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MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo QAPUOKO QVTO TEAEL LTTO GLUTANPOUATIKT TOPAKOAOVONOT. AVTO Ba EMLTPEWEL TO YP1YOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTEITOL 0O TOVG ETOYYEAUOTIEG VYEING VO OVAPEPOLY
omolecdNmote mBavoloyovueveg avemBountec evépyeiec. BA. mapdypapo 4.8 yia tov 1pdmo avapopdg
AVETBOUNTOV EVEPYEILDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

LEMTRADA 12 mg mokvo S1dAvHE Y10 TOPAOKEDT SLOADUATOG TPOG EYYLOT.

2. MOIOTIKH KAI TOXOTIKH XYNGEXH

Kd&0e proridro mepiéyet 12 mg areptovlovpdunng oe 1,2 ml (10 mg/ml).

H aAeptovlovpdaunn eivar £va LovVOKA®VIKO 0VTICOLLO TTOL TOPAYETUL LEG® TEYVOAOYIOG OVUCLVOVAGUEVOD
DNA og evaudpnpo kaAMEPYELNS, KuTTapmVv OnAactikobd (Qobnkng Kivelikod Kpumtol) péca oe Bpentixd

VMKO.

"Exdoyo e yvootn dpdon:

To papuaxo ovtd mepiéyel Aryotepo amd 1 mmol kadiov (39 mg) ava Eyyvon, dniadn sivol ovclacsTikd
«erehBepo Kaliovy.

To @dppaxo avtd mepéyet Mydtepo and 1 mmol vatpiov (23 mg) avd £yyvon, dnAadr| eivol oVGLOGTIKA
«erehBepo vatpiovy.

INa tov TAnpn kaTdloyo TV KOOV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

[Tukvo didAvpa yio Tapackevy] SIHADHOTOS TPOG £YYLOT (ATOGTEPOUEVO TUKVO SALUA).
Awoyéc, dypopo £mg ELaEPOS Kitpvo Tokvo dtdAvpa pe pH 7,0 - 7,4.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég evoeitelg

To LEMTRADA egvdeikvotar mg povobepameio. TpOTOTOUmTIK TG VOGOU G€ EVIIAMKEG e VYMANG

evepydTTag LTOTPOTIALOVGO-OloAEimoVaa TOALUTAT okANpvvoT (RRMS) yia Tig axdAovbeg opdadeg

aclevav:

. Acbevelg pe vOGo LYNANG evepydTNTOG TOPA TNV TANPY| Kot ETaPKT BEPUTEVTIKN aymYY| LE
TOVAGYLoTOV o TpoToTomTIKY| TG vooov Bepaneio (DMT) 1)

. Aocbeveic pe tayéwmg eEehooduevn, cofapn VTOTPOTIALOVGO-OIUAEITOVGA TOAAUTAT GKAPUVGT], M
omoia opiletal amd 2 1 TEPIGCOTEPEG VTOTPOTEG TOL TPOKOUAOVV avamnpio LEGa oe Eva £T0G, Kal pe 1
N mepiocodtepeg PAaPeg mov mposhapupdavouv yadoAivio otnv MRI gykepdiov 1| onuavtikn ovénon cto
eoprtio Tov T2 Brapodv cuykpitikd pe mponyovpevn tpdéceat MRI.

4.2 Aocoloyio kol TpoéTOG YOPYNONS

H ayoyn pe LEMTRADA npénet va Eekiva Kot va emPBAETETOL LOVO atd VELPOADYO e EUTELPIO GTNV
avVTIHETOTIOT 0o0evav pe Toddamin okAnpuvon (IIX) oe vocokopeio |e GueST] TPOGPUOT) GE EVTATIKN
@povtida. O mpémel vo VITAPYOVV SLUOEGIOL O1 EBIKEVUEVOL 10TPOT KOl 0 EEOTAIGILOG TTOL OTOLTOVVTOL Yo
TV £yKapr S18yvVmGoT) KOl OVTILETOTION TOV OVETIBOUNTOV EVEPYELDV, 1O1OITEPO TNG IOYALUIOG TOV
LLoKapdiov Kot TOV EREPEYIOTOS TOL HVOKAPIIOD, TOV AyYEIOEYKEPOMK®OV AVETIHOUNTOV EVEPYEIDY, TOV
QVTOAVOC®V TAHNCEMV Kol TOV AOUMEEDV.



Oa TpémeL Vo, VITAPYOVY OL0OEGIUA LEST AVTILETMTIONG CLVOPOLOL OTEAEVOEPOOTG KVTTAPOKIVADV,
avTIOPACE®V VIEPELOITONGTING 17/KOL AVOPVAUKTIK®Y OVTIOPACEDV.

21ov6 acBeveig mov avtipetonilovror Bepanevtikd e LEMTRADA mpénet va divetar n Kdpta
[Iposidomoinong AcBevoic kat o Odnydc AcBevong Kot ot acBevel anTol TPEMEL VAL EVIILEPDVOVTAL Y10l TOVG
Kwvdovovg tov LEMTRADA (BA. emiong ¢OALo odnyiodv ypnong).

Aocoloyia

H ocvvictdpevn 66on areptovlovpdumng ivor 12 mg/Mmuépa, yopnyodueva pe evoopAéPia £yyvon o€ 2
apyKEC ouvedpieg kot uExpt 2 emmpochetec epdcov ypetdletat.

Apyixn aywyn ue 2 oovedpieg:

. [pad cvvedpia: 12 mg/muépa emi 5 dadoyikéc nuépeg (cuvolikn 66om 60 mg)

. Agvtepn ovvedpia: 12 mgmuépa enti 3 dradoyucég nuépec (cuvolikn doom 36 mg), YopnyovLUEVa
12 pnveg petd v IpdTN GLVESPIAL.

Ewg ka1 0bo emimpocletes ovvedpia(eg) kat’ exikinon umopodv va eéetaotodv (BA. mapaypopo 5.1):

. Tpitn N t€taptn cvvedpio: 12 mg/muépa eni 3 dradoykég Nuépes (cuvolikr| d6om 36 mg),
YOPMYOVUEVO TOVAGYIoTOV 12 piveg petd v tponyoduevn cuvedpio PA. mopdypapo 4.1, 5.1).

Adoelg mov £yovv Taparelpbel dev Ba Tpémet va yopnyodvTon TNV id10 NUEPT e GAAN TPOYPAUUATIGUEVT
oo0m.

HopoxorodOnon aclevarv

H Bepaneio cuviotdton g o apytkn ayoyn 2 cuvedpidv Kot puéxpt 2 emmpochetwv epodcov yperaletar (PA.
docoA0Yin) e TapaKoAOVONGN TS AoPULENG TV 0ofevaY amd TNV Evapén Tng TPMOTNG GLVESPING KL Yo
TOVAGYIOTOV 48 UVEG LETA TNV TEAELTAIN EYYVOT] TNG OEVTEPNC GLVESPING. TNV TEPITT®SN YOPNYNONG
emmA£ov TpiTNG 1 TETAPTNG GLVESPIOG, AMALTEITOL GLVEYLON TNG TAPAKOAOVONGNG TS ACPAAELNS Yia
TovAdyloToV 48 Pnveg petd v tergvtaia £yyvon (PA. mapdypaeo 4.4).

IpoOeporeio

O acBeveic mpémel va vrofariovtal o€ Tpobepameio e KOPTIKOGTEPOELD OUECMG TPV amd TN YOPNYNoN
tov LEMTRADA o¢ kafepia ond Tt1g 3 mpdtec nuépeg kdbe cuvedpioc. e KAMVIKEG S0KIUES, 01 acbevelg
éhafav tpoxatopktikn aywyn pe 1.000 mg peBviompedviloddvng yia T1g 3 TpdTec NUEPES KABE cuvedpiog
pe LEMTRADA.

[pokatapkTiki AMYn OVTUGTOUIVIKGOV KOV AVIITVPETIKGV TTptv T Yopnynon tov LEMTRADA, uropsei va
e€etaotel g evogyOLEVO.

[Ipémet va yopnyeitor oe OAOVG TOVG 0GOeVEL OO TOV GTOUATOG TPOPLAAKTIKY Oy®YN KOTA TNG AoiumwEng
amo £pmnTa 1 omoia va Eekvd amd v TpdTn Nuépa kébe cuvedplog Kot va cuveyiletat yio TovAdyioTov

1 unva petd mv ayoyn pe LEMTRADA (BA. eriong tnv evotnto « AoiudEeigy oty mapdypapo 4.4). Xe
KAvikéG dokipég, yopnynonkay og acbeveic 200 mg akvkAofipng d0o opéc v NUéEpa 1 GAAN 160dVVauUN
ayoyn.

Ewdwoi tAnBvopoi

Hurxiouévor
Ot kMvikég pehéteg dev meptéhaPay acbeveig avo tov 61 etmv. Agv £xel Stamiotmbel edv 0 TANBVGUOC aVTOG
OVTOTOKPIvETOL S10POPETIKA o’ OTL 01 VEOTEPOL 00DEVEIC.

Neppixn 1 nratikn dvolertovpyio.
To LEMTRADA d¢gv éyetl perenBei oe acBeveic pe veppikn 1 nratikn duciettovpyia.

Houdrazrpirog ninBoouog



H aocpdieia kot n amoteleopotikotnta tov LEMTRADA o€ moudid pe ITE niwciog 0 éo¢ 18 etdv dev Exovv
axoun tekunpwbei. Agv vdpyel GYETIKN YpNON TS CAEUTOLLOVUAUTTG GE ToUdLd NAKIOG 0T T Yévvnon
€w¢ Myotepo tv 10 etV yio ™ Bepomentikn ayyn g ToALOTANG okApuveng. Agv vdpyovv dtabécipa
dedopéva.

Tpdroc yopynong

To LEMTRADA npénet va apoimBei pv v €yyvon. To aparopévo didivpo tpénet vo xopnynoel pe
evOopAEPLa Eyyvon ddpKeLag TePiTov 4 wPdV.

[Ma 0dnyiec oYETIKA pE TNV apai®oN TOV PUPOKEVLTIKOV TPOIOVTOG TPV amd TN Yopnynon, PA. Tapdypopo
6.6.

4.3 Avtevositeg

YrepevaicOnoio 6tn dpacTiKi ovcia 1| 6€ KATO10 and Ta EKO0Y TOV OVUPEPOVTUL GTNV TOPAYPPO 6.1,
Aolpwén and tov 10 avBpomivng avosoaverdapketog (HIV).

AocBeveic pe coPapn evepyn Aolpwén €mg tnv TP arodpoun).

AocBeveic pe pn eheyyOuevn vTéPTOOT).

Acbevelg e 16Top1kd St ®PIGLOD TPAYNAIKOV—EYKEPAAIKDY OPTNPUDV.

AocBeveic pe 16TopIKd ayYELKOD EYKEQPAAMKOD ETEIGOSIOV.

Aocbeveic pe 1otopucd otnBayyNc N ELEPAYLOTOS TOV HVOKAPSiov.

Acbevelg pe yvoot dloTapoyn TG TNKTIKOTNTAS, VIO OVTILUOTETAALOKT 1| OVIITNKTIKY 0y@YT.

AocBeveic pe dAha cuvodd avtodvoca voonuata (extog g I1X).

4.4 E101kég TPOELOOTOUMGELS KO TTPOPVAAEELS KATE TN YP1]ON)

To LEMTRADA &¢gv evdeikvoton yio aoBeveig pe un evepyd voco M yia ekeivoug mov givan
otabepomomuévol e v Tpéxovca Bepameia.

Y1ovg acBeveic mov avtipetomilovrar Oepamevticd ue LEMTRADA mpénet va divetatl to DvAto Odnyiodv
Xpnong, n Képta Ipogidonoinong AcBevoig kat o Odnydg AcBevoug. Tpv v aymyn, ot acBeveic mpémet
VO EVIULEPDOVOVTOL Y10, TOVG KIVOHVOLGS Kot ToL 0PEAT), KaBDS Kot Yo TNV avaykn SEGUEVONG TOVG O
TOPOKOAOVONGN Ao TV Evapén TG ay®YNg LEXPL Kot TOVAGyLoToV 48 Ve LETA TNV TEAEVTAIO £YYLON TNG
devtepng ovvedpiag pe LEMTRADA. Xty mepintmon yopfiynong EnmAEOV GUVESPIOG, ATULTEITOL GUVEYLOT
NG TOPUKOAOVON GG TNG Ao@AAELng HEYPL TOVAGYLGTOV 48 UVEG LETE TNV TEAEV T £YYLOT.

Iyniacipdnra
[Tpoxeévov va, BeATiwBel 1 tyvnAaSILOTNTA TV BLOAOYIKMOV QUPLOKEVTIKOV TPOIOVTWOV, TO GVOLLO Kol O

op1OUOG TOPTIOAG TOV YOPTYOVLEVOL PUPLAKOV TPEMEL VO KATOYPAPETAL LE GUPTVELL.
Avtoavoocia

H ayoyn evdéyetor va, odnynoet otn dnpovpyio auToovTICOUATOV Kot VO 0ENGEL TOV KIVOLVO GLTOAVOCMmV
modncewv mov unopel va ival cofapéc 1 ometAnTikég yio ™ Lon. X116 avapepbeiceg avtodvooeg mobnoelg
ovumeptAapfdvovtorl ot Bupeoeldikég dtatapayés, N ovtodvoon Bpopforeviky mopevpa (ITP), ot
veppomadeieg (m.y., vOG0g KOTA TNG Pacikng LepPpavng Tov 6Telpdpatog), 1 ovtodvoon nrotitida (AIH),
emikTnTN apoeiiia A, Opopfwtikn OpopuPokuTTOPOTEVIKN TOPPHPI, CAUPKOEIOMOT) KAl AVTOAVOOT)
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EYKEPAAITION. XTO HETEYKPITIKO TANIG10, ExouV mopatnpndel acbeveic mov epPAVIGOY TOAOTAEG
avtodvooeg drotapayéc petd tn Oepaneio pe LEMTRADA. Ot acBeveic mov avoanticsovy avtoavosio Oa
nwpénet vo, a&loAoyobvtat Yo AAAeg avtodvooeg Tabnoelg (BA. mapdypagpo 4.3). Ot acOeveig kot ot wTpoi Ba
TPEMEL VO, EIVOIL EVIILEPOL GYETIKA LE TNV EVOEXOUEVT] LETAYEVEGTEPT] ELPAVICT] AVTOAVOC®HY JLTOPUYDV PETA
Vv mepiodo mapakoAovOnong twv 48 unvov.

Eniictnn aqpopirio A

[epumtmoeic eniktnng opoeiriog A (aviioopata katd tov moapdyovra VII) éxovv avapepbel ota mhaiocia
TOV KAVIK®OV PEAETOV Kabmg ko peteykprtikd. Ot aoBeveig epgovilovv cuvimg avtépate vTodopio
OLLOTOUOTO KOl EKTETOAUEVO LOADMTICUO, GALG VTTAPYEL KL TO EVOEYOUEVO EUPAVIOTG ALULOTOVPIOG,
eMioTaENG Kot YOOTPEVTEPIKNG apoppayiag 1 dAhov THnov apoppayiog. Xe OA0VG Tovs acbeveig mov
epeaviCouv T£T010 GUUTTOUATO TPETEL VAL OLEVEPYOVVTOL EEETAGELS Yo StoTapayl TNG TNKTIKOTN TG,
ocvuneprrapPavopévov tov aPTT. Xe nepintmon napatetapévov aPTT o acBevig Ba mpémet va
TOPOTEUTETAL GE APOTOAOY0. Ot aoBeveic Oa TPEmEL va EKTAISEVOVTAL OVOPOPTKA LE TO CTIUELNL KO TOL
CUUTTOUOTO TNG ETXIKTNTNG AUOPIALOG A KOt v avalnTovV GUEST LTPIKT PPOVTIdN GV TapaTnpnbody
OTOLOONTTOTE OO CVTE TO. CLUTTMOUOTA.

Opoupwtixy Opouforxvrropomeviky Loppvpo (TTP)

Avanroén TTP éxer avapepbel oe acBeveic mov éhafav LEMTRADA xotd ) didpkela g ypons Hetd
v kvKhogopia, cuumepthappavouévng og avoameopag nepintwone. H TTP givot pia cofopn kotdotaon
N omoia amattel enelyovcsa agloldynon kot dupeon Oepameia, Kot uropel va avamtuydel apkeTodg unveg Letd
v tehevtaia £yyvon LEMTRADA. H TTP umopei va yapoxtnpiletar oand Bpopfoxvtraponevia,
LIKPOOYYELOTAONTIKY OLOAVTIKT] avOLpio, VEDPOAOYIKE GUUTTMOUOTO, TUPETO KOl VEPPIKN ducAettovpyia.

Avtodvoon eykepolitioo.

[epmTmoeic avtodvoong eykepoAitidag Exovv avapepbel e acbeveic mov ElaPav Oepaneia pe
LEMTRADA. H avtodvoon gykepaiitida yapaktmpiletol amd vroteio eppdvion (ne tayeio e&€Mén oe
SIoTNUO, UNMVOV) ERNPEAGUEVIG UVANG, GALOYNG TNE VONTIKNG KATAGTAOTG 1] WOYLOTPIKDY GUUTTOUATOV,
YEVIKA GE GUVOLACUO LE VEX EGTLOKE VEDPOAOYIKA ELPALOTA KOt EMANTTIKES Kpioels. Ot acBeveig pe
mBavoAoyoOEVT ALTOAVOGT] EYKEPUAITION Bl Tpémet Vo LTOPAALOVTOL GE VEVPOLOYIKEG AEIKOVIGTIKES
egetdoeic (MRI), HET', ocpuovatiaio Ttapakévenon Kot 0poAoykd EAEYYO Y10 TOVG KATAAANAOVG
Broloyukovg deikteg ()., VELPOVIKG AVTOOVTICOUATA) Yio. TNV emPBefainon ¢ didyvoong Kot Tov
OTTOKAEIGUO EVOALUKTIKOV OLTIOAOYIDV.

Avtodvoon Bpoufomevikny moppipa (ITP)

YoPBapd cvpPapata ITP &xovv mapatnpndet oe 12 (1%) acbeveic mov avripetoniotrkay Oepangvtikd o
eleyyopeves kKAvikéc dokipég pe [X (avtiotoryel o emoomoinuévo tosootod 4,7 cvpufdavta/1.000 &n-
acBevav). Exovv mapatnpndei 12 emmiéov coPapd coppapata ITP ce didpeon mepiodo mapoakorobOnong
6,1 etov (uéyiotn ddpketa 12 £n) (aBpotoTikd etnolonomuévo 1o6octod 2,8 cupPdvta/1.000 étn-acbevav).
"Evag acBevic avéntuée ITP mov mopéueve adtdyvmatn Tpy TV EQUPLOYT TOV OTOLTHGEDY Y10, UNVICio.
aLpoToAoyKn Topoakolovnon kot anePimoe and evdoeykepolikn apoppoayia. Xe 79,5% twv mepmtdcemv 1)
exdnrowon g [TP mapatnpnnie kotd Kavova ota 4 tpota £ petd and v tpdt €kbeon. Ildviog ot
Kkdmoteg mepumtdoeig ) ITP ekdnidbnke £n apyodtepa. Ta coumtdpata g ITP propodv va mepthappdvovv
(xopic va Teplopilovtal 6€) EDKOAT INUIOVPYIN LUOAMTTO, TETEXEIEG, AVTOUATT PAEVVOYOVOSEPLLOTIKN
apoppayia (m.y. exictoln, adnTTLGON) KOl EUUNVOPPOLL EVTOVOTEPT 0T TO KOVOVIKO 1 akavoviotn. H
apémTVeT EVOEYETON Emiong va omotelel Evoelén vooov anti-GBM (PBA. mopakdtm) kot Oa wpénet va,
TPOYLOTOTOLEITON 1] KOTOAANAN Slapoptkny dtbryvmon. Bupicte otov achevny 6t Ba mpénet va emaypurvel yio
CUUTTMOUOTO TOV UTOPEL VO TOPOVGLAGEL Kot OTL Ba Tpémet vo. avalntioet dueon otpikn fondeia edv Exet
OTOLOONTOTE CVNGUYidL.

[pémet va yivetar yevikn e&€taom aipatog pe dlopopikd Tpocdlopicud AEVKOKVTTAPIKOD THTOV TPV TNV
&vapén g aymyNE Kol 6T GLUVEXELN 6 pnviaia Bdon, uéypt tovAdyiotov 48 unveg PLETA amd TNV TeEAEVTOid
gyyvon. Metd amd avt| ) ypovikn mepiodo, eEétaom Ba mpénet va mpaypatomoteiton PAceL TV KAWVIKOV
guvpnudrov wov vrodnimvovy ITP. Edv vrdpyovv vroyieg yia ITP, mpénet va yiveton apéomg yeviky
e&étaon aipatoc.



Edv emBeParmbel n ekdniwon ITP, Ba tpénet vo Eekvioet apéoms KATAAANAN 1o Tptkn TapERPacT mov vo
TEPLAUPAVEL TNV GUEST) TOPOTOUTN OE EOKO 1aTpd. ZTotyeio amd KAViKEG dokipuég otnv [IZ &yovv deiet
OTL 1] GUUUOPPMOOT LE TIC UTOLTIOELS ALULOTOAOYIKNG TAPOKOAOVONGNG Kot 1] EKTOIOELOT) GYETIK LE TO
onueia kot To cvprtopota e ITP égovv odnynoet oty Eykaipn aviyvevon kot avtipetonion g ITP, pe
T, TEPIOCOTEPU TEPICTATIKA VO OVTATOKPIVOVTOL OTI PUPLOKEVTIKT Bepameio TpdTNG YPOLUNG.

Negpporabeies

Neppomdfeieg, copmepthapufoavouévng tng vooov Kotd e Pacikng LepPpavng Tov onelpdpuotog (anti-
GBM), napatnpndnkav o€ 6 (0,4%) acOeveic oe kKhvikég dokipég yo tnyv I[IZ og didpeon mepiodo
mapokorovdnong 6,1 etdv (uéyiom didpketa 12 £tn) kot yevikd exdniodnikoy evtdg 39 unvav puetd omd v
tedevtaia yopnynon oo LEMTRADA. Z1ig khvikég dokipég vmpEav 2 mepmtdocelg vosov anti-GBM. Ko
01 600 TEPIMTOGELS TAV GOPOPES, AvVayVOPIGTNKOY £YKOLPO LEG® KAVIKTG KOl EPYUGTNPLOKNG
mapakorloOnong Kot odMyncav oe Betikn| Ekfaon petd and BepamevTikn aywym.

Ot KMvikég ekdNADoELS TNG veppomdOetlag evogyetal va TepIAaUPBavouy adénoT TV ETTES®V KPEATIVIVIG
oTOV 0p0, aupoTovpia /Kot TpwTeEivovpia. Av Kot dev TapatnPNONKe oTIg KAMVIKEG SOKIUES, KOWEADTIKN
apopparyio IOV EKONAMVETOL G ALUOTTLON EVOEXETAL VAL ELPOVICTEL pe TN vOoo anti-GBM. H aipdntoon
evoéyetan emiong va anotekel évoeEn ITP 1 eniktning apopiriog A (BA. mtapamdve) kot Oa Tpénet va
TPOYUATOTOLELTOL 1] KOTAAANAT S1apopiki) didyvmon. Oa tpénel va vevBopiletal otov aobevr| 0TI Tpémet va
ETMOYPUTVEL Y10l CUUTTMLOTO TTOV EVOEXETAL VO, TOPOVCLACEL Kol OTL Oal TpEmer var avalnTioeL GUEST 1UTPIKY
Bonbela edv £xel omoladnmote avnovyia. H vocog anti-GBM gvdéyetat va 001y oEL GE VEPPIKT OVETAPKELN
1oV xpniet apokabopong 17/Kal LETAUOCYEVCONC OV OEV UVTILETMMICTEL YPYOPQ, EVO UITOPEL Vo etvat
amEANTIKY Yo TN N av dev avTeTOmoTel kKaBOAov.

[Ipémet va yiveton pétpnon tov emmédmv KpeaTvivig 6Tov 0pd Ttpty TV €vapén g aymyng Kot ot
ouvéyeln o punviaio Baon, uéxpt va topérbovy tovddyictov 48 unveg and v teElevtaia yyvon. [pénet va
YIVETOL AVAALGT) OVPOV UE PIKPOGKOTIKT EEETAIOMN TPV TNV EVOPEN KOl OTN GLVEYELD, GE UNVIoio SLUGTHIOTA,
uéyptL va TapérBovy Tovddyiotov 48 punveg amd v tedevtaia £yyvor. H mapatinpnorn KAVIKOG onpavTiKoy
OALOY®DV GE GYEOT LUE TIC TIHES avaPopdG ot emimeda KpeaTvivng opov, 1 ave&rynn aipatovpio /Kot n
TpmTEIVOLPia TPEMEL VO 031 YOVV GE TEPAUTEP® aELOAOYNON Yo VEQPOTADELES, cLUTEPIAALPOVOUEVIG TNG
Gpeonc Tapamounig o€ €101KO wtpd. H €ykaipn aviyvevon Kot avIHETOTION TOV VEPPOTOOEIDY EVOEYETOL
VO LELOGOVY TOV KIvOUVo SLGUEVOLG EKPacnc. MeTd amd avTd TO YPOVIKO SIUGTNHO, TPETEL VAL YivOVTaL
e€etdoelc pe Paomn KAVIKA EVPTLOTU TOL VTOONADVOLY VEPPOTAOELES.

Ovpeoeidikég drotopoyés

Evdoxpivikég dratapayés Tov Bupeogtdols , GUTEPIAAUPAVOUEVAOV TOV OLTOAVOSMY BUPEOELOIKMV
datapaydv, topatnpndnkay oto 36,8% twv acbevav tov éhafav LEMTRADA 12 mg og kAtvikéc SoKipég
v v IIZ, pe ddpeco didotnua Tapakoiovdnong 6,1 etdv (Léytom didpkela 12 £tn) amd Ty TPMTN
éxbeon oto LEMTRADA. H ernintoon copfapdtov amd tov Bupeogidn fray vynAadtepn o€ acbeveic pe
L0TPIKO 16TOPIKO BupeoeldikmV dlatapay®v 1060 oty oudda aywyng pe LEMTRADA 660 kot otny opdda,
aywoyng pe wtepeepovn B-1la (IFNB 1a). Ot avtodvooeg Bupeogidikéc dratapayEs mTov mapotnponikay
nepthapPavouv vepBupeocidiopd 1| vrobvpeoctdopod. Ta nepiocdTEPA cLUPANATE NTOV NTLOG 1| LETPLOG
ocofapodtmrac. ZoPapd evdokpvikd cupPdpoto ekdoniodnkay oto 4,4% tov acbevav, eved 1 vococ Basedow
(yvoot kot o¢ vocog tov Graves), 0 vrepBupenldiondc, o VToBVPEOEISIGUAC, 1| aVTOGVOoT| Bupeoelditida
Kot 1 Ppoyyoxnin exkdnimbnkay ce TePIoG0TEPOLS 0md Evav acheveic. Ta mepiocdtepa cuuPfauato and Tov
Bvpeocidn avtiuetoTioTNKOY He cVUPatikn wTpky Oepaneia, ®6TOG0, KAmolol acbeveic ypeidoTnoy
YEPOLPYIKN eMEUPAON. ZTO UETEYKPLTIKO TAAIC10, apkeTol acBeveic mov eppdavicay AIH emPePoropévn oo
Browyiag eiyav gpeavicel Tponyovpévmg ouTodvoses Bupeoetdikég dtaTapoyEs.

Oa wpémel vo, yivovtol eE€TAcELG TNG AgtTovpyiag Tov Bupeneldong, Onwme LETPNOT TOV EMTESMY
O0vpeoe1d0TPOTOV OPUOVTG, TPV OO TNV EVOPEN TNE OYOYNG KOl 6T cLvEXELn KAOE 3 unfvec, uéypt va
napéABovv 48 univec amd v terevtaio Eyyvon. Metd amd avtd To ¥POVIKO ddotnua, Oo Tpémet va yivovTol
e€etdoels pe Pdon Khvikd gvprpoto Tov vTodNAMVoLY Bupeoeldikn Sucieitovpyia 1| o€ mePiTTOON KUNGNG.

H vbéoog tov Bupeoedn ocvviotd Waitepo kivduvo ya yuvaikee, ot onoieg eivon Eykveg (BA. mapdypapo 4.6).



e KAMVIKES doKIpES, T0 74% tov acBevav mov Ntav BeTikol 6Ta avTICOPOTA EVavTL TG BUPEOELOIKNC
vepoéelddong (anti-TPO) wpv v aywyn ekdAmoay avemBountn evépyela oyeti{opevn pe tov Bupeogidn
o€ ovykpion pe 1o 38% Tev acbevav mov nTov apvntikoi Tpv v aywyn. H cuvtputikn mieioynoio
(mepimov 80%) TV acbevav mov ekdAmoay coufopa omd Tov Bupeoeldn HETA TNV ay®YN NTAV OPVITIKOL
npwv 1 Bepaneia ota avticodpata anti-TPO. Xvvenmg, aveEdptnta amd TV KaTdoToo TOV AVIICOUATOV
anti-TPO mpwv amd v aywyn, ot aoBeveic VOEYETOL VA, TOPOVCIACOVY AVETIOOUNTY EVEPYELO OO TOV
Bupeoe1dn Ko TPEMEL VoL KAVOLY TEPLOJIKA OAES TIC EETATELS, OTMOC TEPLYPAPETAL TOPATAV®.

Kotrapomevieg

[MBavoroyobeveg aNTOAVOCEG KUTTOPOTEVIES, OGS OVOETEPOTEVIO, CUUOAVTIKY avopLiol Kot
movKLTTOpPOTEVia, dev £xouv avapepBel cuyva og kKAvikég dokpég yia v [1X. Ta aroteAéopata TG YEVIKTG
e&étaong aiparog (BA. mtaparndve oty evotnta nepi ITP) npémetl va ypnoyomolobvtar yio va
mapokorovBovvtal ot acBeveic yia KutTaponevia, cupmeptiapfavopévng g ovdeteponeviag. Edv
emPePorwbdei n mapovoia kuttaponeviag, Oa Tpénet vo, EEKIVAGEL AUECHOS KATAAANAN 10TPIKY TOPEUPOCT) TOV
Vo TEPLOUPAVEL TNV TOPOTOUTH OE EIOKO 10TPO.

Avroavoon nrozitida (AIH) kou nrotikn PASn

"Exovv avapepbel mepintdoelg avtodvoong nrotitidag (cvuneptiappavopéveov Bavatneopov Tepurtdcemy
KoL TEPIMTAOGEDY TOL ¥PNLOVV HETOUOGYEVGNG NTOTOS) Kot NIATIKNG PAAPNG oxeTilopevng Le AOUMEELS o€
acBeveic mov éhapfav LEMTRADA (BA. mapdypaeo 4.3). [Ipénet va mpaypatomolobvton eEETAGEIC TG
NTATIKNG Agttovpyiog Tpv amd v apyikn| Oepareia Kot og pnviaio Bdon yio tovAdyiotov 48 Ufvec PLETH TNV
terevtaia Eyyvon. Ot acbeveig mPEMEL VO, EVIUEPDOVOVTOL GYETIKE LLE TOV KIVOLVO 0VTOGVOOT|G NI TiTIONG,
NmAtikng PAAPTG KOl GYETIKAOV CUUTTOUATOV.

Awoopayokvtraptkn Aspgoiotiokvttdpmnon (HLH)

Kotd m ypnon petd v kukhoeopia, £yt avaeepet HLH (cupmepiropfoavopévev Bavammedpov
TEPLOTATIKMV) o€ aobeveig mov Ehafav Oepaneio pe LEMTRADA. H HLH givan éva arnetAntiko yio ) {on
GUVOPOLO TABOAOYIKNG EVEPYOTOINGCNG TOV OVOGOTONTIKOD GUGTHOTOG OV Yopaktnpiletal amd KMviKA
onueia Ko copmTOpaTo oKkpoiog cvotTnratikng eisypovns. H HLH yapaxtnpileton amd mopeto,
nroTopeyaAio Kot kuttaponevio. Xyetiletor pe vYNAA T0G0oTd BvyNTOHTNTOG EAV dEV AVAYVOPIOTEL EYKOpa
kot ogv avtipetoniotel. Exetl avapepbel 6t Ta copntdpota eueavifoviol oe d1ioTN e TOV KUUOIVETOL Ao
UePKoDG PUNveg Emg téocepa £ petd v Evapén g Oepamneiag. O aobeveic mov gpeavilovy Tpodipeg
eKONADOGELS TABOAOYIKNG EVEPYOTOINGNG TOL BVOGOTOUTIKOV GVGTALATOG Oa Tpémel va a&toAoyohvtot
apéong kot Ba mpénet va eEetdleton 10 evogyduevo ddyvaong HLH.

Avtopaoeic oyetilduevec pe v Eyyvon (AXE)

2116 KAMVIKEG SOKIUES, ¢ avTidpaoT oyetiiopevn pe v yyvon (AXE) opiotnke kdbe avemBOunt evépyeia
7oV ekdNA®OTNKE KOTA TN d1apKen 1] EvTOg 24 mpdv petd v £yyvon tov LEMTRADA. O epiocdtepeg
amd avTég evOE ETAL v 0QEIAOVTAY GTNV EKALGT KLTTOPOKIVAV KOTA TNV £yYvor]. O TeptocoTEPOL 0md TOVG
acBeveic mov avtipetoriomray pe LEMTRADA cg khvucég dokipég yio v TIZ, exdniooay fmog £og
pétprog coPfapotntag AXE katd tn didprela /kon péxpt 24 mpeg petd tn yopnynon too LEMTRADA

12 mg. H enintoon tov AXE ftav vyniotepn otn cvvedpio 1 o cOykpion pe Tig endueveg cuvedpies. Me
Baon dlec Tig drabéaiec Tep1ddovg mapakorohOnone, cupneptropufoavopévav Tov acbevav tov Elafav
emmAéov ovvedpieg, ol mo ovyvég AZE mepthappavotav kepararyia, eEavonua, Tupeéio, vavtia, kvidwon,
Kvnouog, abvmvia, piyn, ££ayn, KOT®MoN, dSVGTVOLN, dLGYEVGIa, DmPUKIKY SLCEOPIN, YEVIKEDUEVO EEAVON U,
Tayvkapdio, ppadvkapdia, dvomeyia, (oA Kot dAyog. XoPapéc avtidpacelg exkdnimdnkay oto 3% tov
acBevav Kot TepLapuPavay TEPITTOoELS KePolalyiog, mupetiag, Kvidwong, Toyvkapdiog, KOATIKNG
LOopUapLYNG, VauTiag, Bopokikng duceopiag kot vToTaons. Ot KAMVIKEG EKONADGELG avapLAa&iog evOEYETOL
va. Lo1alovv pe TIg KAMVIKEG EKONAMDCELS TV avTIdpdoemv mov oyetilovtal ue tnv £yxvon, 0AAG Teivouy va,
elvar mo cofapég 1 evOEXOUEVMG AmENTIKES Yo TN Co1]. Zndvia Exovv avapepBel avtidpacelg Tov
amodidovrol og avapura&io, oe avtifeon pe Tig avtidpdoeig mov oyetiovtal pe v Eyyvon.

SVVIOTATOL 1] TPOKATAPKTIKN QOPHOKEVTIKY OY®YT TOV 0GHEVAOVY, TPOKEUEVOL 01 EMOPAUCELS 0T TIg
avtdpdoelc oty &yyvon va eivor nrotepeg (BA. mopdypago 4.2).
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O ep1ocoTeEPOL 0o0evElG OTIC EAEYYOUEVES KAVIKES SOKIUEG EAAPOV AVTUCSTOULVIKA 1)/KOL OVTITUPETIKG TPV
a6 TovAdyiotov pia £yyvon LEMTRADA. AZE evééyeton va exdnimBolv mopd TV TPOKATUPKTIKY Oy@yT.
YuVIeTATOL 1] TOPOKOAOVON OGN T®V AGOEVAV Yo TUYOV AVTIOPAGELS GTIV £YYVOT), KATA Tr) S1GPKELN Kol Yl
TovAdyLoToV 2 MpeG petd v £yxvon tov LEMTRADA. ®Oa npénet va e€etaletan 1o evOgYOUEVO TAPATACNG
0V ¥pdVoL TapakoAovBnomg (vooniein), katd mepintmon. Eqv exkdnimbolv avtidpdoelg cofapng Lopeng
oV &yyvon, 1 evooAEPLa Eyyvon Ba mpénel va dakdnteTal apEcOC. Oa TPEMEL vaL LTLAPYOLY dLBETLL
UEGO AVTILETOTIONG TNG ava@LASiag 1 TV coPapdv avtidpdoewv (BA. TopakdTm).

Nooog Still pe évapén oty eviixn LM (AOSD)

Kotd ™ peteykprrikn ypnon £xel avagepbei Nooog Still pue Evapén oty evidikn (on (AOSD) og acbeveig
mov éhoPav Bepamneio pe LEMTRADA. H AOSD egivar pio omdvia, pAeypovaong tabnon mov ypniet
enciyovoag agloddynong kot Bepomeiag. Ot acBeveic pe AOSD pnopel va gppaviovv €vav cuvovacud ard
Ta akdAovba onuelo Kot CUUTTOUOTO: TVPETOS, opbpitida, eEAvON L Kol AEVKOKLTTAP®ON ATOVGin
rouméEewv, kakonbelidv kol AV pevpatik®v Tadncewv. EEeTdoTe T0 £VvOEXOIEVO TPOGMPIVIG 1) OPLOTIKNG
drokomng tng Bepameiog e LEMTRADA edv dev pmopei va tekunpiobel evolhaktikn artioloyia yio to
oNUElD 1 TO GUUTTMOWLATO.

Allec coPBopéc avtdpaoelc mov oyetilovror ypovikd pe tnv £yyvon tov LEMTRADA

Kotd m ypnon petd v kukhopopia Exovv avapepbei omdvia, cofapd, Lepikéc popéc Bavatneopa Kot
anpoPArenta avemBOunTo CUUPAVTE OO SAPOPA OPYOVIKA GUGTHLOTO. LTI TEPIGCOTEPEC TEPUTTAOCELS, O
YPOVOG eppdviong NTov evtog 1-3 nuepodv and v Eyyvon tov LEMTRADA. Avtdpdcelg £govv epeavioTtel
UETA Ao OmoladNTOTE Od TIG SOGELS KOG Kol LeTd Tov KOKAO 2 g Bepomeiag. O acOeveic Oa mpémetl va
EVNUEPDVOVTOL Y10l TO. GNUEIQ KOl TOL GUUTTOMOTO, KOOMG Kot Yio TOV ¥pOVO ELPAVIONC TOV CUUPAVTOV.
Y1ovg acBeveig Oa mpémel va 6idetan 1 GLUPOVATN Vo avalnTHCOVY AUECHG LATPIKT PPOVTION O TEPITTOO
EUPAVIONG OTOIWVONTOTE GO CVTH TO, GUUTTAOUATO, KOL VO EVILLEPDVOVTOL GYETIKA UE TNV ThavOTNT
KkaBvoTEPTLEVIG ELPAVIONC.

ALoppoyixo oyyeiaxo eykeporIKo EXEITOOIO

Apxetol and Tovg avapepdpevovg acheveic Nrav nAkiog Kot tov 50 etdv Kot dev glyav 16TOPIKO
VIEPTOOTG, CLUOPPAYIKAOV SLOTAPUYDV 1] GUYXOPNYOOUEV®V OVTUTNKTIK®V 1| OVUGTOAE®V TOV OUOTETOAI®V.
€ op1opEVOVG acBeVELG LI PYE CLENLEVN OPTIPLOKT TIECT) OE GYECN LE TNV OPYIKT TIUN TPV AT TNV
opoppayioL.

Ioyayuio tov pvokoapdiov Kot EUPPAYIO TOV UDOKAPILOD

Apxketol amd Toug avapepoOevovg acbeveic nTav nikiog kdtom twv 40 eTdv Kot dgv elyav mopdyovteg
KIvOLVOUL Y10, IoY ok KapdiondOeia. e opiopévoug acbeveic mapatnpnnke 6tL 1 opTnploKn Teon Kovn n
KOPOLOKN GLUYVOTNTO TV TPOCOPIVA LT PLGLOAOYIKT KATH TN S1APKELD TG EYYVOTGS.

A0y PIOUOS TPOY KD V-EYKEPOAIKWDY apPTHPLOV

[eprrTmdoelc Soy@PIGHOD TOV TPUYNAKOV-EYKEPUAMK®DV 0pTNPLOV, TEPIAAUPAVOUEV®VY KOl TOV TOAAATADV
Syopiopmv, £xovv avapepdel 1060 evTOg TV TPOTOV NUEPDY HETA TNV Eyyvon Tov LEMTRADA 660 kot
apydTEPO EVTOG TOL TPATOV LIVO LETA TNV £YYLOT).

Ilvevuovikn koyeridikn aiuoppayio.
Ot avapepOUEVES TEPIMTMOGELS YPOVIKA GYETILOUEVOV cLUPavTeV dev cuvdéovtav pue voco anti-GBM
(oOvdpopo Goodpasture).

Opouforevia

H avagepouevn Opoufomevia eppovionke eviodg TV TPATOV NUEPDY LETA TNV &yyvon (o€ avtibeon pe v
ITP). Htov cuyvd automeptopt{OLEVT] Kol GYETIKA NTTLA, OV KOl € TOAAEG TEPUTTMGELS 1] BopOTNTO KoL M)
éxPaon dev NTav YVOGOTEC.

Hepixapoitioo



"Exovv avapepbei ondvieg mepntdoelc meptkapditidns, TEPIKOPIIIKNG GLAAOYNG Kol AAA®V TEPTKAPILOKDY
ovuPavtav, 16co ota TAaiola ofelog avtiopaong otny £yyvon 660 Kot OYiUnG EKONA®ONG.

Ivevuovitido.
"Exovv avapepbei nepimtooeig mvevpovitidag oe acbeveic mov Ehafav eyydoeig LEMTRADA. Ot
MEPIOGOTEPEG TEPMTMGELS ELPAVICTNKAY EVTOG TOL TPMOTOL pNva petd T Bepaneio pe LEMTRADA. Ot
acBevelc O Tpémel va GLUPOVAELOVTOL VO OVOPEPOVY CULITTO AT TVEVHOVITIONG, TO 0010 LITopEl val
neptrapfavoovy dvomvola, Prixa, cuptypuod, Tovo 61o 6tNlog 1 GEIEYO Kal AUOTTVOT).
Oonyieg Eyyvons yio. ™) UEIWTN TWV GOLOPDV OVTIOPLOEDY TOV CYETILOVTIOL YPOVIKG UE TRV EYYVOH TOV
LEMTRADA

e AZiohoynoelg mpv amd v £yyuon:

o Anqyn HKT avagopdg kot {otikov onpeiov, copmepthapovopuévng HETpnong g
KOPOLOKNG GUYVOTNTAG KOL TNG APTNPLOKNG THECTG.

o Awgaywyn epyactnplokov eEetdoemv (Yevikn eEétaon aipatog pe kaboptopud tHmov,
TPOVOUUIVAGEG 0POV, KPEATIVIVI 0pov, e€ETaGT TNG BUPEOEIBIKNG AstTOVPYING KOl AvAALOT
00pOV LE LIKPOCKOTIKT e£€TOON).

o Katd m didpketa g Eyyvong:

o AEaywyn cvveyovg/cuyvig (TOLAGYIGTOV AV Lo MPO) TOPUKOAOVONOTG TG KOPIIUKNG

GLYVOTNTOC, TNG OPTNPLOKNE TEGNE KO TNG GUVOAKNG KAWVIKNG KATAGTUONG TV 0c0EVOY
= Awkomr) ™G £yYvong

o Y& mepintoon coPapod avemiBvuuntov cuuPavtog

e Edv o ac0evng eppavicel KAMVIKG GUUTTOUATE 70V VTOONADVOVY THV
avdmtuén coPapov avemBountov cvpPdvtog mov oyetileTan pe TV Eyyoon
(1oyoupion TOL PLOKAPSIOL, ALLOPPAYIKO AYYELOKO EYKEPAAIKO ETEIGOO10,
S ®PIGUO TPOYNMKADV-EYKEPAAIKDY OPTNPUDV 1] TVEVLOVIKT KOWEMOIKN
opopparyior)

e Metd v éyyvon:

o ZVVIGTATOL TOPOTHPNOT Y10 AVTIOPACELS GTNV £YYVGT Y10 TOLAGYIGTOV 2 MPEG UETA TNV
éyyvomn tov LEMTRADA. Ot acbeveig pe KAVIKA CUUTTOLOTO TOV VTOINADVOLV avaTTUED
cofopob avemBountov cupPdvioc 1o omoio oyetileTal ypovikd e v £yyvon (loyotpio Tov
LLOKOPI0V, ULUOPPOYIKO OYYELOKO EYKEQPUALKO ETEIGOO10, O10YMPIoUOS
TPOYNAKOV-EYKEQPOAK®DV OpTNPIDV 1) TVEVUOVIKT] KOWEMIIKT apoppayio) Oo mpémel va
TopaKolovBovvTaL GTEVA MG TNV TANPT OTOSPOUT TOV CLUTTOUATOV. O ¥pdvog
napoatnpnons Oa tpénel va mapateivetor (vooniein) katd nepintwon. Ot acbeveic Ba mpémet
VoL EKTOIOEVOVTAL GYETIKA LIE TO EVOEYOUEVO KOOVGTEPNUEVNC EUPAVIOTG OYETILOUEV®OV UE
NV £YXLGCT AVTIOPAGEMY, VO, TOVG OIOETAL 1] 0N YiK VO AVOPEPOVY TO. GUUTTAOLLALTO, KOL VOL
avalnTobv KatdAAnAn watpiky| ppovtida.

o llpémel va dievepyeitar LETPMON TOL OPLOUOV TOV AUOTETOM®Y AUECHOC UETE TV £YYVOT] TIC
Huépec 3 xar 5 tov TpdTou KOKAOL £yyvong, Kabmg Kol dpécmS LETA TNV EYYVON TNG
Hpépog 3 xéBe endpevov kdxiov. H khvikd onpavrtiky Bpopforevia xpnlet
mapakolovOnong £oc v amodpour|. Oa wpénet vo, eeTALETAL TO EVOEYOLEVO TOPUTOUTNG
O€ QUUOTOAOYO Y10l OVTIUETMTLON).



Aowdéelg

Aouméelg ekdniobnkav 6to 71% tov acBevav mov avtipetoniotnkay Oeponevutikd e LEMTRADA 12 mg
évavtt Tov 53% tov acBevov mov Erafav wtepeepovn B-1o [IFNB 1a] vmodopimg (44 pg 3 popég
gPoopadIoimC) og eheyyOpeveg KAVIKEG SokIUEG Yo TNV TIX pe dudpketa Eo¢ kot 2 £ Kot Tav Kupimg HTTLog
¢wg pétprag soPapotrag. Ot AotudEelc mov exkdnAdbnkay mo cvyvd otovg acbeveic vTd aywyn pe
LEMTRADA an’ 611 otovg acBeveig vd IFNB 1a nepihdppovay pvoeapoyyitido, ovporoipmEn, Aoipmén
TOV OVMTEPOL AVOTVEVGTIKOD GUCTNUATOG, KOATITION, GTOUATIKO EPTNTa, YpinT Kot Bpoyyitida. XoPapég
roméeig exkdnimdniay oto 2,7% tev acbevav tov avipetoniomnkav pe LEMTRADA cuykpwvouevo pe
1% twv acBevov mov érafav IFNB-1a o eheyyopeveg khvicég dokipég yio v IIZ. Ot coPapég Aouméelg
otV opddo tov LEMTRADA meptddppavav: ckoAnkoeditida, yootpeviepitida, Tvevpovia, Epmnta
Lootnpa Kot 000vTikég AotumEets. O AoumdEels elyav Katd kavdva T cuvin didprela Kol VITOYDOPNCOUV
petd amd cupPaTiKn WTPIKY oymyn.

To aBpoioTiKd emeromompévo 1060oTd Aotudéenv ftav 0,99 ce ddueon didprela TapakoloHOnong
6,1 etov (uéyiotn ddpketa 12 €tn) and v Tpdtn €kbeon oto LEMTRADA, og ooykpion pe 1,27 o€
ereyyOLEVES KAVIKES SOKIUEG.

YoBapés hodéelg and 16 avepoProyrac-Lootipa, cvureptiapfovouévng e Tpwtonadong avepofroyiég
KOLL TG EMOVEVEPYOTOINGNG TOVL 100 avepoPAOYIG-CmaTthpa, EKINAGONKAY TT0 cuyVa oTovg aobeveic Tov
éhoPav LEMTRADA 12 mg (0,4%) otig kKMvikég dokiuég ouykpirikd pe tnv IFNB-1a (0%). ‘Exet avoeepOet
TpoynAkn Aotpwén amnd Tov 16 Tov Indoudtov Tov aviporov (HPV), cuprepirapfovouévng e
SLGTANGIOG TOL TPOYNAOL KOl TV TPOKTOYEVVITIKOV 0KPOYOPOOVOV, G€ acBeVElG TOV AVTIHETOMICTNKAY e
LEMTRADA 12 mg (2%). Zvoviotdtol €T010G TPOSUUTTOHATIKOG EAeyy0¢ Yo Tov HPV otig OfAeic
acBeveic.

[eprotatikd Aoipméng and tov kuttapoueyaroio (CMV), tepthapufavouévey TEPIGTITIKMY
EMOVEVEPYOTOINGTG TOV 10V, £xovV avapepbel o acbeveic mov voPAndnkoay oe Oepancio pe LEMTRADA.
Ta meprocoTEpE MEPIGTATIKA TOPATPHONKOAY EVTOG 2 uMvdV omtd TN Yoprynomn aieptovlovpdumng. Ipwv
amo v évapén g Bepaneiog Tpémel va aELOAOYEITOL 1] VOGOAOYIKT 0POKATAGTACT COUPOVA LE TIC KOTA
TOmMOVG 15YvoVoES 0dNYiES.

Aoiluwén and tov 10 Epstein-Barr (EBV), counepiapfavopévng g emavevepyomoinong Kol GoPapav Kot
UEPIKEC POPEC Bavatneopmv Tepmtdceny Nratitdag and EBV, éyel avapepbei oe acbeveig mov éxovv
AGBet Oepaneio pe LEMTRADA.

"Exet avapepBei pupatioon otovg acleveic mov aviipetoniomnkav pe LEMTRADA kot IFNB-1a cg
ereyyouevec KAVIKEG dokipé. Evepyn kot AavOdvovoa upHaTioon, COUTEPIAGUPOVOUEVOY LEPIKMDV
TEPMTMOCEWDY YEVIKEVUEVNC uuaTioong, avapépinie ato 0,3% TV 0c0evdv Tov avIIUETOTICTNKAV UE
LEMTRADA, pe peyaAdtepn cuyxvotnto o€ TEPIOYES EVONKEG TG VOGoU. [Ipy amd tnv évapén g
Bepamneiog, 6A01 01 aoBeveig mpémet vo a&loAoyobvTal TOGO Yo EVEPYO, OGO Kot Yl ovevepYo («AavBdavovoay)
Aolpwén pupatioong, 6tmg opilovv ot katd témovg KatevBuvtnpleg odnyies.

Atotepioon/unviyyitida amd Aotépla Exel avoeephei oe acbeveig mov éhafav LEMTRADA, yevikd evtog
evog unvog and v Eyyvon LEMTRADA. T'o va petwdel o xivovvog Aoipméng, ot acleveic mov Aapupdvovv
LEMTRADA 7pénet va amo@g0uyouV TNV KOTOVAAMGT] UMV 1 U ET0PKDOG LUYELPEUEVOY KPEATOV, TO.
LOAQIKEG TOPLE KOL TO, 1] TOGTEPLOUEVO YOAUKTOKOUIKA TTPoiovTa dV0 efOUAdES TPLY, KOTA TN JPKELD KOt
Y TOLAGYIGTOV éva unva petd tnv £yyvon tov LEMTRADA.

EmumoAng poknriacicég Aouméels, 10img KavTvTiosn Tov 6TOUATOG Kol KOATIKY KAVTIVTIOGT), EKONAGONKAY
oLyvoTEPU 0TOVG 0lobeveig mov avtipetomiotnkay pe LEMTRADA (12%) an’ 611 6toug acOeveic mov
avtpetoniomkav pe IFNB-1a (3%) og eleyyouevec kKAvikéG dokipuég yia tnv [1X.

H évopén g Bepanciog pe LEMTRADA 0o mpénet va kafvotepel og acbeveic pe coPapr evepyo hoipmén
£€m¢ TV amodpoun. Xtovg acbeveic mov Aappavouv LEMTRADA mpénet va didetan 1 odnyia va avagépouv
TO GUUTTOUOTA TOV AOUDEED®Y GTOV 10TPO.
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H mtpo@uAakTikn ay@myn pe KATolov and ToL GTOUATOG TapAyovTa, KTl Tov épmnta Bo Tpémel va Eekva amd
v TpoTn Nuépa g oywyng pe LEMTRADA kot va cuveyiletat yio tovAdyiotov 1 ufiva petd and kabe
ouvedpia. Xe KMvikég dokuég, yopnynonkay otoug acbeveic 200 mg axvkAofipng 600 popég Tnv nuépa M
1G0dVVaLT oymYT.

To LEMTRADA dev éyxet yopnyn0el yio v avtipetnion g I1X tavtdypova pe 1 petd and
OVTIVEOTAOCUATIKEG 1] AvOoOKATACTOATIKEG Oepaneieg. Omwg ovuPaivel pe GAAEG AVOGOTPOTOTOUNTIKES
Oepaneiec, 6tav eEetdleton To gvdeyouevo yoprynong tov LEMTRADA 0o mpénet va Aapfdavovtor voy
EVOEYOUEVEC GLUVOVUCTIKEG EMOPACEL GTO OIVOGOTOUTIKO GUGTN O TOL acBevoids. H tavtdypovn ypiomn tov
LEMTRADA pe onowadnmote and avtég tig Bepaneieg umopel va avénoet tov Kivouvo ovoGoKATAGTOANG.

Agv vrapyovv dwbéoipa dedopéva yia ) oxéon oo LEMTRADA pe v enavevepyomoinon tov 100 g
nratitwoag B (HBV) 1 tov 100 ¢ nratitidoag C (HCV), kabdg o1 acbeveig pe evoeilelg evepyng M xpoviag
roipwéng amoxAeiotniay and Tig KAvikég dokipéc. Ipénet va Aapfavetal vToyT T0 EVOEYOUEVO
TPOGLUTTMOUATIKOD EAEYYOV T®V 0oOeV@V pe vymAod kivovvo Aoipwéng HBV f/kar HCV wpwv v évapén trng
yopnynons tov LEMTRADA, evd amatiteitor mpocoyn Kotd t cvuvtayoypdenon tov LEMTRADA og
acBeveic mov &yovv TavtomomBei wg popeic Tov HBV 1/kat tov HCV, kabmg avtoi ot acBeveic evoéyetan va
STpéYovv Kivouvo pn-ovacstpéyiung nratikng PAAPns oxetildpevng pe mbavn emavevepyomroinon Tov 100
G GLVETELD TG TPOVTAPYOVCAG KATAGTAGNG TOVG,.

Ipoiovoa wolveotiaxy Aevkoeyrkepatonaleio (I1114)

"Exovv avaeepBet ondvieg meputtdoelg [IIA (cvpurepiiappovopévav Bovatneopoyv TEPITTOCEDMY) GE
acBeveic pe IIZ petd and Bepomeio pe areprovfovpaunn. Ot acheveig mov Aapfdavovy Beponeio pe
oAeptovlovpaunn TpEnel va Tapakorovbovvtal yio Tuyov onueia mov gvdgyetar vo vTodnimvouy IITA.
Y10V¢ TAPAYOVTES KIVOHVOL E10IKNG ONUAGTOC TEPIAUUPAVETOL 1] TPONYOVUEVT] OVOGOKOTAGTAATIKY|
Oepaneia, 10ing dAhec Oepaneieg yio tnv [1X pe yvooto kivovvo tpdxkinong [IITA.

Ta gvpnpata otnv MRI evoéyetor va eivar epgavi| Tpv amod o KAvikd onpeia 1 cvuntopata. [pv and v
évapén kot v €K vEov yoprnynon g Bepamneiog pe areprovioovpaunn, Ba mpénet va devepyeiton MRI ko
va a&loroyeitot yio onpeio mov cvvadovv pe IIIA. Tlepartépo agloldynon, coureptiapfoavouévov tov
eAEYYOL ToL gykePoLlovaTioiov pwerol (ENY) yio DNA tov 100 JC kot emavalnmtikég VEVPOAOYIKES
a&lohoynoelg Oa mpémel va Tpaypatomolobvtol katd mepintwon. O wtpdg Oa mpémnel va givar Wdaitepa
TPOCEKTIKOG Y10l CUUTTOMOTO TO 0TToio LITodetkvOoLVY TIITA kot gvdéyetar va d10phyovV NG TPOGOYNG TOL
ac0evovg (.., YVOOTIKE, VEDPOAOYLKA 1] WOYLATPIKAE GUUTT®UATE). ZTovg acbeveig Ba mpénet eniong va
GULVIGTATOL VO EVILEPMDGOLV TOVG GUYYEVEIG 1) TOVG PPOVTIGTEG TOVS GYETIKA LE TN Bepameia Tovg, S10TL
EVOEYETUL VO, TAPOTNPNCOVYV CUUTTMOLOTO T 0TToin dev avTiapPaveral o acOevic. H TIIA 0o mpémetl va
e€etaletal og S1aPoptkn didyvwon o€ omolovonmote acbevn pe ITE mov Aappdvel aieprovlovpdunn Kot
eNPavilel veuporoyikd GuURT®UOTO Ko/ VEEG eyKealiéG PAGPeg otnv MRI.

X mepintoon Sdyvoong IIIA, dev cuviotdron Evapén 1 emavévapén tng Bepaneiog pe aleptovlovpdaumn.

Oé&eio un MO1oo1Kn YOAOKLGTITIOO

To LEMTRADA pmopei va avénoet tov kivouvo tng o&giag pn AO1c10kng YoAoKuoTITIONG. e ELEYYOUEVES
KAvikég peréteg, 0,2% tov acBevov pe IIX mov éhafav Beponeio pe LEMTRADA gpedvicoy o&gla un
MBwown yorlokvotitda, oe cuykpion e 10 0% tov acBevadv mov EhaPav Bepancia pe IFNB-1a. Katd
SLapKeELOL TNG XPTONG LETA TV KVKAOPOPIO TOL PAPLLAKOV, EXovV avapepbel emmpdobeteg TepImTOGELG
o&eiag un Mbacikng yohokvotitidag o acbeveig mov Ehapav Oepaneioa pe LEMTRADA. O ypovog
EUPAVIONG TOV CUUTTOUATOV KOUAVONKE amd AydTepo amd 24 dpeg EmG 2 UNVES PETA amd TNV £YYLOT) TOV
LEMTRADA. O1 nepiocdtepol aoeveig avTipetonictnkoy cuvinpnTikd pe avtiloTikd Kot avappoooy
YopiG xepovpyky| enépPacn, eved ot vmofAndnkav oe yorokvotektoun. Ta copuntdpata g o&eglog un
MO61KN G YOAOKLGTITIONG TEPIAUUPAVOVY KOIALOKO GAYOG, KOIALOKT gvancOnacia, TupeTo, vovtia Kot EUETO.
H o&eia un Mbracikn| yorokvoTtitida givar pio Katdotaon Tov uropel vo oyetiletal pe VYNNI T0G0GTd
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VooTpOTNTOG Kol Bvnolpdmrag, edv dev dtayvmotel Eykatpa kot aviipeTomiotel. Eqv vrdpyet vtdvola
vrapéng oelag pun Ablacikng yolokvartitidag, a&lohoynaote Kot yopnyeiote Oepaneia apécmg.

Kokonfeia

Onwg ovpPaiver pe dAeg avosoTpomonomTiké Oepaneiec, amarteitan Tpocoy yio v Evapén g
Oepancioc pe LEMTRADA og ac0eveig pe mpobmdpyovoa 1/kon eEeiiocopuevn kaxkonoela. Eni tov
TOPOVTOG, Oev elval Yvwotd kot 10co to LEMTRADA @épet vynAotepo kivouvo yio avamtuén
Bupeoc1dkdv kokondelidv, apod 1 Bupeoeldikn avToavocio EVOEXETAL VO, ATOTEAEL 1) 1010 TAPAyOVTOL
KIvoLVOUL Yo, kokon0etec Tov Bupeogdoic.

AvTicOAMYM

Metapopd dapéGOL TOL TAAKOVVTO Kot SuvnTikh Goppokoroyikn opdcn tov LEMTRADA éyovv
mopotnpn0el € TOVTIKOOG KATA TNV KUNGT Kol UETA Tov TokeTo. ['vvaikeg o avomapaymykn niwio Oo
TPETEL VO, YPTCLOTOI0VV OTOTEAEGLOTIKEG HEBODOVE OVTIGUAANYNG KOTA TN dtdpKela Kot PUEXPL 4 UVeES PETA
mv ayoyn ne LEMTRADA (BA. mapdypago 4.6).

Eupéia

YuvioTdtol o1 0o0EVEIG VA £XOVV OAOKANPAOCEL TIG KOTA TOTOVS VTOYPEDGELG 0VOCOTOINGTG TOVAGYIGTOV
6 efdopddeg Tpv and v ayoyn pe to LEMTRADA. H dvvatotnto avantoéng ovoGoAOYIKNG OTAVINGNG G
omolodNToTe UPOMo petd v aywyn pe LEMTRADA dev éyet peietnOet.

H aocpdieia ¢ avocomoinong e epfoia pe {ovteg 1006 petd amd pia cvvedpia ie LEMTRADA dev €yt
peAetn et emionua o€ eheyyOueveg KMVIKEG OOKIUEG Yo TNV TIZ Kol CUVERMG AVTA dEV TPETEL V.
yopnyovvrat og acbeveic pe ITX mov éxovv AaPetl tpoéceata o cvvedpic LEMTRADA.

Eletaoeis avtiowudtwv / uforiocuos kot tov 100 aveuofloyiac-(wotipa.

Onwg kot pe Kabe pappakeuTikd Tpoidv Tov TPOTOMOLEL TV OVOGOAOYIKN KATAGTAGT, TPOTOV EEKIVIGOLV
pio cuvedpia pe LEMTRADA, ot acBeveig ympig iotopucd avepofroyids 1 xopig epfoitacpd Evavtt Tov 100
avepoPfroyric-Lootipa (VZV) npénet va e£€T00TO0V Yl TV TOpoLsio, avTIcOPatov Katd tov VZV. [Ipéret
va eEeTAOTEL TO EVOEYOUEVO EUPOMAGHOD TOV OPVNTIKDOV Y10 OVTICOUNTO 000eVaV EvavTl Tov VZV mpv v
évapén ayoync e LEMTRADA. Tlpoxeiévou va BaceL 6Ty TANPpT 0pacTIKOTNTA TOV 0 EUPOAOGIOC
Kkatd tov VZV, avaPdéirete v aywyn pe LEMTRADA ywa 6 eBdopddeg petd tov epufoAilacud.

Y UVIOTOUEVEC EPYOOTNPLOKEC EEETAGELC YO TNV TOPUKOAOVONON TV 0.60evdV

Klvikn g€étaom kan epyactnplokég eéetdoelg Oa mpénet vo S1e&dyovtal 6€ TEPLOdKH SIUGTALATA £MG
ToVAdYIoTOV 48 Pveg petd amod v terevtaio cvvedpio pe LEMTRADA mpoxeipévon va
TapaKoAovBovvVTOL 01 acOEVELS Yo TP OMLEiN 0VTOAVOS®Y VOG®V:

. I'evikn e€étaom aipatog pe d1opoptkd TPOsdlopIoUd AEVKOKVTTOPTIKOD TUTOL, TPUVGOUIVAGES 0POV
Kol emineda Kpeatviviig 6Tov 0pd (mptv TNV Evapén TG aymYNG Kol 6T GLVEXELD GE UNVviaio
dloTNUOTO).

. Avdlvon obpav pe pkpookomikn e&€taon (pv v Evapén Tng aymyng Kol 6T CLUVEXELN OE UNVidia
dloTNHOTO)

. "Eleyyoc tng Bupeoedikng Aettovpyiag, 0mmg eninedo Bupeoeldotpomov opudvng (tptv v Evopén g
ayoyng Kot kabe 3 pnveg 6t cuveyel)

ITAnpowopicc and tn ypnon tne oieptovlovudunns Tpv tnv adcsto KukAopopioc tov LEMTRADA otnv
oyopQ TEPOV TOV UEAETMOV VIO TN YOPNYio TNS ETOLPELOC

O tapokdto avemBounteg evépyeleg avayvopiotmnkay mpty amd v £ykpion oo LEMTRADA, katd
ypnomn g aieptovlovpdumne yo ) Oepameio TG xpOVIAG ASUPOKLTTAPIKNG Asvyapiog B kuttdpov (B-
XAA), kaBdg Ko yio TNV aywyn ALV dtotapaydv, cuviBng e dOCELS VYNAOTEPES Kol GUYVOTEPQ
yopnyovpeveg (.. 30 mg) and avtég Tov cuvicT®@VTOL Yo TNV aymyn ¢ [IX. Eneidn ot avtidpdoeic awtég
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avaeépovtal avbdpunta amd vav TAnbvcopod aféfaiov peyébovg, dev sivan mdvtote duvarti 1 a&lOmoTn
EKTIUMOTN TNG CLYVOTNTAG TOVG 1 1] TEKUNPIMOT TNG OITIOAOYIKNG GXEGNC TOVG Ue TNV £kBeom otV
aAeptovlovpaumn.

Avtoavoon vocog

Ta avtodvooa cuuPdparta mov Exovv avapepbel oe acbeveic VIO aywyn pe aieptovlovHATn
mePAaUPavouy ovdeTepomevia, OLOAVTIKY avalpia (copmepiapfavouévov evdg Bavatnedpov
TEPIOTATIKOV), EMIKTNTN CitpoppoPirio, voco anti-GBM kot voco tov Bupeogidone. ZoPapd kot eviote
BovaTneopa aVTOAVOsH PALVOUEVO, CUUTEPTAOUPOVOUEVIC TNG OLTOAVOGNG OLUOAVTIKNG OVOLUIOG, TNG
avtodvoong Opoppomeviag, g amAacTikng avaluiog, Tov cuvdpdpov Guillain-Barré kot g ypoviag
PAEYLOVADOOVS OTOUVEAVMTIKNG ToALpLLovevpoTtadetas, £xovv avapepbel oe acbevelg yopic [1X vid aymyn
pe aieprovlovpdpunn. Eva Oetucd anotéheospa ot dokipacio Coombs avagépOnke og Evav oyKoAoykd
acBevi| vo Bepamneia pe adeprovlovpdunn. Eva Bavammedpo tepiotatikd vOGov-pocyedLoTog-EVovTL—
Eeviotn, oyeTillOpEVNG LE UETAYYIOT avopEpOnKe o€ Evav 0YKOAOYIKO acBevi LITO aymYT| LE
aAeptov{ovpaum.

Avtidpaoeis ayeti{Oueves ue v Eyyvon

YoBapég ko eviote Bavarnedpeg AZE mov cupnepiiapfavovy Bpoyydomacuo, vro&ia, cuykon,
TVELHOVIKEG 01NN GELS, GUVOPOLO OEELNG OVOTTVEVGTIKNG SVGYEPELS, OVATVEVGTIKT OVOKOTY], ELLPPOLYLLLL TOV
pvokapdiov, appuduiec, o&eio kopdlokr OVETAPKELD Kot KAPIIOKN avakomn £xovv topatnpndel oe acbeveig
yopic I[TX wov avtipetomiotKay pe dAeUTOV OVUAUTN O HOCELS DYNAOTEPEG KOL GUYVOTEPESG OO CVTEG TOV
ypnoworotovvtol otny [1Z. ‘Eyovv avaeepbei eniong cofapn avapoura&io kot GALEG avTIOpAoELC
vrepevarcnciog, copmepAapPavoprévng g ovVOQLAKTIKNG KaTamAn&iog Kot TOL oy YEL0010NLATOG.

Aouawéeis kot mopooitwoels

YoBapég kot eviote Bavatneopeg 10yeveic, Paktnplakéc, TpOTOLMIKES Kol LUKNTIONGTKES AOIUMEELS,
GLUTEPTAAUPAVOUEV®VY KoL EKEIVOV TTOV 0PEIAOVTaL GE ETavEVEPYOTOINGN AavOovouodv AoumEemv, Exovv
avapepbel e acbeveic yopig [1Z mov avipetotiomkay pe adeptov{ovudunn og d66E1C VYNAITEPES Kot
GLYVOTEPES OO AVTEG TOV YPTCLLOTOI0VVTOL otV TIX.

A1070p0oyéS TOL AIUOTOINTIKOD KOl TOD AEUPIKOD GVOTHUATOS
YoBapng LOPPNG aLoppayIKEG avTidpdoelc Exovv avapepbei o aobeveic yopic I1X.

Kapdioxés drotapayés

ZOUEOPNTIKY KOPOLOKT OVETAPKELD, KOPILOpvondOeia Kot petmpévo kKhdoua eEdbnong éxovv avapepbel o
acBeveic yopic I[TX vd aywyn pe adeptovlovpdunn Tov elyoV OVIIHETOMIGTEL TPONYOUUEVMG LE FVVNTIKMG
KapS10ToEIKODS TAPAYOVTEG.

Agupobvrepmlaotinés datapoyés ayeti{oueves ue tov 10 Epstein-Barr
Agppoimepmiactiég dtatopayés oxetilopeveg pe tov 10 Epstein-Barr £yovv mapatnpnbei o acbeveic mépav

TOV PEAETAOV VIO TN YopMYia TNG ETOIPEING.

To LEMTRADA mepi€yet vaTplo Kol KOALO

To papuaxo owtd mepiEyel Ayotepo amd 1 mmol kadiov (39 mg) ava Eyyvon, dniadn ivol ovclacsTikd
«ehevbepo KaAiovy.

To @dppaxo avtd mepéyet Mydtepo and 1 mmol vatpiov (23 mg) avd £yyvon, dnAadr| eivor oVGLUGTIKA
«erehBepo vatpiovy.

4.5 Allemopdosic pe GALO QUPPIUKEVTIKA TPOIOVTA Ko GAheg pop@éc ailniemiopacng
Agv &yovv die€aybei emionpec peréteg poprakoloyik®v oaAAniemdpdoeswv pe to LEMTRADA
YPNOULOTOLDOVTAS T SOOT TOV GLVICTATOL Yo ToLG acbeveig pe [TX. Xe pio eleyyopevn KAVIKY ok yio

myv IIX, acBeveig mov giyov mpdspata ovIHETOMIOTEL pe B-vtepeepovn Kot 0&IKT YAUTIPAUEPT XPELEOTIKE
va dtakdyouy TNV aymyn 28 nuépeg mpwv amd v évapén g ayoyng pe LEMTRADA.
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4.6 T'ovipétnTa, KOG KO Yorovyio

IMuvaikeg o€ avomopoyyikn nAKio

O1 GLYKEVTPOGELG GTOV 0pO MTAV YOUNAEG 1] 1N aviyveLolueg péso og 30 Tepimov Muépes PHETA amd KaOe
ovvedpia. Katd cuvénela, ol yovaikeg 6€ avamopay®ytkn NAMKio TPETEL VO YPNGULOTOLOVV OITOTEAECLOTIKTY
avTIGOAAN Y evoow pog cvvedpiag pe LEMTRADA kot éo¢ 4 uiveg petd amd kdbe cuvedpia.

Konon

Eivon mepropiopéva to dedopéva oyeTIkd e T ypnomn e oleptovlovpdunng otig £ykveg yovaikeg. To
LEMTRADA 6o mpémetl va yopnyn0ei katd ™ didpkela g konong uovov dv to mbavd 6@erog ducatoroyel
Tov mhavo Kivouvo yia to Euppvo.

Eivai yvooto ot 1 avBpomivn IgG umopel va dtomepdoet Tov TAUKOLVTIONKO GParyrod-: 1 oAeuTov{ovpauan
EVOEYETAL VO, O10TEPAGEL EMIOTG TOV TAOKOVVTIHKO OPOYUO KOl GUVETMOC VO, OTOTEAEGEL OLVITIKA KIVOLVO Yia
0 £uPpvo. Meréteg oe {ma £xovv KaTadeiEel TOEIKOTNTO OTNV AvaTapay®YIKT tkovotnto (BA. Topdypaeo
5.3). Aev gival yvooto gdv 1 adeptovfovpdunn pmopel va PAGweL To EPPPLo OTav YopnyEiTaL GE EYKVEG
YOVOIKEG 1) €0V UTTOPEL VAL ETNPEBGGEL TNV AVOATOPOY®YIKT KAVOTNTA.

H voc0oc¢ tov Bupeocidn (PA. Tapdypapo 4.4 Ovpeocidixes drotopayés) GLVIGTA WNITEPO KIVOLVO Yia TIg
yovaikeg Tov givar £ykveg. Edv o vmobupeoeidiopog dev avTHETOMIOTEL KOTA TNV KOO LAGPYEL aENUEVOS
KivoLuvog aofoANG Kol ETMTOGE®Y 6T0 EUPPLO, OTMC dtovonTikh KoBuoTépnon Kot VOVIoUO. ZTIG UNTEPES
ue voco tov Graves, To, UNTPIKA OVTICOUOTO KOTA TOL VT0d0Y£Ea, TG BUPEOEIBOTPOTOL OPUOVIC UTOPOVV VAL
HETAPPACTOVV GTO OVATTUGGOUEVO EUPPLO KoL LTOPOVV VO TPOKOAEGOVV TOPOSIKT VEOYVIKT VOGO TOV
Graves.

OnAacpodg

H oieprovlovpdpumn aviyvedhnie oto YéAo Kot 6To VEOYVE ONAVK®Y TOVTIKMV OV YOAOLYOVGAV.

Agv gival yvooto dv 1 adeptov{ovpdunn arekkpivetar 1o avBpomivo yaia. O kivdvvog ato OnAdlov
veoyévvnto/Ppépog dev pmopet va, anokigiotel. Kotd cuvéneia, o ONAacuog Tpénel va SoKOTTETAL KOTH T
duapkeln kKaOe Bepamevtikng cvvedpiag pe LEMTRADA «at yia 4 univeg petd v tekevtaio £yyvon Kdaoe
ovvedplag. QoTOG0, TO 0OQEAT Ad TNV 0VOGi0 TOL TPOGHIOETAL LECH TOL UNTPUKOD YAAUKTOC EVOEXETOL VAL
VIEPIGYVOVY TOV KIVOOV@V amd Trv dvvntikn £kbeon tov OnAdlovog veoyévvntov/Bpépoug otnv
aieptovlovpdpm.

Tovipdtta

Agv vapyovv enapkn dESOUEVE KAVIKTG AGPAAELNG OYETIKA Ue TNV enidpacn tov LEMTRADA ot
yovipuotnra. Xe pio vo-peAét pe 13 dvopeg acBeveic mov éhapav LEMTRADA (gite 12 mg gite 24 mg),
dev mapotnpnOnke aomeppio, almooneppia, otabepd petovpevoc aplduog onepuatolmopiny, dtoTapayss
KWW TIKOTNTOG 1] AOENCT) OTIC LOPPOAOYIKES VM UUAIES TV omepuaTolmapimy.

Eivat yvooto 6111 CD52 amovtdtol 6Toug avamopoym®ytkovg 10ToVg TOL avOp®ToL Kol ToV TPOKTIKGOV. Ta
otoyeio amd peréteg oe (Mo KATEGEIEOY EMOPAGELS GTI| YOVILOTNTO OVOP®OTOTONUEVOV TOVTIKOV (BA.
TapAYPaPo 5.3), GTOCO Ui SLVNTIKY ENIOPAcT 6TV avOp®OTIVY YOVILOTNTO KOTA TNV TTEPI0d0 TG £kBeomng
elvar dyvootn pe Baon o dféciua dedopEVa.

4.7 Emopaceig 6ty IKAvOTNTOE 001]Y161)G KO YELPLGHOV P UVI|LATOV

To LEMTRADA é£yet pikpn enidpoomn oty KavOoTnTo 001 ynong Kot ¥EPIoUov punyavnuatov. Ot
mEPLocOTEPOL 000EVElg ekdNnAdvovy AZE o1 omoieg mapovoidlovtal katd tn didpkelo 1 EvTog 24 mpdv Petd
mv ayoyn pe to LEMTRADA. Kdroteg and Tig avtidpdoelg mov oyetilovron pe v éyyvon (AZE) (m.y.
(o) evdéyetar va eNPeCGOVY TPOSOPLVE TNV IKOVOTNTA TOL 0oBEVODE VL 00N YNOEL 1| VO XEPLOTEL

LY OV LLOTOL KO OTTOLTEITOL TPOCOYT] HEXPL VO VTTOYWPTICOVV.
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4.8 AvemOOunteg evépyereg

[Iepiinymn Tov TPOEIA ACQAAELNC GE KAWVIKES OOKIUES

Yvvorika 1.486 acbeveig mov avtipetoniotnkoav pe LEMTRADA (12 mg 1| 24 mg) amotélecav Tov
TANBLoUO ACPAAELNG GE L0 GUYKEVTIPMTIKY 0vAALGON TV KAVIKGOV peketov g IIZ pe didpeco didotnuo
mopakolovdnong 6,1 etdv (péyiom dudpketa 12 £tn), N omoia eiye ¢ amoTéAeSa TNV TOPAKOAOVONGN NG
ac@aretlag eni 8.635 étn-acBevav.

O1 o onuovtikég avembounteg evépysieg nrav 1 avtoovoasio (ITP, Bupeoeidikég dtatapayéc, veppomdbeieg,
KLTTOPOTEVIES), Ot AXE kot o1 AOMEELS. AVTEG TTEPLYPAPOVTAL GTNV TOPdypapo 4.4.

O mo ovyvég avemBounteg evépyeteg pe 1o LEMTRADA (o >20% tov acBevav) ntav to edvOnua, n
Kke@aAalyia, N mope€ia Kot 01 AOUMEELS TOL AVATVEVGTIKOD GUGTILOTOC.

KotdAoyog avertBbuntmy eVEPYELDV GE LOPOY TIVOKO,

O mapakdto wivakag BacileTor oTo GVYKEVTIPMTIKE 0E00UEVO ACPAAELNG 0O OAOVG TOVG 00DEVEIC TOV
avtipetoniomroyv pe LEMTRADA 12 mg katd tn dtdpkeld. Tov cuvoAov g dabEoiung Tapakoiovbnong
o€ KAMVIKEG dokpuéc. Ot avemBounteg evépyeteg mapatifevior katd Katnyopioa/Opyovikd Xvotnuo (KOX)
kot katd [Tpotipdpevo Opo (I1O) tov latpikod Aegucov yio Kavovietuég Apactnpiotreg (MedDRA). O
ouyvotTeg opilovtal GUUPOVE e TNV TOPUKAT® cLVONKT: TOAD cuyvéc (= 1/10), cuyvéc (= 1/100 éwg

< 1/10), oyt ovyvég (= 1/1.000 émg < 1/100), ombvies (= 1/10.000 £émg < 1/1.000), mord ondvies (< 1/10.000),
un yvootég (0ev pmopotv va ektiunfovv pe faomn ta dStabéoia dedopéva). Xe kdbe opdda cuyvoTHT®V, 0L
avemBounteg evépyeteg mapatifeviot katd oelpd ebivovsas cofapdtnTag.

Mivakag 1: AvemOBopnteg evépyereg ot perétn 1, 2, 3 kon 4 mov mapatnpndnkav g a60eveic mov
avriperoniotnkay pe LEMTRADA 12 mg kot Katd TN PETEYKPITIKN TAPAKOA0VONON

Katnyopi | Iokd Zuyvég Yoyvég Oy Zoyvég Yravieg Mn yvooTég
o/Opyovik
6 Xvotnpa
Aowdéerg | Aolpmén tov Aowdéeic and | Ovuyopvknrioo Atotepioon/unvry
Ko aVATEPOL épmnta 1, OVAITIOW, yT1d0 amd
TOPACITOG | AVATVELSTIKOD | LOoTHpO?, LUK TIOGIKT Motépa, Aoipmén
€1g GUGTNLOTOG, roudEeic Tov dEPLLOTIKY omd Tov 10
ovporoiumén, KATMTEPOL Loiuwén, Epstein-Barr
roiuwén omd avamveLSTIKOD | opvydaiitido, (EBV)
Tov 16 ToV GLOTHUOTOC, oela (cvumeptrapfovo
épmnto,! yaotpeviepitido | rypopitiooa, HEVTG NG
, KavTvtioon KutTOpiTIdN, EMOVEVEPYOTOING
TOL GTOUOTOC, Qupotioon, <)
a1d010KOATIKT holpwén amd
Kkavtwtioon, OV
ypimn, hoiumén | Kuttopoueyorol
0L WTOG, 0
mvevpovia,
Aotpwén Tov
KOATOL,
000VTIKN
Loipwdn,
Neomhdop Onlouo Tov
ato déppartog
KaAonon,
Kokonon
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KoL

Kkafopiopé
va(meptlop
Bavovtat
KOOTELS Kot
TOAOTOOES)
Awotapayéc | Aepgomevia, AgpopadevondBe | IMoavkvttapomevi | Alopoyokvtrapt
TOL Aevkomevia, 1a, oTOdVOooN o, CHOAVTIKN K1
aomomtt | copmepthapupav | Opoppomevikn avaipio, AELPOICTIOKVTTAP
Ko¥ Kot opévng g TopPLPO, eniKTnIN won (HLH),
oV ovdeteponeviog | Opoupomevia, atpopiia A OpoppoTikn
AEppUCon avaipio, BpopPoxvtrapomne
GULGTI|LOTO LELOLLEVOG VIK] TopevpoL
G opatokpitng, (TTP)
AEVKOKVLTTAPMOC
n
AwotapoyEc 2Hvopopo ZopKoeidwon
oV ameAevBépwong
OVOGOTOLN KOTTOPOKIVAOVF,
TIKOV vrepevarctnocia
GUOTNLOTO ovumepthappay
S OHEVNG TNG
avoevia&ioc*
Awtapayéc | Noéoog tov Avtodvoon
OV Basedow, Bupeoeidition
eVOOKpWIK | vtepBupeoedic | cvumeptrappay
W) uog, opévng vro&eiog
cvotiuato | vrobupeoedicp | Bupeosiditidag,
S 0g Bpoyxoxnin,
e&étoomn yio
avTiBvpeoeldKd
OVTICOLOTO
Betucy
AwotapoyEg Mewwpévn
OV opeén
petafoilc
LoV Ko NG
Bpéyng
Yoyuorpucé Avmvia*, dyyoc,
G KaTdOAym
SloTapoyéC
Awtapoayéc | Keporaiyio™ Ymotponi TG Awotapoyn Ayoppoyikd
OV I, {dAn*, oo TkoTNTAG, OYYELKO
VELPLKOV vraloOnoio, vrepotcnoia, EYKEPAAIKS
GUOTNLOTO nmopoctnoia, KeEQOAOAYio oo EMEIGOO0**,
o TPOLOG, tdon, Lo ®PIGUOC
dvoyevoia*, ovtodvoon TPOYNAIKOV-
nuikpavio™® EYKEQOATION EYKEQOAKDV
apTNPLOVEF*
OBaiuke Emmepukitoa, | Aumiomio
G EVOOKPIVIKT
dtoTapayéc opBoiponddeta,
opaor Bopmn
Awrtapayéc Tayyog Qroiyia
TOL WTOG
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Kol TOV

Aafopivbo
v
Koapdrokég | Tayvkapdio* Bpadvkapdia*, | Koimikn Ioyopio Tov
dStoTapoyEs aicOnua uopuapuyn* pvoxapdiov**,
TOALOVF EUOpPOYLLO TOV
pvoxapdiov**
Ayyewaxég | 'E&ayn* Ynotoon®,
SaTapayEC vréptaon®
Awotapoyéc Avomvola*, ZUGPIYKTIKO [Tvevpovikn
oV Pxoc, aicOnua KOWEMOIKT|
OVOTTVELGTL eniotadn, Acpov®, alpopporyio**
KoV AOEVYKAG, GAyog | epebioudg Tov
GULGTLOTO GTOUATOPAPVYY | Ao,
¢, TOV o, GoOua mvevpovitidon
Ompaxo
KOl TOV
pecobwpdix
0V
Awrapoyéc | Navtio* Kotuakd dAyog, | Avokoltidtnta,
OV €UETOG, YOGTPOOIGOPAYL
YOOTPEVTEP didppota, KN
o0 dvomeyia*, TaAVdpoOuUN o,
oTopaTITION ovhoppayia,
Enpootopia,
dvoopayia,
dlaTapayn Tov
YOOTPEVTEPLKOD
GLOTNATOG,
oaToyecio
AwTopayég AvEnuévn Xoloxvartitidn Avtodvoon
TOL NTOTOG OCTOPTIKY ovumepthappov nroTitida,
KOl TOV OUVOTPOVOQEPE. | OREVIG TNG 1N Hratitida (Tov
YOANPOP®V on, avénon mg | MOacIKng oyetileTon pe
QULVOTPOVOQPEPD. | YOAOKVOTITIONG roipmén EBV)
ongG g Ko TG o&elag
odovivng pn Abacikng
YOAOKVLGTITIONG
Awtapayéc | Kvidmon*, Epvonpua, OAOKTOVAL,
OV eEavonua*, EKYOUOOT), VUKTEPIVOL
OEPUATOG KVIOoUOG*, oAomekia, 0OPpOTEG, O1OM L0
KOl TOVL YEVIKELUEVO VIEPIOPMASiaL, TOV TPOCGAOTOV,
vodopov | e&avonua* aKun, PAGpn éxlepa, Aevkm,
16700 dépuoatog, YUPOELONG
deppotitidn olomexio
Awotapoyéc Mvaodyia, poiky | MuookeAeTikn Noéoog Still pe
OV advvapia, dvokopyia, évapén otnv
LVOCKEAETL apBpodyia, dvopopia akpov eviAikn Con
KoV ocuaiyia, (AOSD)
GUGTILOTO &yog dicpov,
¢ K0l TOV pikoi oracpoi,
GLVOETIKOD avyevayia,
16700 HVOGKEAETIKOG
ToOVO(
Awotapoyéc IIpwteivovpia, | Neppoibiaon,
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TV oaTovpio KeTOVoLPia,
VEPPOV Ko veppomdbeleg
TV copumeptAapfoy
oVPOPOPM OHEVG TNG
vV 000V vooov anti-
GBM
Awotapoyéc Mnvoppoayia, Avomhocio
0V £uunvog poon TPOYNAOL
OVOTOPOLY® AKOVOVIOT (uTpag),
Y100 opUnvoOppoLa
GUOTNLOTO
G KOl TOV
LOLGTOV
levikég MMvupe&ia*, Owpaxikn
dwtapayés | kénwon*, piyn* | dvoceopia®,
Kot dyog*,
KOTOGTAGEL TEPLPEPIKO
¢ NG 0000 olonua,
xopnynong eGoobévion,
YpmdNG
ouvopoun,
KaKovyia, GAyog
ot 6éom
&yyvong
Hopoaxivi AvEnuévn Zopatiko Bapog
KEG Kpeativivn UELOUEVO,
egetaoelg oipoTog copoTikd Bépog
avénuévo,
HELOUEVOG
op1Ouog
gpLOpOKLTTaP®
v, OeTikd
OTOTEAEC O, OE
Baktnplokn
doxocia, ,
avgnpévn
YAvKoln
aipotog,
avénpévog
Hécog
KLTTOPIKOG
OYKOG
Kokdoelg, Molomog,
MMAnmpid oyeTCouevT L
OEIC KOl ™V &yyvon
EMMAOKEG avTidpoon
Oepamevtik
)Y
XEPLOUDV

I E11¢ AoudEeic amd Tov 16 Tov £pmnTa CLUTEPIAAUBAVOVTOL OL: GTOUATIKOC £pTNG, amAOG £pTNG, £PTNG TV
YEVVITIKOV 0pYAV®V, AOTH®OEN 0mtd TOV 10 TOL £pINTa, 10G TOV amAoD EPTNTA TV YEVVITIKOV 0pYAV®V,
depaTiTION amd EpTNTa, ATAOC 0QOUAUKOG EPTING, OETIKOG OPOAOYIKOS EAEYYOG YO TOV 10 TOL ATAOD £PTNTAL.
2 11 howumEeig amd tov 16 Tov Epmnta (ooTthpo cuumeptiapPavovat ot Eprng (woThpac, SepuoTicdg
dudyyvtog €pmng Coatpac, opBaAuKoc £pmng (oothpag, oeBaALIKOg EpTng, £pmng (OoTNPaG e EKONADCELS
07tO TO VELPIKO GUGTNUA, UNVIyYiTda arnd Epmnto (OoTHpa.
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Ieprypaen emAeypévay avemtuuNTOv EVEPYEIHOV

O1 6pot ov emonuaivovion pe aotepioro (*) atov [ivaka 1 mepropfdavouvy avemBounteg evépyelec mov
AVOPEPOVTOAL MG OVTIOPAGELG OYETILOUEVEG LE TNV EYYVOT).

O1 6pot ov emionpaivovtar pe dvo actepiokovg (**) atov Ilivaxka 1 mepriapfdvouy avemBounteg evépyeleg
OV TTOPATNPNONKOY 0TO TAAIG10 HETA TNV KLKAOQOPIO, Ol OTTOIEG ELPAVIOTIKAY GTNV TAEOYN QL0 TOV
TEPMTOGEWV eVTOg 1-3 nuepdv petd v &yyvorn tov LEMTRADA, petd and omolodnmote amod Tic 061G
Katd T O1dpKELD. TOV KOKAOL Oepameiag.

Ovdeteporevia
"Exovv avaeepbel mepintdoeig coPapng (meprrapfavouévng kat tng Bavatnedpov) ovdeteponeviog EViog

2 unvav petd v £yyvon tov LEMTRADA.

IIpo@il 0oQAAEIOC KOTA TH LOUKPOYPOVIO TTOPAKOAOVONON

O 100G TV AVETIBOUNTOV aVTIOPACE®Y, GUUTEPIAAUPOVOUEVNG TNG cOPapOTNTOC Kot TG BopdTnTog, TOL
mopatnpionKay otig opddeg mov Ehafoyv Bepaneio pe LEMTRADA oand 0leg Tic dtabéaipeg meptddovg
TOPAKOAOVONONG, CLUTEPIAAUPAVOLEVOV TOV AGBEVOV OV EAafav ETITAEOV GUVEDPIES, NTAV TOPOLOL0G e
ekelvav Tov Tapatnpninkav oe eleyydpeves e opaotikd mapdyovia peréteg. H enintoon tov AXE ot
ouvvedpia 1 NTav vynAdTEPN 0 GUYKPION LE TIG EMOUEVEG GUVEDPIEG.

Y1ovg aoBeveig mov cuvé oay Ao eAeyOUEVEG KAMVIKEG pehéteg kat Ogv Eaafav emmiéov LEMTRADA
HETA TIG apyikéS 2 ouvedpieg, To T0600TO (CLUPAVTO aVE ATOHO-£TOC) TV TEPIOGOTEPOV AVETIHOUNTOV
EVEPYELDV NTOV GLYKPIGIHO 1 HEW®MEVO oTa €T 3-6 6g cVuYyKplon pe ta. €t 1 Ko 2. To m0c06To TV
BvpeocdkdV avemBOUNTOV evePYELDV £QOAGE GTO HEYIOTO TO £TOG TPIN KOl GTN CLVEYELD UELDONKE.

Avopopd mavoloyoduevev avemBOUNTOV EVEPYEIDV

H avaeopd mBovoloyodevmv avemiBountomy vepyei®mv HETE amd T Yop1ynon Gdelg KUKAOPOPIaG TOV
QOPUOKEVTIKOD TTPOTOVTOG €lval onpavtikn. Emitpénet ) cvuveyn mapakorovdnon e oxéons oEAOVG-
KIVOUVOL TOL POPUOKEVTIKOD TPOIOVTOG. ZNTEITOL AO TOVG EMOYYEALOTIEG VYEIOG VO VOPEPOLY
OTOEGONTOTE THOVOAOYOVUEVEG AVETIOOUNTES EVEPYELES HEG® TOV EBVIKOD GLUGTNLOTOG AVOPOPAS TOV
avaypdoeetal oto Iapaptnua V.

4.9 Ynepdooolroyia

e eleyyopevec KAMviKEG dokég, 000 acbeveig pe X Elafav Toyxaio péxpt 60 mg LEMTRADA (dnAaon
GLVOALKY] 060N Yo TNV TPMTN cvvedpin) pe pio Eyyvon Kot EKOMMA®Gay coBapéc avTidpdoelg (KepolaAyia,
eEavOnua Ko gite vwoToon gite PAcforouPikn Tayvukapdio). Adoeic LEMTRADA peyoaiitepeg amd avtég
OV JOKIUAGTNKAV OTIC KAVIKEG PLEAETEG EVOEYETOL Va avENGoVY TNV évTac 1)/Kot T d1dpKeElD TV
AVETBOUNTOV EVEPYEIDV TTOV GYXETILOVTAL LE TNV £YYVOT 1 TIC OVOGOAOYIKEG EMOPAGELG TOV.

Agv vapyeL YvOoTo avtidoTo Yo TNV vepdocoroyia T areptovlovpdunns. H aymyn anoteleiton omd
O10KOTN TNG YOPNYNOTS TOL PAPULOKEVTIKOD TPOTOVTOS KOl VITOGTNPIKTIKY BepameioL.

5. OAPMAKOAOTI'IKEX IAIOTHTEX

51 ®oppoxodvvVopIKEG 1O10TITES

Dappokobepanentikn Katnyopio: AvocsoKataoTaATiKd, MovokAnviKd aviioopoto, kodikog ATC:
L04AGO06

Mnyavioudc dpdong
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H oieprovlovpdunn eival €va avacuvovasHEVO avOPMOTOTOMUEVO LOVOKAMVIKO OVTICMLLN TTOV TopayeTal
amd DNA kot otpépetor Katd g yAvkonpwoteivng CDS2 tng Kuttapikig empdvetlag, peyédovg 21-28 kD. H
aieptovlovpaunn givar éva kdnmo avticopa [gG1 pe dopn and avOpdmves HETOPANTEG TEPLOYES KO
otabepéc TEPLOYEGS, KOl LE TEPLOYEG KOOOPIGHOD CUUTANPOUOTIKOTITOG OO LOVOKAMVIKO OVTICMLLN
TpoKTIKOV (apovpaiov). To avticopo &yl katd Tpocsyyion poplakd Papog 150 kD.

H oieprovlovpdpnn cvvoéetan pe to CDS2, éva avTtydvo TG KLTTOPIKNG EMUPAVELNG TTOV OTAVTATOL GE
vymAd eninedo ota T (CD3") ko ta B (CD19) AepgokdtTopa Kot 6€ yopnAotepo. ETIMESQ 6TA QUOIKA,
QOVIK( KOTTAPA, TO LOVOKLTTOPO Kot T pokpopdya. H mocdtnta tov CDS2 mov aviyvedeton ota
0VLOETEPOPIAQ, TO TAAGLATOKDTTOPO KOt T PAOGTIKE KOTTOPO TOL HVEAOD TOV 0GTMV vl PIKPN 1
unoevikn. H aigptovlovpdumn opo HEC® OVTICOUUTOEEAPTMUEVNC 010 KUTTAP®V ETITELOVUEVNG
KUTTOPOAVONG KOl LECH AVGNG TOV EMTEAEITOL OO TO CLUTANPOUA, UETE TN GUVOEGT TNG UE TNV KLTTOPIKY|
emodvela tov T kot tov B Aeppoxvttdpmv.

O unyovicuds péow tov omoiov 1o LEMTRADA aockei ) Ogpanevtikn tov dpdor oty I1X dev éyxet
dtevkpwiotel TANPpwG. QoTd60, £pguvec delyvouv OTL 0OKEL AVOCOTPOTOTOTIKN dpAcT LEC® EAAEYNG KoL
EMOVATOIKIGHOD T®V AEUPOKVTTAP®V, CUUTEPIAAUPOVOUEVOV Kol TOV EENG:

- MetaPolréc otov aptduo, Tig avaroyieg Kot TIC 1010TNTEG OPICUEV®V AEUPOKVTTUPIKMDV VITOTANOVGUMVY HETH
T Oepamneia

- AvEnuévn mapovcio puBuictikdv vrorAnbuopmv T kuttdpov

- AvEnuévn mapoveio T kot B Agppokvttdpav uviung

- [opodikég emdpAGELG O GLOTATIKA TNG £YYEVODS 0vociag (dNAadt), ovdeTepdPIA, LOKPOPAYQ, PLGTKE
QOVIKA KOTTAPO)

H peimon ota eninedo tov kukhopopovviemv B kot T kuttdpwv amd to LEMTRADA kot o erakdiovbog
EMOVATOIKIGHOG TOVG EVOEXETAUL VAL EALUTTAOVOLY TNV TOAVOTNTO VTOTPOTNG, TO OTOI0 TEAIKA EMPPASHVEL TNV

e&EMEN ¢ vocov.

Dapuokodvvakéc EmOPAoEIC

To LEMTRADA g&aieipet ta kokhopopovvta T kot B Agppoxvttapa petd and kabe cuvedpia, Le TIg
KOTOTATEG TIUEG VO TapatnpovvTot 1 punva HeETd amd pio cuvedpia (To TPOIUOTEPO XPOVIKO GNUEID PETA TN
Oepaneio otig peréteg eaong 3). Ta Aeppokdtropa enavamokilovy He TNV TEpodo Tov ypdvov, UE TNV
avakopym tov B xuttdpov cuvilBmg va ohokAnpdvetat vidg 6 unvav. Ot aptfpol tov AepeokvTTdpmyV
CD3+ kot CD4+ av&dvovtat o apyd Tpog 10 QUGIOA0YIKO, GALG YEVIKG OEV ETAVEPYOVTOL GTO. PYIKA
emineda péypt Tovg 12 pniveg petd v aymyn. To 40% tev acBevov mepinov mapovsioce Guvorlkd aplOpd
AELPOKVTTAP®V TTOV £POavVE TO KATM®TEPO PLGIO0A0YIKO Op1lo (LLN) péypt toug 6 uivec petd amd kéde
ovvedpia, kKat To 80% tav acbevav mepinov giye cuVorkd apBud Aepgokvttdpmy mwov épave o LLN
péypt toug 12 pnveg petd and kabe cuvedpia.

Ta. ovdetepdPIra, TO LOVOKDTTAPW, TO OGIVOPILO, T, fOCEOPIAN KL TO PVOIKH QOVIK(, KOTTOP
emnpedlovtor povo mapodikd amd to LEMTRADA.

KAwvikn ommoteAeCUOTIKOTITO KO 00 QAAELD,

H acpdleio kon ) amotelespotikotnto g aieputoviovpaunng oty X a&oroyndnkav oe 3
TUYOLOTOMNUEVES, TVQAES MG TTPOG TOV AEIOAOYTH KAWVIKEG SOKIES, GE GUYKPIoN UE OPACTIKT ovaia kot o€ 1
U EAEYYOUEVT], TVPAN WG TTPOG TOV AELOA0YNTY LEAETT eméKTaoT o€ acbeveic e RRMS.
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O 6y£o10610c/TO ONUOYPOPLKA oTotysio TV MeieTtov 1, 2. 3 kon 4 paivovon otov Hivaka 2.

Hivaxag 2: Xyeowoopoc Merétng kor Xapaxtnprotikd katd v Ewcaymoyn yio tic Meiéteg 1, 2, 3 ko 4

Merét 1 Meglrétn 2 Merétn 3
; . CAMMS323 CAMMS32400507
Ovopo perétng (CARE-MS I) (CARE-MS I) CAMMS223
Eleyyopevn, Eleyyopevn, toyoromompévn, E)»syxousvn,’ ,
. . . , , . [TuxooTOINUEVT), TVA|
Yyeowoopnog peréTng TUYOLOTOMMUEVT], TOPAYT] [TVPAN ®G TTPOG TOV AELOA0YNTY| (¢ TPOC TOV
®¢ Tpog Tov a&loroyntn |kai tn d6om aErohoynTh
Iotopiko vocov Acbeveic pe evepyn
I1%, oplopevn mg
ToVAdIGTOV 2
, , , . VITOTPOTEG EVTOC TOV
Acesvatg’ ue evepyn I1Z, 0p1§(,) pevn co; rmr)kaxwrov 2 TPOTYODEV®Y 2 ETdhv
VTOTPOTEG EVIOS TV TPOTYOUUEV®V 2 ETAOV. Kot 1 1 TepIGaoTEpEC
PAdPec mov
Tpocroppavouvy
oKLY POPIKO
Abpkeia 2 ém 3 ypoviot
MnOveLée LEAET [Ipwrtobepamevopevol 2\2?;:;?5 ac\;:zaz Knm,) . IIpwtobBepamevopevol
TYVGHOS HEAETG acBeveig P % N POMYOLHEN acBevelg
Oepaneia
X0opoKTNPLoTIKA KOTA TNV
E16ayOYN
Méon nlxkia (ypovia) 33 35 32
\lt/ézc(s;])/map eon dudpKeLa 2/1,6 ypdvia 4,5/3,8 ypovia 1,5/1,3 ypovia

Méon dudpreta
Tponyovpevng Bepameiog

yio Ty TS (xprion =1 Kapio 36 pnveg Kopia
PUPLLAKOV)
[Tocoot6 OV €iye AdPet
>2 TpoNYOVUEVES Aev gpappdleton 28% Aev gpappodleton
Oepaneieg yo v [1X
Mscfn Baeuokoywt’EDSS 2.0 2.7 1.9
KOTA TNV E100Y®YN
Merét 4
Ovopa peréng CAMMS03409
Yyedloopog LEAETNG Mn ekeyyOUEVT], TVQAN ®G TPOC TOV AELOAOYNTI LEAETT EMEKTACTC
[IAnBuopoC HeAéTNC Aocfeveic mov ovppeteiyav otig peréteg CAMMS223, CAMMS323 1

CAMMS32400507 (BA. yopoKTNPLOTIKA 0VOPOPAC TOPOTAV®)

AlGpkelo ETEKTOONC

4 ypovia

*  Opiovtal o¢ o1 acbeveig mov ekdNAmoay TovAdyiotov 1 voTpomn Katd ™ didpkela Bepaneiag pe B-
wtepQPEPOVT N 0EIKT] YAUTIPAUEPT] 0OV Elyav akoAovBnoel T Bepameia e TO POPUOKEVTIKO TPOTIOV emi

6 UNVEG TOLAGYIOTOV.

1 To kopro teMkd onpueio g peréng Pabuoroyndnie ota 3 £tn. H tpdcobetn mapaxoiovdnon napeiye
ogdopéva yia €va dudueco odotnua 4,8 etdv (Léyioto 6,7).

Ta aroteAéopota yio tig Meréteg 1 kot 2 mapovsialoviat otov [livaka 3.
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Mivaxkag 3: Bacwa Kvikd Tehaxkd Znpeio ko Tehakd Znpeio Mayvntuikig Topoypagiog (MRI) anéd

Tic Meréteg 1 ko 2

Merét 1 Melrétn 2
CAMMS323 CAMMS32400507
‘Ovopo. perétng (CARE-MS]) (CARE-MS 1)
LEMTRADA [SCIFNB-la [LEMTRADA |[SC IFNB-1a
12 mg (N=187) 12 mg (N=202)
Khviké tehkd onpeio (N=376) (N=426)
ITocootd Yrotponmv!
Emociomompévo mocooto vrotponwv 0,18 0,39 0,26 0,52
(ARR) (0,13, 0,23) (0,29, 0,53) (0,21,0,33) (0,41, 0,66)
(95% CI)
Abyog pubpov enintwong (95% CI) 0,45 (0,32, 0,63) 0,51 (0,39, 0,65)
Meiwon kvdvuvou 54,9 49.4
(p<0,0001) (p<0,0001)
Avannpia!
EmBeParopévn Emdeivmon g
Avamnpiag [CDW]? 8,0% 11,1% 12,7% 21,1%
AoBeveig pe 6pnvn CDW (5,7,11,2) (7,3, 16,7) (9,9, 16,3) (15,9, 27,7)
(95% CI)
Abyog kvovvav (95% CI) 0,70 (0,40, 1,23) 0,58 (0,38, 0,87)
(p=0,22) (p=0,0084)
Acbeveig yopig vrotponn péypt to 20 ‘Etog
(95% CI) 77,6% 58,7% 65,4% 46,7%
(72,9, 81,6) (51,1, 65,5) (60,6, 69,7) (39,5, 53.5)
(p<0,0001) (p<0,0001)
Metafoln and ) Pabuporoyia EDSS katd
v eioaywyn? 610 20 Etog -0,14 (-0,25,- |-0,14 (-0,29, |-0,17 (-0,29, - 10,24 (0,07,
(95% CI) 0,02) 0,01) 0,05) 0,41)
(p=0.42) (p<0.0001)
Tehkd onusio MRI (0-2 étn)
Avgpeon % petafoin otov 6yko tov T2 -9,3(-19,6,- |-6,5(-20,7, 2,5)|-1,3 -1,2
Propav oe aneikdvion MRI 0,2) (p=0,14)
(p=0,31)
Aocbeveig pe véeg 1 av&avopeveg oe néyebog|48,5% 57,6% 46,2% 67,9%
T2 BAéPec péypt to 20 Etog (p=0,035) (p<0,0001)
Acbeveig pe PAaPec mpocrapfavovoeg 15,4% 27,0% 18,5% 34,2%
Tadorivio péypt to 20 ‘Etog (p=0,001) (p<0,0001)
AocBeveig pe véeg vomukveg T1 PAdPec 24,0% 31,4% 19,9% 38,0%
uéxpt to 20 °Etog (p=0,055) (p<0,0001)
Avgpeon % Metafoin oto KAdoua -0,867 -1,488 -0,615 -0,810
Eykepaiucot Tapeyyvpotog (p<0,0001) (p=0,012)

1 Zvumpotedovta teAkd onueio: ARR & CDW. H pueiétn Bewpeito emtuyng av ixe emrevydei
TOLAGYIGTOV €Val OO TOL TEALKA ONUEIN TOL GVVOETOL TPOTEVOVTOG TEMKOV GNUEiOV.

2

H CDW opiotnke og 1 ovénon kotd tovAdyiotov 1 fabud ot dievpopévn KApoko KatdoTaong

avamnpiog (EDSS) and pia Babuoroyic EDSS >1,0 katd v etooywyn (adénon katd 1,5 adbud yio
aoBeveig pe kot Vv ewoaywyn EDSS ion pe 0) mov dwtnpnfnie ent 6 unveg.

YoloyioTNKE ¥PNOIUOTOLOVTAC £VOL LEIKTO LOVTEAOD Y10, ETOVOANULBOVOUEVEC LETPNOELC.
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Ewova 1: Xpovoc pexpl thv 6pnvn EmPefawwpévn Embeivwon tng Avannpicag otn Melkétn 2
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Mnrvag mapokoloUBnong

Bapvtyra vrotponic

e avTIoTOlYld LLE TNV EMOPOCT] GTO TOGOGTO VTOTPOTAOV, Ol VTOGTNPIKTIKEG AVAADGELG Ao T Melém 1
(CAMMS323) &de1&av 611 10 LEMTRADA 12 mg/mpépa 0dnynoe oe onpavtikd Atydtepous aoeveis pe
coPBapn vrotpont| nov Ppickovtav vnd aywyn e LEMTRADA (ueiowon 61%, p=0,0056) kot o€ onpavtikd
MyOTEPES VTTOTPOTEG OV 0O YNCAV GE aymyN U otepoeldn (neiwon 58%, p<0,0001) oe cVykpiom pe v
IFNB-1a.

Ot vroopiKTiKéG avaAboelg amd ) Meiét 2 (CAMMS32400507) édeiéav 6t to LEMTRADA

12 mg/muépa 00MyNGE G€ oNUOVTIKG AyoTEpOVG acheveic e coPapr vtoTpon| evd Ppickoviay LITd ayYN
pe LEMTRADA (peiwon 48%, p=0,0121) kot oe onpavtikd Aly0TEPEG VITOTPOTEG TTOV 0ONYNOAV GE Oy®OYN
pe otepoedn (peiwon 56%, p<0,0001) 1 oe voonieia (neiwomn 55%, p=0,0045) ce cOykpion pe v IFNB-
la.

Emifeforwuevn Peltiwon tne ovarnpiog(Confirmed disability improvement, CDI)

O ypovog péypt v évapén e CDI opiotnke w¢ N peimon katd tovAdyiotov Evav Babud oty Kiipoko,
EDSS on6 padporoyio EDSS > 2 xatd v etcaywyn, n onola dtatnpndnke yo 6 pives tovAdyiotov. H CDI
etvan pétpo g eppévovoag Bertioong g avamnpieg. To 29% tov acbevdv Tov avTeTOTIoTNKAY 1E
LEMTRADA onpeiwcav CDI ot Merétn 2, eved pdvo 1o 13% tov acbevav vid aywyn pe vrodopio IFNB-
la épBacoav oe avtd T0 TEAKO onueio. H dapopd tav ototiotikmdg onuovtikn (p=0,0002).

H MeAétn 3 (uerétn gdong 2 CAMMS223) a&loAdynce tnv ac@AAELD KOL TNV OTOTEAEGLOTIKOTITO, TOV
LEMTRADA oc¢ acfeveig pe RRMS yuo éva didotnpa 3 xpoévev. Ot acBeveic eliyav EDSS peta&o 0-3,0,
TovAdyLoToV 2 KAvikd enelc6dia [1X katd ta 2 mponyovpeva xpovia kot >1 BAGRN Tpociapfdvovoa
yadoArivio katd tnv €i00d6 Tovg ot perétn. Ot acBeveic dev eiyav Adfel Ttponyovuevn Beponeio yio v T1Z.
Ot acBeveic avripetoniomkov pe LEMTRADA 12 mg/muépa (N=108) 1 24 mg/muépa (N=108),
YOPMYOVUEVO it popa TNV Nuépa Yo S nuépec to uive 0 kot yior 3 nuépec to uiva 12, 1 vmoddpia IFNB-1a
44 ng (N=107) yopnyoduevn 3 @opéc avd efoopdda yia 3 ypdvia. Zapdvro €L acbeveic ElaPav pwia tpitn
ouvedpia pe LEMTRADA 12 mg/mpépa 1 24 mg/muépa yia 3 nuépes to uiva 24.

>ta 3 ypovia, to LEMTRADA ghdttooe tov kivdvvo 6punvng CDW katd 76% [Adyog kivddvav 0,24 (95%
CI: 0,110, 0,545), p<0,0006] kot erdtrwoe To ARR xatd 67% [Adyog puBuov enintwong 0,33 (95% CI:
0,196, 0,552), p<0,0001] og cOykpion pe v vroddopio IFNB-1a. To LEMTRADA 12 mg/muépa odnynoe oe
onuavtika youniotepec Pabuoroyieg EDSS (Bektiouéveg og oOykpion e Tig Pabuoroyieg katd tnv
gloaymyn) ent 2 xpoévia mopokorovdnong, oe ovykpion pe v IFNB-1a (p<0,0001).

2ty voopdda v achevav pe RRMS pe 2 1) mepiocotepeg vmoTpomég KaTé TO TPOTYOUHEVO £TOG KO
tovAdyiotov 1 BAGPN T1 wov mpocrauPdavel Gd oty évapén g HEAETNC, TO ETNGLOTOINUEVO TOGOGTO
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vrotpon@v Nrov 0,26 (95% CI: 0,20, 0,34) otnv opdoda mov éraPe Lemtrada (n =205) ko 0,51 (95% CI:
0,40, 0,64) otnv opdda g IFNB-1a (n = 102) (p<0,0001). Z& avti TV avaivon aepthapPavoviol dedouéva
uovo and peréteg ®aong 3 (CAMMS324 kot CAMMS323) Adym ToVv 510p0p®dV 6Tovg aAyopifuovg
devépyetag g MRI peta&d tov peretadv @dong 2 kot @dong 3. AvTd T0 amoTEAEGLLOTO TPOEPYOVTOL O
pia post hoc avédivon Kot Bo TPETEL VoL EPUNVEDOVTAL LLE TPOCOYN].

Aedougva HOKPOYPOVIOS ATOTEAEGUATIKOTHTOS

H MeAétn 4 frav pio @aong 3, TOAVKEVIPIKN, AVOIKTH, TVQAT ®G TPOG TOV AEI0A0YNTH LEAETN EMEKTACTC
TNG OMOTEAEGLLOTIKOTNTOG Kol TNG 0lo@AAelog Yo aobeveig pe RRMS o1 omoiol cuppeteiyav otig Meléteg 1,
2 1 3 (mponyodpeveg peréteg aong 3 kat 2) yia tnv 0E0AGYNOoT TG LOKPOYPOVINS OTOTEAEGUOTIKOTITAG
kat ao@daierog tov LEMTRADA. H pelétn moapéyet 6edopéva yio v OmoTELECLATIKOTNTO KOt TNV
acodiela yuo pia dugpeon mepiodo 6 etdv amd v Evtaln otig Meiétec 1 kot 2. O aoBeveig otn perém
eméktaons (MeAiétn 4) mAnpodoay Ta Kpitipa yio vo Adfovv, Kot enikAnon, emmAEOV GLVESPIES e
LEMTRADA «otomiy TEKUNPIOUEVIG ETAVELPAVIONG EVEPYOTNTAS TNG VOGOV, TOV OpIcTNKE MG ELPAVIOT >
1 vrotponng g [1X ko > 2 vémv 1 avéavopevav PAABOV 6TOV EYKEPAAO 1) GTO VOTIOLO0 LVEAD GTN
poayvntikn topoypoeio (MRI). Ovtpodcbeteg ovvedpieg LEMTRADA yopnynOnkav wg 12 mg/muépa yio 3
Sradoyicég Nuépeg (Guvoliky| d0om 36 mg), TovAdylotov 12 pnveg HETA amd TV TPOTYOLUEVT GuVEdpPia.

2t MeAém 4 evidyOnkov to 91,8 % tov acbevav mov éhafav LEMTRADA 12 mg otig Meiétec 1 ko 2.
To 82,7% avtdv TV acbevav ohokAnpmcav ™ perét. Iepimov 1o Huov (51,2%) tov acbevav Tov
élopav apyikd LEMTRADA 12 mg/muépa ot Merétn 1 1 2 kon evidyOnkav ot Mekétn 4, ElaPav uoévo
T1g 2 apykég ovvedpieg LEMTRADA kot kopio GAATN TpoTomomnTiky g vocov Oepameia kad’ 0An
dudpkela TV 6 ETMOV TapaKoAoVONoNG.

To 46,6% tov acBevav nov érapav apyikd LEMTRADA 12 mg/muépa otn Merétn 1 1 2 éhaPav emmiéov
ouvedpleg KOTOTIY TEKUNPLOUEVOV evdEitemv evepydtnrag ¢ [1X (vrotpomn ko MRI) kot ¢ amdeaong
Tov Oepdmovtog 10Tpod Yo emavévapén g Bepomeiog. Kavéva yapaktmpiotikod Kot TNV 16000 6T HeEAET
dgv 00MyNOE GTOV EVIOTIGUO T®V 000EVAOV 01 ommoiot apydtepa Ba Adupavay pio 1 TepocdTEPEC EMTALOV
ouvedples.

Kaf’ 6An m dbpkela tov 6 etdv and v apykr| Oepaneia pe LEMTRADA, ot acBeveic mov cuvéyicav ot
@aon Topakorovdnong enédeiéav mocootd vrotpomng ™G [1X, oynUaTIcHOV EYKEQUAKDY PAAPOV 6TV
MRI kot an®AE0C EYKEQUAKOD OYKOL TOL TAV G€ GUUPMViL L TIG EMOpAoeLg TG Oepameiog pe
LEMTRADA 7ov mapoatnpinkay katd t didpkelo tov Meretdv 1 ko 2, kabdg eniong Kot o¢ €l To
mieioTov, otabepég N Pehtiopéveg fabuoroyieg avannpiog. Zvumeptiopfavopévng g tapakolovnong
ot perétn 4 (eméktoong), ot acheveig mov apykd BepoanedTnkav pe LEMTRADA o1ig peiétec 1 won 2,
avtioTorya, elyav etnolomompévo appd vrotpondv 0,17 ko 0,23, emiPePormpévn emdeivmon g
avarmpiog 22,3 % xat 29,7 %, eved emPePourwpévn Pertioon tng avamnpiog enetedydn o€ 32,7% ko 42,5 %
e k@O Eva ypdvo amd T perétn 4, ot acbeveig kot amd Tig 000 HEAETEC GLUVENIoAY VO dElYVOLV Eval
uiKpoOTEPO Kivouvo oynuoatiopod vémv T2 (27,4% émg 33,2%) 1 evioyvuévov pe yadorivio Brapav (9,4%
€m0 13,5 %) Kot to S8 [LECO ETNCLONTOMUEVO TOGOGTO OAANYDV GTO KAAGLO TOV EYKEPAALIKOD TOPEYYVUOTOG
xopowvotay and 0,19 % oe — 0,09 %.

Avapeca otovg acbeveig mov Eafav pia 1 000 emmiéov cuvedpieg pe LEMTRADA, mapotnpnniov
BeAtidoelg 610 T0G00TO VITOTPOTTAV, TNV MRI evepydmta kot T0 péso Badud avamnpiog Katd Tnv
gmovainym tng Oepaneiog (cuvedpieg 3 kot 4) 6tav cuykpidnkov pe v EkPacn To Tponyovpevo £toc. 't
aVTOVG TOVE 00DEVEIC, TO ETNGLOTOMUEVO TOGOGTO VITOTPOTMV UeIOONKE amd 0,79 to Tponyoduevo £Tog amd
1 ovveodpia 3 o€ 0,18 10 gnduevo €rog kou N péom Pabuoroyia onv EDSS and 2,89 ce 2,69. To nococtd
tov acBevav pe véec 1 av&avopeves T2 PraPeg peiwbnke and 50,8% to étoc Tpv amd t ovvedpia 3 o€
35,9% €éva £1og apyoTepa Kot o1 EVIGYLUEVEGS e Yadorivio BAaPec amd 32,2 % og 11,9 %. [Tapdpoteg
BeATIDGELG 6TO ETNGIOTOMUEVO TOGOGTO VTOTPOTTAV, T Léom Pabuoroyio oty EDSS Kot t1g véeg 1
avéavopeveg T2 kot evioyvuéveg pe yadorivio BAaPeg mapompndnkay petd amod ) cvvedpia 4, dtav
ouYkpiOnKay pe T0 aUEcmS TPONYOOUEVO £T0C. AVTEG Ol BEATIOGELG dtaTnPNONKAY 5T GUVEKELD, OALG OE
puropovv vo, o800V CUUTEPAGLOTO CYETIKA LE TN LOKPOYPOVIA amotelespoTikotTnTa (1Y 3 Ko 4 £Tn peTd
and TG emMmAEOV Guvedpies) yrati moAlol acBevels cuumANpOoEV TN HEAETN TPV VO PTACOVY GE QUTA TO
YPOVIKA oMUEia.
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Toa o@éAn Kot o1 Kivdvvol amod ™ Yopnynomn S 1 TEPIESOTEP®V GLVESPLDOV eV EXOVV TEKUNPL®OEl TANPOC.

Avoocoyovikotyto.

Onwg pe 6Aeg TIg BepomenTiKég TPMTEIVES, VITAPYEL TOOVOTNTO Yio avOoGoYyoviKOTnTA. Ta dedopéva
avTIKOTORTTPILOLV TO TOGOGTO TV 0CHEVAOV TV 0ol T, anoteAéopota e&étaong BewpnOnkay Betikd Yo
OVTICOUOTO KATO TNG QAEUTOLOVUAUTNG, 1e o evioutkn dokiun avocsorpoopoenong (ELISA) kot
emPefardOnray pe po SOk ovTayovioTikng déopevong. Ta Betikd deiypoto a&toloynonkay Tepottépw
Yo evOei&ELg avaoTOANG in Vitro pe ypnon piag pebddov kuttapopetpiag pong. Ot acbeveic og kKhvikég
dokipég yia v [1X édmaoav detypata opov otov 1, 6tovg 3 Kot 6Tovg 12 piveg petd anod kabe cvvedpia, yio
Vo TPOGOIOPIGTOVV TOL AVTIGMUOTO KaTd NG odeptovlovpapmnc. To 85% mepinov Twv acbevav mov Edafav
LEMTRADA ftav Betikoi yio avTio®poto Kotd tng aAeptov{ovUapmng Kotd T StapKeLd Tng LEAETNG Kot
70 290% owtdv TOV 0obevaOV NTav niong BeTucol Yo aVTICOUATO TOV AVESTEAAAY T OEGUEVOT) TNG
aieprovlovpaunng in vitro. Ot acBeveic Tov avémtuéay avTio®paTe Katd TG aAeUToV OVUAUTNG, TO
£Kovav pHéEypt Toug 15 punveg puetd v apyikn £kbeon. X didpketo 2 cuvedpldv dev vNpEe GLOYETION TNG
TOPOVGIOG AVIICOUAT®V KATA TG AAEUTOVLOVUAUTNG 1] OVOCTIATIKOV OVTICOUATOV KATA TNG
aAEUTOVLOVUAUTNG LLE UEIMON OTNV ATOTEAEGLOTIKOTITA, LETOPOAN OTN QUPUOKOSVVOUIKT 1] ELPAEVION
AVETOOUNTOV EVEPYEIDYV, CUUTEPIAAUPBAVOUEVOV KOL TOV 0VTIOPAcE®mV Tov oyetilovtal pe tnv €yyvon. Ot
VYN0l TITAOL AVTICOUATOV KOTA TNG OAEUTOL{OVUAUTNG TTOV TTapaTNPNONKAY GE OpLopEVoVGg acbeveic
ouoyeTioTnKay pe U TANpn eEAAeyT TOV AEUPOKVTTAPMOV UETAE TNV TPITN 1) TNV TETAPTN CLVEIPIN, AALY deV
TapoTNPHONKE GOENG EMIOPAOT] TOV AVTICOUATOV KOTA TG AAEUTOVLOVUAUTNG OTO TPOPIA KAVIKNG
amotelecuatikoOTnToG 1| ac@dielog tov LEMTRADA.

H enintoon tov aviicopdtov eoaptdtor onuavtikd ord Ty evotsnocio kot v eldwotnta g pedddov
avdAivonc. EmmAéov, n mapatnpoduevn enintmon OeTikoy anoTteAEGUATOC Y10 TO OVTICMLOTO
(cvuTEPIAAUPOVOUEVOV KOL TMV OVOGTUATIKGOV OVTICOUAT®OV) 6€ Kamola péB0d0 avaAvong evosyeTal va,
emnpealetar omd didpopovg Tapdyovies, Omwe 1 pebodoroyia TNG avAALONG, O YEPICUOG TV SEIYUATMOV, O
XPOVOC detypatonyiog, T GLYYOPTYOOLEVE PApUaKe KoL 1) VTToKEineVN vOG0G. o Tovg Adyovg avtoic, M
G0YKPIoN NG enintoong Tov avticopdtov katd too LEMTRADA pe v enintoon 1@V aviicopdtov
&vavtt GAA®V TPoidvTmV pumopel vo eivor TopamilovnTikn.

HMowratpikde tAnfvouodc

O Evpomnaikdg Opyoviopog Poppdkmy €xel SOGEL ATOALNYT A0 TNV VTOYPEMST] VITOPOANG TOV
arotelecudtov Tov peretdv pe to LEMTRADA og moudid omd ) yévvnon €og Ayotepo tov 10 etdv yia
TN OpamEVTIKY AVTIUETMOMION TG TOAAATANG oKANpLveNG (PAETE Tapdypapo 4.2 Yo TANPOPOPIES GYETIKA
LE TNV TodLaTPIKN ¥P1oN).

O Evponaikoc Opyaviopuog Ooapudkmv Exel dOGEL avaPorn amd TNV VTOYPEWST VITOPOANG TV
amotelecudtov Tov peretdv pe to LEMTRADA ot pio 1 TEp1oGOTEPES VTOKATNYOPIEG TOV TAUOLUTPIKO
mAnBvcpod oty RRMS (PAéne mopdypapo 4.2 yio TANpopopieg GYETIKA e TV ToLdIOTPIKN XPNoN)-

52 ®@appokokivnTiKES 1O10TNTES

H goppokokivntikny g odeptovlovpdunng aoroyndnke o 216 cuvoiika acbeveic pe RRMS, ot omoiot
EhaPav evoopAEPieg eyyvoelc gite 12 mgMmuépa 1 24 mg/Mmuépa. o€ 5 dradoyikég NuEPES, axorovbodueveg
oo 3 100y IKEG NUEPES 0TOVG 12 pveg petd v apykn ocuvedpia. Ot GUYKEVIPAOGELG GTOV 0pd avEdvovToy
Ue KAOe emOUEVT YOPTYNOT HLOC GUVESPING, LE TIC VYNADTEPES GVYKEVIPAOGELS VO TOPATNPOVVTOL LETH TV
terevtaio Eyyvon kabe cuvedpiac. H yopriynon 12 mg/muépa anédwoe péo Cmax 3014 ng/ml tnv nuépa 5
™G TPAOTNG cuvedpiog kot 2276 ng/ml v nuépa 3 tng devtepng cuvedpiag. O ypdvog nuicelag (ong o nTav
mePimov 4-5 nuépeg Ko NTAV CLYKPIGIHOG LETAED TOV GLUVEIPLDV, KATAUANYOVTOUG GE YOUUNAEG 7 UN
avYVEDGILES GUYKEVTPAOGELS 0TOV 0p0 Hésa o€ 30 mepimov nuépeg petd amd Kabe cuvedpia.

H aAeprovlovpdaunn eivor tpwteivn yio v omoia 1 avopevopevn 0d6¢ HETOBOAGHOD Eival 1) amotkodounon

G€ LWKPA TETTIOW KO UEHOVOUEVO AUIVOEEN OTTO EVPEMC SIECTIOPUEVD TPOTEOALTIKG Eviupa. Agv Exovv
deayDel Khaoouég peréteg PlopeTacynUATIGUOD.
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Amo ta, draBéoia dedopéva dev Lmopolv va e£ayBovV CUUTEPAGLOTA Y10 TV ETIOPOACT] TG PVANG KOl TOL
@OAOV GTN QOPUAKOKIVITIKY TG aAeptovlovpdumnc. H papuokokivntik) g aheptovlovudunng otnv
RRMS dev éxet peretnfei og acbeveig nAikiog 55 etdv kot dvo.

5.3 IIpoxivikd dgdopéva. Yo TNV 00QPAAELQ

Kapkxwoyéveon kot petarroéloyéveon

Agv &yovv de€aybel peAéteg ylo TNV EKTIUNOT TOV KAPKIVOYOVOL 1} LETAAAAELOYOVOL SVVAULKOD TNG
areptovlovpdumnc.

TCovipudtnto Kot ovamopoy®yn

H ayoyn pe evéoprépia areptovlovudunn o d6ceig péxpt 10 mg/kg/muépa, yopnyooueves eni 5 100y 1KES
nuépec (AUC 7,1 popég peyarvtepn omd v EkBecT Tov avOpOTOL 5T GUVIGTOUEVT UEPTIOLA dOOT)) dEV
elye xopio enidpaoTn 6T YOVILOTNTO KOL GTIV OVOTUPUY®YIKT ATOd00T) APCGEVIKAOV SL0YOVIOLONKOV TOVTIKMOV
pe avBpomvo CDS52. O apBudc tov ucstoroyikdv oreppotolmapiov nrov onuoviikd peiopévos (<10%)
0€ OYE0N L€ TOLG LAPTLPES KOl TO TOGOCTO AVAOUOA®Y orepuatolmapiov (e andonacn 1 0Tovsio
KEQPAANG) NTav onUavTKA avénpévo (L€t 3%). Qot060, ot aALOYEG QVTEG OEV ETNPENGOY T1) YOVIUOTITO
Ko GUVETMG dev BepnOnkav ducpeveic.

e Onivkovg movtikovg mov Eaafayv evooeAéPia areptovlovpdumn péxpt 10 mg/kgmuépa (AUC 4,7 popég
peyoATepn amod v £kBeon Tov avlpmdIToL 0T GLVIGTMUEVT NUEPNGLA 0O0N) el 5 dradoyIKES NUEPES TTPLY
1 GVVOTTOPEY [E OPCEVIKOVG TOVTIKOVG Glyplov TUTOV, 0 LEGOG APBLOG YP®Y COUATIOV KOl TV onpeiov
EUPVTEVOTG OVA TOVTIKO TTOV GTLOVTIKG LEIWUEVOS GE GUYKPIOT| LE TO TEPOUATOL®O TTOL EAaf oy popEa
Uovo. Xg oYEoN UE TOVG LAPTVPEG TTOL EAaPaV pOpEd, 01 KLOPOPOVVTES TOVTIKOL Tov EAafay

10 mg/kg/muépa mapovoiocay petopévn avénon Papovg Katd v Komon.

Mo peAétn avamapoy®ytkng ToEIKOTNTAG 68 KVOPOPOVVIEG TOVIIKOVG TOL EKTEBMKAV GE evOOPAEPLeg dOGELg
areptovlovpaunng puéxpt ta 10 mg/kg/muépa (AUC 2,4 popég peyarvtepn and v éxbeomn tov avBpdmov
OTN CLVIGTAOUEVN dOoN TV 12 mg/Muépa) et 5 S1000)IKEC NUEPEG KATA TNV KVT|ON E1YE OC OMOTELECUA TN
ONUOAVTIKT aOENGT 6TOV aplOUd TOV UNTEPOV TV 0ToiV OAa Ta EUPpua vekpmOnkay 1 aroppo@nonkay, L
TopdAANAN peion otov apdpd Tav untépov e froctua uPpoa. Aev Tapatnpndnke kapio dvomlacio N
TopoAhoyn TOV EEMTEPIKAOV SOUDV, TOV LOAAKOV LopioV 1 TOL GKEAETOV G€ dOGELS LEXPL TOL

10 mg/kg/mpépa.

Metagpopd dapéson ToL TAAKOVVTO Kot Thavh eoprakoloykn dpdon e oleputovlovpaunng
TOPpOTNPNONKAY GE TOVTIKOVG KOTA TNV KOT|OT Kol LETE TOV TOKETO. L& UEAETEC GE TOVTIKOVG
nopoTnPENONKay HETOPOAEC GTOV aPOUO TOV AEUPOKLTTAP®Y GE VEOYVA TOV EKTEDMKAY GTNV
aieptovfovpaunn Katd tn didpKeld TG Kimong, o€ 60celg 3 mg/kg/Mmuépa ent 5 dadoyikéc nuépeg (AUC
ton pe 0,6 popég v €kbeon Tov avBpdTOL 61N CLVIGTOUEV dOoN TV 12 mg/Mmuépa). H yvootikn, n
COUOTIKY Kot 1] 6EE0VOAKT] AVATTLEN TOV VEOYVAV TOL EKTEOMKAY KATA TN YOAOLYIO G OOCELS
oieptovlovpaunng pueypt 10 mg/kg/muépoa. dev emnpedoTnKay.

6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotaroyog ekdoyomv

AwdTplo eocpoptkod, dwdpiko (E339)
A1BvlevodiopvoteTpao&ikd 01Evuopo dIVATPLO A0S
Kdéio yAwprovyo (ES08)

Kdéio pocpopikd diso&ivo (E340)

[MoAvcopPikd 80 (E433)

Natpro yhoprodyo

"Yomp o evéoipa
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6.2 AocvppoarétnTeg

EXAetlyel peketdv oyetikav pe ™ cvpPatdTnta, To Topdv QOPUAKEVTIKO TPOIOV OV TPEMEL VAL
OVOUETYVOETOL LE OANO POPLOKEVTIKE TPOTOVTA EKTOG LTMV TTOL OVAPEPOVTOL GTIV TAPAYPUPO 6.6.

6.3 Awgpkero Long

Mvukvo Sdivpa
4 ypovia

Aparopévo didivpo

XNWKR Kol pUGIKN 6TafepdTnTo Katd T1 StdpKeLd TS ¥pNong Exel KataderyOel yia 8 dpeg otovg 2°C — 8°C.
Ao KPOPBLoA0YIKT GTOWT), GUVIGTATOL GVTO TO TPOTOV VO, YPTCILOTOEITAL OUESMG. Edv dev
yxpNoLomTon el apuécms, 0 YpOVOS POAAENG KOTA TN (PTOT KOl Ol GLVONKES TPV OO TN YP1OT| OTOTEAOVV
gvBvvn tov ypnot kot de Ba Tpémet vo vrepPaivouy Tig 8 dpeg otovg 2°C — 8°C, Vo TpooTacia amd TO
Gwg.

6.4 Iowitepeg TpoPuAGEELS KUTE TN OVLAEN TOV TPOTIGVTOG

IMukvé SdAvpa

dvidooete og yoyeio (2°C — 8°C).

Mnv KatoyoyeTe.

dvAidocete T0 PLOAIDI0 6TO EEMTEPTIKO KOVTI Y10 VAL TPOGTOTEVETOL OO TO PG,

IMa t1c ouVONKeg dloTPNONG LETA TNV OPAIDGCT) TOL PAPUOKEVTIKOD TPOTIOVTOC, PA. Tapdypapo 6.3.

6.5 @von Kol 6VOTUTIKE TOV TEPLEKTN

To LEMTRADA dwitifetar 6 d100yEg vAAVO @laAidlo Tov 2 ml, ue Toua 1o)dpnong 0rd EMAGTIKO
BovtuAiov kot GEPAYIET OCPOAEING 0O CAOVUIVIO HE TAUGTIKO amooTdpevo oo (flip-off).

Méyeboc cvokevaciog: kovti pe 1 graidto.
6.6 Iowitepeg TPOPULAGEELS aOPPIYNGS KOl GALOG YEPLONOG

To mepieyopevo tov proidiov o mpénet vo eetaletar Tpv T XOPHYNON Yo TVYXOV TOPOVGIN COUAUTIONKOD
VAKOV 1 oALoiwon Tov YpopaTIcpoD. Na un ypnoiporoindel edv vTapyel GOUATIOIOKO DAIKO 1| GV TO
TOKVO OV £YEL VTTOCTEL CAAOIMGN TOL YPOUATIGHOV.

Mnv avokiveite To roiidio Tpty T ¥pnon.

Mo evooeAéfra xoprynon, avappoprote 1,2 ml LEMTRADA and 10 guoAidio o pia cupryya,
epapuolovrag donmn texvikn. Eyybote v nocdmta avt) og 100 ml Stoddparog yAwprovyov vatpiov
9 mg/ml (0,9%) ywa £yyvon 1 dStedvpotog YALKOInG (5%) yia £yyvon. Avtd T0 PUPUOKEVTIKO TPOIOV eV
TPEMEL v, apatdveTar pe dALovus dtaddtec. O odiog Ba Tpénetl KATOTY Vo avaoTpael LOAOKA Y10 VoL
avapyBei To didAvpa.

Amouteital Tpocoyn Yio vo, SI0GQAAIGTEL 1| ACTYi0 TOL TOPUCKEVUGHEVOD SOADLOTOC. ZVVIGTATOL TO
apOI®PEVO TPOTIOV va yopnyeitan apéoms. Kabe prolidio mpoopiletan yio pio pdvo ypnon.

Kd&Oe aypnoyonointo eoprokentikd Tpoidv 1 DVIOAEWNN TPETEL VO OTOPPITTETAL GOUPDVO, E TIG KOTH
TOTOVC 10 VOVGEG OYETIKEG SLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
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Sanofi Belgium

Leonardo Da Vincilaan 19

B-1831 Diegem

Béhyo

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAXZ

EU/1/13/869/001

9. HMEPOMHNIA MPQTHX EF'KPIZHX/ANANEQXHY. THX AAEIAX
Hpepopnvia mpotng £ykprong: 12 ZemtepBpiov 2013

Huepounvia televtaiog avavémong: 2 loviiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yo TO TOPOV QUPLOKEVTIKO TPOioVY gival d100éc1o GTOV SIKTLOKO TOTO TOL
Evpanaixod Opyavicpod @appdakov: http://www.ema.europa.eu.
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ITAPAPTHMA 1T

IMAPAXKEYAXTHYX THX BIOAOTI'IKQX APAXTIKHXE OYXIAX
KAI ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOTI'IKQX APAXTIKHY OYXIAX KAI IAPAXKEYAXTEX
YIHHEY®OYNOI I'TA THN AITIOAEEMEYZXZH TQN ITAPTIAQN

Ovopa xat d1evfvvon tov TapacKeLaoTh NS BLoAOYIKOC dPUCTIKNAG 0VGIog

Boehringer Ingelheim Pharma GmbH & Co. KG
Birkendorfer Strafle 65

88397 Biberach an der Riss

T'EPMANIA

‘Ovopa kot d1evfuvon TV TOPUCKELOOTOV TOL vl VTELOLVOL Y10 TNV ATOOEGLEVOT] TOV TAPTIOWV

Genzyme Ireland Limited
IDA Industrial Park

Old Kilmeaden Road
Waterford

IpAavdia

270 £VTUTIO PUAAO 0JNYLOV YPNOTG TOV PAPUOKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETOL TO OVOLLOL KO 1|
d1evBvvon Tov TEPUCKELOGT TOV gival VTELHVVOG Y10 TNV ATOJEGEVGOT TNG CYETIKNG TAPTIONS.

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoappokevTikd TPOidV Yo T0 0Tolo amatteitan TEPLOPIoUEVT 1aTpikn cuvtayn (PA. mapdptnua I: TlepiAnyn
TV XapoKTnpoTikav Tov [lpoidvtog, mapdypapog 4.2).

' AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢cg1g Teprodikng mapakorovdnong g acedreiag (PSURS)

Ot amaitioelg yio Tnv vrofoAr tov PSURS yio to ev Ady® @apuakevtikd Tpoidv opilovial otov
KatdAoyo pe Tig nuepounvieg avapopds s Evoong (katdioyog EURD) mov mopatifeton otnv
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kabe emakdlovdng emkaipomroinong
OT®G OMNUOGIEVETOL GTNV EVPMOTAIKT SUKTLOKT] TOAT Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH XPHXH
TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adelag Kvkiopopiog (KAK) Oa deEaydyer Tig amaitodueveg SpacTnploTNTES Kot
TOPEUPACELS PUPUOKOETOYPVTVIOTG OTTC Tapovoidlovtal 6to cupenvndéy XAK mov tapoveialetat
otV evotnta 1.8.2 g ddelog KukAoPopiog Kot 0TolEGONTOTE EMUKOAOVOES EYKEKPLUEVES
avabempnoelg tov ZAK.

"Eva emucaportompévo XAK Oa wpémel va katotedet:

e Metd and aitnpa tov Evponaikov opyavicpod Goppakmy.

o OnoTedNMOTE TPOTOTOLEITAL TO GVGTN O SOYEIPLONG KIVOVUVOL, EIOTKA (OC OTOTELEC U AYNC VEDV
TANPOPOPLDY TOV UTOPOVV VO ETLPEPOVY CNUAVTIKT] OAAXYT GTI GYECT] 0PELOVC-KIVOHVOL 1) ™G
OTOTELEC LA TG EMITEVLENG EVOC GNUOVTIKOD OPOCTILLOV (QPUPUOKOETAYPOTVIOT| 1| EAOYLOTONOINOT)
Kwvdvvov).
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Edév n vropoAn pag PSUR kou 1 emkatponoinon tov LAK cvumintovy, dbvatal va katotedodv Toantdypova.
. Emnpéc0eto pétpa ehay1oTomoinong Kivovvov

Exnodevutikd mpoypoLLLa,

[Ipwv va B€oet To mpoidv oe kukhopopia oe kéBe Kpdtog Méhog, 0 KAK Ba mpénet va cuppmvioet o€ éva
exmandevTikd Tpoypappa yio toug EY kot toug acBeveig pe tig EOvikég Appodieg Apyés.

O KAK mpénet va dtasearicet 6ti, petd and cvlntnon kot copeovia pe 1ig EOvikég Appodiec Apyég oe
k60e Kpdatog Mélog 6mov to LEMTRADA xvkhogopet, katd T 0€om o€ kukhopopio Kot petd and tn 8€on
o€ KuKlopopia, 6 GAOLG TOVG LTPOLG TTOL AVAUEVETAL VO cuvTayoypopriocovy To LEMTRADA mapéyston
€VOL EMKALPOTONUEVO EKTTOLOEVTIKO VAIKO OV VoL TEPLEYEL T, akOA0VO0, oTOoYE DL

[Tepiinyn tov Xapoaktnpiotikdv tov [Ipotovrog (ITXIT)
Odnyde yuo emaryyelpotiec vysiog

Kotdhoyog eréyyov cuvtoyoypaeov

Odnyde yuo acBeveic

Kdapra I[Ipogidomoinong AcOevoic

O Oonyog Yo Erayyelpatieg Yyeiag npénel va mepiéyel ta akdiovba facikd otoyeio:

1. H 0epaneio uge LEMTRADA 0o mpénet va Eekivder kot va emPAETeETOL LOVO 0d VELPOADYO LE
eumelpio GTNV AVTIPETOMION 060EVOV [IE TOALOTTAT) GKAT|pLVOT| GE VOGOKOUEID LE GLEST] TPOGPacT oF
EVTOTIKY] PpOVTIOA.

2. [Teprypaon tov Kvdvvov mov oyetiCovton pe ) ypnon tov LEMTRADA ovopaotukd:

e Avtodvoon Opopporevikn [Hopevpa (ITP)

o Negppormdbeleg mepiapfoavopuévaov T vOGou Katd g Bactkng nepPpdvng tov orelpduatog (anti-
GBM)

BOupeoeldIKES SroTapayES

o YoPapég AoumEels
Ala. devTEPOTOON ALTOGVOGO VOGTLLOTO. 1] VOGTLOITO, TOV (VOGOTONTIKOY GUGTHHOTOG, OTTMG
HLH, AIH, erixktnt ao@iria A, Nocog Still pe évapén otnv evijlikn {on (AOSD) kot
avtodvoon eykepaAitidn (AIE).

o YoPapég avtidopacelg Tov oyetilovtol ypovikd pe Ty &yyvon tov LEMTRADA, 6nwg ioyoipio
TOV HVOKAPSIoV, ALHLOPPAYIKO OYYELNKO EYKEPUAIKO ETELGOII0, SLODPLGUOG
TPOYNAKOV-EYKEQPOAKDV 0pTNPIOV KOl TVELLOVIKT KOWEMIIKT arpoppayia, Opopfokvttaponevia
OpopPotikr Opopfokvtraporevikni lopevpa

o [IIpoodevtikn IToAveotiokn AgvkoeykepalomdBeio

3. 2V0TACELG Yo TNV AUPALVOT TV KIVOOVEOV 0VTOV HLECH TNG ATOPAiTNTNG CUUBOVAEVTIKNG,
TOPAKOAOVON GG KAl OVTILETAOTIONG TOV acHevovc.

4. Mo Tapaypapo «XvyvEG EpMTNCELS KOl OTAVTICEIS)

O xaTdroyog eALEYYOV GUVTAYOYPAPOV TTPETEL VO TEPLEYEL TO. akOAOLOa Pacikd oToryeia:

1. Kotdhoyog pe Tig €E€TAGEIS TOV TPEMEL VAL YIVOLV Y10 TOV APYIKO TPOANTTIKO EAEYYO TOL acBeVODg

2. O kVKAoC TV gpPoMacpumdv Tpémel va £xel 0OAoKANpmOEel 6 fdouadec TPV amd TV Oy®YN

3. "Edeyyot mponyoOpevNng QOpUAKEVTIKNG OY®YNG, YEVIKNG VYEIOG KOl EYKVUOGUVNG KO OVTIGUAANYNG
TPV Ao TNV aywyn

4. Odnyieg yio v &yyvon (mpiv, Katd Tn O1APKELN KoL LETA) YLo. T UEIMON TOL KIvODVOL EUPAVIGNC
cofopmv avtidpaceny mov cyetilovtal ypovikd pe v €yyvon tov Lemtrada

5. Evépyeteg maparxorovbnong Katd T Stdpkela TG ay®ynG Kot Yo TOLAMIGTOV 48 Uveg LETA TV

TEAEVTOIO Ay®YN
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6. Ewdwm avagopd 6to yeyovoc 0Tt 0 achevig £xel TAnpo@opnBel Kot KATOVONGEL TOVE KIVOUVOUS TOV
coPapdv aVTOAVOGMV dloTapaydV, AOUMEE®MVY Kol KakoNnOeIdV Kot Ta, LETPOL Y10 TNV
glay1oTomoinon ToVg

O 00nY6¢ Y10 ac0gveic Tpémel va mepiéyet Ta akdAovOa Pacikd ctoryeio:

1. Mua teptypagn TV Kivdvvev mov oyetilovton pe tn xpion oo LEMTRADA cuykekpiéva:
. Avtodvoon Bpoppomeviki mopevpa (ITP)
. Neppomdfeieg, copmepthapfavouévng g vooov Kotd ¢ Pacikng uepppavng tov
onelpdpotog (anti-GBM)
. BOuLPEOEIBIKES SLOTAPAYES
. YoBapég Aopuméelg
. AAlo devTEPOTOON CLLTOAVOGH VOGTILOTO 1] VOGTILOTOL TOV (VOGOTOLNTIKOD GUGTILOTOC,

omwg HLH, AIH, eniktmtn apoeirio A, Nocog Still pe évapén otny evihikn {on (AOSD)
Kot ovtoavoo eykepalitioa (AIE).

. YoPapéc avtidpacelc mov oyetilovtal ypovika pe v yyxvorn tov LEMTRADA, 6mwg
oYOLUio TOL pVOKAPSIioV, AHOPPAYIKO AYYELNKO EYKEPOALKO EMEIGOOI0, SLOYWOPICHOG
TPOYNAKOV-EYKEQPOMKDV apTNPLOV KOl TVELLOVIKT KOWEALOIKN apoppayio,
Opoppoxvtraponevia

. OpouPotiki Opoufokvttaporevikn [lopepvpa

. [Ipoodevtikn [ToAvestiokn Agvkogykeparomadela.

2. M meptypa@r] TV GNUEIDV KOl CUUTTOUATOV TOV 0VTOEVOCHY KIVOOVOY

3. M meptypar| ToL KAAOTEPOL TPOTOL OPACTS, GE MEPITTMGT TOL TAPOVGLUGTOVV GNUELN KoL
CUUTTOUOTO CVTOV TOV KIVOOVOV (T.). «IIh Vo eMKOIV®VNGETE [LE TOVE 1TPOVG GOC»)

4. YVOTAGELG Y10 TOV GXEOLUGUO TOV TPOYPAUUATOS TOPAKOAOVONGNG

H Kapta IIpogdomoinong AcOBevoig npénet va mepthopufavet to axdAovbo facicd ototyeio:

1. "‘Eva unvopo tpogidomoinong yio tovg Enayyeipatieg Yyeiag mov nepifdintovv tov acbevi ava
Tdca oTLy), TEPIAAUPOVOUEVOV TOV EMELYOVIMV TEPIGTOTIKAV, TO 0010 Bal avapépetl OTL 0 acBevig
avretoniletoa Oepanevtikd pe LEMTRADA

2. Ot Oepaneio pe LEMTRADA evdéyetar va avénoetl Tov kivouvo yia:

. AVOGOAOYIKA ETOYOUEVEG OVTIOPAGELS, OTMG BUPEOEIIKES dLoTaPAYES, LTOAVOCT
Bpoppomnevikn mopevpa (ITP). veppordBeieg, cupmeptiappfavopévng g vosov Katd g
Baowkrg uepPpdvng tov onepdparog (anti-GBM), avtodvoon nratitda (AIH), eniktnn
apoenia A kou HLH, TTP, PML

. YoPapég LopumdEeig
YoPapég avtidpdoeic mov oyetilovtat ypovika pe v yyxvorn tov LEMTRADA, 6mwg
GO0 TOL HVOKAPSIOV, AHOPPAYIKO OYYELOKO EYKEPUAIKO EMELGOI0, SIOYWOPICHOG
TPUYNMKDV-EYKEPOUAKDOV 0PTNPIDOV KOl TVELLOVIKT KOYEALDIKT aipoppayia,
Opoppoxvtroponevia.

3. 2rorela emkowvwviag pe tov wtpo mov cuviayoypapei to LEMTRADA

o Ymoypémon Myng HETEYKPLTIKAOV PETPOV

O KAK 6o ohoxAnpmdoet, evtdg Tov SNAOUEVOL YPOVIKOD TANIGIO, TO TOPAKAT® HETP:

Heprypaoi) Avapevopevn
npepopnyvia

Mn mapeppotikn peteykprrikn peaétn acedieiag (PASS): yia va diepevvnbein Tpito tpipunvo

enintoon ¢ Bvntomrag o€ acbeveic mov Aapupdvovv Oepaneia e Lemtrada og 2024

ovyKpilon pe évav avtiotoryo TAnbuoud acbevav, o KAK Oa mpémel va vmoPdiet ta
OMOTEAECUOTO LLOG LETEYKPITIKNG LEAETNG TNG AoPAAELNG TTOV B GLYKPIVEL TO
Lemtrada pe éva emapkéc QapLoko EAEYYOUL.

Mn mopeppotikn peteykprrikn perétn aopdietog (PASS): yio va a&loioynOei n Tpito Tpipnvo
GUUHOPPMOT| LE TN BepamenTikn £VOEIEN Kol 1] ATOTEAEGLLATIKOTITO TOV UETPMV 2024
ELOYIGTOTOIN GG TOL KIVOUVOL EUPAVIONC KAPOILOYYELOKDV KOl 0y YELOEYKEPUAKDV
avETOOUNTOV GUUPAVTOV LE GTEVH YPOVIKT GLOYETION Ue TV Eyyvon tov Lemtrada kot
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0VOGOAOYIKG ETayOUEV®V avemBounTov evepyeldv, o KAK Ba npénel va vtoPdiet Ta
OTOTEAEGLATO ULOG LEAETNG YPNOUOTOINGCNG TOV QOPLLAKOV.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX

34



A. ENIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI/ZXYXKEYAZXIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

LEMTRADA 12 mg mokvo S1dAvUe Y10 TOPOCKELT SIHADUOTOG TTPOG £YYLOT
aAeptovlovpaumn

| 2. TYNOEZH IE APASTIKH(EX) OYEIA(EL)

Kd&0e proridro mepiéyet 12 mg akeptovlovpdunng oe 1,2 ml (10 mg/ml).

3. KATAAOTI'OX EKAOXQN

E339, atBvievodiapuvotetpaosikd diévudpo dwvatpro droc, ESO8, E340, E433, vatplo yAwprovyo, Ddmp yio
evETUNL

4. OPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[Mokvo d1dAvpe Yio TOPACKELT SIHADLOTOS TPOG EYYVON
1 proAidio
12 mg/1,2 ml

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
EvoopAiéPia yprion.
No yopnyeitan vidg 8 mpav PeTd TV apainon.

6. EIAIKH ITPOEIAOINOIHEIH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION
ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
MNPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, Ty onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TadLd.

| 7. AAAH(EY) EIAIKH(EYX) TPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX ®YAAZEHXE

DVLAcGETE TO PLOAISI0 GTO EEMTEPIKO KOLTL Y10 VO TPOCTATEVETOL OO TO PG,
dvlacoete o€ Yoyeio.
Mnv KaToyOYETE KOl UMV OVOKLVELTE.

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATON IIOY IPOEPXONTAI ATIO
AYTA, EOOXON ATTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Belgium

Leonardo Da Vincilaan 19
B-1831 Diegem

Béhyo

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/869/001

13. APIOMOZX ITAPTIAAX

[oprtida

| 14. TENIKH KATATAEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIMAHPO®OPIEX YE BRAILLE

H attioddynon yio va pnv mepiinedei n ypoaen Braille givor amodektn

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVASTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC: {apBuoc}
SN: {apOuoc}
NN: {op1Ouoc}
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EAAXIXETEX ENAEIZEIX IIOY HPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

ETIKETA/®IAAIAIO

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHZ

LEMTRADA 12 mg amoctelp@pévo TukvO dtdAvpa
aAeptovlovpaunn
v

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

1,2 ml

6. AAAA XTOIXEIA
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B. P’YAAO OAHI'TQN XPHXHX
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@vAro ooV ypiong: IIAnpoeopics yia Tov a.60evi)

LEMTRADA 12 mg okvé d1dAvpa Yo Tapaokevt] S10A0patog Tpog £yyvon
oAeprtovlovpdpmn

vTo QAPUOKO QVTO TEAEL LTTO GLUTANPOUATIKT TOPAKOAOVONOT. AVTO Ba EMLTPEWEL TO YP1YOPO
TPOGIOPIGUO VEDV TANPOPOPLOV acpaAelac. Mmopeite va fonbnoete péow g avagopdg mbovmv
AVETOOLNTOV EVEPYELDV TTOV EVOEYOUEVMG TTapovatdlete. BA. T€log tng mapaypdeov 4 yio Tov Tpdmo
ovapopPaGs avemBOUNTOV EVEPYELDV.

AW doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VU TAIPVETE AVTO TO
QOAaPLOKO, O1OTL TEPLAGUPAVEL CNUAVTIKES TANPOYOPIES Y10 GOG.

- Durd&te avTo To EOALO 0dNYIDV Yprione. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepoutépm amopieg, pOTNOTE TOV Y1OTPO GO,

- Edv mopotmproete Kamoto avemOOun evEpyeLn, EVIUEPDOTE TOV YLOTPO 0aG. AVTO 1GYDEL KoL Y1
Kk@0e mOhav ovemBvUNT EVEPYELX TTOV OEV AVAPEPETOL GTO TOPOY PUALO 0ONYIDV ¥priong. BAéne
Topaypaeo 4.

T epréyel 1o Tapov OALO 00NYLOV

Tt etvar to LEMTRADA ot mowa givat 1 gpnon tov

T mpéner va yvopilete mpotod cag yopnyndei to LEMTRADA
[g Ba yopnyeitar to LEMTRADA

[TBavég avemBOUNTEG EVEPYELES

[og va pvidcoete to LEMTRADA

[epieydpevo g cuokevaciag Kot Aoimég TANpoPopieg

ANl e

1. Tv givan o LEMTRADA kot oo givor ) ypijon Tov

To LEMTRADA zepiéyet ) SpaoTiki ovcio aAeUTov{oVUANTT, 1] OTTOi0 YPICIUOTOLEITAL VIO TV
OVTILETOTION WIOG LOPENS TS TOAAATANG okAnpuvong (ITX) o evihikeg, Tng Aeydpevng vrotpomidlovcogs-
dtaieimovsag morhaming okAnpuvone (RRMS). To LEMTRADA dev Bgpaneder nv [1X aArd pmopel va
EATTOCEL TOV aPOUO TOV VTOTPOT®V. MTopEl emiong va emPBPadVVEL 1] VO avasTPEYEL KATOLOL OO TOL
onueia kot to copmtdpoto g [X. Xe khviég pedéteg, ol aobeveig mov avTipeTOTioTNKOY OEPUTELTIKA LE
LEMTRADA napovciacay Ay0Tepes DVTOTPOTESG Kol 1YoV AyOTEPEC TOAVOTNTES VA EULPAVICOVY
emdeivwon g avarnpiog oe GUYKPLoN Ue 0oBeVEIS TOV avTILETOTIOTNKOY BEpOmELTIKA HE_B-vTEPQEPOVT
YOPMYOVLEVN LE EvEDT) TOAAUTAEG POPEG ava EBSOUADM.

To LEMTRADA ypnowonoteiton 6€ mepintmon vyning evepyotntag g IIZ mapott Exete Adfet Oepaneio
He TovAdyloToV GALO Eva eapuako yio tnv I1X 1 o mepintwon tayeiog eEEMENC g T,

T givan 1 ToAAOTA GKATPLVOT;

H I1X givon poe ovtodvoon vocog mov ennpedlel To KEVIPIKO VELPIKO GUGTNLA (TOL EYKEPAAOL Kol TOV
voTloiov poelov). Xy I1X, To avocomoinTikd GOGTNUN TOV OPYUVIGHOD GOg EMITIOETOL ECPUAUEVMG GTO
TPOCTOTELTIKO GTPMUO (TN pueAivn) Tov mepPaiiel Tig vevpikég tveg, Tpokalmvtag eAeypovn. Otav n
QAEYLOVT TPOKOAEL cuUTTOUATO, AVTO ovopdleTal «kpion» 1 «vrotpomny. Ot acbeveig pe vrotpomialovca-
dwokeirovoa I1Z Tapovcidlovy VTOTPOTEG TOL AKOAOVOOHVTAL OO TEPLOSOVS DPECNC.

Ta cvuntdpate mov ekdnimdvete Kabopilovtal omd To TUALO TOL KEVTPIKOD VELPIKOD GLUGTHLOTOC TTOV
emnpealetat. H BAAPN mov veiotavtor ta vedhpa 6o¢ KUTA T1 QAEYLOVT 0VTH EVOEXETAL VO Efval
avaoTpEYIUT, 0ALG KaBdg eEelMoceTal 1 vOGOG 01 BAAPEG TBAVOV VoL CLGCOPEVOVTAL Kol VO YivovTot
HUOVIpLES.

ag rertovpyei To LEMTRADA
To LEMTRADA pv0uilet 10 avocomomrikd 6oc GUGTNUN DGTE VO, TEPLOPIGTOVV 01 EMOEGEIC TOL GTO
VELPIKO GUGTN L.
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2. T npéner vo, yvopilete mpiy oog yopnyndsi to LEMTRADA

Mnyv ypnoiponounicete 1o LEMTRADA:

- o€ mepintwon aAiepyiog oty aAeptoL{OVUAUTN 1] G€ 0TO10ONTOTE AALO GO TO GLGTOTIKA ALTOV TOL
QOPUAKOV (OVAPEPOVTOL OTIV TAPAYPUPO 6)

- o€ mePImTOOo oL £xeTe LOAVVOEL amd Tov 10 avocoaverapkelag Tov avipmmov (HIV).

- o€ MEPIMTOOT TTOL TAGYETE 0d cofapn Aoipumén

- €04V €xeTE OMOOONTOTE OO TIC TOPAKAT® TAHNOELS:

GALO AVTOGVOGO VOOT|LOL EKTOC OO TNV TOAAUTAT GKANPLVOT

un eELEYYOUEVT] VYMAN aPTNPLOKT TTiEST

1OTOPIKO PHENG TOV ALHOPOP®Y Oy YEI®V TOV OLHOTOVOLY TOV EYKEPAAO

LOTOPIKO AYYELONKOD EYKEPOAKOD EMEIGOSTIOV

16TOPIKO KOPIIOKNE TPOSBoANg 1 TOvov 610 Bdpaka

1GTOPIKO OLUOPPOYTIKNG SloTapayng

O O O O O O

IIpogidomoun)oels Kol TPOPUAGEELS

AmevBuvieite otov Yiatpo cog Tpotod cag dobsi to LEMTRADA. Metd amnd po ovvedpio ue LEMTRADA
evoéyeton va, SlaTpExete HEYOADTEPO Kivouvo va avartuéete GALEG avTodvoces TabN eI ) Vo EKONADCETE
cofopéc Aowudéets. Eivor onuoavtikd vo katovooeTe Toug Kivohvoug outong Kot va yvopilete Tmg va Toug
napakolovbdeite. Oa cog dobel po Kapto [posidomoinong Acbevoic kat Evag Odnydc Acbevog e
neprocoTeEPEG MANpopopies. Etvar onuavtikod va éxete pali oag v Kapta [posidomroinong AcBevoic katd
T S1apKEL TNG ay®mYNG Kot Yo 4 xpovia petd tnv terevtaio €yyvon tov LEMTRADA, kafhg avemBdpunteg
EVEPYELEG EVOEYETOL VO EKONAOODY TOALA ¥pOVIa, LeTd TV aymyn. Otav Aapuavete 10Tpikn aymyn, aKoOud
KL av avt ogv agopd v [1X, dei&te v Kapta [Iposidonoinong Acbevoic 6o yiatpo.

O yatpdg oag Ba kaver eEetdoeig aipatog mpotov Eexvnoete v aywyn ue LEMTRADA. Ot e€etdoeig

auTEG Yivovtol yia va, damiotmbel edv pmopeite va mwapete to LEMTRADA. O ywtpog cag 0o fefoiwbdel
emiong OTL dev MAGYETE A0 OPIGUEVES LATPIKES TAONGELS 1] OLUTAPOYES TPOTOV EEKIVICETE TNV Oy@YT LE

LEMTRADA.

e Avtoavoceg madnoeg

H aywyn pe LEMTRADA gvdéyetar vo avénoet Tov kivduvo avtodvoowmv tabncewy. Avtéc eival madnoelg
KT TIG 0T01eg TO AVOGOTOMTIKO GUOTNUE Gog emttifetal ecQUAUEVOS GTOV 0pyavicuo cag. [lapakdtom
divovtal mAnpoopieg yio opiopéveg mabnoelg mov Exovv mapatnpndei oe acbeveic pe I, o1 onoiot ELafav
LEMTRADA.

Ot avtodvooceg Tabnoelg pmopel va exkdnimBovv apketd xpovia petd v ayoyn pe LEMTRADA. I't avto
TPEMEL VAL KAVETE TAKTIKEG EEETACELS QUIOTOG KOl 0OVP®V PEXPL VO TEPAGOVY 4 ¥PpOVIOL ATO THV TEAEVTOIN
éyyvon ocac. [pénel va kévete Tig e€gtdioelg akdpa Kt v aeBdveste KaAd Kot to cvuntopata g 11X
Bpiokovtor vio Eheyyo. [lpénet va mapakoiovdeite Tov €0VTO GOC Y00 CLYKEKPIUEVE OTpEiol Kot
ocopntopatoe. Emmiéov, autéc ol mabnoeic evoéyeton va eLQOVIGTOOV Kot LETE Ta, 4 XpOVIQ, GUVETMG, TPETEL
va cuveyicete va Tapakolovdeite yio onueio Kol CUUTTOUATO, AKOUO Kol OTay dgv ypeldletal TAEoV va
Kévete unviaieg e€etdoelg aipatog Kot 00pwv. AETTOPEPELEG OYETIKA [LE ALTE TO OMLLEiDl KOL TO, GUUTTMOUATO,
TG €€ETAGELG KO TIG EVEPYELES TOV Oa TPETEL VAL KAVETE TEPLYPAPOVTAL OTIG TOPAYPApovs 2 Kot 4 —
aVTOAVOTES TO.ONTEIS.

[TepiocOTepPEC YPNOUEG TANPOPOPIES YO OVTEC TIC 0VTOAVOGEC TaBNoELS (Ko Tig e€eTdoelg Y1 avTéc) Ba
Bpeite otov Oony6 AcBevoig yia to LEMTRADA.

o Eniktntn aipooirio A

Oyt ouyva, ot aoBeveic epeavifovv pio arpoppaytkn dwatapayi] n onoio TpoKaieitol omd
OVTICOUOTO TOL OpovV evavTia otov mapdyovta VIII (pia tpoteivn Tov ypetdleTor yiao T
@LO10A0YIKN TEN TOL aipatog) Ko ovoudletor exiktntn apo@iiio A. Avti n Tabnon npénet vo
SyVOOTEL Ko VoL OVTIHETOMIOTEL dpeoa. Ta coumtduaTe, TG EXIKTNTNG AO@IAiog A
TEPLYPAGOVTOL GTNV TOP&ypao 4.
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o Avtoavoon Opopporevikn lopevpa (ITP)

2uyva, Kamolol 0c0eveic EKONAMCAY GLRHOPPAYLKI OLOTOPA)Y] TOV OPEILETAL GE YOUNAL emimeda
olomeTAAl®Y, TN Aeyouevn avtodvoon Bpouforevikn topeovpa (ITP). H wdbnomn avth apénet va
SyVOOTEL KOl VoL OVTIETOMIOTEL Apeoa, KaOdg SlopopeTikd, pmopel va £xel cofapés 1] axopa,
Kol Qavatneopseg emmtooels. Ta onueia Kot ta cvuntodpata e ITP teprypdoovtal oty
Tapaypapo 4.

o No660g TOV ve@paV (0T®G 1N V660G KaTd TG Pacikilg pepppavns Tov 6TeElpapoToc,
anti-GBM)

Y& OTAVIEG TEPIMTAOCELS, KOO0l acOeveic eLPAVIGOV TPOPALOTA CVTOAVOCTG CITIOAOYIOG LE

TOVG VEPPODVG TOVG, OTIMG TN VOGO KaTd NG Pfacikng pepPfpdvng tov omelpdpotog (vOGog anti-

GBM). Ta onpeio Kot To GUUTTOUATO TNG VOGOV TOV VEQPOV TTEPLYPAPOVTUL TNV TOUPAYPAUPO

4. Edv dev avTIHETOMIOTEL UMOPEl VO TPOKAAEGEL VEPPIKT] OVETAPKELD, TTOL OOLTEL aloKaBapon

1 LETAUOCYEVOT], KOl EVOEYETOL VAL 0ONYNOEL GE BAvaTo.

o Awtapayéc Tov Bupeogrdovg

[ToAb ovyvd, acBeveic eppdvicav o avtodvoon datapayn Tov Bupeoeldois adéva Tov
emnpealel v wovoTnTa TOV Va Tapdyel 1 vo puOuilel opudveg Tov givar GNUAVTIKES Y10, TO
petafoiiouo.

To LEMTRADA evdéyetor va TpoKaA£GEL S14(pOpovG TOTOVS SLoTapay®V Tov Bupeoeldovg
adéva, TepAapPavovtag:

o Yraeplrertovpyia Tov Qupeogrdovg adéva (vepBupeoetdiopog) otav o Bupeoeidng
ToPAyEL VTEPPOAIKT TOGHTNTO OPLOVAV.
o Yrolertovpyio Tov Qupeoerdovg adéva (vmobupeoeldicouoc) dtav o Bupeoeldng dev

TOPAYEL OPKETT TOGOTNTO OPLOVDV.

Ta onueio Kot T0 CUUTTOUOTO TOV dOTAPAYDOY TOV BVPEOEIBOVS TTEPLYPAPOVTAL GTNV
Topaypapo 4.

Edv avoartoéete kamoto datapoyn tov Bupeoeldovg adéva, tote T0 Thavotepo gival 6Tt Ha
ypelotel va Aappdavete Bepomeio yio To vIoAomo ¢ {ONG GG LE PAPLOKO Y10, TOV EAEYYO TNG
dtoTapayns Tov Bupeoeldols Kot GE KATOES TEPUTTMGELS EVOEXETAL VO, YPELNOTEL va apatpedel o
Bupeocdng adévag cag.

Eivo moAd onpavtiko va AapuBavete oot aymyn Yo Toyov dtatapayn Tov Bupeogtdoig,
€101KA €Gv petvete &ykvog apov éyete ypnoiponomoet 1o LEMTRADA. H vmapén pog
dtoTapayng Tov Bupeoeldohc oV dev £xEL AVTETORIOTEL pwopel vo PAAwEL To Bpépog cag Tpy
1 HETA T YEVVNO.

o Hmatua greypovi)

Opiopévor acBeveig £xovv gpeavicel nratikny eieypovn petd tn Aqyn tov LEMTRADA. H
NTATIKT QAEYLOVY] UTOPEL VO S10yVOGTEL 0o TIC EETAGELS OiLOTOC OV Ba KAveTE GE TAKTA
Swotipato petd ) Bepaneia pe to LEMTRADA. Av gpugovicete éva 1 meptocoTEPa amd Ta.
TOPOKATO CUUTTOUOTO VO TO AVOPEPETE GTOV 1OTPO GOG: VOUTIO, ELETO, KOIAOKO AAYOC,
KOO, ATOAEW TG OpeENG, KITPIVIGUE TOV SEPUATOG 1| TOV 0QOUAUDY KOV GKOVPOYP®LLOL
obpa, N opoppayic 1 EVKOAOTEPO UOADTICUO amd OTL GUVHBWG.

o Opoppoticy Opopfoxvrraponeviki) mopevpa (TTP)

Mua dtatapoyn g TENG Tov aipotog Tov ovopdletal @poufotikiy ®pouPoKVTTapOTEVIKN
Hopevpa (TTP), umopei va eppavietet pe to LEMTRADA. Ot 0poupor aipatog oynuotilovron
OTO ALLOPOPQ ayyeio Kol uopovv va cupPolv oe 0AGKAN PO T0 cmpa. AdPete wtpkn Pondeia
OUECMG EAV EYETE OTOLOONTTOTE OO TOL AKOAOVOO CLUTTAOUOTO: UOAMITEG GTO OEPUA T) TO GTOUA.
OV WITOPEL VOL ELLPAVIGTOVY MG KOKKIVEG KOVKIOES, e 1 Y0Pig aveENynTn VITEPPOAIKT KOTMON,
TVPETO, GUYYLON, OAAAYEG GTIV OUALL, KITPIVIGHO TOV OEPUATOG 1 TOV PaTIOV (IKTEPOC),
YOUNAT TOGOTNTO 0VP®V, GKOVPO OVPA. LVVIGTATOL VO, avo{NTOETE EMELYOVIMG LOTPIKY|
Bondeia, kabmg n TTP pmopel va amofel Oavatnedpog (PA. mopdypapo 4 «ITibavég
avemBOUNTES EVEPYELED)) .
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o Yapkogiomon

Ymapyovv ava@opEs Yol Lo, SLeTaPay] TOL GVOGOTOIMTIKOV GUGTILLOTOG (GOPKOEIdMOT) GE
acBeveic mov éhafav LEMTRADA. Ta copntopata propet va tepthappdvouy enipovo Enpo
BNyo, 6vomvola, Tovo 6to 6TNB0C, TVPETO, OIONUA AEUPOUIEV®OY, ATMAELD BAPOVG, dEPLATIKA
eEavOnuota kol 6oAn dpaon

o AvTtodvoon gyKePOATION

Metd ™ Aqyn oo LEMTRADA umopei va pgoviotel avtodvoon gykepaiitido (Hio
OVOGOAOYIKG ETAYOUEVT] OLOTAPOYT TOV EYKEPAAOV). AL N TBN o propel vo TepthapPavet
CUUTTMOUOTO OTIMG GVUTEPLPOPIKESG KAUT WuYLATPIKEG AAAAYES, Bpayvpdbeoun andAeio
PvNUNG N emAnmtikés kpioelg. To cvpntdpato propel va opotdovv pe vrotpont| g [IX. Edv
epeavioete €va 1 TEPLGGOTEPA OO AVTA TO GUUTTMOLOTA ETKOIVMVIOTE LE TOV YLOTPO GO,

o Alkgg avtoavoceg oo

Oyt ouyva, acbeveic pPavicay 0VTOAVOGEC KATAGTAGELS TOV EUTAEKOVY TO EPLOPE 1 Ta Agvka
JHOGQUipLa. AVTEC UTOPOVV VO SLyVOGTOOV Ao TIC EEETAGELG ALOTOC OTIG 0TToieg ol KAVETE
TokTiKd petd v ayoyn pe LEMTRADA. Edv avantdéete pia tétota nabnon, o yiatpog cog Ha
o6G evnuepmaost kot Bo AdPet To, amapaitnTo LETPO Y10 TV GVIIUETDOTION TNG.

. AvTIdpacels Katd Ty £yyvon

O1 mepiocotepot acheveic mov avripetonilovron Oepancvtica pe LEMTRADA 6o gpeoavicovv avemBounteg
EVEPYELEG KATA TN SLAPKELD TNG £YYLONG N EVIOS 24 pdV PeTd amd avt). [ va petwBovv ot avtidpdcelg
KT TV £y)YLOTN, 0 YoTpog cag Oa 6dc dmael dAlo(a) edpuako(a) (BA. Tapdypapo 4 — aviidpaoceis katd v
Eyyoan).

. Aldeg ocofapég avtidpaoseig mov ep@avifovral Aiyo peta v £yyven tov LEMTRADA
Opiopéva atopo eueavicay coPapég N amenNTikég o ™ (o1 avTdpdoelg petd v éyyvon LEMTRADA,
GUUTEPTAAUPAVOUEV®V TNG QUOPPAYING GTOV TVEDLOVA, TNG KAPIIUKNG TPOGPOANG, TOL OYYELOKOD
EYKEPOAKOV NEIG0OI0V 1 TNS PHENS TOV QUOPOP®V AYYEI®MV TOL CLLATMOVOLV TOV EYKEPAAO. AVTIOPACELS
UTOPEL VO ELPAVIGTOVV PETA OO OTOLOONTOTE Amtd TIG OOGEIS KATE TN d1dpKela Tng Oepameiog. ZTig
TEPIOCOTEPEG TEPIMTMGELS, OL AVTIOPACEIS EpPavicTNKOY evtog 1-3 nuepadv and v &yyvor. O Yatpog cag
Ba TapaxoAiovBel ta {wtikd onpeio, copmeptlapfavopévng e Teons ToL OiATOS, TPV Kot KATE Tn
duapketa g £yyvong. Avalntmote apéows fondeta ebv eppavicete kdmolo omd ta akdAovda courtdpaTa:
dVGKOALD GTNV aVATTVOT|, OLOTTTVUGT], BOPAKIKO GAYOC, TTMGN UEPOV TOL TPOGMTOL GOG, ALPVIOlH GoPapn
Ke@aAadyia, advvapio otn pio TAEVPA, SLGKOA GTNV OALN T} TOVOG GTOV aLYEVA.

. AP0QaYOKVTTOPIKI AERPOIGTIOKVTTAPOGT

H 0Bepaneio pg¢ LEMTRADA pmopei va avénoet tov kivovvo vepPoAiknig evepyonoinomng TV AEuK®v
aloc@apinV mov oyeTileTol pe EAEYHOVT| (ALOQOYOKVTTOPIKY AELUPOIGTIOKVTTAP®GT), 1| OTTOi0 LITOPEL VoL
gtvar Bavatnedpa edv dev dlayvmoTtel Kot ovTipetoniotel Eykopa. Eqv epgovicete ToAomAd copntopata,
OT®G TLPETO, TPNELLO GTOVG AOEVEG, LOAMTIGIE 1| OEPUOTIKO eEAVON LA, ETKOIVOVIOTE AUECWG LLE TOV
YTpo GOC.

. Nooog Still pe évapén ety evijlakn (o1 (AOSD)

H AOSD eivou pio ondvia mdonon mov pmopel va TpokaAEceEL PAEYLOVH GE TOALOTAGL OpyovVa LE OPKETE
ocoUTTONOTO, OGS TLPETO >39°C 1 102,2°F ov dapkei mavo omd 1 efdoudda, Tovo, duokopyio e 1
xopic TpR&ipo oe molhamhiéc apbpmoeic kaun deppotikd eEavinua. Edv eppavicete cuvovacpd autdv Tov
CUUTTOUATOV, ETIKOLVOVIOTE OUECMG E TOV TAPOYO PPOVTIONS TNG VYEING oag.

. AoypndEerg

Ot acBeveic mov avtipetoniloviot Oepansvtikd pe LEMTRADA Swtpéyovv vynidtepo kivovvo va
avartoéovy kamota cofapi) Aoipwén (PA. mapdypaeo 4 —lowuwlerg). Ievikd, ot AOIUMEEIC UTOPOLY Vo
OVTILETOTIOTOOV UE TO KAOIEPOUEVO POAPLLOKOL.

[Ipokeyévov va meplopiotel | mavoTnTa AoiUENG, 0 Yiotpog cag Oa eléyEet edv dAha @AappLOKa TOV
naipvete pumopel vo exnpedlovy 10 avocomomTikd cag cvotnuo. ' avtdv 10 A0Yo, Eivar oNUAvVTIKO Vo
EVI|UEPDVETE TOV Y1ATPO GOS Yo OL0 TO PAPNOKO TOV TOIPVETE.
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Eniong, evnuepdote to ylotpo cag edv mhoyete amd cofapn Aoipnmén mpv v vapén e aymyng Le To
LEMTRADA, kafmg 0 y1atpdg cag 0o mpimel va kadvotepiost TV aymyn pé Pl vo vToympiceL 1
roipmEn.

Ot acBeveic mov Aappdvovy LEMTRADA egival 6e vynAdtepo Kivouvo va avamtHEovy AoipmEn amd £pmn
(m.y. oTopaTIKOG £pmING). ['evikd, amd TN oty mov £vac 0oBevnig €xet pio AoipmEn amd £pmn, £xel
avénuévo kivovvo va avartoéel kot dAAN. Eivat, eniong, mbavo va avortoEouy pia Aoipmén amd Epmn yio
TPATN POPY. ZUVICTATAL O YITPOG GAG VO, GAG GLVTOYOYPOPNGEL EVA PAPLLOKO Y10 VO, LELDWCEL TNV
mOAVOTNTO avATTVENG oG AOTHOENG amd £pT, TO OTO10 TPEMEL VO AUPAVETOL TIG UEPES TTOV AoUPAvVETE
v ayoyn ue LEMTRADA kot yia éva pijvo LETE TV aymyn).

Emumiéov, Aotuadéelg mov umopohv va TPOKAAEGOLY OVORAEAES TOV TPAYNRAOV (TOV avyEva TNG WATPOS) Elval
mOavéc. 'a to Adyo avtdv, ot yovaikeg acbeveig cuviotdrol va vTofaiioviol KEOe ypOVO GE TPOANTTIKY
g&étaom, onwg 1 eEétaon TpaynAtkov entypicpatog. O yatpdg cag Oa cdg evnuepdoet yia to moleg e&etdoelg
O ypelaoteite.

[eprotatikd Aoipméng and tov KuTTapopneyaroid Exovv avapepbei o acbeveic mov vroPARONKav o
Oepancio pe LEMTRADA. Ta teplocdtepa TEPIOTATIKA TOPATPNONKAY EVTOS 2 UNVAV amd T Yopiynon
oAeputov{ovHAUTNG. XE TEPIMTMOOT TOV EPPUAVICETE CLUTTAOUATO TG AOTUWOENG, OTMG TVPETO 1] 01O TOV
A0EVOV, EVILEPMDOTE ALECH TOV YIOTPO GOGC.

AocBeveic mov élaPav Bepancio e LEMTRADA éxouvv eppavicet Lotuoéelg Adym vog 100 mov ovopdletot
16¢ Epstein-Barr (EBV), counepiiapfoavopuévov tepmt@cemy Le coPapr| Kot LEPIKES popEg Davatnedpa.
nmatikny eAeypov. Evnuepmote apéomg Tov ylotpd 6og €6V EUQOVIGETE CUUTTOUOTO AOTUOENG, OTTMC
TLPETO, TPNELLO TV 0dEVMV 1) KOTWON.

Acbeveic mov éhafav Bepameio ue LEMTRADA eivon emiong o€ vymAotepo kivouvo avamtuéng Aoipméng
a6 Motépra (pia Paxtnplokn Aoipnmén Tov TPoKAAEITOL Amd TNV KATATOOT LOAVGHEVNG TpoeNC). H
Aolpwén amd Motépla umopel vo TpokaAésel oPapr) VOO, CUUTEPTAOUPAVOUEVIG TNG UNVLIYYITIONG, OAAY
UTOPEL VO OVTIUETORIOTEL pe KoTdAANAa eapuaka. o va petmbel avtdg o kivovvog, Bo mpémel va
OTOQPEVYETE TNV KATUVIADGT OUDV 1 U1 ETAPKAOC UAYEIPEUEVOV KPEATMV, TO LOAOKAE TUPLA KOL TOL UT|
TOCTEPIOUEVA YOAOKTOKOMIKE TPoiovTa Yo dVo efdopddes Tptv amod tn Oepameio, KOTA TN dLUpPKELD TNG
Bepamneiog kot yio tovAdyiotov éva unva petd m Bepaneio pe LEMTRADA

"Exovv avoeepBel tepimtdoelg piog omdviag eyke@oAkng Aoipméng mov ovopdaletar [ITA (mpoiovoa
TOALECTIOKT AgvkogyKepolonabein) o€ acbeveig mov éxovv AdPet to Lemtrada. H IIITA éyet avapepbel oe
acBeveic mov €govv dAAOLE TaPEYOVTES KIVOHVOU, 101¢ TPpoMyod eV Bepameia e TpoldvTa yio TNV
avtetonion g [1Z ta onoia oyetilovron pe TIITA.

H IIIA pmopel va mpoxarécetl coPapn avannpio og dtdotnuo BOOUAS®V 1 UNVAV Kot EVOEXETAL VoL lval
Bovatneopa. Ta copntdpoto evogyetol va polalovv pe vrotponh g X kot meptlapfavouy TpoodenTikn
advvapio 1 0de&l0TT TOV AKP®V, SOTOPAYN TS OPACTS, OVCKOAIN GTNY OUAa 1] OAACYEC OTN OKEWYT, TN
LV N KOl TOV TPOGAVATOAGUO TTOL 001 Y0HV G GUYYLOT| Kot HETOPOAES 6TV TposmmkdTNTa. Elval
OTULOVTIKO VO EVILEPMGETE TOVG GUYYEVELG 1] TOVG PPOVTIOTEG GOG GYETIKA e T Bepameio cog, Kabmg
EKEIVOL EVOEYETAL VO TOPATNPNCOVY CLUTTOHOTA TOL gV avTilapPaveste. Emucovmviote apéomg pe Tov
YTpo GOG €6V avamTHEETE OTTOLAONTOTE GLURTAOUOTO TTOL VOO ADVOLY TTTTA.

e Ilvevpovitidoo ko TEPIKAPIiITION

[Tvevpovitido (PAEYLOVH TOV TVELHOVIKOD 16TOD) £xel avapepbei oe aobeveic mov Erafav Oepameia pe
LEMTRADA. Ot tepto60TepES TEPITTMOGELS EUPAVIOTNKOAY EVTOG TOL TPMTOL UNvel LETA TN Bepameio pe
LEMTRADA. Iegpittdoelg mepikapdiokng GVALOYNG (GVALOYNH VYPOD YOP® amd TV Kopdd) Kot
TEPIKAPIITIONG (QPAEYHOVI TNG EMEVIVOTG YOP® ot TNV Kapdld) Exovv eniong avapepbel oe acbeveic mov
élapav Bepaneia pe LEMTRADA. Oa mpénel va, avagEPETE GTO YIATPO GOG CLUTTMUATO OTMG AU AVIOC LA,
Brxa, cvuprypod, movo i aicOnua cHGEIENG 610 BmpPaKa Kol ALUOTTLGT, KAODC VTl UTopel va opeilovTal 6
TVELHOVITION, TEPIKOPILUKT GLAAOYN 1] TEPIKOPIITION.
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Edv Ceite o€ meployn 6mov ot LotudEelc pupaTioong sival cuyveg, evogyetat va SloTpEYETe LEYOADTEPO
kivduvo térotag Aoipwéne. O yoTpog cog Bo kavovicet vo KAVETE TPOANTTIKEC EEETAGELS Y10 PUUATI®MON).

Edv eiote popéag Aoipméng amd tov 16 g nratitidas B ] g nrartitidoag C (mabfoeic mov tpocsPaiiovy
TO GLKMOTL), ¥petaletor emmAéov mpocoyn tpotod AdPete aywyn ue LEMTRADA yuati dev eivat yvooto edv
N oyoyn propel va 0dNyNoeL e evepyomoinomn e AoipmEng nratitidag, n onoio Uropel, Katomy, vo PAGyEL
TO GUKOTL GOG.

. @leypovi] TS L0AN 660V KOGTNG

To LEMTRADA pmopei va avénoet v mhovotntao vo TopousliceTe GAEYHOVN TNG YOANOOY0V KOOTNC.
Av16 pmopel va etvar o Gofopn 1TpiKy KOTAGTUCT OV UTopEl va eivar omeinTikn yio T (o1]. Oa mpénet
VO OVOQEPETE GTOV YIOTPO OAG EAV EXETE CLUTTOUOTO OTWC TOVO GTO GTOUAYL 1 SvGPOpPia, TVPETO, VaVTIo 1
€UETO.

. ponyovpevog droyvmobeic kapkivog
Edv éyete dayvmotel pe kapkivo oto mapelddv, mopokareichs va evnuepdoeTe TO Y10TPO Gag YU avTo.

. Eppora

Agv givar yvooto edv to LEMTRADA enmnpedlet tnv avtamdkpion cag og kamoo gpPpoio. Edv dev €xete
0AOKANPMOGEL TOVG KAOIEPOUEVOVG avayKaiovg EPPoMAGUOVE, 0 Y1TpOC cog Oo e£eTdoEL TO OV TTPETEL VOl
euporacteite mpwv v aywyn ue LEMTRADA. Idwitepa, o yiatpog cag Oa eEetdoet To va epuforiacteite
v TNV avepoProyid, edv dev v €xete mepdoet. Eqv epfoliaoteite, ovtd Ba mpémel va yivel TovAdyiotov 6
gfdopdoeg mpotov Eexvioet o cvvedpio pe LEMTRADA.

AEN 0a mpénet va epPoiacheite pe epuforia opiopévov tomov (epPoérra pe Lavres 10vg) edv AdPate
npocpoto LEMTRADA.

Howora ko Egnpor
To LEMTRADA dev mpoopiletat yia yprion oe maudid kot pnPoug kdtm tov 18 e1dv, yiati dev €xet
ueAetn et o acbeveig pe IE nlikiog kdto tov 18 eTmv.

Alro oappoke koo LEMTRADA
Evnuepdote tov yiotpd 1 Tov gopuakorold oo eqv Toipvete, EYETE TPOGEATO TAPEL 1} LTOPEL VO TAPETE
Ao eappoka (GUUTEPLOUPAVOUEV®Y TOV EUPOM®Y 1} T®V PAPUAK®V QUTIKNG TPOEALEVLGTC).

Extog and 1o LEMTRADA, vrdpyovv kot GAAeg aymyég (mepthapfavopévov ekeivov yo 11X 1 yuo v
OVTIHETOTIOT GAAWDV TOONCE®MV), 01 OTTOIEG LITOPOVV VOl ETNPEACOVY TO OVOGOTOTIKO GOG GVGTNUO KOl APa.
UTOPOoHV VO, EXNPEAGOVY TNV TKOVOTNTA Gag Vo avTIneTonileTe TI¢ Aouméelg. Eav ypnoiponoteite €éva t€t010
QAapraKo, 0 YITpdS GOG EVOEXETAL VA GAG {NTNOEL Vol S10KOWETE AVTO TO PAPLLOKO TPOTOY EEKIVIGETE TNV
ayoyn pe LEMTRADA.

Kbnon
Edv elote éyxvog, vopilete 01 pmopel va eiote £€ykvog 1 oxedtdlete va amokTnoete moudi, {ntote )
oupBovAn Tov Y1aTpoD oG TPOTOV GOG 600l aVTO TO PAPLLOKO.

Ot yovaikeg pe 1KavoTnTa Vo GUAAABOVY TPEMEL VAL YPNCIUOTOLOVV OMOTEAEGLLOTIKY OVTICOAAN YN KT TN
dudpkela kaBe cuvedpiag pe LEMTRADA kot yio 4 piveg petd and kdbe covedpia.

Edv peivete €ykvog petd amd v ayoyn ue LEMTRADA kot ekdNAMGETE KATOL0 S1TOPOYT TOV
Bvpeoe1doic katd T ddpKeLe, TG KON, Oa ypelaoteite Wiaitepn pocoyn. Ot dtoTapayic Tov
Bupeoec1doic pmopet vo amoderyBodv emProPeic yia to Bpépog (PA. mapdypapo 2 Ilpocidoroiroeis kot
TPOPULAGLEIS — aVTOGVOoES TO.ONTEILS).

Onlaopdg
Eivan dyvwoto edv 1o LEMTRADA pnopet va petapepBei oto Bpépog Hécm Tov punTpikod YaAaKTog, oALd

vIapyel N mhavoTHTO AVTO Vo GLpPel. ZvvictdTon va pun OnAdlete Katd ™ dudpkela kaOe cuvedpiag e
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LEMTRADA «ou yio 4 puiveg petd and Kabe suvedpia. 26TOGO, TO UNTPIKO YEAN EVOEXETAL VO TPOSPEPEL
0péAN (ta omoia fonBodv 6To Vo TPpooTUTEVGOLV £va BPEPOG Omd TIG AOUMEELS), EMOUEVOC LMANGTE LE TO
YTpo G0¢ 4V oKomevETE Vo OnAdoete To pwpd cag. Avtog/n Ba 6dc cupPoviedost yia To Tt gival KOADTEPO
Y10 €60,C KOl Y10 TO HmPO GOg.

TovipétnTo

Kotd ™ didpkela g cuvedpiog cog kot yio 4 uiveg HETA amd ovti, evoéyetat va vtapyet LEMTRADA
oTOV 0pYaVIoUO coc. Agv givar yvwotd edv 1o LEMTRADA enanpedalet tn yovipdmta Kotd tnv nepiodo
avt. Amevuvbeite 610 Y0Tpd GOC GV OKEPTEGTE VO, TPOCSTAONGETE Vo LEiveTe £YKVOC. AgV VTTAPYEL Kapio
évoegn 6t to LEMTRADA €yl emmtdocelg otnv avopikn YoViHOTNTa.

Oonynon ko yEPIGROS PNYovVRATOV

[ToALol acBeveig exdnimvouv avemBounteg evépyeleg katd tn ddpkeia tng Eyyvons pe LEMTRADA 1
EVTOG 24 mpmdV PETH amd OVTHV Kol OpLeUEVES 0 aLTEC, Yia mapdadetypa 1 (aAn, o umopovce va,
KOTOOTNOEL EMKIVOLYN TNV 001 yNon M TO XEPIGUO punyevnudtov. Edv cag ennpedlel, otouatnote anTéc Tig
dpaotnprotnTeg uéypt va aicbavieite kaddrepa.

To LEMTRADA wepiéyel kGilo Kou vatplo

To @apuaxo owtd mepéyel Arydtepo amd 1 mmol kariov (39 mg) avd £yyvon, gival OnAndT] OLGLUCTIKE,
«ehevlepo KaAiovy.

To @apuaxo owtd mepEyel Arydtepo amd 1 mmol vatpiov (23 mg) ava Eyyvon, eivatl SNAadh oVGLUGTIKG
«ehevbepo vatpiovm.

3. Hog yopnyeitar o LEMTRADA

O ywatpog oag Ba 6dg eénynoet mig Ba odg yopnynbei to LEMTRADA. Edv €xete appiBoiieg, potnote tov
Y1oTpd GOC.

H apyuxn ayoyn mov Oo Adfete Oo amoteeitar amd pia £yyvon ava nuépa yio S nuépec (ovvedpia 1) kot
pia Eyyoon ava nuépa yio 3 nuépes petd amd Eva £tog (cuvedplia 2).

Meta&h Tmv 000 cuvedplav oev Ba dobel aywyn ue LEMTRADA. Ot dvo cuvedpieg umopel vo EAATTOGOVV
™ dpactnpomra g [1X yio émg 6 €.

Opopévor aoBevels, edv eppavicovv copntopata 1 onpeio IIX petd g 6o apykég ovvedpiec, pmopet va
AGPovv pia i 000 emmAéov Guvedpieg TOL AmTOTEAOVVTOL ATd [io Eyyvom avd nuépa yio 3 nuépeg. AVTég ot
emmA£ov cuvedpieg umopel va, xopnynbovv dddeKa UNVEC T} TEPIGGOTEPO LETA TIG TPOTYOVUEVEG AYMYEC.
H péyiotn nuepnota do6on givar pio Eyyoon.

To LEMTRADA 6a cag yopnyn9ei pe éyyovon oe wa oAéPa. Kébe £yyvon dapkei 4 dpeg mepimov. H
TapakoloOnon yia Toxdv avemBouNTeg EVEPYELES Kot 0L TAKTIKEG EEETAGELS TTPEMEL VOL GLVEYLGTOVV Y1d

4 ypovia petd amd tnv tedevtaia £yyvon.

[No vo KoTavoroete KOADTEPA TN SIEPKELN TOV OTOTEAEGUATOV TNG OYWYNG KOt T SIOPKELR TNG
OTOLTOVLLEVIG TTOPOKOAOVONOTG, TAPUKAAOVUE V' OVATPEEETE GTO TAPAKAT® OLEYPOLULLOL.
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Soi 12 prjveg 5 0i Tovhdyiotov TovhdylGTOV Tuvedpi
Zuvedpia pves Ewsapmz Sovesp 13 P ﬂ

- 12 n_ﬁ\'s; 12 prjves
[[]] === || el || IS |
M 3 Mibec BepamzvTin Trrse fBzpomsoTun 3 s
- . . =S o 5 L HUEPES
st cuvedpie 1  Bzpomsiog ouvedpic 2 gepgreigg  Ovvedpin 3 Bepomeiog

‘Evapin sétaons - . L. . . . - . .
aiparos & avipay LZOVEYTC JTIII')UKOLOU'H'I]GI] YO TECGEPQ Y POVLOL LETA TO TEAOC TI|C TEAELTULOC

mpiv 1) Bepaneia ﬁEpﬂﬂEiC‘.:_

FEHMEIQEH Mio pshém nopoxoiovbnone aclsvav yia 6 ypdvia Letd T TpoOTN EYFocth
(cuvedpia 1) £621&s oM oy Thetounoie Tov acBeviw Sev anmrsiten smumhéov Beponsio petd nig 2
apyikie Bepamsvnikéc cuvedpise.

Hopakorovdnon petd v ayoyn pe LEMTRADA

A@ov MaPete to LEMTRADA, 6o mpémel vo vmofaiiecte TaKTIKG o€ EEETACELS MaTe va emiPePaiwbel 6Tt
UTopoHV va S10yVOGTOVV Kol VO AVTILETOTIGTOVV GUECH TUYOV OVETIBOUNTEG EVEPYELEG. AVTEG O1 EEETACELG,
0o Tpémel va cuveXIGTOOVY Yo 4 ypoVioL LETA TNV TEAELTALN £YYVOT] KOl TEPTYPAPOVTIOL GTNV TOPAYPOPO 4 —
ONUOVTIKOTEPES QVETLAOUNTES EVEPYEIES.

Edv cag 600¢i peyorvtepn 66on LEMTRADA a6 Ty kKavoviki

Ot acBeveic Tov Elafav katd Aabog vrepPforikn d6on LEMTRADA cg pia £yyvon ekdniocov coPapég
avTOpaoelc, OTWS TOVOKEPOAO, eEAvON A, YaunAn aptnplaxy mtigon 1 avénuévn kapdiakr cuyvomta. Ot
d0GELg IOV LIEPPAIVOVY TN GUVIGTMUEVT OOGT EVOEXETAL VO EXOVV MG OTOTEAEC LA GOPUPATEPES N TTLO
LLOKPOYPOVIEG QVTIOPACELS otV €yyvon (BA. Tapdypago 4) 1| 1oxvPITEPN EMIOPACGT GTO AVOGOTOUTIKO
ovotnua. H ayoyn agopd ot dtokonn g yopnynong tov LEMTRADA kot tnv ovTIHETOTION TOV
GUUTTOUATOV.

Hopdinyn 66ccov LEMTRADA

Eivan aniBavo va mapoieiyete tn 8001 cog dedopévon 0Tt yopnyeitan amd Evav emayyehpatio vysiog.
Qo61000, AMdPete vy OTL o€ MepinTmon Toaporelyns d6oNG, avth dev TPEMEL vaL yopnyeitor TV ida nuépa
LE TNV TTPOYPOLUATIGUEVT OOGT.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT GVTOV TOL POPUAKOV, POTNOTE TOV YUTPO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onmg 6Aa To pAPLOKDL, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV KoL OEV
TOPOLGLALOVTOL GE OAOVE TOVG avOpmTOC.

Ot onuovTIKOTEPES 0O TIS OVETLOVUNTES EVEPYELES E1VOL Ol AVTOAVOGES TAONGELG TTOV TEPLYPAPOVTOL
oV Topdypago 2, o1 onoieg mephapupdvouv:

o  Emixtnm apogiria A (évag TOTOG arpoppayikils oratapayis), (oxt cvyvi — evogyetal va
emnpealet péypt 1 ota 100 dropa): evdéyetar va ekdNAmBel ®g aVTOUATOG LOAOTIGHOG, PVOPPaYiES,
ndvog N TPNEWo 6TiS apBpdoels, GAAoL TOTOL cupoppayio 1 opoppayic amd Eva KOyo 1 onoio
UTopEl va ¥peloTEL LEYAADTEPO YPOVO 0o O,TL GLVIHOMG Y10 VO CTUUTHCEL

o ITP (awpoppaykiy swatapayn), (cuyvn — evoéyetar va, ennpedlel péxpt 1 ota 10 dropa): evogyetan
va ekdnAmBel og pikpég didomapteg knAideg KOKKIvov, pol 1 LoP ¥p®dUaTOg 6To dépUa GG EDKOAO
LOA®TIGUO" opoppayic HETE amd KOWILO TOL GTARATA SUGKOAN EUUNVES PUGELS TTOL glval
EVTOVOTEPEC, TOPATETUUEVEG ) GLYVOTEPEG 0O TO cVVNOEG: arpoppayio LeTald 600 EUURVOV
pOCE®V" opoppoyia. amd T 00N 1 TN HOTT YO TPATN POPA 1 LE OEPKELD LEYOAVTEPT OTTO TN
ocuvnBouévn: M GLUOTTLON.
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o  Opoppotuc Opopponevikn mopevpa (TTP), (ordvia pmopel va ennpedoet £og kot 1 ota 1.000
AdTopa): UTOPEL VO ELPOVIOTEL LE LOAWDTES GTO OEPLLOL 1) TO GTOLM, TOV UTOPEL VO ELPOVIGTOVV (G
KOKKIVEG KOVKIOES, e 1} xwpig aveENyntn vrepPoAtkr| KOT®GT|, TLPETO, GVYYVOT|, GAAAYEG OTNV
OLUATDL, KITPIVIGHO TOV SEPUATOG 1 TOV HOTIOV (IKTEPOG), YOUNAT TOGOTNTO 0VPMV, GKOVPO. OVPO.

o veppkéc owatapayés, (omavieg — evoéyetal va ennpedoovy uéxpt 1 ota 1000 dropa): evoéyeton va
exdnAoBovv pe aipo ota 00pa (Ta 0VPa Gog EVOEXETAL VO, EIVOL KOKKIVA 1) GTO PO TOV TOAYLOV) 1|
®¢ oidnua ota OO 1) ToL TEAUATE 0. Mmopel emiong va 0dnynoet o€ PAAPN TV TVELUOVOV GO,
YEYOVOG TOV LITOPEL VO EYEL WG OMOTELEGLOL ALULOTTLGN).

Edv mapatnpioete 0101001107 06 AUTA TO GNUELN 1] COPTTONATC CLUOPPAYIOG 1] VEPPIKAOV
OLUTUPAY DV, KUAEGTE GUECMOGS TOV YIUTPO GG YLO VO TOV AVOPEPETE TO. COUTTONOTA. Edv dgv propeite
VO ETKOLVOVIGETE PLE TOV YLUTPO GAGC, TPEMEL V' AV NTIGETE GUECT LOTPIKY] GPOVTIOA.

. oLaTapayés ToOV BVPEOEIBOVGS, (TOAD GLYVEG — EVOEYETOL VO EMNPEACOVY TEPLGGOTEPA OO 1 oT!
10 dropa): evdéyetar va exdnAmBodv g vaepPoriky epidpmaon: aveEnyntn onmdAelo 1| avénon
Bapovg: oldNUa TOV HATIBDV: VELPIKOTNTA: YPIYOPOLS KUPIAKOVG TOALOVS: aicOnon yuypol-
EMOEWVOVLEVT] KOVPAGT|" 1] TPOTOEUPAVILOUEVT] OVGKOIALOTNTAL.

. draTapayic TOV EPLOPAOV KUl TOV AEVKAV TLHOGQPUIPIMV, (O)L GLYVEC — EVOEXETOL VO, EXNPEAGOVY
péypt 1 ota 100 dropa) mov uropodv va S10yvmoetoy and Tig EETACELS QipOTOG.
. 60 pKoEidmon (0yL GuYVI— evdéyetar va ennpedost uéypt 1 ota 100 dropa): Ta copntdpoto uropsi

va tepthapfavovv emipovo Enpd Prixa, dvorvola, TOvo 6to 610G, TVPETO, OION UL AEUPASEV®DV,
ammAeln Papovg, depuatika eEavOnuota Kot BoAn dpacn

. OVTOAVOOT EYKEQUAITION (0L GLYV — evdéyetar vo ennpedost uéypt 1 ata 100 dropa): pwopel va
TEPIAAUPAVEL CUUTTAOUATO OTMG CUUTEPLPOPIKES KAV YOYLUTPIKES OAAAYES, BpayvmpoOesn andAeio
pvnung N emnntikés kpioeic. Ta cvpuntdpato propet va opordlovv e vrotpont| g I1Z.

‘Oleg avtég o1 coPapég avemBounteg evépyeleg umopel va ekdNAmBoHV ToALA ypdvia apod AdPeTe TO
LEMTRADA. EGv Topat|pf|GETE 0TOLOONTOTE OTO AVTA TO, GUEIX 1] CVUATONATY, KAALEGTE APECMG
TOV YLOTPO GOG Y10, VO TOV TA avaPEPeTe. O VTOPAlAecTE EMIONG G€ TAKTIKEG EEETAGELG QULLOTOC KOl 00pmV
MOTE, AV TVYXOV AVOTTVEETE KATOLEC OO TIC OO GEIS AVTES, OLTEG VO AVTIUETOTIOTOVY GUECT.

Hepiinyn Tov e€gTdoemv mov 0a cag Yivouy Yo Tig avTodvoceg Todfcels:

E&éraon Mote; INo 1660 kKorpo;

E&étaon aipatog
(v ™ Sudryvoon OAwv
TOV GNUOVTIKOV
cofopmv Mpotov Lexvijoer N aymy] KoL Méypr 4 ypévia petd v TEAELTOLO
avemfountov KG0g pva peta v ayoyn éyyvon tov LEMTRADA
EVEPYEIDV TTOV
ovoeEpONKay o

Thvo)

E&étaon ovpov
(mpocBetn e€€taon yia | IIpotod Eexivijoel 1 ayoyr] kKot Méypr 4 xpévio petd Tnv TEAEVTOLO
T Jdyvewon Tmv KG0g pfva peTa Ty aymyn éyyvon tov LEMTRADA

VEPPIK®V JATOPAYDV)

Metd to TEPAG AVTOL TOL SUGTIHHOTOC, O YTPOS oag Ba 5dg (nTNoel va KAveTe TePIocOTEPES EEETACELS, EGV
eppavilete ocvuntopato ITP, exiktnng apoeiriag A, TTP, veppikdv 1 Bupeocidikav dratopaydv. Ilpénet,
EMIOMNG, VO GUVEYICETE VO TAPOTNPEITE Y10 ONUEIN 1] COUTTOUATO AVETIOOUNTOV EVEPYEIDV LETA OO TA
TéooepPa YPOVIOL OTIMG TEPLYPAPETAL AETTOUEPDS GTOV 00NY0 aoBeVoVC Ko Tpémel va eEakorovbeite va
eépete v Kdpta [Iposdonoinong AcBevoig pali coc.

Mo, GAAN avemBOunTn evépysra eival 0 avENUEVOS Kivouveg Aotpndéemv (BA. Topakdt® Yo TANPOQOpPiEs
OYETIKA LE TO TOCO GLYVA EKONAMVOVTUL AOUMEELS 6TOVG 0.60evEiG). AVTég etvan cuvnBmG MITieg, aAAG
UTopohV Vo TapoLGIacTOOY Kot cofapés AorpudEels.
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Evnuepaote apéomg 1ov Y1oTpo 60g edv £xeT€ 0mo100MTOTE OO AVTE T oNpeion AoiuwEng
*  Topetd H/xon piyn
*  oldnuo Tev 0dévav

INa va pondnoet va peiwbdet o kivouvog ePeAvIoNS 0pIoUEVOY AOUDEEDV, O YIUTPOC GOG EVOEYETOL VO COGC
epuPoMdoet katd g avepoProyldg /Kot pe dAla epfoita mov Bewpel dtt eivon avaykaieg yio €5dig (BA.
mopaypapo 2: Tt xpénel va yvwpilete mpiv va oag yopnynbei 1o LEMTRADA - Eufioiia). O yiotpdg cog
UTOPEL ETTIOTG VO GGG CLVTUYOYPAUPTOEL EVO PAPUAKO Y10, TO GTOROTIKG EAKT (PA. mapdypago 2: Ti mpéret va
ywawpilete mpiv va oag yopnynBei 1o LEMTRADA - Aowwéerg).

O1 10 ovyvég avemBOuNTES EVEPYELES ivat 01 AvTIOPAGELS 6TV £Yvon (PA. TopaKdTo Yo TANpoPopieg
OYETIKA LE TO TOCO GLYVA EKONAMVOVTUL GTOVG 00OEVELS), 01 0TToleg PUmopel Vo GLUPOVV KaTd T S1GPKELD TG
€yyvong 1 evtog 24 op®dV HETH amd QVTH. XTIC TEPIGCOTEPES TEPIMTAOGELG AVTEC EIVOL NTIES, AALL KATOEG
coPapég avtdpacel; ivor mbavés. [lepiotaciokd, aALEPYIKEC aVTIOPAGELS LWITOPEL VO TPOKVYOULV.

[Mo vo teploptotovy o1 avTIdpAcELg OTNY £YXVGOT, O Y10TPOG 060G 0o Gog SMTEL PAPLOKO (KOPTIKOGTEPOEIDN)
TP amd Kabepio omd T1g 3 mpdTeg eyyvoelg pag ovvedpioc LEMTRADA. Mropobv, eniong, va do6ovv
GAAEG ayYEC TPV TNV £yYVoT M €4V ELPAVIGETE GUUTTMOWIATO, DCTE VO TEPLOPICTOVY Ol OVTIOPAGELS AVTEC.
Emumiéov, Bo mapaxorovBeiote katd tn Sidpkela TnG Eyyuong Kot yuo 2 dpeg apod oAokAnpwbel n Eyyvon.
Ye mepintmon coPapdv avtidpacewy, vogyetal vo petwbdel o puOuUog yopnynong n kot vo SL0KOTEL EVTEANDG M

&yyoon.

Hopakarovpe v’ avorpééete otov OoNy6 Yo AcBeveic yio to LEMTRADA yio mepiocotepeg
TANPOPOPIES Y10 TO, GLUPAUATO AVTA.

AVTEG givan oL OVETIOOUNTES EVEPYELEG TTOV EVIEYETAL VO, EKONADCETE

oA ovyvig (evoéyetal va ennpedoovy meptocdtepa omd 1 ota 10 dropa)

. AvTiopaceig oty £yY061 1oL UTOPOLV Vo, GLUPOLV KaTd TN SLdpKELd TNG EyYLong I evTog 24 wpav
UETA omd TNV £yyvon: LETOBOAN TNG KOPIIOKNG GLYXVOTNTOG, TOVOKEPOAOG, e&avOnua, eEavOnua o
OA0 TO SO, TVUPETOC, KVId®OT, piyn, poyovupo, KOKKIVIGLO GTO TPOCHOTO Kot TO AdLd, aictnua
KoVpao™G, VauTio

. AOOEELS: AOUDOEELS TOV AVATVEVCTIKOD, T.Y. KPVOAGYNLA 1] AOIUDEELS TOV TAPOPPIVIOV KOAT®V,
OVPOAOUDEELS, AoUDEEIS od EpmnTa
. Meimon tov aplfpod TV AEVKOV aoceopimV (AEUPOKVTTAP®OY, AEVKOKVTTAP®Y, OVIETEPOPIA®V)

BLPeOEIBKES dLUTOPAYES, OIS VIEPAELTOLPYI 1) LTOAELTOLPYiR TOV BLPE0EIBOVG BdEVaL

Yoyvég (evoéyetan va emmpedoovy uéypt 1 ota 10 dropa)

. AVTIOPAGELS 6TNV £YYVGT] TOV PUTOPOVV Vo GUUPBOVV Katd T StdpKeLa TS £yyvong 1 evidg 24 opov
HETA amd avTy:, dvomeyia, Bwpakikn dvseopia, TOVog, CAAN, OAAAYEG otV aicBnon TG yevong,
dVGKOALL GTOV VTTVO, SUGKOAIN GTIV AVATVOT 1} SOGTTVOLN, YOUNAT APTNPLOKT TTiEoN, TOVOG oTr Béom
gyxvong.

. Aoypudéeag: Pryoc, Loipmén Tov avtiov, GuuTTOUATe THTOV YPITNG, Ppoyyitida, Tvevpovia, aeda Tov
oTOLOTOG 1] TOV KOATOV, £pnG LOOTAPOC, CTOHOTIKA EAKT], 0ldNUa 1 01dyYK®oN TV adévay, ypim,
péivvon and Epmnra {ootipa, péivvon Soviimy

. avEnomn tov aplfpod TV AEVKAOV AHOCEAPIMY OTMG TOL OVOETEPOPIAA KOL TO NOGIVOPIAQL

(O10POPETIKOT TVTTOL AEVKMV KVTTAP®V TOV OiOTOG), ovalpia, HEI®ON TOL TOGOGTOV TV EPLOPDV

OLLOGQUPIV, EDKOAOG N LTEPPOAMKOG LOAMTIGUOC 1| QpLoppayio, OidNUA TOV AEUPASEVOV

VIEPPOAIKT] OVOGOAOYIKT avTidpOoT

HVOG GTN pAYn, GTOV AVYEVA, GTO AV® 1| 6TO KAT® AKPO, HVTKOG TOVOS, LoiKkol onacuol, mOvos oTig

apBpdoelg, TOVOG GTO GTOUA 1| GTO ACLUO

QAEYLLOVT] GTOUATOG/ OVA®MV/YADGGOG

yevikn ducpopia, advvapio, EPETOG, S14ppold, KOIMOKOC TOVOG, YOOTPEVTIEPITION, AOEVYKOG

U1 QLGLOAOYIKEG NTATIKES EEETAGELC

Kaovpa
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OVOUOALEG TOL dlamoTdVOVTOL e eEETAOELS: aipla | TPOTEIVEG GTO 0VPA, LEIMUEVT KAPOLOKT

oLYVOTNTA, OKAVOVIGTOC 1] U1 PUGLOAOYIKOG KOPIlaKog puluog, DYnA aptnplokn TeoT, VEQPIKY

duoAettovpyio, AEVKA ALLOCEAIPLO GTO OVPAL

LOADTOG

vrotponn ¢ [1X

TPOUOGC, anmAela aicOnong, aicOnua kadoov 1| ToUTARATOS

avtodvoon vrepAeitovpyia 1 vIoiettovpyia Bupeoedn adéva, Bupeoeldikd avTicmdpaTa 1| fPoyYOKNAN

(d16YKwomn Tov BuPe0EIdOVG ABEVH GTO AGLUO)

TPNEO TOV AVED 1/Kot TOV KATO AKp®V

TPOPAIHOTA OPOCTG, ETTEPLKITION, 0PBUAUIKT VOGOC ToV oyeTileTan pe Bupeoeldondbeia

aioOnpa TePIoTPOPNG N ATMAELN 1GOPPOTIOC, NHKpavia

aioOnpua dyyxovg, koTtabiym

L] PLGLOAOYIKE £VTOVT], TAPATETALEVT 1] OKOVOVIGTY EUUNVOS pOOT

KT, KOKKIVIGHO TOL dEPHOTOG, VTEPPOAIKT EQIOPOOT), OTOYPMUATIGUAOC TOL OEPIOTOC, PAGPN TOV
dépLoTOC, deppaTitidn

aoppayia omd ™ PoT, LOAOTICUOS

TPLYOTTOOT

acOpo

Likdg Kot 00TIKOS TOVOC, dSuGPopia 610 oThog

Oy ovyvég (evdéyetar va emmpedcsovv uéypt 1 ota 100 dropa)

AOPAEELS: YOOTPEVTEPITION, PAEYLLOVT TOV OVA®YV, LOKNTES TV OVOYWOV, PAEYLOV TOV AUVYIOADY,
o&eia typopitida, Paxtmpilokn deppatikny Aoipmén, , Aolpwén amd Tov Kuttapoueyaroio
TVELULOVITION

pokntiooT Tov Todow («mwdOL Tov aBANT»)

U1 PLGIOAOYIKO KOATIKO EMYPIGL,

avéNUévn KavotnTo aictnong, dtatapayn g aeONTIKOTNTAG OTMG LOVIIOGH, LVPUNKINGT Kot
ToVog, KeQoAadyio Taong

Sumhomio

TOVOG GTO ATl

dvokolio otV KATATOOT), EpEOIGLOG TOV PAPLYY, TOPAYWYIKOS PY0S

UEI®OT COUOTIKOD BApovg, ovéENcn couatikod Bdpove, peimon Tov aptBpod tov epudpav
alpoceapioy, avénon g yAvkolng aipatog, advénon tov peyébovg Tmv epudpdv apocealpiov
SVOKOIMOTNTO, YOGTPOOICOPAYIKT TAAVIPOUNCT], ENPOGTOUIN

aloppoayio omd o opHod

aloppoyio omd To oVl

pewmpévn opeén

(POVOKAAEG, VOKTEPIVT| EQIOPOT), TPNEWO TOV TPOCHTOL, EKCEL

dvuokopyio, duceopia 6T YEPLo KoL 6T, TOON

veepikoi Ai0ot, amékKplon KETOVOCOUAT®V 6T 00Ppa, VEPPIKT VOGO

pewmpévn / achevng Aeltovpyia TOL AVOGOTOIMNTIKOD GLUGTILLOTOG

eupatioon

QAEYHOVT] TNG YOANOOYXOVL KOOTNG, HE N YWPIG TETPESG OTN YO

KOVOLAMDUOTOL

avtodvoon dtatopayn oL yapaktnpiletot amd awoppayio (exictnTn apo@irio A)
YapKOEId®mON

VTOAVOGT SLOTOPOYT TOV EYKEPAAOV (ALTOAVOCT| EYKEQPOATION)

TAOKEG OEPLLOTOG TTOV £YOVV ATOYPOUATICTEL (AEVKN)

OLTOGVOGT OMOCTOCUATIKT| TPLYOTTMOT (YVPOELONG OAMTEKIN)

Yrawvieg (evoéyetar va exnpedoovv péypt 1 ota 1.000 dropa)

VIEPPONIKT] EVEPYOTOINGT) TOV AEVKADV GLULOCRULPI®MY OV GyeTileTON pe pAeyuovn

(oA YOKLTTOPIKY AEUPOIGTIOKVTTAP®OT))

avtodvoon dwoTapayn e TéENG Tov aipatog (Opoppwtikn Bpopfokvttaponeviky moppvpa, TTP)

Mn yvootég (1 cuyxvotnta dev pmopel vo extiun el pe faon to dabécio dedopuéva):
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Motepioon/unviyyitida ond Motepinon

OLLOPPOYitt GTOVG TVEVLOVEG

KapdloKn TPoSPoAn

OYYELKO EYKEPUALKO EMELGOO10

PNHEN OTIC KAPOTIOKES 1] GTOVOLAKEC 0pTNpieg (APLoPOPa Oy YELD TOL CLLOTOVOLY TOV EYKEQOAO)
Aolpmén Aoym evog 100 mov givar yvmotog og 10g Epstein-Barr

QAEYLOVOONG TABN oM ToL TpocPdiel moAlamAd Opyava, Nocog Still pe évapén oty evijlikn {on
(AOSD)

Agi&te v Kapra [Ipogidomoinong AcOevoig Kot 1o Topdv GUALO 0dNYIDV XP1ONG GE OTOL0ONTOTE YIUTPO
OV EUTAEKETOL GTNV AY®YT GOG, O)L LOVO GTOV VEVPOADYO GUG.

Avtég ot mAnpogopieg mepthappdavoviar otnv Képta [Ipogidonoinong AcBevoig kat otov Odnyd AcBevoig
7OV GA¢ 60ONKaV 0o TO Y1 TP CaG.

Ava@opd avemOounTov evepyEi@dv

Edv mapatnpnioete kamoto avemBountn evépyeta, EVNUEPDGTE TOV YLOTPO GaG. AVTO oYVEL KO Yio KUOE
OOV aVETIOOUNTY EVEPYELD TTOV OEV AVAPEPETOL GTO TAPOV PVALO 0ONYLDV ¥p1ione. Mmopeite eniong va
AvoQEPETE avemBOUNTEG EVEPYELEG amevbeiag, LEGM TOL EBVIKOD GUOTILATOG AVAPOPAS TOV VALY PAPETOL
oto [apdptnua V. Mécw g avapopdg avemBOUNT®V evepyelmv punopeite vo, fondnoete otn GLAAOYY
TEPIGCOTEPOV TTANPOPOPIDV CYETIKA [LE TNV AGPAAELN TOL TAPOVTOG PAPUAKOV.

5. Iog vo pvrdccete To LEMTRADA
To @apuako ovTd TPETEL Vo PLAAGGETOL GE UEPT) OV OEV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Na pn gpnoponoleite avTd T0 PAPUAKO LETA TNV NUEPOUNVIL ANENG TOV avVaPEPETUL GTO EEMTEPIKO KOVTL
Kot 6TV €TKETA TOV PloAdiov petd v AHEH v EXP. H nuepounvia Anéng eivar | televtaio nuépa tov
UNVaL IOV OVOQEPETOL EKEL.

dvlaocoete og yoyeio (2°C-8°C).
Mnv katoyoyete.
DdvAdocete oTNV OPYIKN CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

YUVIGTATOL VO, YPTCLUOTOIEITAL TO TPOTOV VT APECHS PETA TNV apaimoT), AdY® ThavoDd Kivdhvov
pikpoPlaxng empodAvvong. Eav dev ypnoiporombel auécsme, o xpovog Kat ot cuvOKeS EOAAENG KOTA TN
YPNOM TPV TN YOPNYNOT aroTELOHY EVOVVT TOL PN OTN Kot dev Ba Tpémel vo vepPaivovy TIc 8 MPEG GTOVE
2°C ém¢ 8°C, pe mpootacio amd 10 GO,

6. Mepreyopeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

Tvepréyer to LEMTRADA
H dpastikn oveia sivor 1 odgptovlovpdunr.
Kd&be praridro mepiéyet 12 mg aieptovlovpdunng og 1,2 ml.

Ta drha cvotaTika gival:

o dvaTplo cPoptko dtwdptko (E339)
a1fvrievodtopuvotetpaoikd S1EVdPo SvaTplo NG
ka0 yYroprovyo (E508)

KaA10 mo@optkd diodévo (E340)
moAvcopPiko 80 (E433)
VATPL0 YA®PLOVYO
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o VoW Y10 EVESIULDL

Epgavion too LEMTRADA kot TepleOUeEva TS GVOKELUGTOG
To LEMTRADA egivar éva S100Y£G, Gyp®Uo G VTOKITPIVO TUKVO S1AAVLLLE, Y10 TOPACKELT SUADIOTOS TPOG
£yyvon (amooTEPOUEVO TUKVO SIIAVUE) TTOV TTAPEYETOL LEGH GE YVAALVO QLUAISL0 LE IO EICYDPTOTG.

Yrdpyet 1 groridio og KaOe KovTi.

Katoyog Adsrog Kvkhogopiag
Sanofi Belgium

Leonardo Da Vincilaan 19
B-1831 Diegem

Béiyo

HopookevacTiig
Genzyme Ireland Limited
IDA Industrial Park

Old Kilmeaden Road
Waterford

IpAavdia.
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INa omolad”moTe TANPOPOPIia GYETIKA LE TO TOPOV PAPUAKEVTIKO TPoidV, Tapakaieiche va anevbuvleite
GTOV TOTIKO OVTITPOGMOTO TOV KOTOYOL TG AOENG KUKAOPOPIag:

Belgié/Belgique/Belgien/ Lietuva
Luxemburg/Luxembourg Swixx Biopharma UAB
Sanofi Belgium Tel. +370 5 236 91 40
Tél/Tel: +322 710 54 00

bbarapus Magyarorszag

Swixx Biopharma EOOD SANOFI-AVENTIS Zrt
Temn.: +359 (0)2 4942 480 Tel: +36 1 505 0050
Ceska republika Malta

Sanofi s.r.0. Sanofi S.r.1

Tel: +420 233086 111 Tel: +39 02 39394275
Danmark Nederland

Sanofi A/S Sanofi B.V.

TIf: +45 45 16 70 00 Tel: +31 20 245 4000
Deutschland Norge

Sanofi Belgium sanofi-aventis Norge AS
Tel: +49 (0) 6102 3674 451 TIf: +47 67 10 71 00
Eesti Osterreich

Swixx Biopharma OU sanofi-aventis GmbH
Tel. +372 640 10 30 Tel: +43 180 185-0
EApGoa Polska

Sanofi-Aventis Movonpoécwnn AEBE Sanofi Sp. z o.0.

TnA: +30 210 900 16 00 Tel.: +48 22 280 00 00
Espaiia Portugal

sanofi-aventis, S.A. Sanofi — Produtos Farmacéuticos, Lda.
Tel: +34 93 485 94 00 Tel: +351 21 35 89 400
France Roménia

Sanofi Winthrop Industrie Sanofi Romania SRL
Tél: 0 800 222 555 Tel: +40 (0) 21 317 31 36
Appel depuis I’étranger: +331 57 63 23 23

Hrvatska Slovenija

Swixx Biopharma d.o.0. Swixx Biopharma d.o.0.
Tel: +385 1 2078 500 Tel: +386 1 235 51 00
island Slovenska republika
Vistor hf. Swixx Biopharma s.r.o.
Simi: +354 535 7000 Tel.: +4212 208 33 600
Ireland Suomi/Finland
sanofi-aventis Ireland Ltd. T/A SANOFI Sanofi Oy

Tel: +44353 (0)1 403 56 00 Puh/Tel: + 358 201 200 300
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Italia Sverige

Sanofi S.r.1 Sanofi AB

Tel: 800536389 Tel: +46 (0)8 634 50 00

Kvnpog United Kingdom (Northern Ireland)
C.A. Papaellinas Ltd. sanofi-aventis Ireland Ltd. T/A SANOFI
TnA: +357 22 741741 Tel: +44 (0) 800 035 2525

Latvija

Swixx Biopharma SIA

Tel: +371 6 616 47 50
To mapdov evAro 0dNYIAOV YprioNs avadepOnke Yo TEAEVTAIO POPA OTIS .
Adreg INYEG TANPOPOPLAOV

Q¢ Bonnua oty eknaidevon TV 0cOeVOY GYETIKG He TIC TOUVES avemBOUNTEC EVEPYELEG KO TIG 0dNYieg
Y10l TO TL TTPETEL VO, KAVOLV GE TTEPITTMOT| EUPAVIOT|G OPIGUEVAOV OveETIBOUNTOV EVEPYELDV, dlatifevTol Ta
TOPOKATO VAIKE EAOYIGTOTOINONG KIVOLVOL:

1 Kdapra I[Tposidomoinong Acbevoic: Ta tov acbeviy dote va Ty emdelkvieL 6€ GAAOVE TapOYOLS
VYELOVOUIKNG TTEPIBOAYNG Y10l VO TOVG TTANPOPOPNCEL OTL LTOG O
acBevig Aappdvet LEMTRADA

2 Odnyog AcBevoug: [N nepiocdTepeg TANPOPOPIEC GYETIKA UE TIG AVTOAVOCES
avTIOPAoELS, TIG AOUMEELS Kot GAAEC TANPOPOpPIES.

Aemtouepeic TANPoPOpiES Yo TO QAPLOKO aVTO ivol SlfEcIES 6TO dIKTLOKO TOTO Tov Evpmmaikod
Opyaviopuov @apudkmv: http:// www.ema.europa.eu.

O inpogopics mov akorovBovv amgvBivovtor povo oe emayyelparieg vyeiog:
IIAnpo@opisg Y10 TNV ELAYIGTOMOIN G KIVOUVOV — QUTOAVOCES OO CELS

o  Eivar e€aipetikd onpovTiKo Vo KOATOVONGEL 0 00OEVIG GOG TIV VTTOYPEWDGT) TEPLOOIKDY EEETAGEMV
(Y10 4 €t petd v tehevtaia £yyvomn) akopa Kt av dgv mopovctdlel copntmdpata Kot 1 [IE eAéyyeton
EMAPKAC,.

o Oa TPENEL VO, TPOYPAUUOTICETE KOl VOL OPYOVADVETE TNV TEPLOAIKT TapakolovOnon pali pe tov
acBevn| cog.

o Ye mepinmtmon U cvUUOpP®oNS, 0 achevig evdéyetal va xpelaotel Tepattépw cLUPOVAES Yo val
Toviebei 0 Kivouvog amd TNV TUPUAEWYT] TOV TPOYPAUUATICUEVOVY EEETACEMV TAPOKOAOVONGNC.

o  Oa wpénel vo mapoakolovbeite Ta amoTEAECUATO TOV EEETAGEWMV KO VO EXOYPVTIVEITE Y10 VOl
evromicete cuumTtdUaTo aveTBOUNTOV cupPapdtov.

e Meietnote tov OdnNyd AcbBevoug kot To GOAA0 Odnyiov Xpnong tov LEMTRADA poli pe tov
aoBevi oac. Oupiote otov acbevn 0Tl Ba TPEMEL VoL ETAYPUTVEL Y100 CUUTTOUATA CYETILOUEVA LE
avtodvooec Tabnoelg Kot 0Tt Ba wpémel va avalntnosl wtpikn Pondea dv £xel omoladnmoTe
avnouyio.
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AwtiBeton emiong YAk [TAnpoedpnong yia Iapodyovg Yyetovopukng IepiBaiyng:

e Odnydg Emayyelpotidv Yyeiag yio to LEMTRADA
o  Exmoudevtikd YAko yio 1o LEMTRADA
o Koartdroyog EAéyyov Zuvtayoypaenong too LEMTRADA

AwBdote TV TEPIANYT TOV YOPAKTNPIOTIKAOV TOV TPOiOVTOG (S100£0110 6TOV d1KTLEKO TOTO Tov EMA Ttov
OVOQEPETOAL TOPATAV®) Y10 TEPLOCOTEPES TANPOPOPIEC.

Minpogopisg Yo v wpoeTopacio g yopiynons oo LEMTRADA ko v tapakoiovdnon tov
acOevav

o Ot acBeveic Tpémel va AouPavouy TPOKATOPKTIKY y®YN UE KOPTIKOGTEPOELDN OKPIBMOS TPV amd TNV
éyyvon tov LEMTRADA, xatd t1g 3 mpdteg nuépeg kdbe cuvedpiog. Evoéyetan emiong va eEgtaotel
KO 1) TPOKATAPKTIKY Oy®OYY] LE OVTUSTAUIVIKA 1/K0OL OVTITUPETIKA TPV TN XOPNYNOT| TOL
LEMTRADA.

o Kdmolog 0md 100 6TOUATOG XOPNYOVUEVOC TAPAYOVTOG KATE TOV Epmnta Oo Tpémel vo divetal o€
OAoVG TOVG acbevelg KoTd TN dbpkela Kot yio 1 pnive Hetd amd v ayoyn. ZTig KAMVIKEG OOKIUES,
yopnynonke axvkiofipn 200 mg d1g nuepnoine | GAAO 1G0dHVOLO.

o O mipelg e&etdioelg kaTd TNV Evopén Kol 0 TPOSLUTTOUATIKOG EAEYYOC, TEPLYPAPOVTAL GTIV
napdypoeo 4 g [IXII.

o To mepieyodpevo Tov PLaAIdion TPEMEL VoL EAEYYETOL Y10 COUATIONKO DAIKO 1 YPOUATIKY aAloimoT)
pw ™ xopnynon. Na un ypnoyoroindei e6v vrapyel GOUATIOIKO DAIKO 1} EGV TO YPOLLO, TOV
TUKVOD SLOAVOTOS EXEL AALOLOEL.

MHN ANAKINEITE TA ®IAAIAIA ITPIN AITO TH XPHZH.

o Eopoppoote donmrn teyvikn yuo va avoappoenoete 1,2 ml LEMTRADA and 1o ¢uoiidio kot va ta
npocféoete oe 100 ml dreddpatog yAmplovyov vatpiov Yo £yyvon 9 mg/ml (0,9%) M StoAdpotog
YALKOING Yo éyyvon (5%). AvaoTtpéyte TPOCEKTIKA TO GAKO Yo v, avouiEete To dtdAvpa.
Xperaletar Tpocoyn Yo va SIUGPAAGTEL 1] GTELPOTITO TOL TOPUCKEVAGUEVOD SIOAVLOTOC,

o Xopnynote 10 dtdAvpo LEMTRADA yia éyyvon pe evoopAEPia yoprynon péca oe 4 Mpeg Tepimov.

o Al QOPUOKEVTIKA TPOIOVTO, OV TPEMEL va, TpoctiBevtal oto didAvpa LEMTRADA yuw £yyvon ,
Vo gyy0oVTaL TAVTOYPOVA HECH TNG 1O10G EVOOPAERLOG YPOUUNG.

o YyVIOTATOL VO YPTCULOTOLEITAL TO TTPOTOV AVTO OUECHS PETH TNV apaimoT], AOY® TlavoDd Kivdhvov
pikpoProxng empdivvonc. Edv dev ypnoonombet apéomc, o xpodvog Kat o1 cuvinkeg eOAAENS KOTA
TN XPNOMN TPV TN YOPNYNOTN AITOTEAOVY €VBVVT TOL ¥PNGTN Kot dev Ba TPEmeL va viepPaivouv Tig
8 mpec otovg 2°C ém¢ 8°C, e Tpootasio amd 10 g.

o [Ipémet va npodvtar ot dtadikacieg opBov yeipiopov Kot amdppyns. Kdabe dwapuydv 1§ andpfAnto
VAKO TPETEL VO OTMOPPITTETAL GOUPOVO LE TIG KUTO TOTOVS OTOLTIGELS,

Metd amd kéOe £yyvomn, o acbevig Tpémel va Tapakorovdeital yio 2 dPeS yio avTdpacoELC
oyetilopeveg pe v €yyvon. Mropet va yopnyn0el countopatikn ayoyn ebv ypetdletor — BA. TIXTIL.
Yuveyiote va eetalete Tov acbevn yio avtodvooeg mabnoelc kabe uqva yio 4 £t HET TV
teAevtaio Eyyvon. ['a nepiocdtepeg mAnpoopisc, deite tov OdNyd Enayyeipatiov Yyesiog yio to
LEMTRADA 1 d1afdote Vv mepihnyn 1oV YOpoKTNPIGTIKOV TOL TPOIdVTOC Tov gival Staféoiun
GTOV J1IKTLOKO TOTO ToV EMA o avapépeTot Topamdvem.
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