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Neupoloyikn Khivikn, Tpunpa latpikhg
MavemoTnuiou ©gccaliag

Xophynon Motonointkou
e 19 pépua (credits)
Yuvexiopevng latpikng
Exnaideuong (CME-CPD)

| TheMASTERMINDGroup|

Organizing your success

INITITOYTO MPOAHWHE, EKMAIAEYXHE & EPEYNAY

NEYPOAOIKQN NOXHMATQN

EUpoAoyiag

Mapriou

=evoboxeio
Larissa Imperial

Adpoa

MNpoypappa
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H 8spancia pe Betafergl 'I.'-' _c
BUVATOV VA CUVEXIOTE KB
Th SLAPKELA TNG EYKUMOOUV ‘
Tou OnAaciiou ebpdcov anattelton

BETAFERON®

Interferon beta-1b

BonBrjaTe va yivouv Ta gphppaka mo acai Ka T-.

pETE
OAEZ Ti¢ avemBUpNTES EVEPYEIES Yia
OAA Ta pdppaka Iy
ZupmAnpavovtag Tv «KITPINH KAPTA» ‘....




SANOF| GENZYME g

YnevBuvoc Kukhogopiag yia tnv EAAGda: Sanofi-Aventis AEBE

. Zuyypou 348 - Ktipto A, 176 74, KaABéa, TnA.: +30 210 90 01 600
YnevOuvog Kukhoopiag yia tnv Kumpo: Sanofi-aventis Cyprus Ltd
ABaldooag 91, 2012 ZtpofBolog — Aeukwoia, Kmpog, TnA.: +357 22 871 600
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14mg
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Enuponég

Mpoebpeio

Manadnpntpiou AAE§avpog
Xat{nyswpyiou Mewpylog

Aapdudtng EuBUptog

MéAn

BaAtipadn MoAéva
AgAnylpyng Nik6Aaog
lwavvidng MeptkAAg
Kapwiwtn Avaotaaia
KapapnAdvng Avidviog
KatoaBakn Mapia
KatoaBpudg Eudyyehog
KoUv1pa Népoa
KpaovikoBa EAévn
Kpoupuda Mapia
Kuplakdkng BaciAng

Madpkou Awkatepivn

MnéAAou EAévn
MouaolwAng Z€pylog
=npopephatou Mewpyia
Manadnuntpiou Ahpuntpa
Mannd AAe€avbpa
Maowotn ABavaaia
Matpapdvn lwdvva
MouAnpévou EuayyeAia
PAAAn Ltuliavh
LakaAidou lwavva
ZakouUtng ewpylog
Lygnh ABnva

TepAhg Andatolog
TowoUANg Anpntplog
TowoUptou Bdia



Xaipeuopog
Ayanntol XuvadeAgot,

Yag npookaloUpe oto ouvedplo «<HMEPEX NEYPOAOIIAX 2020» nou &opyavavel to Ivotitouto
MpdAnyng, Eknaideuong kat Epguvag NeupoAoyikwv Noonpdtwy kat n NeupoAoyikn KAwikh tou
Mavenotnpiou Bsooaliag yla dékatn ouvexn xpovid.

To petvo ouvEdpLo €xel BUO ONUAVTIKEG LOLALTEPOTNTEG:

1) To IvotttoUto cupnAnpwae 6éka xpdvia cuvexoUs Napouaiag otov eKNadeuTikd xwpo tng Neupoloyiag
opyavwvevTag eKNadeUTIKEG NPEPIDEG Kal cuvEDpLa. ZuvePYAOTNKE e NOAAG KEVTpa ToU eEWTEPIKOU
(Columbia University, University of Milano, Cyprus University, Cambridge University) avantdoooviag
pia baitepn ouvepyaocia pe 1o Cambridge University otn  Sopydvwon  eknaldeutikwv
ogpwvapiwv 600 Kal otn Peteknaideuon EAAAVwY NeupoAdywv.

2) Tn ouppetoxn tou Akadnpuaikol KaBnyntoU Xpnotou ZepepoU, o omnoiog T000 WE TO EMOTNHOVIKO
EPEUVNTIKO TOU £pyo, 600 Kal MPE TG OUPBOUAEUTIKEG ToUu unnpeoieg o€ KuBepvNTKoUG Kal pn
KuBepvntikoUG popei oe naykdapio eninedo, auPBAAAEL atnv Kivntonoinon Kat euawgBntonoincn twv
appodiwy yla tnv AMyn pétpwv nou Ba au§hoouv tnv entBiwon tou NAavATn.

To undAouno ntotnpoviké Npdypaupa Xxwpiletal o€ TPELG EVOTNTEG.

H npdtn evétnta avagpépetal oto peydAo Bépa tng Neupoanokatdotaong, dedopévou 6t ta neploadtepa
VEUPOAOYIKA voonpata odnyoUv o€ Kivntikh h vontikh avannpia. H npdodog nou napatnphBnke ta
teAeutaia xpdvia 1000 Pe T dnpioupyia EWBIKWY Povadwy (UEPIKEG and autég aTtoAi{ouv Th Xwpa pag)
000 Kal € T ENLOTNHOVIKA entteUypata autol tou KAddou, cupBAAAEL oTNV anokatdotach Twv aoBevwv
Kat €6woe 61€€odo otov mpoBAnpatiopd twv NeupoAdywy ...... «Kat twpa Ti;». To Neupoloyiko
Tunpa tou Mavemotnpiou Beooaiag pe tnv opydvwon tou 1 MetantuxiakoU [Mpoypdupatog yia tn
Neupoanokatdotaon GUVELSPEPEL OTNV NEPATEPW ENUOPPUON TWV HETANTUXLAKDYV POLTNTWV.

H deUtepn evotnta avagépetal oto BEpa tng aviyeTwnong Twv Ayyelakwyv Eykepalikwv Engigodiwy,
éva Bépa mou 6xt pévo Adyw tng ouxvatntag aAAd Kat Twv oUyxpovwy Bepansutikwy napepBAacewy
elvat enikalpo kat onpaviké. H veupoloylkh Kovotnta Kat oL VEUPOAGYOL wG oL Lévol apuddlol opeilouv
va KNToMolnoouv KuBepvnTikoUg Kat AAAoug @opeiG ywa tnv dnpoupyia Movddwv Ayyelakav
Eykepalikwv Enewoodiwv. H Begooahia, 6nwg Kat AAAEG MEPLOXEG TNG XWPAG €XOUV EPNELPOUG
VOOOKOMELOKOUG VEUPOAOYOUG 0TOUG omoioug Mpénel va otnpixBolv ol appédiol, 6nwg cupBaivel og
O0AGKANpN thv Eupwnn, yla th Agttoupyia twv Hovadwv.

H tpitn evétnta nepihapBdvel 1o «Tt vedtepo» NPoEKUYE O NPAKTIKG, Bepaneutiké eninedo ta teAeutaia
xpovia yla tn XkAnpuvon Katd lMAdkag, tn véoo Parkinson, tn vooo Alzheimer, Tnv nuikpavia, aAAd
Kal o€ AAAa onavidtepa voonpata, Nou PEXPL Twpa htav aviata Kat Pnopouv Twpa va avIPETwNLoTouV
(veotaia puikn atpogia, apuiosidwaon, o{wdng okAnpuvon).

Yag npookaAoUpe otn Adploa Kat oag NapakaAoUPe va CUMPMETAOXeTe ot oulnthoelg nou Ba
npaypatonotnBolv yila toug NpoBAnUatiopoUs Kat ta StAnpata nou avipetwni{oupe otny KaBnuepvh
LaTPIKA NPAgn.

Me ouvadeA@ikoUg xatpeTiopoug,

AAé€avbpog Manadnuntpiou lewpylog Xat{nyewpyiou EuBUpiog Aapdiadtng
Opoétpog KaBnynthg NeupoAoyiag KaBnynthg NeupoAoyiag AvanAnpwthg KaBnyntng
Maveniotnpiou Becoaliag Maveniotnpiou Kunpou Neupoloyiag
Mpdedpog Ivatitoutou MpdAnyng, Mavenotnpiou Beooahiag

Eknaideuong kat'Epguvag
Neupohoyikwv Noonudtwv



Huépeg NeupoAoyiag 2020
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«Neupoanokatdotaon» (KIVNTIKA Kal yVwoTIKA anokatdataon)

MNpoedpeio: K. Metponoulou, AB. ToiByoUAng, EuB. AapSiwtng
Opydvwan unnpeotwv anokatdotaong atig veUPoAoyLkEéG nabnoelg - oudda
anokatdotaong, M. Lydvt{og

Néeg texvoloyieg kat péBodot Kivntikng paBnong otnv Neupoanokatdotaon,
E. KanpéAn

ABoucaia anokatdotacn kat anokatdataon tng Wolodektikotntag petd and AEE,
B. ®dAla

L0yxpova 6edopéva yla TNV anoTeAEOHATIKATNTA TNG YVWOTIKAG anokatdotaong
otn XK, A. Meaahvng

Mayvntuikég epeBLOPGG: YVWOTIKA Kal KvnTikh anokatdataon, Mp. Ndolog
HAektpLkdg epeBilopdg otig Slatapaxég tou Adyou, E. Meplotépn

Zepwvdplo B

«Neupoanokatdotaon - AAAavtikn to€ivn kat Neupoloyikda voonpata»
Mpoedpeio: E. Koupepévog

Auotovieg, I =npopephaotou
Kegpahalyia, 6. ABpapibng
Inaotukdinta, A8. TalByoUAng

MeonpuBpwvh Awakonh

Ewdwknh Zuvebdpia ([BA. ato t€Ao¢ tou rpoypduuarog)

AloAéynon Epyactnplakawv E€etdoewv ané NeupoAdyoug
Mpoedpeio: A. Qpoloyag

MnktikétnTa - BpopBo@iAia, N. MNavvakolAag
Avoooloyikég e€etdoelg, A. Mnéydavog
OgpBaApohroyiag OCT, E. Topwvn
Epyaotnplakég éAeyxog otig dvoleg, T. Ntéokag
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13-15 Maptiou Adploa
[lapaokeun 13 Maptiou 2020

18:30-19:00  Aopuopikit AldAe€n (BA oto 1€A0¢ ToU npoypduuatog)

AwaAegn
R AEE Neupoloyiké Néonpa i véoog Twv ayysiwy

MNpoedpeio: K. ®ouvtdg, EuB. Aapdiwtng
OptAnthg: . TowByoUANg

AwdAegn
19:30-20001 50 61aKh yhpavon kat MoAAanAh IZKARpuvon

Mpoebdpeio: I Xar{nyswpyiou
OptAnthg: N. Fpnyopiddng

Enwotnpoviké Mpéypappa



Enmwothpoviko Mpéypappa

l ook

08:30-09:30| Mapouciacn lMeplotatikwv

09:30-10:00
10:00-11:00

11:00-11:15

12:15-13:00

Huépeg NeupoAoyiag 2020

2aBBato 14 Maptiou 2020

Mpoebdpeio: . Mapkdkng, A. TotpoUANg

Mapeon VI kaw X eykepaAikwv culuylv aplotepd eni edagoug opaytidikol
napayayyAiwpatog, K. Ntagénoulog, I Kapapat{iavvn, I. EuataBiou,

A. Avayvwotapd*, B. AAipnéptn, A. NavouconoUAou

lNeptotanxd Neupodoyikng KAvikig, 'N.A. «KopyiaAéveto - Mnevdkeio» EEZX. /
Akuvoloyiko Tunua*

Mpwtoeppavifduevn entAnntikh Kpion og Aexwida acBevnh, B. Kupipn,
K. Zwtnpiou
lNeptotankd NeupodoyikoU Tunuatog IIN.A. «I Tevvnuardg»

Mepintwaon avBekukng eykepalondBelag Hashimoto, pe aviandkpion otn
Bupeocidektopn, E. AyyéAloylou, B. XouAldpa, A. Kapdkahog*, |. Mapkdkng

lNeptotarikd NeupodoyikoU Tunuarog IN. leipaid «Ay. MMavteAenuwv» / Neupooyikr) KAvikn,

'N.A. «0 EvayyeAioudg»*
Yno€eia eykatdotaon duoxépetag Badiong o yuvaika 48 1wy, K. Mehdvng,

I. AAe§avbpdarou, 0. Ayandkn, B. M'kouppnaln, B. ZkapAdrou, I1. AyyeAddakng,

A. Kapdakahog
Meptotarikd Neupoloyiknic KAviknig 'N.A. «0 EuayyeAioudg»

Awatapaxég puBpou wg npwto cupntwpa Onukhg NeupopueAitdag, A. Pikog
lNeptotanxd Neuporoyikric KAwvikig I.IN. Adpioag

AwdAegn

Awtapaxég Unvou ata veupoAoyikd voohpata - Tt npénet va yvwpidel o veupoAdyog
Mpoedpeio: L. PAAAN
OptAnthg: M. Mnapywwrtag

Kepalalyia - Huwkpavia

MNpoedpeio: I. Mkékag, K. Mniooag

Ivopualyia, B. Kapapiou
Nedtepeg Bepancutikég npooeyyioelg otnv npikpavia, N. @dkag

AwdAeppa

AvTipeT®dnion TG cUPNTWHATIKAG KAANG TG 00QUIKNG Hoipag X.X.

ZuvTnpntikn vs Xelpoupytkn avIlHeET®Nion
MNpoedpeio: K. MaAilog, N. BAaikiéng

E. XrapnouAng
L. MwxaAitong

Aopupopiké Zupnéaio (BA oto €A0C ToU rMpoypduuatog)
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13-15 Maptiou Adploa
2aBBato 14 Maptiou 2020
_

MNpoebdpeio: I Xar{nyewpyiou, A. Matpikiou

Avoolaké cugtnpa otn Néoo Alzheimer, I'. Mapaokeudg
Ta povokAwvika aviiowpata atnv dvola, nou Bpioképaote, E. Kandkn

13:45-14:15  Aopuopiki AtdAe€n (BA oro t€Ao¢ ToU rpoypduuaTog)
14:15-16:00 MeonpBpivh Awakonn

15:00-16:00 Ewdwkn Zuvedpia [BA o1o 1€A0¢ 10U Mpoypduuatog)

16:00-18:00( XkAnpuvon kata lMAdkag

Mpoebdpeio: I. MuAwvdg, I Aepetln

Makpoxpdvia aopdAeia twv Bepanelwy ing M, EuB. Aapdiwng
EpBoAwaopot & XK1, E. Zapapd

0 podAog ing Butapivng D, I. KoukoUAng

Butapivn D & ZKIT, B. TayoUptou

Enwotnpoviké Mpéypappa

18:00-18:15  AwdAewppa

18:15-18:45  Aopuopiki AldAe€n (BA oto 1€Ao¢ ToU npoypduuartog)

AwaAe€n

18:45-19:15 | H a€ia tng onpelohoyiag Twv eNANNTIK®V Kpioewv atnv nAayiwon
KOl TOV EVIONIOHS TWV ECTIOKWYV Kpioewv
MNpoedpeio: B. AApnéptn, Alk. Mapkou
OptAntAG: B. Kiptokiéng

19:15-19:45  Aopugopikin AtdAe€n (BA oto téAog 10U Mpoypduparog)

19:45 TeAetn’Evap§ng

MNpoedpeio: A. Manadnpntpiou, I. Xat{nyewpyiou

Xawpetiopoli

AlaAegn
Mapouaoiaan tou Epeuvntikol ‘Epyou tou NeupoAoyikou Tuhpatog tou
MNaveniotnpiou Beaoahiag, I. Xat{nyewpyiou

Kevipikh AldAe§n
KAwatkég aAAayég: Ou enotnpovikéG andyelg ané tnv apxaldtnta Yéxpl ohpepa,
X. Zepepog



@ Huépeg NeupoAoyiag 2020
Kuplakn 15 Maptiou 2020

MNpoebdpeio: L. PAAAN, I Aiunitakn

Tuveodtepo otn puacBévela, B. ZodBeAou
Apuloeldikn veupondBela, I. Kodtong
Nwrtiaia puikh atpoia, A. Manadnpntpiou

10:00-11:00 | Nooog Parkinson - KAwvikoi npoBAnpatiopoi

MNpoedpeio: £. Mnoatavi{onoUiou, B. Kuptakdkng

éypappa

y

Bepaneia npoxwpnpévng véoou Parkinson. Bepaneutikdg akydptBuog,

I =npopepnotou

AVTIHETMNLON TWV PN-KWVNTIKWY CUPNTWHATWY Tng vooou tou Parkinson,
L. Kovutouwtng

11:00- 1115 AdAeyppa

11:15-11:45  Aopuopikd AtdAegn (BA oto t€Ao¢ Tou rpoypduuarog)

11:45-12:45| T vedtepo otn Neupoloyia (II)

MNpoebdpeio: A. Manadnuntpiou, A. MavtéAhog

Enmwothpoviko Mp

Tuvedtepo otnv veupo-oykoAoyia, K. ®ouvtdag
BpopBoektopn, M. Manavayiwtou

12:45-14:00| Mapouciaon Meplotatik®dv

MNpoedpeio: 6. Bwpdidng, A. NManna

Oyképoppn akAhpuvan: €éva dlapopoyvwotiké npéBAnua, E. MouAnpévou,

E. MniAwapd, A. Kapwviwtn, A.KapapnAavng, A. NManadSnpntpiou

Eppikog Ntuvdv Hospital Center

MNMapouciaon neplotatikoU pe avianokpvopevn ota otepoeldh eykepailondbeta
oxetdépevn pe autodvoon Bupeoslditda (SREAT), E. MnéAlou

Meprotanikd NeupoAoyikoU Tunuarog IN. ToikdAwv

loxaipiké AE og veapd evhAika opelAdpevo og kapdlakoé éyko, M. Kpoppiba
leptotariké NeupoAoyikoU Tunuatog I'N. Kapbitoag

LUyxpovn npocéyylon Xopeiag pe apoppn éva neplotatikd nAkiwpévou avopa,
B. Zikag, E. Avtwviddn, M. TooAdkn, M. ApvaoUtoyAou

Meptotankd A” NeupoAoyikric KAwviknig IN.IN.6. AXETIA

Npoodeutikh buoxépela Badiong oe peohAika avdpa, A. MpoBatdg, I =npopephatou
Mepiorariké Neuporoyikric KAwviknig, MIN. Adpioag

MNMapouciaon neplotatikou acBevoug pe ouvdpopo LAMBERT EATON, A. Mixog,
E. KatoaBpudg, B. Kupltakakng

Meptotankd NeupodoyikoU Tunuarog I'N. Aauiag

Awpvidia dinAnyia VI eykepaiikng ouuyiag ayyelakng atttohoyiag, I Aianudkn,
@. AhoUpba, M. =upapdg, E. Kepeloidn

lNepiotanxd NeupodoyikoU Tunuarog IN.A. «H Mauuaxdptotog»

14:00-14:30| Xupnepdopata Zuvedpiou

A. MNanadnpntpiou, I Xat{nyewpyiou
10
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13-15 Maptiou Adploa

MNapaokeun 13 Maprtiou 2020

15:00-16:00 Eidikn Tuvedpia pe tnv unootnpi§n tng etatpiag Allergan
2 Allergan  Enibei§n labikaaiag texvikwv éyxuong Botox® (BouttAwvikh togivn)
‘ OTLG EYKEKPLUEVEG evbeielg Tou
Auxevikn Auatovia, I =npopepnatou
Inaotkdtnta petd and A.E.E, A8. TalByoUAng
18:30-19:00  Aopupopikn AtdAe§n
PERRCK  Awokia KhadpiBivng: Ateupivovtag tnv KAwviki Epnetpia

MNpoebpeio: B. Kwatadnpa
OptAntAG: B. Maotopobnpog

2 aBBato 14 Maprtiou 2020
12:15-13:00  Aopupopiké Zupnéoio
Mpog pia véa otpatnyikn otnv MoAAanAn kKAhpuvon
MNpoedpeio: A. Manadnpuntpiou
Katavowvtag tnv npoodeutikdinta ing véoou, L. Awphg
Avupetwnifovtag tnv npoodeutikdtnta ing véoou, E. Koutaoupdkn
13:45-14:15  Aopugopikn AtaAe§n
SANOFI 7 «AAAGQovtag» tn Bepaneutikh npooéyylon tng MoAAanAng ZKANpuveng
Mpoebpeio: EuB. AapSidtng
OpANTAG: I. NikoAdidng
15:00-16:00 Eidikn Tuvedpia pe tnv unootnpi§n tng etatpiag Allergan
<% Allergan Eni&ei§n Sladikaoiag texvikdv éyxuong Botox® (BouttAwiknh togivn)
‘ oTLG EYKEKPLUEVEG EVBEeieLg TOU
Xpovia Huikpavia, Znactikétnta petd and A.E.E., EuB. Aap&iwdtng
18:15-18:45  Aopupopikh AldAe€n

5pecifar Awaxeipion tng MoAAanAng IkKARpUvoNng Katd tnv EyKUpooUvn.

Motot napdyovteg kaBopi{ouv ta pakpoxpdvia anoteAéopata;
Mpoebpeio: I =npopephoiou
OpthAtpla: B. Kwotabhpa

19:15-19:45  Aopugopikn AtaAe§n

(GENESIS Natalizumab: BeAtigtonotwvtag tn Staxeipion twv acBevwv pakponpéBeopa

Mpoebpeio: EuB. Aapbiidtng
OpthAtpla: B. Towouptou

HTSpAnY

Kuptakn 15 Maprtiou 2020

11:15-11:45 Aopupopikd AlaAe§n
Inn 8 0q®bn¢ IkAhpuveon
Mpoebpeio: EuB. Aapdidtng

OpAntAg: A. NanaBaatAeiou

Ewdikég Zuvebpieg / Aopupopikad Zupnéoia / Aopupopikég Alaré§elg



A TOYZ AXOENEIX A% ME YTIOTPOIMIAZOYZA AIAAEINOYZA MY

TEKINHETE ME TH AYNAMH KAI THN EMIIEIPIA TOY TYSABRI

AOKIMASMENO 2. TH MAXH

KATA THZ MOAAANAHE EKAHPYNXHZ"3

BIBAIOTPA®IA 1. Tysabri MepiAndn XapaktnpioTikwy Mpoidvtog. 2. Polman CH, et al; N Engl J Med.2006;354(9):899-910. 3. Butzkueven H, et al. J
Neurol Neurosurg Psychiatry. 2014;85(11):1190-1197.

Mo cUVTAYOYPAPIKEG NMANPOPOPIEG AVATPEETE OTIC CENIDES
Mepairépw NAnpo®opieg diaTiBevTal and Tn Méveoic Pdpua A.E.

)
) GENESIS  Biogen TYSABRI

pharma (natalizumab)

Tys-Ad/05.2019



TEC.ADV.wsl.11/19

‘> Tecfidera.
(dimethyl fumarate)

Mati va apKeiote
oe Aiyotepa... ‘
DJOOPEPEI NEPICTOTEPA

) , ) , . .
T A Aid .
Blogen 1a ouvtayoypa@ikés nAnpogopies avatpéate ous oedides  tou eviUnou GENESIS

Mepartépw nAnpopopies diatiBevtal anod tn Méveais Odppa AE.

MepiAnwn XapaKtnpiotikwy tou Mpoidvtos TECFIDERA: To Tecfidera
evbeikvutal yia t Bepaneia evnAikwy aoBevwv
pe unotponidlouoa dianeinouca MoAdanAn XkAnpuvon
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ABpapiéng Be6b6wpog
AteuBuvtng NeupoAoyikhg KAVIKAG,
I'N.A. «KopylaAévelo - Mnevakelo» E.E.L.

Ayanakn Opoalia
Ewdikeudpevn Neupohoyiag, Neupohoyikh
KAwiknh, TN.A. <0 EuayyeAiopdg»

LANTOV

=3= AyyeAibakng Mavayidtng
AteuBuvtng NeupoAoyikhg KAVIKAG,
latpeio MoAAanAAG ZkAhpuvong,

'N.A. «O EuayyeAopdg - MoAuKAWIKA -
OgBaApwatpeio»

wv-0

a. Ayyéloyhou ZtéAAa
Ewdikeudpevn Neupohoyiag, NeupoAoyikd Tunua,
N I'N. Nikawag «Aytog MNMavieAenpwv»

O AlcEavbpdrou lwdvva
Ewdikeudpevn Neupohoyiag,
Neupohoyikh KAwiknh, TN.A. <0 EuayyeAiopég»

g AApnéptn BapBapa
AleuBuvrpla ELY, Enotnpovikn
N YneuBuvn Neupoloyikng KAwIKAG,
= [NA «KopyaAévelo - Mnevdkelo» EEL.

AMoUpba Dwrtevn
Ewdikeudpevn Neupoloyiag,

L NeupoAoyikh KAwvikn, Neupohoyiké Tunpa,
'N.A. «H Mappakdprotog»

Avayvwotapd ABnva
AktvoAdyog, Enpentpla A’ AKTivoAoyiko
Tunpa, FN.A. «<KopylaAévelo - Mnevdkelo» E.EL.

BAdaikiéng Nik6Aaog
Opéupog KaBnynthg Neupoloyiag,
Neupoloyikh KAwviKh latpikhg ZxoAhg AlM.6.

MavvakoUAag NikéAaog

Enikoupog KaBnynthg MNaBoloyiag -
Awatoroyiag, latpikoé Tunpa MNavenotnpiou
Beooahiag

Mkékag Medpylog

NeupoAdyog, TEwg Xuvioviathg AleuBuving
Neupohoyikhg KAwvikng, FN. Nikawag
«Ayiog MavieAehpwv»

MkoupunaAn Bavéooa
MD, PhD, NeupoAdyog, EnpeAntpla A',
NeupoAoyikh KAvikn, N.A. «O Euayyehiopdg»

Huépeg NeupoAoyiag 2020

Fpnyoptadng NikoAaog
KaBnynthg Neupohoyiag,
B” NeupoAoykh KAwvikn, latpikh XxoAn Al1.6.

Aapéiwtng EuBipiog
AvanAnpwthg KaBnynthg Neupoloyiag,
Mavenwothplo BeaoaAiag

Aepetln MNewpyia
MD, PhD, AteuBivtpla NeupoAoyikoU Tuhpatog,
'N.B. «[Nanayewpyiou»

Awpng Ztuhiavég
Ap., NeupoAdyog, AteuBuvtng A" NeupoAoyikhg
KAwikhg, Nogokopeio Metropolitan General

EuotaBiou M'ewpylog

Ewdikeudpevog Neupohoyiag,
Neupoloykh KAWIKA,

'N.A. «<KopylaAévelo - Mnevdkelo» EE.X.

Zepepbg Xphatog
Axkabdnpaikdg

ZoUBeAou BaotAkn
NeupoAéyog E.ALM, A Mavenotnpaknh
Neupoloykh KAwikn, «Atywviatelo» Nogokopeio

Owpdidng Bwpdag

MSC, MD, PhD, Téwg Luvtoviothg
AteuBuvthg NeupohoyikoU TpuhApatog,
'N.A. «<KopylaAévelo - Mnevdkelo» E.E.L.

Kapwiwtn Avaotaoia
NeupoAdyog, Neupohoyikh KAwikn,
Eppikog Ntuvav Hospital Center

Kanakn EAwcoaBet

KaBnyhtpla Neupohoyiag kat Neupoxnpeiag
EKMA, A" NeupoAoyikh KAvikn,
«Atywvhtelo» Noookopeio

KanpéAn EAévn
KaBnyntpla QuokoBepaneiag, Tunpa
QuowkoBepaneiag, Maveniothpio Beocaliag

KapdkaAog Anpntplog
AteuBuvthg NeupoAoyikhg KAIVIKAG,
'N.A. <O EuayyeAiopég»

Kapapifou EuayyeAia
AvanAnpwrtpla KaBnyhtpia NeupoAoyiag EKIMNA

KapapatQiavvn Mlewpyia
Ewdikeudpevn Neupohoyiag,
I'N.A.«KopylaAévelo - Mnevdkelo» E.EX.



KapapnAiavng Aviaviog
EnpeAnthg A, Neupohoyikh KAwikn,
Eppikog Ntuvav Hospital Center

KatoaBpidg Euayyehog
EnpeAntng A" Neupoloyiag,
NeupoAoyké Tuhpa, IN. Aapiag

KepeloG6n"EAAN
Yuvroviotpla AteuBuvipia NeupoloyikoU
Tuhpatog, FN.A. «H Mappakdapiotog»

Kwgiokiéng Baoilelog

KaBnynthg Neupohoyiag - KAvikng
Neupogpuatooyiag, AleuBuving Epyactnpiou
KAwvikhg Neupoguaotohoyiag,

latpikh ZxoAn ATL6.

Kovutoiwtng Znupidwv
KaBnynthg Neupohoyiag, Tuhpa latpikAg,
Mavenwothpo lwavvivawv

KoukoUAng Mewpytog

AvanAnpwthg KaBnyntng Evbokpivoioyiag,
E€wtepikdg Zuvepyding, Eppikog Ntuvav
Hospital Center

Koupepévog Eudyyelog
AvanAnpwthg AteuBuvtng NeupoAoyikhg
KAwikng, 251 I'N. Aeponopiag

KoUtong Mewpylog

Enikoupog KaBnynthg Neupoloyiag -
Neupoyevetkig, A" NeupoAoyikh KAwikh EKITA,
«Atywvhtelo» Nogokopeio

Koutooupdakn Eugppocivn
AvanAnptpla KaBnyntpia Neupohoyiag -
Neupoavooohoyiag, latpikh IxoAn A.M.6.

Kpoppiéa Mapia
EneAntpua B, I'N. Kapbditoag

Kupipn BaotAkn
Ewdikeudpevn Neupoloyiag,
'N.A «[- Tevvnpatdg»

Kuptakdkng BaaoiAelog
AteuBuvthg NeupoAoyikoU Tuhpatog, IN. Aapiag

Kwotabnpa BaolAikn
NeupoAdyog, AteuBuvipua EZY,
NeupoAoyikh KAvikn, M.IN. lwavvivewv

13-15 Maptiou Adploa
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Awnutdkn Mewpyia
Empehtpla A" NeupoAoyikou Tuhpatog,
'N.A. «H Mappakdpiotog»

MaAidog Kwvotavtivog
KaBnynthg OpBonedikAg latptkAg ZxoAng
Mavenwotnpiou Beooaliag

MavtéAAog Anpntplog
MD, PhD, NeupoAdyog, Opthog YTEIA

Mapkdkng lwavvng

NeupoAéyog, Enotnpovikd YneGBuvog
NeupoloyikoU TuhApatog, IN. Nikatlag
«Aylog MNavieAehpwv»

Mapkou Atkatepivn
NeupoAéyog, EneAntpia ELY, NeupoAoyikh
KAwkn Maveniotnpiou Beooaliag

Mactopobdnpog BaoiAelog X.
MD, PhD, EnwpeAnthg A" NeupoAoyikhg KAwIKAG,
MA.T'N. HpakAgiou

MeAdavng Kwvotavtivog
Ewdikeudpevog Neupohoyiag,
Neupohoyikh KAwikh, FN.A. <O Euayyehiopdg»

Meoonvng Adunpog

Abdktwp KAvikhg Neupoyuxoloyiag,
YneUBuvog latpeiou Mvhpung NeupoAoyikhg
KAwvikng Maveniotnpiou MNatpaov

MuwxaAitong Zwthplog
OpBonatdikég Xelpoupydg

Mixog Avaotdoiog
EneAnthg B” Neupoloyiag,
NeupoAoyiké Tphapa, IN. Aapiag

Mnapywwtag Mavayi®dng
Enikoupog KaBnynthg Neupohoyiag,
latpikh xoAn MNaveniotnpiou Kunpou

MnéAAou EAévn
EneAitpua B, Neupohoyiké Tuhpa,
'N. TpikdAwv

MntAtapd’EAAN
Empeitpua A', Neupohoyikh KAwikn,
Eppikog Ntuvdv Hospital Center

Mniocoag Kwvotavtivog
NeupoAdyog

Eupetnpio Mpoébpwv - OptAntwv
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Mnéy&avog Anpntplog

AvanAnpwthg KaBnyntAg MaBoAoyiag

kat Autodvoowv Noonpdtwv MNMaveniotnpiou
Beoaahiag, AleuBuvtng Mavenotnplakhg
KAwiknhg Peupatoloyiag kat KAwikng
Avogoloyiag, M.I'N. Adploag

Mnootavi{onoGAou XeBaoth
Oupdétuun KaBnyhtpla Neupoloyiag,
latpikh TxoAh AT.6.

MuAwvdg lwavvng

MD, PhD, FEAN, Ouétipog KaBnynthg
Neupohoyiag, latpikh XxoAn Al.8.,

Fellow of the European Academy of Neurology

Ndoiog Mpnyoptrog

NeupoAdyog, AvanAnpwthg KaBnyntAg,
Ixohh Emotnuwv Yyeiag, Mavenwothplo
lwavvivwv

NikoAd(6n¢ lwavvng
Luvepydatng B” Mavenotnplakhg NeupoAoytkhg
KAwikng, M.IN.B8. AXEMNA

Nraodénoulog Kwvaotavtivog
Edwkeudpevog Neupohoyiag,
'N.A.«KopylaAévelo - Mnevakelo» E.EX.

Ntéokag TpravidpuArog
AteuBuving Neupohoyikhg KAVIKAG,
Nautiké Noookopeio ABnvav

=npopepnotou Mewpyia
AvanAnpwtpia KaBnyhtpla Neupohoyiag
Mavenwotnpiou Beooahiag

Zupapdg MuxdAng
AteuBuvtng NeupohoyikoU Tuhuatog,
I'N.A. «H MNapuakdplotog»

MavouoonolGAou AyyeAkn
AeuBUvTpla Neupohoyiag E.ZY, Neupoloyikh
KAwiknA, IN.A.«KopylaAévelo - Mnevdkelo» EEEL.

ManaBaoiAeiou Avtyévn
EnwepaAng Mawdoveupohoyikou Tuhpatog,
IAXQ MNaibwv

Manadnpntpiou AAéEavbpog
Opotpog KaBnynthg NeupoAoyiag
Mavengtnpiou Beooahiag

Huépeg NeupoAoyiag 2020

Manadnpntpiov Anpntpa
NeupoAdyog, NeupoAoyikh KAvIkn,
Eppikog Ntuvav Hospital Center

Manavaywwrou Mavayiwng
ExkAepévog AvanAnpwthg KaBnynthg
Axtuwvohoyiag EKMA, KaBnynthg
Neupoaktivoloyiag, latpikh xoAn
Mavenotnpiou Homburg, leppavia
AteuBuvtng - Tuhpa NeupoaktvoAoyiag,
Hospital Bremen-Mitte

Manna AAe§avbpa
EnpeAntpua B ELY, M.EN. Adploag

Napaokevdg Mewpytog
AvanAnpwthg KaBnynthg Neupohoyiag
EKMA, A" Neupoloyikh KAvikn,
«Atywvhtelo» Nogokopeio

Matpikiou Aptepig
AteuBUvipla NeupoloyikAg KAWVIKAG,
Metropolitan Hospital

MNepiotépn EAévn
NeupoyAwaooAdyog, MéAog EAIN NeupoAoyikhg
KAwkng, N.IN. Adpoag

MNetponoUAou Kwvortavtiva

Yuvroviotpla AteuBuvipla B” KAvikhg Duotkhg
latpikhg & Anokatdotaong, EBviké Kévipo
Anokatdotaong, MNp6edpog EAAnvikAG Etapeiag
®uotkAg latpikhg & Anokatdotaong

MouAnpévou EuayyeAia

NeupoAdyog, E€wtepikdg Luvepyatng
Neupohoyikhg KAvikng, Eppikog Ntuvav
Hospital Center

MpoBatdg Aviawviog
Ewdikeudpevog Neupohoyiag,
NeupoAoykh KAvikn, M.IN. Adpoag

PaAAn ZtuAiavh - AnootoAia
NeupoAdyog, AteuBuvipua EZY,
NeupoAoykh KAvikn, M.IN. Adpoag

Pikog Anpntplog

NeupoAdyog, Ltpatwtkdg latpdg, 111 MM,
Enlotnpovikég Luvepydtng Neupohoyikhg
KAwvikng, MN.I'N. Adpiloag

Zapapd Eubupia
EnweAitpla B” NeupoAoyikou Tuhpartog,
I'N.8. «[Manayswpyiou»



Lyavi{og Mapkog

latpdg DuatkAg latpikhg kat Anokatdotaong,
AvanAnpwthg KaBnynthg Avatopiag, Tuhpa
latpikng, Maveniothpio Beooaliag

Zidkag Baoilelog
Ewdikeudpevog Neupohoyiag,
A" Neupoloyikn KAwvikn, I.IN.6. AXEMNA

ZkapAdrou BaotAikn
Enwoupwkh EnpeAatpla B',
I'N.A «O EuayyeAopég»

ZrapnouAng EAeuBépiog
Opétog KaBnynthg NeupoAoyiag,
latpikh ZxoAn EKIA

Zwtnpiou Kwvoravtivog
EnpeAnthg A', Neupohoyikh KAwikn,
N.A. «[" Tevvnuatag»

Towapa Zogpia
AteuBUvTpla Neupoloyikhg KAWVIKAG,
N.A. «[" Tevvnuatag»

ToByoUAng Mewpyrog
KaBnynthg Neupohoyiag, latpikh IxoAn EKIMA

ToByoUAng ABavdoctiog

Qugiatpog, Mavenotnplakédg Ynétpopog
Neupoloyiknhg KAwvikng M.IN. Adploag,
Entotnpovikég YnelBuvog Avouxthg NoonAeiag,
KAA Animus

TowpoUAng Anpntplog
EneAnthg A" Neupoloyiag, Mavenotnpiakh
Neupohoyikh KAwikn, M.IN. Adpoag

TowoUptou Bdia
AeuB0vTpla EXY Neupohoyiag, MN.IN. Adpioag

Towpavn EvayyeAia
KaBnyntpia OpBaApoAoyiag -
Neupoo@BaApoloyiag, Maveniothpio BeaoaAiag

®dkag NikéAaog
AleuBuvtng Neupohoytkhg KAIVIKAG,
401 TCZNA.

®ouvtdg Kwvortavtivog
KaBnynthg Neupoxetlpoupytkng, Tunpa latpikig,
Mavenwothpo BeooaAiag

13-15 Maptiou Adploa
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®@Ala BaolAikn

Abdktwp latpikdv Emotnpwy -
Neupoeniotnpdy, Karolinska Institutet, Younbia,
Enmokéntpla Avaninprtpia KaBnynrpua,
Amsterdam University of Applied Sciences
(AUAS]), Neupohoyikn KAvikn, IN.IN. Adploag

Xat{nyewpyiou Medpylog
KaBnyntng Neupoloyiag Maveniotnpiou Kunpou

XouAiapa Baothikn
EnpeAntpla A’ NeupoAoyikn KAwvikn,
I'N. Nikaiag «Aytog MNavieAehpwv»

QNpoloydg Avaotdoiog

Opotipog KaBnynthg NeupoAoyiag,

latpikh ZxoAn AT.6., ENotnpovikog
YneuBuvog Kévipou MoAAanAng kAhpuvaong,
I"N. Beaoahovikng «Aylog Aoukag»

Eupetnpio Mpoébpwv - OptAntwv



MoAAanAn ZkAnpuvon:

TNV NPOOSEUTIKOTNTA
™nG vooou'-23

To (pdpuako auto TeAei und oupnAnpwuatikiy napakoAouBnon. H avapopd ni@avoloyouusvwy avemBUunTwy evepyeiwV UETA and Tn xoprynon
adeiag KukAopopiag Tou papuakeuTIKOU npoidvTog ival onuavTikn. Emitpénel Tn ouvexr napakoAouBnon Tng oxéong opéAoug-kivéuvou Tou
papuakeuTikoU npoiovTog. Mpénei va yiveTar avagopd Twv aveniBuuntwy evepyeiwv. O aveniBUunNTeG eVEPYEIEG NPENEI ENioNG va avagépovTal oTn
Roche (Hellas) A.E. MapakaAoupe enikoivwvroTe pe Tn Movdda Qapuakoenaypunvnong tng Roche (Hellas) A.E., site anooTéAAovrag e-mail (hellas.
drugsafety@roche.com), eite TnAepwvikwg (+30 210 6166100).

ROCHE (Hellas) A.E.

Ahapavag 4 & Aedpoov 151 25 Mapoual, ATTiKn

ThA.: 210 6166100, fax: 210 6166159 BalieE Y“’°”X;: &f"’;‘e’“" D 1N (G
email: hellas.medinfo@roche.com OAEZ TG aveniBUpnTeg eVEpYELEG Yla

EAAGSa 800 111 93 00 (swpeav ypapps enikoveviag) OAA ta gdppaka

OCREVUS-MS_1_0220

f ZupnAnpdvovtag v “KITPINH KAPTA”
KUI'IpOQ 800 92 668 (8wpedv ypappr enikoiveviag) [ .




BiBAioypacpia:

1. OCREVUS MepiAnyn XapaktnpioTikewv Tou MpoidvTog. 2. Hauser SL et al. Ocrelizumab versus interferon B-1a in relapsing multiple sclerosis. N Engl J Med.
2017,376(3):221-234. 3. Montalban X et al. Ocrelizumab versus placebo in primary progressive multiple sclerosis. N Engl J Med. 2017;376(3):209-220

lNa nepiocoTepeg NAnpopopieg avatpegte atnv MXIM Tou OCREVUS® nou eupavileTal oe enodpeveg oeNiSeg Tou evrunou.

AveniBuunTeg Evépyeieg: O1 oNPAVTIKOTEPEG KAl MIO CUXVA AVAPEPOUEVEG

avenBuunTeg avridpdoeig (ADRs) fTav ol oxeTI{OUEVEG PE TRV EyXuon v
avTidpaoeig (IRR) kai o1 hoipwEeig'. Ma nepiocdTepeg NANPoPopieg O ‘ R E V U
avatpé&re otnv Mepilnyn XapakTtnpioTikev Tou MpoidvTog.

ocrelizumab

AT.:€5.643,33 N.T.: €4.692,93

Me neplopiopévn 1aTpIK cuvTayn: MOvo yia vVOOOKOUEIaKH
Xpnon anod 1atpo pe katdAAnAn eidikeuon kai epneipia.



'V To pdppako auté terei und cupMAnpwHatika napakohoUBnan. Auté Ba eNTPEWEL TO YPAYOPO NPOOBLOPIOPG VEWY MANPOPOPLGV aoPAAEIag ZNTeitat and Toug enayyeAUaTieq
uyeiag va avapépouv onoteadnnote niBavohoyoUpeveg avenilBUPNTeG evépyeleg. BA. napdypapo 4.8 yia tov 1péno avapopds aventBUpPNTwy EVEPYELWDV.

Ocrevus 300mg nukvé StGAupa yia napackeuh StaAipatog npog éyxuan: Mukvo SidAupa yia napackeun SlaAlipatog npog €yxuon. Alauyég npog eEAagpwg tpididov, Kat axpwo
npog avoixtd kagé SiaAupa. 2. MOIOTIKH KAI MOZOTIKH LYNBEZH: Kdbe plaAibio nepiéxet 300mg okpedl{oupdpnng oe 10ml o€ ouykévipwaon 30mg/ml. H tehikn ouykévipwon
Tou pappdkou petd and v apaiwon eival nepinou 1,2mg/mL. H okpeAidoupdunn eivat éva avacuvbuacpévo e§avBpwnonotnpévo HovokAwviké avtiowpa avi-CD20 nou
napdyetat oe KUTtapa woBnKWV KIvE(IKou KpikntoU pe texvoAoyia avacuvduaopévou DNA. Ma tov nAApn Katdhoyo twv ekdoxwv, BA. napdypago 6.1. 4.3 Avtevbeifeig:
Ynepeuaiobnaia otn pactikh oucia h o€ kanoto and ta ékdoxa nou avapépoviat otnv napdypa@o 6.1. ¢ Yeiatdpevn evepyd Aoipwén (BAéne napdypago 4.4) * AcBeveig oe coBapn
Katdotaon avoookataotoAng (BAéne napdypapo 4.4) * Mvwaotég evepyég kakonBeleg (BAéne napdypago 4.4). 4.4 EBIKEG npoeld AOELG Kat NPopUAGEELG Katd tn xphon:
IxvnAaaipérnra: Ma i BeAtiwon TG (XVNAAGIUGTNTAG TwV BLOAOYIKWV PUPHAKEUTIKWOV Npoidviwy, Ba npénet va kataypdgovial capg n ovopacia kat o aplBpdg naptidag tou
xopnyoUpevou npoidviog. Zxen{opeves pe v €yxuon avtbpdoeig (IRRs): To Ocrevus oxetidetal pe oxenuddpeveg pe v éyxuon avudpdoelg (IRRs), ol onoieg evbéxetal va
oxetiovtal e v aneAeuBEépwon KUTIAPOKIVAV Kal-/i GAwV Xxnuikdv SlapecolaBntv. Ta oupntdpata twv oxeuddpevwy pe v éyxuon avidpdoewv (IRRs) pnopei va
€ppavioTolV Katd tn Sidpkela onotacdnnote éyxuong, aA\d éxouv avapepBei cuxvotepa Katd tn SLApKeLa NG NPWINg éyxuong. Ot oxeu{dpeveg pe Tnv €yxuon avidpdoelg (IRR)
pnopoUv va eppaviatoly o€ Stdotnpa 24 wpddv and tnv éyxuon. Ot ouykekpipéveg aviidpdoelg pnopei va ekdnAwBolv wg kvnopdg, e§avBnpa, kvibwon, epiBnua, epeBiopdg Tou
(pdpuyya, GTOPAToPaAPUYYIKGG NvVog, SUonvola, papuyylkd h Aapuyyikoé oidnpa, £§ayn, unétaan, nupegia, kdnwon, kepahalyia, {aAn, vautia kat taxukapdia (BA. napdypapo 4.8).
Mptv ané tnv éyxuon: * Avtipetdnion coBapwv aviibpdoewv: Ba npénet va undpxel KATAAMNAN unodopn yla TNV aviHeTdnion Twv coBapwv aviidpdoswy 6nwg eivat oL coBapég
oxeudbpeveg pe v €yxuon avtdpdoelg (IRR), ot avidpdoeig unepeuatobnaiag ka'h ot aviidpdoeig avaguAagiag. * Ynéraon: Katd t Sidpkela twv eyxioswy tou Ocrevus pnopel
va epgaviotel unétaon, wg oUpntwpa g oxenddpevng pe tnv éyxuon aviibpaong (IRR). Enopévwg, Ba npénel va egetaletal 1o evbexdpevo npoowplvhg Slakonng twv
avilinepracikwv Bepaneldv yia 12 wpeg nptv and kat katd n Sidpkela tng kGBe éyxuang tou Ocrevus. Ot aoBeveig pe LOTOPIKO CUHPOPNTIKAG KapSlakng avendpkelag (tagn Il &
IV oUpgwva pe tnv Kapdiohoyikn Etaipeia Néag Yopkng) 6ev éxouv pehetnBei. * MpokatapKTikh pappakeuTikh aywyn: Ot acBeveig npénet va AGBouv NpoKATapKIIKA GAPHAKEUTIKN
aywyn yla T peiwaon g ouxvétntag Kat Ing BapUtntag Twv oxeti{dpevwy pe Ty éyxuan aviidpacewv (IRRs) (BA. napdypago 4.2). Katd m 6idpketa g éyxuong: * Ba npénet va
AapBdvovtat ta akéhouBa pétpa yla aoBeveig nou eppavifouv coBapd avanveuotikd cupntwpata, dnwg eivat o Bpoyxéanaouog i ot napo§Uvoelg ou dobuatog;: - anatteitat dueon
Kal 0pLoTIKA Slakoni Tng €yXUONG ToUG. - anatteitat Xophynan cuPNtwpatkng Bepaneiag - o aoBevig npénel va napakoAouBe(tat péxpL TNV UNoXWpPNon TwVY avanveUsTIKMY
oupntwpdtwy enedn n apxikn BeAtiwon twv KAVIKGOY cupntwpdtwy Ba pnopouoce va ouvobeutei katénwy endeivwong. © H Sldkplon avdpeoa otnv unepeuataBnoia Kat g
oxendOpeveg pe v éyxuon aviidpdoelg (IRR) evbéxetal va eivat 5UokoAn oe eninedo oupntwpdtwv. Edv niBavoloyeitat aviidpaon unepeualoBnaiag katd tn Sldpkela tng €yxuong,
n éyxuon npénet va lakonei apéowg Kat oploTika (BAéne «Avuidpdoeig unepeualoBnoiag» otn ouvéxela). Merd and v éyxuan: * Ot acBeveig nou AapBavouv Bepaneia pe Ocrevus
Ba npénet va napakoAouBoUval yla TOUAGXLOTOV pia thpa HETG and Tnv oAoKAAPWAN TNG €yXUCNG yla TUXGV oupnTipata aviidpaong oxetddpevng pe v éyxuon (IRR). * Ot watpol
Ba npénel va evnpep@oouv Toug acBeveig Tt pnopei va epgaviotel oxendbuevn pe v éyxuon avtibpaon (IRR) og idotnpa 24 wpdv ané v éyxuon. Ma obnyieg oxeTkd pe tn
Soooloyia yla toug aoBeveig nou eugavifouv cupntwpata avildpdoswy oxetddpevwy pe v éyxuon (IRRs), BA. napdypago 4.2. Aviibpdoeis unepeuatabnoiag: ©a pnopoloe va
eppaviotel, eniong, avtidpaon unepeuatobnoiag (o&eia aMepyikn aviibpaan ato pappakeuTikd npoidv). Ot ofeieg aviidpdoelg unepeuatoBnaiag Tunou 1 (SlapecoraBolpeveg and
v IgE) pnopei va pnv eivat Suvatd va Slakpivovial KAVIKG ané ta gupntpata wv oxetdpevwy pe v éyxuon aviitdpdoewv (IRR). Avtidpaon unepeuatoBnoiag pnopei va
€ppavioTel Katd T Sidpketa onotacdhnote éyxuong, NapoAo nou ouvhBwg Sev epgaviletal katd T Sidpkela tng nPAINg éyxuong. Ocov agopd g eNGPEVES EYXUCELG, N EPPAVION
ooBapdtepwy oUPNTWHATWY Og oxéon pe autd nou eixe avupetwniost naadtepa o aoBevig, M véwv coBapdv oupmwpdtwy, Ba npénet va Bécouv tnv unoyia nbavig
avtibpaong unepeuatoBnoiag. Ot aoBeveig pe yvwotn SlapecoraBoUpevn and v avoooopaipivn E (IgE) unepeuaioBnoia otnv okpeAi{oupdunn dev npénet va AaBouv Bepaneia
(BA. napdypago 4.3). Aoipwén: H xophynon tou Ocrevus npénetl va kaBuotepei oe aoBeveig pe evepyd AoipwEn péxpt v anodpopi tng Aoipwgng. Luviatdtal n ektipunon g
KAToTaong 10U avooomnotnTikoU ouSTANATog Tou acBevoUg nptv and tn xophynan tng 56ong, kaBwg ol coBapd avoookateotaApévol acBeveig (n.x. pe Aepgponevia, oudeteponevia,
unoyappacpatpwvaiia) Sev Ba npénet va AapBavouv Bepaneia (BAéne napaypdgoug 4.3 kat 4.8). To cuvoAiké Nocoatd Twv acBevdv nou epgavicayv pia coBaph Aoipwén Atav
napdpolo pe 1a pdppaka olykpiong (BAéne napdypago 4.8). H cuxvétnta epgaviong Aotpdgewv BaBuou 4 (anetntikég yia tn {wh) kat BaBuou 5 (Bavatngdpeg) Atav xapnAh oe
6Aeg TG opdGdeg Bepaneiag, wotdoo, otnv MMME Atav upnAdtepn pe 10 Ocrevus oe GUYKPLON HE TO EIKOVIKO PAPHAKO YIa TIG AneANTIKEG yla tn {wh (1,6% évavt 0,4%) kat g
Bavatngdpeg (0,6% évavit 0%) AotHmdEeLG. ‘OAeg ot anelAnTikég yla tn {wh AolpwEeLG unoxwpnaoav xwpig Stakonn g okpeA{oupdunng. Znv MMME, o aoBevei pe Suokohieg
katdnoong dlatpéxouv uYnAdtepo kivbuvo epgaviong nveupoviag and ewopdpnon. H Bepaneia pe Ocrevus pnopei va au§noetl nepattépw tov Kivbuvo coBapig nveupoviag oe
autoUg Toug aoBeveig. Ot latpoi Ba npénet va avuiyetwni{ouv dpeoa Toug aoBeveig nou eppavifouv nveupovia. MpoioGoa noA A A palond (MNA): O kivbuvog
MMA 8ev pnopei va anokAetotei kabBmg Aoipwgn and tov 16 John Cunningham (JC) nou odnyei oe MMA éxel napatnpnBei oe aoBeveig nou AupBuvouv Bepaneia pe avu-CD20
avtilo@pata Kat Aeg Bepaneieg yia tv M, kat oxetidetat pe napdyovieg kivoUvou (n.x. nAnBuapég aoBevav, noAuBepaneia Pe avoookataotaAtika pappaka). Ot atpoi npénet va
enaypunvolv yla npwipa onpeia kat supntwpata MMA, ta onoia pnopei va nepthapBdavouy tuxdv véa évapgn h enbeivwon Twv VEUPOAOYIKWY onpeiwy i cUpnTwpdTwy, KaBmg
Qutd pnopei va npocopotadouv He T véao tng noAanAng okAhpuvang. Edv niBavoloyeitat MMA, n §6on tou Ocrevus npénet va dtakdntetal npoowptvd. Ba npénet va e§etaletat
10 evbexdpevo agloAdynong, cupnepthapgBavopévng tng payvntkng todoypagpiag (MRI), katd npotipnon pe oklaypa@ikd (CUYKPLTKG HE TN payvnTikh Topoypagia npv and m
Bepaneia), g eniBeBalwtikng e§étaong eykeparovwtiaiou uypoU (ENY) yia uké eofupiBovoukheikd o§u (DNA) tou 100 John Cunningham (JC), Kat Twv enavaAnntikmv
VEUPOAOYIK®V ektpnoewyv. Edv emBeBawwBel n MMA, n Bepancia npénel va Siakonei oplotikd. Enavevepyonoinan nnatiudag B: e aoBeveig und Bepancia pe avii-CD20
aviodpata éxel avapepBei enavevepyonoinan tou 100 tng nnatiudag B (HBV), n onoia odnyei oe oplopéveg nepintiaelg oe kepauvoBOAo nnatitda, NNAtiki avendpkela Kat
Bdvato. Ba npénel va npaypatononBei npokatapktkdg éAeyxog yla HBV g dhoug toug aoBeveig nptv and v évapgn tng Bepaneiag pe 1o Ocrevus cUPPwVa PE TG TOMIKEG
KateuBuvnpleg odnyieg. Ot aoBeveig pe evepyd HBV (8nA. evepyd Aoipwén, n onoia eniBeBaiwvetat and Betka anoteAdéopata yla HBsAg kat avii-HB éAeyxo) 6ev Ba npénet va
Ad@Bouv Bepaneia pe Ocrevus. Ot aoBeveig e Betikd opoloyikd éAeyxo (BnA. apvntikoi yla HBsAg kat Betikoi yia 1o avtiowpa evavtiov tou nuphiva HB (HBcAb +), popeig HBV
(Betikoi yia o enpavelakd aviyévo, HBsAg+)) Ba npénet va aneuBuvBolv ot €161koUG nnatoAdyoug nptv and tnv évapgn tng Bepaneiag kat Ba npénet va napakohouBnBolv Kat
Va aVILPETWNIOTO0V CUHPWVA HE Ta TOMKA aTPIKG Npdtuna yla Ty npéAnyn ng enavevepyonoinang g nnatiudag B. KakonBeleg: ‘Exel napatnpnBei au§npévog apBudg
KakonBelv (oupnepthapBavopévou Tou KapKivou Tou paotol) o KAWIKEG peNéteg o aoBeveig nou éaBav Bepancsia pe okpeM{oUpaUNN, o€ oUYKPLON WE TIG OUABEG EAEyxou.
Qot600, n enintwon Kupaivoviav oto YeVikd Nocootd nou avapévoviav yla tov nAnBuoud pe ME. Ba npénet va e§etdletat n oxéan petagu opéAoug Kat KivbUvou yia kdBe aoBevh
He yvwotoUg napdyovieg KivbUvou yla kakonBeleg, kaBwg kat oe acBeveig nou napakolouBolvial evepyd yia enaveppavion kakonBetag. Ot aoBeveig pe yvwoth evepyd kakonBela
Sev Ba npénet va AauBdavouv Bepaneia pe Ocrevus (BAéne napdypago 4.3). Ot acBeveig Ba npénet va akoAouBoUv Tov KaBlepwpévo NPOANMTIKG €AeyX0 yla KapKivo Tou pactol
OUPWVA PE TIG TONKEG KateuBuvtnpleg odnyieg. Avatpé€te otnv napdypago 4.2 yla toug NAnBucpoug nou dev éxouv pehetnBei. Katd tnv eAeyxdpevn nepiodo Bepaneiag twv
KAWVIK®V HEAET@Y, N €NINTWON TWV UN HEAQVWHATIKWY SEPUATIK®Y KapKivwv Atav xapnAn, evad dev napatpnBnkav Slagopég petagl twv opddwv Bepanciag. Mapatnphbnke
au§npévn enintwon petagl twv e1@v Bepaneiag 3 kat 4 Adyw BaclkoKUTIapikoU KapKIVAUATOG, n onoia 6ev napurnpnGnKe 1a enakdrouBa €. H enintwon napapévet eviég tou
YevikoU noooatol nou avapevétav yia tov nAnBuoud pe ME. 6 {a ooBapd ! : OL aoBeveig oe coBaph KATAOoTaoN avVoCoOKATAoTOANG Sev Npénet
va AapBdvouv Bepaneia péxpt TNy UNoxwpnon NG KATaoTtaong [B)\sns napdypago 4.3). Le AMeg uumavocec KataotdoeLg, n xpnon tou Ocrevus TaUTGXPOVa HE QVOOOKATAOTAATIKES
(PAPHAKEUTIKEG aywYEG (N.X. XpOVIa KOPTIKOOTEPOELSA, PN BloAoylka Kat BloAOYIKG TPOMONoINTIKG TG VOoOoU avilppeupatika @appaka [DMARDs], puko@avoAdtn HOQETiAn,
Kukhopwaopapidn, alaBelonpivn) odhynce oe au§non twv coBap@v AoHmEEWY, CUPNEPINAHBAVOUEVWV TWV EUKAIPLAKWOV AotpdEewy. Ot AopmEelg nepteAauBavay, petagu
AaMawv, v drunn nveupovia Kat tnv nveupovia and Pneumocystis Jirovecii, tnv nveupovia and avepeuloyld, T pupatiwon, TNy 10TONAGOHWON. L€ ONAVIEG NEPINTWOELG,
oplopéveg and autég g AolpEelg htav Bavatngdpeg. e pia diepeuvntikih avaAuon SlantotBnkav ot akéAouBot napdyovieg nou oxetidovial Pe Tov Kivouvo coBapwv Ao ewy:
uynAdtepeg 660¢1g Ocrevus and autég nou cuviatwvtal yia v ME, GAMeg ouvvoonpdTNTEG Kal Xpovia XpAon avoooKaTAoTAATIKWV /KOPTIKOOTEPOELSV. Aev ouviatdtal n xphon
GMWV avoooKaTaoTaATK@V tautdxpova pe 1o Ocrevus, £§alpOUPEVWV TWV KOPTIKOOTEPOELSWV YIa Th SUPNTWHATIKA Bepansia twv unotpondyv. Yndpxel nepoplopévn yvaon
OXETIKA PE TO GV N TAUTEXPOVN XPACN CTEPOELSWV YIa Th CUPNTWHATIKA Bepansia twv unotpondv oxetidetat pe au§npévo Kivouvo AolpEewv otnv KAVIKA NPaktikh. ZTg Baolkég
HeAéteg okpeh{oupdpnng otnv MX, n xopAynon KOPTIKOGTEPOELBWV YLa TNV AVILLETWION UNOTPONMY S€V CUOXETIOTNKE pe au§npévo kivbuvo eppaviang coBaphg Aoipwgng. Katd
v évap§n tou Ocrevus petd and tnv avoookatactaAtkn Bepansia h thv évap§n avoookatactaAukng Bepaneiag petd and 1o Ocrevus, 8a npénet va AauBdvetat unéyn n
Suvatétnta aAnAoenIkaAunTéeVwY papuakoduvapikmy endpacswy (BA. napdypago 5.1 appakoduvapikég enbpdoelg). Ba npénetva divetal npocoxn katd tn cuvtayoypdpnon
tou Ocrevus AapBdvovtag unéyn TG apHaKOSUVANIKEG IBLGTNTEG TwV GAAWV TPOMONOINTIKWV TG vooou Bepaneiay ya tnv ME. EpBoAtacpoi: H aopdAela tng avogonoinong pe
euBOAa pe {wvieg n {wvieg e§aoBevnpévoug HikpoopyaviopoUg, Hetd and tn Bepaneia pe Ocrevus dev éxel pehetnBel Kat o epBoAlaopég pe epBOAa nou nepéxouv {Wvieg
€§aoBevnpévoug h {WVTeg HIKpoopyaviapoUg Sev ouviaTatal katd tn Sldpkela Tng Bepaneiag Kat PéxpL TN anokatdatacn tou aplBuol twv B kuttdpwv (0TIG KAWVIKEG HEAETEG, O
81dpEe0og xpOvog yia TNV anokatdotacn tou apiBpol twv B kuttdpwy htav 72 eBdopadeg). BAéne napdypago 5.1. Le pia tuxatonotnpévn avolxti HeAé, ot acBeveic pe YIE Atav
o€ B€0n va evioxUO0UV TIG XUMIKEG QVIANoKp(OELG, av Kal HELWHEVEG, O avatogivn Tetdvou, 23-50vapo NoAUsakxapidikd epBOMO NVEUHOVIOKOKKOU HE h Xwpig EVIOXUTIKO EPBOALO,
veoavtlyévo agokuavivng tng netaAibag Keyhole (KLH) kat epBoAwa enoxikig ypinng. BA. Mapdypago 4.5 kat 5.1. Xuviotdrtat va epBoAdloviat aoBeveig pe Ocrevus pe epBoha
€MOXIKNG ypinng ta onoia eivat adpavonotnpéva. Ot latpoi Ba npénet va e§etdfouv v Katdotacn avooonoinong twv acBevav nou eivat unoynelot yia Bepaneia pe Ocrevus. Ot
aoBeveig nou xphdouv epBolacpd Ba npénet va oAokANPWaoouV TNV avoconoinan Toukdxiatov 6 eBSopddeg nptv and tnv évap&n tou Ocrevus. Ma nepattépw NANPoPopieg OXETKE
He Toug epBoAlaopols avatpégte otnv napdypago 4.5 kau 5.1. ExBeon in utero otnv okpeAifoupdunn Kat euBoAiacuog veoyvav Kat Bpepav pe {oovia n {wvravd e§aoBevnuéva
guBoAa: Adyw tng niBavig e§aAelyng wv B kuttdpwv oe Bpépn untépuwv nou éxouv ekteBei oto Ocrevus katd T Sidpkela NG eykupooUvng, cuviotdtat ot euBoAlacpol pe {ivieg
fh {oovieg e§aoBevnpévoug pikpoopyaviopoug va avaBdllovial €wg 6tou avaktnBouv ta enineda twv B kuttdpwv. Enopévwg, ouviotdtat n pétpnon twv ennédwv B-kuttdpwv
nou eival Beuka oe CD19, oe veoyvd kat Bpépn, nptv and tov eyBoAtacps. uviatdrat Aot ot egBoAlacHo, EKTOG aUTWV pe {wvieg h {WVieG-e§aoBevnpévoug HiKkpoopyaviopoug,
va akoAouBouv 10 Toniké npdypappa avooonoinong kat n €tpnon Twv Tithwy andkplong nou npokaiouviat ané epBoAla va AapBavetat unéyn yia va eAéyxetat €av 1a dropa Exouv
KATaKTAOEL HLa NPOCTATEUTIKA avoooandkpion €newdn n anoteAeopatikdtnta tou egBoAacpou pnopei va petwBei. H aopdAeta kat o xpévog epBoAlacpou npénet va oudntolviat pe
0 ylaTpd TOU Bpeqmuc (BA. napavpuq)o 4.6). Ndtpto: Auté 10 (pappaKeUTIKG Npoidv nepiéxet Aydtepo and 1mmol vatpiou (23mg) avd 66an, 6nA. eivat ouclactikG «eAeuBepo
vatpiou». 4.8 A unteg evépyeleg: fepiAnyn Tou npo@iA aodAetag: Ol GNPAVIIKOTEPEG Kal Mio SUXVA avapepdpeveg avemBupnteg aviidpdoetg (ADRs) Atav ot oxebpeveg




He v éyxuon avudpaoels (IRR) KCIl ot hopEelg. BAéne napdypago 4.4 kat napdypago 4.8 (unonapdypago «Meptypagn eneypévav avenBupntwy avildpdoewv») yla nepatépw
Aentopépeleq. KardAoyog avubpd uné popen nivaka: To cuvohikd npo@ik aopdAetag tou Ocrevus otnv MoManAh ZkAapuvon Bacidetal o Sedopéva aaBeviv
ané Baolkég KAWVIKEG HENETEG omv noManAn okAnpuvan (YMNE kat MMNME). O Mivakag 2 cuvoyilet g aveniBUpunTeg aviibpacelg pappakou nou €xouv avapepBei oe oxéon pe
xphon tou Ocrevus o€ 1.311 aoBeveig (3.054 aoBevo-£tn) Katd T Sidpkela Twv neplédwy eheyxopevng Bepaneiag Twv KAVIKGWVY PeAeT®Y g ME. Ot ouxvétnteg opidovial wg e§AG:
noAU ouxvég (=1/10), ouxvég (=1/100 éwg <1/10), 6xt ouxvég (=1/1.000 €wg <1/100), ondvieg (=1/10.000 €wg <1/1. 000] Kat oAU ondvieg (<1/10.000). Evtdg kdBe katnyopiag
opyavikoU oucThpatog, ol avenBupnteg avudpdoelg napouotadoviat katd ¢Bivouoa oelpd ouxvétntag. MNivakag 2 A Hnteg avudpdoeig pappd (ADRs) nou avagépovrat
He 10 Ocrevus (otnv YNZ f tv MMNE)

MedDRA
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Katnyopia/Opyaviké Zdotnpa
Aoipwén Tou avdrepou lypopitda, Bpoyxitda, otopatkdg épnng, yaotpeviepiuda,

AodEeLg kal napactoelg avanveuotikoy ouoTAPATOG, Aofpwgn Tou avanveuatikoy, oyevig Aoiuwgn, £épnng {wothpag,
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Awatapaxég Tou aipatog kat tou Aeppikol ouotipatog Oubeteponevia
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Kat AOKEC BEpaNEUTIKGY XEIPIOHE xeu{épevn pe v éyxuon avuibpdon

' Ta oupntdpata nou avagépovial wg oxenOpeveg He Ty éyxuon avdpdoelg (IRRs) oe Sidotnpa 24 wpdv ané v £yxuon Neplypdpovial 0Tn GUVEXELT OTIG «OXET{OUEVEG UE
v éyxuon awtﬁpucetq»

Meptypapn emA ji 6pdi Ixeu{bpeveq Pe tnv éyxuon avubpdoetg: LG peréteg ing YME kating MMMNE, ta supntdpata nou cuvédeuav g oxet{Opeveg
He tnv éyxuon uvnEpucslq [IRRs] nspls)\upBavuv petagu dMwv, 1a §ng: kvnopd, e§avBnpa, kvidwon, epUBnpa, é§ayn, undtaon, nupegia, kénwon, kepahaAyia, (GAn, novoAaipo,
oTopaToPapUYYIKG névo, duanvola, Papuyykd h Aapuyylké oidnpa, vautia, taxukapdia. Le eheyxopeveg peréteg dev unnp&av Bavatngopeg avudpdoelg oxen{OHeveG He TV
€yxuon (IRRs). Ze eheyxopeveg pe Spaatikd gdppako (YME) KAVIKEG PENETEG, ol OxeT{OHEVEG pE TNV €yxuon avubpdoelg (IRR) Atav n ouxvétepn avemBUpNTn evépyela oToUG
aaBeveig nou éhaBav Bepaneia pe Ocrevus pe GUVOAIKA enintwan 34,3% GUYKPUTKG e TNV enintwaon Tou 9,9% otnv opdda Bepaneiag g vieppepdvng Brta-1a (éyxuon elKovikoU
pappdkou). H enintwon twv oxeuddpevwy pe Ty éyxuon avidpdoewy (IRR) Atav peyahdtepn katd t Sidpketa g éyxuong 1 tng Adong 1 (27,5%) kat pewwBnke pe tnv ndpodo tou
xpovou oe <10% otn Adan 4. H nAeloyngia twv oxen{dpevwy pe v éyxuon avidpdoewv (IRR) oe appdtepeg g opddeg Bepaneiag apopoloe hnteg éwg PéTpleg avidpdoelg. To
21,7% kat 1o 10,1% twv aoBevdv nou éxouv AdBel Bepaneia pe Ocrevus eppavioe Mnteg Kat PETPLEG OXeTI{OpEVEG e TNV éyxucn avidpdoels (IRR) avtiotoixa, 10 2,4% ep@avioe
ooBapég oxenddpeveg pe v éyxuon avudpdoelg (IRR) kat 1o 0,1% eppdvioe aneAnTtikég yia tn {wn oxenddpeveg pe v éyxuon avubpdoelg (IRR). BAéne napdypago 4.4. Lnv
€AEYXOHEVN pE EIKOVIKO PApHaKo KAIKA peAétn (MMME), ot oxenddpeveg Pe Tv éyxuon avidpdoelg (IRRs) Atav n cuxvétepn avemBUunTn evépyela otoug acBeveig nou éaBav
Bepaneia pe Ocrevus pe ouvoAikn enintwon 40,1% ouykpLikd pe v enintwon tou 25,5% otnv opdda tou €lkovikoU papudkou. H enintwon twv oxeuddpevwy He TNV €yxucn
avudpdoswv (IRR) Atav peyaAitepn katd  Sidpketa g éyxuang 1 tng Adong 1, (27,4%) kat peldBnke pe TG endpeveg 66oelg oe <10% ot 56on 4. MeyaAUtepo nooootd aoBevidv
o€ KGBe opada eppavioe oxetl{opeveg pe v éyxuon aviildpdoelg (IRRs) katd tn SLdpKela TG NpWING €yxuon Tng KABe 5G0NG SUYKPLTIKA PE Th SUTEPN £YXUON TNG CUYKEKPIPEVNG
860ng. H nAsloyngia twv oxeuddpevwy pe Ty éyxuon aviildpdoswy (IRR) ftav Anteg éwg PETpLeg. To 26,7% katto 11,9% twv aoBevddv nou éAaBav Bepaneia pe Ocrevus epgavioe
ANLEG Kat PETpLeg oxeTl{Opeveg Pe Ty éyxuon avtidpdoelg (IRRs) avtiotowxa, 1o 1,4% eppavioe coBapég oxenddpeveg Pe v éyxuon aviidpdoelg (IRRs). Aev unnp&av anelntikég
yia i wh oxeudopeveg Pe v €yxuon avidpdoelg (IRRs). BAéne napdypago 4.4. Aofpwgn: T1g eheyxopeveg pe Spactiki ouaia peréteg g YTE, AopdEelg npoékuyav oo 58,5%
Twv aoBevav nou AduBavav Ocrevus évavit ou 52,5% twv acBevadv nou AduBavav wvieppepdvn Bhta Ta. ZoBapég AopwEelg anpeiwBnkav oto 1,3% twv aoBevav nou éAaBav
Bepaneia pe Ocrevus évavit 2,9% twv aoBevadv nou AauBdvouv Bepaneia pe wieppepdvn BhAta-1a. Ltnv eAeyxopevn pe €lKovikO @dpuako pedétn g MMM, AopdEelg
napoucLaotnkav oto 72,2% twv acBevav nou AduBavav Ocrevus évavtt Tou 69,9% twv acBevv nou AduBavav elKoviké ¢pappako. ZoBapég AotpmEELG onpELwBNKav a0 6,2% Twv
acBevadv nou éAaBav Bepaneia pe Ocrevus évavit 6,7% twv acBevav nou éAaBav Bepaneia pe eikoviké gpdppako. MapampnBnke pua at§non tou Nogootol Twv coBapiv
Aopmdgewy oy YMI petagld twv Etddv 2 kat 3, aAd 6xt ota enakdrouBa étn. Aev napatnpnBnke at§non otnv MMM, Avanveuouikég Aotp®EELG: To NooooTtd Twv AOIHMEEWY
avanveuatikoU Atav peyaAutepo otoug acBeveig nou éAaBav Bepaneia pe Ocrevus GUYKPLTIKA HE TNV IVIEPPEPSVN BATA-1-a KaL TO EIKOVIKO PApHaKo. LG KAVIKEG peAéteg g YTTZ,
10 39,9% twv aoBevv nou é\aBav Bepaneia pe Ocrevus kat 1o 33,2% twv acBevav nou éaBav Bepaneia pe vieppepdvn Bhta-1-a eppdvioe AoipwEn Tou avidTepou avanveuotikol
KaLto 7,5% twv aoBevav nou éAaBe Bepaneia pe Ocrevus kat 10 5,2% Twv acBevav nou éAaBe Bepaneia pe viep@epdvn BAta-1-a eppavioe AoipwEn ToU KATWTEPOU AVANVEUTTIKOU.
Znv KAvikn pelétn tng MMM, 1o 48,8% twv aoBevddov nou éAaBe Bepaneia pe Ocrevus kat 10 42,7% twv acBevdv nou éAaBe Bepaneia pe elKoVIKO pAppaKo ePpavioe AoiHwgn Tou
aVWTEPOU avanveuotikou Kat 10 9,9% twv aoBevv nou éAaBe Bepaneia pe Ocrevus Kat 1o 9,2% twv acBevidv nou éAaBe Bepaneia pe €IKOVIKG PAPHAKO ePPAVIOE AoipwEn Tou
KATWTEPOU avanveuaTtikou. Ot avanveuoTikéG AotHGEELG Mou avapépBnkav oe acBeveig nou éAaBav Bepaneia pe Ocrevus Atav Kupiwg ANteg éwg péTpleg (80 — 90 %)."Epning: Ze
eAeyxOpeveq pe Spaotikd pappako (YMI) KAVIKEG pENETEG, AopdEelg and €pnin avapépoviav ouxvitepa otoug acBeveig nou éhaBav Bepaneia pe Ocrevus o oxéon pe Toug
aoBeveig nou éhaBav Bepaneia pe wreppepdvn-Bita-1a, cupnepirapBavopévou tou épnn {wothpa (2,1% évavtt 1,0%), Tou anhol épnn (0,7% évavt 0,1%), Tou otopatikol épnn
(3,0% évavtt 2,2%), Tou épnn yevwntukwv opydvewv (0,1% éwg 0%) kat tng Aoipwgng and epnntoid (0,1% évavit 0%). Ot AopdEeLg Atav Kupiwg Mnteg €wg PéTpleg oe Bapdtnta Kat ot
aoBeveig avékapyav pe T Adyn NG KabBlepwpévng Bepaneutikng aywyng. Xy EAevxopEvn pe ELKOVIKO q;appclKo KAwikn perétn (MMNNZ), napatnpiBnke uynAGtepo Nocootd
aoBevv pe otopatiké épnn (2,7% évavu 0,8%) oto okéhog Bepaneiag pe Ocrevus. Ef P ¢: papives: H Bepaneia pe Ocrevus odhynoe o peiwon g
ONIKNAG avoooopalpivng otnv eAeyxOpevn Nepiodo Twv PEAET@Y, Kupiwg Adyw pstwcnq wv snlnséwv g IgM. Ta KAwvika Bsﬁopsvu €xouv beifel pia ouoxéron petagl twv
pelwpévov ennédwv g IgG (kat Aiydtepo yia v IgM i IgA) Kal twv coBapdv AopdEewv. Aspgokutrapa: Yinv YII napatnpiBnke peiwon twv AeppokuTtdpwy Katw and 1o
KATWTEPO PUTLoroyIkd Opto (LLN) ato 20,7% twv acBevidv nou AduBavav Ocrevus oe aUykplon pe 32,6% twv acgBevidv und Bepaneia pe wrepgepdvn Bhata-Ta. tnv MMMNE
napatnphBnke peiwon Twv AEPPOKUTIAPWY KATw and 1o Kat®TePo puatoroyiké 6pto (LLN) oto 26,3% twv aoBevddv und Bepaneia pe Ocrevus évavit 11,7% twv acBevddv und
Bepaneia pe iKoviké Pappako. H nielowngia twv ev Adyw peidoewy nou avagépBnkav otoug aoBeveic uné Bepaneia pe Ocrevus htav BaBpou 1 (<LLN 800 kUttapa/mm?) kat
2 (petagu 500 kat 800 kuttdpwv/mm?) wg npog tn BapUtnta. Mepinou 1o 1% twv acgBevv otnv opdda tou Ocrevus eixav Aepponevia BaBuou 3 (petagu 200 kat 500 kuttdpwv/
mm?3). Ze kavévav acBevn 6ev avapépbnke Aepponevia BaBuoU 4 (< 200 kdttapa/mm?). MapatnphBnke au§npévo Nocootéd goBapwv AolpmdEEwy Katd tn Sidpkela eneloodiwv
enBeBalwpévng peiwong tou aplBpoU Twv GUVONK®OV AeuKoKuTIdpwy oe aaBeveig uno Bepaneia pe okpeAl{oupdunn. O apBudg twv goBapv AotpdEewv Ntav NoAU XaunAdg yla
va e§axBoUv oplotikG oupnepdopata. Ouetepé@ira: Linv eAeyxopevn pe pactikn oucia nepiodo Bepaneiag (YMI), napatnpnBnke peiwon otov aplBps Twv oubETEPOPAWY <
LLN oto 14,7% twv acBevav nou éAaBe Bepaneia pe Ocrevus ouykpliikd pe o 40,9% twv acBevav nou éhaBe Bepancia pe vieppepdvn BAta-1a. TNV EAEyXOHEVN PE EIKOVIKG
pappako kKAvikh pehémn (MMML), 1o nooootd twv acBevadv und Bepaneia pe Ocrevus nou epPaviae pelwpévo aplBpd oudetepdphwy htav uynAdtepo (12,9%) oe oxéon pe Toug
aoBeveig Tou elkovikoU pappdkou (10,0%). Metagu autdv, uwnAdtepo Nocootd acBevav (4,3%) tng opddag tou Ocrevus eixav oubeteponevia BaBpou 2 h peyaAdtepn évavu 1,3%
otnv opdda tou elkovikoU pappdkou. Mepinou 1o 1% twv acBevdov atnv opdda tou Ocrevus eixav oudeteponevia BaBuou 4 évavtt 0% otnv opdba tou elkovikoU gappdkou. H
rAgOYNPia TV PEoEWY Tou apiBuol Twv oudetepdplwy agopolUos napodika Neplotatikd (ta onoia napampiBnkav pévo pia gopd yia éva Sedopuévo aaBevi nou AduBave
Bepaneia pe Ocrevus) kat Atav BaBpou 1 (<1500 kuttapa/mm?) kat 2 (petagy 1000 kat 1500 kuttdpwv/mm?) wg npog t Bapdtnta. Evag aoBevig pe oubeteponevia BaBuou 3
(uetagu 500 kat 1000 kuttdpwv/mm?) Kat évag acBevig pe oubeteponevia BaBuol 4 (<500 kUTtapa/mm?) xpeldotnkav €8ikh Bepaneia pe napdyovia Siéyepang anotkidv
KOKKIOKUTIdpwV Kal ouvéxiaoav va AapBdvouv okpeAd{oupdunn petd to eneloddlo. ANeg: Evag aoBevig, o onoiog éAaBe 2000mg Ocrevus, aneBiwoe Adyw cuvbpépou
OUOTNHATIKNG PAEypOV®BEOUG andkplong (SIRS) dyvwaotng attioAoyiag, petd and e§étaon payvnukig topoypagpiag (MRI) 12 eBGopadeg petd v teAeutaia éyxuan. L1o aUvEpopo
OUCTNHATIKNG PAEYHOVMEOUG andkptang (SIRS) pnopei va guvéBale n avapuUAAKTIKA aviibpaon oto oKlaypapkd HEGo yaboAivio Mou XpnotpomnotiBnke otn HayvnTikn topoypagia.
Avapopd niBavoloyoUpevwy aveniBipntwy evepyeldv: H avapopd niBavoloyoUpevwy aveniBUpuNTwy eVEPYELWDV PETA and Tn xophynon GSelag KUKAOQopiag Tou papuakeutikol
npoiéviog ivat anpavikh. Enpénetl tn ouvexn napakoAoUBnaon g oxéong opENOUG-KIVEUVOU Tou papuakeuTikoU nNpoidviog. Znteital and toug enayyeApatieg Tou Topéa tng
UYELOVOHIKAG nepiBalyng va avapépouv onoteadnnote niBavohoyoUpeveg aveniBipunteg evépyeleg (BA. Aentopépeleg napakdiw). Kinpog: ®appakeutikég Ynnpeoieg, Ynoupyeio
Yyeiag, CY-1475 Aeukwoaia, Dag: + 357 22608649, lotétonog: www.moh.gov.cy/phs. EN\G6a: EBvikdg Opyaviopdg Qappdkwy, Meooyeiwy 284, GR-15562 Xohapydg, ABrva, TnA: +
30 21 32040380/337, @ag;: + 30 21 06549585 , lotétonog: http://www.eof.gr. 10. HMEPOMHNIA ANABEQPHEIHE TOY KEIMENOY: 16 AekepBpiou 2019

Aentopepeic NAnpo@opieg yia 10 napév Pappakeutiké npoidv eivat iaBéoipeg otov Siktuakd 1no tou Eupwnaikol Opyaviopol Gappdkwy: http://www.ema.europa.eu.

Me neplopiopevn atpikn ouvtayn. Mévo yia voookopetlakh xphon ané ylatpd pe katdAAnAn e16ikeuon kat epnetpia

AT: €564333 NT.: € 469293
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Q. Ténog Sie§aywyng ocuvedpiou
g- Zevodoxeio Larissa Imperial, Adpioa
[« W Mdooa cuvebpiou
g— Enionpn yAwooa tou ouvedpiou givat ta EAAnvIKE
E Eyypagpn oto cuvédplo
~V Kéotog Eyypagng
g Eibikeupévol - Eldikeudpuevol 248 €
|4
a latpoi Tonkwv latpikddv ZUAASYwY AQPEAN
| .
NoonAeutég / Aowind enayyéApata uyeiag AQPEAN
Qoutntég AQPEAN

Ot OUUIETEXOVTEG €lvat UMOXPEWUEVOL Va MPooKkoui{ouv KatdAAnAo €yypapo rnou Ba emBeBaicdvel v 11TNTd T0UG,

H ouppetoxn oto Luvédplo nepthapBavet:

MNMapakoAoUBnon twv epyactwyv Tou Zuvedpiou
MNMapaiaBh Tuvedplakou YAkoU

MNpoo@opd ka@e katd ta SlaAeipypata
Motonowntiké MapakoAoUBnang

EnwnAéov onpelwoelg

Enwonpaivetal nwg cUppwva pe tnv eykUkALo tou EOQ, ywa tnv napaAaBh tou niotonointikol
napakoAoUBnang anatteitat n napakoAoUBnon touAdxtotov tou 60% ToU CUVOALKOU Xpovou Tou
npoypdppatog. H kataypagn tou xpévou napakoAoUBnaong Ba yivetal ye glotnya bar-code. Ma
v napalaBn tou nwotonolntikoU gival eniong anapaitntn n gupgnAhpwon Kat napddoon atnv
lpappateia tou epwinpatoAoyiou afloAdynong nou Ba dlavépetat atn ypappateia tou cuvedpiou.

To Xuvébplo aloloyeitat pe 19 pépua (Credits) Luvexilopevng latpikhg Eknaisuang (CME-CPD)
ané tov MaveAAnvio latpiké ZOANoyo.

Opydvwon - Mpapparteia

MASTERMIND < 1 MapaBwvopdxwy 26, 151 24 Mapouot
Srganiain s your tuccess T: 210 6827405, 210 6839690 - 1 | F: 210 6827409 E: ssialma@tmg.gr | W: www.tmg.gr



KAHPONOMIKH

0 n TI KH N EYPO nAe E IA Mua ertavia kAnpovopikn naBnon mov
LEBER [ LHON ] npoxadsi aupvidia anuAsia TG 6paang

> Tueivain LHON;

&

Inavia KAnpovopikn Mitoxovaplakr veoog rou opeiletal o petaAAdEsLg ota pitoxovopla.
MpokaAsital atpoypia ToU oTTIKOU VEUPOU TIOU 0OMYEL 0€ aupvidLa anwAela 6paong,.

> Mote eppavidetarn LHON;

Eppavietal otnv epnpikn nAikia 1 veapr) eviiiko {wnj [14-35 eTwv),* o€ peyaiutepn ouxvotnta
0TOUC Avdpec.?
‘Exet erumoAaopd 2 dtopa/100.000 mAnBuopov.'?

> Nwg ennpealetaln 6pacn ota dropa rov éxouv LHON;

NapouotdZetatl pe awpvidia anwAswa 6pacng 0To KEVTPO TOU OTTLKOU Tiediou [KevTpika
OKOTWLOTO) VI 1) TEEPLPEPLKT) OPOOT) KIOPEL va TapapéveL.*s’

To 80% twv atopwv pe LHON €xouv petwpévn 6pacn ata 6pLa e VOULKNG TUPpAwone.**

> Mote unontevopaote tTnv LHON; 267

L) HAIKIA % Otav voon ot EpnPoc 1) veapoc evijALkag Xwpic tponyoupeva

m opBaipoAoyikd popAnpata

BrOANENTESN

O @ ‘Otav eAattwvetaln 6pacn apvika arod tov éva opBalpo, xwpic eppavn attia
KoL Xwpig mévo

&> @ Oravn anwheia 6paonc empeale Kat Toug 5Uo 0PpBaiyoug

*ﬂﬂﬁ%w Yrdpyouv kat AAAQ ATOpa P TTOPOROLO LOTOPLKO 0TO OLKOYEVELOKO TLEPLBAAAOV
i

‘Otav arnd Tov opBaApiaTpo UTIAPXEL 1) TEEPLYPALPY| €OTTTIKY aTpOpio» 1 «atpopic Tou
OTTTIKOU VEUPOU» 1] «OTITIKY VEUPOTIABELO» XWPIE VO UTIAPXEL TUYKEKPLUEVT dLayVwWaT)

> Mwg yivetal n dtayvwon tng LHON;
%’ « ‘EAgyxo¢ TG orrtikig Asttoupyiag pe Tig anapaitnteg opBaApoAoyLKE eEETATELG.

=« TeveTIKOG EAeyX0G yLo tnv Utapfn petaAAagng oto putoxovoplakd DNA, pe T Am aipatog. S
S
BipAtoypapia ¥
1.Mascialino B et al. Eur ) Ophthalmol. 2012; 22:461-5. 2. Fraser JA et al. Surv Ophthalmol 2010;55:299-334. 3. Sadun AA et al. Expert Rev Ophthalmol. 2012;7:251-9. 4. Heitz FD et al. PLoS é
One. 2012;7:e45182. 5. Yu-Wai-Man P et al. Prog Retin Eye Res. 2011;30:81-114. 6. Meyerson C. et al. Clin Ophthalmol. 2015; 9: 1166-1176. Z Newman NJ. Nat. Rev Neurol. 2012; 8: 545-556. I
: (
INNOVIS | rare Diseases )'santhera
Fubure haalti bodony

INNOVISPHARMA A.E.B.E. Santhera Pharmaceuticals [Deutschland) GmbH
A. Knipuoiag 44, 15125, Mapouat ATTIKNG Marie-Curie Strasse 8,79539 Lérrach, Germany
T:+30210 6664 805-6 | F: +30 210 6664 804 Tel: +49 (0) 76211690 200, Fax: +49 (0) 76211690 201
www.innovispharma.gr Email: office@santhera.com
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0 MNpdéedpog kat ta MéAn tng Opyavwtkhg Enttponhg euxaplotolv Beppg ya thv cupBoAh

s Allergan

Euxapiotieg
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ToUG oTnV Npaypatonoinan tou Xuvedpiou tou lvottoUtou MpdAnyng, Exknaibeuong & Epeuvag
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Future health today

IllMylan

Better Health
for a Better World
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A Teva Company



glatiramer acetate
20mg/ml

J CLIFT

H EVAANAKTIKN
Oepaneia
glatiramer acetate
ano Tn Mylan

® KAivik@ anodedeiypévn Ogpaneia
glatiramer acetate pe 1IcodUvaun
AMOTEAEOHATIKOTNTA, AVEKTIKOTNTA
Kal NPOQiA ac@PaAeiag o oxéon
HE TO PAPHAKO avapopdag'

® Mg eEQTOUIKEUMEVEC UNNPECIEG
yia KG0e aoBevi?

CLIFT (oEeikn yAaTipapépn 20 mg/ml evEaiou SIaAUATOG GE NPOYEWICUEVN GUPIyYa) EVSEIKVUTAI yia Th BEPANEIQ UNOTEPOMIGE uemq HMOP®NAG NOAAANANG
okArpuvong. Ze KABe onpeio Tng kataxwpnong énou avaypdeetal Clift il glatiramer acetate, n oxeTikiA ava@opd yiveral anokAEIOTIKA Kal OVO yia Tn Hoper
Twv 20 mg/ml.

1. GATE trial (The Glatiramer Acetate Clinical Trial to Assess Equivalence with Copaxone’): Cohen J et al. JAMA Neurol. 2015;72(12):1433-1441
2. O1 aoBeveig nou akohouBouv Bepaneia pe CLIFT €xouv Tn duvatétnta va eyypapouyv o€ Mpdypapua MpdoBetwy Ynnpeoiwv AcBevwy nou napéxel n Mylan.

H diapnipion eival cUpgwvn e Tv Ioxiouca vopoBeaia - Ynoupyikn Andégacn AYT3(a)/32221
(PEK 1049B/29-04-2013) kai Tov kwdika deovioloyiag Tou ZPEE.
Mpiv Tn cuvtayoypdenon cupBouleuBeite v NApn MepiAnywn XapakmpioTik®V Tou Mpoiévtog.

Tia mv MepiAnyn XapaktnpioTikav Tou MpoidvTog, avatpéETe OTIG AVTIOTOIXEG CENDEG.

lNa nepIcoOTEPEG NANPOPOPIEG aNEUBUVOEITE oTNV €TAIPEiQ: Myla n

Generics Pharma Hellas EME Buyatpikn Tng Mylan Inc.

Ay. AnpnTpiou 63 « 174 56 Akioc * Tnk.: 210 99.36.410 fBoert;erth(:ea:'tCVorl .

A-01845



. CLIFT MEPIAHWH TON XAPAKTHPIETIKON TOY MPOIONTOZE CLIFT 20 mg/mL 1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE:
v CLIFT 20 mg/mL, evéoipo didAupa oe npoyepiopévn olpiyya. 2. MOIOTIKH KAI MOXOTIKH EYNOEZH: 1 ml evéaipou diaAluarog nepiéxel 20
glatiramer acetate  mg o&eIkiG yAaTipapépng* icodUvapn pe 18 mg BAong yAaTipapépng avd NpoyepIcUEVN GUpIyya. *To péco Hopiakd BAPOgG TNG OEEIKIG YAQTIPOKEPNG

20mg/ml . A N . . " " - P B M

€ival ng Té&ng Twv 5.000-9.000 daltons. Adyw TG NOAUNAOKATNTAG TNG CUVOEONG TG, Kavéva €I5IKS NOAUNENTIOIO TNG eV UNOPET va XapakTNPICOE

NApwG, 600V agopd TNV AANNACUXIa TwV apIVOEEwV Tou, av Kal n TENIKA oUVBESN TG OEEIKNG yAaTIpapéPng Sev eival VIEAWG Tuxaia. Ma Tov MARPN KaTAAoyo Twv EKIOXWY, BA.
napdypago 6.1. 3. ®APMAKOTEXNIKH MOP®H: Evéoipo didAupa oe npoyeUiopévn oUplyya [AiGAupa yia €veon]. AIQUYES, AXPWHO €wg EAAPPWS KITPIVO/ KAPETi dIdAupa,
ENeUBEPO 0paTWV cwpaTISIWV. To didAupa yia éveon €xel pH 5.5 - 7.0 Kal wopwTIKOTNTA Nepinou 265 mOsmol/L. 4. KAINIKEE MAHPO®OPIEE: 4.1 OepaneuTiKEG eVOEIEEIG:
H o&eikn yAaTipapépn evdeikvutal yia Tn Bepaneia unotponidZoucag Hop@ng NoAanAng okAnpuvong (MS) (BA. napdypa®o 51 yia onPavTIKEG NANPOPOPIEG OXETIKA UE TOV
NANBUOWA, yIa TOV oroio €xel DlanioTwOET N anoteAeouankd™Ta). H o&eikn yAaTipapépn dev evOeikvuTal o€ NpwTonabwg rn deuteponabwg eEENcadpEVN NOANANAN okAfpuvon. 4.2
Aocoloyia kal Tpénog xopnynong: AocoAoyia: H cuvioTwuevn docoAoyia oe eVANKEG eival 20 mg oEeIkAG yAaTIpapEPNG (uia NPoyeUICUEVN oUplyya), XopnyoUpEVN unodopiwg
£pdnag npepnoiwg. Eni Tou napdvrog, dev eival yvwoTd yia néoo xpovikéd didotnua Ba npénel va unoBaAAeTal oe Bepaneia o acBevig. ‘Ocov apopd otn pakpdxpovn aywyn, o
Bepdnwv 1aTpdG Ba NPEnel va anogacilel oe eEatopikeupévn Baon. Maidiatpikdg nAnBuopdg: Maidid kai €pnPol: Aev €xouv dIEEAXOEI NPOONTIKES, TUXAIOMOINWEVES, EAEYXOUEVEG
KAIVIKEG DOKINEG N HEAETEG PAPUAKOKIVNTIKAG o€ Naidid i epriBoug. Qotéco, and KAMoia oToIXEIa NoU €xouv dNUOCIEUTE! paiveral 6Tl To NPOPIA AoPANEIAS, OE EPrBoUG NAIKIag
12-18 g1V, oTOUG OMOioUG XopPNnYE(Tal OEEIKN yAATIPAUEPN UNOJoping KABE NuéPa, ival NAPOUOIO UE EKEVO MOU EVTOMIZETAI OE EVANKEG. A€V UNAPXOUV APKETEG MANPOPOPIEG
JIaBEaIpeG,yia T xprion TG oEeIkNG yAaTipapépng oe naidid NNKIag KATw Twv 12 £Tav, yia Tn dnpioupyia cuctdoewv xprong. Enopévwg, n o&eikn yAatipapépn dev Ba npénel va
XOPNYEiTal G auTéV Tov NANBUGO. Eidikol nAnBuaooi: HAIKiwlEvol aoBeveiG: Aev éxel HENETNOET CUYKEKPIUEVA N OEEIKN YAQTIDAUEPN OTOUG NAIKIWHEVOUG. ACOEVEIG LIE VEPPIKT
SuoAeiroupyia: H oEelkn yAaTipapépn dev €xel HEAETNOET €I0IKG O aoBeVeiq Pe VEPPIKN Suohermoupyia (BA. napdypago 4.4). Tpdnog xopriynong: Ol acBeveiq Ba npénel va
KkaBodnyouvTal yia va KAvouv TIG EVECEIG OVOI TOUG Kal va napakoAouBouvTal and eI8IKoUg ENayyENIATIEG UYEIQG TNV NpWTN ¢opd nou Ba kavouv pdvol Toug Tnv €VEon, KaBWG
Kal yia 30 AenTd petd and auti. KABe nuépa Ba npénel va enAéyeTal £va SIapopeTIKO ONIEIO yia TNV EVEDN, PEIMVOVTAG PE auTd Tov TPAMO TIG NIBavaTnTeG EpEBICOU f GAYoug OTo
onpeio Tng éveong. Ta onyegia yia “autoéveon” NepIAAPBAVOUV TV KOINIOKN X@WPA, TOUG BPAXIOVEG, Ta I0Xia Kal TOug UNpouq. 4.3 AvTevdei&eig: H oEeikn yAaTipapépn avrevdeikvutal
OTIG aKONOUBEG NEPINTWOEIG: * YNepeuaiobnaia oto dpacTikd GUCTATIKG 1 OE ONoIodNMOTE anod Ta €kSOXa NoU avagépovtal oTnv Napdypago 6.1. 4.4 EISIKEG NPOEISONOINCEIG
Kal NPoPUAGEEIG katd Tn xprion: H ofelkn yAaTipduepn Ba npénel va xopnyeital yévo unodoping. H ofeikh yAatipapépn dev Ba npénel va xopnyeital péow evOoPAERIag A
evdopuikng 0doU. H évapén Tng aywyng e oEeikn yAatipapépn Ba npénel va napakoAouBeital and kanolo veupoAdyo A 1atpd €unelpo otn Bepaneia TNG NOAManAAG okApuvong.
O Bepdnwv 1aTPAG NPENEI VA EVNUEPWOEI TOV ACOEVA, 6T EVIOG AENTWVY PETA TNV EVESIUN XOPAYNON TNG OEEIKNG YAATIPDAEPNG UNOPET va EUPAVIOOET pia avTidpacn GUVOdEUSHEVN
and TouhdxioTov €va and Ta akdAouBa cuUPNT®UATA: ayyelodIacToAn (€§ayn), névog Tou Bwpaka, duonvola, aiodnpa NaAU®V h Taxukapdia. H MAEIoVOTNTa QUT®WY TwV CUMNTWUATWV
Jlapkei yia Aiyo kal autd eEagavifovTal autopdTwg XwpiG CUVENEIEG. ZTNV NEPINTWON NMoU NapouciacBel kdnola coBapn aveniBuunTn avtidpaon, o acBevig NPENE! va SIaKOYE!
QUECWG TNV aywyn JE OEEIKA YAQTIDAPEPN Kal VA ENIKOIVWVACE! E TN/TO YIATPS TOU A E KAMOIO YIaTPS EKTAKTWY MEPIOTATIKWY. KaTd T SIAKPITIKA EUXEPEIQ TOU IaTPOU UNOPET va
EPAPHOCOET CUUNTWUATIKA aywyn. Aev undpxel kAanoia JapTupia nou va dnAwvel 4T pia 1IB1aitepn opdda acBevwv BpiokeTal og 101kd Kivduvo and autég Ti avmidpdoels. Map’ 6Aa
QuTd, anaITeiTal IPOCOXN GTav XOPNYE(Tal o&EIkn yAaTIpapépn oe aoBEVEIG e NPoUndpxouces KapdIiakég diatapaxEg. O1 acBeveig autoi Ba npénel va napakoAouBouvTal GE TAKTA
Xpovikd diaoTApata Katd T didpkela NG Bepaneiag. e ondvieq NEPINTWOEIG, EXOUV avaPEPOE onacpoi Kal/n avauAAKTIKOU TUNoU avTidPAoEIG 1 AMEPYIKEG avTIOPACEIG.
MBavov va eppavicBolv onaving coBapég aviidpAoelg unepeuaiodbnaiag (n.x. BPoyxodonacuog, avaguia&ia i kvidwon). Ze NepINTwon nou ol avidpdoelg eival coRapég, Ba
NPENEI va EQapPocBEi N KATAMNAN aywyn Kal n o&eIkn yAaTipapépn va diakonei. Ta evepyd avTio®paTa TG 0EIKNG YAQTIPAPEPNG QVIXVEUBNKAV GTOV 0PO TwV AoBEV@™Y, KATd TN
JIdpkeIa xpdviag NUEPNOING aywyng e oeikn yAaTipapépn. Ta péyiota enineda enmeUxBnkav PeTd and Bepaneia SIAPKEIAg KATd PEGO GPOo 3-4 UNV®V KAl TN CUVEXEIQ JEIWONKAV
Kal otaBeponoindnkav o€ enineda eEAapp®s UYPNASTEPA and ekeiva TwV BACIKWY TIMWV. AEV UNGPXOUV CTOIXEIA NMOU VA UNOBNAWVOUV OTI QUTA Ta EVEPYA QVTICWHATA TNG OEEIKNG
yAatipapépng e§oudeTtepwvovtal h Tl 0 OXNPATIOPOG TOUG EVOEXETAI VO ENNPEACE! TNV KAIVIKI ANOTEAECHATIKOTNTA TNG OFEIKNG YAATIPAUEPNG. Z€ AOBEVEIG UE VEPPIKA AVENAPKEIQ,
6a npénel va napakoAouBeiTal n ve@pIkn AeiToupyia katd Tn SIGPKEIa Xopriynong o€ autoug O&EIKNAG yAaTIpapéENG. MoAovoT Sev UNAPXE! Kapia EVOEIEN ONEIPApATIKNG evandbeong
QVOOOCUHNAOKWY OE ACOEVEIG, EVTOUTOIG SEV UNOPET va anokAeIoBel n niBavétnta. 4.5 ANANAENISPACEIG HE GAAG PAPUAKEUTIKA NPOIOVTa Kal GAAEG HOPPEG aAANAENidpaong:
Enionpa dev £xouv aglohoynBei aMNAENISPAOEIG HETAEU OEEIKAG YAQTIPAUEPNG KAl GAAWV PAPUAKEUTIK®Y NPOoidvTwy. Mapamproeg, and TiG 1dn undpxouces KAIVIKEG SOKIUES Kal
and v epneipia PET@ TNV KUKAOGopia Tou pappdkou oTnv ayopd, Sev KaTadelkvUouv onUaVTIKEG AAANAENIDPACEIG TNG OEEIKAG YAQTIPAPEENG Kal GAAwV BEPANEIDY, NOU CUXVA
XPNOIPOMNOIOUVTAl GTOUG ACBEVEIG Mou NAoxouv and NOAANAr okAUPNVon, CUUNEPIAAUBAVOUEVNG TNG CUYXOPRYNONG KOPTIKOOTEPOEIDWY £wg Kal 28 NUEPEG. Z€ in Vitro PENETN,
unodnAwveTal 6T oto aia n oEeikn yAaTipapépn cUVOEETal 0 UYNAS NOCOOTO LE TIG MPWTEIVEG TOU NAGOUATOG, aAG Sev ekToMIZeTal Kal SEvV EKTOMICEN TN QaIvUTOivN 1 TV
kapBapaenivn. Map’ 6Aa autd epdoov N OEEIKA YAQTIPAUEPN, BEWPNTIKA, €XEl TN SUVATOTNTA VA ENNPEACE! TNV KATAVOUN TwV GAPUAKWY Mou cUvOEoVTal PE TIG NPWTEIVES, N
TAUTOXPOVN XOPAYNON QUTWY TWV PAPHAKEUTIKWY NPOoIovTwy Ba Npénel va NapakoAoUBEiTal NPOoeKTIKA. 4.6 FovipdTnTa, KUNon Kal yahouxia: Kunon: O1 YeNéTeg o€ wa dev
kaTédei§av avanapaywyikn To&ikoTnTa (BA. napdypao 5.3).Ta undpxovta dedopéva and £YKUEG YUVaikeg Sev unodnAwvouv SUCTAACTIKA 1 EUBPUOVEOYVIKN TOEIKOTNTA AGYw TNG
OEeIKNG YAQTIPaPEPNG. MEXPI aTIYUNG, SEV UNAPXOULV JIABECILA OXETIKA EMBNUIOAOYIKA dedopéva. MpoAnnTikd, cuvioTdtal n anopuyn TG XPNong TNG OEEIKNG yAaTIpapépng katd
T SIGPKEIa TNG KUNONG, EKTOG KAl av TO OPEAOG YIa TN UNTEPA UNEPOKENIZEI ToV MIBavé KivBuvo yia To €uBpuo. ©nAacH6G: Aev UNGPXOUV OTOIXEID avaPOpPIKA WE TNV EKKPION TNG
OEEIKAG YAQTIPAUEPNG, TwV HETABOAIT®WY TNG A Twv avTIowHdTwy TG oTo avBpwnivo yaAa. Anarteital npocoxn é1av n ogeikn yAaTipauépn xopnyeital o€ ONAG{OUcES PNTEPES. Ba
npénel va AapBAveral unéyn o OXeTIKOG KivOuvog kal To OGeAOG yia Tn untépa kail 1o naidi. 4.7 EmSpacelg otnv 1kavétnTa odiynong Kai XEIPICHOU HNXAVNHATWV: Agv
nPAaypaTononenkav PENETEG OXETIKA HE TIG €MIOPJOEIG oTNV IKavOeTNTa 08AYNoNG Kal XeIPIopoU unxavnudtwy. 4.8 AVEMIBUUNTEG EVEPYEIEG: Z€ ONEG TIG KAIVIKEG DOKIUEG,
avTIdPAJOEIG OTO onpEio TNG £VEONG NApaTNPABNKav va gival ol Mo oUXVEG aveniBUUNTEG EVEPYEIEG KAl avaéPBnkav and Ty NAEIOVOTNTA Twv acOev@v nou AduBavavaywyn e
OEEIKNA YAQTIPAUEPN. € EAEYXOUEVEG HENETEG, N AVaAOYIQ TV AOBEVWVY MOU AVEPEPQAV TETOIEG AVTIOPAGEIG, TOUAGXIOTOV pia popd, ATav HEYaAUTEPN OTOUG aoBEVEig nou éhaBav
aywyn P ofelkn yAatipapépn (70%) and 61 oe autolg nou éAapav €IKovikd GApHAKo (37%). O1 NAéov ouXVA avapePOUEVEG QVTIDPACEIG TNG B€ong €veong, kaTd T JIAPKEIQ
KAVIK@V SOKIPWV KAl KATd TV EUNEIPIa ETA TNV KUKAOPOPIa TOU NPOIOVTOG oTnv ayopd, ATav epubnua, GAyog, okAnpia, KVNopog, oidnpa, GAEYHOVA Kal UNEPEUAICONGIa Kal O
ONAVIEG NEPINTWOEIG aTPOPia Tou AiINwdoug 1oToU Kal Vékpwon Tou déppatog. Qg “Auegon Metd v Eveon Aviidpaon” NEPIYPAPNKE HIa avTidpaon Nou cUVODEVUETAl TOUAAXIOTOV
ano éva n nepiocdTEPa and Ta akGAoUBa CUUNTWIATA: ayyEIoSIacToAn (EEAWEIG), Ndvog Tou Bwpaka, dUonvola, aicBnpa oMoV 1 Taxukapdia. H avtidpaon autn eival duvatov
Va EPQAVIODET viOg AenT@v and Tn oTiyun Tng Eveong U OEEIKN yAaTipapépn. TOUAAXIOTOV pia Gpopd avapépOnke, éva ouunTwua and aum v “Augon Merd v ‘Eveon Avridpaon”
ano 10 31% Twv acBEVHV NMOU TOUG XOPNYNBNKE OEEIKNA yAaTIpapéPN, o€ oUYKPIoN WE To 13% Twv acBevmV Nou ToUG Xopnynbnke gikovikd @dpupako. MNMapakdtw napouacidZovral
OAEG 01 QVENIBUPNTEG EVEPYEIEG, Ol OMOIEG avaPePBNKaV cUXVATEPA and TOUG ACBEVEIG OTOUG 0noioug XopnynBnKe OEeIKA yAQTIPaPEPN EvavTl EKEVWV MOU QVTIETWNIOONKAV HE
EIKOVIKO QAppako. Ta oToIxeia autd NPogpxovtal and TECOEPIG KEVTPIKEG, DINAG-TUPAEG, EAEYXOUEVEG UE EIKOVIKO PAPUAKO, KAIVIKEG DOKIUEG, OTIG Oroieq CUMMETEXav 512
aoBeveig, nou éNaBav Bepaneia pe oEeikn yAamipapépn kal 509 acBeveig nou €Aapav eIKoVIKG PAPUAKO PEXPI kal 36 UAVEG. Z€ TPEIG SOKIUES CUMNEPIANPONKaV 269 acBeveig, He
unotponidZouca-diaAeinouca noAanAn ockAipuvon (RRMS), otoug onoioug xopnynBnke oEeikn yAatipapépn kai 271 acBeveic oToug onoioug XopnynONKE EIKOVIKO GAPHAKO, yia
XPovIké Sidotnpa péxpr kai 35 priveg. H tétapt Sokiun, nou dIEENXOn oe aoBEeVEIG, o1 onoiol £Xouv EPAVIoEl éva NPWTO KAIVIKO ENEICODIO Kal XEI NPOCDIOPIOTE] 0TI JIATPEXOUV
UYNAS Kivduvo avdantugng kAvikd emBeBaiwpévng noAanAnig okAipuvong, nepiehduBave 243 aoBeveig oToug onoioug Xopnynenke oEeikn yAatipapépn kal 238 acBeveig oToug
0roioug XOPNYNBNKE EIKOVIKO PAPPAKO UEXPI Kal 36 PAVEG. ACIMWEEIG Kal MAPACITWOEIG: [ToAU ouxveg (21/10): Noipwén, Mpinn. Zuxveeg (21/100 éwg <1/10): Bpoyximda,
Faotpeviepimda, AnAdg ‘Epnntag, Méon Qrinda, Pivinda, Odovtiké Andotnpa, KoAniki Kavrivriaon*. Oxi ouxvég (21/1.000 éwg <1/100): Andotnua, Kuttapimda, AoBinvwaon,
‘Epnng Zwotipag, Muehoveppimda. NeonAdopara kaAonén, Kakonen Kai un Kad (nepihapBa Tal KUOTEG Kal NOAUNOJBEG): SUXVEG (21/100 éwg <1/10): KahonBeg
Sepparikd veoniaopa, Nedniaopa. Oxi ouxveg (21/1.000 Ewg <1/100): Kapkivog Tou d€pAaToG. AIaTapaxéG TOU AIMONOINTIKOU Kal TOU AEMPIKOU CUCTAMATOG: SUXVEG (=1/100
E£wg <1/10): NeppadevondBeia*. Oxi ouxveg (21/1.000 éwg <1/100): NeukokuTtdpwon, Aeukonevia, ZnAnvopeyalia, ©popBonevia, Mn pUCIOAOYIKNA LOPPOAOYIa ASUKOKUTTAPWV.
AiaTapaxég Tou avooonoINTIKoU oUoTAPATOG: SUXVEG (21/100 Ewe <1/10): Ynepeuaiobnoia. A PAXEG TOU EVOOKP! U ouoThparog: Oxi ouxveg (21/1.000 Ewg <1/100):
BpoyxoknAn, YnepBupeoeidiopos. A paxég Tou peTaR MoU Kal Tng Bpéyng: ZUxveg (=1/100 éwg <1/10): Avopegia, AUEnon cwpaTtikol Bapoug*. Oxi ouxveg (=1/1.000
£wg <1/100): Aucavegia otnv aAkodAn, Oupikn apBpitida, YnepAimdaipia, Natpio aiparog augnpévo, Peppitivn opol peiwpévn. Wuxiatpikég diatapaxég: oAU ouxveg (21/10):
AyxoG*, katdBAyn. Juxveg (>1/100 éwg <1/10): Neupikémra. Oxi ouxveég (=1/1.000 €wg <1/100): Mn @uaioloyikd Oveipa, ZUyXUTIKi kardoTaon, Eugopikn cuvaio®nuariki
d1dBeon, Weudaiobnon, ExBpdtta, Mavia, Alatapax€ég g npocwnikdTnTag, Anéneipa autokToviag. AlaTapaxég Tou VEUPIKOU GUGTAMATOG: [ToAU ouxveg (21/10): Kepahahyia.
Zuxveg (21/100 éwg <1/10): Auoyeuoia, Yneptovia, Huikpavia, Alatapaxég Adyou, Zuykonn, Tpopog*. Oxi ouxveg (21/1.000 éwg <1/100): ZuvSpopo kapriaiou owAriva, NonTikn
diatapaxn, Znacuédg, Aucypagia, AucAegia, AucTovia, KivnTikr ducAerroupyia, MuokAwvieg, Neupimda, Neupopuikdg anokieiopdg, Nuotayuég, Mapdiuon, MapdAucn nepoviaiou
veupou, AnBapyog, ‘EMelpa onmkoU nediou. ONTKEG dlatapaxég: Suxveg (21/100 éwg <1/10): Ainwnia, OpBaiuikég diatapaxég*. Oxi ouxveég (21/1.000 éwg <1/100):
Karappdkmg, ANoiwon Tou KepaToeidous, =npo@Baiuia, Aipoppayia Tou opBaiuol, BAepapontwon, Mudpiaon, Atpogia ontikoU veUupou. AlaTapaxég Tou wTog Kal Tou
AaBUpIvOou: SUXVEG (21/100 éwg <1/10): Aiatapaxn Tou wTdG. Kapdlakég diarapaxég: ZUXVES (=21/100 éwg <1/10): AioBnpa naAuwv*, Taxukapdia*. Oxi ouxveg (21/1.000 éwg
<1/100): EKTaKTEG OUCTOAEG, PAeBOKOUBIKN Bpadukapdia, Mapo&UouIKn Taxukapdia. Ayyelakég Slatapaxég: oAU ouxveg (21/10): AyyelodIaoToNA*. Oxi ouxveg (21/1.000 éwg
<1/100): Kipooi. AlaTapaxéG TOU QVanVEUCTIKOU OUCTANATOG, TOU B@PaKa Kal Tou HECOBwPAKIoU: [ToAU ouxveg (21/10): Alonvoia*. Zuxveg (21/100 éwg <1/10): Brixag,
Enoxikn pivinda. Oxi ouxvég (21/1.000 éwg <1/100):Anvoia, Eniotagng, Ynepagpiopdg, Aapuyyoonacpog, AIatapaxn nVEUUOVwY, AicBnpa nviypovig. AlIaTapaxég YaoTPEVTEPIKOU
ouoTthparog: oAU ouxvég (>1/10): Nautia*. Zuxveg ( 21/100 éwg <1/10): AlaTapaxeq opBonpwkTIKAG nepIoxig, Auckoinidtnta, Tepnddva odévTwy, Aucneyia, Aucayia,
Axpdreia konpdavwy, Epetog*. Oxi ouxveg (21/1.000 €wg <1/100): Kohinda, MoAlnodag Tou naxéog eviépou, EviepokoAimda, Epuyég, EAkog Tou olcopdyou, Mepiodovrida,
Aipoppayia Tou opBou, Aidykwon oiedoyévou adéva. AlaTapaxéG TOU AMNATOG KAl TwV XOANPOPpwV: SUXVEG ( 21/100 éwg <1/10): Mn QUGCIONOYIKEG DOKINAGIEG NNATIKAG
Aermoupyiag. Oxi ouxveg (21/1.000 éwg <1/100): XohoNiBiaon, Hnatopeyahia. Alatapaxég Tou SEpUATog Kal Tou unodopIou 16Tou: [ToAU ouxveG (21/10): EEGvOnua*. Zuxveg (
>1/100 éwg <1/10): ExxUpwon, Ynepidpwoia, Kvnopdg, Aiatapaxn dépuatog*, Kvidwon. Oxi ouxveg (21/1.000 éwg <1/100): Ayyeiooidnua, Aepparimnda and enagn, OZHdeg
£pUBNUa, OZog déppaTog. AIaTapaxéG ToU HUOGKEAETIKOU CUGTAMATOG Kal TOU GUVBETIKOU 10ToU: [ToAU ouxVEG (>1/10): ApBpalyia, Ocpualyia*. Suxveg (=1/100 éwg <1/10):
ANyog oTov auxéva. Oxi ouxveg (21/1.000 éwg <1/100): ApBpimda, Bulakimda, Aaydvio dAyog, Muikn atpogia, OoteoapBpinida. AIaTApaxEG TWV VEPP®WV KAl TWV OUPOPOpwV
0dWV: ZUXVEG (21/100 Ewg <1/10): EnitakTiKrA oUpnaon, Zuxvoupia, Katakpdtnon oUpwv. Oxi ouxveg (21/1.000 éwg <1,/100): Aipatoupia, NeppoNiBiaon, AlaTapaxr Twv oupopopwv
0dwv, Mn @uoioloyikd oUpa. KaraoTdoeig Tng KUnong, TnG Aoxiag Kai TnG MEPIYEVVNTIKAG nePIodou: Oxi ouxveG (21/1.000 éwg <1/100): AnoBoAn. AlaTapaxég Tou
avanapaywylkol cuoTAPATOG Kal Tou pactou: Oxi ouxveg (21/1.000 éwg <1/100): ZupeopnTiki SIdyKwon pacTou, ZTUTIKA SucAeimoupyia, Mpdntwon nuéhou, Mpianiopdg,
Aiarapaxn npoatdTn, Enixpiopa Tpaxniou PRTpag Un euoioloyikd, Alatapaxn dpxewv, KoAnikn aigoppayia, AidiokoAnikn diatapaxn. MFevikég Siatapaxég Kal KaTaoTACEIG TG
080U xopnynong: [ToAU ouxveg (21/10): AioBnua aduvapiag, Mévog Tou Bwpaka*, Aviidpdoeig NG Béong éveong*§, ANyog*. Zuxveg ( 21/100 éwg <1/10): Piyn*, Oidnua
npoownou*, Atpogia Tng Béong éveong?, Tonikn avTidpacn*, Mepipepik oidnpa, Oidnpa, Mupegia. Oxi ouxveég (21/1.000 Ewg <1/100): KioTn, ZOvSpopo HETA and unepKatavaAwon
ouoiag, YnoBeppia, Aueon avtidpaon petd v éveon, GAeypovn, Nékpwon Tng B€ong éveong, Aiatapaxn BAevvoyovwv. Kak®oelg, SnAnTnpiGoelg Kal EMINAOKEG BEPANEUTIKWYV
XEIPIoPWV: Ox1 OUXVEG (21/1.000 Ewg <1/100): XGvdpopo YETA Tov euBoNiacud. * Enintwon peyaAitepn and 2% (>2/100) otnv opdda nou xopnynBnke oEeIkn yAaTipapépn EvavTi




NG OPAdAG EIKOVIKO PAPUAKO. AvEMIBUUNTN eVEPYEIQ GMou eV UNAPXE! TO OUPBOAO «*» QVTINPOCWNEVEI cUXVOTNTA WIKPSTEPN N ion e 2%. § O 6pog «avmdpdoelg NG Béong
£veong» (Slapépwv e15®V) nepIAapBdavel GAa Ta aveniBuunTa oupBdauara, nou eugavi¢ovtal otn B€on Tng éveong, EKTOG and Tnv arpo®ia g B€ong €veong kal TN VEKPWoN TG
B€ong €veong, ol onoieg napatiBevial Eexwpiotd napandvw. 1 MepidapBdavel 6poug Nou €xouv oxéon PE TNV TOMIKA Ainoatpogia oTiq BECEIG éveong. v NPo avapepOuevn
TETapTN SOKIUA MIo NAVW, TNV EAEYXOUEVN LIE EIKOVIKO PAPHAKO NEPiodo akoAoUBNGE N gpdon TG Bepaneiag avoxTg enicripavong (BA. napdypago 5.1). Katd Tnv napakoAoubnon
oTnv nNePiodo avoixTg enicrpavong, SIAPKEIag éwg Kal 5 eT@v, Sev NapatnprBnke PETABOAR oTo yvwoTd NPo@iA acPdAelag TG oEeIkng yAaTipapépng. O aKOAOUBEG avapopég
QveNIBUUNTWY EVEPYEIHV CUMEXBNKaV and acBeveig pe NoAManAi okAripuvon (MS), ol onoiol éAaBav Bepaneia Pe oIk YAATIPApPEPN, O PN EAEYXOEVES KAIVIKEG DOKIMIES, KOBWG
Kal and TNV eUNEIpia Nou anokTBNKe PETA TNV KukAogopia Tou CLIFT: avnidpdoelg unepeuaiodbnaiag (CUMNEPIANAUBAvOUEVWY ondviwy NEPINTWOEWY avapuiagiag >1/10000, <
1/1000). Ava@opd nNiBavoAoyoUHEVWY aveENIBUUNTWY EVEPYEIDV: H avapopd niBavohoyoUpevwY aveniBUUNTwy EVEPYEIWMV UETA and Tn xoprnynon Adeiaq KUKAOPOPIag Tou
PAPUAKEUTIKOU MPOIOGVTOG €ival onpavTikn. ENITpEnel Tn cuvexn NnapakoAoUbnon TG ox€anG 0PEAOUG-KIVOUVOU TOU PAPUAKEUTIKOU MPOIOVTOG. ZNTETal Mo TOUG ENAYYENIATIEG
TOU TOWEQ TNG UYEIOVOUIKNG NEPIBAAYNG va avapeéPouV onolecdAnoTe NIBavoAoyoUpEVES avenmBUUNTES EVEPYEIEG: - aTov EBvikG Opyavioud Gappdkwy (Meooyeiwv 284, GR-
15562 Xohapyog, Ariva, TnA: +30 213 2040380/337, Pak: + 30 210 6549585, lotétonog: http://www.eof.gr), yia Tnv ENAGSa, 11 - otig PapuakeuTikég Ynnpeoieg, Ynoupyeio Yyeiag,
CY-1475, www.moh.gov.cy/phs, Fax: + 357 22608649, yia Tnv Kunpo. 4.9 YnepdoooAoyia: ‘Exouv avapepBei Aiyeg NEPINTWOEIG UNEPSOCOAOYIAG HE OEEIKN YAQTIPaPEPN (MEXP! Kal
300 mg oEelkig yAatipapépng). O1 NEPINTWOEIG AUTEG DeV cUVOEOVTal PE KANOoIa AAAN aveniBUuNTn eVEPYEIa EKTOG and autég nou neplypdenkav oty napdypapo 4.8. e
nepinTwon unepdocoloyiag, or acBeveic Ba npénel va napakoAouBouvTal Kai va epapuGZeTal N avaAoyn CUNMTWUATIKA Kal unoompikTikh Bepaneia. 5. ®PAPMAKOAOIIKEE
IAIOTHTEZE: 51 ®appakoduvapikég 1816TnTeG: PappakoBepaneuTikh kamyopia: ANol avooodieyepTikoi napdyovtes. Kwdikdg ATC: LO3AX13. Mnxaviopdg dpdong: O
unxaviopdg(oi) pe Tov onoio(oug) n OEeIKn yAaTIpapépn ackei TN dpdon TG oToug aoBeVeiG Je MOMaNAn okApuvon dev SiacapnviZetal NAnpws. Qotéco, nicteleTal dTi Spa
TPOMOMOIWVTAG TNV avocoAoyIkn diadikacia nou BewpeiTtal onpepa o eival unedBuvn yia TV naBoyéveon TG NOAANAAG okArpuvong. H unéBeon auth evioxuetal and Ta
EUPANATA PEAETWV MU €xouv DIEEaXBEi NPOoKeINEVOU va SIEPEUVNBE N Naboyéveon TNG NEIPAPATIKA NPOKANBEICaG AMEPYIKNAG eyKEPANOPUEATISAG. Mia Katdotaon, n onoia
NPOKANBNKE o€ Jidpopa {wikd idn, HEGW AVOCONOINCNG TOU KEVTPIKOU VEUPIKOU CUCTALIATOG, £VAVTI OUGIAG MOU NEPIEXE! JUEAIVN KAl N OMoia GUXVA XPNOILONOIETAl WG NEIPAUATIKO
Zwikd POVTENO yIa TNV NOANANAN okAnpuvon. MeAETEG, O {Wa Kal O€ aoBEVEIG e NOAANAN oKApuvon, £D€1§av G N XoPryNon TNG MPOKAAECE TNV NAPAYWYN KAl TNV EVEPYOMoinon
OTNV NEPIPEPEIN TWV EIDIKWY YIA TNV OEEIKN YAATIDAUEPN KATAOTAATIKWV T AEPPOKUTTAPWV. KNIVIKA anoTeAeopamkdTNTa Kal aopAaAeia: e Yrorpornidgouoa - AiaAginouoa INMoAAarini
ZKAripuvon: Ze TPEIG EAEYXOUEVEG KAIVIKEG SOKIUEG, CUVONIKG 269 acBeveig éAaBav Bepaneia e OEeIKn yAaTipapépn. ZTnv NpWTN LEAETN, Mo €ixe SIGPKEIA 2 xpovia, EAaBav EPOG
50 aoBeveig (EAaBav oEelkn yAatipapépn n=25, elkoviké pdppako n=25), ol onoiol Sieyviodnkav, pe BAon Ta TOTE I0xUovTa NPATUNA KPITpIa, JE unoTponidouoa- diaAeinouca
noA\anAn okAnpuvon Kai napousiacav dUo TOUAGXICTOV UNOTPONES VEUPOAOYIKAG SUCAEIToupyiag (EEAPoeIg) katd Tn didpkeia Twv dUo NponyoUHevwy eTwWV. H SeUTEPN PENETN
£QAPUOCE Ta idIa KPIMpIa cUPKETOXAG Kal cupnepiEAaBe 251 aoBeveig, o1 onoiol éAaBav Bepaneia éwg kai 35 prveg (EdaBav ofeikn yAaripapépn n=125, placebo n=126). H Tpit
HEAETN gixe Sidpkeia 9 prveg kal EhaBav pépog 239 acBeveig (EhaBav o&elkn yAatipapépn n=119, eikoviké @dppako n=120), Katd Tnv ornoia Ta KPITMPIa CUPKETOXAG ATav napéuola
HE QUTA TNG NPWTNG Kal TG SEUTEPNG PEAETNG, PE TO NPOCOETO KPIPIO, OTI OI AOBEVEIG €NPENE va NapoucidZouv Touhdxiotov pia BAGBN nou npooAapBdvel yadoAivio, otn
HayvnTiKA Togoypagia. ZTG KAIVIKEG SOKIUEG, e aoBeveig nou énaoxav and noAanin okAipuvon kal éhaBav ofelkn yAaTipapépn, NapatnpriBnKe pia GNUAVTIKA PEiwon Tou
apIBPOU TwV UNOTPOMWY OE OXECN HIE TOUG ACBEVEIG Mou EAaBaV EIKOVIKO GAPHAKO. XN PEYOAUTEPN EAEYXOUEVN KAIVIKN JEAETN, N CUXVOTNTA UNOTPOMNIWY EAATTWONKE KaTd 32%,
ano 1,98 pe eikovikd edppako Bepaneia, oe 1,34 pe Bepaneia oEeikng yAatipapépng. Yndpxouv diaBéoipa dedopéva and Tnv €kBeon péxpl kal yia 12 €, and 103 acBeveiq nou
éNaBav Bepaneia pe o&eikn yAamipapépn. H oEeikn yAatipapépn éxel eniong enISEIEEI EVEPYETIKEG ENISPATEIG €vavTl TNG BEPANEIag EIKOVIKO PAPUAKO, OTIG NAPAUETPOUG TG
HayvnTikAg Topoypagiag (MRI), oe acBeveig nou ndxouv and unotponidZouca-SIaAEINoUca HOP@r NOANANANG CKAMPUVONG. AEV UNAPXOUV CTOIXEID, WOTOCO, OTI N aywyn PE OEEIKA
YAQTIpapEPN €XEI EUEPYETIKN ENdPAcn oTnv €EENEN TNG avannpiag Twv acOevV®Y, e UNoTPOMIGZouca-dIOAEINOUCa HoPPN MOAAMANG OKANPUVONG. Aev UNAPXE! kAnola EvOeIgn ot
n aywyn pe oEelkn yAamipapépn endpd otn dIdpKela A Tn Bapdtnta Tng unoTponng. Eni Tou napdvrog dev UNAPXOUV OTOIXEIQ OXETIKA HE TN XProN TNG OEEIKAG YAATIPAUEPNG OE
aoBeveig Pe npwtonabn r Seuteponabr eEeNOOOUEVN VOCO. ® MELOVWLEVO KAIVIKG EngIoodio eVOEIKTIKO MOAAANAAG okAripuvong: Mia EAEyXOUEVN UE EIKOVIKO QAPHAKO PENETN,
otnv oroia cuppeTeixav 481 acBeveiq (0Eeikn yAaTipapépnn=243, eikovikd pdpuako n=238) dIEENXON oe aoBEVEIQ LE 0apws OPIOHEVN, HEUOVWHEVN, VEUPOAOYIKA OVOECTIAKN
£KOMAWON KAl EUPAUATA OTN HAYVNTIKA TOLOYPAPIa, EVBEIKTIKG NOMaANANG okApuvong (TouhdxioTov 800 eyKEQANKEG BAGREG otnv akoloubia T, TNG payvnTIKhG Topoypagiag,
SIapéTpou HEYaAUTEPNG Twv 6 mm). Onoladnnote GAN vOoog ekTOG TNG MOANANAG OKANPUVONG, n onoia 8a PnopoUce va eEnynoel KAAUTEPA TA ONPEI KAl TO CUNMTWHATA TOU
aoBevoUq €npene va AnokAEeIoTel. Tnv EAEYXOPEVN HIE EIKOVIKO PAPHAKO NePiodo akoAouBnaoe n Gdon TnG Bepaneiag avoixTg eNICAPIAvVONG: ol acBEVEIG nou &iTte napouciaav
CUUNT@HATA MOAANANG OKANPUVONG 1 ATAV acUUNTWHATIKOL €Mi Tpia £, dnolo cuvéRaive npwTo, EAaBav Bepaneia pe To SPacTiKG APHAKO, GE UIA GACN AVOIXTAG ENICAUAVONG
yia éva eninpooBeTo didotnpa SUo ETAV, XWPIG va YiveTal unépBacn Tou PEYICTOU Twv 5 TGV Yia Tn SUVOAIKN JIdpKeIa TG Bepaneiag. Ek Twv 243 acBeviv Mou Tuxaionoindnkav
QAPXIKWG oTnv o&eIKn yAaTipapépn, ol 198 cuvéxioav T Bepaneia pe oEeIkn yAaTipapépn otn Acn avoiXTg enionpavong. Ek Twv 238 acBeviv nou Tuxaionoindnkav apxikwg oto
EIKOVIKO QApHaKo, ol 211 petatdxbnkav o€ Bepaneia e oEeIkn yAaTipapépn, otn GAcN avoIxTig enicApavong. Katd 1o Xpoviko didotnpa Twv 3 xpdvwy, énou SIEEAXOn n
ENEYXOUEVN LE EIKOVIKO PAPHAKO LEAETN, N OEEIKN yAaTIpapépn kaBuaTtépnoe TNV eEENEN and To NPWTO KAIVIKG cUpBapa €wg Ty KAIVIKG eniBeBalwpévn NoAanAi okAnpuvon
(CDMS), oUpgwva pe Ta KPITpia Poser, Pe oTamioTIKA onpavTikd Kal KAIVIKG ouciacTiké Tpdno, avTIoTOIXWVTAG OE HEiwon Tou KIvdUvou Katd 45% (oxeTikdg kivduvog = 0,55,
didotnpa epnicToodvng 95% [0,40, 0,77], Tipn p = 0,0005). To N0cooTd Twv aoBevmy Nou eEENXBNKE o€ KAIVIKG BeBalwuévn NOANANAR okAnpuvon avepxétav oe 43% yia Ty oudda
EIKOVIKO PAPHAKO Kal o€ 25% oTnv opdda TG OEEIKNG YAaTIpapéPNG. H euvoikn enidpacn TG aywyng Pe oEeIKn YAQTIPaUEPN, EVAVTI TOU EIKOVIKO pAPUAKO KATABEIXBNKE eniong
o€ 500 BeUTEPOYEVH KATAANKTIKG onpeia BAGEI TNG HAYVNTIKAG TOHOYPaPIiag, Aol o apiBuog Twv véwv BAaBwv omv akohoubia T, kai 0 Gykog Twv BAaBwv omv akoloubia T,
‘Eyivav post-hoc avaNJoEIG O€ UNOOUAdEG AOBEVWV E MOIKIAQ APXIKA XAPAKTNPIOTIKA, JE 0KOMd va avayvwpioouv NANBUGHoUs uynAoU KivaUvou avanTugng SeUTEPNG UMOTPOMAG.
la droua, nou olpewva pe Tig napapérpoug ™G MRI, gixav TouldxioTov pia BAGRN nou npocAapBdver yadohivio otnv akolouBia T, kai 9 i kai nepicodTepes BAGREG omv
akohouBia T, n eEENEN o€ KAIVIKG BeBaiwpévn NoAanAf okAripuvon ATav epeavig o1o 50% Twv aTopwV UM EIKOVIKG GAPHAKO EVaVTI NIOCOCTOU 28% Twv aTOpWV nou Arav und
OeIKn yAaTipapépn yia 2,4 €. lNa dropa pe 9 A Kal nepioodtepes BAAREG omv akoouBdia T, n eEENEN o kAVIKG BeBaiwpévn noManAn okAipuvon Atav epgavig oto 45% Twv
aTtépwV unod €IKOVIKO PAPUAKO £vavTi NocoaTol 26% Twv atdpwv nou ATav und o&eikn yAatipapépn yia 2,4 €. Qotoco, n enidpacn TG NPWIUNG Bepaneiag Ye o&eIkn yAaTipapépn,
boov apopd oTn pakponpdBecun eEENEN TNG aoBEveiag gival AyvwoTn akOpN Kal O AUTEG TIG UNOOUAdES UYNAOU KIVOUVOU, ENEIBN N HEAETN OXESIAOTNKE KUPIWG YIa TNV EKTIUINON
Tou Xpdvou €wg Tn deUTEPN uNoTPoNN. e KABE nepintwon, Bepaneia Npénel va Aneeei undyn Pdvo yia acBeVveig, ol onoiol TagIvopouvTal wg uwnAou Kivduvou. H enidpaocn nou
EUPAVIOTNKE OTNV EAEYXOUEVN LE EIKOVIKO PAPHAKO Gdon SIaTnPABNKe oTnv NEPIODO HAKPOXPOVIAG NAPAKOAOUBNONG, JIAPKEIAG £wG Kal 5 €TwV. To Xpoviko didoTnua eEENENG
TOU NMPWTOU KAIVIKOU enelcodiou oe CDMS napatddnke e Tnv npwipn Bepaneia pe oEeIkn yAamipapépn, GUYKPITIKA JE TNV yiun Bepaneia, napoucidZovTag pia Peiwon Kivouvou
Katd 41% yia TV npwiun évavt NG OWIUNG Bepaneiag (oXeTIkOG Kivouvog = 0,59, didotnua epniotooivng 95% [0,44, 0,80], Tiur p=0,0005). To NocooTO TwWV ATéPWY TNV Opdda
Oyiung "Evapéng nou napouciacav eEENIEN ATav uynAGTePO (49,6%) cUYKPITIKG WE ekeivoug othv opdda Mpwiung Bepaneiag (32,9%). H enidpacn nou katadeixBnke katd Tnv
ndpodo Tou xpdvou, cuvnyopoUsE OTABEPA UNEP TG NPWIKNG EvavTl TnG SYIUNG Bepaneiag, avapopikd JE Tov ETNoIoNoINUEVO apiBud BAaB®Y, kaBOAN Tn IGPKEIa TG HENETNG,
yia TG véeg BAAREG nou npocAapBavouv yadoAivio omnv akoloubia T, (ueiwon katd 54%, Tipn p<0,0001), Tig véeg BAGBeG omv akoloubia T, (peiwon katd 42%, Tiun p<0,0001) kai
TIG véeg T, unonukveq BAGBEG (Heiwon katd 52%, T p<0,0001). H enidpacn nou napamprBnke oTIG PEIDCEIG, CUVNYOPOUCE EMIONG UNEP TNG NPWING €vavtl TG OYIuNG
Bepaneiag, yia Tov oAikd apiBud véwv BAaBwv nou npochauBdvouv yadoAivio otnv akohoubia T, (ueiwon katd 46%, Tiun p=0,001), Tov dyko Twv BAaBwv nou npocAauBdvouv
yadoAivio otnv akohoubia T, (uéon Siagopd -0,06 ml, Tiur p<0,001), kaBwg Kai Tov oNikd apIBUG Twv VEwV unonukvwv BAaBwv oy akoloubia T, (Ueiwon katd 46%, Tiur p<0,001)
ONwg HETPNBNKAV KABOAN T Sidpkeia Tng PEAETNG. Katd Tn Sidpkeia Twv 5 16V, Sev napatnprdnkav a&IOAoYeG SIapopég PETAEY Twv koopTawv Mpwiung kal Oyiung ‘Evapéng Téco
yia Tov 6yko Twv unénukvwv BAaBov oty akooubia T, 600 Kai yia TNV eyKePANKrA atpodia. QoTO00, N AVGAUCN TNG EYKEPONIKAG OTPOGIOG KATG TV TeAeuTaia napampnBeica
TIN (NPOCApPooUEVN oTNV €KBECN OTN BEPanEia) NOPoUsiace Peiwon UNéP TNG NPWIKNG Bepaneiag pe GA (n péon diagopd TNG NocooTIaiag HETARBOANG TOu GYKOU TOU EYKEPAAOU
frav 0,28%, Tiun p=0,0209). To Clift EIVGI £va UBPISIKO QAPHAKEUTIKO NPoidv. AenTopePEiq MAnpogopieg diatiBevTal atov katdAoyo npoidviwv MRI: http://mri. medagenr,les org/
Human/. 5.2 ® TIKEG G: Ze aoBeveig dev DIEENXONOAV PAPUAKOKIVNTIKEG UENETEG. In vitro oTOIXEIQ KABWG Kal NepIopicpéva Sedopéva and uyieiq EDENOVTEG
Oeixvouv 6T1 HETE TNV UNOdGPIa Xopriynon mq OEEIKNG YAaTIpapéPNG, n SPACTIKA oucia anoppoddral ypriyopa Kal éva JEYANo HEPOG TG BOoNG AnodoUETal TAXEWS OE MIKPOTEPA
KAdopara ndn otov unoddpio 1016. 5.3 MpokAivika dedopéva yia Tnv acpadAeia: Ektég ané 1g nAnpogopieq nou nepidapBdavovtal ota dAa kepdAaia g MepiAnyng Twv
XapakmpioTikwv Tou Mpoidvtog (SmPC), Ta npokAivika dedopéva dev anokaAunTouv kAnolo ISIaITEPO KivOuvo yia Tov dvBpwro pe BAoN TIG PAPPAKONOYIKEG HENETEG WG NPOG TNV
acpdAela, TNV TOEIKOTNTA PETA and enaveNnppévn xopriynon, Tnv TOEIKOTNTA KaTd TNV avanapaywyn, Tn YEVETIKA TOEIKGTNTA A TNV KapKIvoyEveon. ASGYw ENEPEWS PAPPAKOKIVNTIKOV
Sedopévwv oe avBpwroug Sev prnopouv va kaBopioBouv dpia €kBeong PETaEU avBpwnwv Kal {wwv. X& éva pikpd apiBud apoupainv Kal MBAKwY, o oroiol avTipeTwniodnkav
BepaneuTIKa yia Xpoviké SIGoTNA TOUAGXIOTOV 6 Nv@v avagépOnke evandBecn avooooURNAGKOU OTO OMEIPAA TOU VEPPOU. & Jia LENETN PE apoupaioug SIGPKEING 2 ETWY dev
gvTonioOnke €vOelEn evandBeong avooooUUNAOKOU OTO Oneipapa Tou Veppou. MeTd Tn xopriynon o€ guaiobntonoinpéva Zwa (IvOIka xolpidia r novTikoUs) avapépOnke
avaguAa&ia. H onpacia aut@v Twv oTOIXEIWV yia Tov avBpwno dev ival yvwoth. MeTd Tnv enaveiAnyuévn xoprynon o€ {wa, n ToEIKGTNTa otn B€on éveong Atav oUvnBeg elpnua.
6. PAPMAKEYTIKEEZ NAHPO®OPIEE: 6.1 KardAoyog ekd6xwv: MavvitoAn, Yowp yia evéoipa. 6.2 AcupBatoTnTeG: EAEIYE! HEAETWVY OXETIKG pE TN oupBaTdTTa, TO NAPOV
PAPHAKEUTIKO NPOIGV dev NPENEI va avapiyvUETal e GANA GAPUAKEUTIKA NpoidvTa. 6.3 Aidpkeia Lwng: 3 €. 6.4 1810iTEpEG NPOPUAGEEIG KATd Tn GUAQEN TOU NPOoIGVTOG:
DUAGOOETE OTNV aPXIKN CUCKEUAGIa YIa va npooTaTedetal anod 10 ¢ws. PuNdooeTe oe Yuyeio (2°C - 8°C). Mnv KataywUXeTe. Av Ol NPOYEWICHEVES OUPIYYEG SEV UMopoUV va
SlatpnBoUv o€ Yuyeio, UNopolv va GuAaxBouv ot Beppokpacia nepIBAaMovTog (15°C £wg 25°C) yia pia popd Kai PEXp! éva priva. MeTd and autd To xpoviké Sidotpia Tou evog
prva, edv o npoyeUIopéveg oUplyyeg Tou CLIFT 20 mg/ml, Sev €xouv xpNnoIJOnoINBE( kal Napapévouy akdun oTnV apXIKA TOUG CUCKEUAG(a, NPENEI va PETAPEPBOUV yia GUAAEN
o€ yuyeio (2 °C éwg 8 °C). 6.5 Pdon kai ouoTaTikG Tou NEPIEKTN: To OUOTNHA KAEIGIIATOG TOU NEPIEKTN anoTeAEiTal and pia yudhivn KUNVBPIKI oUpiyya piag xpnong, pe
npoocappoopévn BeAdva. ‘Eva eracTikd ndpa (and Bpwupo-Boutihio, Tunou 1) éxel ToNoBeTNBEIGTO KUAIVOPIKS 0wUa TNG oUPIYYag wg Gpedyua Kai dpd wg £uBOAo Katd Ty €yxucn.
"Eva kivoupevo €upolo eival BIdwpévo oto eAacTiké nwua. H BeAdva TG oUplyyag eival KAAUPEVN PE NPOCTATEUTIKG KAAUpHA. H xwpnTikéTnTa TG oUplyyag eival 1 ml evéoiyou
SIOAUHATOG. 7 NPOYEMIOUEVEG OUPIYYES, 28 MPOYEUIOUEVEG OUPIYYEG, 30 NPOYEUIOUEVEG oUPIVYEG, 90 (3x30) NPOYEUIOUEVEG OUPIYYEG. MMOpEi va unv KUKAOGOPOUV OAEG Ol
OUOKEUAOIEG. 6.6 181aiTEPEG NPOPUAGEEIG andppiyng Kai GANOG XEIPIoROG: MOvo yia epdnag xprion. KABe axpnoiuonoinTo papuakeUTIKG NPoidv 1 UNOAEIMYa Npénel va
anoppinTeTal, CUUPWVA HE TIG KATA TOMOUG IOXUOUCEG OXETIKEG Jlatdgelq. 7. KATOXOE THE AAEIAZ KYKAO®OPIAE: Kdtoxog Adeiag Kukhogopiag: MYLAN S.AS., 117
Allée des Parcs, 69800 Saint Priest, FaAia. Tonikdg Avtinpdownog EMAdog: Generics Pharma Hellas EME, Ay. Anpntpiou 63, 174 65, ANpog, EAMGda, TnA.: 210 99 36 410. Tonikog
Avtinpdownog Kunpou: BapvdaBag Xargnnavayrig Atd, Aew. NMdavvou Kpavidiwtn 226, 2234, Aatold, Aeukwoia, TnA: 22207700. 8.

APIOMOZ(Ol) AAEIAZ KYKAODPOPIAE: ApiBudg Adeiag Kukh. EMAdog: 94837 / 13-12-2016. ApiBudg Adeiag Kukhogopiag Bonbriote va yivouv Ta pdpuaka
Kunpou: 022666. 9. HMEPOMHNIA NMPOTHE ErKPIEHE/ANANEQEIHE THE AAEIAZ: Huepounvia npwng éykpiong: 13 Mo acPalr Kal AVaQEPETE
AekepBpiou 2016. 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 9/10/ 2018. Tpénog AiG8eong: DApLaKo yia To ornoio OAEZ T aveniBuunTeg eVEPYEIEG
anaireital NEpIopICEVN 1ATPIKN cuvTayi. H Evapgn Tng Bepaneiag YiveTal 6 VOCOKOUEID Kal UNOPET va GUVEXIZETAI EKTOG VOCOKOUEIOU yia ONA Ta @appaka

uné v napaxkohoudnon e1dikoU 1aTpoU. A.T. CLIFT INJ.SO.PFS 20MG/1ML PF.SYR. BTx28: 598 €. Supnnpdvovrag Ty «KITPINH KAPTA»
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LYNTATOI'PA®IKEYX IAHPO®OPIEX v To @dappako avtd tedel vd cvpmANpOpOTIKY TopaKorovOnen. Avtd Ba emtpéyel T0 YPIIYOpPoO TPOGIOPICUO VEDV
nknpoq)opw’w 0CPANELOG. Zntairm A0 TOVG EMOYYEAUATIEG VYEIOG VO AVAPEPOVLY OTOLEGINTOTE TOUVOLOYOVLEVES OVETOVUNTEG Evépyslsg BA. nap(iypaq)o 4.8 y10. oV TpOTO
ﬂvmpcpng avemboumtov evepyerdv. 1. ONOMAXIA TOY ®APMAKEYTIKOY IPOIONTOX TYSABRI 300 mg, mokvo SidAvua yio nqp(mlcz»un bm}mpqrog Tpog
£yyvon. 2. TOIOTIKH KAI TOXOTIKH XYNOEZH Kd0e ml mukvod Stakdpotog mepiéyet 20 mg natalizumab. Otav APOIBVETOL TO Sidhopo Tpog £yxoon mepiéyet nepimon
2,6 mg/ml natalizumab. To natalizumab sivar éva avasvvdvacuévo eGavBpomomomuévo avticope avii-a4-teykpivig Tov TapdyeTal GE e KUTTAPIK GEIpd oG pécw
TCXVO)»OV[(XQ avacvvdvoopod DNA. Ekdoyo e yvoot dpdon Kabe gronidio tepiéyet 2,3 mmol (1§ 52 mg) vatpiov. Otav dwekdetat oe 100 ml yhwplovyov vatpiov 9 mg/ml
(0,9%) 10 pappakevtikd Tpoiov tepiEyet 17,7 mmol (1 406 mg) vatpiov. o tov nkﬁpn Katdhoyo Tov ekdoymy, PA. mapdypapo 6.1 g Iepiknymg XopaktnpioTikdv Tou
IIpoiovtog 3. PAPMAKOTEXNIKH MOP®H ITukvo SidAvpa yio mopackeu SWADHATOG Tpog £yyvon. Axpopo, dtanyés £mg erappag ipidilov ordivpa. 4. KAINIKEX
TTAHPO®OPIEX 4.1 Ogpansvtikés evdei&ers To TY SABRI evdeikvoton wg Hovodepameio, TpOTOTOMTIKY TG VOGOV GE EVIAKEG HLE VYNANG OpacTNPLOTNTAS VIOTPOTALOVGH
SAeimovca GKANPLYVOY KOT TAGKOS Y10l TIg AKOAOVOES Opades acBevav:

- Aobeveic pe vymng dpactnprotntag voco mapd Tov Thipn kot emopkn kokho Oeponeiag pe Tovhdyiotov pia Oepaneio Tpomomomtiky g vocov (Disease Modifying

Therapy, DMT) (710 e£0p£celg Kot TANPOPOpies GRETIKA PE TIG TEPLOdOVG EKTAVONG BA. Tapdypapo 4.4)

- Aceevmg pe ruxsmg egshccop.svn co[iapn \mo‘rpomtx@onca Sodeimovoa orkApoven Kot nkumg, 1 omoia opileton amd 2 1 nsplscorzpz; \motponsg OV TPOKUAOVY
uvurmplu péoa og éva £10¢, Kat e 1 nepwcorspac Gd npockap[}uvoncsg BraPeg ot puyv‘ann ropoypugola £YKEPAAOV n onpovtikh avénon oto goptio frafdv T2 oe
GUYKPLOT HE TPONYOOHEVT TPOGQOTN poryvn Tk} Topoypapia. 4.2 Aocoroyia kan Tpémog yopiynong H Evapén kot n ovveyng mapakorovdnon g Oepansiog pe TYSABRI
Ba Tpémel vau yiveTon omd EIGIKEVUEVOVG 1TPOVG HE EUTEIPIR 6T S1dyvmon Kat Bepomeior VEDPOROYIKDOV KATAGTAGEMY, GE KEVIPO UE £YKaLpn TPOGRAGT GE HayVNTIKY
Topoypopic. Xrovg aobeveic mov Aappavoov Beponeia pe TY SABRI npénet va yopnyeitat n képta npoedomoinong achevois kot auTol TPEMEL VoL EVILEPOVOVTAL Y10 TOVG
KIVSDVOVG TOV PAPHOKEVTIKOV TPOidVTog (BA. £miong T0 GVALO 0dnyldv ¥priong). Metd amd 2 ypovia Bepameiag, ot acHEVEIS TPETEL VoL EVIUEPOVOVTOL K VEOD Y10l TOVG
Kkwvdvvovg Tov TYSABRI, Siontépag yia tov avénpévo kivéuvo mg [Ipoiovoag [ToAveotiakiic Asvkoeykeporonddeiag (PML) ko mpémet va Toug divovtat 0dnyieg, kabbg
£TIONG KAl GE VTOVG OV TOVG PPOVTILOVY, MG TPOG Ta TPAOA GTHEiD Kot suptdpate ™ PML. Oa mpémet va vdpyouv StobEctpa HEGE Y10l TNV OVTIHETMOTLON AVTIOPACEDY
vrepevatctneiog kot tpdcPacn oe payvntikh Topoypagio. Mepikoi acbeveig eviéyetat va £xouv ektedel 6€ 0VOGOKATACTUATIKG QAPUOKEVTIKG TpoidvTa (1.). pto&ovtpovn,
KOKAOPWOQupidn, alabelonpivn). AVTA o QUPUUKEVTIKG TPOTOVTO £XOLV TN SLUVATOTNTO VO TPOKAAEGOVY TAPUTETAUEVT] (VOGOKOTUGTOAT, AKOUN KoL LETH TN dlokomn
mg xopnynong docewv. Emopévag, mpv Eekivipoetn Bepamneio pe to TYSABRI, 0 wtpdg Oa mpénet va emBePaumaet 6tL ot ev Adyw acBeveig dev eivan avocoKaTEGTAAEVOL
(BA. emiong mapdypago 4.4). Aocoroyia To TYSABRI 300 mg yopnysitar péom evdopréfiag éyyvong pia gopd kdbe 4 efdopddes. H ovvéyion g Bepaneiog Oa mpémet
Vo emoveEETOOTEL TPOGEKTIKG G€ aeBeveis mov de deiyvouv onpeia Bepamenticod 0PELOVS TEPUY TV 6 PMVOV. AESOUEVE YLoL THY AGPAAELR KOL TV OTOTEAEGHATIKOTNTOL
Tov natalizumab ota 2 étn mpofkvyav omd eleyyopeves, SmAd TVPAEG perétec. Metd amd 2 £t 1 cvveéyion g Oepanciog Oo mpémet va emavegetaletar pdvo petd and
snavailokdyn(rrl £EVIEYOLEVOL 0PELOVG Kat KIvdUVoL. Ot acbeveis mpémet va svnpspdwovwl £K VEOU Y10 ToVg nupdyovreg Kwdvvov eppavions PML, 6mog 1 Suipksux mg
Oepameiog, 1 xpNoN AVOCOKATACTAATIKGOV Tty T yopriynon tov TYSABRI kot ) mapovsio uvnmn;mrmv £vavtt tov 100 John Cunningham (JCV) (BA Tapaypago 4.4).
Enava,(opr/w/a'q Agv Eyer amoderydein anotsksouanmmw mg emavayopiynone. I mv ac(pa?»ela BA. Tapdypogo 4.4. Elducoi nknebcgm H zkzwmva aw/m To TYSABRI
Sev ovvioTatal yo xprion o€ acbeveig aveo Twv 65 sTdv }»oyw a?\}\,suw]g GTOLEIOV 0O AV THY TNV ouaBa mAnBvepod. Negpikij kar nrociki (Fua)stva yio. Aev Exovv BLeéuxeel
HEAETEG Y10 VaL EEETAOTOVV OL EMBPACELG TNG VEPPLKNG 1} TNG NTATIKNAG ducettovpyiag. O pmyaviopog yior v amoBoir] Kot To amoTeAEGUATO 0d T QUPUAKOKIVIITIKY TOV
TANBLGHOY VTOdEKVVOLY OTL T pVBLIoT docoAoYiag dev Ba iTav unapaimm 3 aceaveig pe VEQPIKN 1} NTATIKN &)karoupy{a. ﬂmétazpmo'g nwinboouos H acq)(i}»sux Kot
1 amoterecpotikotta tov TYSABRI og mondid kon eprifovg nhuiog émg kat 18 etdv dev £xovv tekpunpiobdel. Aev umopet va yiver cmcmcn v ) docoroyia. Ta mapodva
Swbéoa 85601,15\'(1 TEPLYPAPOVTOL otig nupuypmpong 4.8 kot 5.1 g Hzpl)ﬂ]\yn; thpmctr[plcmcwv tov IIpoidvtog Tgnnog yopriyneng To TYSABRI wpoopileton yia
£vOoQAEPLa xprion. o oﬁnyu»g nx&‘mc(x e my (lpmu)m] 0V (papuaKwnKou npulovmg mptv and ™ yopnynon, PA. mapaypapo 6.6 g Iepidnymg XapuKrnpmnKmv o0
TIpoidvtog. Metd tv apaimon 1 €yyvon Tpémet va yiveton yio Siopa tepimov 1 dpag kat ot acbeveig va mapakorovfovvtat katd ) Sidpketa TG £yyvong Kot e 1 dpa
HETA TNV OAOKANP®GT] TNG Y10l TVYOV ONHELD KO GUUTTONATA avTIdpaoemy vrepevatcineiog. To TYSABRI dev mpémet va yopnysiton g otrypuaio (bolus) éveon epddov.
4.3 Avtevdeiteig Ynepevarobnoio oto natalizumab 1 o€ kamolo amd ta £kdoya mov avaeépovtal otny mapdypao 6.1 g Iepilnyng Xapakmpiotikdv tov ITpoidvtoc.
TTpoiovoa moAvesTiokt Aevkogykeparomddeta (PML). Acbeveig pe avEnpévo Kivouvo vKaplokdy AOHOEEMY, HETAED TV OTOIMV KOl Ol 6VOGOKATEGTAAMEVOL AGOEVELS
(ovumepthapfavopévav ekeivav mov AapPavovy avocoKataoTaATikES Depameies T ovykekpuévn mepiodo 1| EKEIVOV OV ival 6€ aVOGOKATAGTOAN AOY® TPONYOUUEVOY
Oepameidv) (BA. mapaypdpoug 4.4 kar 4.8). Zuvdvaopdg pe diha DMTs. I'vootés evepyés kakon0eies, Ay Tov acbevav e depproTikd BactkokvTTOPIKO Kapkivoud. 4.4
Ewwkég Tpog1domomosig kat Tpouiasels katd ) ypion [yvniacwoémra Mpoxepévon va Bertiobel n yymiasndmto 1oV BOLOYIKOY QAPHOKEVTIKOY TPOIOVI®Y,
70 Ovopa kot 0 aplOpdg TapTidag Tov YopNYOVUEVOL PUPHAKOV TPETEL VO KaTAYPAPETAL HE caprveLa. IIpoiovoa ITorveotiakn Agvkoeykeparondfela (PML) H
¥p1ion Tov TYSABRI €yt cuoyetiotel pe avénpévo kivouvo PML piag svkatplakng Aoipwéng mov opeiretat atov 10 JC, 1) omoia propei va amodetybei Bovatnedpa 1) vo
mpokarécel cofapn avammpic. Ady® avtod Tov avEnpEVoL Kivdvvou aviamtoéng PML, ta 0gein kat ot kivéuvor g Oepaneiog pe to TYSABRI Oa mpénet vo Aapfdvoveat
£K VEOL VIOYN Yo KGBe mepinTmON amd Tov £181KO W0TPd Ko Tov 1310 Tov aebeviy. Ot aobeveis mpénet va mapakorovbodval 6e TakTd Ypovikd ductipate kad” OAn ™
Suapketa kot Oa Tpémet vor Toug divovtot 0dnyieg kKabdg Kat oTa GTOpo OV TOVG PPOVTILOVY GYETIKA pE To TpdLpa onpeioa kot cvprtdpate g PML. O 16¢ JC npokaiet
eniong JCV vevpovonddeto Tov kokkiwddv kuttapwov (granule cell neuronopathy, GCN), n onoia £xel avapepbei oe acbeveig mov hafav Oeponeio pe TYSABRI. Ta
ovprtdpata g JCV GCN eivon mapopot pe to sopumtdpote g PML (Sniadh mapeykepatidikd cvvdpopo). Ot mapokdtm mapdyovieg kivdbivov cvoyetiloviour pe
avénpévo kivduvo g PML.

- H napovesio avticopdtov évavt tov oo JC.

- Apkero. tng Oepomeiog, Wiaitepo petd omo 2 £m. Metd amd 2 £, 6hot ot aoBeveig Oa mpémet va eviuepmBouy ek VEOL GYETIKG. pE ToV Kivduvo epugdviong PML pe o TYSABRI

- Xprion avocokoTasToATIKGV TIpv T xopiynon tov TYSABRI.

Adcbeveig Oetucol 1o avtiodpata Evavt Tov 1o JC dtotpéyovv avénuévo kivduvo aviamtuéng g PML oe cOykpion pe acbeveig mov givat apvntikoi yio avTiodpate vavt

70V 100 JC. Ot acbeveic mov £40VV Kat TOVG TPELS TaPayovTes KvdOvou eppdvions PML (n. givon Oetikoi yia avticdpata évavtt tov 100 JC kar £govv AdPet Oepamneio

pe TYSABRI yio nepiocotepa amd 2 £t ka £x0vv AaBet Tponyolpevn Bepameio (e AVOGOKATAGTUATIKA) SLOTPEYOVY GIUAVTIKG VYNAOTEPO Kivduvo eppaviong PML. Xe
aobeveic mov £yovv Aafet Bepaneio pe TYSABRI kan eivon Oetikoi oe avtiodpoto Evovt Tov 100 JC Kot dev £40VV YPGILOTO|OGEL TPOTYOVUEVOG UVOGOKAUTUCTUATIKY, TO

EMTEFO TG AVTICOUATIKNG AVTOmOKpIong Evavit Tov 100 JC (Seiktng) cvoyetileton pe to eninedo Tov Kvdvvov eppaviong PML. Xe acbeveig mov ivat Oetikoi 6e avTicdpate

£vavtitov 100 JC, 1 yopriynon d6cewv TYSABRI pe ektetapévo pecodidotnpe (LEco xpovikd ddotnpa Heta&d g xopfynong 8ocewv mepinov 6 efdopnddmv) detkviet ot

oyetiCeton pe xapunAoTepo Kivouvo eppavions PML o€ 60ykpion pe v eykekpiévn xopnynon docemv. Edv ypnoipomom0et xopnynon d06emv e EKTETAUEVO HEGOSIAGTNLLOL,
amorteitol TPocoyN YTl 1) ATOTEAESHATIKOTNTA TNG XOPNYNONG SOCEMV [e EKTETAUEVO pecodGoTna dev Exel TEKUNPLmBEL Kat 1) avticToryn oxéon 0QELOVG-KIVEUVOL dev
glvon emti Tov TapOVTOG YvwoTth. o mepiocdTepeg mANpogopies, avatpééte otig IInpopopies yia tovg Iatpovg kot tig Katevbuvtipieg Odnyies Awyeipione. Ze aobeveic mov

Bepolvvtor vyniov kvdbvov, ) Oepaneio pe TYSABRI Bo mpémet va cuveyiletat povo epoOcov o 0pEN LIEPTEPOVY TOV KivdOvv. 'at mv £KTI{MON TOL KVdHVOL auq)dwlo‘ng

PML o116 816¢opeg unoopabsg acBevdv, avarpsira o115 [TAnpogopieg Yo latpoig kot Tig Karsuewmplsg Odnyieg Awyeipione. E&etdogig yio avtiodpoto Evavt Tov 100

IC Eéswcstg Yt rxvn(swpaw £vavti Tov 1 JC napsxovv TANPOPOPiES GTAPIENG Y10 TN Gzpmuuronomcm 70V KIvdOvoL g Bepaneiog pe To TY SABRI. Xvviotdroan s&emcn

uvncmuurmv £vavtt Tov v JC otov 0pd pw omd v avupén ™ms eaptmamg He TYSABRI 1 og acbeveig mov Aapfdvovy to (pupuakcunko TPOTOV ue dyvoot K(mxcmcn

avticopdtov. Ot acbeveic mov givat apyntikoi o aviicopota Evavtt Tov 100 JC evdgyetat va Statpéyovy akopa Kivouvo eupavions PML, yio Adyovg 6mwog pio véo Aoipmén
and tov 10 JC, KOHaVOUEVT KATAGTOO OVTICOUATMVY 1) WELSMG ApVNTIKOD Am0TEAECHATOS e£ETAONG. LuvicTatol enaveséTacn kabe 6 piveg Tmv acbevdv mov givat apyvnTikot
og uvnﬁtbuuw £vavtt Tov v JC. Zvviotdrat kGbe 6 pivegn enavaﬁémcn acOevOV pe xoq,n]k(’) deiktn mov dev s’xouv 16TOPIKO nponyo{)pwr[; xPNoNG uvocomwcm)mmbv,
apod pTécovv 6to onueio Bepameiog Twv 2 etdv. H dokipacio uv‘uowua‘zwv &vavti tov 100 JC (ELISA) dev npsnst vo xpnctuonowt‘tm YT ddyvmon ms PML. H XDHGT]
mhacpopaipeons N svSonp)LsBmg txvocoo(pmpwng (IVIg) pmopet vau snnpwcm ONUOVTIKG TNV gpunveia Tov agsmcsmv Yo aviisopato évavtt tov 100 JC otov opo Ot
acesvmg dev O Tpémet vau shayxovwl Y avrtowpam £vavtt Tov 100 JC og Smcmua 2 epfdopddmv HeTh amd TAUGHAPOIPEST aéumag ™G APAIPEOG TOV OVTICOUATOV
and Tov 0pd 1 o€ ddotnpa 6 pnvov petd and IVIg (dniadn 6 piveg = 5x ypdvo nuiceag Long yo avosoo@apiveg). o meptocdtepeg TANPOPOPIES GYETIKG UE TOV ELEYYO

Yo avtioopoto évavtt tov b JC, fréne Tig ITAnpogopieg yio Iatpot’)g Ko TG KatevBovnpieg O&wisg Amxs{plcn;. Hugako),ol’)Ong( ue uan‘l‘uKh rouovoawiu (MRI) y1a

v PML Ilpw v évap&n mg 9spammg pe 1o TYSABRI, Oo mpénet va sivon bmewlun Lo TPOSPATN uuy\rqrucn TopOYpOPio. (MRI) avapopdg (mov Exet AneOei m.vvneu)g

£VTOG TV TEAEVTAOV 3 IMVOY), Kot TpEmeL Vo smvakupﬁave‘tm TovAdyioToV eni eTiotag Baone. Oa mpémer va e&eTdCeTar 1 GLyVOTEPN TapaKorovdnon pe poyvnikég

Topoypapies (m.y. k6be 31 6 pAveg), Xpncluonow)vmg £va o’uvao TPWTOKOARO, Y10l acﬁevstg oV Blurpsxouv Dwnko‘rspo kivduvo PML. X¢ avtotg mepthappavovtat ot eéng:

- AcbEveic OV £X0VV Ka TOVS TPEIS TAPKyovTES KivDvou sugdviong PML (8niadh eivan Oetikoi o€ avriodpoto évovet Tov 100 JC kot éxovy AdPet Oepomeia ue TYSABRI
e TEPLGGOTEPO Omd 2 £TN KAt £10VV AGPEL TPONYOVLEVN AVOGOKOTAGTOATIKY Oepameia),

- Aogveig pe vymio deiktn uvncwua‘cwv £vavtt Tov 100 JC mov éxovv Adfet Oepaneio pe TYSABRI yio mepioodtepo amd 2 £t Kot Xopig TPONYOVUEVO 1GTOPIKO
rxvo(roKa‘r(m'm}mKng Oepaneiog.
To Tpéyova oTotyein VIOdetkvioLy 6Tt 0 Kivdvvog epgaviong PML eivat xopmiog o Ty deiktn ion M xapnAotepn ano 0,9 kot av&avetar GNUAVTIKG 68 TIHES TAVD omd
1,5 o¢ acBeveig mov £yovv AaPet Beponeio pe TYSABRI yio mepiocdtepo and 2 £t (BAéne tig [TAnpogopieg yio Iatpovg kar Tig KatevBuvripieg Odnyieg Awaygipiong yun
TMEPLOCOTEPEG TANPOPOPIES). Agv Exovv mpaypotonombet pekéteg yio v a&loAdynon g amotereopatikdTnTog kot g aogdietag tov TYSABRI og acbeveic mov aAhalovv
ané DMTSs e avocoKatacTaltiky dpdom. Agv givan yvwoto edv ot acheveis mov airalovv amd avtég Tig Oepansicg o TY SABRI dtatpéyovy avénpévo kivéuvo ppdviong
PML. Qg gk tovtov, awtoi ot acbeveig mpémet va mapakorovbodvior cuyvotepa (dni., mapopota pe Tovg acbeveic mov airilovv amd avosokataotortikd oe TYSABRI).
To evdeyopevo epgaviong PML 0o wpémet va Aappavetor vmoym ot Stopopikn didyvmen onotovdimote acbevovg pe TKIT mov Aappaver TYSABRI o onoiog mapovotdlet
VEVPOLOYIKG GUUTTGUATO Ko VEES eYKepaAkéG PAABeg ot payvnTikh Topoypagic. Exovv avaeepbei nepirtdoeig acvpntmpatikng PML pe Baon ™ poyvntikn topoypogio
kot BeTikd DNA tov 100 JC 670 gykeparovotiaio vypd. Oryatpoi Ba mpémet va avatpéyouv otig IIAnpogopicg yio tovg latpois kar tig Katevbuvinpieg Odnyieg Awyeipiong
Yo TEPIOGOTEPEG TANPOPOPIES GYETIKA pe T Stoyeipion Tov Kivdhvov g PML e acbeveig mov AapPdavovy Bepaneio pe TYSABRI. Av vapyovv vwovoreg yio PML 1
JCV GCN, 1 rgpartépo yopiynon d6ccwv npinel va drokéntetor £ 6Tov amokreistei § PML. O klvikdg watpds Oo tpémel va a&lohoynoet tov aobeviy yua va
kabopiceL oV T0 GUUTTMOUATO EIVaL EVOEIKTIKG VEVPOROYIKNG SUGAEITOVPYING KO, EPOGOV 1GYVEL KATL TETOW0, OV TO GLUTTMOWMATE 0VTE £ivon Tomkd g TKIT 1 mbavov
vrodnrotkd g PML 1 g JCV GCN. Av vrdpyet omowodnmote apgiolria, Oa mpémet va eGetdletal to evdeydpevo nepauttépm agloAdynong, 1 onoia copreptlapPavet
Hoyvn Tk TOpOYpapion KaTd TpoTipmon pe avtifeon (GUYKPITIKY HE TV HOyVITIKH TOROYpapia avapopds mpo g Bepaneiag), eéétacn Tov eykepaiovaTiaiov vypov (ENY)
v DNA 100 JC kou emavorappavopeveg veuporoyikég a&loAoynaeels, cuppava pe tig IAnpogopicg yia latpovg ko tig Katevbuvipieg Odnyieg Aoygipiong (BA. exmardsvtikn
kabodnynon). Moig o khvikdg 1wtpdg omokheioet vy PML ke v JCV GCN (av givar amapaitnto, pe Ty enavainyn kKAvikdv eéetdoeov, eEeTdoemv amekoviong 1/
KOl EPYOCTNPLIKOV EEETAGEMV EAV TOPUPEVOVY KAVIKEG VTTOVOLES), 1 Yopiynon docemv tov TYSABRI pmopei va &ovapyicet. O atpdg o mpémet va givon oe peydin
£YPYOPON @G TPOG TOV EVIOMGHO GLUTTOUATOV vTodnhotikdv ™ PML 1 tg JCV GCN, ta omoic 0 aobevig evaéyeTal val unv Topotnpnoet (). YVOOTIKE, YoyloTpicd
GUUTTOUATA 1) TOPEYKEPAASIIKO GOVOPOLO). O TPETEL EMIONG VL EVIIUEPDOVOVTAL OL AGOEVEIG TPOKEEVOD VoL TANPOPOPTIGOVY GYETIKG HE T Bepameio Tovg TO GUVTPOPO 1}
0L GTOpa OV £ivat vIEVOVVE Yo TV TAPOYT PPOVTIdAG, KUHMG CVTOL EVOEYETAL VAL TTAPATNPIIGOVY CUUTTOMOTA ToL 0mota dev Exel avTiinebel o acbeviig. Exovv avagpepOet



ncpmmuxu PML xatoémy Smkom]g 100 TYSABRI o€ acbeveig ot omoiot dev eiyav eupripata mov va nno?}nk@vouv PML «oatd m Xpovum cmyun ™mg btukom]g O acs@z:vslg
kot ot torpoi Ba mpémet va svveyicovy va axorovdobdy 10 {310 TpeTéKOALO TAPAKOROVONGTIS KAt VA Eivar GE eYpTiyOpoN Y10l TUYOV VEa ONUEIR Y| GUUTTONATO OV UTOPET VoL
Unobnkmvovv PML, yua blacm Ho TEpimov 6 pnvav uam ™m Smxom] tov TYSABRI. Av évog acOevng avantoéet PML, 1 yopnynon 86cemv TYSABRI npénet va Srakomei
povipe. MeTd tv amoKaTdoToo TOL (VOGOTOMTIKOD GUGTHHATOS GE (VOGOKATEGTAANEVOVG aodeveis pe PML, sxst nupa‘mpn(}st Bertiwpévn sxﬁacn PML ka1 IRIS
DLreypOvVOOEg ZUVF)QG L0 Avoco}»oylg]g Anolmmcmcng To shvdpopo IRIS mapovsiélerar oxed0v 6t 6hovg Tovg acbeveis mov avartosovy PML eve kapﬁﬂvouv TYSABRI
METE TN SLaKoT 1} TNV AQOIPEST] TOV PUPLAKEVTIKOD TPOIOVTOG, .. pe mAacpagaipeot). To cvvdpopo IRIS Bewpeitar 61t givat To 0mOTELEGLA TG ATOKATAGTOONG TNG
avVOGOAOYIKNG Aettovpyiog o€ acheveis pe PML, mov pumopel var 0dnyMoeL 6 GoPapég VELPOLOYIKES snmkwég Kot unopsi va givat Gava‘mq)épo, Aobeveig pe PML mov
£Xauﬁuvuv Oepaneio pe o TYSABRI npénet va mapakorovbodvtat yio. v owamin 0V cLvdpORoL IRIS 0 Omoio napm)maomks tvrog NHEPDV ca)g KOl LEPIKAOV aBBouubo)v
ETAL TV TAUGHOQAEPEST KO VO TPayHATOTOLE AL 1) KATAAANAN BEPOTEVTIKY AVTIHETOMION TNG CUGXETILONEVNS GAEYHOVAG KTd TV avikapym a6 Ty PML (yu tepiocotepes
n}\nponpopmg BA. 115 ITAnpogopieg o Tatpog ko Ku‘rmeuvmpbeg Odnyieg Amxelpumg) AodhEeig, ov| ;nago\u IBavouEvay GAmY aumlgmxmv Aoy ;mgevaMsg memeeg
howdEets Exovv avapeplei pe m ypnon tov TYSABRI, kuping oe acbeveis pe voso tov Crohn, 01 070101 |TaV AVOGOKUTESTUAUEVOL T} GOV VITTPYE CNHOVTIKY) GUVVOGT|POTNTO.
Q61660, 0 AENUEVOG KIVOUVOG AALMY EVKAPLIKAV AOUAEE®V [E TN (PNOT) TOV npappuksl)‘cucof) TPOIOVTOG 6e aGBeVEig Xpig OVTEG TIG GLYVOCTPOTNTEG dEV UTOPEL VO
anokielotel eni Tov mopdvtoc. Evkonprokég homEelg aviyvedav eniong oe aobeveis pe TKIT mov vroPariovtav oe povodepaneio pe TYSABRI (BA. mapdypogo 4.8).
To TYSABRI avéavet Tov Kivouvo epgaviong eyKEQoAITISNG Kot unviyyiTidag mov TpoKaAovvTaL amd ToV 1O TOL amhod £panta kat Tov 10 avepofroyidc-Coompa. Zopapic,
anenTcég yua ) Lo Ko, OPLOHEVES POPES, BAvOTNEOPES TEPITMOOELS EXOVV avaPePDEl KaTd TV umelpio HLET TNV KUKAOPOPIO. TOL TPOIOVTOG 6TV 0yopd, o€ aodevels
pe oxhpuven katd madkag mov Adupavoay TYSABRI (BA. mapdypago 4.8). Edv exdnhobei epantikh eykepaiitido 1} pnviyyitida, 10 @appakevtikd mpoiov o mpémet va
dwkomet ko 0o mpémet var yopnynei  katdAAnin Oepancio yo epantikn eykepaiitida 1 unviyyitdo. H ofela appipinotpocidiky vékpmon (OAN) eivan pio omavio
KePAVVOPOLOG 10YEVIG AOIMEN TOL apPIBANGTPOEISOVG TOL TPOKAAEITOL GO 10VG TNG OIKOYEVELAS TOV EPTNTOIMV (7). 10 avepoproyids Lootipa). H OAN éxet mapatnpndet
og acbeveig oToug omoiovg yopnyeitar TYSABRI kou pmopei duvntikd va pokoiécsel Toprwon. Ot acBeveig mov ep@aviovy oQBUALIKE GUUTTOUATO OTOG LEWWUEVT OTTIKT
o&hta, epuBpodTTA Kot TOVO 5TOV 0pOaAUO Bu TpEmeL va TapamépmovTal Yo eEETaon oL apePAnoTpoedois yioe OAN. Metd v khvikn Sidyvmon tg OAN, Oa mpénet
Vo séa‘u&ﬁamt 0 sv8£xépevo Srakomng tov TYSABRI 6 autoig tovg achveig. Ot (ruvruyoypagom’)vrsg mpémeL va yvopilovy 0t vrapyet mBovOTNTO VoL ERPAVIGTOVV GAAEG
EUKAIPLOKES AOpdEELS Katd T Sidpketa tng Oeponeiog pe TYSABRI s omoieg Oo TLP{‘J[{‘.[ va Uuuncplkuﬁouv o711 S10PopIKT} SbyVHOON TV AOUOEE®Y TOV cugouvn@ov-rm og
acbeveig mov \moﬁu%}\,ovrm (3 Sspw[.swt pe TYSABRI. Av vrdpyet voyio suKmplaKng hoipwéng, n xopnynon docemv TY SABRI 6o npsnst Vo SLlakOmTETAL G OTOV TETOLEG
AodEeis va ;mopm VOl ATOKAELGTOOV HECH nrpm‘rspu) a&loroynoemv. Av évag acevig Tov MuBuvm TYSABRI avontd&e S‘DK(llpl(lKT] Aolpmén, n xopnynm] 30GEMV TOV
PUPUAKEVTIKOD TTPOTOVTOG TPETEL VL Srakomei opioTikd. Exmondevticr kabodnynon Orot ot wrpoi mov mpdketton vo suvtayoypoagioovy o TYSABRI npénet va eéocparilovov
ot eivan evipepot tov ITAnpogopidv yia latpovg kot tov KatevBovmpiov Odnyiov Awoyeipiong. Ot tatpoi mpénet vo suintovy pe Toug aobeVeig To 0QEAT Kat TOVG KIVOUVOLG
g Oeponeiog pe TY SABRI kat va tovg epodialovv pe e Kapta Ipogdomoinong AcBevoic. Oo mpénet va mapéxovat odnyieg 61oug acbeveic dote, av avartdifovy Kamoto,
Aoipmén, va evnuepOGOVY T0 Y1Tpd TOLg OTL VToPdriovtan o Bepaneio pe o TYSABRI. Ot wtpoi mpémet va GupPovievovy Tovg achevels GYeTIKG pe T onpacio g
adtdheutTng yopnynong d0cemv, 11aitepa KaTtd TOVg TPAOTOVG [iveg g Oepaneiag (BA. vrepevorchnocia). Yrepevarobnoio Avtidpdoeis vrepevaichnoiag £xovv cvoyeniotel
pe o TYSABRI, o’uunsptkau[}avouévmv GoPopdY GUGTNHATIKOV AVTISPAGEDV ([37»4 napaypago 4.8). Ou av‘nﬁpdosl,g avtég epgavitovtav cuviibmg kotd ™ Stdpkstu ™me
xy)o)m]g 1M u?xpl 1 dpa petd v ckoK)ﬂ]pmcn mg. O kivdvvog vy p&umcﬂnmag frav }uya}m‘rs POG e TIg apyIkég u{xuﬁmg, Kuﬂmg Kat o€ acBeveic ot omoiot, £metta and pio
apy, pukpng didpketag £xbeon (pio M 300 eyy0oe1g) akoAoVOOVHEVN O TAPATETANEVO XPOVIKG SrdoTnua (Tpeig Hives 1| Teptoc6Tepo) xwpis Depansia, smwsmeenKuv
610 TYSABRI. Q61660, 0 kivdvvog av‘ct5pacsawv nnspsuuwﬁchtg Oa mpémet vou kauﬁuvsml VIOYN YL mv [ xopnyovpzvn £yyoon. OrocBeveig mpémet va nupakokoueow‘ml
Kotd T Sidpkela TG £yxvong kat yio I dpa petd mv ohokAnpoot g (BA. mapdypoago 4.8). Oa mpémel va vapyovy SLeOECIHE HEGH Y10 TNV OVTIHETOTION AVTOPAoE®V
unspsnmsenciu;. Awkoyte ™ xopriynon tov TYSABRI kot Eekwvnote my KatdAAn Oeponeio pe To TpdTO GLUTTONATA 1] GNHEiR VIEpELOIGONGiaG. Te acOsvei.g oV
guedvicav avtidpaon vrepevaronoiog o mpénel va Stakontetar optotikd 1 Oepomeio pe to TYSABRI. Tavtoypovn Bepaneia e avocokatactarticd Agv exm nknpo)g
amodetydel n acpdielo katn omoterecspatikotta 00 TYSABRI 6€ 6UVEVAGHO pHE GALES OVOGOKATAGTUATIKEG KOl uvnveonkacpams; Oepaneiec. Tovtdypovn xpn(rrl aTOV
TV opayoviov pe 1o TYSABRI evdéyetol va m.n‘;nml ToV Kivduvo AodEewv, oopey plkquﬁuvousvmv TOV EVKAPLIKAOV AopmdEemv, Kot avtevdeikvuton (BA. nqpm{pmpo
4.3). Ze khvikég dokuég Paong 3 yia v ZKII, n tawtdypovn Oepomeio vToTpondy pe Bpayuypovia. xopNynon KopTIKOGTEPOEISHY Sev GUGYETIOTNKE HE AVENHEVO TOGOGTO
ropdéemv. Bpoyvypovieg yopnynoeig Kop‘rtKootspoat&bv Hropobv va ypnotpomomBoiy oe cuvdvacuo pe o TYSABRI. Iponyoduevn aywyn e avocoKaTaoTarTkég 1}
AVOGOTPOTOTOMTIKES Oepameieg AcBeveiS [e 16TopIkO Bepameiog e VOSOKATASTOATIKG @appaKa Slatpéxouy avénpévo kivduvo epgavions PML. Agv £ovv tpoypatomomBet
HEAETEG Y10l TNV AEIOAOYNON TG ATOTELEGUATIKOTNTAG KoL THG aopdAetag Tov TYSABRI o€ acbeveic mov aihalovv and DMTs pe ovocokoTaoToATiKh dpdon. Agv gival
YVoo10 £dv o1 acBeveig mov ahrdlovv amd avtés Tig Oepaneieg oe TYSABRI Satpéyovv avénpévo kivouvo eppaviong PML. Qg ek tovtov, avtoi ot acbeveig mpémet va
mapakorovbodvar cuyvotepa (Snk., Tapdpote pe Tovg acheveic mov arllalovy amd avocokataotodtikd o€ TYSABRI, BA. TTopokorodOnon pe poyvntikn topoypopio
(MRI) y1o. tqv PML). Oa mpémet va. diveton mpocoyn o acbeveis mov Elafav TpOcOATH GVOGOKUTACTAATIKG MOTE VoL TEPAGEL EXAPKNG YPOVOG Y10L TNV EXAVAPOPE GTO
(PUGLOAOYIKO TNG ksnoupyiug 0V avocomomtikod. Ot wTpoi Tpémet vor a&loroyovv kdbe pepovopivn tepintoon dote va tpocdiopilovy katd Toco umipxouv otoyeia
avocoxa‘tao“rokng P amd ™V évapén espanstag pe TYSABRI (BA. mopéypago 4.3). Katd my arroyf) Tov acBevav omo éva Ao DMT oe TY SABRI, npsnst Vo MpBuvawl
moym o xpévog Npuicetag Long kat o pMyaviopdg dpdong g aAng Bepameiog, mpokeévov va anopedyetar pa mpécdetn avosoroyki enidpacn, evéd Tavtoypova va
SMXXLG‘L'ORO!SH?U.L 0 KivUVOG EMAVEVEPYOTOINGNG TNG VOGOV, ZVIGTATAL ’YSVIKT] g&éraon aiportog (Complete Blood Count— CBC, cuunsptmuﬁavousvwv TOV AEPPOKVTTAPMV)
apwv and v évapén tov TYSABRI ya va Stac@alriCetar 6Tt dev vpicTavtor TAEOV 01 0vOGOAOYIKEG EMBPAGELS TG TponyoVuevng Bepansiag (dnA., Kuttapomevia). Ot
acbeveig pmopovv va airagovv katevBeiav and frita-vteppepovn 1 o0&y yhatipapépn o TY SABRI apkei vo pmy vdpyovv evIgiEelg oyeTikdv Bla‘mpaxmv mov oyetiCovrat
pe ™ Bepameia, ). ovdetepomevia kot Aepgomnevia. Kotd v ailayn omd @ovpapikd Siebulestépa, 1 mepiodog EKTAVGNG TPEMEL VAL £IVL ETAPKNG VIO TV OVAKALYT) TOV
aptBpov TV AeppokLTTapOV TPV amd TV Evapén g Oepaneiog pe TYSABRI. Metd ) Stakont) ™G @vykoMpodng, o aptdpds Tov AeHGOKVTTAP®MV 0TOdUKE EMGTPEPEL
GE PUGIOAOYIKO EVPOG £VTOG 1 £mG 2 pMvdv petd ) dtakomn g Oepamneiog. H mepiodog EkmAveng TpEmeL va eivatl ETAPKNG Y10l TNV GVAKOYT) TOV APBROD TV AEPPOKVTTAPMV
mpwv omd ™V Evapén g Oepaneiog pe TYSABRI. H tepuphovvopidn amofdiretar apyd omd to mhdopa. Xopig m dwdikacio toyeiog amopdkpuveng, n kGBopon g
TEPIPAOVVOIONG 0O TO TAAGHOL UTOPEL VOL SIPKEGEL IO HEPIKOVG w’]vsg £wg kat 2 émn. Tvviotdtot n zq)otpuoyﬁ G Sla&mciag wxst'(x; (moudkpuvcng, onmg 0pi§sw1
omv Hrplknwn Xapumnpw‘rmmv tov [Ipoidvtog g tfpup)uouvo;uéng 1) EVOAAOKTIKG ) mptoziog £xmivong dev mpémet va etvon pukpoTepn amd 3,5 unvsg Amauteiton nposoxn
GYETIKA pe TV TV TaVTOYpOVY uvocokoymr[ dpaomn katd mv aAroyn Tev acevdv omd TEpL(p)»OUVOplSI‘[ oe TYSABRI. H akzurou@ouuuwm £xeL 1o opl TapateTapévy
avoocmwc‘mkrucr] Spdon. Kuewg n npayuanm SLapKen ovThG TG Spacmg Sev givon yvoot, dev cuvietdron 1 Evapén g G&pmtalag pe TYSABRI peté my adeptovlovpapmm,
£KTOG EAV TOL 0QPEAT VIEPTEPOVV GUPADG TOV KIVEOVMV Y10l TOV GUYKEKPILEVO 060V, Avocoyovikdmta ITapo&iveelg g vocov 1 supBavta mov oyetiCovrat pe ™y £yyvon
EVIEYETOU VO VTOSNADVOLY TV AVATTVLEN OVTIGOUATMVY £VavTt TV hatalizumab. e avtés TG meptacels, Bo mpénet va aglohoynBei n Tapovsic avIIcOUATOVY Kal, AV GVTE
TopapéEVoLV BeTucd Kath my g&éraon emPefainong petd and tovAdyiotov 6 a[}Sopd&Q, n eapamiu O mpémet vo SraxonteTal, Kabdgn cmuévm)ca TOPOVGIO AVTICOUATOV
stn(,swt He Gnuavmcrl pelwon oy amotehecpatikotna Tov TYSABRI kot pe avén psvn emmm(rrl AVTIPACEMY vnepsumc()ncwg (BA. mapdypago 4.8). Kabog ot acesvzl,g
pe apxucn uLKpng duapkewag ékbeon oto TYSABRI, ukokoueoupsvn ond mxputsmusvo xpovikd Somua xopig Bepomeia Statpéyovv uwn}»oupo Kivduvo g ptpavmnq
avicopdTov vavil Tov natalizumab ko Dnepeumcenmw; KoTé Y enavoxopymon tov 36cewv, Oa mpénet vo afoloyeitar 1 TAPOVGIN AVIICOUATOVY KO, OV aLT
mopapévovy BeTikd katd v e&étaon emPePainong petd and tovdayictov 6 efdopades, o acbevng dev Ba mpémet va AapPaver tepautépw Bepaneia pe TYSABRI. Hrotwd
nePLoTatikd ofapés avbdpunTeg avemBounTeg evepyeteg NraTkng PAAANG avapéptnkay Katd T Gdon TG KUKLOQOPLUS TOL TPOIOVTOG 6TV ayopd. AVTEG Ol NOTIKEG
PLaPeg evOLyETOL VO ELPAVIGTODY OTOLINTOTE GTIYUN KOTA T SdpKeta TG Bepameiog, oo Ko HETA T YOP1yNoT TG TPMTNG 306NG. L& KATOIEG TEPIMTMGELS, 1] AvVTIdPOGT|
emavepeaviomke Katd mv enavévopén g Oepanciog pe TYSABRI. Mepikoi acbeveis pe mponyovHEVO 10TPIKO 1GTOPIKO HI] GLGLOAOYIKNG SOKIHAGIOG TNG NAOTIKNG
Aerrovpyiag mopovsiacav emdeivaon ™G un PLGLOAOYIKNG Bomuam'a; NG NTOTIKNG Aettovpying evoco® Adpufavay Oepomeio pe TYSABRI. Ou acOeveis Oa mpémel va
mxpakokcuﬂouvml KotdAinio avmpopuca HE dlaTapayés ™e nrmman Mmmpymg Kot va Aappavovv oénymg VOl ETKOVOVOLY ue ov YaTpd TOVG OE TEPINTOOT MOV
augoavmow onpeio kot cupTTOUATE TOL VIOdNAGVOLY NratTikh BAGPN, Onwg mmpog KOl £[ETOC. € MEPIMTMOCELS GIULOVTIKIAG NTOTIKNG BM[}ng, n xopm'ncn tov TYSABRI
B Tpémet vor SO TETAL. AluKonn e Oepansiog pe TYSABRI Av Angfei n unotpacn vo otopatios N Oepomeio pe o natalizumab, o wrpog mpemer va yvopilel 611 10
natalizumab mopopéver 6to aipa Ko £ye guappako&)vmukcg emdpaoels (m.y. avén pévo apBpd AeLpoKLTTAp®OV) Yio TEpimov 12 nﬁbouu?}ag peté my TEAEVTAIOL Socn H
&vapén dAlov Depameidy uwu 6" avtd 10 Summua Oa £xeL g anots?»scua mv tavtdypovn £kbeon oto natalizumab. ol QoPLHAKEVTIKG npotovw OTMWG 1 VTEPPEPOVY KoL
1 o0& YAaTipapepn, Tantdypovn EKBecn avtg TG SIAPKELNG dEV CUGHETIOTNKE HE KIVOUVOUG MG TTPOG TNV AoPIAELa OTIG KAVIKEG SOKIUEC. Agv vdpyovv dtabéatua dedopéva
oe aobeveig pe ZKIT oyetikd pe v tautdypovn £k0ecn pe avocokatactoAtikd eappaka. H xpion tov (puppuksunkd)v npo‘i(’wrmv avTOV Alyo peTd T dlakomr) TOL
natalizumab wésx}‘ml Vo 0dNYAoEL G€ EMTPOSHETN AVOCOKATAGTAATIKY dpdom. Avto Ba nputu VoL AopPAVETaL TPOCEKTIKG Unuwn Katd mpm‘tmcn og KGOe acevn kot
evééyeran va efvan amapait pa mepiodog kmhvong Tov natalizumab. Bpayvxpovies xopMyMOELS GTEPOEISEOV OV XPNGILOTOLOVVTAL Y10 TV OVTIHETOTLON TV VIOTPOTOY
JEV GUOYETIOTNKAY pIE m)éncr] TV AopdEeny Katd Tig KAvikég Sokipés. Ilepiektikomra tov TYSABRI o vérpio To TYSABRI mepiéyet 2,3 mmol (1 52 mg) vatpiov avéa
praiidio poppakevtikod Tpoiovtog. Otav Swukvetat oe 100 ml yhoptodyov vatpiov 9 mg/ml (0,9%) avtd o poppakevTikd Tpoidv tepiéxet 17,7 mmol (1} 406 mg) vatpiov
avd 86on. Na happavetat vmoyn and acheveis o dionta ereyyopevon va‘tpiou 4.5 AAnremdpaocsig pe dhha (pupuaksuﬂkd npo’iévra Ko Grreg popeéc ahlniemidpaocng
To TYSABRI avtevdeikvoton 6€ GuvELOGHO ue Ao DMTs (BA. nupaypmpo 4.3). Avoconomcmg X o TuXomomuEv, avoryt peAétn 60 acbevav pe unorpomu@ovsu
3KIT dev o pEeon povTich Spopd ot YOHIKT AVOGOAOYIKT QVTOTOKPION GE AVOUVIOTIKG epPoriacpd (To&oetdég TETAVOV) Kot napa‘mpnOnKE HOVO pa ELappd KaBvoTEPNHEVN
KOL HELOHEV YVUIKT 0VOGOAOYIKT] avmnolcpmn o0 veoavtydvo KLH (keyhole limpet haemocyanin- v awokvavivy and m‘rukt&g Megathura crenulata) o€ 0o0gveig
mov vroPMONKav o Bepomevtich ayoyn pe to TYSABRI yi 6 pijveg og chykpion pe Ty opdda eréyyov mov dev hafe aymyn. Aev xouv peket el (hvta epfoa. 4.6
Covipétnta, kinen ka yakovyio Kunon Mekéteg oe {ba éxovv deilet avamapaymytki) T0&koTnTo. AESOpHEVE TOV TPOKHZTOVY ad KMVIKEG SOKULES, ATd EVEL TPOOTTIKO
HNTPGOO KONONG, 0O TEPLOTATIKA LETA THY KLKAOYOPIO TOV GAPUAKOL 6THV aryopd Kot amd ) Stebéotun Biproypapio dev katadewvoouy enidpaon g ékbeong oe TY SABRI
omv €kPoon TG EYKLHOGHVNG. £T0 OAOKANPOUEVO TPOOTTIKO PNTpdo Kinong yue 1o TYSABRI neptlapfdvoviay 355 Tepntdoelg EYKLHOGUVIG TMV 0TOIOV Ot EKPAGELG
frav Stbéopec. Yanpéav 316 yevvioeilg (OVTOV veoyvav, oTig 29 ek 10V 0moimv ava@iptnkay cuyyevels avopaiies. Aekagél and g 29 katnyoplonon|dnkav og peiloveg
avopehies. To T0606T0 TV AVOUOIMAV EIVOL OVTIGTOLO TOV TOGOGTMY TOL avapéPONKaV 6e GALA INTpda KONoNG 6T0L omoia cuppeteixav acdeveis pe TKII. Agv vrdpyovv
GTotyEle TOV VoL 0mOSEIKVOOVV £VOL GUYKEKPIHEVO HOTIBO ERPAVIONG YEVETIKOV avopaldv pe ) Anyn tov TYSABRI. Xe nepiotatikd amd m dnpocievpévn Bipioypopio
avapEpOnkay Tapodikh frio og pETpia Opoponevia kot avarpia, ot omoieg TapatnpiBnkav oe Ppéen yovaikdv mov ixav extedei o TY SABRI katd to tpito Tpipnvo g
E£YKVHOGUVIG TOVG. ZUVETMG, GUVIGTATOL T0L VEOYVE YOVOUKOV IOV EKTIBEVTAL GTO PUPUAKEVTIKO TIPOIOV KALTA T SIAPKELDL TOV TPITOL TPYLIVOD TNG EYKVHOGUVIG VOL TopakolovBodvTat
Yo TOAVES apaTOAOYIKEG avVoROAies. Av pio yovaike peivel £ykvog evéd AapPaver o TYSABRI, 6o mpénet vo eéetaotel n nepintwon dwakonng g Hepaneiag pe 10
PapRaKEVTIKO TPoidy. Katd v aglohdynon tov opéhovg-kivdbvov amd ) ypnon tov TYSABRI katd ) didpketa TG eykupocvvng Oo mpémet va hapBavetor vroyn n
KAk katdotaon Tov ac0evoig Kat 1 mhovi) EMGTPOPT| TG EVEPYOTNTAG TG VOGOL HETA TN SIKOTT| TOV PAPHAKELTIKOD TPoidvTog. Oniacuds To natalizumab anekkpivetol
oto avOpdmvo yaro. H enidpaon tov natalizumab ota Onkalova veoyévwnto/Ppéen eivon dyvwotn. O Onhacpog mpémet va Srokomteton Katd v Sidpketa g Oepaneiog
pe TYSABRI. Tovy u’)rnw Meimon e yovtué‘mrug TV INAEOV VIIKOV Yo1ptdinv napurnpn’GnKs GE [0 uském ne 306E1g TOL \mspéﬁuwav ™ d6om Y Tov dwepumo. To
natalizumab dev £MNPEACE TN YOVIHOTITOL TV appévey. Osmpeital péAkov amiBovo Ot to natalizumab B, EMNPEACEL TIG EMBOGELS TNG YOVILOTNTAG 6TOV GvOpmTO peETh amd
™ pEYLoT GUVIGTOREVN 300, 4.7 Emdpacei 6Ty ikavéTnTa 0d1ynong K yipiopod pnyavipdrov Agv £xovy mpaypatonomBel HEAETES GXETIKG LE TV EXIGPAOT TOV
TYSABRI otqv u<(1vom-ra 081YNONG KoL XEPIGHLOV unx(xvnuurmv Qotoc0, babous\/ng mg Qukng TIOV £)EL owmpapem LV, Ol 0oBeveig TOL ep@aviCovy ot TV avemBopum
avtidpaon Oa mpénet va supBovievovTon va pmv 0dnyoov 1 va xetpiovtar pmyavijpato pExpL auth vo voympioel. 4.8 AvemOOunTeg EVEPYEIEG ZHVOYT TOV TPOQIA AGPAAELOL




e c)\zyxopzvsg HE EKOVIKO QAppOKO éompsg ot 1.617 aoBeveic pe ZKIT nov vrofAnonkav oe Gspancm He 7o natalizumab yio StdoTnpa péxpt 2 £TGV (EIKOVIKO GAPULOKO:
1. 135) su(pavwmkav uvsm()uunteg £VEPYELEG OV 0dNYNoaV e dlakomn g Oepansiog o 060010 5,8% TV 0cbevdv mov Edafav Bepomeia pe natalizumab (etcovikd
eappaxo: 4,8%). Katd m didpkela mg S1eto0g meptodov tov peretdv, to 43,5% tov acbevav mov vropiifnkay ce Bepansio pe natalizumab avépepav avembounteg
EVEPYELEG TOV PUPHAKOL (EKOVIKO Qappako: 39,6%). H vymidtepn cuyvotnta avemO\'Jp.n‘[mv EVEPYELDV TTOV TPOEKVY AV OO SOKIUEG EREYYOHEVEG LLE EIKOVIKO PAPULOKO OE
acbeveig [e orANpuVoN KoTd nkdmg otay To natalizumab yopnysiton om GUVIGTMUEVT 300, avapépinkay g (ain, vmrria, Kvidmon kat piyog oyeTilopeva pe Ty éy)o)m].
Karéhoyog avembbumrov evepyeibv oe popen mivoxa Avemountes evépyeteg mov avapépbnkav pe to natalizumab pe entntoon kotd 0,5% peyakitepn omd exeivn mov
avapEpONKe pE To EIKOVIKO @apuako Tapovstdlovtal Tapakdte. Ot avemOdunTes evépyeieg uva(pspovmt JLE TOVG TPOTIUAOUEVOLS OpOVG TG GLVONKNG MedDRA copgpmva
pe v kOpLa Karnyopm opyuvou cucsm patog g MedDRA. Ot cuyvotnteg opilovton g &&ng

anvsg (= 1/100 £mg < 1/10), 6yt suyvég (= 1/1000 éwg < 1/100). Evtog kabe katnyopiog cuxvo‘rqwg EUPAVIONG, Ol aVETOVUNTES EVEPYELEG TapaTifevTon Katd pbivovoo
oelpd coPapomrag.

Kamyopio/opyoviké cbootnpa cdppmve pe ™

Béon dedopévev MedDRA AvemO@ountn evépysra Komyopio cvyvétnrag
. Ovporoipwén Suyvég
Aopdéelg Kat Topacttdcelg - -
Pwogapuyyitido Toyvég
. Kvidwon Supvéc
AoTapayég ToV AVOGOTOmTIKOY CUGTILLOTOG
YrepevarcOnoio Oy ouyvég
Keporodyio Toyvég
Z6n Zoyvég
Awatapayég ToV VEDPIKOD GUGTNHOTOG IIpoiovoa [Moiveotiakh Agvkoeykeparomddeto
(PML) Oy ouyvég
i ‘Epetog Suyvég
AoTapayég ToV YOOTPEVTEPIKOD - -
Novtio Zoyvég
Awatapayég ToL PVOGKEAETIKOD GUGTIHUATOG KOt TOV ApBpodyia .
R Zuyvég
GUVIETIKOV 1GTOD
Pim Toyvég
Tevikég SaTapayEs Kot KATAGTAGELS TNG 0300
XopMong Mupeio Zvyvég
Kénmon Suyvég

Teptypaon entheyiévav avembountov evepyeidy Avadpdoeic oty £yyvon Xe eeyyopeves detels kvikég dokuég oe aobeveig pe ZKII, opiotnke g avembount evépyeia
GYETIKN HE TNV £YXV0T pia avemBdunT evepyela Tov GuUPaAivel KoTd T dtdpkela TG £YXVoNgG ) £VTOG piag dpag amd TV 0AoKApwot| TG. AvTég GuvEPncav oe 23,1% tov
acbevav pe XKII mov vropAntnkav oe Oepaneio pe natalizumab (eikoviké gappako: 18,7%). Xtig avembOunTeg eVEpPYEIES TOL AVAPEPOVTAY TO GLYVE e To natalizumab
amd OTL P TO EKOVIKO Qappako mephapfdavovtay (ain, vovtia, kvidmon kat piyn. Avadpdoeic vrepevarabnoiac Se dieteis eheyOpeVEG KMVIKES SOKIES o€ aobeveis pe
XKII, avridpdoeig viepevouchnciog eppavictnkay o€ 10606T6 TOV AcHeVdY £0G 4%. AVoUAUKTIKEG/ 0vaQUARKTOEWEIG avTdpacels eppavictkay oe Arydtepo and 1%
v acbevav mov Aappavav TYSABRI. Avtidpdoeig vaepevaicineiog eppavioviay cuvndog katd m Siipkeia g £yxvong 1 eviog xpovikol dlaotipatog 1 dpag petd
mv ohokAMpwon} g (BA. mapdypapo 4.4). Katd my epmeipio petd my kukhopopic 100 Tpoiovtog, vTipay avapopis aviidpacemy vepevaichnciog ot onoieg onpetddnkoy
HE £va 1) TEPLOCOTEPX OO TOL TOPUKAT® CLOYETILOHEVE CUUTTOHATA: VIOTaoT, VIEEPTaoT, Bopakikd dryos, Bmpakikn dvogopia, dhomvola, ayyeoidnua, emmiéov To
GUVNOIGHEVEY GUUTTONATOVY 0w e£GvONpa Kot kvidwon. Avosoyovikdtite Xe 10606t 10% Tmv acbevav aviyvedTnKay aviicOpate Evavtt Tov natalizumab oe eAeyyopeveg
KAMVIKES Sokpég 2 eTdv mov ywvav og acbeveig pe TKIT. Empévovta avri-natalizumab avtiodpota (pio 0Tk €£6TO0T TOV AVOTOPAYETOL KOTA TOV ETUVELEYYO TOLAAYIOTOV
6 efdopadeg apyotepa) avomtoyONKav 6E TEPITOL 6% TOV AGHEVOV. AVTIGOUATO aVIXVELTKOY HOVO GE [ia Tepintwon o £va emmiéov 4% tov acdevav. H empévovca
TOPOVCIL OVTICOUATOV CLCYETICTNKE LE oNUavTK peimon oy amotekeospatikdtnta tov TYSABRI kot pe avénpévn enintmon tov aviidpdcemy viepevaictnoiog. Xtig
EMTAEOV AVTIOPAGELS TTOL GYETICOVTAV e TV £YYVOT KOL HE TNV ENUEVOVGA TAPOVGIN AVTICOUATOV, TEPLApUPavVOVTAY piyn, vavTia, Euetog Kot EEaym (BA. mapdypapo 4.4).
Av, petd and mepimov 6 pjveg Bepameing, VIAPYEL VIOYIN Y10l EXEVOVGO TAPOVGIL AVTIGOUATOV, EITE AOY® HEIMUEVNC ATOTEAEGUATIKOTNTOG £iTE AOY® ELQAVIONG GLUPAVTOV
GYETIKMV {E TV £YYVOT), AVTE LTOPOHV VOL aviyveLTovV Kot va. emiBefoimBovv pe e emdpevn e&étaon 6 efdopadeg petd v tpdTn Oetikn eEétacn. Aedopévon Ott pmopet
va. petwdei 1) amotedespoTikoTTO N VoL 0N el N eminton g vaspevonctnciog 1) Twv avTidpdcemy mov oyeTilovTat te TV £yXVoN GE Evay acBEVI [IE ETUEVOVTH AVTIGOUATOL,
1 Ogpaneio Oa Tpénet va Slakdmtetal o€ acOeVEI TOL OVATTIGCCOLY EMUEVOVSE TAPOLGin avTicOuUGTOV. dotudiec ovureptioufavouévne e PML kou evkaipiaxéc lowudeic
e dieteic eheyyopeveg kKAvikég dokipég oe acbeveig pe ZKIT, 1o 1060010 Aoipwéng frav mepimov 1,5 ava acbevi-étog 1060 61006 06beveig Tov EdaPav To natalizumab dco
Ko 6T0vG 06beveig Tov eikovikov gappdkov. H gon temv dopdéemv fitav yevikd napopota otovg acbdeveic mov £hafav to natalizumab kot otovg acbeveig mov Ehafav to
EIKOVIKO QappLaKo. Mio tepintmon didppotag omd kpurtoonopidio avopépinke oe khvikég dokipés TKIT. Ze dhhes KAMVIKEG SoKUES, Exovv avapepbel Teputtdoels emmpdchetmv
EVKAIPLOKOV AOUOEEMY, HEPIKES 0md Tig omoieg tav Bavatneopes. H mhetoymoia tov acbevav dev diékoye T Bepomeio pe natalizumab kotd ™ didpketo Tov LomEenv
Kot pe v katdhnin Oepomeio viipée avakapym. e kKAvikég SoKpES, AOUMEELS omd Epmn (106 avepoPLOYLAC-COOTAPA, 106 TOV aIAOD EPTNTO) ELPAVICTNKAV EAAPPDOG
ouyvotepa oe aobeveig mov eddpPovay to natalizumab on' 611 o€ acbeveig mov eLdpfovay To gikovikd eappako. Katd v epmeipio petd v Kukiogopio Tov Tpoidvtog
otV ayopd, vapéav avagopés cofapdv, aneiinTtikdv yia ™ (o Kot optopéves Popic, HavatnEOpPOV TEPITTOCEDV EYKEPUAITIONG Kot unviyyitidag mov eiyav npokindet
amd TOV 10 ToV AoV £pmnTa 1) ToV 10 avepofroyidc-Cootpa, ot acbeveis pe okMpuven kotd madkag mov Adppavay TY SABRI. H dudpkeia g Oeponeiog pe 1o TYSABRI
7Pty amd TV ekSNAmGN KopavdTay amd Alyoug pnveg £mg apketd £t (BA. Tapdypago 4.4). Amo v epmelpio PETd TV KVKLOQOPio 6TV ayopd, £xovv TopatnpnOei omdvieg
neputdoelg OAN og acbeveic mov Aappavovy TYSABRI. Opiopéva TepIoTATIKG £XOVV EUPAVIOTEL GE AoOEVELS [ AOWUMEELG TOV KEVTPLKOD VEVPIKoy cvotpatog (KNZ)
and Epmta, (T.). epaNTIK pnvryyitida kot eykepoditida). Xofapd mepiotatikd OAN, mov exnpedlovy gite Tov Evav £ite appOTEPOLS TOLG 0PHAAIOVG, 03NYMGOY GE TVPAOOT
oe opiopévoug aobeveic. H Oepaneio mov avagépnke oe avtd 1o teplototikd tepthdupave avtukn Oepameio Kot 68 OPIOUEVES TEPITAOCELS XEPOVPYIKY emépPaocn (Bh.
mopaypopo 4.4). Avapipnkay mepurtdcelg PML o khvikég SoKyES, HEAETEG TAPATHPNONG HETE THY KuKAOQOpia 6TV oryopd ko amd Ty mafnTikh mopakokovdnon
petd v kukhogopio oty ayopd. H PML cvviibag odnyel oe coPapri avammpia 1§ Odvato (BA. mapdypago 4.4). ‘Exovv emiong avapepbet nepurtdoeig JCV GCN katd
ddpreta g xpnong tov TYSABRI petd v kvkhogopio oty ayopd. Ta cvprtdpate g JCV GCN eivar mapopota pe avtd g PML. Hratikd weprotatind AvOdppmto
TEPIGTATIKA GOPopdV NIATIKAOY PAABOV, AVENHEVOV NTOTIKOV EVEOIOV, DIEPXOAEPLOpIVaLLiag £XOVV avapepBel KaTd T (AcN TG KUKAOPOPING TOV TPOIOVTOS GTNV 0yOPd
(BA. mapaypogo 4.4). Aveuuio xou oupolvtikny aveupio ZoPapl TEPIGTATIKG avorpiog Kot aloAvTIKig avarpiag £xovv avapepbei omavia oe acbeveic mov vropridnkay oe
Oepancio pe TYSABRI ot pehéteg mapatipnong Hetd v kukhopopia otny ayopd. Kaxornbeiec Kata m didpkewa v 2 etdv mg Bepamneiog dev mapatnpndnkay dtapopés
OT0 TOGOOTH ENIMTOONG 1} 6T PN TV Kakondewdv Heta&d Tov acbevdv Tov vrofAndnkay ot Hepancio pe To natalizumab kot ekeivov mov ELafav £1KOVIKO QApLLOKO.
Qc‘réco, QTUTEITOL ) TAPOTPNOT psyuk\')tspmv Etucmud‘zwv Oepansiog Tpv va ivon Suvatov va amokAeloTel omowadnmote enidpaon tov natalizumab og kokonOeies. BA.
mapypago 4.3. Emdpdoeic oe rgy(mmgmkrg eletdoelc Le Netels eEhey OpeVES kamag dokuég oe aoBeveig pe TKII, 1 Oepancia pe 1o TYSABRI cvoyetiotke pe oavénoeig
oToL KUK}»U(POPOI)V‘[U. AeppokvTTopa, povokbTTapa, NOGVOEIAL, Bacedla Kot epTipnve EpDOpOKurwpa Auéncmg TV nnﬁs‘repom}»mv dev napa‘rrlpnOnKuv Ot m)&ncsbg
TV apxuccuv TV Y10 Ta AepgokbTTapa, HovokiTTapa, Noctvoeiia kot fasedpiia kupaivovtay omd 35% éwg 140% Yo He) HOVOUEVOUG TOTOVG KLTTAP®Y, OAAG. OL uwhg
TWEG Tapépevay evidg ToV Guotoroyk@v emmédmv. Katd ) Sidpkew g Oeponeiog pe TYSABRI mopatnpinkoy pkpég HEWOGELS 6TV apocoipivn (uéon peioon
0,6 g/dl), 6oV opatokpity (uéon peimon 2%) kot 6tov aptbud twv epubpokvttdpmv (LEom peioon 0,1 x 10%/1). OAeg ot HETAPBOALS OTIG AUATOAOYIKES HETAPBANTEG ETESTPEYOV
otig mpo g Oepaneiog TiES, cuvibmg evrog 16 fdopddmv amd v tekevtaior 506N TOV PAPUAKEVTIKOD TPOIOVTOG Kot Ot HETUPOLEG SEV GUGYETIOTNKAV PE KAVIKG
ooprtdpate. Kotd ty epmetpio. petd v kKokhogopio Tov mpoiovtog, vnp&ay emiong ovapopés nactvo@riog (aptBpog nmowoeirov > 1.500/mm?) yopis kKAvika copmtdpota.
Y16 mepmtdoetg 6mov 1 Oepaneio pe TYSABRI Swokomnke, o avEnpéva eninedo nocwvopirov vroydpnoov. IMudutpikodg minduouds XoPapég avembounTes evEpyeies
a&oroyndnkav oe 621 madratpikovg acbeveig pe TKII mov copnepiinebnoay og o peta-aviivon. Evidg tov mepopiopdv avtdv tov dedopévov, dev dtamiotddnkay
VEQ GTOTOL AOPHAELAG GE AVTOV TOV TANOVGUO aGOeVaV. | TEPIETTIKG EpTNTIKNG PNVIYYiTSOG avapépOnke ot peta-avaivon. Aev damiotdinke kavévae tepiototiké PML
0N HETA-AVAAVOT), GTOGO, £xel avapepbel PML oe moudiatpikong acbeveig mov Ehafav Bepaneio pe natalizumab uetd v kvklopopio amny ayopd. Avagopd mbavoroyoduevav
avemBountav evepyeldv H avapopd mBavoroyodpevov avembdumtmy evepyeidv Hetd amd T }oprynon Gde10g KukAOQOpiag Tov GUPHUKEVTIKOD TPOIOVTOG EIVOL GNHAVTIKT.
Emutpénet ) cuveyn mapakoiovdnon mg oxEoNg 0PELOVG-KIVIDVOL TOV QUPHOKEVTIKOD TPOIOVTOG. ZNTEITAL 0o TOVG EMAYYEALATIEG VYEING VOL OVOPEPOVY OTOLEGONTOTE
TOOVOLOYOOLEVESG OVETBVUNTES EVEPYELEG HECM TOL £BVIKOD GuoThpaTog avapopds: EAAGda: Efvikdg Opyaviopds Pappdkmv, Meocoyeiov 284, GR-15562, XoAapyoc,
Abfva, TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtomog: http://www.eof.gr, Kdmpog Qappakevtikés Yanpeoies, Yrovpyeio Yyeiog, CY-1475 Agvkwaia,
Gok: +357 22608649, Iototonog: www.moh.gov.cy/phs 4.9 Yagpdooohoyia Aev avopépbnke kapia mepintwon vrepdocoroyios. 7. KATOXOX THE AAEIAY. KYKAO®OPIAX
Biogen Netherlands B.V. Prins Mauritslaan 13, 1171 LP Badhoevedorp, OAAavdio 8. APIOMOZX (OI) AAEIAY

KYKAO®OPIAE EU/1/06/346/001 9. HMEPOMHNIA NIPQTHX EIKPIZTHX/ANANEQIHX THX X . X X
AAEIAX Hpepopnvia mpdtng £ykpiong: 27 Iovviov 2006, Huepopnvia tekevtaiog avavémong: 18 Anpikion Bonbniote va yivouy ta @dppaka mo ac@aln kat
2016 10. HMEPOMHNIA ANAOGEQPHXIHX TOY KEIMENOY 10/2019 Aentopepeic mAnpopopieg yuo Avagépete

70 TAPOV PAPUAKEVTIKO TIPOTdV eivar Srabéoipeg oTov diktvako tomo 1oL Evpondikod Opyavicpod Goppdkmv: OAES 16 avemObpunteg evépyeteg yia
http://www.ema.europa.eu. Tponog didbeong: Me mepropiopévn watpiki covtayn: Movo yio Nocokopetakn o, b

Xprion amd yoTpd pe katéAnin edikevon kar epmepio. TIMH: Evdewtcy Tymy (N.T.): TYSABRI CS. AA Ta gdppaxa

SOL.INF 300MG/15ML VIAL BTx1VIALx 15ML: 1.061,29€. ZvpmAnpwvovrag v “KITPINH KAPTA”




/ \ @ ZYNTAT'OI' PA®IKEE IAHPO®OPIEL 1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX Tecfidera
L I eCfI d e ra » 120 mg yaotpoaviektikd okAnpd kaydia Tecfidera 240 mg yaotpoaviexticd okhnpd konyéikio 2. [IOIOTIKH KAI
. MOXOTIKH XYNGOEXH Tecfidera 120 mg yootpoavlekticd okAnpd kawdkio Kabe yootpooviektikd orkinpd

[d im ethyl fU ma ratE] Konyako meptéyet 120 mg povpapuco dyuebviestépa (dimethyl fumarate). Tecfidera 240 mg yootpoavOektikd okAnpd.

kadkio Kabe yoaotpoovBektikd orkinpd koydxio mepiéxet 240 mg povpapkod dipeBurestépa (dimethyl fumarate).

T Tov Tpr Kordhoyo Tav ekd0ymv, BA. mapdypaeo 6.1 mg [epiinymg tav Xapakmpiotikdv tov [poioviog 3. PAPMAKOTEXNIKH MOP®H I'actpoaviekticd
ornpd kaydxo Tecfidera 120 mg yootpoaviektikd okinpd kaydko [Tpdova kot dompa yaotpoaviektucd okinpd kodiu, peyédoug 0, pe Tomopévn my évoeen «BG-
12 120 mgy, mov mepiéyouv pukpodiokic. Tecfidera 240 mg yaotpoaviektucd oknpd kaydiio Ipdowo yootpooviektid okAnpd kodkia, peyéboug 0, pe Tomopévn my
£vdeiln «BG-12 240 mgy, mov mepiéyovy pucpodiokio. 4. KAINIKEYX IAHPO®OPIEY 4.1 Ogpansvtikég evdeises To Tecfidera evdeikvotan yio m Oepomeio evihikwv
acbevav pe vrotpomdlovoa dheimovsa modhamh orkdnpovon (BA. mapdypago 5.1 g Iepiinymg v Xapakmmpiotikdy tov IIpoidvtog yio onpovtikés TAnpopopicg
OYETIKG. piE TOVG TANBVGHOVG GTOVG OTOIOVG ExEL TeKMPBEL 1) amotedecpatucdm ). 4.2 Aosoroyia ko Tpémog yopipymons H Oepaneio Oa mpénet va Eexwvd vid my
emiPAeym wtpod pe gpmelpia otn Bepomeio ™G moAomAng oickipuveng. Aocoroyio H d6om évapéng eivon 120 mg dvo popég v nuépa. Metd and 7 nuépeg, 1 doom Ba
TPETEL VOL AEAVETON GTN GLVIGTMEVT dOoT GuvTPNONG TV 240 mg §0o popés v nuépa (BA. tapdypapo 4.4). Edv évag acBevig mopodeiyet o d6cm, dev O mpémet va
AapBavetar Suthi doom. O acBevig pmopet va mdpet T 00T oL TAPEAENYE HOVO EGV APNCEL LEGOOICTNLO 4 MPOV HETAED TOV S0GEMV. AOpETIKG 0 acBevn Ba Tpémet
VoL TEPEVEL LEXPL TNV ETOUEVT TPOYpappoTiopévn 80om. H mpocwopivi peiowon mg d6ong ota 120 mg 500 popég v Nuépa evOEYETAL VL LEIDGEL TV ERPAVIOT) Epubpiacng
KOl YOGTPEVTIEPIKMY avemBountov evepyewdv. Evtog 1 pmvog, Oa mpémet va Eavapyioet | cuvictdpevn doom cuvtiipnong tav 240 mg dvo popég mv nuépa. To Tecfidera Oo
Tpénervo AapPavetar pe tpoen (BA. mapdypapo 5.2 g Iepiinymg tov Xopakmpiotikdv tov [Ipoidvtog). o tovg acbeveis ot omoiot evdgyetart va ekdnAmcouy epudpiocn
1| yootpevtepikés avemBounteg evépyete, | Mjym Tecfidera pe o poynto evdéyeton va Bertidoet v avektuomra (PA. mapaypdpovg 4.4, 4.5 kon 4.8). Edikoi tinbvopot
Hiuawpévor g kavicég peréteg tov Tecfidera vipye mepropiopév kbeon acbevav nhuiog 55 £1édv kat Gvo, eved dev cupmepopBavotay enopkig apopog acbevav
nhkiog 65 €1V Ko Gvm, HOTE VoL TPOSSIOPIGTEL EAV OVTOL AVTOMOKPIVOVTAL SLIPOPETIKG amd Tovg veodTepous acbeveis (BA. mapdypago 5.2 g Iepiknymg tov
Xapoaxmpiotdv Tov [Tpoiovrog). Me Bdon tov tpémo dpdong thg SpacTikig ovsiog, Sev vdpyovy BempnTcoi AGYOoL Y10, OTOWONTOTE OMOETNOT TPOCAPHOYNS TG dO0MG
og nAklopévovs. Neppiiy kou nromikyj dvoertovpyio To Tecfidera dev éxer pedemOei oe acBeveig pe veppu 1 nroatiks Suohertovpyio. Me Baon Tig pekéteg KAvikng
pappakoloyiog, dev omouteiton Tpocapuoyn mg d0ong (BA. mapdypago 5.2 g Mepiinyng twv Xapokmpiotudv tov IIpoidvtog). Amatteiton pocoyt| kotd ) Oepameio
acbevav pe coPapn nrotikh 1) veppukn} duchertovpyio (BA. mapdypago 4.4). Howdogpirés minbuoucs H acpddewn kon 1) amoteheopotidm o tov Tecfidera oe moudid kon
gpnpoug nukiog 10 éwg 18 etdv dev Erovv axopa texpumplobel. Ta mapovta dwbéoia dedopéva meptyplgovion otig maporypdgovug 4.8, 5.1 ko 5.2 mg Hepiknymg tav
Xopakmpotikav tov IIpoidvtog, addd Sev pumopel va yivel cbotact yio ™ docoioyia. Aev vdpyet oyetuc ypnon tov Tecfidera oe moudid nAkiog kéto twv 10 etdv Yo
mv évden g vrotpomiilovcag Sweinovsag morhamArg ckAnpuveng. Tpdmog yopriynong ' yprion a 16 tov otopartog. To konydkio Oa mpénet va katomivetat oAdKANpo.
To konydikio 1} 10 mePieOpEVS Tov dev Ba Tpémet var BpvppatiCetan, vo Stoupeitor, va StohdeTaL, Vo amopvieitan 1 vo HasiETat, Kobmg 1 EVIEPUKT ETKGADYT] TMV (KPOSITKImY
OMOTPENEL TIS EPENOTIKEG EMBPAGELS 6TO Eviepo. 4.3 Avtevdeiterg Yepevaotnoio 6T SpocTiki 0VGia 1) GE KAMO10 otd To. £KS0Y0 OV AVOPEPOVTOL GTIV ToPAypapo 6.1
mg Iepiinymg tov Xapoakmpiotikov tov [poidvtoc. 4.4 Ewdkéc mpogidomoniosig ko Tpo@urdsers katd ) ypion Eéetdoeig aipotog/epyaomplokéc eEetdoets Exouv
TopoTnPNOel oARLYEG OTIG VEQPIKES EPYOCTNPLIKES EEETAGELS OE KAMVIKEG MEAETES GE (TopaL Tov VoA inka e Bepameio pe povpapucd dueBvrestépa (BA. mapdypapo 4.8).
Ot KMVIKEG ETUTTAOGELS AVTOV TOV 0ARXYDV dEV vt YVOTEG. Zuviotdton al&tohdynon e vePpIkig Aertovpyiog (1L.y. kpeatvivn, GlmTo ovpiog aipotog kot avaiuot ovpmv)
TpW amd T Evapén g Oepomeiog, petd omd 3 kon 6 piveg Oepameiog, kon kardmy kGbe 6 g 12 pnveg, kabmg kot omes evdeikvutar kKvucd. Pappokoyevig nroticr BAAS,
ovpmepthapovopivng g adénong v nroatikdv evEOpv [> 3 gopés To avdtato uotohoyikd opto (ULN)] kot tav enutédmv olkmg xohepuBpivng (> 2 ULN) pmopei va
mpokhnOei amd ) Oepomeion pe ovpapd dipebviestépa. O xpovog £0G TV ekdNAmoN UTopEl va. eivat ApEsOg, apKeTss efOOpades 1 mepocdtepo. ‘Exet mapoatnpnOei
VIOYMPNOT TOV OVETOOUNTOV EVEPYEIDV HETE TN dokomy) G Oepomeiog. Zuviotdror a&lOAOYNON TV OLIVOTPAVEPEPACHOY GTOV 0pO [(TL.Y. CHVOTPOVEPEPEOT) TNG
aravivig (ALT), aonaptiky apwotpavegepdon (AST)] kon v enuédwmv olwmg xohepuBpivig mpw and ty Evapén g Bepameiog Kot Kotd T SIGPKEWL QVTHG, OO
evdeticvutan khvikd. Ot aobeveig mov Ehafav Oepaneio pe Tecfidera pmopei va ekdnidcovy coPapn mopatetapévn Aepgonevio (BA. mapdypapo 4.8). O povpapkog
SeBoeotépag dev Exel peketnBei oe aobevel e TPODTAPYOVTES YOUNAOVG APLBLODG AEUPOKVTTAPMY KoL OTTonTElTaL Tpocoy Katd ) Bepaneio avtdv tov achevav. Ipw
and mv évapén mg Bepaneiog pe Tecfidera, mpénel var mpoyporomomBet pa Tpoéceat yevikyy e&étaon aipatog, cvpmepopBavopévov tov Asppokuttdpony. Edv
SwmotmBel 6Tt 0 apBUdg TV AEUPOKVTTAP®V Eival YAUNAOGTEPOS OO TO PUGLOAOYIKO £0POG TWAV, Bor TpEMEL vaL TparypoTomoteitan evieheyig aloddynon tov mhovav
oty Tpv amd ™y Evopén mg Bepaneiog pe Tecfidera. Metd v évapén g Oeparneiag, TPEMEL VoL TPOYUATOTOIVVTOL YEVIKES EEETAGELS AipaTOC, GLpTEPOPOVOLEVOV
TOV ASUPOKVTIAP®V, KGOE 3 pnves. To evdeydpuevo Stoxomg tov Tecfidera Oa mpémet va eEetdleton o acheveig pe apipoig Aspporkuttdpov <0,5x10%1 ov empévouy yio
TEPLocOTEPOVG antd 6 pnvec. H oyéon kwvdbvov-opéloug g Bepomeiog o mpémet va emavetetaotel katomy cumong pe tov acbevii oto mhaiclo Twv dAwov dtbéouwmv
Oepomevtikdv emthoydv. Ot kKhvikoi Tapdyoveg, 1) a&loAdyNon TXOV EPYOCTNPLIKMVY Kol OTEIKOVIGTIKOV £EETAGEMY UTOPOHV VoL GuUTEPIN@HOTV 6T0 TAMIGIO aVTHG TG
enave&étaonc. Eavn Oepamneio cuveyiotel mopd thy mopapovi Tov aptbpod tov Asvkokuttdpov < 0,5x 10%1, cuvictdron ovénpévn enoypdmvnon (BA. eriong mv vmogvotmra
7oL apopd Ty PML). Ot apiBpol tmv Aepgokuttdpav o mpénet vo mapokoAovbovvon péypt v ovékepym. METd v avakapyn Kot omovsior eVOAAIKTIKGV BgpameuTikdv
£MAOYMV, Ol TOPACEL CYETIKG pe TV emavévapén 1 Oyt tov Tecfidera petd ) Sakom g Bepomeiog B mpénel va Pacilovion oy KAvik kpion. Oa mpénet va
a&rohoyeiton 1 oxEon 0pELOVS/KIVEHVOL GE 0oBeveiS e aptBpovg Aeppokuttapmv >0,5 x 1071 kar <0,8 x 10%/1 ywo tepiocdtepo amd £&u pves. Mayvnmu topoypagio (MRI)
IIpw and ™y £vapén g Bepanciog pe Tecfidera, O mpémet va sivan Swbéotun pa apy) poryvntikn Topoypoepio (cuvibog evidg 3 pnvav) og avapopd. H avaykm yu
TEPOLTEPE OUTELKOVIOT) LLE LLOYVITIKT| TOpOYpopio. O TpEmet var eEETAlETo GOUPMVEL LIE TIG EBVIKEG Ko TOTIKEG GLGTAGELS. H ammekdvion e poryvnTikn Topoypopior Ltopei vo.
e€etaletan 670 Moo ™G CWENLEVING EMarypOTTVNoNG G aicBeveis Tov Dewpeiton Ot Swatpéyovv owénpévo kivduvo eppavions PML. Xe nepintoon khvikiig vroyiog PML,
O TPEMEL VoL TIPOIYULOTOTIOIEITO OUESOG HOYVITIKT] TOMOYPOPIoL Yol S1tyvmoTikovg okomove. [Ipoiovca molveotiokn AgvkoeykeparondOewr (Progressive Multifocal
Leukoencephalopathy, PML) Eyovv napovciaotei nepurtdoeig PML e Tov @ovpopicd SiueBuiectépo kot GAAD QOPHOKEVTIKE TPOIOVTEL TTOV TIEPIEXOVY EGTEPES POVHLAPIKOD
0&60¢ o€ KaTaoTaon HETPLIG £0G coPapn mapatetapévns Aepponeviag. H PML givan o evkanplaki Aoipmén mov mpokoleiton omd tov 16 John-Cunningham (JCV), 1 onoia
pmopei va omodeyydel Oavameopa 1 va mpokaréoet coPapr| avamnpio. H PML propei va mapovotaotel povo mapovsio Aoipméng omd tov 10 JCV. Eqv npoyporomombet
g&étaom ywo tov 10 JCV, o mpénet v AngOet veoym 6t enidpaon g Aepponeviog oy akpifetn mg eéétaong aviicmpdtov katd tov JCV dev éxet pedembel o acbeveig
7o AapPavovy Bepameio pe povpapud dpebuiectépa. Oa mpénel emiong va onuelwdel ot o apviikn e&étacn Yo avtiompote katd tov JCV (napovsio puotoloyond
aplopod AeppoKuTIapV) dev amokAeiet v mbovoTnTo emadAovBng Aotnwéng omd tov 10 JCV. Katd to mpdro onpigio 1) copmtope vrodniotud ms PML, 1) Oeponeio pe
Tecfidera O mpémet vo ovooTéAAeTon Kot XPetdieTon va TporypoTonotovvton kardAnieg dtoyvmoticés a&toroynoels. Ta cvpmdpato g PML eviéyeton va givon mapopow
HE OWTA LG VTOTPOTING TOALOTANG GKApLVENG. Tat yapokmpioTikd cupmtdpote mov oyetiloviar pe mv PML eivon mouciAa, eéelicoovton Kot tn Sidpkela NUEPDY £0G
£PdouadV Kat TEPLOPEVOLY TPOOSEVTIKY 0dUVOLLiDL OTN Lol TAEVPE TOL COUATOG 1) ASEEIOTNTA TOV GKPMVY, SLTapay] TG OpOoNG Kot 0AXYES GTOV TPOTO GKEYNG, OTI
VI, KalBdG Kol GTOV TPOGOVUTOAIGHO TOL 031)YOUV GE GUYXVoT Ko adharyég oTnv mpocmmcdta. Ilporyoduevn Bepameio 1€ 0vOGOKOTAGTOATIKES 1) OVOGOTPOTOTOUTIKEG
Oepameieg Aev £xovv mparypotonomOel peEETES TOV VoL AELOAOYODV TNV OOTEAEGHOTIKOTNTA Ko TNV ao@dAeto. Tov Tecfidera kard ) petdfocn achevav amd dhheg Oepameieg
TpomomomTikég ™G vooov og Tecfidera. H ouvelopopd mponyolpevng avocsokotootoAtikig Oepameiog oty ekdirmon g PML o acbeveig mov Aappavovv Oepaneio pe
povpopkod Sipeburectépa dev eivar yvwotn. Katd m petéBaon acbevav omd kdmota dAAn Oepomeio Tpomomomtik| g vooov og Tecfidera, o ypovog npicetog {ong kot o
TpOTOG dpdiong g dAAng Oepaneing Tpémet var AapBévovtar Lo TPOKEEVOL Vo ooevydel 1) TPocHEeTIK dvOGOAOYIKT EMIBPOOT), LEMVOVTAG TOHVTOXPOVE TOV KIVOLVO
EMOVEVEPYOTOMNONG TG TOAUTAG GKANPLVOTIG. ZUVIGTATOL VOL TIPOLYLOTOTOELTON ML YEVIKT) EETOOT) aipartog Tipwv amd T évapén g Oepameiog pe Tecfidera kon tonctikd
Kotd tn drdpkern g Oepomeiog (BA. «E&etdoes aipatog/epyaotmprlakés eEetdoeio» mopandvem). H xopriynon Tecfidera pmopei yevicd va Egkiviioet opéomg Hetd t dokom)
™G WrepPepoving 1 g o&KNg YAatpopépns. XoPapn veppud kot nratkt) ducAerrovpyia To Tecfidera dev Exet pehembel oe acbeveig pe coPapn veppun 1 Nt
Svuoherrovpyia, cuvenmg omarteiton Tpocoyy katd ) Hepomeio otV TV 0obevdv (BA. mapdypago 4.2). ZoBapn) evepyn vocog Tov yaotpevtepucov To Tecfidera dev xet
pekemBei oe aobeveig pe cofopr| Evepyr| VOGO TOV YOGTPEVTEPIKOD, GUVETMG amonteita Tpocoyy katd  Oepaneio avtdv v acbevav. Epubpiacn e rhvucég Sokipeg,
34% 1V acBevav ot onoiot EaPav Tecfidera mapovsiosay epubpiocn. Zmv mielovomta Tov acbevdv ot omoiot mapovsiacay epubpiccn, ovm Hrav Hmoeg 1 PETpLag
cofopdmrag. Acdopéva amd PEAETEG e VYIElG eDeLOVTES LTOdEIKVDOVY OTL 1] GXETICOUEVN LE TOV POVHAPIKO SipeBvulecTtépa epuBpiaom eivon mBavo va pecoloPeiton omd
mpootayhavdives. "Evag Bpoydg kikhog Bepameiog e 75 mg akeTvAOSHAMKVAKOD 0EE0G Y0pig evieptkn emkdioym pmopel v sivat enaeeAng oe acbeveis mov eupavifovy
um avekt gpuBpiaon (BA. mapdypago 4.5). Ze d0o peréteg vywdv behovidv, petdbnke 1 enpavion kot n coPapdtro g epudpiciong yio To ot ™G TEPIOSOV
YopMymong doomge. Xe khvikég Sokpés, 3 aobeveis amd Toug suvorikd 2.560 acbeveig mov Ehafay povpapiko dieBuieotépa mapovsiccay coPapd cupmtdpato epudpioong,
0. omoioL Ty TOaVOV OVTISPAGELG VIEPELOLGONGIOG 1] CVOPLAOKTOEWELS AVTIOPAGELS. AVTE To: GLpPBapTo dev NTav omenTicd yio. T Lo, 0AAG 0dyncav e voonAsia.
Ot cuvtayoypogouvieg wrpoi kon ot acbeveic Bo mpémel vo gival 6 €ypriyopon GYETIKG pe TO evdeXOpEVO eupavions cofapmv avtdpioewv epvbpiaong (BA.
Tapoypapovg 4.2, 4.5 ko 4.8). Avaguiaktikég avudpaoelg Exovv avapepbel tepiotaticd avapurotiog/avapulaktogdong avtidpaong petd m xopiynon tov Tecfidera
HETG TV KVKAOPOPIOL TOL TPOIOVTOS GTNV Cyopdl. LT GLUITMWOTE popel vo mepapPavovtar dvomvowr, vroie, votaon, ayyewoidnua, e&avinua 1 kvidwon. O
HMYaVIoHOG Emay@YNG TNG ovopLAaGiag omd Tov Povpapkd Siuebuleotépa Sev eival yvootoc. Avidpaoels yevikd eppavilovtar petd my mpatn 80om, aAhd pmopei eriong
VOLEUPAVICTOVV OTOWSNTTOTE GTLyY) KOTd T ddpketa g Oepomeiog kon pmopet va eivar cofopés kot amentikés yo ) {on. Oo mpénet va divovton 0onyieg otovg acbeveig
va dokomrovy 1o Tecfidera kat vor avalntody Gueon wTpikh gpovida edv mapovotdcovy onueia 1 cupmtdpato avopuiasios. H Oepomeio Sev Oa mpénet va Eekvd ek vEou
(BA. mapdrypago 4.8). AowdEeig Xe eheyyOHEVES IE EIKOVIKO @appioko peréteg paomg I, n enintwon tov Aowdéemv (60% évavt 58%) kat tov coPapdv hopdéewnv (2%
évavtt 2%) Nrov mapopota oe acbeveig mov EhaPav Bepomeior pe Tecfidera 1) ewcovikd @appako, avictoya. Q6T660, AdY® TOV OVOGOTPOMOTONTIKAOV IBI0THTMY TOV
Tecfidera (BA. mapéypogo 5.1 g Hepitnyng twv Xopakmpiotkdv tov TIpoiovtog), ebv kémotog acdevig exdnimoel cofapt| Aoipwdn, Oa mpémel va eéetaotel 10
evdeyopevo avaotorg g Bepaneiog pe Tecfidera kot Ba mpémet va emovagoroynBovv to o@éAn Kot ot kivduvor Ttptv amd v emavévapén g Bepameiag. Ot aobeveig mov
AapPavovv Tecfidera Oa mpémet va kaBodnyovvTon va avapEpovy Tl GUUTTAOLATE TV AOILOEEMV GToV Y1aTpd. Ot aisbevei e cofopés AodEels dev Bo mpémet vo Eekvovy
Oepameia pe Tecfidera péypr my vroydpnon mg(twv) Aoipméng(ewv). Asv mapammpntnke avénpévn enintowon coPapdv Aodéenv oe acBevels e apdpods Aeppokuttépov
<0,8x10%11 <0,5x10%/1 (BA. mapdrypogpo 4.8). Edv n Oepomeio. cuveyotel mapovsio pétprag £0g cofaphis mapotetapévng Asppomeviog dev pmopel va amokAeloTel o kivduvog
gukatptokmg Aoipwéng, copmepiapfoavopévng mg PML (BA. mapdypago 4.4 vromapdaypago PML). Aowdéers amd épmnra (wotpa Exovv mpokiyet mepiototikd Epmmto




{oomipa pe to Tecfidera. Xy mheovoTnTé TOVS, Ta TEPIOTUTIKG AVTE NTAY Hn) GoPapd, METOG0, £xovv avapepdel coPapd TepioTatikd, oTo omoia cvpumepthapPivovio o
Sudutog £pmg Lootpoag, 0 0@Buds Epmmg LooTipog, 0 mTikdg Epmmg Loothpog, 0 £pmng (ooTpag (e EKINADGELS 0O TO VEVPIKO GUGTNLLO, 1) LIVIYYOEYKEPUAITION 0td
épmnro. {oompa kot 1 pmviyyopeditdo ond Epmta (oompa. Ta copfdvio ovtd pmopel vor TpokuyoLY omowdNmote oty Kotd Tn ddpkelo G Oepomeiog.
TopaxorovBeite Tovg acbeveig mov AapPavovv Tecfidera yio onpeio kot copdporto Epmno (OoTHPO, EWBIKE GTNV TEPITTMOOT] TTOV AVOPEPETOL GUVVTAPYOVGO. AELPOTEVIO.
Ye mepintoon ekdMAiwong Epmta (ootipa, 0o mpénet va yopnynBel katddinin Oepaneio yio Tov Epmmta {oompa. EEetdote o evieXOpEVO TPOSMPIVIG SLIKOTTNG TG
Oepaneiog pe Tecfidera oe acbeveig pe coPapés AowdEerg péypt v voydpnon mg roipméng (BA. mapdypago 4.8). "Evapén g Oeponeiog H Oepaneio pe Tecfidera O
TPEMEL VO EEKIVGL OTOSLOKG TIPOKELEVOL VoL PEtmBEL 1) eppavion epuBpiacng kot yaoTpeviepikdv avembopmtav evepyeidv (BA. mopdypogo 4.2). Zovdpopo Fanconi Exovv
avaepbet meprotatucd cuvdpdpov Fanconi pe m ypnon evog QUPUAKEVTIOD TPOIOVTOG OV TEPIEXEL POVHOPIKO SiebLAECTEPDL GE GUVOVOCHO pE GANOVG EGTEPES TOV
povpapucod o&oc. H mpdipn didryvmon tov cuvdpdpov Fanconi ko n Stakor tg Oeparneiog pe povpapucd Siedulestépoa givon onpovTikés yon ty mpoinym me epeiviong
veppuciig Suohertovpyiog Kot 0oteopodkuvons, Kabdg to cuvdpopo eivar cuvnbmg avaotpéyo. Ta mo onpovtikd onpeio eivor: Tpwteivovpia, yvkolovpio (e
PUGIOAOYIKG ETTTESOL GAKYAPOL GTO AL, VIEPAHVOEVOLPIa Kt QOoPaTovpio (Tldavdg GuvuTdpyovco pe vroemogatoio). H e£6MéEn g vocov pumopel va mepiapBavet
GLUTTAMOTE OTMG 1) TOAVOLPIa, 1) TOALSIYo: Kot 1) eyyOG HViKT) advvaptic. Xe GTAVIEG TEPUTTMOGEL VTOPOCPUTALLIKTG OGTEOUOAGKVVONG HE HT) EVIOTUGUEVO 0GTIKO TOVO,
umopel va Tpokdyouy avénpéva emimedo okoKnG POoPOTAcNG 6TOV 0pd Kat Katdypote amd vrepPoAikh emPdpuvon. Eivar onpovtiucd vo onpelobel 61t to chvpopo
Fanconi pmopei va exdniodet ympis avénpéva enineda kpeatvivng 1) omAd pubud orelpapatikng dmenong. Xe epintaon acapdV GOUTTOUATOV, Oa Tpénet va etetacTel
70 &vdgxOpevo cuvdpopov Fanconi ko va Sievepynbodv ot katddnieg efetdoeic. 4.5 AMniemdpacsis pe GAho QUPPROKEVTIKG TPOIOVTH Kol GAAES NOPOLS
arMmrenidpaong To Tecfidera dev €xel pekembel o8 GLUVSLACUO HE OVTIVEOTAIGUOTIKEG 1) (IVOCOKATOGTOATIKEG Oepomeies, GUVERMOG omatteiton TPOGOY KoTd TV
TOVTOYPOVI YOPIYNON. Xe KMVIKEG MEAETES Ylor TV moAAamAY) okApuven, 1 TowTdxpovn Bepameior VIOTPOMY pe Ppoyd KOKAO eVOOPAEPIOV KOPTIKOGTEPOEOOV dev
GUGHETIGTNKE LE KAVIKG GYETIKT adEnom Tov Aodéenv. H cuyyopiymon pn Cbvtmv epPoliov cOppova pe to ebvikd tpoypdppata epfolacuoy Oo mpénet vo e&etdleton
Katd ) drdprewa mg Oepaneiog pe Tecfidera. Ze o iihvikn pekétn oy onola cuppeteiyay cuvolkd 71 acbeveig pe vrotpomdlovoo Swkeinovoo todhamhi ckhfipuver,
ot aoBeveig vid aywyn pe Tecfidera 240 mg V0 POPES NUEPNGIMS Yior TOVAGYoTOV 6 pives (n=38) 1 pe U TEYKLAIUEVT] VTEPPEPOVT VLo TOVAGoTOV 3 pijves (n=33),
QVETTOEQY HL0L GUYKPIOHIT 0vOGOLOYIKT omdkpiot) (mov opileton g anénon >2 Qopég omd Tov TITAO TP Kot HETE TOV ERBOMAGHO) 6TO TOEOEISES TETAVOL (AVOLVIOTIKOG
gpPoMacOG) Kot 6e £va GULEVYHEVO TOAGAKXOPISIKO UPOA0 pmviyyttidokokkov opoopddag C (veoavtydvo). Q6T060, 1) aVOGOAOYIKY] GITOKPLOT) GE SLUPOPETIKONG
0pOTLITOVG £VOG U1 GLLEVYHEVOL 23-3OVOLOD TOAGAKYXOPISUKOD ELBOAIOV TVEDHOVIOKOKKOL (avTtydvo avecdptnto amd 1o T-khttopo) moikile o€ aupOTePES TIG OHASES
Oepomeiog. Oetikn avocoloyikn) amdkpion, 1 omoia opiletar mwg po avénon >4 popés otov Titho avticmpdtoy ota Tpio spPole, emtedydnke oe Aydtepa dropo oe
OppOTEPES TIG Opades Bepameiog. ITapatnpnonkay KPES apBINTIKES SIPOPES GTNV OmOKPLOT) GTO TOEOEIGES TETAVOL KL TOV TIVEVILOVIOKOKKIKO TOAVGAKYOPITT 0pOTUIIOD
3 uép ™G OULASOG TNG U TEYKVAOUEVG VTEPPEPOVIG. Agv StortiBevTon KAvikd SeS0HEVE GXETIKG LE THY OOTEAEGHOTIKOTITOL KoL TV ao@ieto tmv (hvtov egocbevnpiévay
epporinv ce acbeveig mov AapPavovv Bepameia pe Tecfidera. To epfotio pe (OVTES HkpoOPYoVIGHOUG EVOEXETAL VOL EVEXOLY aLENHEVO Kivauvo Khving Aoipméng kat dev
Bo mpénet va yopryovvtor o acbeveis mov AapBavovy Oepomeio e Tecfidera extog £iv, 6 EEUPETIEG TEPUTTAOGELS, 0VTOG 0 SUVNTIKOG Kivduvog Bempeitar Ot avtiotadpileton
0o ToV Kivouvo Tov SWTpEYeL To Gtopo Adym tov un epfoitocpod. Katd m Siipketa mg Oepaneiog pe Tecfidera, Bo mpémet va amopedyeton n tawtdypovn xprion dAhov
TOPOYDYDV TOL POVHAPIKOD 0EE0G (TOTKMV 1) GUGTNHOTIKGOV). X avOp®ToVS, 0 POLHOPKOS Sipeburestépag petoforileton eKTeVOS 0md ecTEPATES TPOTOL POAGEL 0TI
GUGTNHOTIKY) KUKAOQOPIa, eVd HETAPOALETON TTEPAUTEP® HEG® TOL KUKAOL TOL TPIKAPPOELAKOD 0EEOC, YMPIG TN GLHLETOYN} TOVL GUGTHUATOG TOL KLTOXPOHoTOG P4S0
(CYP). Aev avayvopiotniay SuvnTikoi KivGuvol QopHOKEVTIKOY CAANAETOPAoE®Y 0td in vitro pekéteg ovaoTtoAng kon enarymyns Tov CYP, amd pedém pe p-yAvkonpoteiv
1 omd pekéteg SEGHEVOTG TOL POLHOPIKOD SUEBVAESTEPOL Kot TOV POVLHAPIKOY povopedureotépa (Boaoucod petafolritn Tov povpapkod Siuedvreotépa) amd TpmTeives.
Suviin XPNOHOTOLOVHEVE POPHOKEVTIKG TTPOIOVTOL OE 0i00eVEIS [e moALmA oKkAjpuven, evopviKn viepeepovn Prita-1a kot o&uc yAatpapépn, Sokpdotniay KAvike
Yo SuvnTikég CAANAEMSPACELS HE TOV QOVHOPIKO SipedLAecTEPD Kat dev PETEBAAV TO PUPHAKOKIVITIKO TPOPik TOL POLHOPIKOD SueBVAEcTEPQ. ZTotyEior omd HEAETES e
vyeig eBehoviég vodeucviouy o 1 oxetilopevn pe to Tecfidera epubpiaon eivor mOavo vor pecolofeitan omd mpootayAavdives. Te 300 peréteg vyidv ebehovidv, n
Yopipynon 325 mg (1] 10odHvopov) akeTvhocahikvAkod 0&£0G xmpis evieptkn emuciiuym, 30 Aertd mpwv and to Tecfidera, mov yopnynBniav yio Sidotnpa 4 NHEPOV Kot yio:
Suompo 4 efdopddwv, avtictotya, dev petéfoie To QoppakokviTkd Tpoeid tov Tecfidera. Oa mpémet vor Anehovy vodym ot mbavol kivduvor mov oyetiovtar pe ™
Bepameio pe axeTvAoGHAKVAKS 0&D TPV amd T cuyyopnynon pe Tecfidera oe aoBevei pe Yrotpomdalovoo Awkeinovoo IoAkamhn Zickipoven. Aev €xet peletnBei n
pakpoypovio. (> 4 gfSopddmv) cuveyns xprion aketvrocaucvuikod 0&€og (BA. mapaypdpovg 4.4 kon 4.8). H tavtdypovn Bepaneio pe veppoto&ikd @apHOKEVTIKE TPOIOVTOL
(6meG apvoyAvKoaides, SLOVPNTUKE, 1N GTEPOELSN AVTIPAEYLOVAOIT Pappoia 1] AlB10) EvBEYETaL VL 0VENGEL SUVNTIKA TIG VEQPUKEG OVEMBOLNTES EVEPYELES (T.). TPTEIVOLPlaL
BA. mapdypapo 4.8) o aobeveig ot omoiot AapBavovv Tecfidera (BA. mopdypago 4.4 EEetdoeis aipatoc/epyosmpiokés eéetdoels). H katavihoon pETpiov mocotitmv
owonvedpotog dev petéfore v €kBeon oTov Povpapikd SieBLAESTEPL Kol dev CLOYETIOTKE e oénon Tav avemBountov evepyedv. H katovilmon peydhov
TOGOTHTOV GYLPDV CAKOOAOVXOV TOTMV ([E 0AKOOMKO BaBpd peyokdtepo amd 30% kat’ dyko) Oa Tpémet vor amopevyeTon yio piol dpa omd ) Ay tov Tecfidera, kabhdg
TO OWOMVEV O EVOENETAL VOL OSTYOEL GE AENUEVT GUXVOTNTA YOO TPEVIEPIKAOV avemBOpNT™V evepyeldv. In vitro pekéteg emorywyng tov CYP Sev katédeiEov odnienidpoon
peto&d tov Tecfidera ko TV AVTIGLAMTTIKGOV 0td TOL GTOHOTOG. X€ o in vivo peAém), 1 cuyyopriynon tov Tecfidera pe éva GuvELOGHEVO AVTIGLAMTTIKG 0O Tov
otopatog (vopyeoTidrn kot abvvloleTpadioln) dev TPOKGAEcE OMOWSNTOTE GYETKY) METAPOAT] oty €kbeon oe avTIGVAMTTIKG amd Tov oTOpoToG. Agv éxouv
mpaypoarormom0ei peréteg CAMNAEMSPACEDV HE AVTIGUAANTTIKG. 0IT0 TOV GTOHOTOG TTOL TEEPLEYOLY GAA TIPOYESTAYOVE, 1¥GTOCO dev avapévetar enidpaoct) tov Tecfidera oty
£kBeom Tovg. Hawdatpucdg mnbuopog Meréteg adnemdpioemvy Exovv mpaypatomomdei povo oe evipies. 4.6 Fovipdtnra, konen kor yohovyio Konen Aev dwrtiBevron
1} ivon mepropiopéva Tar KAViKG Se30pEVOL GYETIKG. PE T PTCT| TOL POVHAPKOD SueBulectépa oe Eykvous. Meléteg oe (Do Katéderio avamopayyy to&otmro (BA.
napdypago 5.3 mg Iepinyng twv Xapokmpiotikdv tov Tpoidvrog). To Tecfidera dev mpémet va ypnoipomoteiton Kotd t SdpKele TG EYKLHOGUVIG, KOBADG Kot o
YOVOIKES ovoaporyay kg nAKiog ympig my xpion katdiAning ovuicOAAnymg (BA. mopdypopo 4.5). To Tecfidera Bo mpénet va yopnyeiton Koé T SIGPKELL TNG EYKVHOGUVIG
povo v amoteiton copmg Kot av o mboave dperog dtkatoroyel Tov mBavo kivduvo yia to £uBpuo. Onlacuog Asv gival YVaoTO €6V 0 OVHAPIKOS SueBuiesTtépag 1 o
petoforiteg Tov amekkpivovial 6to avBpdmvo yéiha. O kivduvog ota veoyévwnto/Bpéen dev pmopei vo omokAetotel. [Ipémet va amogooiotet edv Ba Swakonet 0 Onhoopog 1
av B Sokomel n Oepomeio pe To Tecfidera. o mpémet va AneOovv vIEOYM T0 HPELOG TOL LoD Yo TO TEd Ko To Gperog TG Bepameiog yio. ) yovaika. Fovidmra Asv
VIAPYOLV SEGOUEVE CYETIKG. E TIG EMOPAGELS TOV POVHOPIKOL IUEOVAESTEPE TNV avOPOTIVY YoVidTToL. AESOHEVOL OO TPOKAVIKEG HEAETEG OEV VITOSEUVIOLY OTL O
POLLOPIKOS dpeBVAESTEPOG ptopei vaL oyeTileTon pe ovénpévo kivduvo peimong mg yovipomag (BA. mapdypogo 5.3 g Iepiinymg tov Xapakmpiotikdv ov [poidvog).
4.7 Emdpaoeig otny wavotipte 0diyneng kon yeipiopod pryavnpdrev To Tecfidera dev £xet kopio 1) éxel aonpavn emidpoon oty iavoTta 0d1ynong Kot yepiopon
pxavnudrev. Asv £xovv Steloy0ei HEAETEG YETIKG LLE TNV EMOPOOT) GTIV KAVOTNTA O31YNONG KOL YEPIGLOD pNyavnpatev, cAAG Koptio emidpaot) Tov SuvnTikd emmpedtet
vt mV wavomta dev Bpébnke va oyetiletar pe tov povpapikd Siuebureotépa oe KAvicES pehétec. 4.8 AvemBopnteg evépysieg ovoyn tov mpoeil aceddewag Ot mo
ovyvég avembdpmteg evépyeleg (enimtmon >10%) y acBeveic mov Ehafav Oepomeio pe povpapud Suebuiectépa frav 1) epLOPINCT KoL TOL YUSTPEVTIEPIKE GUUBAUOTL
(SnAadm Sappora, vavtia, kothakd dhyog, dhyog dve Kotkakig ympag). H epubpiacn kon ta yaotpevtepucd cupPauarta teivovy vo Egkvodv oTa opyikd oTddtor g
Bepameiog (1roitepa Katd TOV TPAOTO prver) Kot e 0obeveis ot omoiot eppavilovy epubpicion Kot Yoo Tpeveptkd cupPaporte, eVOEETOL aVTA Vo GLVEXIGOLY Vo engavifovtor,
Kord Swompate, kabokn ™ Sdpketo g Oepomeiog pe Tecfidera. Ot mo cuyvé avopepdpeves avembOuNTeg evEpysleg mov odynocav ce dokom (emintwon >1%) oe
acBeveig ot omoiot Eafay Bepaneio pe Tecfidera izav 1 epubpioon (3%) kow to yaotpeviepucd copPpota (4%). e EASYXOUEVES HIE EIKOVIKO PAPLOKO Kol & U eAeyyOpeveg
Khvikég pehéteg, Exovv cuvorkd AdBet Tecfidera 2.468 acbeveig kot Exouv mopakorovdnBel yio xpovikég Teptodoug £0¢ Kot 4 £, pe GLVOMKY kbeon 1odhvan (e
3.588 avBpamo-¢m). Ilepimov 1.056 acBeveis £xovv Adfer Oepaneio pe Tecfidera yia nepiocotepo omd 2 £m. H epmeipia o pun eleyydpeves KAMVIKEG SOKILES £ivort GOLPVI
e TNV eUTELPi0. OE EAEYYOLEVEG [LE EIKOVIKO PAPHOKO KAVIKEG SOKULES. ZVvVOYM TOV avemBOIMTmY EVEPYEIDV GE LOPON TVOKE XTOV TOPOKATO TIVAKL, TAPOLSLALOVToL Ot
avemBOpNTES EVEPYELE OL OTTOTEG avapEpBNKay GuyvOTEpa o€ tobeveis ot omoiot Exovv AdPet Oepaneio pe Tecfidera évavti acBevdv ot omoiot £xouv Aafet elkovikd @appaKo.
Avtd T dedopéva TPogpyovTar omd 2 KOPLES, SUTAG TVPALS Khviég dokiuég Daong 3, EAEYYOLEVES e EKOVIKO QAPHOKO, OTIG 0moieg cuvokd 1.529 acBeveig Elofov
Oepaneio pe Tecfidera yio émg ko 24 piveg, pe cuvohun éxbeon ion pe 2.371 avBpomo-¢m (BA. mapdypago 5.1 mg Hepinyng tev Xopakmpiotikdv tov [Ipoidvtog). O
GUYVOTITEG IOV TEPLYPAPOVTUL GTOV TTOPAKGTe Tivaka Bacilovton oe 769 acbeveis ot omoiot Ehafav Oepomeio pe Tecfidera 240 mg, 500 Popég v Nuépa, kon 771 acbeveig
otomoiot ELaPav eucovikd eappako. Ot avemBupntes evépyeteg mapovotdlovron Bacet mpotudpevev dpav katd MedDRA, avé Kamyopia/Opyaviko Zoompo. H enintwon
TOV TOPOKAT® OVETBOLNTOV EVEPYELDV SLUTLTIOVETON GOLPMVE PE TG TapoKGTem katnyopieg: [Todd ouyvég (>1/10), Zuygvég (> 1/100 émg < 1/10), Oyt ouyvég (>1/1.000 g
<1/100), Zrdvieg (>1/10.000 £wg <1/1.000), ITokd orévieg (<1/10.000), Mn yvootég (1) cuxvomta dev pumopei vo ektipmBei pe Béaon to Stubéotpo Sedopévar)
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AOAEEIS Ko TOPUCITAOGELG TIpoiovoa moAvesTiakh Asvkoeykepohonddeto, (PML) ' | Mn yvootég
'Eprng (wompag! Mn yvootég
Agugomevia Toyvég
AwTapoyég TOL AHOTOUTIKOY KO TOV AEUPUKOD GUGTIHOTOG Agvkormevio Toyvég
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Yrepsvouchnoio Oyt ouyvéc
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AWTopoyéG TOL GVOGOTTOMTIKOY GUGTIHHOTOS Atormvoro! Mn yvaoréq
Yro&ia! Mn yVooTic
Yrotaon' Mn yVootig
Ayysiooidnua! Mn yvooTic
Al0TOpOyES TOV VEVPIKOD GUGTALATOG Aicfnon kavoov Toyvéc




. . EpvuBpiaon TIoAd cuyvéc
Ayyelcég Sotapoyég Eeavec Sopvéc
Alappota TIoA) cuyvéc
Nowrtio TIoAd cuyvég
Alyog Gve KOMOKNG YOPOg TToA) cuyvéc
AwTapoyég TOV YUOTPEVTEPIKOD ’lé‘(l}:gké édyog gsi‘};suxveq
Avoneyia Toyvéc
Tactpitida Suyvég
Al0Topoym) TOL YUGTPEVIEPIKOD Suyvéc
AoTOpTIKA OUIVOTPOVGQEPGON CLENUEVN Toyvég
Awapoyég ToL NIaTog Kot TV YoM eOpmv Apuvotpavopepdon g oravivig ovénuévn Zuyvég
Doppokoysvig nmatiey BAGSN' Mn yvworég
Kvnopog Toyvég
Awtapoyég Tov SEPHATOG KoL TOL VITOSGPIOV 1I6TOD Eé&dvinpa Tuyvég
Epvonuo Toyvég
AwTapoyég TOV VEPPMV KoL TV 0LPOPOP®V 0dmv Tpwreivovpio Zoyvég
Teviés Storapayég Kot KATaoTaoELS TG 0800 YopynoNg Aicfnon Oeppon Toyvéc
Meétpnon ketovav oto, 00pa TIoh0 cuyvég
HMapordavikég eéetdoelg Asgvkopotiv) 00pev Betiki Suyvéc
Ap1B1OG AEVKOKVTTAPOV LEIWUEVO Toyvég

T AvemObunreg evépyeieg mov mPOEKLYOY UOVO GO THY EUTEEIPIA LETE. TV KVKAOQYOPIa. 6TV oyopa.
Hepypan emdeyuévov avembountov evepyeidv Epvlpiaon Le eEheyyOUEVES LIE EOVIKO QPAPUAKO UEAETES, T emimTmon g epuBpioong (34% évavt 4%) kat TV e&dyemy
(7% évavtt 2%) Ntav avénpévn oe acbeveis ot omoiot EhaPav Oepaneio pe Tecfidera cuykprrucd pe aobeveig ot omoiot Eafav eikovikd eappoko, avtiototye. H epubpioon
GLYVA TEPYpapeTon G pLOpiaom 1) e&dyers, dAAG pmopet va mepihapPavet kon ddka cupaporto (.. Oeppomra, ppBpomTa, kKvnopud kot aictnon koncov). To cupfdporo
gpubpiaong teivouy va Eekvouy oo apyikd otddia g Bepameiog (1waitepa kaTd Tov TPOTO pNvar) Kot o€ aobeveis ot omoiot mapovsctdovy epudpiact, avtd To cupBapoTe
givon Suvatdv va cuveyicovy va eppavifovtar katd Swotpato kabOAn ™ didpkela g Oepomeiog pe to Tecfidera. e aobeveig pe epubpioon, n mhetovomra napovsioce
ovpfapora epudpioong mov firav Nmog 1 pETplag coPapdtntog. Xuvolkd, 3% twv acbevav ot omoiot EhoPav Oepameia pe Tecfidera diEkoyav Aoyw epubpiacng. Zofopn
epvBpiaon, 1 onola pmopei va yopoxmpiletar and yevikevpévo epvbnua, e&avinuo ko kvnoud, mapampibnke ce Aydtepo omd 1% tov acbevav ot omoiot Edafov
Oepomeio pe Tecfidera (BA. mopoypdgpovg 4.2, 4.4 ko 4.5). Toopeviepiés H enimtoon tov yaotpeviepikdv cupfopdtav (my. Sippota [14% évavtt 10%], vowtio
[12% évavt 9%, dhyog éve kotokig xdpag [10% évavtt 6%, kotoko dhyog [9% évavti 4%, éuetog [8% évavt 5%] kot duomeyio [5% évavtl 3%)]) frav avénuévn oe
acbeveig ot omoiot Ehafav Oepaneio pe Tecfidera cuykprrucd pe aoBeveig ot omoiot Elafav ewovikd eappoko, avtictorya. To yooTpeveptkd cupPauoTe Teivouy Vo EeKvooy
o0 apyIKG oTadia TG Bepomeiog (Waitepa Katd TV TPMTO pive) Kot 6€ 0cbeveig oL 0moiot TopoLsaovy Yoo TpevVTEPIKE cupPdpata, avtd vt Suvatdv va cuveyicouy
va gpgavifovron katd dotipate kaboin ™ ddpkela g Oepameiog pe to Tecfidera. Zmyv mhsovoto TV 0:60EVOY 01 0MOIOL TOPOVCINGOV YAGTPEVTEPUKH GOUPALOTA,
VT MTay NIog M pETpLog coPapdmrac. Téooepa toig ekatd (4%) tmv acbevav ot omoiot Ehafav Oeponeio pe Tecfidera Siékoyav Adym TmV YOOTPEVTIEPIKOV GuBopdTeY.
YoPopd yaoTpevieptcd cupBapaTo, COUTEPMUBOVOUEVIG TG YOOTPEVTEPITISNG Kot THG YaoTpitidag, mapatpntnkay oto 1% tov acbeviv ot omoiot EaPav Oepaneio pe
Tecfidera (BA. mapdypagpo 4.2). Hrozikh citovpyio. Baoel Se00UEvoV omd ELEYYOUEVES LIE EIKOVIKO QAPLOKO MEAETEC, 1) TAEIOVOTNTA TV 0GEVAVY pe avénpuéva eminedo
NTOTIKOV TPOVCUHUIVAGHV EUPAVIOE TIES <3 QOPES 0o TO avAOTATO PuSLoAYLKO Opto (ULN). H awénuévn eninton g avodov Tmv NaTikov Tpoveapvac®v g acheveis
ot omoiot Ehafov Oepomeio pe Tecfidera oe oyéon pe Tovg aobeveis ot omoiot Ehafav EKOVIKO QAaPLLAKO TapaTPTONKE KUPIOG KUTE T SLEPKELD TOV TPOTMV 6 PNvadv
Oepaneiog. TTapammprifnkay avENGELS TOV ETUES®V TG AUVOTPAVOPEPGOTG THG GAAVIVIG KL THG ACTIOPTIKIG CUIVOTPOVGPEPAOT Katd >3 popés amd To ULN, avtictoya,
o€ 5% Kot 2% tav acbevdv ot omoiot ELaPav euovikd eappako kat oe 6% kot 2% tev achevav ot omoiot ElaPav Oepameia pe Tecfidera. Ot dtokonég Aoym avénpévav
EMTESOV NIATIKOV Tpaveopvacdv fitav <1% kot frav topopotes oe acbeveig ot omoiot EhaPav Oepomeio pe Tecfidera 1 ewovikd pappako. Xe pedéteg eeyyOpeves pe
EIKOVIKO PAPLOKO dev TapatpriNKay VEAGEIS TOV ETTESMV TV TPAVGOLIVISHY Katd >3 @opég amd To ULN pe tontoypoveg onvéioelg g olkng xorepudpivig katd
>2 opég and to ULN. Amd mv epmepio petd v kukhogopio oty oyopd, £x0uv avagepBel adénon tmv Nratkdv evEOHmV Kot TEPUTTAGELS GUPHOKOYEVODS NTATIKNG
PAGPNG (owEfoelg TV enmédmy TV TpaveovVas®V Kotd >3 gopég amd to ULN pe tantdypoveg onéioelg g oMkng xohepubpivng katd >2 gopés amd 1o ULN) petd omd
™m yopnynon tov Tecfidera, ot omoieg voydpnoav pe ™ droxom) mg Bepaneiog. Aoiuamders "Exovv avapepbei Loypdéeig amd épmmra (oompo pe tn xprion tov Tecfidera. Ze
oL pokpoypdvia HeAém) enéktacng mov Ppicketar oe e&EMEN, oty omoia 1.736 acbeveig pe moAkomhn okinpuvon AopPévovy Tecfidera, mepimov to 5% TV acbevav
ekdMAwoay Eva ) Teplocdtepa cupPavta Epmnta {ooTpa, To 0TToio. TaY 6TV TAEIVOTNTE ToVG oG 1 pETpLag Papumros. Ta mepiocdtepa dropa, cupmepopfovopévov
ekeivov mov ekdnimoay cofapn hoipwén amd Epmro Loothpa, SEBETaY TIEG AEUPOKVTTAPOV VYNAITEPES OO TO KATMTEPO PUGIOAOYIKO OPLO. LTCL GTOLLL LLE GUVVTIAPXOVGOL
Aepgonevia emikportovoe N Aeppomnevio fodpod 2 kot 3. Metd mv kKukhogopic ToL TPoIdVTOG TNV oyopd, T0. TEPLOGOTEPA TEPIGTATIKA AoipmEng amd Epmta (ooTipa tav
un coPapd ko voydpnoav pe ™ yoprymon Bepameiog. Metd v Kukho@opic Tov TPOIdVTOG 6TV ayopd, STiBevion TEPLOPIGUEVEL SESOUEVOL GYETIKG. LE TOV OOAVTO
apOpd reppokvttapav (ALC) oe acbeveig pe hoipmén omd épmra (ootipa. Q61000, OTIG TEPITOGELS OOV avapépbnke, oL mepocdTepol aobevels mapovsiacay
Aepgonevio Budpov 2 (<0,8 x 1071 £wg 0,5 x 10%/1) 1 Babpod 3 (<0,5 x 10%/1 éwg 0,2 x 10%/1) (BA. mapdypapo 4.4). Agupomevio Te ENEYYOUEVES UE EIKOVIKO GAPUOKO HEAETES,
oL mepiocoTepot acbevels (>98%) siyav PUGIOAOYIKES TEG AsppOKLTTAPMY TPV ammd ™V évopén g Bepamsiog. Katd ™) Bepamsior pe Tecfidera, o pécog opibuog
AeppOKLTTAPMVY HEDONKE 6TO SLBGTNIC TOV TPATOVL ETOVG, e emakdAovdn cTabepomoino. Katd pécso 6po, o aptBuds tmv Aepgokuttapny peidbnke katd tepimov 30%
o€ oyéon pe TNV Ty avopopds. O pécog Kot SIGEOg opBLOG AEUPOKVTIAP®VY TAPEHEVAY EVTOS PuSIoLOYIKGV opiwv. [Tapatnpnonke aptBuds Aepipokuttdpmv <0,5x10%/1
oe <1% v achevdv ot omoiot ELafav eiovikd eappako kot 6% tav acBevdv ot omoiot Eafav Bepomeio pe Tecfidera. apotnpnBnie apiBpog Aeppokvttdpav <0,2x10%/1
og 1 aobevn o omoiog eiye Mafet Oepaneia pe Tecfidera kon oe Kavévay omd Tovg aobeveis ot omoiot iyav AGfeL EKOVIKO QAPLOKO. & KAVIKEG HEAETES (TOGO EleyyOpEvEg
000 Ko i1 EAEYXOUEVES), 9% TV aobeviv eiyav apdpo Aeppokvttdpov >0,5x10%1 ko <0,8x10%/1 yia: TovAdyiotov €5t pmves. 2% tav acbeviv topovcioocay aptBud
Aepgokvttapov <0,5x10%1 o tovhdyuotov €6 wives. Ze auth ™V opdda, o aptBpdg AepPoKLTIGp@V oty TAevOTTo, TV Teputt@oemy tapéueve <0,5x10%/1 pe
ovveylopevn Bepamneio. Iapovoidotnke PML o katdotaocn pétplag £0g copapnis mapatetapévng Aeppomnevios (BA. mopaypagpo 4.4). Mny puoioloyiés tués epyaotnpiaxcy
£&etaoeY Xe ENEYYOUEVES UE EIKOVIKO PAPLOKO HEAETES, OL TIHEG TV KETOVAV 6T ovpa (1+ 1 peyokitepes) frav vymAdtepeg oe acbeveis ot omoiot ElaPav Oepameio pe
Tecfidera (45%) o€ 60yKpion pe Tovg acBeveis ot omoiot ELaPav ewovikd pappako (10%). Aev mapatnpidnkay avembopnTes KAvikég cuvEREeles TG KAvicég dokpés. To
emineda g 1,25-6wdpoéuPrrapiving D peidOnkav oe acbeveig ot omoiot ElaPav Oepaneio pe Tecfidera oe oyéon pe Tovg aobeveis ot omoiot ELoPav eloVIKO QAPHAKO
(S1641660 TOGOGTO EiONG GE GYESN He TV Tipn avapopds ota 2 £t 25% évavtt 15%, avtictoyw), eved Ta enineda g mapadoppovng (PTH) avéinkay ce acbeveig ot
omoiot élafav Oepaneio pe Tecfidera oe oyéon pe Tovg aobeveis ot omoiot Edafav ewovicd eappako (Sidpeon mocootiodo adénon amd ™V Ty} avapopds oto 2 £m
29% évavtt 15%, avtictorya). Ot péoeg Tég Kot yio Tig 300 TaPUUETPOVS TAPEUEVOY EVIOG PuSIoloykdy opiwv. TTapampinke mopodu) cvénon g péong TG Tov
Nocvoilev Kotd ™ Siipketa TV TpdTaV 2 unvév Bepareiog. Hodarpudg minBocuds H acpdhewn tov Tecfidera oe moudiotpucong acBeveis pe modhamitl okinpuvon
NAKiog kaTm Tov 18 g1V dev Exel okOpoL TEKUNPLOBEL. Xe Lol Lkpr, ovoukTH, pn eAeyxOpeVT pueAé Sidpketag 24 fdopddmy oe ToudoTpikodg acbeveis pie votpomdalovoa-
Swkeinovoo morhamir okdipuven (RRMS) niukiag 13 €ag 17 etdv (120 mg 390 popég v nuépa yio 7 nuépes, akorovbodpeva amd 240 mg 390 GOpEG TV NUEPA Y10, TO
vrorourto g Oepomeiog, TANBLOHOC aoPdEwng, N=22), akohovBolLEVN 0mtd peAET eméktaong 96 efdopddmy (240 mg 300 Popég ™V Nuépa, TANBLeHOG aopdielng n=20),
10 TPOQIL aGPIAEIG PAVIKE TOPOUO0 HE oUTO TOL TopoTnPndnke o evilikeg acbeveic. Avapopd mbavoloyovuevav avemBountov evepyeldv H avagopd
TOOVOAOYOUEVOV AVETIOOUNTOV EVEPYELDV LETG Omd TN YOPNYNoT GOEWS KUKAOQPOPIOG TOL (UPHOKEVLTIKOD TPOldVTOG eivon onuovtikl. Emtpémer ™ ocuvveyn
TapakorodBnon g oxéong 0PELOVG-KIVEHVOL TOL PUPHOKEVTIKOD TPOIOVTOC. ZNTEITOL 0O TOVG EMYYEMIOTIES VYEING VoL AVAPEPOVY OTOLECONTTOTE THUVOAOYOVEVES
avembopnTeg evépyeleg PEc® tov gbvikod cvotuatog avaeopds: EAGda Efvucdg Opyoviopds @opudkmv Mecoyeiov 284, GR-15562 Xolapyods, Abnva, Tnk:
+ 30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtonog: http://www.eof.gr. Kdnpog Qoppakevticés Ymmpeoies, Yrnovpyeio Yyeiog, CY-1475 Aevkooio, oé:
+357 22608649, Iotdtonog: www.moh.gov.cy/phs. 4.9 Yrepdoooroyia Exovv avagepdei mepiotaticd viepdocoroyiag pe o Tecfidera. Ta cupmtdpato mov meptyplenkay
GE (VT TOL TEPLGTATIKG 1TV GUUBOTE PE TO YV TO Tpopik avemBvpmtv evepyeidv tov Tecfidera. Aev vidpyovy yvmoTég Oepamevticés TopepBacels yon ty evioyon mg
amoPoAng tov Tecfidera ovte vapyel YvOOTO avtidoTo. Xe mepint@on VIePSOGOOYInG, GUVIGTATOL 1) EVOPEN CUUTTOUATIKIG VIOGTNPIKTIKNG 0ymYNG, OTmG EVOETvVLTOL
Kuviké. 7 KATOXOX THE AAEIAY KYKAO®OPIAX Biogen Netherlands B.V. Prins Mauritslaan 13, 1171 LP Badhoevedorp, OAlovdio 8. APIOMOX(OI) AAEIAXZ
KYKAO®OPIAX EU/1/13/837/001, EU/1/13/837/002, EU/1/13/837/003 9. HMEPOMHNIA MIPQTHX ET'KPIXHX/ANANEQXHY. THX AAEIAX Hpgpopmvia
mphmg €ykpong: 30 lovovapiov 2014, Hpepopmvie tedevtaiog avavéoong: 20 Xemtepfpiov 2018 10.
HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY 01/2020, Aentopepeis mnpogopieg yio. 10 mopdv
PAPHAKELTIKO TTPOTdV givar dtobéotueg oTov diktvakd Tomo Tov Evpomndikod Opyavicpod Gapudkmv: http:/www.
ema.europa.cu. TIMH Evdewktuki (N.T.): TECFIDERA GR.CAP 120MG/CAP BTx14: 104,16€, TECFIDERA Avagépete
GR.CAP 240MG/CAP BTx56: 714,20€ TPOIIOX AIAGEXHZX: [lepopiopévn 0pikiy Guvtoyr| amd €10k 10Tpd OBl EmaiiE e QevapyeE e
KO TPOKOAOVON oM KaTd T SIEPKELD TG otymyNG < OMA mw] TEG EVEQYELES Y
Qdppaka
Zupmnpavovtag mv “KITPINH KAPTA”

Bon®rjate va yivouv Ta ¢dpuaka mo acpair kat
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H TMoAarAd 2kArjpuvon dev
T0 PBdler moté Kdw, ONwg

dMwote oUte kal ta drtopd
TOU TTACXOUV anod autH.

Eivai  awnoxwpnta  otnv
andéeacr Toug va (Acouwv N
Cwr| Toug TIapd ta ePnddia oto
Spduo ToUuG.

Efval to addpaoto nvedua toug
QuTO TIOU PAg ePTVEEl GAOUG Va
efuaote e&foou avumoxwpnTol.

21N NOVARTIS, xihddeg emayyehuatie¢ oe 90 xwpeg douhelouv akoUpaota yid va
eCakeifouv tO @opTio TNG MOMAMAG okAfjpuvong. Osuehiwvoupe veeg Bepareieg
Kal TIpooeyyioel Mpokeluévou va oupmepiAdBoupe aoBeveic mou dev umopouoape
oto TapeAddy, kal yabaivoupe WG idikol Plodeikteg pmopouv va Bonbrcouv otnv
a&lohdynon tou KivoUvou Kal TnG evepydTNTAg NG vOoou. .. kal autd eivar gévo n apxn.

Ol MONOI MNOY NMOAEMOYN XKAHPOTEPA ENANTIA XTHN
MOAAAINAH ZKAHPYNXZH EINAI AYTOI NOY ZOYN ME AYTH
KAI AYTOI INOY TH ©EPATNEYOYN.
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