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Dimethyl fumarate Accord 120 mg yootpoavOekTikG oKANpa Koy aKLo
Dimethyl fumarate Accord 240 mg yaotpoovOekTikd okinpd koydaxio
(POLLLOPKOG OLUEBVAECTEPOG

Awpaote TPOGEKTIKG 0AOKANPO TO GVAAO 001 YLOV YPNGNS TTPLY UPYIGETE VO TAIPVETE AVTO TO

PAapROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

- DdvraEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dufdcete Eovd.

- Edv éyete mepartépm anopiec, poTNOTE TOV Y1ATPO 1) TOV POPUAKOTOLO GOGC.

- H ocvvtayn y’ avtd 10 pdppoko xopnynonke amokAeloTikd yio 6aG. Agv TPEMEL VO ODGETE TO
(QAprOKOo 6€ AAAOVG. Mmopel va Toug TPpoKoAETEL PAALN, aKOU Kot OTAV TO, GUUTTOUOTO TNG
acBévelng Tovg gtvon 1010 pe Ta d1kd Gag.

- Edv mapatmpnoete Kamowo avemBOunTn evEPYELD, EVIUEPADOTE TOV Y1OTPO 1) TOV PUPLOKOTOLO
c0G. AT 1oyvel Kat yio, kKaBe mhovi avemBOunTn evépyela Tov dev OVAPEPETAL GTO TOPOV
@OALO oMYV Yprong. BAEne mapdypapo 4.

T epréyer To mapév evAro 0dNYLOV:

Tt eivon To Dimethyl fumarate Accord kot mota givan 1) xprom tov
T mpémer va yvopilete mpwv ndpete to Dimethyl fumarate Accord
Hwg va mépete 1o Dimethyl fumarate Accord

[MBavég avemBounteg evépyeteg

[log va purdooete to Dimethyl fumarate Accord

[epieydpeva tng cuokevLUGiog Kot AOITEC TANPOPOPiEg

AN ol S e

1. T eivan To Dimethyl fumarate Accord kon wowa givon 1) p1jon ToL
T eivan To Dimethyl fumarate Accord

To Dimethyl fumarate Accord givot évo QAPIOKO TOL TEPLEYEL TN OPACTIKT| OLGIN, POVUAPIKO
opeduviestépa.

owa givar 1 ypion Tov Dimethyl fumarate Accord

To Dimethyl fumarate Accord ypnoyponorcitan yia ™ Ogpaneia Tng vroTpomalovoag
owaieirovoag mrorlaming oxkinpuvong (I1X) og acOeveic nhkiog 13 eT®OV kKot Gve.

H IIX givan pior poakpoypovia Tanen mov enxnpedlel 1o kevipikd vevpiko cvotnua (KNX),
CUUTEPTAAUPOVOLEVOD TOV EYKEPALOV KOl TOL vTlaiov poerod. H vrotpomidlovoa dwaieinovoa [1E
yopoktnpiletorl and emavalapfovopsvo enelcodld (VITOTPOTES) CUUTTMHATMV TOV VELPLIKO
ovotiuatoc. Ta copntdpata dtoeépovy peTald Tmv acbevav, aAld cuvnbng Teptloufavouy
duokoAieg atn Padion, aicOnua aotadeiog Kot ontikég duokoAiss (m.y. Oaumn 1 dStdn dpacn). Avtd
TO GUUTTMOUOTA EVOEXETOL VO, EEAPOVICTODYV TANPWOS OTOV TEPAGEL 1] VTOTPOTT], OAAG OPIGUEVA
TPOPANLATO EVOEXETOL VO, TOPOUEIVOLV.

IImg 6pa To Dimethyl fumarate Accord
To Dimethyl fumarate Accord @aivetat 6Tt dpa pmodifovtog To apvVTIKO GOGTNLO TOL OPYAVIGHOD

00.G oo TO Vo, PAATTEL TOV EYKEPOLO KOl TOV VOTLNIO0 Hueld coc. Avtd uropei emiong va Pondnoet
otV KabBvotépnomn peAlovtikng emdeivoong g [1X.



2. Tvpémer va yvopilete nprv mapete 10 Dimethyl fumarate Accord
Mnyv napere To Dimethyl fumarate Accord

- o€ TEPInTOON arrepyios oTOV POVUAPLKO dneBvresTépa 1] GE OTOLOONTOTE AAAO OO TOL
GULGTATIKA CUTOV TOV PAPUAKOL (CVOQEPOVTL GTNV TOPAYPAPO 6).

- g4y vapyEL VITOYIA OTL TAGYETE A0 PLK GTTAVIO, EYKEPUAKY AoipmEn mov AéysTan
TPOi0vEA TOLVEGTIOKN Agvkogyke@arondBeia (PML) 1] edv &xer emPefarmBei PML.

Mpocdomounioeis Ko TPoPVAAEELS

To Dimethyl fumarate Accord pmopei va ennpedost Tov aprOpéd TOV AEVKOKVTTAP®OV GO, TOVG
veppovg kot to frap coc. [lpwv Eexvioete va maipvete Dimethyl fumarate Accord, o ywtpdc cog Ha
00,G KAVEL (ol eEETOOT QULOTOG Y10 VO LETPTIOEL TOV AP0 TV AEVKOKLTTAP®Y Go¢ Kot Bo eAEyEet edv
Agrtovpyovv Kol ot veppol kat to Nrap cac. O yatpog cag Oa 6oc KAveEL TEPLOSIKA QVTES TIG
e€etdoelg Katd ) dudpkela g Oepaneiag. Edv o apBpog tov Aevkokuttdpov cog petwbel Katd
dudpketa g Bepameiag, o yoTpog cog pumopel vo e£ETACEL TO evOEOLEVO EEETACEMV N SLAKOTNG TNG
Oepaneiog cog.

AnevBuvOeite oTov Yiatpo cag npv mapete 1o Dimethyl fumarate Accord edv €xete:
- cofapn veppiki vodco

- cofapn etk véco

- VOGO TOV GTORAYOV 1] TOL EVIEPOV

- cofapn Aoipwén (6mmg mvevpovia)

Mmnopet va ekdniwbel épnng Loompag pe ) Bepaneio pe Dimethyl fumarate Accord. Xe opiopéveg
TEPIMTAOGELG, EXOVV TPOKOYEL GOPUPES EMTAOKEC. O TPETEL VUL EVIIUEPADGETE TOV YLATPO GOG
OUECMG, EAV VTOTTEVESTE OTL £XETE OMOLOONTOTE CLUTTOMOTA EpTNTa (OGP

Edv motedete 6t n [IX amd v onoia mhoyete yeypotepedel (m.y. advvopio 1 aAlayég otny 6pacn) 1
€0V TOPOTNPNGETE OTOLAONTOTE VEN GLUTTOUOTO, arevBuvOeite apécmg otov yroTpd cag, XN aVTA
UTOpEL Vo EIVOL TO GUUTTMOUOTO UIKG OTAVIOG EYKEPAAIKNG Aoipwéng mov PML. H PML eivor o
cofapn Tabnon mov pumopel va empépel coPapn avamnpio 1 Bavaro.

"Exet avagepbel o omdvio aAld coPapn veepikn dtatapoyn mov Aéyetal cuvopopo Fanconi pe
YPNOMN EVOS GUPUAKOD TOV TEPLEXEL POVLLAPIKO O1UeBVAESTEPT, GE GLVOVAGHO LE GAALOVG EGTEPES TOV
@ovpopkod 0&€og, To omoio ypnoLototeital yio T Oepaneia g yopioong (Lo SEPUOTIKAG
acBévewng). Eav mapatnpnoete 6Tt amofdrdete pueyoldtepn TOoGOTNTO, OVP®V, SWATE TEPICTOTEPO KOl
nivete meplocdTEPa VYPA atd 6,TL GVVNOWGC, €AV AGHAVESTE TOLG LVG GG O ASVVAIOVS, EAV OTdGETE
Koo 00t N amid movdrte, angvBuvbeite oTov Y1OTPO GAG TO GUVTOUOTEPO JLVATO, DCTE VO

depguvn 0oV TEPAULTEP® AVTA TO CLUTTAOUOTO.

Howod xon £pnpor

Mn divete 10 GAPLOKO aVTO GE TodLd NAKiog kKdto Tov 10 eTmv, eneldn dev vdpyovv dtadécio
O€d0UEVE GE QLTI TNV OLLASO NATKIDV.

Alro oéppoxo kor Dimethyl fumarate Accord

Evnuep®ote Tov y10Tpo 1| TOV QUPROKOTOLO GG EAV TAIPVETE, EXETE TPOSPATO TAPEL 1] UTOPEL VaL

napete GAAQ QapuaKa, EIOIKA:

- QAPLOKO TOV TEPIEYOVY EGTEPES POVUUPLKOV 050G (POVUAPIKA) TOV YPTCLLOTOLOVVTOL Y10,
TNV OVTILETMOTION TNG YOPIlaog,

- QAPLOKQ TOV EMNPEALOVY TO AVOGOTONTIKO GVGTNO. TOV 0PYUVIGCHOD GOG
GUUTEPIAOUPAVOLEVOV YN UELOOEPUTTELNS, IVOCOKUTAGTUATIK®V 1] GAA®V QUPPUIK®OV TOV
xpNnoipomorovvTal yio T Oepancia g X,

- QPapROKa TOV ETNPEALOVY TOVG VEQPOVGS, COPUTEPLLARPAVOREVOVY OPIGUEVOV OVTIPLOTIK®OV
(xpnowomotovvral yia tn Bepameio AOMEE®MVY), «OoKiMV d100pnoNs» (drovpnTika.),



OPLOUEVOVY TOTTOV TEVGITOVAOYV (OTTMC 1POVTPOPAivn Kot GAAN TOPOLOLO AVTLPAEYLOVAOON,
KaBmG Ko pApLOKa TOL £X0VV AYOPACTEL YWPIC WTPIKT GLVTAYN) Kol PAPUAK®OV TOV TEPLEYOLV
AlO0,

- 1n Aymn tov Dimethyl fumarate Accord pe opiopévoug tomovg epforinv (eufotia ue {wvreg
HIKPOOPYavIaODS) EVOEYETOL VO GOG TPOKAAEGEL AOTLMEN Ko, GUVERMG, B TpEmeL val
aropevyetol. O yatpdc cog Bo cag cuuPovAiedosl oyeTiKd Ue To eav Bo Tpémet va yopnyndodv
dAdot tomot epPorimv (un {dvra sufotia).

To Dimethyl fumarate Accord pg owonveopot@on

H peyoldtepn amod pia pikpr) mosotnta (meptocdtepo amd 50 ml) Katavaimon 1oyupdv aAKOOAOVY MV
TOTAOV (e aAK00AKO Babud peyardtepo amd 30% kat’ dyKo, m.y. amootdyuata), Oo mpémet vo
OTOPEVYETOL Yio StdoTnua piog dpag amd tn Ayn tov Dimethyl fumarate Accord, kafmg Ta
OWOTVELHATAOON UITOPOVV Vo OAANAETIOPAGOLV e ovTd TO PAppoKo. AvTto Ba pmopovoe va
TPOKOAEGEL PAEYLLOVT] TOV GTOUAYOV (yaoTpitidn), E10IKA G ATOUM T OTtola glvan 10N ETPPETT GE
YooTpiTidn.

Kinon ko Oniaopoc

Edv giote éyxvog 1 OnAdlete, vopilete 0TL umopei va giote £€ykvog 1 o016 ETE VO ATOKTNOETE TOON,
{ntote 1 cuUPoVAT TOL Y1ATPOV 1] TOV POPLOKOTOLOV GAG TPV TAPETE AVTO TO PAPLLAKO.

Konon

Eivon mepropiopéves ot mAnpoopieg mov vdpyovy yiao Tig EMOPAGELS ALTOL TOL PAPUAKOV GTO
ayévvnto modi av ypnopomombei Katd ™ didpkela e eykvpocvvns. Edv iote éykvog un
ypnowomnoticete To Dimethyl fumarate Accord mptv o culnTnoeTe e TOV Y1oTpd GOG Kol EPOGOV
ovTO TO PAPUOKO EIVOL GOPMDS ATOPALITITO Y10 GOGC.

Oniooude

Agv gtvar yvooto gav 1 dpaotikn ovsia tov Dimethyl fumarate Accord nepvd oto untpikod yoka. O
ywtpog cag Ba coc cupPpoviedost edv Oa mpémet va, dtakdyete To OnAacud 1 ypnomn tov Dimethyl
fumarate Accord. Avt 1 andpacn TepAapPaverl T 6TAOUGT TOV 0PEAOVG TOV ONAACLOD Y10 TO a1
00G KOl TOL 0PEAOVG TG Bepamneiog Yo e50G.

Oonynon ko PGP pNyovnpdToV

To Dimethyl fumarate Accord dev avapéveTol va ETNPEACEL TV KOVOTNTO 0011yNOTG KO XEIPIGLOD
unyovnuéToy.

To Dimethyl fumarate Accord mwepiéyel vaTpro

To papuaxo owtd mepéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd Koydkio, gival autd wov
ovoudlovpe «erevBepo vatpiovy.

3. Iogva napere 10 Dimethyl fumarate Accord

[Tédvtote va TaipveTe TO PAPLOKO AVTO AVGTNPE COUPMOVO, LE TIC 00T YIiEC TOV Y1aTPoL coc. Edv €xete
auPBoMec, pmTNOTE TOV YIUTPO GOC.

Ao6om EvapEng: 120 mg 6v0 Popéc TNV Nuépa.
No maipvete avth 0 6001 EVapENG Yo TIG TPAOTEG 7 NUEPES KO, KUTOTLY, VO TOIPVETE TNV KOVOVIKN
doon.



Kavoviki] 66om: 240 mg 6vo @opég v nuépa.
To Dimethyl fumarate Accord mpoopileton yio ypfon amd GTOHATOC.

Kotonivere kG0g kayakio oAokAnpo, Le Alyo vepd. Mnv koPete, Bpvpparifere, Siaidete,
amopvleite | LOGATE TO KOWAKLO, KOOMG evOEyeTOL va ovéENBoHY opiouéveg avemBounTeg eVEPYELEC.

Na maipvere 10 Dimethyl fumarate Accord pe @ayntd — pnopei va fondnocet va petwbovv kdmoteg
0mto TIC TOAD GLYVEG aVETIOOUNTEG EVEPYEIEG (AVOQEPOVTOL GTNV TOPAYPAPO 4).

Eév napete peyardtepn 0601 Dimethyl fumarate Accord and Tnv kavoviki

Edv mépete mapa moAAG kaydkia, angvBuvieite apécwg otov Yotpd cog. Evoéyetar va
TOPOVGIAGETE OVEMBVUNTES EVEPYELES TAPOUOLES LLE EKELVES TOV TEPTLYPAPOVTOL TAPAKAT®, GTNV
TapAypapo 4.

Eav Egyaoete va napete To Dimethyl fumarate Accord

Edv Eeydoate 1| mopaieiyate pio 000N, pv TAPETE OLTAL 6001).

Mmnopeite va mapeTe T 006 TOL TAPUAENYATE EAV APNCETE LEGOSLACTN LA TOVAYYIOTOV 4 POV
LeTa&l TV 00GE®mV. APOPETIKA, TEPIUEVETE PEXPL TNV EMOUEVT TPOYPOUUATICUEVT] OGN COG.

Edv éxete meplocdtepeg EpOTNOELS GYETIKA LLE TN YPNOT AVTOV TOV QUPLAKOV, POTHCTE TOV Y1UTPO M
TOV (POPLOKOTOLO GUG.
4. MBavéc avemBOuNTES EVEPYELEG

Onmg 6Aa To pAPLLOKAL, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovctalovial 6€ OAOVG TOVG AvOpMOTOLG.

YoPapic avemBounTec EVEPYELES

To Dimethyl fumarate Accord pmopel va peiwoet Tov aptfud AEPEoOKVTTAPOV (£VaG TOTOG
Aevkokvttapov). Edv €xete yapmid apOpuo Aevkokuttdpmv uropei va ovénbei o kivovvog Aoipnméng,
GUUTEPTAOUPAVOUEVOD TOV KIVOHVOL LG GTAVING AOTUMENS TOV EYKEQPAAOL TOV OVOUALETOL TPOTOVGQ
noAveotiokn Aevkogykeporondbeia (PML). H PML pmopei va odnynoet oe cofapn avannpio 1
Oavaro. H PML gppoaviotmnke petd and 1 g 5 €t Bepoaneiog, omdte 0 yorpdg cog Ba mpémetl va
ovveyioel va mopakolovdel Ta Agvkd cog apoc@aipla ko’ 0An ™ didpkela TG Bepomeiog oag, EVDd
kot goeig Oa mpémel va mapakolovbeite Tuxdv duvnTikd cvurtdpato g PML, 6mwg meprypdpetan
napakdrto. O kivduvog g PML evdéyeton va etvanr vymAotepog edv eiyote AdPet oto maperdov
KOO0 PAPLLOKO TTOV £XEL ENNPEACEL T1 AEITOVPYIKOTNTO TOV OVOCOTOUTIKOD GO.G GUGTHLOTOC,

Ta cvpntopata g PML propel va eivan mapopowa pe avtd tg vrotponng g [X. Xta copntopoto
umopel va meprlapfavovtor véa advvapia 1 emdeivoon e advvapiog otn pio TAELPE TOV GOUTOC,
00e€l0TTa, GALOYEG GTNV OPOGT), TN GKEYN 1 TN LWWAUN, 1| GOYXVOT 1] GALOYEG TG TPOCMTIKOTNTAS, 1)
dVCKOAIEG GTNV OUIAiD KO TNV ETKOIVOVIK TOV SLOPKOVV Y10, TEPICCOTEPEG OO OPKETEG NUEPEG,.
Emopévaog, edv motevete 6t 1 [1X amd v onoia TaoyeTe EMOEWVMOVETUL 1) AV TOPOTNPT|CETE
omoladNmote véa cupmTdpate Ve AauPavete Oepaneio pe Dimethyl fumarate Accord, givor oA
OTUOVTIKO VO WANGETE LE TOV Y1TPO 600G TO GUVTONATEPO duvatd. Emiong, riinote pe tov chvipoeo 1
TOVG PPOVTIOTEG GOG KOl EVIILEPDOTE TOVG GYETIKA Ue TN Bepaneio oag. Mmopel va, epeavictovv
CUUTTMLOTO TTOV VO Unv ovTiinedeite ot id1ot.

2>  Evnuepocte apécmg Tov Y10Tpo 604G £G4V EPQAVIGETE 0TOOONTOTE 06 OVTE TU
COUTTONATA



Yopapés ahrePYIKES AVTIOPAGELS

H cuyvomto tov cofoapmv oAlepyik®dv avTidpdoemv dev umopel va extiundei pe faon to dwbéoya
dedopéva (LN YVOOTEG).

To KoKKivVIGUO TOV TPOCHTOV N TOL COUATOG (epvbpiaon) elvar pia TOAD cuyvy avemBOUNTN
evépyelwn. QoT0G0, 6€ TEPinT®ON TToL 1) £pLOpiacm cuvodeveTal and epupod e&dvOnua 1 Kvidmon Kot
TOPOVGIAGETE OMOLOONTOTE OO QLT TO. GUUTTAOLLOTOL:

- TPNEWO 6TO TPOGMTO, TA YEIAT, TO GTOUA 1) TN YADGGO (Ayyel00ionua)
- ocvptypd, dSuckorMa otV avamvon 1 dvorvoa (ddorvora, vrolia)
- LaAn M andiewn cvveldnong (vrdtaon)

1o1E 0VTO PTOPEl VO VTUTPOGSOTEVEL i GoPapn aArepyikn avtidpaon (avagvialio)
2>  Awxoyte ™ Mjyn Tov Dimethyl fumarate Accord kol koréoTe apécmg Evay Y1oTpo
Aldeg avemOOUNTES EVEPYELES

oAb ovyvég (umopel va emmpedlovv mepiocdtepa amd 1 ota 10 dropa)

- KOKKIVIGHLO GTO TPOGMOTO 1] 6TO SO, aicOnua Beppdtntag, (E6TNG, KOWILOTOS 1) @ayovpag
(epvlpiaon)

- Yoropd kdmpava (didppora)

- aicOnua adwbdeciag (vavria)

- GTOUOYKOG TTOVOG 1] GTOUOYIKES KPAUTES

2>  HMwyn tov @appdkov 6og pHe @aynto pmnopei va coufariel otn ueioon tov mopamdve
AVETBOUNTOV EVEPYEIDY

Ovoiec Tov ovopaLovTol KETOVEG, Ol OTTOIEG TOPAYOVTOL PLGLOAOYIKE OTd TOV OPYUVIGUO,
eppavifovrol oAb cuyva otig eEetdoelg ovpav KoTd T ANy tov Dimethyl fumarate Accord.

Angv0vVOEITE 6TOV YIOTPO GUS GYETIKA LE TOV TPOTO UVTIUETMTIONG AVTMV TOV AVETIHOUNTOV
evepyelmv. O yotpog 6ag Umopel vo HELDGEL T 0061 Gag. Mnv HEIdoeTe T 0001 GOc, EKTOC EGV GOGC
TO TIEL O Y1UTPOG GOC.

Yoyvég (umopet va emnpedlovv £wg ko 1 ota 10 dropa)

- (QAEYLOVT] TOV ECAOTEPLKOD TOLYMUOTOG TOV EVIEPOV (YOTTPEVIEPITION)
- adwbecia (guetog)

- dvomeyia

- (QAEYLLOVT] TOV ECAOTEPLKOD TOLYMUOTOG TOV GTOUAYOV (yaoTpition)
- YOOTPEVTEPIKT| dLoTapayn

- aioOnuo Koyipotog

- eEayelg, aicnuo BepudTnTag

- Qayovpa oTo dépua (kvnoudg)

- e&avonua

- pol M KOKKIveG KNAidec 610 dépua (epvbnuo)

- Tpryomtoon (alwrexio)

AvemBounteg evépyeleg 01 0moieg EVOEYETAL VAL TAPOLGLOGTOVV OTIG EEETAGELS OLOTOG 1) 0VP®V
- YOUNAG entineda AevkokVTTAPWV (Aeupomevia, Aevkomevia) oto aipa. O UeEI®UEVOS
aplBpoc AgvkokutTapmVv Ba PTopovcE va oNUaivel OTL O OPYAVIGHOG 6ag givorl AydTtepo
Kavoc vo, avtipetoriost po Aoipwén. Edv éyete o coPapn Aoipmén (dnmg mvevpovia),
EVIUEPDOTE OUEGMG TOV YIUTPO GOG
- npwteives (Aevkwuativy) oto 00pa
- avénon tov emnédmv Tov Nratikov eviopwv (ALT, AST) oto aipo




Oy ovyvég (umopel va emnpedlovy ém¢ kat 1 ota 100 droua)
- OAAEPYIKES avTIOpaoElS (vrepevalaBnaio)
- peimon Tov apomeToliov

Xrdvieg (umopel va emnpedlovv émog kKot 1 ota 1000 dropa)
- QAeYHOVI NTTOTOg Kot avénon ota enineda nratik®v eviouwy (ALT 1 AST oe ovvovaouo ue

xoiepvbpivy)

M’q YVOGTEG (N cvyvoTnTo OV pmopet va ektiun el pe Paon ta dabéoipa dedopéva)
¢pmng LooTAPOS [LE CUUTTAOUATE OTWS POVOKAAES, KAWILO, PayoDpa 1] TOVOGC GTO OEPLLA,
cuvnbmg ot pia TAELPA TOL TAV® PEPOVS TOV GMUATOG 1) GTO TPOCHOTO, KoL LE GALD
CUUTTOUOTO, OTOG TLPETOG Kal advvapia oTa TPpdTA 6TAd TG AoiHmENG, akoAovBovueva amod
LOVJOGHLA, GOyoVPO. 1] KOKKIVEG KNAOES [IE £EVTOVO TOVO

- cuvayl (prvoppoia,)

Hawora (mikiog 13 eTdV ko dvw) kot Eenfor

Ot topoamdve avemBOUNTEG EVEPYEIEG 1GYXDOVY KO Y10 TO TodLO Kot TOVG EQ1ovg.

Kdémoeg avemBounteg evépyeieg avapépOnkay mo cuyvé cg Todid Kot Ep1ovs 6e GYE0T LLE TOVG
EVNAIKEG, T.). TOVOKEPOAOC, GTOUOYIKOS TOVOG 1) CTOUOIKESG KPAUTES, adlabeaia (euetog),
TOVOLOLUOG, PX0C Kot ETMOVVN TTEPI0dOG (EUUNnVog poon).

Ava@opd avemOdunTOV gvepyeL®OV

Edv moapoatnproete Kamoo avemBOunTn evEpYELd, EVIUEPDGTE TOV YIOTPO 1) TOV (POPLOKOTOLO GOG.
AVT0 1oyveL Kot Yo kEOe Thav avemBountn VEPYELN TOL OEV AVOPEPETOL GTO TOPOV PLAAO 0dNYIDOV
xpNons. Mmnopeite emiong va avapépete avemBounteg evépyeleg amevbeiog, péow Tov Bvikoy
GULGTILOTOG OVAPOPAS TTOL avaypdeeTol 6to [Tapdptnua V. Méowm tng avapopdg avemBountwoy
gvepPYEL®V pmopeite va fonbnoete ot GLALOYN TEPICTOTEPOV TATNPOPOPIDV GYETIKA LLE TNV ASPHAELN
TOV TOPOVTOG POPLUAKOV.

5. og va pvracoete To Dimethyl fumarate Accord

To @apuaxo ovtd TPETEL Vo PUAACGETOL GE UEPT) TOV OgV TO PAETOVV Kol OV TO POAVOLV TO, TOLdLA.
Na pn gpnoonoteite ovtd T0 PAPHOKO UETA TNV MUEPOUN VL AENG TOV AVOPEPETOL GTO KOVTL KOl GE
Kk@0e koywéAn petd ™ «AHZEH». H nuepounvia Anéng eivor n televtaio nuépa Tov piva. mov
ovVopEPETOL EKEL.

To pappakevtcd avtd Tpoidv dev amartel Witepeg cuVONKEG POAAENS.

Mnv metdite @APULAKO GTO VEPO TNG OMOYXETEVGNG 1] GTA OKLOK(A amoppitpote. Potote tov
(POPLLOKOTTOLO GOG Y10 TO TG VO TETAEETE TA. PAPLLOKO TTOV OEV YPMOIUOTOLEiTE Tl Avtd T pétpa Oa
Bonfncovv oty Tpoctacio Tov TEPIPAAAOVTOC.

6. [epreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

T epréyer to Dimethyl fumarate Accord

H dpaotiki) oveia sival o povuapikdc dypuebvieotépad.

Dimethyl fumarate Accord 120 mg: Kd&0e kaydkio mepiéyel 120 mg povpaptkod dyuebvieotépa.
Dimethyl fumarate Accord 240 mg: Kd&fe kaydkio mepiéyel 240 mg povpapikod dyuebviestépa.

- Ta drra ovotoTiKd ival:

Hepieyduevo kayakiov (Livi diokio pe evieptkn entkcdAvyn): MikpoKpLGTIAAIKT KuTTOpiv e

KatePyacia Pe Topitio, TAAKNG, KOpUEAAOLN VATPLOUY0G S10GTAVPOVLEVT], TVPITIO, KOAAOEIDEG GVVIPO,
OTEATIKO LAYVIO10, COUTOAVLEPES PEBaKPLALKOD 0EE0g —peBakpLAkoD peBvAeoTépa, KITPIKOG



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

TPLOBLAEGTEPUG, GUUTOAVUEPES LeBaKPLALKOD 0EE0G — akpLAkoD aBvieotépa (1:1), og dacmopd
30%.

Kélopog kayaxiov: Zehativn, dto&eidio titaviov (E171), Aapunpd kvavd FCF (E133), pérav o&eidro
cwnpov (E172), kitpvo o&eido sdnpov (E172).

Extonoon xoyaxiov (pavpn peddvn): Koppea Aakkog (E904), uélav o&eidio adnpov (E172),
vopo&eidio Tov kariov (E525).

Epg@avion tov Dimethyl fumarate Accord kot wepieydpeva 115 GVGKEVOGIOG

Ta yaotpoavOektikd okAnpd koydiio Dimethyl fumarate Accord 120 mg givar peyéfovg «0x»
(mepimov 21,3 x 7,5 mm) oxAnpd kaydxia (eAaTivg Le TPASVT KOPLET| KOl AEVKO GO, JE
Tonopévn v évoelEn «HR1» pe pavpo peldvi 6to cdpo Tov Koyakiov, Tov TepLEYovy AeVKA £mG
VIOAELKA, GTPOYYVAQ, OAUGiKLPTO pivi SioKkia e EVIEPIKT ETIKAAVYTY|, X0 Pig evOEiEeLg Kol oTIG dVO
TAEVPEC.

Ta yaotpoavOektikd oxAnpd koydiio Dimethyl fumarate Accord 240 mg givar peyéfovg «0»
(mepimov 21,3 x 7,5 mm) okAnpd koydkio CeEAativng e TPpAGIvn KOPLOT Kol GO0, LE TOTMOUEVT TNV
évoelgn «HR1» pe povpo pHeAdvi 610 MU TOL KOWOKIOV, TOV TEPIEXOVLV AEVK( EMG VITOAELKA,
GTPOYYLAL, OUQIKLPTO Hivi StoKio LE EVTEPIKT ETUKOALY, YOpig evOEIEels Kat 6TIG 000 TAEVLPES.

Kowyédxio 120 mg:

14 xaydxio og cvokevaocieg Tomov blister PVC/PE/PVDC-Alu.

14 x 1 xoydKia o€ S14TPNTEG GUOKELAGIEG TVTOV KVYEANG Hovadiaiog 60onG aAovpLviov
PVC/PE/PVDC-Alu.

Koo 240 mg:

56 1 168 xaydxia og cvokevacieg Tomov blister PVC/PE/PVDC-Alu

56 x 11168 x 1 xonydxio 6e S1ATPNTEG GLOKEVAGIEG TOTTOL KLWEANG povadilaiog OGNS OAOL VIOV
PVC/PE/PVDC-Alu.

Mmropei va, unv KoKA0QOpoHY OAEG Ol GLCKEVAGIEC.
Karoyog Adcrog Kvkhopopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est, 6* Planta,

08039 Barcelona,

Iomavia

Hopaockevaotc

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,
95-200, Pabianice, IToAwvia

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

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, O \owvoio

Accord Healthcare single member S.A.



64th Km National Road Athens
Lamia, Schimatari, 32009, EALGSa

["a omoladrmote TANpoopio GYETUKA e TO TOPOV PAPUAKEVLTIKO TPOIOV, TAPAKOAEIOTE VO
angvBuvleite otov TomiKo avtimpdommo Tov Katdyov g Adstog Kukiopopiog:
AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL

Win Medica A.E.

TnA: +30 210 74 88 821

To mapdv @vALo 00N LAV Ypriong avadepOnke Yo Televtaio gopa tov 09/2026.

Aemtouepeic TANPoPopieg Yo TO PAPLOKO aVTO gival SLOEGIUES 6TO OIKTLOKO TOTO Tov Evpmmaikod
Opyaviopov @apudkwv: https:// www.ema.europa.eu



https://www.ema.europa.eu/

