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Zinbryta (daclizumab beta)V: AvooroAn ddeloq rurAogopioq

ornv EuPonoirq'Evalo4

V fo eoppoKo ouro retrei uno oupnlnpoporlKn noporcotrou6non' Auro 0o enrrpdq'ret ro

ypnyopo npoo6ropropo veov nAqpogoprcbv oogoAeroq. Zrlreiror ono rouq enoyyetrporieq uyeiog

vo ovoQepouv onoteo6r'1 nore n toovoAoyou peveg oven t0u p rlreg ev€pyereg'

AYonrlrd EnoYYetrProrio YYeioq,

H Biogen, or oupQovio pre rov Eupconoiro opyovropo oopporov (EMA) Kol rov Eovtro

opYov|opo oopporcov (E'o'o), entou;rei Vo ooq evrlprep<boet oxertro pe ro orotrouoo:

'0":*1, 

o6ero rurtrorpopiog rou zinbryta ovomi]\reror cnnv EupconoTrrl
'Evcoor1. To Zinbiitu ou'o^oleiror firlv Euponoirq'Evtooq p€ op€on loXU'

Aurrl q ovomotrq inerot neptmortrctbv ovooo)\oyrrco €noYoU€vnq

,V*r'.poiitrdog ror pnvryyosyre<po)\irr6oq ro onoio dXouv ovoqepgei oe

ooOeveig uno Oeponeio pe Zinbryta'

- - - ::ffiffi#il::::J# Jffi"ffffil .:,':il,il ff ffi5.
nou fq'UBououu- eiponeio pe Zinbryta yro vo ou(qrnoouv evotrtrorrrrdq

Oeponeurrrig enrAoYdg.
,oAor ot ooQeveig nou [lorconrouv ro Zinbryta 0o np$ner vo

evqprepcbvovrol orr ovenreupnrtq evdpyereg evddXeror vo spqovlorouv Ylo
drq Kol 6 pnvsq pero 

' 
rn 

.6torconr'1 
Kgl vo ouprpoutre0ovrot vo

,n,*o,utunoouv'opioo ps rov Ylorpo rouq €oV. €UQovlorouv onoto64nore

uto ourrnrcbproro oncDq' nopor€rop€voq nu per6g, oopopog novorcdcpotrog,

vourio 11 dperog'

N\treg ovooo)\oyrro €noyop€v€q 6roropox6g, on(l)q 6uorpooieg rou

oiporog, eupeoe'birrdo q ongpotrrotovecppirr6o pnopei vo €pqovtcrro6v.

Ot oo$eveiq nou 6tor6nrouv ro npoiov 0o np€n€l vo nopoKo)\ouQouvrot
;;r1dirorou uio a;;d ro unvo Kor nro ouxvo, gncoq evdeirvurot rtrtvtro,

Vr O'a*n;ro 6cog'ror 6 Unv€g p€ro rnv retreuroio 6ooq rou Zinbryta'

IteponEpco nA4pogopieq oyenxd pE rqv avooroAfl rqg AEercg KuxAotpopioq

To Zinbryta eivor dvo a[ovopononotqpdvo ;tovorArrlvtro ovriocopo IgGl ro onoio evoeirvurot

yto rrl oeponeio evqAircov oooevcbv u€ unorponro(ouoo uopan rqg noAtronAnq orAnpuvonq ol

onoiot eiyov ovenopKn ovronoKplon o€ rouAoytorov 6uo rpononolnrrrdg rqg v6oou Oeponeieg

(DMTs) Kot Yto roug onoioug ovrevdeirvurol n eivol ororol lnln onolodqnore oAAq DMT'

Mero rrlv ovoQopo neptororlrcbv eyregoAirrdog Kol prlvlYYoeyreqoAilfloq oe ooQeveig uno

Qeponeio U€ Zinbryta, o Eupornolrog Opyovropog OoppoKov (erivqoe ovooKonnon rnq

oogoAerog rou Zinbryta. Koro ouvdn€to, q o6eto rurtrogopiog tyel ovooroAei rot €yet {ertvrloet

q ovorcAqoq rou npoiovroq ono rqv Eupconolrq oyopo'
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flopoAA4Ao, n Biogen ono<pooroe vo onooupet eQetrovrtrco rqv odeto rurAo<popioq rou Zinbryta

(daclizumab beta) orqv Eupconoir4 'Evcooq, H onooupon rnq o6erog rurtrogopioq 0o AoBet

xcbpo evooco n ovooKonnon rnq oogotrerog ono rov EMA ppiorerol oe e[etrt[n'

E n r xorvotvio yrc avogo pd aven fi t 1t nr@v evepyenbv

VYnevQupri(eror orl ro ZINBRYTA retrei uno oupntrrlpcoporlKn nopoKoAo00qorl' Auro

0o enrrp6qe| ToV ToXU npoooropropro vdcov n)\npocPoprcbv oogdtrerog.

Onoreodqnore nroovoAoyoupeveg ovent0upqreg evipy€leq nou ouvdiovrol pe rn Xpnon

rng daclizumab Oeta g'o npenel vo ovoq€povrol'oupgcovo pe ro e0vrr6 ouornpo

o u0opp qrcov ovo goPcbv.

Koro rnv ovoeopo, nopoKo^€ioe€ vo nop6XEr€ 6oo ro ouvorov neploooTep€q

nAqpogopieg, oupneplloprpovolrdvcov r(l)v nAqpogoprcbv oxerlKo pe ro torpt16

roropr16, ono,oOnnorl orvxopnynon otrtrou gofpo*ou, rogcbg Kot .q nuepopnviaq

trnq;ng rov goppoK6pv *o, .U.poulonq r1pv ovenrQul-tqrov €vtpYetcbv' YnevQu;ri(eror o1

or ovenroupnr€q evipyereg no, ouuoiovrol pe rn xpnon rou ZINBRYTA unopouv vo

ovogdpovrol ouuQ(,)vo pe ro eevrro 
"'-nfJo 

oueoppqt'v ovoQopdv mov Eovrro

opyovropo oopprorcov, Tunuo Avenr0u;rqrcov'Evepyetcirv, pe rqv unopoAn rnq Kirptvng

Koprog P€ rouq eqng rponouqr

o HtrerrPovlKn unopo)\n rrlg Kirprvnq Koproq pr6oc'l rng loroo€)tidoq rou EOO

http : //www. eof . g r/web/g uest/yel I owg enera I

. ,Evrunn popen onoarotrq Lrdo<o royubpopeiou., oreAcbG, fro TUnpo Avento[r;rqrcrlv

Evepyercbvrou EOO (Meooyeicov 28|, iiSOZj rqAigorvo entrcorv<ovio9: 2!3-2040380 n

2L3-2040337.

o YnoPoAq Pr6o<o OA= mo 210 6549585

Evotr)\orrrro, ol ovenrgu;rrlreg evdpyareg unopou-v -vo ovoqdpovror ornv erotpeio

FENE>I: OAPMA A.E' mo rrlAeqcovo' zrcezlt500 (oneuOeiog Ypqppn oe epydorpreg

cbpeg : 2t0877 L590, Z4 opn Ypo U pn : 6977 09 L7 68)
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