOOEVETAL OO VAVTIN, EUETO Kol evansOnacio 6To PG
(npukpavia)

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

- Advvapio

- Kvnoumdeg, epubpod e&dvinua pe aicOnua kovcov (Eklepa)

- Kvnoudg

- AvEnuéva eninedo AMmidiov (Tprylukeptdimv) 6To aipa

- Tpydntomon

- AvcKoAia TNV ovaTvon|

- Kotadiwm

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

- Yréptaon (to Fingolimod Accord pmopei va mpokoréoet o adENGT TG apTNPLOKNG 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)
- Kopkivog tov Agpeikod ocvotiuatog (Adpupmpa)

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

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

Ava@opd avemBounToV evEPYELOV

Edv mapotnproete Kamoto avemBOUnNTN EVEPYEL, EVILEPDGTE TOV YIOTPO 1) TOV PUPLIKOTOLO GO,
AvT10 1oy0et Ko Yo kéBe mhovn avemBopuntn evépyela mov dgv avaPEPETAL 6TO TAPOV PUAAO 0ONYLDV
xpnons. Mnopeite emiong va avagépete avemBOunteg evépyeleg amevbeiog, pécw Tov eBvikoy
GULGTHLLOTOG OVOPOPAS TTOL avaypapeTot oto Tlapdptnua V. Méoom trng avapopds avemBountwov
EVEPYELMV Umopeite vo, fon01oeTe 0TI GLAAOYT TEPIGCOTEPMV TATPOPOPIDYV GYETIKA LUE TNV OCPUAELL
TOL TTOPOVTOS PAPUAKOV.

5. Mo va puidsoste To Fingolimod Accord
To @appoko ovtd TPETEL VO QUAACCETAL GE PEPT) TOV OgV TO PAETOVV KOl OV TO POAVOLV TO TOdLA.

Na pn ypnoiponoteite autd 10 PAPUAKO LETE TNV NUEpOUNVia ANENG OV avVaPEPETOL GTO KOVTL Kol
670 UALO ahovpviov TG KuyéANC petd v «AHEH»/ «EXPy». H nuepounvio Anéng ivor n
TEAEVTAIO NUEPO TOL UIVOL TOL OVOPEPETOL EKEL.

Ddvidocoete oe Beppokpacio pkpotepn v 25°C.
M) ¥pMCLOTOLEITE KO0t CLGKEVAGIN TTOL Elval KaTteTTPaUUEVN 1| eppavilel onueio pOopac.

Mnyv mtetdite QAPLAKO GTO VEPO TNG AMOYETEVCNC 1} 0T OKLOK( amoppippoto. Potiote tov
QOPUOKOTOLO GOG Y10l TO TMG VO TETAEETE TO, PAPLOKO TTOL OEV YPTCUOTOIEITE Tl AVTA TO, HETPa. Oa
BonBioovv oty Tpoctacia tov mepPdAilovtog.

6. Iepreydpeva g 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES

T mepéyer to Fingolimod Accord

- H dpactikn ovcia givar 1 @rvyKoAuoo.

- Ka6e kaydro mepiéyet 0,5 mg eivykoAipnddng (g vopoyAwpikn).

- Ta dAlo cvotatikd ivat:
Lepieyouevo tov kawoxiov: TIpoleAaTvomoinuévo GULAO, LOYVIOLO GTENTIKO.
IepifAnua tov kayoxiov: (ehotivn, Titaviov 610&eidio (E171), Zidnpov o&eidio kitpwvo (E172).
MeAovi exktomwong: koppea Adxkag (E904), mporvievoyilvkoin (E1520), Kariov vdpoéeidio,
uavpto o&gidlo tov cdnpov (E172).

Epgavien tov Fingolimod Accord kot epieydpeva TG 6VGKEVAGIAG

AvoKTo KiTpvo adlopaveég/AevKo adlopavec okANPO kayakio (ehativing pueyéboug «3» pe tomouévn
v évdelén «FO 0.5 mg» 610 KAALUUO PE LOPO HEAAVL, TTOV TTEPIEYEL AEVKT EMG VTTOAELKT] KOVL.
Kabe konydxio £yel unkog wepimov 15,8 mm.

To Fingolimod Accord éwtifevton o€ cuokevacieg kuyéing PVC/PVDC/alovpviov Tov mepiéyouv 7,
28 1 98 oKAnpd Konyduo.

Yuokevooisc didTpnng KuyéAng povadag 66ong PVC/PVDC/alovuviov mov mepiéyovy 7 X 1, 28 X 1
1 98 X 1 oxAnpad koydxio.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kartoyog Adsrog Kvkhogopiog

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, Ioravio

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

95-200, Pabianice,

TTolwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OAovdio

To wapov OAlo 0N YLOV yprions avadewpOnke Yo TeELevTain Qopd oTig 05/2024
AlLreg INYEG TANPOYOPLAOV

Aentopepeic mAnpoeopieg yio to pappako avtd etvar drtabéoipeg oto dikTvakd TOmo ToL Evpomaikov
Opyoviopod ®appdkmv: http://www.ema.europa.eu
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