ITAPAPTHMA I

HEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

LEMTRADA 12 mg mokvo S1dAva Y10 TOPOoKELT SLOADUOTOG TTPOG £YYLOT).

2.  NOIOTIKH KAI IOXOTIKH XYNOEXH
Kda0e proridwo mepiéyet 12 mg aieptovlovpdunng og 1,2 ml (10 mg/ml).

H aAeptovlovpdaumn eitvar £va HovokKA®VIKO avTicOE, IOV TOPAYETOL LEG® TEXVOLOYIOG OVAGLVIVAGUEVOD
DNA og evaimpnua kaAAEPYELNG, Kuttapnv Oniactikod (Qobning Kivelikod Kpumntob) péoa oe Opentikd
VAKO.

"Exdoya ue yvootn dpdon:

To eappako avtd TepiEyel Aydtepo amd 1 mmol kaAiov (39 mg) avd £yyvon, OnAadr| eival OVGLUCTIKA
«ehevbepo kaAiovy.

To eappako ovtd TepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd £yyvomn, OnAadn gival OLGIUGTIKA
«eAebBepo vatpiovy.

IMa tov TANpn KaTdloyo Tev ekddy®V, PA. Tapdypaeo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

[Tokvé dtdAvpa Yo ToPACKELT] S0ADLATOG TTPOG EYYVOT (ATOCTEPMUEVO TUKVO SAAVUA).

Atwy€g, aypopo £0g EAAPPOS Kitpvo mukvo ddivpa pe pH 7,0 - 7.4.

4. KAINIKEX TIAHPO®OPIEX

4.1 OgpomevTiKég EVOEitelg

To LEMTRADA evdeikvutot yio eviiikeg 0o0gveig pe vmotpomidlouca-Stoleitovso ToAAATATY KA pLVOT
(RRMS) pe evepyn voco mov opiletat amd to KAMVIKE 1) ameEKoVIoTIKA guprjnata (PA. Tapaypdpovs 4.4 Kot
5.1).

4.2 Aocoloyio kor TpOTOG YOPYNONS

H ayoyn pe LEMTRADA wpénet va Egkiva Kot va eTPBAETETOL 00 VEVPOAOYO LE EUTELPID, GTNV
avTipetdnion actevav pe moliamin cxkAnpovon (I1X). o tpémet vo vdpyovy d1aBECILOL 01 E1OTKEVUEVOL
10TPOi Kot 0 €E0MAMGUOG TOV ATOLTOVVTOL Y10 TV £YKOIPT S1dyVAOGCT] KOl OVTIUETOTIOT TMV TLO GLUYVDV

AVETOOUNTOV EVEPYELDV, 1O10UTEPA TOV AVTOAVOCHV TAONCEDV KOl AOIUDEEDV.

Oa TPETEL VO, VTTAPYOVY OLUOEGIUE LECT OVTILETMTIONG OVTIOPAGE®Y VIEPELOITONGING /KAl AVOPVAUKTIK®OV
avTIdploemy.

Y1ovg aobeveic mov avtipetonilovrar Oepanevtid pe LEMTRADA mpénet va diveton 1 Képta

[Ipogdomoinong AcBevoug kot o OdNyds AcBevoig Kot o1 0o0evVelg aVTOT TPEMEL VAL EVILEPDOVOVTOL Y10, TOVG
Kkwvovvovg tov LEMTRADA (BA. emiong ¢OALO 0dnyudmv xpriong).

AocoAoyia

H ocvvietodpevn d6om aieptovlovpdapnng ivar 12 mg/muépa, yopnyovpeva pe evoopiéPia £yyvon oe 2
apykég ouvedpieg Kot péypt 2 emmnpdcbeteg epodcov ypeldleTar.



Apyixn oywyn ue 2 oovedpieg:

o [Ipadn cvvedpia: 12 mgmuépa eni 5 dradoyikég nuépeg (cuvorikn 66om 60 mg)

o Agbtepn ovvedpia: 12 mg/muépa eni 3 dradoyikéc nuépeg (cuvorkn 66on 36 mg), yopnyodueva
12 pufveg PETd TV TPMOTN GLVEDPIa.

Ewg¢ ka1 000 emmpoobetes ovvedpia(eg) kot exiAnon umopovv va eletaotovv (BA. mapdypopo 5.1):

. Tpitn M téraptn cvvedpia: 12 mg/Mmuépa ent 3 dradoykég nuépeg (Guvolikn 06om 36 mg),
YOPMYOVUEVE TOVAGYIGTOV 12 pveg petd v Tponyoduevn cuvedpia o€ acbevelg pe evepydtnta g
[1%, mov opiletal HECH KAVIKOV 1] OTEWKOVICTIK®Y YOPAKTNPLOTIKGOV (PA. Tapdypoeo 5.1).

Adacelc mov £yovv mapalelpdei dev Oa mpémel va yopnyodvToL TV 1010 NUEPA e GAAT TPOYPAUUATIGUEVT
doon.

HapaxolodOnon aclevarv

H Bepaneio cuvioTdton g po apytkn ayomyn 2 cuvedpidv Kot péypt 2 emmnpodcbetov epocov yperaletat (BA.
docoloyia) pe mapakorlohnon g acedrelng Tov aclevadv and Ty Evapén e TPMTNG CLVESPING HEXPT
Kot 48 unveg HeTd TNV TelevTaio Eyyuomn e SeVTEPNG GLUVEDPING. TNV TEPITTMON Y0P YNONG EXMTAEOV
TPITNG M TETOPTNG CLVESPLOG, ATOLTEITOL GUVEYLOT] TNG TUPOKOAOVONGNC TNG AcPAAelog UEXPL Kot 48 pnveg
petd v tehevtaia £yyvon (PA. mapdypago 4.4).

TpoBeporeio

Ot acBeveig Tpémel va vrrofdidoviol o Tpobepamein [Le KOPTIKOGTEPOEIIN AUECHS TPV OO TN XOPNYNON
tov LEMTRADA c¢ xafepia oo tic 3 mpdteg nuépeg kdOe cuvedpiag. Xe kKAiKES dokég, ot acheveic
éhafov Tpokatopktikn aymyn pe 1.000 mg pebviomnpedviloldvng yia Tig 3 TpdTeg nuEpeg KOs cuvedpiog
pe LEMTRADA.

[IpokatapkTiki Ayn OVTUSTOUIVIKGOV KOUN avIIUPETIK®OV TPty TN Yoprynon tov LEMTRADA, propet va
e€etaotel g evdg OEVO.

[pénet va yopnyeitol oe OA0VG TOVG 0l60EVELG aTd TOL GTOUATOG TPOPVAVKTIKN Oy@yT| KAt TNG Aoipuméng
oamd Epmnta 1 ool va EEKVA amd TV TPdT NUEPQ KaBE cuvedpiag Kot va cuveyileTat Yo TOLAGIOTOV

1 pva petd v ayoyq pe LEMTRADA (BA. eniong v evotnta «AoudEeig» oty mapdypoeo 4.4). Xe
KAMvikég doKipéc, yopnyndnkav oe acbeveig 200 mg axvkioPipng d0o Popég TNV NUEPA 7 AAAN 1G0SVVOUN
ayoyn.

Ewwoi tAnbvcuoi

Himiouévor
O khvikég pehéteg dev meptéhafay acobeveig avm tov 61 etdv. Agv £yel Samiotmbel edv 0 TANBVSUOC oV TOHS
OVTOTOKPIVETOL S10POPETIKA A’ OTL 01 VEOTEPOL 0DEVEIC.

Negpixn 11 nroatixny dvolsitovpyia
To LEMTRADA bgv €xetl peretn0ei oe aobeveic e veppikn | nrotikn SucAettovpyia.

Hoidratpixog winBvouog

H acpdrein ko ) amoterespotikotnto tov LEMTRADA o moudid pe X niwiog 0 éog 18 etddv dev £ovv
axoun tekunplwbel. Agv vdpyel GYETIKN YPNON TS GAEUTOLLOVUAUTNG GE TOdLY NAKIOG 0o T Yévvnon
§m¢ Myotepo tov 10 eTdv yio T OgpamenTIKN Ay TNG TOALUTANG GKANPLVONG. Agv VIdpyoLY dtaféciua
dedopéva.

Tpomog yoprynong

To LEMTRADA mpénet vo apoiwbei tpiv tnv £yyvon. To apatmpévo ditdhvua Tpénet va yopnynoel pe
eVOoPAEPLa Eyyvom ddpkelag TePimov 4 pmV.

[Mo 0dnyieg oyetikd pe TV apai®on TOV POPLOKEVTIKOV TPOTOVTOG TPV Ao TN XOPNyNon, PA. mapdypapo
6.6.



4.3 Avrtevosieg

Yrepevaicnoia 6tn dpacTiKy ovcia 1) 6€ KATO0 and To EKO0Y0 TOV OVOPEPOVTIOL GTNV TAPAYPaPO 6.1.
Aoilpwén amd tov 10 avBporivng avocooverdpkelag (HIV).

Aocbeveig pe coPapn evepyn Aolpmén £mg v amodpoun.

4.4 E101kéc TPOEIOOTONGELS KUl TPOPVAAEELS KATA T1| Y p1oN

To LEMTRADA dev gvdeixvotal yio acOeveic pe pn evepyo voco 1 Yo EKEIVOVG TToL eivat
otafepomomuévor e v TpEyovoa Bepameio.

Ytovg acBeveic mov avtipetonilovrar Oepanevticd pe LEMTRADA npénet va divetar 1o VAL Odnyidv
Xpnong, n Kapta [Iposidomroinong Acbevoic kar o Odnyog Acbevovg. [pv v aywyn, ot acbeveig tpémet
VO EVILEPDOVOVTOL Y10, TOVG KIVODVOLE Kol To OPEAT|, KAOMDS Kot Yl TV 0vAyKT 0EGHEVGNC TOVG GE
napokolovOnon amd v Evapén g aymyng uéxpt kot 48 unveg uetd tnv tehevtaio £yyvomn g 0e0TEPNS
ovvedpiog pe LEMTRADA. XtV mepintwon yopiynong EnmAE0V cuvedplog, amatteitolr cuveylon g
TapoKoAoHONGNG TG 0oPAAELNG LEYPL KOl 48 PVeEG LETA TNV TEAELTAi EyYVOoT).

Avtoavooio

H ayoyn evdéyxetat va, 0dNyNHGEL 6T O1UOVPYI0 CLTOOVTICOUATOV KOl VO GUENGEL TOV KIVOLVO 0LTOAVOGHY
nadncewv, 6mmg 1 avtodvoor OpouPorevikn mopevpa (ITP), ot Bupeoetdikéc dratapoyéc 1, OTAVIO, KATOLES
veppomdfeieg (T.y., vOoOG KATA TNG PACIKNG LEPPPAVNG TOV GTEPANATOS) Kol 1 avTodvoon nratitdo (AIH).
Anauteitan mpocoyn oe aoBeveic e mponyovpEVEG avTodvoceg Tabnoelg exktog g [1X, mapott ta dubéoa
dedopéva deiyvouv OTL dev vITdpyEL EMOEIVOOT TV TPOUTAPYOVCHOV AVTOAVOCHY TaONCEDY LETE TN
Oepomeio ue LEMTRADA.

Avtoavoon Bpouforevikny woppivpa (ITP)

YoBapd cvpPapata ITP Egovv mapatnpndei oe 12 (1%) acbeveic mov avtipetoniotnkay Bepanevtikd oe
eleyyoueveg KAvikég doxpég pe IX (avtiotoyet oe etnoromompévo mtocootd 4,7 couPavta/1.000 £tn-
acBevav). Exovv mapatnpnbei 12 emmhéov cofapd coppdapata ITP og didpeon nepiodo mapaxorovbnong
6,1 etV (uéytotn didpkela 12 £mn) (aBpototikd eTnolomomuévo 10606to 2,8 cuuPavta/1.000 étn-acbevav).
"Evag acBevic avértuée ITP mov moapéueve adtdyvmatn mpy TV EQUPIOYT TOV OTULTHCEDY Y10, UNVIcia.
OLLLOTOAOYIKN TapakoAovOnon kat anefiwoe and evdoeyke@olky| opoppayio. Xe 79,5% Tov TEPMTOGE®V 1
exdnimon g ITP mopatnpndnke katd Kavova ota 4 Tpmta €11 petd and v Tpdtn xbeon. I[dviwg ot
kdmoteg mepmtdoelg 1 ITP ekdnidbnke £n apyotepa. Ta copuntopata g ITP propodv va mepthappdvovv
(xopic va meplopilovtal 6€) 0KOAT dNUIOVPYID LOADTO, TETEYELEG, AVTOLATY PAEVVOYOVOIEPHOTIKT
opoppayia (m.y. eMioTasn, MUOTTLOT) KAl ELUNVOPPOLL EVTOVATEPT] OO TO KAVOVIKO 1) akavovicotn. H
apdmTVeN EVOEYETOL EMTioTG VO 0mOTEAEL EvOEIEn vocov anti-GBM (PA. mapokdtwm) kot Oa wpémel va
TPOYLLOTOTOLELTAL 1] KATAAANAN Stapopikn| didyvoor). Oupicte otov acBevi| 0TL Bo TpEmEL va ETaypLTVEL Yia
CUUTTMOUOTO TOV UTOPEL VO TOPOLGLAGEL Kot OTL Bl Tpémet va avalntioet dpeon otpikn fonbeia edv Eyet
OTOL0ONTTOTE OVIGLYidL.

[pénet va yivetan yevikn e&€taom aipatog pe S1apoptkd TPocdlopIcHO AEVKOKVTTAPIKOD THTOV TPV TNV
gvapén g aymyng Kot 6T GLUVEXELN o€ UnVviaia Baon, uéypt kot 48 unveg HETA amd TNV TeAevTaia £yYLo.
Metd amd avti ™ YPoVIKn mEPiodo, e&étaon Ba mpémel va TpayLLaTomoleital BAGEL TMV KAIVIKOV EVPNUATOV
nov vrodnimvouvv ITP. Edv vrdpyovv vroyieg yuo ITP, mpénet va yiveton apéomg yevikn e€étaon aipatoc.

Edv emPBePormbei n ekdniwon ITP, Oa wpénet va Eekiviioel apéowe KATAAANAN 1TPIKT TOPEUPACT) TOV VO,
TEPILOUPAVEL TNV AUECT] TAPATOUTY GE E01KO 101Tpo. Xtoryeia omd KAviKEG dokiuég atny T1Z éyovv deilet
OTL 1| GUUUOPPMOOT] LE TIG UTOLTNGELG ALULATOAOYIKNE TAPAKOAOVONGNG KOl 1) EKTAIOEVOT) GYETIKA LE TO,
onueia kot to cvpmtdpoto g ITP égovv 0dnynoel otnv Eykoaipn aviyvevon kot avipetomion g ITP, pe
T0 TEPLOCOTEPA TEPIOTOTIKA VO ALVTATOKPIVOVTOL GTN POPLOKEVTIKY Oepameio TpDOTNG YPAUUNG.
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O duvnTikog Kivouvog amd Ty emavainyn g aywyng pe LEMTRADA petd and v exdnimon ITP givan
Ayv®oTOG.

Negpornabeies

NeppondOetec, copmeptlopufavopévng e vooo katd g Pactkng peuPpivng Tov orelpauatog (anti-
GBM), ntapatnpnidnkav o€ 6 (0,4%) acBeveic oe kKAvikég dokipuég ya v [1X og didpeon mepiodo
apoakorlovinong 6,1 etdv (Léylotn Sudpketa 12 €tn) kot yevikd ekdnimOniay evioc 39 unvov petd amo v
tedevtaia yopnynon oo LEMTRADA. Z1ig khvikég dokipég vmpEav 2 mepimtdocelg vooov anti-GBM. Kat
01 600 TTEPIMTAOCELG NTAV GOPOPES, AVAYVOPITTNKAY £YKOLPO LEG® KAVIKNG KOl EPYOSTIPLOKNG
napokolovOnong Kot 0dnynoay o€ Betikn ExPacn petd and OepamenTIKy oy@y.

O1 KAMVIKEG EKONADGELS TNG VEPPOTADELNG EVOEXETAL VO TEPIAAUPAVOVY ADENCT) TOV EMTESMV KPEATIVIVIG
GTOV 0p0, aupaTovpia /Kot TpwTEIivoupia. Av Kot dev TapatnpNONKe oTIg KAMVIKEG SOKLUES, KLWEADTKN
OLLoppayio TOV EKONADVETOL G ALOTTUON EVOEYETAL VAL ELGOVICTEL e TN vOco anti-GBM. H aipdéntoon
evoéyeton emiong va amotelel évoeién ITP (BA. mapamdvo) kot Oa TPETEL Vo TPOYUATOTOIEITOL 1) KATAAANAT
dtapopikn dudyvaweon. Oa mpénel vo vrevOupiletatl 6tov acbevn 0Tl TPEREL VA, EXAYPLTVEL Y10 GUUTTOUOTO,
OV EVOEYETAL VO TOPOVGLAGEL Kal 0Tt Oo Tpémel va avalntioet dueon watpikn fondeta edv £xel omolodNTOTE
avnovyio. H vocog anti-GBM evdéyeton va 00y oel 6€ vepikn avemapketlo mov ypnlet apokabapong /kat
LETAUOCYEVONG OV OEV OVTIUETOTIGTEL YPNYOPa, VA UTOpEl va glvar amelintikn Yo T o1 ov dev
OVTIHETOTIOTEL KOBOAOV.

[pénet va yiveton uétpnon Tov eMmédOV KPEATVIVIIG 6TOV 0pd TPV TNV Evapén TG oy@yNg KoL 6T
ocuvéyeln o unviaio Baon, puéxpt va mopérbovy 48 punveg and v tedevtain £yyvon. [pénet va yivetot
OVAAVOT 0VP®V LE UIKPOOKOTIKY €EETOOT TPV TNV £vapéN Kol GTN CLUVEYELD G UNVICio SOLCTLOTA, PEYPL
va TapérBovv 48 punveg amod v tedevtaia £yyvon. H mapatinpnon KMviKAG GNUOVTIKOV OAALY®V GE GYECT
LLE T1G TIHEG OVOPOPAG OTO EMIMESQ KPEATIVIVIG OPOV, 1] AVEENYNTY] OLULATOVPI0 1)/KOL 1] TPOTEIVOLPI TPETEL
VO 001 YOOV GE TEPUITEP® AEIOAOYNOT Y10 VEPPOTADELEG, GUUTEPIAAUPAVOUEVNG TG GLECT|G TOPATOUTNG CE
€101K0 10tpo. H €ykaipn aviyvevon Kot avTILETOTION TOV VEQPOTAOELDY EVOEXETAL VO, LEIOGOLY TOV Kivduvo
duopevoic ékPaocng. Metd and avtd 1o ¥PoviKd SLAGTNUE, TPETEL VA, YivovTol e£€Tdoelg Le BAcn KAMVIKE
EVPNLATO TOV VITOONADVOLV VEQPPOTADELEC.

O duvnTikog Kivouvog omd v emavainym g Oepaneiog pe LEMTRADA petd amd ekdoniwmon
veQPOTOOEIDV ival dyvmaTog.

Ovpeocioikés o10Tapoyés

Evdokpvikég dratapoyéc Tov Bupeoctdons , GLUTEPIAAUPOVOLEVOV TOV AVTOAVOC®HV BVPEOEIOIKOV
dwatapaymv, Tapoatnpndnkay oto 36,8% tmv acbevav tov Ehafav LEMTRADA 12 mg o kAwvikég Sokipég
vy v [IZ, pe ddpeco didotnpa tapakorovdnong 6,1 etov (Léytot dudpkela 12 £tn) amd v TpdOT
éxbeon oto LEMTRADA. H ernintoon copfopdtov ard tov Bupeocidn frav vynidtepn o acbeveig pe
0TPIKO 16TOPIKO BLPE0EdIKMV dtaTapaymV T0c0 oty opdada aywyng ue LEMTRADA 660 kat 6ty opdda
ayoyng pe wvtepeepdvn P-la (IFNB 1a). Xe acOeveic pe eehocdpeveg Bupeoctdikég datapuyss, To
LEMTRADA mpénet va yopnyeitot povo dv 1o mlavo 6peroc dukatoloyel toug mihovoig kivovvous. Ot
avTodvooes Bupeogldikég dratapayec mov mapatnpnOnikay tepthapupdvovy vepBupeoetdiopno 1
vroBupeocidopd. Ta nepiocdtepa cupfdpota RTav NTLOG 1 LETPLOG coPapOTNTOC. ZoPapd EVOOKPIVIKA
cuppdpoata ekdniodnkav oto 4,4% tv acbevov, eved n vocog Basedow (yvmath kot og vosog tov Graves),
0 VEPOLPEOEISIGOG, O VTOOVLPEOEISIGIOG, 1| avTodVoCT BupeoeldiTidn Kat 1 fPoyyoKNAN EKONAGONKAY GE
neplocdTEPOVG amd vay acbeveis. Ta mepiocodTepa cLUPALOTO ATd TOV BVPEOEIDT AVTIUETOTICTIKAY LE
ovpPatikn wTptkn Oepomeia, ®GTOGO, KATO0L ACOEVEIC YPELAGTNKAV YEPOVPYIKN EXEUPACT. L& KAWVIKES
doK1ég, otovg acheveic mTov avéntvéav copuPapata amd tov Bupeosidn, emrpanrke va Adfovv Eavd
Oepancio ue LEMTRADA. Av kot 1 eumepia givan mepropiopévn, ot acbeveic mov daPav Eavd Bepamneio,
YEVIKA, 0ev ekdNAmoay emdeivoon g coPfapotntog tv Bupeoedikmv dutapaymv. H tepartépo Oepameio
ue LEMTRADA 0o mpénet va e€etaletat, ava nepintwon, apod Anedei vwdyn 1 KAk KatdoTtaoT Tov
oLYKEKPIEVOD acbevoic.



®a mpémel va yivovtal e€etdoelg T Asttovpyiag Tov Bupeogldovs, OTMC LETPTNON TOV EMTESWOV
Bupe0eld0TPOTOL OPUOVNG, TPV ATO TNV EVAPEN TG AYOYNS KOl 0T GLVEYELN KAOe 3 punveg, uéypt va
apéABouv 48 ufvec amd v televtaio Eyyvon. Metd amd avtd To YPoviKo dtdotnua, Bo Tpémet vo yivovtat
e€etdoelg pe Pdon KAvikd evpripato 1ov vIodNAdVoLY Bupeoeldikng duciettovpyiog.

H v660¢ T00 Bupeocidn cuviotd 1dtaitepo kivouvo yia yuvaikeg, ol omoieg gival €ykveg (BA. Topdypago 4.6).

e KMviKES dokpec, To 74% tov acbevav mov Ntav Oetikol ota avticopota EVovtt TG Bupeoedtkng
vrepoéelddong (anti-TPO) wpwv v aywyr ekdAwoay avemBountn evépyela oyeti{opevn e tov Bupeogidn
o€ ovykpion pe to 38% TV acbevav Tov NTov apvnTikoi Tpty v aywyn. H cuvtpurtikn mieioymeio
(mepimov 80%) Twv acbevdv mov ekdnAmooy copPapo axd Tov Bupeoeldn LeTd TV oY@y NTAV 0pVITIKOL
npw ) Bepomeio oto avticopata anti-TPO. Zvvendc, avelaptnto and TV KoTdoTao TOV AVIICOUATOV
anti-TPO mpwv amd v aywyn, ol acOeveic EVOEYETOL VO TAPOVGIACOVY OVETIOOUNTY EVEPYELD OO TOV
Bupeoetdn Ko TPEMEL VO, KAVOLV TEPLOJIKA OAES TIG EEETATELS, OGS TEPLYPAPETOL TOPATAVC®.

Kotroporevieg

[TBavoroyobEVEG OVTOAVOGEG KUTTOPOTEVIEG, OO OVOETEPOTEVIM, OLUOAVTIKY OVOLULIOL Kot
TOVKLTTOPOTEVID, OEV £XouV avapepOel cuyvd oe KAvikég dokuég yio v [IX. Ta amoteléopata g YEVIKNG
e&étaong aipatoc (PA. Taparave oty evotnrta nepi ITP) npénet va ypnoiponolovviol yio vo
napakorlovBodvtar o1 acbeveig yio kuttapomevia. Edv emPefaiwbei n tapovoia kuttaponeviag, Oa mpénet
va EEKIVIOEL APECMG KATAAANAT W0TPIKN TOpEUPAOT TOL Vo TEPIAAUPEVEL TNV TOPATOUTY| G EO1KO 1 TPO.

Avtodvoon nrazitioa (AIH) kot nrotixn pLafn

"Exovv avaeepbei mepuntdoeig nmatikng PAAPNS cvumepthapifavouévey Tav avENCEMY TOV TPUVCOULVICHV
GTOV 0pO KOl TNG GLTOAVOOTG NTATITIONG (CUUTEPIAUUPOVOUEVOV TV BOVOTNEOP®V TEPMTOCEWDYV) GE
acBeveic mov éhafav LEMTRADA. [lpénet va a&toloyeitot ) otk Aeitovpyio Tpty Ko KTd T SépKeLo
g Oepamneiag. O acBeveic Tpémel va EVIEPDOVOVTAL GYETIKA LE TOV KivOLVo NTatikig PAGPNG Kot GYETIKOV
CUUTTOUATOV. X€ TEPITTOOT QVTAOV TOV GUUTTOUATOV, 1| Oepaneia Oo Tpémet va yopryeital ek véov uovo
LET oo TPOCEKTIKN e€€taon.

Avtdpdosic oyetildueveg ue v £yyvon (AXE)

2116 KMVIKEG SOKIHES, ¢ avTidpaon oyxetilopevn pe v €yyvon (AXE) opiotnke kdbe avemBountn evépyeia
oL eKONADONKE KT TN ddprela 1 EvIOC 24 mpmv petd v yyvon oo LEMTRADA. Ot tepiocotepeg
00 OVTEG EVOEYETOL VO OPEIAOVTAY GTIV £KAVGT KUTTAPOKIVAVY KOTA TNV £yyvon. Ot meptocdTEPOL 0md TOVG
acBeveic mov avtipetoniotray pe LEMTRADA og khvikég dokipég yio v TIZ, ekdnlooav fmiag Emg
pétprog coPapotntag AXE katd tn didpreta 1/kon péxpt 24 opeg petd tn yopnynon tov LEMTRADA

12 mg. H enintoon tov AXE ftav vyniotepn otn cuvedpio 1 o cOyKpion pe Tig emduevec cuvedpieg. Me
Baon oieg Tig dabéaeg TEPLOdOLVE TapaKoAoHONGN G, cuUTEPIAAUPOVOUEVOY TV 0cBEVOY TTov EAafov
emmAéov ovvedpiec, ol mo cvyvég AXE meprapfavotav keparadyia, eEavOnua, Topeéia, vavtio, kvidmon,
Kvnouog, avmvia, piyn, E£oym, ko6Tmon, dvonvola, dvoyevasia, Bmpokikn dvoeopia, yevikevuévo eEdvOnua,
Tayvkoapdia, Bpadvkapdia, dvereyia, (GAN kot dAyoc. ZoPapéc avidpdoelg ekonAdbnkay 6to 3% TtV
acfevav kot TepAapupavay TepIttdoelg kepaialyiog, Topetiog, kKvidmong, TovKapdiog, KOATIKNG
HOPLLOPLYNG, VOuTiog, Bmpakikng duopopiag Kot vwoTaonc. Ot KAVIKEG eKONADGELS avapLAaLiog evogyeTon
Vo Lo1alovVv pE TIC KAVIKES EKONADCELS TV avTIdpdoemv Tov oyetilovtat pe v £yyvor, oAAG Teivouy va
glvar o coPapég 1 eVOEXOUEVMG ATEMNTIKEG Yo TN (o1, Zrdvia £xovv avapepOel avTidpacelg Tov
amodidovtal og avapura&io, o€ avtifeon e Tig avtidpacelg Tov oyetiloviat e TNV £yyvon).

YUVIGTATOL ] TPOKATAUPKTIKT POPUUKEVTIKY OY®YT TOV ACHEVOV, TPOKEUEVOL 01 EMOPACELS Omd TIG
avtdpdoelc oty Eyyvon va eivor nrotepeg (BA. mopdypago 4.2).

O teplocoTEPOL 00DEVEIG 0TI EAEYYOUEVEG KAVIKEG SOKIUES EAOPOV AVTUSTAUIVIKG 1/KOL AVTUTVPETIKE TPV
a6 TovAdyiotov pia £yyvon LEMTRADA. AZE evééyetal va ekdnimBoldv mopd TNV TPOKATUPKTIKY Oy@yT.
SVVIGTATOL ] TOPOKOAOVONON TV 0GOEVAOV Yo TUXOV AVTIOPAGEIS GTNV £YYVOT], KOTA Tr) S1APKELN Kot Y10l

2 opeg petd v €yyvon tov LEMTRADA. Edv ekoniwbei AZE, 0o tpénel va mapacyedei n katdAinin
ocvounTopoTikny Oepaneia, Ommg anatteital. Edv n éyyoon dev givatl kalmdg avektn, 1 S16pKeLd TG UTOpEl va
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napatadel. Eqv ekdnimBolv aviidpdocelc coPapnic Lopeng oty £yyvon, Ba mpénet va eEgtaotel 10
EVOEYOLUEVO AECTG OLOKOTNG TNG EVOOPAEPLOG £YYLONG. TG KAVIKEG SOKIUES, 1| avapLAaSia 1) o1 coPapéc
avTOpAoelc Tov eXEPaiay T SLOKOTY TNG Qy®YNG TOV TOAD OTAVIES.

Ot atpoi mpénet va, yvopilovy To KapdloAoyikd 16Toptkd Tov achevois, kabdg ol avTidpiceLg Tov
oyetiCovtor ue v &yyvon umopet va TepAapuPavouy KapdtoAoyIkd GUUTTOUTA, OTMG 1 ToLKOPSia.

B0 TpEREL VO, VITAPYOVY OL0OEGIUE LECT OVTILETOTIONG avapLAaSiog 1| coPapdv avTidpdoemy.

AMec coBapéc avtdphdoeic mov oyetilovron ypovikd ne tnv €yyvon too LEMTRADA

Kotd ™ xpnon HeTd TNV KVKAOQOpia £XOVV avapePOEl TEPITTMGEIC TVEVIOVIKNG KOYWEADIKNG QLLOppayiag,
EUPPAYUATOS TOV HLOKAPOIOV, AYYEINKOD EYKEPUAIKOV ENTEIGOOI0V (GLUTEPTAOUPBAVOUEVOD TOV 1GYALLULKOD
KOLL TOV OLUOPPOLYIKOD OIYYELOKOD EYKEPOALKOD ETELGOOIOV) KOl SLOYDPIGUOD TPUYNAIKDY — EYKEPUAKDV
(.., OTOVOVAIKT, KOPOTIOKN) ApTnPLDY. AVTIOPACELS UTOPEL VO ELPAVIGTOVV LETA OO OTOLOONTOTE OO
T1G 060¢€1G Katd TN dtdpkela TG Oepaneiog. XTic TEPIOCOTEPES MEPMTMGELG, O YPOVOG EUPAVIOTG TAV EVTOG
1-3 nuepmv omd v £yyoon oo LEMTRADA. Ot acfeveig Oa mpénet va evnuepdvovtat yio To onpeios Ko
TO GUUTMOWOTO KoL VO, TOVG 610eTan 1) GLUPBOVAN Vo avalnTHooVY AUECMG LITPIKT PPOVTION OE TEPIMTTOO
ELOAVIONG OVTMV TOV GUUTTOUATOV.

Ta {otikd onpeios COUTEPIAAUPOVOLEVOV TOV PETPOV/LLETPNCEWV TTIEGNG TOL OiLATOC, Oo TPEMEL VL
TapoKolovBodvtar Tpv, KaOmG Kol TEPLOSIKA Katd Tn didpkela g £yyvons tov LEMTRADA. Edv
apaTnPNBovy KAVIKA onpoavtikég aArayég otic {oTikég Aettovpyieg, Tpémet vo e£eTaoTEL 1) Sl0KOTY| TNG
&yyvong kot 1 Tpochetn mapakorovdnon, cvurepirappovopévon tov HKT.

AwoopayokvtTapikn Asupoictiokvtrdponon (HLH)

Kotd ™ xpnon petd v kokhoeopia, Exel avaeepbeit HLH og acBeveic mov éElafav Bepaneio pe
LEMTRADA. H HLH eivat éva ameiintuco yio tn {on obvopopo maboloyikng eVepyomoinong Tov
OVOGOTIONTIKOD GLUGTHLLOTOC TTOV YOPOKTNPILETOL 0O KAVIKA onpeio KOl GUUTTOUOTO 0KPoiog
GLOTNLOTIKNG QAEYUOVIC. ZyeTileTal e VYNAG T0G0GTA BVNTOTNTOC EGV OEV AVayVOPLOTEL EYKapa Kot Ogv
avtetoniotel. ‘Exel avagepel 611 ta copntdpate eppaviCoviol o SIUoTN U TOV KOUOIVETOL 0O PEPIKOVG
UNVES MG TEGGEPA €T HETA TNV Evapén g Bepameioc. Ot aoBeveig mov gppavifovy TPdUEG EKONADGELS
TaBOAOYIKNG EVEPYOTOINGTG TOL BVOGOTOINTIKOL GLGTHIATOG Ba Tpémel va a&lohoyodvTol apécws Kot Oa
npénel va eEetdleTon To gvdeyopevo didyvoorng HLH.

Aownéelg

AopdEelg ekdniddnkav 6to 71% t@v acBevadv mov avtipetoniotkoy Bepangvtikd pe LEMTRADA 12 mg
évavtt Tov 53% tov acBevav tov EhaPav vtepeepovn B-1la [IFNB 1a] vrodopimg (44 pug 3 popéc
efdopadiaimg) og ereyyoOueveg KAMVIKEG dokpéG Yo TNV TIX pe didpreta £mc kot 2 €11 Kot NTov Kupimg Nwiag
¢wg pétprog soPapotmrag. Ot Lotpuaéelg mov ekdNAmdbnkay mo cuyva oTovg acdeveig VIO aywYN e
LEMTRADA on’ 611 6tovg acBeveic vmd IFNB 1a nepilauPavay pvopapuyyitida, ovporoinwén, Aoipumén
TOV OVATEPOV AVOTVEVGTIKOD GUGTHIOTOC, KOATITION, GTOUATIKO £pTNTO, YPiman kot fpoyyitida. Zofupéc
Aodéetg exkdnimdnkay oto 2,7% tov acBevav mov avtipetoniotnkav pe LEMTRADA cuykpvopevo e
1% tov acBevav mov éhaPav IFNB-1a oe gheyydpeves kKhvikég dokipes ya v IIZ. Ot coPapés Aopméetg
otnv opdda tov LEMTRADA mepthapPavav: okoinkoeditida, yooTpevtepitida, Tvevpovia, Epunta
Lootpa Kot 000vTikég Aouméelc. Ot AomEelg elyav Katd kavova, T cuvioT S1GpKELN Kol DTOXDPN oV
UETA amtd CLUUPOTIKN 1TPIKY Ay®YN.

To aBpo1oTikd £TnolomoMUEVO T0c06TO AOOEEDY TV 0,99 Ge didpeon dtdpKeLd TopaKorovdnong
6,1 etov (uéytotn dudpkela 12 ) and v tpd ékbeon oto LEMTRADA, og obykpion pe 1,27 og
ELEYYOUEVEG KAVIKEG DOKIUES.

YoPapéc Aowméelc omd 16 avepoProyidc-Lmatnpa, cvumeptiapufavouévng g Tpotonadong avepofroyidg
KO TNG EMAVEVEPYOTOINGNC TOL 100 avepofAoydc-Cmathpa, EKONAGONKAY TTo cuyva oTovg acbeveic Tov
éhafoav LEMTRADA 12 mg (0,4%) otig khvikég dokipég auykprrikd pe v IFNB-1a (0%). "Eyxet avapepbei
TpoyMAKN Aoipwén omd Tov 10 Tov nkopdtov tov avBporov (HPV), cuurepiiappavopévng g
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dvomAaciog Tov TPAYAOL Kol TOV TPMKTOYEVVITIKMY 0KPOYOPIOVOV, GE 0GOEVEIC TOV AVIILETOTIOTNKAY LE
LEMTRADA 12 mg (2%). ZuvioTtdTo1 €T1010C TPOSVUTTOUATIKOG EAEYYOG Yo Tov HPV ot1g OnAetg
acBeveic.

[eprotatikd Lolpuméng and tov kKuttapopueyaroio (CMYV), reptlopupavouévmy TepioToTiK@Y
EMOVEVEPYOTIOINGTG TOV 10V, £x0vV ovapepbei oe aocbeveic mov voPfAndnkoayv oe Oepaneio pe LEMTRADA.
Ta meplocdTEpO TEPIOTUTIKA TOPOTNPNONKAY EVTOG 2 UNVOV ard T xoprynon aisptovlovpdunnc. [pv
amo v évapén g Bepaneiog Tpénel va 0ELOAOYEITOL | VOGOAOYIKT 0POKATACTACT COUPMOVA LLE TIG KOTA
TOTMOVG 1oYDoVCEG 0dNYiES.

"Exet avagepbei pupatioon otovg acbeveig mov avripetoniomnkav ye LEMTRADA kot IFNB-1a cg
eleyyouevec KAwikéc dokipuég. Evepyn kot AavOdvovoa puuatioon, GOUTEPIAAUBAVOUEVOV UEPIKMDY
TEPIMTAOCEMY YEVIKEVUEVNG Gupatinong, avaeépinie oto 0,3% tov acbevdv Tov avTILETOTIoTNKAV LE
LEMTRADA, pe peyaAddtepn cuoyvotnta og neployég evonukég g voosov. Lpv amd v Evapén tng
Oepaneiog, 6A0L o1 aoBeveic mpémet va a&toAoyohvtat TGO Yo EvEPYO, OGO KAl Yo avevepyo («lavBdvovoay)
Aolpwén pupotinong, 0rmg opifovv ot Katd toémovg Kotevbuvthpleg odnyies.

Awotepioon/unviyyitida and Aotéplo &yl avaeepbei oe acbeveig mov Edafoav LEMTRADA, yevikd evtog
evog unvog amo v yyvon LEMTRADA. TN va petmBel o kivduvog Aoiuwéng, ot acbeveig mov Aapfdavovv
LEMTRADA zpénet va amo@gdyovV TNV KOTOVIAMGT GUMV 1) U1 ETOPKDS HOYEIPEUEVOV KPEATWOV, TO.
LLOAOKG TOPLE KoL TOL [UT] TOCTEPLOUEVO, YOAOKTOKOULKA TPOidvTo dV0 eBJOUAdES TPLV, KOTA TN JEPKELD KO
Y10 TOLAGYIGTOV €Vl Uiva Petd tnv €yyvon tov LEMTRADA.

EmumoAng pokntiacikég AoUmEELS, 10iM¢ KAVTIVTIOGT) TOV GTOUTOC Kol KOATIKT KAvTvTiooT), EkonAndnkoy
ovyvotepa 6Tovs aobeveig mov avrtipetoniotkay pe LEMTRADA (12%) an’ 611 6T00¢ acBeveig mov
avtipetoniotnkay pe IFNB-1a (3%) ot eheyyopeveg khvikég dokipég yo v [

"Exetl avapepbei mvevpovitida oe acbeveic mov éhaPav eyyvoeig LEMTRADA. Ot tepioc0tepes TEPITTOCELS
gupavietnKoy evtdg tov TpdToL ufva uetd t Oepaneio pe LEMTRADA. Ot acbeveic 0o mpémet va
EVILEPMVOVTUL VO, AVOPEPOVY GUUTTMLOTO TVEVUOVITIONG, TO 070l pmopel va, mepthapupavouy dvomvola,
Brxa, cvptypnod, Ghyog 1 aicOnuo cVePIENC 6ToV BdpAKO Kot OLOTTVUOT.

H évapén g Bepaneiog pe LEMTRADA 8o mpénet va koBvotepel og acBeveic pe cofapn evepyd Aoipmén
€m¢ TV amodpour]. Xtovg acbeveic mov Aappdvouv LEMTRADA zmpénet va 6ideton 1 odnyia va avapépovy
TO GUUTTMOUATO TOV AOIUDEEDV GTOV 1TPO.

H mpo@uioktikn aywyn e KATOoV amd ToL GTOUOTOC TUPAYOVTa KATA TOV Epmnta Ba mpémel va Eekvd amd
v mpotn nuépa g ayoyng ue LEMTRADA kot va cuveyiletot yio tovAdyiotov 1 pnva petd amd kdbe
ouvedpia. Xe KhMvikég dokipég, yopnynonkav otovg acbeveic 200 mg axvkAofipng 600 eopéc v nuépa M
1G00VVOUT oy®YT.

To LEMTRADA dev €xet yopnyn0eti yio tnv avtipetonion g [1Z tavtdypova e | LETA 0o
OVTIVEOTAUCLOTIKEG 1] AVOGOKATUCTUATIKEG Bepameies. Ommg cupPaivel Le GALEG OVOGOTPOTOTOMTIKES
Bepaneieg, 6tav eEetdleTon To gvdeyopevo yoprynong tov LEMTRADA 6a mpénet va Aapfdavovtal vroyn
EVOEYOUEVEG GUVOVACTIKEG EMOPACELS GTO OVOGOTONTIKO GVGTN O TOL acBevoids. H tavtdypovn ypiom tov
LEMTRADA pe omowadnmote and autég tig Oepoameieg umopei va avénoet tov Kivouvo ovoGoKoTaAGTOANG.

Agv vtapyovv drabéoiua dedopéva yia ) oxéon oo LEMTRADA pe tnv enavevepyonoinot tov 100 g
nratitiooac B (HBV) 1 tov 100 ¢ nratitidag C (HCV), kabmg ot acbeveic e evoeielg evepyng N xpoviag
Aolpwéng amoxieiomray and Tig KAMvikég dokipéc. [lpénet va Aappdvetar vroyn 10 evéeyoUEVo
TPOCLUTTOUOTIKOD EAEYYOV TV aoBevav pe vynAo kivouvo Aoipméng HBV f/kar HCV wpwv v évapén g
yoprynons tov LEMTRADA, eva anatteitor tpocoyn katd m cuvtayoypdenon tov LEMTRADA og
acOeveic mov €yovv Tavtonombel og popeic Tov HBV f/kat tov HCV, kabmg avtoi ot acbeveic evdéyetat va
STPEYOLV KIVOLVO UN-avaoTpEYIUNG NTTaTIKNG PAGPNC oyeTilopevng pe mbavn exavevepyomoinomn Tov 100
MG CLVETELN TG TPOVTAPYOVCAG KATAGTUGNG TOVC.



Oé&sia un AMbloctkn yoloxkvoTitida,

To LEMTRADA pmopei va avénoet tov kivovvo tng o&elag pn AMBiotokng yoAokuoTiTidus. Xe eAeyOUEVEG
KAvikég peléteg, 0,2% tov acbevav pe IIZ mov éhafav Oepaneic pe LEMTRADA gpodvicav o&eia un
MBloikn yolokvotitda, og ovykpion pe 1o 0% Tov acbevav mov Erafav Oepaneio pe INFB-1a. Katd
SLAPKELN TNG YPNONE LETA TNV KVKAOQOPIO TOL QOPUAKOD, £x0VV avapepdel emmpoOcheteg mEPIMTMOCELG
o&elog un MBraotkng yolokvotitidog o€ acbeveig mov Ehafav Bepameio pe LEMTRADA. O ypdvog
EUPAVIONG TOV CLUTTOUATOV KOUAVONKE amd Aydtepo amd 24 dpeg EmG 2 PNVEG LETA AmO TNV £YXLGCT TOV
LEMTRADA. O1 neptocdtepot 060evVeig avTIPETOTICOMKAY GUVTNPNTIKG UE AVTIPLOTIKE Kol avappOcav
YOPiG xepovpyIKn emEPPacn, eved dAlot vofAnOnkav oe yorokvotektour. Ta copmtopata tng o&eglog un
MO10G1KNG YOAOKVOTITIONG TEPIAAUPAVOVY KOWALOKO GAYOG, KOWALOKY gvaictnaia, mopetd, vavTio Kot £UETO.
H o&egia un Mbrocikn yorokvoTtitida eivol pio Katdotao Tov uropel vo oyetiletal pe vynAd T0c0GTd
voonpdTTOS Kol BVNGUOTNTAS, €AV eV dLOYVOGTEL EyKalpa Kol avTILETOTIoTEL. EQv vmdpyel vidvola
vmapéng oelag pun AMblooikng yorokvotitdog, a&loloynote kot yopnyeiote Bepaneio apéowc.

Kokonfewn

Onwg cvuPaivel pe GALeG avocoTpoToOTOMNTIKES Oepamneies, amatteital Tpocoyn yio TV Evapén e
Oepamncioc pe LEMTRADA og aceveic pe mpobmdpyovoa 1/kot eEehocdpevn kakonoela. Enl tov
TapoVTOG, Ogv etval Yvawoto kotd toco 1o LEMTRADA @épet vyniotepo kivouvo yia avamtuén
Bupeocidikdv kokondeldv, aeod 1 Bupeoeldikn avtoavoacio vogyeTal vo. amoTerel 1) 1010 TapdyovTa
KvoOvou Yo kakon0eieg Tov Bupeogdoic.

AvticOAA YN

Metapopd depéGoL TOL TAAKOVVTO Kot dSuvnTikn eappokoroyky opdcn tov LEMTRADA &yovv
napatnpnOei og TOVTUKODS KATA TV KOUNOT Kol LETA TOV TOKETO. ['vvaikeg og avamopaymykn niwio Oa
TPETEL VO YPTCYLOTOI0VV OMOTEAEGUATIKEG LEBOOOVG AVTIGOAANYNG KATA TN S1GpKELD KOt PéEYpL 4 unveg Letd
v ayoyn ue LEMTRADA (BA. mopdypago 4.6).

Eupéia

ZuvioTdTol o1 0oOEVEIS VO £XOVV OAOKANPMOGEL TIG KATA TOTOVS VIOYPEDCELS 0VOGOTOIN GG TOVAGYIGTOV
6 efdopadeg Tpv and v ayoyn pe to LEMTRADA. H dvvatotnta avantuéng avosoloYIKNG OTAVTNoNG G
omolodnTote eUPorto petd v aywyn ue LEMTRADA dev €xetl peletn0ei.

H ac@dieia g avocomoinong pe eufoia pe {ovteg 1006 petd and pia cvvedpia e LEMTRADA dev €xet
peietnOet emionua o eheyyopeveg KAVikEG Sokipég o v IIZ ko cuvendg avtd dev Tpémet va
yopnyovvrtal o acBeveic pe [1X mwov &govv AdPet tpoécpata po cvvedpio LEMTRADA.

Eéetdoeic avtiowudrwv / suffoliaouog kard tov 100 aveuofroyias-(wotipa

Onwg kot pe Kabe puproKeNTIKO TPOIOV TOV TPOTOTOLEL TNV AVOGOAOYIKN KATAGTAG, TPOTOV EEKIVIGOVY
pa ovvedpia pe LEMTRADA, ot acBeveig yopig 1otopikd avepoProytds 1 xopis epfoAacid Evavtt Tov 100
avepoProyiis-Cootnpa (VZV) mpénet va e£€TaoTobV Y10 TNV TOPOVGio ovIIcOUATOV katd Tov VZV. [pénet
va eetaotel 10 vOgOUEVO EUPOAMAGIOD TOV OPVNTIKAOV Y10 AVTICOUOTO acBevav Evavtt Tov VZV npwv v
évapén ayoyng pe LEMTRADA. Tlpoxeiévou va Bdoel oty TANpn SpacTikOTnTd ToV 0 EUPOAAGHOG
katd tov VZV, avopdrete tv ayoyn pe LEMTRADA yuwo 6 efdouddeg petd tov epfolacuo.

Y UVIOTMOUEVEC EPYOOTNPLOKEC EEETAGELC YO TNV TTOPOKOAOVONON TV 0.cOevidv

Epyaomploxég eEetdoeig Oa mpénet va die&dyoviat o meplodikd daotnpata £m¢ 48 uiveg HETA amd TNV
terevtaia ovvedpia pe LEMTRADA mpokeyévov vo mapakoiovBoidvial ot aceveic yio mpodipa onpeio
ovtodvoong vosou:

. Ievikn e€étaon aipatog Le S1aPopIKo TPOGIOPIGUO AEVKOKVTTAPIKOL TOTTOL (Tptv TNV évapén e
OY®YNG KOl OTN GUVEYELD O UNVIOiol SLOGTILLOTAL)
. Enineda kpeatvivng atov opo (mpv Tnv Evapén g oy®yng Kot 0T GLVEXELD GE UNVIoio. SLG T LLOTOL)
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. Avaivon o0pwv Le LKPOGKOTIKY e€€Taom (TP TV Evapén TG Oy®YNG KoL 0TI GUVEYELD O Unvioio
dloTnuoTo)

o "Eleyyoc g Bupeoetdikng Aettovpyiag, 6Tmg enineda Bupeoeldotpomov opudvng (Tptv v Evapén g
ayyng Kot Kabe 3 Uveg 6T GUVEKELD)

Metd amd ovtd TO YPOVIKO SLAGTNE, TUYOV KAVIKE ELPTLLOTO TOV DITOSNADVOUV VEPPOTAOEIES 1)
dvoiertovpyia Tov Bupeoctdovg Ba amattovv TeEpAITEP® eEETAOELS.

ITAnpooopisc amd T ypron e aieptovlovudunnc pw thv ddsla kukrooopioc tov LEMTRADA otnv
oyopQ TEPOY TOV UEAETOV VO TN YopNYio TNG ETOLPELNG

Ot mopakdte avemBountec avTdpdoelg avayvopiotnkay tpy omd v éykpion tov LEMTRADA, xatd ™)
ypnomn g aieptovlovpdumng yuo  Bepameio g xpOVING AEUPOKLTTAPIKNG Asvyatiog B kuttdpov (B-
XAAN), kaBdg kot yuo TNV ayoyn GAlov dtotapaymv, cuvnbmg og d00ELS VYNAGTEPES Kol GLYVOTEPA
yopnyovpeves (.. 30 mg) and avtég TOV cLVIGTM®VTAL Yo TNV aymyn TG [1X. Eme1dn ot avtidpdoelg avtég
avagépovtal avbopunta and Evav TAndoopod apéfaiov peyébovg, dev eivar mavrote duvarn N alOToTN
eKTIUN oM TS GLYVOTNTAG TOLG N M| TEKUNPI®ON TNG AITIOAOYIKNG GXEGNG TOVG LE TNV £kBeom otnv
oigptovlovpdpum.

Avtodvoon vooog

Ta avtodvoca cupfdpata wov Egovv avapepbel oe acbeveig vd aywyn pe aheptov{ov
TEPLOUPAVOVY OVIETEPOTEVIQ, ALLOAVTIKT ovaLplio (cupmeptlapufoavoprévon evog Bovatneopov
TEPIOTOTIKOV), EMIKTNTN apLoppoPiria, voco anti-GBM kot voco tov Bupeoeidong. Zofapd Kot eviote
OovaTneopa aVTOAVOsa, PAUIVOUEVA, CUUTEPIAAUBOVOUEVIC TN VTOAVOGNG OLUOAVTIKAG AVOLUING, TNG
avtodvoong Opoufomeviag, TS OMAAGTIKNG avatpiag, Tov cuvopduov Guillain-Barré kot tng ypoviag
QAEYLOVAOOOVG ATOUVEAVOTIKNG ToAvpriovevpomddetag, £xovv avapepbel oe acbeveig yopic [1X viod aymyn
pe aeptovfovpaunn. ‘Eva Betikd anotéleouo ot doxipacio Coombs avapépOnke og Evav 0yKoAoyKod
acBevi vo Bepaneia pe aeptovlovpdunn. Eva Ooavatmedopo teplotatikd voGou-HocyedLaToG-EVOVTI—
Eeviotn, oyeTilOpueEVNG e HETAYYION avoeEPONKE GE Evav 0YKOAOYIKO acbevi vITd aywmyn Ue
oigptovlovpdpum.

Avtidpaoeis ayeti{OUeVeS ue v Eyyvon

YoPapég kot eviote Bavatneopeg AXE mov cuumepiapfivovy Bpoyxdonacuo, vro&ie, cuykon,
TIVELUOVIKEG OO GELG, GOVOPOUO 0EELNG OVATVEVGTIKNG SUGYEPELOG, AVOTVEVGTIKT] OVOKOTT, ELLPPOYILO TOV
pvokapdiov, appubuisg, o&eia kapdlokn averdpKeLo, Kot KOPOl0Kn avaKon £xovy mapatnpnbdei oe acbeveic
yopic [T mov avipetoniomkay pe areptov{ovudunn e dOGEIC VYNAOTEPES Kol GUYVOTEPES OO AVTEC TOV
ypnotpomotovvtar oty I1Z. ‘Exovv avagepbei emiong cofapn avapuialio kot GALEC avTIOPAGELS
vepevatcnciog, copmepAaUPavoOrEVIG TNG OVAPLANKTIKNG KATATANEING KOl TOV OYYEL0010 LALTOG,

Aowaéels kot mopooitwoels

YoBapég kot eviote Bavatneopeg 107eveic, Paktnplokés, TPMTOLMIKES Kol LUKNTINGTIKES AOIUMEELS,
CLUTEPTLOUPAVOUEVDV KoL EKEIVOV TTOL 0QeilovTal o€ emavevepyomoinon Aavlavovomv Aouméemy, Exovv
avapepbel oe acbeveic yopic [IZ mov avtipeTtomiotnKay Le AAEUTOVLOVHAUTT GE SOGELS VYNAOTEPES KOl
GLYVOTEPEG OO AVTEG TOL Ypnoomotovvtal oty [1X. ‘Exet avapepbel mpoiovoa moAveoTiokn
AevioeykeparondBeln (ITIIA) o acBeveig pe B-XAA pe 1 yopig ayoyn pe akeprovlovpdunn. H cuyvotnta
g [IITA otovg acbeveig pe B-XAA mov éhafav aieptovlovpdpnn dev fTav HeyolvTepn amod Tn cuyvoTnTa
6ToV VTOAOITO TANBVOUO.

A10T0p0YES TOD ALUOTOINTIKOD KOL TOD AEUPIKOD COOTHUOTOS
YoBapng Lopeng apoppayikés avtidpacels Exovv avapepbei og acbeveic yopig I

Kapoioxés dratapayéc

SVUEOPNTIKY KOPOLOKT] OVETAPKELD, KOPIOUVOTADeLo Kot petmpuévo kKhdoua eEdOnong éxovv avapepbei o
acOeveic yopic I[TX vd aywyn pe aAeptovlOVUAUTN TOL EIYOV AVTILETOTIOTEL TPONYOVUEVMG UE SVVNTIKMG
Kapd10ToEK0VE TOPAYOVTES.
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Agupovmepriaotiréc darapayés oyeti{oueves ue tov 10 Epstein-Barr
Agppoimepmhactikég dratapayés oxetiiopeveg pe tov 16 Epstein-Barr éyovv mapatnpnbei oe acbeveic népav
TOV PLEAETOV VIO TN YopNyia TG ETAIPEiNS.

To LEMTRADA mept€yst vaTtplo Kot KAAL0

To edppoko ovtod mepiéyel Aydtepo omd 1 mmol koriov (39 mg) avd Eyyvon, oniadn eival ovcLacTIKA
«ehevbepo kaiovy.

To eappako avtd mepieyel Ayotepo amd 1 mmol vatpiov (23 mg) avd £yyvomn, dnAadn elval 0LGLICTIKA
«ehevbepo vatpiovy.

4.5 Aliemopdosig pe GALO QUPRUKEVTIKA TPOTOVTO KOl GALES popPég aliniemiopaocng

Agv €yovv deloyBel emionpeg peréteg pappokoroyikmv oAiniemidpacenv pe 1o LEMTRADA
YPNOUYLOTOIDOVTOS TN SOOT] TOV GLVICTATOL Yo Tovg acbeveig pe [1X. Xe pio gleyyopevn KAVIKY SOk Yo
v X, acBeveic mov giyav TpdoQoTa AVIIUETOTIOTEL 1E B-vTEPEEPOVN KO 0EIKT] YAUTIPUUEPT) YPELOCTNKE
va dtokdyouy TV aymyn 28 nuépec Tpv amod v Evapén g ayoyng ue LEMTRADA.

4.6 Tovipétnra, KONON KO Yorovyia

I'uvaikec og avomopoy®ykn nAKiol

O1 GLYKEVIPOGELG GTOV 0pO NTAV YUUNAEG 1| UN aviyvedolueg péca ae 30 mepimov nuépeg petd and Kade
ouvedpia. Katd cvvénela, ot yovaikeg o€ avomopayyiki nAlkio TpEmel vo poLUoTolobV ATOTEAEGLOTIK
avTIGLAAN YT evOc® oG cvvedpiag ue LEMTRADA kot émg 4 ufvec petd amd kdbe cuvedpia.

Eyxvpoovvn

Eivar mepropiopéva to ded0UEVA GYETIKA LE TN YPNON TNG OAEUTOVLOVUAUTNG OTIC £YKVEG Yuvaikeg. To
LEMTRADA 6a mtpénet va yopnynbei kotd ) didpkela g khnong poévov edv to mbavd 6@elog dikaiohoyel
Tov mhavo Kivouvo yia to EpPpvo.

Eivar yvooto o6t 1 avOpomivn [gG umopel va dtomepdoet Tov TAAKOLVTINKO @PoyUd: 1 0AEUTOLLOVUAUTT
eVOEXETOL VO ATEPAGEL EMIONG TOV TAAKOVVTIOKO OPOYUO KO CUVETMS VO OTOTEAEGEL SLVNTIKA KIVOUVO Y10l
10 éuPpvo. Meréteg og (ma £xovv katadeifel ToEkOTNTO GTNV AVOTOPAY®YIKN tkavotnta (PA. Tapdypoa@o
5.3). Aev givar yvootd €av 1 adeptovfovpudpunn pmopel va PAdwel To EuPpuo tav yopnyeitol o £YKVEG
YOVOIKEG 1) €0V UTOPEL VOL ETNPEGCEL TNV AVOTAPAYMYIKT TKOVOTNTO.

H véc0o¢ Tov Bupeocidn (PA. mapdypapo 4.4 Ovpeocidikés d1aTapoyés) GUVIOTH 1010ITEPO KIVOLVO Y1d TIG
yovaikeg Tov givar £ykvec. Edv o vmoBupeogidiopodg dev avTeT@mIoTEL KOTA TNV KOMOT VITdpYEL avéEnpuévog
Kivduvog amoPoANg Kot EMMTAOCEWY 6TO EUPPLO, OTMG SLOVONTIKT KOBVGTEPTOT KOl VAVICUO. XTIC UNTEPEG
ue voco tov Graves, To UNTPIKE AVTICOUOTO KOTA TOL VT0d0YEa TG BUPEOEIBOTPOTOL OPUAVIC UTOPOVY VO
petafiPacTovV 6TO AVATTUGGOUEVO EUBPLO Kol HTOPOVY VO TPOKAAEGOVY TAPOIIKT VEOYVIKT VOGO TOV
Graves.
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Oniaopdc

H aAeptovlovpaunn aviyveddnke 6to yolo Kol 610 vEOyva ONAVK®OY TOVTIK®Y TOV YOUAOLYOVGOV.

Agv gival yvooto edv 1 aieptovfovpdunn anekkpiverol 6to avlpdmvo yaia. O kivovvog oto Onralov
veoyévynto/Ppéeoc dev pmopel va amokieiotel. Katd cuvéneia, o OnAacuog Tpénel vo, StoKOTTETOL KOTA TN
dupkela kabe Oegpamevtikng cvvedpiog pe LEMTRADA kot yio 4 piveg uetd tnv terevtaio €yyvon kade
ouvedpiag. QotdG0, To 0PEAT amd TNV AVOGia TOV TPOGHIdETAL LEGM TOV UNTPIKOV YOAOKTOG EVOEYETAL VAL
VIEPIGYVOVY TV KVOOV®V amd TV duvntikn €kBeomn Ttov OnAdloviog veoyévvntov/Bpépove oty
oieptovlovpdpum.

Tovipdtta

Agv vLapyovV ETOPKT 0ES0UEVE KAVIKNG 0CQAAELNG OXETIKA pe TV enidpacn Tov LEMTRADA ot
yovipdtnra. Xe pio vro-perétn pe 13 dvopeg acbeveic mov éhafav LEMTRADA (eite 12 mg eite 24 mg),
dev mapatnpndnke aonepuio, almooneppio, otabepd peovpevog aplduog onepuatolmapiov, SaTapayes
KWWNTIKOTNTOG 1] A0ENOT GTIC LOPPOAOYIKES OVMUOAiEG TV orepuatolmapimy.

Eivar yvooto 6111 CD52 amavtdtol 6Toug avamapayoyikods 16Tovg ToL avOp®Tov Kol TV TPOKTIKOV. Tao
otolyeio amd peléteg oe (o koTédEIEaV EMOPAGEIC GTN YOVILOTNTO avOP®TOTOMUEVOV TOVTIKGOV (BA.
Tapdypoo 5.3), ®oTOGO Uio SuvnTiKn EMidpacn oTNV avOp®TIVY YOVILOTNTA KATA TNV TEPT0d0 NG £KBeonc
glvar dyvootn pe Baon ta dwbéciua dedopéva.

4.7 Emopaceis 6Ty IKAvOTNTO 0011Y161)G KO (ELPIGHOV UNYEVAOV

To LEMTRADA éygt pukpn enidpacn Ty tKavoTnTo 00Mynong Kot xepiopod unyovnudtov. Ot
neplocdTepol aobeveic ekdnAcdvovy AZE o1 onoieg Tapovcialovtor katd tn didpkela 1§ evog 24 opdv Petd
v ayoyn ue 1o LEMTRADA. Kdmoteg and Tig avtidopdoelg mov oyetiCovrot pue v &yyvon (AZE) (m.y.
CaAn) evdéyeTon vo EMNPEAGOVY TPOGMPIVA TNV IKOVOTNTO TOV AoBEVOVC VO 001 YNOEL 1] VO, XEPLOTEL UNYOVEG
KO ATOLTELTOL TPOGOYN UEXPL VO VTTOYWPTGOVV.

4.8 AvemOopnteg evépyereg

IIepiinwn tov Tpoik 0cEALELNC GE KAMVIKEC OOKIUEC

Yvvoka 1.486 acbeveig mov avripetoniomkav e LEMTRADA (12 mg 1| 24 mg) amotélecay tov
TANOVGUO GPAAELNG GE O CLYKEVTPMTIKT AVAALGT TV KAWVIK®V peretdv g [1X pe didpeco diotua
apakolovinong 6,1 etdv (Léylotn dudpkela 12 £€n), 1 onoia giye MG AmMOTELEGHA TNV TOPAKOAOVON O TG
ac@drelag eni 8.635 £n-acbevav.

Ot o onuavtikég avemBounteg evépyeleg ftav 1 avtoavocio (ITP, Bupeocidikég Satapayés, vepponddeieg,
KLTTOPOTEVIES), 0t AXE Kot ot AomEelg. AvTég meEPLypApovTaL 6TV Topdypoeo 4.4.

O1 mo ovyvég avemBounteg evépyeteg e to LEMTRADA (og >20% tov acBevav) fitav to eEdvinua, 1
KeEPOAOAYia, 1 TUPEEia Kol Ol AOIUMEEIS TOV AVATVEVCTIKOD GUGTHUATOC.

Kotdroyoc over@duntmy evepyELdV 6€ LOPOT TIVOKA,

O mopakdto wivakag Baciletol 6To GLYKEVTPOTIKG dEGOUEVE ACPAAELNG 0TT0 OAOVG TOVG achevEic TOV
avtipetoniomrov e LEMTRADA 12 mg kotd ) dtdpkela Tov cuvorov ¢ Staféciung mapakorovdnong
oe Khvikég dokipéc. Ot avemBounteg evépyeleg mapatibevron katd Katnyopioa/Opyavikd Zootnua (KOX)
kot katd [Tpotipdpevo Opo (I10) tov latpikod Aegko yio Kavovietikég Apaostnpiotteg (MedDRA). O
oLYVOTNTEG OpilovTal COUPMOVA LE TNV TOPOKAT® cLVONKT: TOAD cuyvég (= 1/10), cuyvég (= 1/100 éwg

< 1/10), 6y cvyvéc (= 1/1.000 émg < 1/100), ordvieg (> 1/10.000 éwg < 1/1.000), Told omdvieg (< 1/10.000),
un yvooTég (6gv umopolv va ektiunovv pe Paon ta dtbéoua dedopéva). Xe kabe opdado cuyvoTHT®Y, 0L
avemBOUNTEG eVEPYELEC TapaTiBeVTAL KOTA GEWPA PBivovsag coPapdtnrac.
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[Mivakog 1: AvemBounteg evépyeteg otn perétn 1, 2, 3 ko 4 mov napatnpndnkav oe acbeveig mov
avryetoniotnkav pge LEMTRADA 12 mg kot KoTd T LETEYKPITIKT TopakoAoVONoN

Katnyopi | IToid Xvyvég Yuyvég Oy Zoyvég Xrdvieg Mn yvooTtég
a/Opyovik
0 Xvotnpa
Aopoéeg | Aolpwén tov Aopoéeg and | Ovoyopvkntioo Awotepioon/unvry
Ko AVATEPOL £pmnTa M, OLMTIOQ, yTida amd
TOPAGITAOG | ovamvevoTikod | (wothpa’, LUK TIOGIKT MoTEPLOL
€1C GLGTNLOTOC, AouMEELG TOV OEPLOTIKY
oVPOAOTHMEN, KOTOTEPOL hoipmén,
Aoluwén amd OVOTVELOTIKOD | apvydoditioa,
TOV 16 TOV GUGTALOTOG, o&ela
épmra,’ yaotpeviepitido, | typopitioa,
, KOvTivtioon KutTOopiTda,
TOV GTOUATOC, TveLpOViTIdO,
adotokodmiky] | Qupatioon,
Kavtvtioon, Aoipmén amd
ypinmn, Aoiuwén | Tov
TOL OTOG, KUTTOPOUEYOLOT
TVELLLOVICL, 0
AolpmEN tov
KOATOV,
odovtikn
Aotpwén,
Neomhdop Onlopo Tov
ot dEpIaTOG
KaAonom,
Koo 0
KoL U1
kaBopiopé
vo(meptAap
Bavovran
KOGTELS KoL
TOAVTOOEG)
Awtapoyés | Asgppomnevia, Agnpadevondde | [Tovkvttapomevi | AYoQoyokuTTopt
TOV Aevkomevia, 10, 0LTOAVOOT 0L, CLUOAVTIKN K1
owomomntt | ovumeptrapupav | OpouPomevikni avarpio AELLPOIGTIOKVTTAP
KoV Ko OULEVNC TG TopeHPa, oon’
TOV ovdeteponeviag | OpopPonevia,
AELOUCOD avaiuio,
GULGTILOTO LEWOUEVOG
c apLotokpitng,
AEVKOKVTTAPWOG
n
Awtapoyés XHvdpopo
0V amelevfépwong
GVOoOTON KLTTOPOKIVDVE,
TIKOV vepevatsncio
GULGTILOTO couneptropfov
S OUEVNG TNG
avaguAagioc*
Awtapoyés | Noécog tov Avtodvoon
TOV Basedow, Bupeoeditidn
eVOOKPWIK | vepBupeoedic | cuumeptiapPay
0V uée, ouévng vroéeiag
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oLOTAHOTO | VToBvpeoediopn | Bupeoetditioag,
S 0g Bpoyyoxnin,
e&étaon Yo
avtiBupeoetdikd
OVTICOUOTO
OeTikn
Awtapoyég Mewwpévn
TOV opekn
petafoiic
Loy Kot NG
Bpéymg
Yoyrorpiké Admvia*, dyyoc,
G KaTdOAym
dtotapoyég
Awropayés | Kepororyio* Yrotpomn g AwTopoyn Ayyeloxo
TOV I1%, Caan™, aoONTIKOTNTAG, EYKEQUALKO
VELPIKOV vroeOncia, vrepatctnoio, EMELGO010,
GULGTILOTO napoicdnoio, Kepaiadyio amd cupmeptiopPoavop
C TPOLOG, Thon Vv Tov
dvoyevoia*, OLLOPPOYIKOD KOl
nuKpavia TOV 1GYOLULIKOV
ayYyELoKoD
EYKEPAAIKOV
EMELG0d OV **
L OPIoHOG
TPOYNAIKOV-
EYKEQPOAIKOV
apTNPLOY ***
OpBaipucé Emumepukitda, | Aumlorio
G EVOOKPIVIKT
SroTopoyég opBolpomadeia,
opaor Bopmn
Awtapoyég TAvyyog Qrodyio
0V OTOG
KOl TOV
Aapopivio
v
Kopdiakég | Tayvkapdio* Bpadvkapdio*, | Koimkn "Epepaypo tov
dtoTapoy€g aicOnpa poppopoyn® Hvokopdion**
OOV
Ayyewokég | 'E&ayn™® Ynotaon®,
SroTopoyég véptaon®
Awotapoyég Avormvown®, JV0QYKTIKO [Tvevpovikny
OV Byag, aicOnua KOWEMSTKN
OVOTTVELGTL emiotaén, Aapov™®, apopporyio*”
KoV AOEVYKOG, GAYog | epebiopdc Tov
GUGTNHLOTO GTOHOTOPAPVLYY | AQLOV
¢, TOL o, aoOpo
Bopaxa
KOl TOV
uecobwpdi
0V
Awropoayés | Novtio* Kot\oxo diyog, | Avokotlotnto,
o)) éuETOC, YO.GTPOOIGOPUYL
YOOTPEVTEP dudppoto, KN
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K00 dvomeyia*, TOAVOpOUN o,
oTouatiTidn ovAoppayia,
Enpootopia,
dvopayia,
SwoTapayn Tov
YOG TPEVIEPIKOD
GLOTNLOTOG,
alpotoyecio
Awropoyég AvEnuévn Xoloxvartitidn
TOV NTOTOG OCTOPTIKN cuumeptiopupoy
KOl ToV QUIVOTPOVOPEPG | OLLEVIG TNG UN
YOANPOP®V on, ovénon g | MOocikng
OULVOTPAVOPEPA | YOAOKVOTITIONG
oNe TG Kal ™G o&elog
alavivng pn MOcikng
YOAOKVLOTITIONG
Awropayés | Kvidmon®, EpvOnpa, dLOKTOVO,
TOV eEavonua*, EKYOU®ON, VUKTEPLVOL
d€pLOTOG KVNopog*, olomexia, 1W0PAOTES, 01O
KOl TOVL YEVIKELUEVO VIEPOPMGIa, TOL TPOCAOTOV,
vnoddplov | e&avOnua* oK, PAAPN éxCepa
1GTOV dépoTog,
deppoTition
Awotopoyég Mvoahyia, poikry | MvuookeleTikn
OV aduvvopia, dvoxopyio,
LLVOCKEAETL apBpairyia, dvoopia drxpov
KoV 0GQLOAYia,
GUGTNLOTO &Ayog Gxpov,
¢ KOl TOV pvikoi omoaopoi,
GULVOETIKOD ovyevoyia,
1GTOV HLVOGKEAETIKOG
TOVOGg
Awotopoyég [pwteivovpia, | NeppoiBiaon,
TV opatovpio KeTOvoLpia,
VEPPAOV Kol veppomideleg
TV oopmeptAoppoy
oVPOPOP® OLEVTG TNG
V 000V vocov anti-
GBM
Awtapoyég Mnvoppayia, Avormlacio
TOV £uunvog poon TpOYNAOV
AVOTOPOY® aKOVOVIOTN (uTpag),
YKo\ apnvoppoto
GUGTNLOTO
G KOl TOV
LOOTOV
levikég [Mvpeia*, Owpakikn
dwtopayés | kénwon*, piyn* | dvogopia*,
Kot GAyog*,
KOTAOTAOEL TEPUPEPTKO
¢ NG 0000 oionua,
XopMynong eGoohévion,
YPIIDONG
GUVOpPOU,
KaKovyia, GAyog
o Béon
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€yyvong

Hopaxivt AvEnpuévn Zopatiko fapog

KEG KpeoTIvivn UELOUEVO,

e€etdoEls aipotog oOUOTIKO Bapog
avénpévo,
UELOUEVOG
apBuog
£pLOPOKVLTTAP®
v, DeTiko
OTOTEAEGLLOL GE
Baktnplokn
doxooia, ,
ovgnpévn
yAvkoln
aipatog,
avénuévog
Hécog
KUTTOPIKOG
OYKOG

Kokooeig, Moiomog,

dnAnnpLa oyeTlOuevn ue

GELG Kol ™V éyyvon

EMMAOKEG avtidpaon

BepamevtiK

v

YEPIOUADV

! 211 AodEgig amod Tov 10 Tov EPNTO GLUTEPIAAUPAVOVTOL Ol GTOHOTIKOC EPMNG, OMAGC EPTNG, £PTNG TOV
YEVVITIKOV 0pYAvmV, Aoipmén omd Tov 10 Tov Eprnta, 10G ToV amAol EPINTO TOV YEVVITIKOV 0PYAVOV,
deppotition and Epmnra, amAdc oQOoAUIKOS £pmNG, 0ETIKOC 0POAOYIKOC EAEYYOC Y10, TOV 1O TOV amA0D EPINTAL.
2 ¥11c AMo®dEELC omd Tov 16 ToV £pmNTo. {OGTHPA CUUTEPIAAUPEVOVTOL OL:: pTNG {OOTAPAS, SEPHOTIKOS
dudyvtog €pmng Cootnpag, opBaiuikog Epnng (oothpag, oeBaAuKog Epmne, £pmng (OoTNPOg e EKONADCELS
omd TO VELPIKO GUGTN A, Unviyyitda and Epnnta {ooTipa.

IIeprypa@n emAEYUEVOV OVETIOOUNTOV EVEPYEIDV

O1 6pot Tov emonpuaivovion pe aotepioko (*) atov [ivaka 1 meptlapufdavovy avemBduntec evépyeieg mov
OVOPEPOVTAL MG OVTIOPAGELG OYXETILOUEVEG LE TNV EYYVOT).

Ot 6pot mov emonpaivovtal e dvo aotepiokovg (¥*) otov Ilivaka 1 mepriapufdvovy avemBOunTe evépyeleg
7oV Tapo TP ONKAY 6TO TAAIGI0 UETE TNV KVKAOPOPia, 01 0TOlEg EPPOVIGTNKAY GTNV TAELOYNPia TOV
TEPIMTAOCEDV €VTOG 1-3 nuepmv petd v €yyvon tov LEMTRADA, petd amd onotadnmote and TG 006ELg
KOTA TN S1dpKeELN TOV KOKAOV Bepameiag.

Ovdeteponevia
"Exovv avaeepBei mepuntdoeig coPapng (teprropfavorévng kot g Bavatnedpov) ovdetepomneviog evtog

2 unvav petd v €yyvon tov LEMTRADA.

Ipooil ac@IAELOC KOTA T LOKPOYPOVIO TTapokKoAoVONoN

O T010¢ TOV AVETIBVUNTOV AVTIOPAGE®DY, GLUTEPIAAUPBAVOUEVTS TNG coPapdTnTOC Kot TG apdTnToc, TOL
apoTnpnOnkay otig opddeg mov Erafav Bepomeio pe LEMTRADA amd 6ieg 115 d100€0111eg TEPLOSOVG
TapakoAovOnong, cvuneptrapfavorévey Tmv aclevav Tov Ehafov emmAEoV cuvedpies, NTOV TAPOOLOC LE
ekelvav Tov TapatnpnOnkay o eheyydueves e opaotikd mapdyovia perétes. H enintoon tov AXE ot
ocuvedpia 1 Tav vynAhdTepn G€ GUYKPION UE TIG EMOUEVEG GLVEDPIEG.

21006 0ofevelg OV GuVE oAV amd EAEYXOUEVEG KAVIKEG pLeAéteg Kat Oev Ehafav emmAéov LEMTRADA
UETA TIG apyikéc 2 ouvedpieg, To T060aTO (CLUPAVTA AVH GTOHO-£TOC) TV TEPIGGOTEPMOV AVETIOOUNTOV
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EVEPYELDV NTAV GLYKPIGIHO 1 HEEVO ota £ 3-6 og ovyKplon ue ta €t 1 kKot 2. To m060016 TV
Bupeocdkav avemBOUNTOV evepyeldv £pO0GE GTO PEYIGTO TO £TOG TPIOL KL OT) GLVEYELD LELDONKE.

Avaopd mhavoroyoduevev avemfountwyv EVEPYEIDV

H avoaeopd mboavoroyodevmv ovemBOUNTOV EVEPYEL®MV LETA amd TN YOP1YNoN UOEWS KUKAOQOPING TOV
QOPUOKEVTIKOD TPOTOVTOG elvar onpavtikh. Emtpénetl ) cvuveyn mapakorovdnomn e ox€ong opEA0VG-
KIVOOVOL TOL POPUOKEVTIKOD TPOIOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIES VYELOG VO AVOPEPOLY
0moleGONTOTE TOAVOLOYOVUEVES aVETIOOUNTES EVEPYELEG LEGM TOV €BVIKOD GUGTHULATOS OVOPOPAS OV
avaypaeetal oto [apdaptnuo V.

4.9 Ymnepooooloyia

e eleyyopeves KAiKEG dokég, 000 acbeveig e X Elafav Toxaio péxpt 60 mg LEMTRADA (dnAadn
GUVOAIKT] HOOT| Y10, TNV TTPATY GLVESPIN) L pia £yyvon katl EKOADCAY GoPapéc avTidpdoelg (KeaiaAyia,
e€avOnua kot eite vrotaon gite prefokouPixn tayvkapdia). Adceic LEMTRADA peyolvtepeg amd avtég
OV SOKIUAGTNKAV OTIG KAVIKEG LEAETEC EVOEYETOL VO ALENGOLVV TNV £VTACT 1/KaL T SIOPKELD TV
AVETOOUNTOV EVEPYELDY TTOV GYETILOVTOL e TNV EYYVON 1 TIG OVOGOAOYIKEG ETIOPAGELG TOV.

Agv vdpyel YvooTo avtidoTo yia Ty vrepdocsoroyia e aieptoviovudunnc. H aywyn aroteieitol and
SLOKOTN TNE YOPNYNONE TOV POPUAKEVTIKOD TPOIOVTOG KOl VITOGTNPIKTIKY Oepameia.

5. DAPMAKOAOTI'TKEX IATOTHTEX

5.1 ®@appoxkodvvopikig 1010TNTES

Ddappokobepomentikn Katnyopio: AvocsokataotaATikd, Exiektikd ovocoKkataotaATikd, kKodikoc ATC:
LO4AA34

Mnyaviouog dpdong

H aAeprovlovpaunn eivat £va avacLVOVOGHEVO aVOPOTOTOINUEVO LOVOKAMVIKO OVTICML TTOV TOPAYETOL
ard DNA kot otpépetan katd g yAvkompateivng CDS2 g kuttapikng empdvetog, peyébovg 21-28 kD. H
aieptovlovpaumn eivan éva kdmma avticopo IgG1 pe doun and avOpdmives LeTaPANTEG TEPLOYES Kol
oTobepEc TEPLOYEG, KO e TTEPLOYEG KOOOPIGHOD CUUTANPOUOTIKOTTOS OO LLOVOKAMVIKO OVTICMLLN
TpoKTIKOV (apovpaiov). To avticopa £yel katd tpocéyyion poplakd Bapog 150 kD.

H aAeprovlovpdaunn cuvdéetan pe 1o CDS2, éva avtiydvo Tng KUTTOPIKIG ETUPAVELNG TTOV OTAVIATOL GE
vymAd enineda ota T (CD3Y) xou to. B (CD19") Aepgoxidtrapo kot oe yaunAdtepo. eminedo ota QUOIKE,
QOVIKE KOTTAPO, TO LOVOKLTTOPO KOt T pokpoedyd. H mocdtnta tov CDS2 mov aviyvedeton ota
OVOETEPOPILQ, TO TAAGHOTOKVTTAPO KOl TO, BAACTIKG KOTTOPO TOV HUEAOD TOV 0GTOV £ival KpN 1
unodevikn. H aieptovlovpdunn dpa HECH OVTICOUATOEEAPTOUEVIC S10 KUTTAPWY EMTELOVLEVNC
KUTTOPOAVGNG Kol HECH AVGNG TOV EMITEAEITAL OTO TO CUUTANPOLLO, LETA TN CUVOEST TNG ME TNV KVTTAPIKN
emoavel tov T kot tov B Aepgokuttdpmv.

O unyoviopdg péow tov omoiov to LEMTRADA ackel tn Ogpanevtikn tov dpdom oty [1X dev £xet
dtevkpwiotel TANPOC. QoTOG0, Epevveg delyvouy OTL AGKEL AVOGOTPOTOTONTIKT dpdior HEC® eEAAEYNC Kal
EMOVATOIKIGUOD TOV AEUPOKVTTAP®YV, CUUTEPIAAUPAVOUEVOV KoL TV EENG:

- Metafoliéc otov aptBpod, Tic avaroyieg Kat TIC OIOTNTEG OPIGUEVOV AEUPOKVTTAPIKMOV VTOTANOVGU®Y HETA
) Oepamneia

- Avénuévn mapovcio puduictikdy vrorAnbucumv T kouttdpov

- AvEnuévn mapovsio T ko B Agppokvttdpov pvaung

- [Mopodikég emdpAcEL; 0€ GLOTATIKE TNG £YYEVOVG avociog (OnAadT, OVIETEPOPIA, LOKPOPAYD, PLGIK(
POVIKG KOTTOPOAL)
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H peiwon ota enineda tov kukhopopovvimv B kot T kuttdpov and to LEMTRADA kot o emakdiovbog
EMOVATOIKIGUOG TOVE EVOEYETOL VO EALOTTOVOLY TNV TOAVOTNTO VTOTPOTNC, TO 0TTOI0 TEAMK( EXPPASHVEL TNV
e&eMén g vocov.

DapLoKodVVOUKES ETOPAGELC

To LEMTRADA e&aieipet To kukhopopodvta T kot B Aeppoxidtropa petd and kabe cuvedpia, e Tig
KOTMOTOTEG TYES VO TapatnpovvTal 1 uiva petd and pio cuvedpia (To TPOLOTEPO YPOVIKO onueio LeTd ™)
Oepameio otic peréteg eaong 3). Ta Aeppokdtropa enovamolkilovy Le TNV Tpodo Tov ypdVov, UE TNV
avéaxopyn Tov B xuttdpov cuvinBng va oAokAnpmvetat evtog 6 unvav. Ot apBpol tov AeppokuTTapmv
CD3+ kot CD4+ av&avovtat o apyd mpog T0 PUGIOA0YIKO, OAAG YEVIKK OEV EMAVEPYOVTUL GTO OPYLKA
emineda péypt tovg 12 unveg petd v aywyn. To 40% tov aclevov mepinov mapovcioce GuVOAKO aptOud
AELOOKVLTTAP®V TTOV £POave TO KATMOTEPO PLGIOA0YIKO Oplo (LLN) péypt toug 6 uiveg petd and kabe
ovvedpia, Kot o 80% tv achevav nepimov glye cuvolkd apBud Aeppokvrtdpwv nov £phave to LLN
uéypt toug 12 punveg petd and kabe cuvedpia.

Ta 0vdeTEPOEIAD, TO LOVOKDTTOPM, TO OCIVOPIAL, TA PAGEOPIAN KOl TO PUGLKE POVIKE KOTTOPA
emmpedlovror povo mapodikd and to LEMTRADA.

KAwikn omoteleopuotikdTnTo Kot 0cOAAELD

H acpdieia kot 1 amotelecpotikdOtnTa TG aAeptovlovpapunng oty IIZ a&oroyndnkav oe 3
TUYOLOTOMNUEVES, TVQAES MG TTPOG TOV A.EI0AOYNTH KAWVIKES OOKIUES, GE GUYKPLON UE dPACTIKN ovoia kal o€ 1
U1 ELEYYOUEVT, TVPAN OC TPOG TOV AEIOAOYNTN LEAETT eméKTaoTg o acbeveic pe RRMS.
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O oysoroopnoc/to ONuoypoPlka otoysio Tv Msietov 1, 2. 3 kon 4 eaivovron etov Iivaxa 2.

Hivakog 2: yedraopoc Merétng ko Xoapoktnprotikd kotd tnv Evcayoyn Yo tic Meiéteg 1, 2, 3 ko 4

Acbeveig pe evepyn X, opilopevn wg tovidyictov 2

VILOTPOTEG EVTOG TV TPOTYOVUEVOV 2 ETMV.

Merét 1 Melrétn 2 Merét 3
8 . CAMMS323 CAMMS32400507
Ovopa perétng (CARE-MS I) (CARE-MS II) CAMMS223
Eleyyopevn, Eleyyouevn, toyotomompuévn, Eheyyo Hg\m’ ,
. . . , , . |Tuyoomompévn, TVEAN
Yyeow0opnog peAéTng TUYOLOTIOMUEVT], TOPAT | TVQAN G TPOC TOV AELOAOYNTH ©c TOOC ToV
®G TPOog TovV a&loroyntn Ko T 860om aglog)xoxgmtﬁ
Iotopikd vocov Acbeveig pe evepyn

[1%, oplopevn wg
ToVAGLGTOV 2
VIOTPOTEG EVTOG TOV
TPONYOOUEVOV 2 ETOV
ko 1 1 TeplocdTEPEC

PAGPeg Tov
TPOCSAUUPAVOLY
OK10YpOQIKO
Awapketo 2 & 3 ypoviat
HnOuowu6e LENET [IpwtoBepamevdpevol avr(f;cc:')ig\i{:g i i (Txrvzna‘())]:’)nsv [IpwtobBepamevodpevol
NYVLGHOG HEAETNG acOeveic piom 6& TPONYOLHEVN acOeveic
Oepomeio*
X0opoKTNPLOTIKG KOTE TNV
gL1oaymY)
Méon nlia (ypovia) 33 35 32

Méon/Aldueon diapkela
voGov

2/1,6 ypodvia.

4,5/3,8 ypovia

1,5/1,3 ypévia

Méon dudpkela
mponyovuevng Bepoameiog

yio T 1S (yprion =1 Kopia 36 unveg Koapia
(POPHIAKOD)
[Mocooto MoV eiye AdPet
>2 TPONYOVUEVEG Agv gpapudletan 28% Agv gpapudleton
Oepameiec o v [1X
Msc§n Baeuokoyta, EDSS 2.0 2.7 1.9
KOTA TNV E100y®YN

Meiétn 4
Ovopo perémg CAMMS03409
Yyedoopudg HEAETNG Mn eleyyOpevn, TVPAN OC TPOG TOV AEOAOYNTH LEAET EMEKTALONG
IAnBvopde perétng Acbeveic mov ocvppeteiyov otig peréteg CAMMS223, CAMMS323 fy

CAMMS32400507 (BA. YOpaKTNPIGTIKA OVOQOPEC TOPATAV®D)

ALQpKELDL ETEKTOONC

4 ypovio

*  Opilovtal o¢ ot acbeveig mov ekdNAmoay TovAdyiotov 1 vroTpomn Katd ) didpkela Bepamneiag pe B-
wrtepPePOVN M 0EIKN YAATIPAUEPT] 0LPOV ElY 0V OKOAOVONGEL TN Bepameia LLe TO PUPUAKEVTIKO TPOIOV emi

6 UNVEG TOLAGYIOTOV.

I To kopro telikod onpueio g peréng Pabuoroynonie ota 3 étn. H mpdcobetn mapakorovdnon napeiye
dedopéva yo éva duapeco odotnpa 4,8 etov (Léyioto 6,7).

Ta amoteléopota yuo 11 MeAéteg 1 kat 2 mapovaidlovror otov Iivaka 3.




T1g Mehéteg 1 ko 2

Mivaxag 3: Baowd Kvikd Tehka Enpeio kot Tehka Xnpeio Mayvntuag Topoypagiog (MRI) amo

Meiétq 1 Mehétn 2
CAMMS323 CAMMS32400507
‘Ovopo perétng (CARE-MSI) (CARE-MS II)
LEMTRADA | SCIFNB-1a |LEMTRADA | SC IFNB-1a
12 mg (N=187) 12 mg (N=202)
Khvikd tehkd onpeio (N=376) (N=426)
[T060616 YoTpomdV'
Etnoclonompévo mocootd votpondv 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)

Ab6yog pubpov enintmong (95% CI)

0,45 (0,32, 0,63)

0,51 (0,39, 0,65)

Meimon kivdhvov 54,9 49,4
(p<0,0001) (p<0,0001)
Avamnpia'
EmBeforwpévn Emdeivoon g
Avamnpioc [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 kivddvav (95% CI) 0,70 (0,40, 1,23) 0,58 (0,38, 0,87)
(p=0,22) (p=0,0084)
Acbeveig yopic vrotponn péypt 1o 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 ) Pabporoyia EDSS xatd
mv eloaymyn” o1o 20 'Etog -0,14 (-0,25, - | -0,14 (-0,29, |-0,17 (-0,29,-| 0,24 (0,07,
(95% CI) 0,02) 0,01) 0,05) 0,41)
(p=0,42) (p<0,0001)
Tehkd onueio MRI (0-2 étn)
Avdpéon % petafoin otov 6yko tov T2 -9,3 (-19,6, - |-6,5(-20,7, 2,5) -1,3 -1,2
Prafav oe aneikovion MRI 0,2) (p=0,14)
(p=0.31)
Acbeveig pe véeg 1 av&avopeveg o péyebog 48,5% 57,6% 46,2% 67,9%
T2 PréPec péypt o 20 'Etog (p=0,035) (p<0,0001)
Acbeveig pe Prafec mpociappivovoeg 15,4% 27,0% 18,5% 34,2%
Tadolhivio péypt to 20 ‘Etog (p=0,001) (p<0,0001)
Aocbevelg pe véeg vomukveg T1 PAdPeg 24,0% 31,4% 19,9% 38,0%
péxpt 1o 20 'Etoc (p=0,055) (p<0,0001)
Avdpeon % Metapoin oto Kidoua -0,867 -1,488 -0,615 -0,810
Eykepaiucon [Mapeyyodpatog (p<0,0001) (p=0,012)

2

1 Zvurpotevovia tedikd onueion: ARR & CDW. H pelétn Oswpeito emttuyng av gixe enttevydel

TOVAGYLETOV £Vl AT T TEAIKA ONUElR TOL GUVOETOL TPMOTEVOVTOG TEAMKOD oMpeiov.
H CDW opiotnke mg 1 ovénomn kotd tovddyiotov 1 Babud otn dievpopévn KAMpoKo Katdotaong
avamnpiog (EDSS) and o Baduoroyioa EDSS >1,0 katd v gicaywyn (avénon katd 1,5 abuod yu
aocBeveic pe xatd v etoaywyn EDSS ion pe 0) mov dtatnpnbnke ent 6 piveg.

Y ToAOYIGTNKE ¥PNCIUOTOLOVTOG £VO. UEIKTO LOVTEAOD Y10, EMOVOAUUPOVOUEVEC LETPNOEILC.
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MAvaog napokolouBnong

Bopitnta vrotporns

Ye avTioTolyi [IE TNV EMIOPAGCT] GTO TOGOGTO VITOTPOTAOV, Ol VTOGTNPIKTIKEG AVAADGELG amd T Medém 1
(CAMMS323) &de1&av 6011 70 LEMTRADA 12 mg/muépa. 0dNynoce o€ GNUAVTIKA AyOTEPOVS 000EVELS e
cofapn vrotponn mov Ppickovtayv vad aywyn ue LEMTRADA (peioon 61%, p=0,0056) kot 6g onuovtikd
AMyOTEPEC VTOTPOTES OV 0N YNOAV GE Ay®YN e otepoedn (neiwon 58%, p<0,0001) oe cuykpion pe v
IFNB-1a.

O vootpikTiKég avaidoelg amo tn Melém 2 (CAMMS32400507) £6ei&ov 61t to LEMTRADA

12 mg/mpépa 0dnyNce oe onuavtiKd Aryotepovg acheveic e coPapr vroTpont| evd Ppickoviay VIO AyOYN
ue LEMTRADA (ueioon 48%, p=0,0121) kot o6& GNUavTiKG AyOTEPEG VTOTPOTEG TOL OO YNGAV GE AYMOYN
ue otepoeldn (ueimon 56%, p<0,0001) | oe voonieia (ueimwon 55%, p=0,0045) ce chykpion pe tnv IFNB-
la.

Empfefoumpevny Peltioan s ovarnpiog(Confirmed disability improvement, CDI)

O ypovocg péypt v évapén e CDI opiotnke ¢ N peioon Kotd TovAdyiotov Evay Babud otny KAipoko
EDSS on6 pabuporoyio EDSS > 2 katd tnv eloaymyn,  onoia dtatnpnonke yio 6 piveg tovidyiotov. H CDI
glvan pétpo g eppévovoag Pertioong g avarnpioc. To 29% tov 0c0evady OV AVTIUETOTIGTKOV e
LEMTRADA onpeimcav CDI ot Melém 2, eved povo 1o 13% tov acBevadv vtd aymyn pe vroddpio IFNB-
la épBacav og avtd T0 TEAIKO onueio. H dtapopd tov otatiotikdg onpavtikr (p=0,0002).

H Merétn 3 (uerétn gdong 2 CAMMS?223) a&loAdynce v aG@AAELD KOl TNV OTOTEAEGLOTIKOTITO TOV
LEMTRADA o¢ acfeveig pue RRMS yio éva didotnpa 3 ypdvev. Ot acbeveig eiyov EDSS petaé&o 0-3,0,
ToVAdyIoTOV 2 KAVIKG emelodota [TX katd ta 2 mponyovueva xpovia kot >1 BAAPN Tpociapfdavovca
YadOoAIVIO KATA TNV 10000 TOVG 6T peAétn. Ot acBeveic dev giyav AaPel mponyoduevn Bepamneia yio v I1Z.
Ot acBeveig avripetoniomkav pe LEMTRADA 12 mg/muépa (N=108) 1| 24 mg/muépa (N=108),
YOPMYOVUEVO pio popd TNV NuUéPA Yia S nuépeg To uMve 0 Kot yia 3 nuépeg to uiva 12, 1 vmoddpla [IFNB-1a
44 ng (N=107) yopnyovuevn 3 popéc avd efdopdda yio 3 xpovia. Xapdvta €& acBeveic Elafav pia tpit
ovvedpia pe LEMTRADA 12 mg/Mmuépa 1 24 mg/muépa yio 3 nuépeg 1o uvo. 24.

210 3 xpovia, 1o LEMTRADA ehdttwoce tov kivovvo 6unvng CDW katd 76% [Aodyog kivddvev 0,24 (95%

CI: 0,110, 0,545), p<0,0006] ko1 erdrtwoe To ARR katd 67% [Adyog pubpov enintmong 0,33 (95% CI:
0,196, 0,552), p<0,0001] o¢ ovykpion pe tnv vrodopio IFNB-1a. To LEMTRADA 12 mg/mpépa 0dnynoce oe
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onuavTikd yaunAotepec fabporoyiec EDSS (BeAtimpéveg e ouykpion pe tig Pabporoyieg kotd tnv
gloaymyn) et 2 ypévia Tapakorovdnong, o€ ovykpion pe tnv IFNB-1a (p<0,0001).

AedOUEVO. HAKPOYPOVIOS OTTOTELETUATIKOTHTOS

H Meiét 4 frav pia @dong 3, TOAVKEVTIPIKY], OVOIKTY], TVPAN ®G TPOG TOV AI0A0YNTY LEAETY ETEKTAONG
NG MOTEAEGLOTIKOTNTAG KOl TG ao@irelag Yia acbeveic pe RRMS ot omoiot cuppeteiyav otig Meiéteg 1,
2 M 3 (mponyoduevec HEAETEG PAonG 3 Kot 2) Yo TNV AEoAOYNoN TG LOKPOYXPOVING OMOTEAEGLLATIKOTITOC
kot aopdieiag tov LEMTRADA. H pelétn mopéyet 6edopéva yio TV OTOTELECUATIKOTNTO KOt TNV
acaiela o pia dtdpeon mepiodo 6 etdv amd v Evtaln otig Meiétec 1 kot 2. O acBeveic otn perétn
eméktaons (MeAiétn 4) TAnpodcay ta kpitipla Yo vo Adfovv, Kot enikAnon, emmAéov cuvedpieg pe
LEMTRADA x0témiy TEKUNPIOUEVIG ETAVELPAVIONG EVEPYOTNTAS TNG VOGOV, TOV 0pIcTNKE MG ELPAVIOT >
1 votponng g I1Z kaun > 2 vémv 1 av&avopevov BAapdv otov YKEQOLO 1] 6TO VOTIOIO HVEAd 6N
payvntikn topoypagio (MRI). Ow tpdcbeteg cuvedpieg LEMTRADA yopnyndnkav wg 12 mg/muépa yia 3
dradoycég nuépes (cuvolikn| d6om 36 mg), TovAdyloToV 12 Pfveg HETA amd TNV TPONYOOUEVT] GLUVESPI.

21 Mehém 4 evtdyOnkov to 91,8 % tov acbevav tov éhafav LEMTRADA 12 mg otig MeAéteg 1 kon 2.
To 82,7% avtdv tov acBevidv ohokAnpocoy ) pekém. Iepintov 1o fuow (51,2%) tov acbevav tov
éafov apyikd LEMTRADA 12 mgmuépa ot Mehétn 1 M 2 kan evidyOnkav ot Merét 4, ElaPav poévo
T1 2 apyikég ovvedpieg LEMTRADA kot kapio GAAN Tpomomomtikn g vocov Bepameia kad’ 6An
dupkeln TV 6 ETOV TopaKoAoVONONG.

To 46,6% tov acbevav mov Elafav apyikd LEMTRADA 12 mg/mpépa ot Merétn 1 1 2 élafav emmiéov
oLVEdPiEC KATOMY TEKUNPLOUEVOV EVOEiEemV evepydnTag TG TIZ (votponn ko) MRI) kot g amdpacng
Tov Bepdmovtog 1tpov yia emavévapén tng Oepameiog. Kavéva yopaktnpiotikd katd TV €i6000 6T HeAETN
dgv 001YNGE GTOV EVIOMICUO TV 0cOeV®V 01 omoiot apydtepa Bo Aaupavay pio 1 TeplocoTEPES EMTALOV
ocuvedpiec.

Koaf’ 6An m didpkeln Tv 6 etdv and v apykn Oepareio pe LEMTRADA, ot acBeveic mov cuvéyicay ot
@aomn mapakoiovinong enéde&ay Tocootd VIoTpomng ¢ [1X, oynuaticpod eyKeQolkdv PAaBdV 6TV
MRI kot am®AEOG EYKEQOUAIKOD OYKOV TTOL NTOV GE GLULPMOVIN LE TIC EMOPAcELS TG Oepameiag pe
LEMTRADA mov mapotnpndnkay kotd tn ddpkela tov Meletdv 1 kat 2, KaBdg emiong Kot og €t T0
mieiotov, otabepéc N Peltiopévec Pabuoloyieg avannpiag. Xvumepiiapfovouévng g Topakorovdnong
otn perétn 4 (enéktaong), ol acBeveic mov apykd Bepamevtniov pe LEMTRADA otig peléteg 1 kon 2,
avtioTtotya, glyav etnolomomuévo appd vrotponamyv 0,17 kot 0,23, emPePfoarmpévn emdeivmon g
avannpiog 22,3 % xat 29,7 %, eved emPePoaropévn Pertioon g avarnpiog enetedydn o€ 32,7% ko 42,5 %
Ye kGO va ypdvo amd ™ perétn 4, ol aobeveig kot amd Tig 000 HEAETEC GLUVENICAY VO SElYVOLV Eval
pupdtepo kivovvo oynpatiopov vémv T2 (27,4% émg 33,2%) 1 evioyvpévev pe yadorivio Brapav (9,4%
€mg 13,5 %) xot 10 S1GLECO ETNCLOTOUUEVO TOGOGTO AALAYDV GTO KAGGLO TOV EYKEPUAUKOV TAPEYYVHLOTOG
ropovotay and 0,19 % ce — 0,09 %.

Avapeco otovg acbeveig mov Edafav pia 1 600 emmAéov cuvedpieg ue LEMTRADA, mopotnpnoniay
Bertidoelg 6To T0606TO VITOTPOTTAV, TNV MRI evepydtnta ko 10 péco Pabud avamnpiog katd tnv
emavaAnyn g Bepaneiog (cuvedpieg 3 ko 4) dtav cuykpidnkay pe v ékPacn to Tponyoduevo €tog. I't
ovTov¢ ToVG 0ebeveic, TO ETNGLOTOMUEVO TOGOGTO VIOTPOTMOV pelmOnke amd 0,79 10 TPOoNYOLLEVO £TOG OO
1 ovvedpia 3 o 0,18 10 emduevo £tog kot 1 péon Pabporoyio oty EDSS and 2,89 o¢ 2,69. To mocooto
TV aclevov pe véeg 1 avEavopeveg T2 BAdPeg peiddnke and 50,8% 1o €10G Tpv amd ) cvvedpia 3 oe
35,9% éva £10G apyOTEPO KO Ol EVIGYVUEVEG LE Yad0ATVIO PAGPeg amd 32,2 % og 11,9 %. [Tapdpoteg
BeATioELS GTO £TNGLOTOMUEVO TOGOGTO VITOTPOTTMV, TN Uéom Pabuoroyia otv EDSS kot tig véeg 1
avéavopeveg T2 kat evioyvuéveg pe yadorivio BAaPeg mopatnpndnkoy petd ord m cvvedpia 4, 6tav
oLYKPIONKAY e TO aUESOC TPONYOUUEVO £T0C. AVTEG Ol BEATIMGELS SLATNPNONKOAV GTI GLVEXELL, OAAG OE
uropotv va e&ayfovv GUUTEPAGLATO GYETIKG LLE TN LOKPOXPOVIL OTOTEAECUATIKOTNTA (T 3 Kot 4 €N petd
amo Tig emmAéov cuvedpieg) yiati moAlol acbeveic copTANP®GAV TN UEAETN TPV VA PTACOVY GE AVTA TA
ypoviKa onpeio.

Ta 0péAn Kot o1 Kivouvol amd T xopNynon S5 N TePIecOTEPOY GUVESPIMY dEV £YOVV TEKUNPL®OEL TANP®G.
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Avoooyovikothto,

Onwg pe 6Aeg Tig BepamenTiKég TpmTEIVES, LIAPYEL TOAVOTNTO Yio avosoyovikoTnta. Ta dedopéva
avTikatonTpilovy 10 T0606TO TV 0eOEVAOY TV 0ol To. anoteAéopato e&étaong OewpnOnkay Betikd yia
OVTICOUOTO KOt TNG aheptov{ovpdumng, pue pio eviupikn sokiurn avocsorpocspognons (ELISA) kot
emPeforddOnKav pe o Sokiun ovTaymvioTikng déopevons. Ta Betucd detypota a&loloyndniay mepoitépm
yio eVOEIEELG OVOICTOANG in vitro pe xpron pag pebodov kuttapopetpiog pons. Ot acbeveic oe KAViKEG
doxuég yio v IX édmoav detypato opov otov 1, otoug 3 kot atovg 12 univec petd and kabe cuvedpia, yio
V0. TPOGAIOPIGTOHY TO AVTICOUATO KOTA TG odeptovlovpaunng. To 85% mepinmov tov acbevadv mov Erapav
LEMTRADA ntav Betikol yio avTicOUato Katd TS oAepittovlovudpumng Kotd ) didpkela tng LEAETNG Kot
70 >90% avtoOV TOV aclevdv NTav eniong BETIKOL Y10 OVIIGMOUOTA TOV OVEGTEALOV T1 OEGIEVLGT TNG
aieptov{ovpaunng in vitro. Ot acBeveic TOL OVETTLEAY OVTICOUOTO KATA TNG AAEUTOVLOVUAUTNG, TO
ékovay péypt Toug 15 pveg petd v apyikn éxbeon. Xtn d1dpkeia 2 cuvedpldV dev VANPEE GVOYETION TNG
TOPOVGIOG AVTICOUAT®V KOTA TNG AAEUTOVLOVUAUTNG 1) OVOGTOATIKOV AVIICOUATOV KOTA TNG

oAepTOL OVUAUTNG LE UEIMON OTNV ATOTELEGLATIKOTNTO, LETAPOAT GTN POPLOKOSVVOLIKT 1 ELPAVION
AVETOOUNTOV EVEPYELDV, CUUTEPIAAUPAVOLEVAOV KOl TV avTIOpAcemv Tov oyetilovtat pe tnv £yxvon. Ot
VYMAOL TITAOL AVTICOUAT®V KAUTA TNG AAEUTOVLOVIAUTNG TTOV TTopaThPONKAV GE Oplopévoug 0obeveic
CLOYETIOTNKAY e UN TANPN eEGAEYT TOV AEUPOKLTTAP®VY LETO TNV TpiTn N TNV TE€TOPTN GVLVEDPIia, OAAG eV
TapaTNPNONKE GOENG EMIOPACT TOV AVTICOUATOV KOTA TNG AAEUTOV{OVUAUTNG OTO TPOPIA KAVIKNG
amotelecnaTKOTNTOG 1] aopdielag tov LEMTRADA.

H enintoon tov avilcopdtov £apTdtol GNUAVTIKA amd TnY evatctnacio kot Ty edkdtnTa g uedddov
avéAivonc. EmmAéov, n mapatnpoduevn eninTtmon OeTikod anoTeAEGUOTOS Y10 TO. OVTIGMLLOTOL
(cvumepAAUPOVOUEVEOV KOl TMV OVOCTOATIKOV OVIICOUATOV) 6€ Kamola péB0do avaivong evoéyeTal va
emmpedletor amd SLAPopove TAPAYOVTIES, OTMC 1 LeBodoAoYia TG AvEAAVONG, O YEPIGUOC TV SEYHATOV, O
APOVOG OELYLOTOAN YOG, TO GUYXOPNYOVUEVA PAPLOKO KOt 1] DVTOKEIEVT VOo0GS. [ Tovg AdYoug owtovg, 1
GLYKPLoT TG enimtoons tov aviicoudtov Kotd tov LEMTRADA e v enintoon tov aviicopdtov
Evavtl GAA®V TPOTOVT®V UITopel Vo ival TopamAavnTik.

Iodratpukodc TAnfuvoude

O Evpomnaikoc Opyoviopuog opudkmv Exel SOGEL amaAloyn and TNV VToYPEMST VIOBOANG TV
oamoterecpdtov Towv peretdv ue to LEMTRADA cg maudid amd ) yévvnon £wg Ayotepo tov 10 etdv yo
TN OEpamEVTIKT OVTIUETMMION TG TOAAATANG oKANpLveNC (PAETE mapdypo@o 4.2 Y10, TANPOPOPIEC GYETIKA
LE TNV ToUdLOTPIKT ¥p1on).

O Evpomnaikoc Opyoviouds apudkmv Exel 0OGEL avaPoin amd TV vIToxpE®oT VITOPOANG TV
amoteleopdtov Tov peretdv pe to LEMTRADA og pia 1§ TEpIoGOTEPES VTOKATNYOPIEG TOV TOOLUTPIKOD
mnBucpod otnv RRMS (BAéme mapdypao 4.2 yio TANPOQOpIies GYETIKA LE TV TodUTPIKT| Yp1IoN).

5.2 ®@oppokokivnTikES WO10TNTEG

H poppoakokivntikny g aieptovlovpdunng aloloyndnke o 216 cuvoiikd acbeveic pe RRMS, o1 omoiot
Ehafoav evoopAiéPieg eyyvoeis gite 12 mg/muépa 1 24 mg/muépa o€ 5 d1ad0yIKEG NUEPES, AkOAOVOOVUEVES
amd 3 dradoyucéc NuEpec otoug 12 pnveg PETA TV apyikn cuvedpia. Ot CLYKEVIPOGELS GTOV 0pd awEdvovtay
UE KGO emOUEVT] YOPNYNOT HLOG GLUVEDPIAS, LE TIC VYNAOTEPEC GUYKEVIPMOGELS VO TAPATNPOVVTOL UETE, TNV
tehevtaia £yyvon ke cvvedpiag. H yopniynon 12 mg/mpépa anédmoe péon Cmax 3014 ng/ml v nuépa 5
™G TPMTNG cuvedpiag kot 2276 ng/ml v nuépa 3 g devtepng cuvedpiog. O ypdvoc nuiceag Lone o nTav
nepimov 4-5 NuéPEC Kot NTOV GLYKPIGLOG HETOED TV GUVESPIDYV, KOTAAYOVTOG O YUUNAEG 1 UN
OVIYVEVGIUEG GUYKEVTIPMGELS 6TOV 0pd péca og 30 Tepimov nuépeg HETA amd kdbe cuvedpia.

H oieprovlovpdunn etvar mpoteivn yroo tnv omoio 1 avolevopevn 000G LETAPOAIGLOD glval 1] ATOtkodOUNoN
0€ LKPQ TETTIOW, KOl LEUOVMUEVO OUVOEED ATt EVPEMG DIECTIOPUEVA TPMOTEOALTIKG Evivpa. Agv Exovv
oe€ayBel Khaoowég pehéteg PLOUETAGYNULATIGUOV.

A76 to Srabéoipa dedopéva dev umopovv vo e&oyBobv cuumePAGLOTA Y10, TV EXLOPAOCT] TNG PLANG KOL TOV

@O0V 0T PapHOKOKIVNTIKY TG adeptoviovpaunne. H poappokokivntikng g oAeptovlovpaunng otnyv
RRMS 6gv €xet pehetnBel oe acbeveic nhikiog 55 etdv Kot Gve.
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5.3 IIpoxivikd dedopéva Yo TNV 0.6QALELN

Koapkwvoyéveon kon petairofroyéveon

Agv &yovv d1e€oyOel LeAETEC Y100 TNV EKTIUNGN TOL KAPKIVOYOVOL 1 LETOAAAELOYOVOL SUVOUKOD TNG
oaieptovlovpdumng.

ToviudtnTo Kot avoropay®yn

H ayoyn pe evooprépia areptovlovpaunn o d6ceig uéypt 10 mg/kg/muépa, yopnyovueveg emi 5 dtadoyukég
nuépeg (AUC 7,1 popég peyodvtepn amod tnv £kfeon Tov avOp®dITov 6T GLVIGTMUEVT NUEPNGLo. 0OGN) devV
glye Kapio enidopaon ot YOVILOTNTO KoL GTNV GVOTOPOY®YIKN 003001 APGEVIKMY S10,yOVIOUK®DY TOVIIKOV
pe avBpomvo CDS52. O apBuog tov pustoroyikdv oreppotolmapinv nrov onpoviikd peiwpévos (<10%)
o€ GY£0N L€ TOVG LAPTVPES KOl TO TOCOGTO AVAOUAAW®Y GTEPHOTOL®api®V (e AmOGTaoT 1| AITovGiol
KeQUANG) Nty onuavticd avénpévo (pexpt 3%). 201000, 01 OAMAYES OVTES dEV ENNPLAGOV T YOVILOTNTA
Kol GUVETAOG dgv BepnOnkav ducpeveis.

Y& OnAvkoivg movtikobg mwov Ehapav evdopréfia adeptovlovpaunn péxpt 10 mg/kgmuépa (AUC 4,7 @opéc
HeYOADTEPN amd TNV £KOECT] TOV AVOPOTOV GTN CLVIGTMOUEVT UEPTIOLOL dOOT)) €L 5 SLUDOYIKES NUEPES TPV
1 GVVOTTOPEN LE APCEVIKOVG TOVTIKOVG Glyplov TOTOV, 0 HEGOG APOG YP®OV COUATIOV KOl TV onpeimv
EUPVTEVOTG OVA TOVTIKO NTOV CNUOVTIKA HEWWUEVOS GE GUYKPIoT Ue Ta Tepapatdlma mov EAafav popéa
uovo. Xe oxon Ue TOVG LAPTLPEG TTOL EAAPOV OPEX, 01 KLOPOPOVVTEC TOVTIKOL TOV EAPaV

10 mg/kg/muépa mapovoiacay peiopévn avénon Bapovg katd tnv kbdnon.

Mo peAéTn avamopay®yIkng ToEIKOTNTUG GE KLOPOPOVVTEC TOVTIIKOVE TOL EKTEOMKAV G€ EVOOPAEPLEG dOTELG
aieptovlovpapmng puéxpt ta 10 mg/kgmuépa (AUC 2,4 popég peyardtepn and v £kBeom tov avlpdmov
OTN CLVIGTOUEVT 060N TV 12 mg/Muépa) emi 5 dradoykég NUEPES KATA TNV KUNOT Eixe ©G AmoTéEALECHA TN
ONUAVTIKT aOENGN 6TOV aplOUd TOV UNTEPOV TV 0ToimV OAa Ta EUPpua vekpmbnkay 1 aroppo@nonkay, Ie
TapdAANAN peiwon otov appud tov untépov pe frociua uPpoa. Aev Tapatnpndnke kapio dvomiocio N
TAPOALUYT TOV EEMTEPIKOV SOUDY, TOV LOAOKOV LOPIMV 1] TOL CKEAETOD G€ OOGELG UEYPL TAL

10 mg/kgmpépa.

Metapopd d1opécon ToOL TAAKOVVTO Kot THavH GOPUAKOAOYIKN dpAct TG AAEUTOVLOVUAUTNG
TOPOTNPNONKAY GE TOVTIKOVG KOTA TNV KOG Kot LETE TOV TOKETO. L& PLEAETEG GE TOVTIKOVG
napoTNPENONKay PHETOPOAEC GTOV aPOUO TOV AEUPOKVTIAP®VY GE VEOYVA TOV EKTEOMKAY GTNV
aAeptovlovpaunn Katd tn Siapkeld TG Kumong, oe dooelg 3 mg/kg/muépa eni 5 dradoyicég nuépeg (AUC
ton pe 0,6 popéc v €kBeom Tov AvBPOTOL GTN GUVICTOUEVT 060N TV 12 mg/Muépa). H yvootikn, 1
COUOTIKY Kot 1] 6eE0VOAKT AVATTLEN TOV VEOYVMV TOL EKTEOMKAY KATA TN YoAovyio o€ SOCELS
aieptovlovpaunng uéxpt 10 mg/kg/mpuépa dev ennpedotnioy.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kaotaroyog ekdoywv

AwdTplo poceopiko, dwdpko (E339)
ABvlevodiopvotetpao&ikd Svatplo ahag
KdaAio yhoprovyo (ES08)

Kdéio poopopikd diteo&vo (E340)
[MolvcopPd 80 (E433)

Ndétpio yAoplovyo

Yowp yio evéoiua
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6.2 Aovppatrétnreg

EAAetyel peletdv oyetikdv pe m cupPatdtnta, 10 TopOV QOPUOKEVTIKO TPOidV OV TPEMEL Va
OVOUELYVOETOL e GANN POPLOKEVTIKA TPOTOVTO EKTOC OVTMV TOL OVAPEPOVTOL OTIV TAPAYPOPO 6.6.

6.3 Awdpkero Cong

Hvokvo ddhvua
3 xpovia

Apoiopévo duloua

XNUKR Kot eUOIKY oTafepdTnTa Katd Tn dtdprela TG ¥pnong Exel KatadetyBel yia 8 dpeg otovg 2°C — 8°C.
Ao pikpoProroyikr| oy, GUVIGTATOL AVTO TO TPOIOV va ypnoitomoteitarl apécms. Edv oev
ypnoomoinfel apuécms, o xpOVog EOANENG KOTA TN (PNOT KOl Ol GLVONKES TPV OO TN XPTOT| OTOTEAOVV
€v0vv” TOV YPNOTN Ko O B Tpémet va vepPaivouy Tig 8 dpeg oTovg 2°C — 8°C, v7td mTpocTasio amd TO
¢wgG.

6.4 Iowitepeg Tpo@uAGEELS KaTE TN POAAEN TOV TPOiIdVTOG

Mvkvé sdivpa

dvidooete og yoyeio (2°C — 8°C).

Mnv KatoyoyeTe.

Ddvidcoete T0 PLOAISI0 6T0 EEMTEPIKO KOVTI Y10 VOL TPOGTOTEVETAL ATTO TO PG,

IMa T oVVONKEG SLOTPNONG LETA TNV 0POLMGCT) TOL PAPUOKEVTIKOD TPOTOVTOC, PA. Tapdypapo 6.3.

6.5 ®@Vo1 KO GVOTUTIKA TOV TEPLEKTN

To LEMTRADA dwatifston o€ d100y£¢ VAAVO QLoAido Tov 2 ml, te Tdp E16YMPNOoTNG ard EAUCTIKO
BouvtvAiov kot cEpayion aceareiog and oAoVUIVIO PE TAAGTIKO omooTdpevo Topo (flip-off).

Méyebog cvokevaciog: kovti pe 1 praiidio.
6.6 Iowitepeg TPOPULAGEELS OOPPLYNGS KOl GALOG YEPLONOG

To mepieyopevo tov Plaadiov Ba mpénet va eEeTdleTon TPV TN YOPNYNOT YO TUYOV TAPOVGIC COLUATIOIKOD
VAoV N aAroiwon Tov ypopaticpoV. Na un ypnoyoroindet eav vdpyel GOUATISINKO DAIKO 1) €0V TO
TUKVO dtdlvpa £xel LVTOOTEL GAAOIMGT TOL YPOUOTIGHOD.

Mnyv avokwveite o roAidio Tpy Tn yp1on.

Mo evooeAéfua yopriynom, avappoenote 1,2 ml LEMTRADA amd to ¢uoAidio cg pio copryya,
epappolovrag donmn teyvikn. Eyyvote v mocotnta avti o 100 ml SoAdpatog yAopiovyov votpiov
9 mg/ml (0,9%) ywa éyyvon 1 dteAvpatog YAukoing (5%) yia £yyvomn. Avtd To EOPUAKEVTIKO TPOIOV deV
TPETEL VO OPADVETOL PE AAAOVG O10ADTES. O odikog Ba Tpémel KATOTY VoL OVAGTPOPEL LOANKE, Y10l VL,
avapybei To dSidAvpa.

Amonteiton Tpocoyn Yo vo SlGPAAGTEL 1] AoTYio TOV TOPUCKEVACUEVOD SIOAVUATOC. ZVVIGTATOL TO
apoI@UEVO TPOioV va yopnyeitar apéoms. Kabe proridio mpoopiletot yia pio pdvo ypnomn.

Ka0e oypnoiplonointo eoprokenTikd mpoiov 1 VTOAELLLO TPEMEL VO OTOPPITTETUL COLPOVO LE TIC KOTA

TOMOVG 10YVOVOEG GYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX
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Sanofi Belgium

Leonardo Da Vincilaan 19

B-1831 Diegem

Béiyo

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/869/001

9. HMEPOMHNIA MMPQTHX EI'KPIZXHY/ANANEQXHY. THX AAEIAX
Huepounvia mpog éykpiong: 12 ZemteuPpiov 2013

Huepopunvia tedevtaiog avavémong: 2 IovAiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLIKA GTOLYEIN VIO TO TUPOV POPUAKEVTIKO TPOiOV elvar d100éctpa 6ToV SIKTLOKO TOTO
tov Evponaikov Opyoviopod Qopudxmy: http://www.ema.europa.eu.
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ITAPAPTHMA 1I

HHAPATI'QI'OX THX BIOAOTI'IKQX APAXTIKHYE OYXIAYX KAI
IHAPAT'QI'OI YIIEYOYNOI I'TA THN AITIOAEXMEYXH TQN
ITAPTIAQN

OPOI'H TIEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMIOTEAEZIMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPATI'QIox THX BIOAOT'IKQX APAXTIKHX OYXIAX KAI ITAPAT'QI'OI YIIEYOYNOI
I'TA THN AITIOAEEMEYXZH TQN ITAPTIAQN

Ovopa kat d1evfvven tov Topaywyon The PLOAOYIKMOC SPUGTIKAC OVGIOC

Boehringer Ingelheim Pharma GmbH & Co. KG
Birkendorfer Stralle 65

88397 Biberach an der Riss

I'EPMANIA

Ovopa xai dievfuvon Tov Tapay®mydv Tov gival vtevhuvol Yo TV ATodEGLELCN TV TOPTIOWV

Genzyme Limited
37 Hollands Road
Haverhill

Suffolk

CB9 8PU
Hvouévo Baciielo

Genzyme Ireland Limited
IDA Industrial Park

Old Kilmeaden Road
Waterford

Iphavdia

270 £VTUTTO POALO 0OM YLDV YPNONG TOV PAPUAKEVTIKOD TPOIOVTOG TPETEL VAL OVALYPAPETOL TO OVOLLOL KOL
devBvvon tov mapaywyov Tov eivatl LIEHOVYVOS Yol TNV ATOSEGUEVTT) TG CYETIKNG TOPTIOUGC.

B. OPOI'H OI HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoappokevTIKd TPoidV Yo To 0Toio amatteitan TEPLOPIoUEVT 1aTPIkn cuvtayn (PA. mapdptnua I: TlepiAnyn
tov Xapaktplotikdv tov [Ipoidvtoc, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAYX KYKAO®OPIAX

o Ex0¢oe1g meprodikng mapakorovdnong g acparelag

Ot amoitnoelg yio TNV vToPoAr EKOEGEDV TEPLOSIKNG TAPAKOAOHONGNC TNG ACPAAELNG Y10 TO €V AOY®
QOPUOKEVTIKO TPoidV opilovtal 6Tov KatdAoyo Le T nuepounvieg avapopds e Evmong (katdAoyog

EURD) mov mapartifetat otny mopdypoaeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kéOe
EMAKOAOVONG EMKALPOTOINGNC OTME SNUOCIEVETUL GTIV EVPMTOIKT OIKTVOKT TOAN Y10 TOL QAP LOKAL.

A. OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH XPHXH
TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Ipocowpva pétpa

Néa Oepaneia Oo npénet va Eexva povo o evijhikeg aobevelg pe vymAng evepyotntag vroTpomalovca-
dlodeimovsa TOAAATAT) GKANPLVGT), TAPA T1 XOPNYNOT| EVOS TANPOLG KOl ETAPKOVG KUKAOL Oepameiog e
TOVAGLGTOV 30O GALEC TpoTOTOINTIKEG TNG VOooL Oepaneiec (DMT), 1 evidikeg acBeveic pe vynAng
evepydmrag RRMS otoug omoiovg 6Aeg ot direg DMT avtevoeikvovton 1} dev givat KatdAANAES Yo GAAOVG
AbYOLG.
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. Yyéoro Awoyeiprong Kivovvoo (ZAK)

O Karoyog Adetag Kukhopopiog Ba dieEaydyet Tig amattodpeves SpactnplotnTeS Kot TapeUPAcelg
(QOPUAKOETOYpOTYNONG OTI®G Tapovctdlovial to cuuemvndév ZAK mov napovoidletol otnv
evotmra 1.8.2 ¢ ddelag KuKAOQOPIog Kot 0T0lEGONTOTE EMUKOAOVOEC EYKEKPIUEVEC avaDemPNoELg
tov ZAK.

"‘Eva emaiporompévo XAK Oa wpénet va katotedei:
e uetd and aitnpa tov Evponaikod opyavicpod Oapudkov,
® OTIOTEONTTOTE TPOTOTOIEITAL TO GVUGTILLA SLOXEIPIOTG KIVOVVOL, EIGTKA MO OTOTEAEG U ANYNG VEDV
TANPOPOPLDY TOV UTOPOVY VOl ETLPEPOVY GNUAVTIKN OAAXYT GTN GYECT] 0QELOVC-KIVOHVOL 1| ™G
OTOTEAEGLA TNG EMITEVLENG EVOG CNUAVTIKOD OPOCTLLOV (QAPLOKOETAYPVOTVIION 1] EAOYIGTOTOINGN
Kvdvvov).

Edv n vopoin pog EITTA kon 1 emkaponoinomn tov ZAK cvuzintovv, duvator vo kotatefovv
TAVTOYPOVAL.

. EmnapoocOeto pétpa ehayiotonoinons Kivovvov

[pwv va Bécel 0 Tpoidy og kKukAoopia oe kdOe Kpdtog Mélog, o Katoyog g Adetag Kukiopopiag (KAK)
0o TpEMEL VO CUUPMVIACEL GE Eva EKTAdEVTIKO TPOYpappa Yio Tovg Erayyeipotiec otov Topéa g Yyelag
Kol Tovg acBevei pe 1ig EOvikég Apuddiec Apyéc.

O KAK zmpénet va dtacparicet 6ti, petd amd cu{ntnon kot copeovia pe 1ig EOvikég Appodieg Apyég ot
ké0e Kpdtog Mélog 6mov to LEMTRADA kvkhogopet, kKatd ) B€om o€ kukhopopio Kot petd omd tn 8éon
6€ KUKAOPOpPin, 68 OAOVG TOLG LATPOVS TTOV AVAREVETAL VO suvTayoypopricovy o LEMTRADA mapéyeton
€V0L EMIKALPOTOMUEVO EKTTOLOEVTIKO VAIKO TTOV VoL TEPLEYEL Ta. akOA0VOa GTOoLYE DL

[epiinym tov Xapaktnpiotikodv tov [poiovrog (ITXIT)
OdMyos Yo emaryyeALOTIEG GTOV TOUEN TNG VYELOG
Kotdhoyog eléyyov cuvtayoypdpov

OdNyds yuo acBeveig

Kdépra [Tpogidomoinong Achevoig

0O 0Oonyog o Erayyelpotieg otov Topéa g Yysiog npénel va mepiéyel To akdAovba factkd ototyeio:
1. [Meprypaon tov Kivdovav mov oyetiCovral pe  ypnon tov LEMTRADA ovopootikd:
e Avrtodvoon Opoufonevikn [opevpa (ITP)
o Neppomdfeieg mepthapfavopévev tng vosov Kotd e Pacikng Hepppavng Tov onelpdpotog (anti-
GBM)
o BOUPLoeldIKES dUTOPAYES

2. 2VOTAGELG Y10 TNV AUPALVOT TOV KIVOOVOV QUTOV LECH TNG OTOPUITTNG GUUPOVAEVTIKNG,
TOPOKOAOVONGNG Kot AVTIHETOTIONG TOV acBevoic.

3. Mo Topdypopo «XvyvEG EPMTNGELS KOl OTOVTTGELS)

O KaTaAoYog ELEYYOV GUVTAYOYPAPOV TPETEL VO, TEPLEYEL TA 0KOAOVOO Pacikd oToyeia:

Kotdhoyog e Tic €E€TAGEIC TOV TPETEL VAL YIVOLV Y10 TOV 0pYIKO TPOANTTIKO EAEYYO TOV acBevoic

O kVKhog TV gpPolMacudV TPETEL VO £XEL OAOKANPp®OEL 6 BSOAdEG TPV OO TNV Ory@Y™|

"Eleyyot Tponyodevng GOpUOKEVTIKNAG AY®YNG, YEVIKNG VYELONG KOl EYKVHOGUVNG KOl AVTICOAANYNG

TPV Ao TNV AYWOYN

4. Evépyetec maparxorodOnong kotd ™ Stdpkeln TG oy@yng Kot yio 4 xpovia LETE TV TeEAELTOIN
oryoym

5. E1d1n avagopd 610 YEYOVOC 0TL 0 acBevig Exel TANPOPOPNOEL KOl KATOVONGEL TOVG KIVOUVOUG TV
cofapmv VTOAVOGMVY Sl0TAPAXDV, AOUMEEDY KOl KOKONOEIDV KOl TO LETPO, VIOl TNV
EAAYLOTOTOINGT TOVG

W=
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O 00176g Yo asBeveic npémel va mepiéyetl To axdAovo, factkd ototyeio:

L.

3.

4.

Mio, Teprypapn Tov kKivduvev mov oyetifovral pe ) ypiorn tov LEMTRADA cuykekpiuéva:

o Avtodvoon Opopponevikn mopevpa (ITP)

o Neppomdfeteg, copmeptropfavopévng g vooov katd g Pacikng pepppivng Tov
onelpdpotoc (anti-GBM)

. BOvpeoeldIKEC dlaTapayis

. YoBopég AOUDEELG

Mia, Teptypapn TV GNUEIDY KOl CUUTTOUATOV TOV AVTOAVOCHOY KIVOOVEOY

Mia. Teptypapr] TOL KAADTEPOV TPOTOL dPAONG, G TEPITTMGT TOV TAPOVGLUGTOVY GTUELN Kot
CUUTTOUOTO CVTAOV TOV KIVOOUVOV (T.). «IIhg va emKovmVvINGETE [LE TOVS ITPOVG GAGY)
2VOTACELG Y10, TOV GYEOLAGLO TOV TPOYPALLLUATOC TAPOKOAOVONGNG

H Kdapta [pogidonoinong AcBevoic npénel va meptlapfavet ta akéAovba facikcd ototyeio:

1.

‘Eva uivopa Tpogtdomoinong yia tovg Emayyeipatiec otov Topéa g Yyelag mov mepiBdAntovy tov

acOevi avd mdoa oTyun, TEPILOUPBAVOUEV®Y TOV EXELYOVIMV TEPIGTAUTIKAOV, TO 0010 B0, avapépet
011 0 acBevic avtpetoniletan Oepanevticd pe LEMTRADA
Ot n Oepaneio pe LEMTRADA gvdéyetat vo avEncet Tov Kivouvo yia:

. Avtodvoon Bpopforevikny mopevpa (ITP)

. Neppondbeieg, couneprrappfovopévng e vooov Katd e factkng peppdvng tov
onelpapotog (anti-GBM)

o OLPEOEIDIKES SLOTAPAYES

o YoPapéc Aopméelg

Xroryela emkowvmviag pe Tov wtpd mov cvvtayoypapei to LEMTRADA
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EHNTXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI/ZXYXKEYAZXIA

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

LEMTRADA 12 mg mokvo 61dAvpa Y10 ToPpacKELT SI0ADUATOG TTPOG £YXVON
oreptovlovpdumn

| 2. YXYNOEXH XE APAXTIKH(EY) OYXIA(EX)

Ka0e praridwo mepiéyet 12 mg adeptovlovpdunng og 1,2 ml (10 mg/ml).

3. KATAAOI'OX EKAOXQN

E339, aifvievodiapvotetpaoéikd dwvatpilo drag, ES08, E340, E433, vatpio yAwpiovyo, DOmp Yo EVEGIUO

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

[Mokvo d1aAvue. Yo TOPACKELT SLOADUOTOG TPOG EYYLON
1 @loAiolo
12 mg/1,2 ml

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

AwPaote T0 GOALO 0ONYIOV YPNONG TPV OO TN XOPNYNOT.
EvdopiéPia yprion.
Noa yopnyeiton evidg 8 wpdv PeTd TNV apaicwon.

6. EIAIKH ITPOEIAOIIOIHEIH LYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO ITPOION
ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA

Noa puAdooetal og 0éon, Tnv omoia dev PAEmOLV Kal dev mpooeyyilovy To Toudid.

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

| 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX OYAAEHX

DdvAidcoete T0 PLOAISI0 6T0 EEMTEPIKO KOVTI Y10 VO TPOGTOTEVETAL ATTO TO PG,
dvAdooete og yoyeio.
Mnv KatoyOYETE KOl UMV OVOKLVELTE.

10. JAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKOQN ITPOIONTQN 'H TON YIIOAEIMMATON IIOY NPOEPXONTAI ATIO
AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX

Sanofi Belgium

Leonardo Da Vincilaan 19
B-1831 Diegem

Béiyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/869/001

13. APIOMOZX ITAPTIAAX

optida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTIEZ XPHEHX

| 16. TTAHPO®OPIEX XE BRAILLE

H aitioAdynon yuo va punv mepiinedei ) ypaen Braille givatl amodektn

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOY — AIZAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A6d106TOTOS YPAULUOTIC KOdKAS (2D) mov pépet Tov meptin@Bévta LovadiKo avayvOpLoTIKO KMOKO.

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

PC: {apBuoc}
SN: {apBuoc}
NN: {op1Ouog}
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EAAXIXTEX ENAEIZEIX [TOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YYXKEYAXIEX

ETIKETA/®IAAIAIO

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHEHX

LEMTRADA 12 mg anootelp@pévo Tukvo dtdAvpLo
oreptovlovpdaunn
v

| 2. TPONOX XOPHTHZHE

| 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX [TAPTIAAX

Lot

5. IHNEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1,2 ml

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro oonYLOV rpiong: IIAnpoopics yia Tov ac0evi)

LEMTRADA 12 mg kvl o104 Avpa Y10 TapacKELT] O10AVNaTog TPOS £y von
aAeptov{ovpHAUTN

Awpaote TPOGEKTIKG 0AOKAN PO TO PVLAO 00 YOV YPNGIS TPOTOV GaS XopNYN 0l avTd TO Pappaxo,
010TL TEPLAOPPAVEL SNUOVTIKES TAPOPOPIES VIO GaC,

- DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg xpelaotel va To dafdacete Eovd.

- Edv éxete meportépw amopieg, p@TNGTE TOV Y10TPO GOG,

- Edv moapatmpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO GG AVTO IGYVEL KO Yol
Kké0e mhav avemBvuNTn EVEPYELR TTOV OEV AVAPEPETAL GTO TAPOY PVALO 0ONYIDYV Ypriong. BAéme
Topaypapo 4.

T epLéyeL 1o Tapov @UALO 00N YLOV

T etvan to LEMTRADA ko mota gtvat 1 ¢pfion tov

T mpéner va yvopilete mpotod cag yopnynbei to LEMTRADA
g Ba yopnyeitan to LEMTRADA

[MBavég avemBounteg evépyeteg

[Mog va puidoccete o LEMTRADA

[Tepieydpevo g cuokeLAGING KOl AOTEG TANPOPOPIES

AN S e

1. T eivan o LEMTRADA kot oo givor ) ypijon Tov

To LEMTRADA mepiéyet tn dpaotikn ovoio oAeutovlovpaun, 1 onoic YprnoILonoleital yio Tnv
OVTILETAOTION LOG LOpeNG TG ToALOTANG oxApuvong (IIX) oe evijlkeg, TNG AeyOUEVIG VTTOTPOTLALOVCOG-
dwdeimovoog moldaming oxkAnpovvong (RRMS). To LEMTRADA dev Oepanetetl v [1X aldd propei va
EMTTOOEL TOV aplOUd TV VTOTPOT®V. Mmopel emiong va emPBpadVvel 1] Vo AvaoTPEYEL KATOLOL OO TOL
onueia kot to copmtopoto g X, Xe khvikég pelétec, ot acheveig Tov AVTILETOMIGTIKOV BEPATEVLTIKA e
LEMTRADA mapovciacav Aydtepeg voTpomés Kat lyav Ayotepeg TOOVOTNTEC VO ELPAVIGOVY
emdeivwon g avannpiog oe GUYKPLON He 0oOEVEIS TOV aVTIUETOTIOTIKAY OEPATEVLTIKA LE_ PB-vTEPPEPOVT
YOPNYOVLEVN UE EVEST] TOAATAEG POPES OVA EFOOLADAL.

T givan  ToAhamTA] GKAPUVET);

H IIX eivon piae avtodvoor vOGoc Tov ennpedlel T0 KEVIPIKO VELPIKO GVGTNHO (TOV EYKEPAAOV KoL TOV
VOTIOi0V puelov). Ztny [1Z, 10 avosomomTiKd cHGTNLLO TOV OPYUVICHOD GOG EMTIOETAL EGPUAUEVOS GTO
TPOCTUTELTIKO GTPMUA (TN HeEAivn) Tov TEPIPAAAEL TIG VEVPIKES Tveg, TpokaldvTtag PAgyuovn. Otav n
QAeYHOVI TPOKOAEL cvuTTOUATO, 0VTO OvopdleTal «kpion» 1 «vrotpormr». Ot acbeveig pe vrotpomdlovca-
dwAeimovoa [1X mapovoidlovy VITOTPOTES TOL BKOAOVOOVVTAL OO TEPLOOOVE VPECTC.

Ta copntdpate Tov ekdNAmVETE KoBopilovTal 0md TO TUALO TOL KEVIPIKOD VELPIKOD GLUGTHLOTOC TOV
emmpedletat. H PAGPN mov veiotavtal to vedpa cog Kotd T GASYLOV auTh EVOEXETAL VA givat
avaoTpéyiun, oAAd Kabog eEelicaeTal 11 vOGoc ot BAAPeg ThovOV VoL GLGCOPEVOVTOL KOl VO, YIVOVTOL

UOVILLES.

og Aertovpyei o LEMTRADA
To LEMTRADA puBuilet to ovocomointikd 6oc GOGTNIN OGTE VO TEPLOPLGTOVV Ol EMBEGELC TOV GTO
VELPIKO GUGTIULAL.

2. Tvrpémer va yvopilete npv cog yopnyndei to LEMTRADA

Mnyv gpnorponomoeste To LEMTRADA:

- o€ mepintwon aAiepyiog otV aAeptovloVUGUTN 1| GE OTOLOONTOTE AALO OO TO GLGTATIK( ALTOV TOL
QOPUAKOV (OVOQEPOVTAL GTNV TTAPAYPOPO 6)
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- o€ mepintwon mov &yete LoAVvOEel amd Tov 16 avocoavendpkelag Tov avOpmmov (HIV).
- o€ TEPITTOOT OV TAGYETE amd cofapn Aoipnmén

Mpocidomomceirs ko TPoPVAAEES

AmevBuvbheite 6Tov Yiotpd cog mpotov oag dobei to LEMTRADA. Metd and po cuvedpio e LEMTRADA
EVOEYETOL VAL OLOTPEYXETE PEYOADTEPO KIVOVVO VO, avoTTTOEETE AALEG AVTOGVOGEG TAONGELG 1 VO EKONADCETE
cofapéc Aoudéets. Eivarl onuovtikd va katovonoeTe Toug Kivdhvous outong Kot va yvopilete Tmg va Tovg
nmapakorovbeite. ®a cag dobei po Kéapta IIposidomoinong AcBevoig kot Evag Odnyog AcBevoig e
neplocdTepeg mANpoopiec. Etvar onpavtiko va éxete uali cag v Kapra [posidoroinong Acbevoic katd
TN S1apKELD TNG y®YNG Kat Yo 4 xpovia PeTd tnVv terevtaia £yyvon tov LEMTRADA, xafdg avemBounteg
evépyeleg evoyetal va eKONAmBoHV ToALA ypdvia petd TV oywyn. Otav Aapavete aTpikn| oymyn, aKopo
KL av aut dgv agopd v I1X, dei&te v Kdapta [Ipogidomoinong Acbevoig 6to yiatpo.

O ywtpog oag Oa kdvel e€etdoelg aipatog mpotov ekvioete v ayoyn e LEMTRADA. Ot eéetdoeig

auTEG Yivovtal o va dlamiotmbet edv pmopeite va mapete to LEMTRADA. O yotpog cag Oa fefoiwbei
emiong OTL 0ev TAGYETE AMO OPIGUEVES LOTPIKES TAONGEIC ) SOTAPUYEG TPOTOL EEKIVIGETE TNV YY1 UE

LEMTRADA.

e AvTtoavoceg madnceg

H ayoyn pe LEMTRADA evdéyeton va. avénoetl Tov kivouvo avtodvocwv tabncewny. Avtég eival Tabnocelg
K0T TIG OTO1EC TO AVOGOTOMTIKO GUOTNUA GOG emttifeTal ECQUAUEVOG G6TOV 0pYavIopo cac. [lapakdtom
divovtat mAnpogopieg yio optopéveg Tadnoelg mov £xovv maportnpndei oe acbeveic pe I1X, ot omoiot ElaPav
LEMTRADA.

Ot avtodvooeg mabnoetg pmopel va ekdnimBovv apketd xpovia petd v ayoyn ue LEMTRADA. I't avto
TPEMEL VAL KAVETE TOKTIKEG EETAGELS ApLATOG KOt 00Pp@V PEYPL VO TEPATOLV 4 XpOVIK amd TNV TEAEVTAIN
&yyvon cog. [pénet va kavete T1g e£eTAOES OKOUO KL oV 0loOAvVESTE KOAG Kol ToL GuUTTOUT TG [TZ
Bpiokovtor vid éreyyo. Emmiéov, mpémel va mapakorovbeite Tov E0VTO GOG Y10 CUYKEKPIUEVA GTLELD KOt
CUUTTONOTO. AETTOUEPELEG OYETIKA [LE OLTE TOL CTELN KOl TO, CUUTTOUATOL, TIG EEETAGELS KO TIG EVEPYELEC
7ov Oa TPETEL VoL KAVETE TEPLYPAPOVTAL GTIV TAPAYPUPO 4 — avTodvooes Tabnoeig.

[TepiocdTepec YPNOLEG TANPOPOPIES YIO OVTEG TIG ALTOAVOCEG TTafNoelg (Kot TG e€etdoelg yi” avtég) Ha
Bpeite otov OdNyo6 AcBevovg yio to LEMTRADA.

o Avtoavoon OpopPonevikn opeopa (ITP)

2uyva, KAmolotl 0c0eveic EKONAMCOY GIHOPPAYIKT OLOTUPA)Y] TOV OPEILETAL GE YOUNAL emimeda
alonetaAiny, T Aeyouevn avtodvoon Opouforevikn mtopevpa (ITP). H dOnon avtr npénel va
OlyVOOTEL KOl VO OVTIHETOMIOTEL Aueod, Kabds dopopeTikd, prnopet va £xel cofapég 1] axdpa.
Kot Oavatneépeg ematooseis. Ta onueia kot to copmtopata g ITP meprypdeovion oty
Topaypapo 4.

o Nooog ToV ve@pav (0Tmg N V0605 KaTd TG facikig pepPpavig Tov 6TEPARATOS,
anti-GBM)

Y& OTAVIEG TEPUTTMOOELS, KATO101 0.60eVElG EpLEAVIGaV TPOPANUOTO AVTOAVOGTG ALTIOAOYIOG UE

TOVG VEQPOVG TOVGS, OGS T VOGO KATd NG Pacikng peppfpavns tov onelpdpatog (vocog anti-

GBM). Ta onpeio Kot T0 GUUTTOWATO TG VOGOV TOV VEQPOV TEPLYPAPOVTOL GTNV TAPAYPAUPO

4. Edv dgv avTIUeTOTIOTEL UTOPEL VO TPOKAAEGEL VEPPIKT] OVETAPKELD, TTOV ATOITEL aptokabopon

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

o Awrtoapayéc Tov Bupeosidovg
[ToAvd cuyva, acbeveic eppdvicay pio ovtodvoon dloTapay Tov BVPEOEIBOVS AOEVA TTOV
emnpedlel TNV wKovoOTnTA TOL Vo Tapdyel 1 vo puBuilel oppoveg Tov glvaor GNUOVTIKES Y1 TO
petaoAiouo.
To LEMTRADA evdéyetot va TpokoAECEL S1A(QOPOVS THTOVG SOTOPUAYDV TOL Bupeoedoic
adéva, TepAappivovtag:

o Ynaeplrertovpyio Tov Qupeocrdovg adéva (vepBupeoctdioog) 6tav 0 Bupeoeldng

TOPAYEL VIEPPOAIKT TOCOTTU OPLLOVADV.
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o Ynroklertovpyio Tov Bupeoerdovg adéva (vTobvpeoediopog) dtav o Bupeocidng dev
TOPAYEL APKETT TOGOTNTO OPLLOVDV.

Ta onueio Kot T0 CUUTTOUOTO TOV S0TAPAYDY TOV BUPEOEIBOVG TEPLYPAPOVTAL TNV
TopAypapo 4.

Edv avortdéete kamowa dtatapayr] Tov Bupeoeidoids adéva, Tote T0 mBovoTEPO givar 6Tt Ol
ypeotel va Aappdavete Bepomeio yio 1o vidoromo ™G LONg GG Le PAPLOKA Y10 TOV ELEYYO TNG
dlatapoyne Tov BupeoeldOVG Kol G€ KATOLEG TEPUTTMOCELS EVOEYETOL VO XPELCTEL VO apoipedel o
Bupeocidng adévag Gog.

Eivor moAd onpovtikd va AapBavete T cmoTh ayyn Yio Toyov dlotapoyn Tov Bupeogldoic,
€101KA €V peiveTe £ykvog agov éyete ypnoiponomoet 1o LEMTRADA. H vmopén pog
dtaTapayng Tov Bupeoedoidc o dev ExEl AVTILETOTIGTEL Umopel vo PAGyEL To Bpépog oag Tpty

N HeTa TN Yévvnon.

o Hmoatwkn @ieypoviy

Opiopévor acBeveig £xovv gppavicel nratikn eAeypovn petd t Aqyn tov LEMTRADA. Av
gueavioete £va 1 TEPLGGOTEPA OO TO, TOPAUKATO CUUTTOUUTO VO TO AVAPEPETE GTOV WOTPO GAG:
vowtia, EUETO, KOIMOKO dAY0C, KOTWOT|, UTMAELN TNG OPEENG, KITPIVIOUO TOV OEPLATOC T} T®V
0POOAL®V KoM oKovpOypoLe 00pa, 1) apoppayio 1] EVKOAOTEPO LOAMTIGUO 0td OTL GVVIHOWC.

o Alleg avTodvoceg TaONGELS

Oyt ouyva, acBeveic pPavicoy 0VTOAVOGES KATAGTAGEIS TOV EUTAEKOVY TA EPLOPE 1| Ta Agvkd
aPOGPaipLo. AVTEC LTOPOVV VO SLYVOGTOVOV amd TG eE€TAGELS ALaTOG 6TIG Onoieg Ba KiveTe
TAKTIKA peTd TV aymyn e LEMTRADA. Edv avantoéete pia té€tota mabnon, o yiutpoc cog 0o
o6G evnuepmoet kot o AdPetl Ta amapaitnTo LETPA Y10 TNV OVIYUETOTION TG,

. AvTidpaoels Katd v £yyoon

O teprocotepol aobeveic mov avrpetoniloviot Bepamevtikd pe LEMTRADA 6o gpooavicovy avemBounteg
EVEPYELEG KOTA TN SLpKELN TNG £YXLONG N EVTOC 24 p®dV HETA amd avth. [a va petwbodv ot avtidpdoelg
Kot TV £y)XL0o1, 0 YITpog cag Oa odg dmael dAlo(a) papuako(a) (BA. Tapdypapo 4 — aviidpdoeis Katd Thv
Eyyvon).

. Alreg coPapéc avtidpdocls Tov ep@avifovral Aiyo petd Ty £yyvon too LEMTRADA
Opiopéva dTopa epeavicay coPapéc N ameAnTikég yio ) (on avtidpdoeig petd v €yyvon LEMTRADA,
GUUTEPTAOUPOAVOLEV®V TNG QOPPOYIiOG GTOV TVEDLOVA, TNG KOPIIIKNG TPOGPOANG, TOL ayYELKOD
EYKEPAAIKOV €MEIGOO10V 1 TNG PENG TOV AHOPOPOV AYYEIMY TOL ALOTOVOLY TOV EYKEPAAD. AVTIOPACELS
UTOPEL VO ELPAVIGTOVV PETA OO OTOLUONTOTE Ao TG 0OGELG Katd TN dtdpkela TG Oepaneiog. XTic
TEPLOCOTEPES MEPIMTMGELG, Ol AVTIOPACELS eppavioTnKoy evtdg 1-3 nuepdv and v Eyyvon. O yotpodg cog
Ba mapakoiovBei Ta {oTiKG onpeia, cuumTepLaUPaVOLEVNC TG TTIEGN TOV OHLOTOC, TPV KOl KOTA TN
dupkela g €yyvone. Avalnmote apéownc fondeia edv epeavicete kAmolo amd to, akdAoV0a GVUTTOUATO.
ducoKoAia otV avamvor], Bopaxikd GAyog, TTOGN LEPOV TOL TPOSMTOV GAG, ALPVIdla cofapn KepaiaAyia,
advvapio ot pio TAgvpd, SVGKOAN oTNV OIALN 1] TOVOG GTOV QWYEV.

. ALLOQOYOKVTTUPIK AERPOTIGTIOKVTTAPOGT)

H 0epoaneio pe LEMTRADA pmopei va avénoet tov kivouvo vepPoAikig Evepyonoinomng TV AEVK@V
alpoceapiov mov oyetifeton e eAeypovn (QLOPAYOKVTTAPIKY] AELPOTCTIOKVTTAPMGT)), 1| OTOl0 UTOPEL VOl
glval BavaTnedpa edv dev doyvmoTel Kot avTipeToniotel Eykopa. EGv epgovicete TOAMOTAN COUTTOUATA,
OmmG TLPETO, TPNELO GTOVE 0OEVES, LOADTIGHUO 1 depUOTIKO EEAVON LN, ETIKOVOVIOTE AUECHOG UE TOV
YTpd GOC.

o Aowpoéerg

Ot acbeveic mov avtpetoniloviot Oepoamevtikd pe LEMTRADA Swtpéyovv vynidtepo Kivouvo va
avantoéovy kamola cofapn Aoipmén (PA. Tapdypago 4 —lowwlerg). Tevikd, ol AoWdEEIG LTOPOLV VO
OVTIHETOTIOTOOV LE T KaBlEpOUEVO QAPHLOKAL.
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[Tpoxeévov va mepropiotel 1 mBavoTTa AoTU®ENC, 0 Y10TPAOC cag Ba eAéyEet edv GALO PAPLAKN TTOV
naipvete pmopel va ennpedlovy 10 avosoTomTiko cog cvotnua. [V autdv 10 AdYO0, ivan onpavtiké va
EVI|LEPADVETE TOV YIOTPO GAS Y0 OLU TO QEAPNRAKY TOV TALPVETE.

Emiong, evnuepmaorte to y1atpd Gag edv maoyete omd cofapn Aoipmén mpv v Evapén g ayoyng Ue T0
LEMTRADA, x00®g 0 1atpdg cag 0o tpimel vo kaOvoTepNGEL TNV Ay®YT] REXPL VO VITOYMPICEL 1)
roipomn.

Ot acBeveic mov Aappdvoov LEMTRADA eivat o€ vynAdtepo kivouvo va avartdi&ovy Aoipmén amd £pmn
(.. oTOpOTIKGG £pmNG). [evikd, amd ™ oTiyur mov évag acevic xet pio Aoipmén amod £pmn, £xel
avénuévo kivouvo va avartoéet kot dAAN. Eivor, eniong, mibovo va avonto&ovy pia Aolpnwén amd Epnn yio
TPAOTN POPE. ZVVIGTATOL O YOTPAS GOG VAL GAG CLVTAYOYPAPTGEL EVA PAPLLOKO Y10, VO LEUDGEL TNV
mBavoTnTa avamTuEng piag Aolpnméng and £pnr, To omoio mpEmel va AapPAveTal Tig NUEPES OV AAUPAveTE
mv ayoyn ue LEMTRADA kot yia éva prva HeTé tnv aymyn.

Emutiéov, Lopudéeig mov pmopohv va TpoKaAEGOVY BVORAMES TOV TPAYNAOV (TOV avyéva TNG PNTPaS) givat
moavéc. I'a to Adyo avtdv, ot yuvaikeg acbeveig cuviotdtor va vrofailoviol KEOe ypOVOo GE TPOANTTIKY
e&étaom, 0mmg 1 e€€tacn TpaynAkod entypicpotoc. O yotpog cog Oa 6ag EVUEPDOEL Y1 TO TOlEG EEETACELS
0o ypelaorteite.

[eprotatikd Lolpnméng and Tov KuTTapopueyaroié Exovv avapepbei oe acbeveic mov voPAnOnKay o
Oepaneio pe LEMTRADA. To teplocotepo TEPIOTATIKA TOPATNPNONKAY EVTOG 2 VAV amd TN Yopnynon
oAeptov{OVUAUTNG. X TEPIMTMOT TOV EUPOVICETE CUUMTAOUATA TG AOTUMENS, OTMG TVPETO N OION O TOV
0OEVOV, EVIIEPDOGTE ALESO TOV YIATPO GOG.

Aocbeveig mov éhafav Bepaneio pe LEMTRADA givon emiong og vymAdtepo kivouvo avantuéng AoipmEng
omé Motépra (Lo Baktnplokn AoIHmEN oL TPOKAAEITOL OO TNV KATATOGN LoAvoUEVNG TpoenG). H
Aolu®EN amd MoTtépla umopel vo TpokaAEGEL GoPapn VOGO, GUUTEPIAUUPOVOUEVIC TG UNVIYYITIOOGC, GALY
UTOPEL VO OVTYLETOTIOTEL e KoTaAAN o @dppaxa. o vo peimbel avtdg o kivovvog, Bo mpémel va
OTOQEVYETE TNV KATOVAAMGT OUAOV 1 1] ELAPKOG LAYEIPEUEVOV KPEATMOV, TO LOACKAE TUPLA KOl TOL LN
TOCTEPLOUEVO, YOAUKTOKOUIKA TPOTOVTA Y10 000 ERS0NAdEC TPy amod T Bepameia, KATd TN dLAPKELL TNG
Oepameiog kot yio TovAdyiotov Eva punva petd ) Beponeio pe LEMTRADA

[Tvevpovitida (pAeyovi] TOL TVELHOVIKOD 16T0V) £xel avapepbel oe aobeveic mov EhaPav Bepameio pe
LEMTRADA. O1 nep1toc0TEPEG TEPIMTMGEIS EUPAVICTNKAV EVTOG TOV TPAOTOL Uva UETA T Oepameio e
LEMTRADA. Oa ntpémel va ovaQEPETE GTO YLUTPO GOG CUUTTOUOTO OTMS AAYAVIACU, PY, SVPLYUO, TOVO
N aioOnuo cVGPIENS 6TO BDPOKE KL ALUOTTLGT, KAODC AT PTopel vo 0QeIAOVTOL GE TVEVUOVITION.

Edv (eite o€ meproyn| 6oL o1 AOUDEELG QURATIOONG EIVOL GUYVEG, EVOEXETAL VO, SIATPEYETE LUEYAADTEPO
kivouvo tétotag Aoipwéng. O yotpodg cag Ba kavovicet va Kivete TpoANTTiKES eEETAGELS Yo uUATI®OON.

Edv giote popéag AoipmEng amd tov 16 g nratitidas B ) e nrartitdog C (nabfoeic mov tpocPaiiovy
TO CLUKATL), Ypeldletal emmAéov Tpocoyn mpotov AdPete aywyn pe LEMTRADA ywati dev elvat yvaootd gdv
N aywyn UTOopel va 00Ny OEL G€ evepyomoino TG Aoipméng nratitidag, n omoia propet, Katomy, va, BAdyet
TO GUKMOTL GOG.

. @leypovi] TS L0AN6630V KVGTIG

To LEMTRADA pmopei va avénoet tnv mifavotnta vo TopoucldcETE PAEYLOVH TG YOANSOYOV KVOTIG.
AvT06 pmopet va gival po cofapn 10TpIkn KaTdoTaoT Tov UIopel va eivol aneiinTikn yuo tn (on. Qo tpénet
VO OVOPEPETE GTOV YIOTPO OOG EAV EYETE CLUTTOUATO OTWS TOVO GTO GTOUGYL 1} SuGPopia, TVPETO, vouTia N
éLETO.

o [ponyodpuevog drayvmebeic Kapkivog
Edwv &yete dayvootel pe kapkivo oto mapeldov, mapoakareichs va evnuepdoete o Y10Tpod Gag YU avTo.

o EpBomo
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Agv givar yvoot6 v to LEMTRADA ennpedler v avtamdkpion oog o€ Kamoto epforto. Eav dev €xete
0AOKANPMGEL TOVG KAOEPOUEVOVG OVOYKOIOVG EUPBOAMAGUOVE, O YITPOC cag Oa e&eTdoel TO av TpEmeL va.
euporacteite mpwv v aywyn pe LEMTRADA. Idwitepa, o yiatpog cag Oa e&etdost 1o va eufoliacteite
yio TV avepoProyid, dv dev v éxete mepdoet. Edv epufoilacteite, autd Ba mpémnel va yivel TtovAdyiotov 6
efdouddeg mpotov Eexvnoet pia cvvedpio ue LEMTRADA.

AEN 0a mpénet va pfoiocBeite pe epuforia opiopévov tomov (epPoéira pe Lovreg 100g) edv AdPate
npocpato LEMTRADA.

Howora ko £npor
To LEMTRADA 6gv mpoopiletor yia yprion o€ modid Kot eprifouvg kdtm tmv 18 etdv, yati dev €xet
ueietn et o aceveig pe IE nhkiog kbto TV 18 gTmV.

Alro @appoxa koo LEMTRADA
Evnuepdote Tov y1atpd 1 TOV opUaKoTold oag 6y maipvete, £xete TPOGPATA TAPEL 1] LTOPEL VO, TAPETE
Ao pappoka (copmephapuPavopévav Tov eufolmy 1§ T@V PaPUAK®V QUTIKNAG TPOEAEVOTG).

Exkt6¢ andé to LEMTRADA, vtdpyovv Ko GAAeG aywyEg (mepthappavopévev eketvav yio ITX 7 yia v
OVTIUETOTIOT GAAWDV TOONCEMVY), 0L OTTOlEC UTOPOVV VO EXNPEAGOVY TO AVOGOTOMTIKO GOG GUGTNIO Kot (P
UTOpoHV VoL ETNPEAGOLY TNV IKAVOTNTA GOG VO avTILETOTILETE TIG Aoudéets. Edv ypnolponoteite £va tétolo
QAPLOKO, O YLOTPOG GOG EVOEYETOL VO, GG {NTHOEL VO SIOKOWYETE OVTO TO PAPLLAKO TPOTOV EEKIVIGETE TNV
ayoyn pe LEMTRADA.

Kdnon
Edv elote éyxvog, vouilete 01 pmopel va eiote €ykvog 1 oxedtdlete va amoktnoete Tandi, (ntiote )
cLpPovAn Tov Y10TpoDH 6ag TPOTOV GO¢ d0BEl HVTO TO PAPLOKO.

Ot yovaikeg e IKovOTNTA Vo GUAAAPOLY TPETEL VAL YPTCLUOTOIOVV ATOTEAEGLOTIKY OVTIGOAAN YT KOTE T
duapkela kabe cuvedpiag ue LEMTRADA kot yio 4 piveg petd amd kb cuvedpia.

Edv petverte éykvoc petd omd v aymyn pe LEMTRADA Kot ekdNAMoETE KATOLN S10TapOy TOV
Bvpeoeg1dovc katd TN d1dpKeLn TG KuMong, Ba ypelaoteite Woitepn tpocoyn. Ot dtotapoayés Tov
Bupeoc1dovc pmopei va anoderyBodv emPrafeic yia to Ppépog (BA. Tapdypapo 2 llposidoroinoeis ka
TPOPVAGLEIS — AVTOAVOOES TAONTELS).

Oniaopdg

Eivar dyvwoto edv 1o LEMTRADA pmopet va petagepbei oto Bpépog Hécm Tov UnTpikod YEAaKTOg, oA
vrdpyel 1 mBavoTTa aLTd Vo cupPel. Zuviotdtan va pn Onialete Katd tn didpkela kdbe cuvedpiog e
LEMTRADA «ot v 4 piveg petd amd kabe cuvedpia. Qo1060, TO UNTPIKO YAAL EVOEXETOUL VO TPOCPEPEL
0PéAT (T omoia fonBolV 6To Vo TPOCSTATENGOVVY Ve BPEPOC OO TIC AOIUMEELS), ETOUEVMG WANGTE IE TO
YTpd 60G €6V GKOTEVETE VoL ONAdoete 10 popod cag. Avtdg/m Ba odg cupfoviedoet yio To Tt givol KOAVTEPO
Yo €06IG KAl Y10 TO HOPO GOG.

TCovipotnro

Koatd ) didpketa g cuvedpiog cag Kot yio 4 pnveg HeTd omd avth, evoéyetat vo vdpyst LEMTRADA
oToV opyavioud cag. Aev givatl yvaotd eav 1o LEMTRADA eanpedlet t yovipdtta Katd v nepiodo
avt. AtevBuvbeite 610 YLoTPO GOG EAV CKEPTESTE VO TPOCGTAONGETE Vo PEIVETE £YKVOC. AgV VTTAPYEL KOl
évoeln 6t to LEMTRADA éyel emmtmdoelg otny avopiky YovipoTnTa.

001 yNoN Kot XEPLGPOS PNYEVAOV

[ToArol acBeveig exkdnimvouv avemBounteg evépyeteg katd tn ddpkeia tng Eyyvons e LEMTRADA 1
€VTOG 24 mpmdV PETA amd QLTI Kol OPLGUEVES Od AVTES, Yo Tapadetypa 1 (oAn, Ba pmopovce va
KOTOGTNOEL EMKIVOLVT TNV 001ynom 1 T0 Epopd punyavav. Edv cog emnpedlel, oTapotnoTe 0VTEG TIC
dpaotnpotnteg uéYpt vo aicavieite kaddtepa.

To LEMTRADA wepiéyel kA0 kot vatplo

41



To edppoko owtod meptéyel Aydtepo omd 1 mmol kariov (39 mg) avd Eyyvon, givol SNAadT OLGLUGTIKA
«ehevbepo kaAiovy.

To eappako avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd £yyvon, givotl SnAndr OVGLUCTIKA
«ekevbepo vatpiovm.

3. I ag yopnyeitar to LEMTRADA

O ywTpog oag Ba odc eEnynoet g Ba odg yopnyneli to LEMTRADA. Edv £xete apgiBolrics, potiote Tov
Yiotpd Goc.

H apyuxn ayoyn mov 8o Aapete Ba amoteieital amd pia £yyvon ava npépa yio 5 nuépeg (ouvedpia 1) kot
pia £yyvon ava nuépa yio 3 nuépeg petd and éva £tog (cuvedpia, 2).

Meta&hd Tmv 600 cuvedpiav dev Ba dobel aywyn ue LEMTRADA. Ot dvo cuvedpieg pmopei va ELATTOGOVY
) dpactnprotnta e [1X Yo €wg 6 &

Opiopévorl acBeveic, edv eupavicovy coumtopata 1 onpeio [IZ petd t1g 600 apyicég cuvedpieg, umopei va
AdPovuv pia 1 0o emumAéov cuvedpieg mov amotelovvVTOL Ao pia Eyyvon avd nuépa yio 3 nuépeg. Avtég ot
emmAéov cuvedpieg pmopel va yopnynbovv dmdeka Pveg 1 TEPIGGOTEPO LETA TIG TPOTYOVLEVES OLYMYES.
H péyiot nuepnowa doon ivar pia £yyvon.

To LEMTRADA 00, cog yopnyn0eti pe €yyvon oe pia AéBa. Kabe Eyyvon dwopkel 4 dpeg nepimov. H
TapaKoAoHONGN Yo TUYXOV AveETIOOUNTES EVEPYELEC KOl O TAKTIKEG EEETAGELG TTPEMEL VO GUVEXLGTOVV Y1d

4 xpovia petd amd v TeEAgvTaia Eyyvon.

IMo vo koTavonoeTe KOADTEP T SIEPKELD TOV UTOTEAECUATOV TNG OYOYNG KO T JEPKELD TNG
OTTOLTOVLEVIG TTOPOKOAOVONONG, TUPUKOAOVUE V' OVATPEEETE GTO TOPAKAT® OLAYPOLLLA.

Soi 12 pijves Bpi Tovhdyarov Touho16TOY Tyvedpi
Tuvedpia pnves Zuvedpi s S ety , p
12 pijves 12 prjvez

peta n - ;
[ il T
A 3 i BepomzvTi . BepomevT
3 Mupzg . TIPEpEG I nHEPES - 3 Muépeg
Bzpoumeing covedpia 1 Bzponsiog CO¥ 0PI < fspomziog - ovvEdpia 3 Bepomeiog

‘Evapln elzracng B i e - e 2 Za = by E e
aiparos & oBpov ZU\’E):II.' JT([[)II]\OLOU‘BI]GF] Y10 TEGGEPQ Y POVIA PETE TO TEADS TS TEAEVLTULIAC

mpuv ) Ozpancio  EELERTTE FATIIS

*EHMEIQEH Mio pehém nopoxotovbnong acbeviw yio 6 ypdvia LETh TV TPOTY EYFVCT]
(cuvedpia 1) £8=18s omt ot Thewownoie tov ecbBevoy dev anmreitm smnhéov Bepansio peta nig 2
opykee Beponzvnikeg cuvedpisg.

Hopaxkoiovdnon peta v ayoyn pe LEMTRADA

A@ov AaPete to LEMTRADA, Oa mpénet va vroBailecte taxtikd o e&etdoelg dote va emPeforwbei 6t
UTOPOVV VA, S1yVOGTOVV KOl VO AVTIILETOTICTOVY AUEST TUYXOV avemBOUNTEG VEPYELES. AVTEG OL EEETACELG,
0o Tpémel vo cuvEXIGTOOVY Yia 4 ¥pOVIO, LETA TNV TEAELTALN £YYVOT| KOl TEPTYPAPOVTOL GTNV TOPAYPUPO 4 —
ONUOVTIKOTEPES OVETLOOUNTES EVEPYEIES.

Ed&v cog 600¢ci peyarvtepn 60661 LEMTRADA amé v Kavoviki
Ot acbeveic mov Elafav katd AaBog vrepPforikn d6on LEMTRADA cg pia £yyvon ekdniocov coPapég
avTIOPACELS, OTMG TOVOKEPAAO, eEAVON LA, YaunAn apTnplakh Ttigon 1 avEnpévn kopdiakn cvyvotnta. Ot
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d00¢1G TOV LITEPPAiVOVY TN GUVICTOUEVT] OOCT EVOEXETAL VA £XOVV MG ATOTELEGLLO GOPAPOTEPEC 1] TTLO
LOKPOYPOVIEG aVTIOPAGTELS otV €yyvon (BA. Tapdypago 4) I 1oyxVPOTEPT EXIOPACT GTO OVOGOTOUNTIKO
ocvotnuo. H ayoyn apopd ot drakom g yopnynong tov LEMTRADA kot tnv avIeET®RION TOV
CUUTTOUATOV.

Hapainyn 06cecwv LEMTRADA

Eivar aniBavo va mapaieiyete tn 6001 cog dedopévov OtL yopnyeitan and Evav emayyeipatio vysiog.
Qot1660, MaPete vIdYN OTL 6€ MEPIMTO®ON TTAPOUAEiYNC SOONC, VTN dEV TPETEL VO, Yopnyeital TV idta nuépa
LE TNV TPOYPAULOTIGUEVT OOGT.

Edv éxete meplocdTepEg EPOTNOELG CYETIKA LIE TN YPTOT AVTOV TOV QUPUAKOV, POTHGTE TOV Y1OTPO GOC.

4. IMBavéig avemBOUNTES EVEPYELES

Onwg 6A0 T0. PAPLOKO, £TCL KOL 0VTO TO PAPIOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG, OV KOL OEV
Tapovoldfovtol oe GAOVG TOVG OVOPAOTOVG.

Ol oNUovTIKOTEPES 00 TIS OVETLOVUNTES EVEPYELES EIVOL Ol BVTOAVOGES TAONGELS TOV TEPLYPAPOVTOL

oTNV TaPAypapo 2, o1 omoieg mepthapPdvouv:

o ITP (opoppaywi) dwetapayn), (ovyvr — evdéyetan va ennpedlel péypt 1 ota 10 dropa): evééyetor va
exdNAmOel mg pikpéc drdomapteg KNAldEC KOKKIVOL, pol 1 LOP YpOLOTOC 6TO OEPL GG EOKOAO
LOAOTIGUO" apoppayio LETE 0d KOWILO TOV GTOUOTA SVGKOAN EUUNVES POGELS TTOV Eivat
EVTOVOTEPES, TAPATETAUEVEG 1) GLYVOTEPESG 0O TO cOVNOeg: apoppayio petald 600 EUUVEOV POGEDV"
aloppayic omd To 00 N 1] TN HOTT Yo TPAOTN QOPA 1 LE S1dpKeLa pLeyaAdTepn and T cuvnOouévn: 1
OLUOTTLON.

. veQPIKES draTapayss, (omdvieg — evdéyetal va emnpedoovy puéxpt 1 ota 1000 dropa): evdéyetar vo
exdnAmBovv pe aipo oto 00pa (Ta 0VPA GOG EVOEXETOL VO, EIVOIL KOKKIVO 1) GTO YPOU TOV TOAYL0V) 1
®¢ oldnua ota O 1 Ta TEANATA 0. Mmopel emiong va odnynoet o€ PAAPTN TV TVELHOVOV GOG,
YeYOVOG TOV UOPEL VA EYEL OC OAMOTELESUO ALILOTTTVOT).

Ed&v mopatnp6€TE 0T0100NTOTE 0T6 GVTA TO. GNUELD 1] COUTTONATO CLHOPPAYINS 1| VEQPIKAOV
OLTUPAY DV, KAAESTE APECOGS TOV YLUTPO GOS YO VO TOV AVUPEPETE TO ovunTONOTE. Edv dgv propeite
V0. EMKOLVOVI|GETE PE TOV YIUTPO 60G, TPEMEL V' VAL TI|GETE GUEGH LATPIKT GPOVTIOU.

. owTapayés Tov BvPEoed0VC, (TOAD GUYVEG — EVOEXETAL VA, EXNPEACOVY TEPIGGOTEPD atd 1 ot
10 dropa): evdéyetal vo ekdnAmBovy g vrepPorikn epidpwaon: aveEnynt anmdAela | avénon
Bapovg: 0ldNU TOV HOTIOV: VELPIKOTNTO YPTYOPOLS KAPIOKOVG TOALODS aicOnom yoypov:
EMOEWVOVLEVT KOVPOOT" | TPOTOEUPAVILOUEVT] SOVCKOIALOTNTA.

. OLTAPUYES TOV EPVOPAOV KUL TOV AEVKAOV GLHOGSPULPIOV, (Ol CLUYVEG — EVOEXETOL VO, ETNPEACOVY
uéypt 1 ota 100 dropa) mov umopodv va d1oyvmotovy ord Tig EETAGELS OiUATOG.

Oleg avtéc o1 GoPapés avemBounteg evépyeleg umopel va ekdnAmBovy moALd xpovia apod AaPete T0
LEMTRADA. EGv Topat|pfGETE 0TOLOONTOTE GTO AVTA TO. GUELX 1] CVUATONATH, KAALEGTE APECOG
TOV YW0.TPO GOG YLO VO TOV TO OVAPEPETE. B0 VITOPAAAESTE EMIONG GE TAKTIKEC EEETAGELS OHLOTOC KOl 0OVPMV
0oTe, Qv TVXOV AVOTTTOEETE KATTOLES O TIG TAONOELS AVTEG, AVTEG VO AVTIHETOTIGTOVV (UECT.

Hepidqyn Tov eetdoemv Tov Ba cag Yivouy yia T dVTOavVocEg Ta0n6EIS:

E&étaon ére; IN'a 660 kKarpéb;

E&étaon aipatog
(Yo T ddryvoon OV

TOV CNUOVTIK®OV IIpotov Eexivijosl N ay®myN Kot Méyp 4 ypévio. petd TV TEAEVTOIO
cofapmv KGOg pive peTa v ayoyn éyyvon tov LEMTRADA
avemfountov

EVEPYEIDV TTOV
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avaeépOnKay mo
TOvV®)

E&étaon ovpov
(mpooBen e&étaom yio | IIpotov Eekvijoer n ayyn Kot Méyp 4 ypévio. petd TV TEAEVTOIO
N S1dyveon Tov KGOg pijvo peTa v ayoyn éyyvon tov LEMTRADA
VEQPPIKQOV S10TAPOYDV)

Metd to TEPAG AVTOL TOL SIGTAOTOC, O YTPOC 6o¢ Ba odg (nTnoel va Kavete meplocdTepeg eEETAGELS, EGV
epopaviete ocvuntopata ITP, veppikov 1 Bupeocidikav datapaydv. [Ipénel, eniong, va cuveyicete va
TOPOTNPEITE Y10 GNUELD ] CUUTTOUATA AVETIOOUNTOV EVEPYELDV PETA OO TA TEGGEPO YPOVIL OTWG
TEPLYPAPETOL AETTOUEPDG GTOV 00MY0 acbevoic kot mpémel va eEarxolovbeite va eépete v Kdpta
[Ipogidomoinong AcBevoug pali cog.

Muo GAAN avemOOunTn evépyera eival o avEnuévog Kivouvog Aotpaéemv (PA. Tapakdat® Yo TANpopopieg
GYETIKA UE TO TOGO GLYVA ekONA®VOVTOL AoMOEELS 6TOVG acbeveic). Avtég eivan cuvnOmg AITieg, aAAG
UTOPOVV VO TOPOVCIHCTOVV Kol 6ofapéc Ao@EeLS.

Evuep@ote apéocmg Tov YIOTpo 6dg €4V £XETE 0TO100MTTOTE A0 T TO onueio Aoiuwéng
*  TLPETO N/Kal piym
*  oidnuo Tov adévov

INoa vo fondnoet va peiwbel o Kivouvog eUeaviong opioHEVOY AOTUOEEDY, 0 YL0TPOG GO EVOEXETAL VO, GOG
epuPoMadoet Katd g avepoProyldg 1/kot pe aAlo epufoiia mov Bewpel 6Tt elvar avaykaieg Yo eag (PA.
mapaypapo 2: Tt mpémer vo. yvapilete mpiv va oag yopnynbei 1o LEMTRADA - Eufiodia). O yuoutpodg 6og
umopel emiong va 60.G CLVTAYOYPAPTOEL £VO PAPLOKO Y10, TO GTOROTIKG EAKT (PA. mapdypago 2: 11 mpérel va
yapilete mpiv va oag yopnynbei 1o LEMTRADA - Aowwdéerg).

O1 o oVYVvEG aVETOOUNTES EVEPYELEG ElVaL OL AVTIOPAGELS 6TV £Yyvon (PA. mopokdTo Yio TANpoQopieg
GYETIKA LE TO TOCO GLYVA EKONAMVOVTOL 6TOVS 0oBeVeic), ol omoieg pmopei va cupfodv Katd T dtdpkeln TG
&yyvong 1 evtog 24 op®v PETA amd QVTY|. XTIG TEPLIOGOTEPES TEPITTACELS AVTEG ELVOL NTIEG, OAAG KATOES
coPapég avtdpacelg eivar mBavég. [lepiotaciokd, AALEPYIKEC OVTIOPAGELS LWITOPEL VO TPOKDYOLV.

[Moa va meploptoTovv 01 avIOPAcELS OTNVY £Y(VOT), 0 YITPOG Gag O oG dMOEL PAPLOKO (KOPTIKOGTEPOELDN)
pv and kobepio amod Tig 3 TpmTeg eyyvoels pog cvvedpiag LEMTRADA. Mropovv, eniong, vo doBobv
GAAEC ay@YEG TPV TNV £YXLON N €AV EUPAVIGETE CUUTTMOUOTO, DCTE VO TEPLOPIGTOVV 0L UVTIOPAGEIC OVTEG.
Emumiéov, Bo mapaxorovBeiote katd tn S1dpKeLd TG EyYons Kot yuo 2 dpeg apov oAokAnpwbel n £yyvon.
e mepinton cofapmdv aviidpicey, evOEXETAL Vo LEWOEL 0 pLBUOC YopNYNoNG N Kot VO dLOKOTEL EVTEAMG 1

£yyoon.

Hopakarovpe v’ avorpééete otov OoNy6 Yo AcOeveic yio to LEMTRADA yio mepiocotepeg
TANPOQOpPiEG Yio To. GUUPANATA OVTA.

AVTEG €ivor oL GVETIOOUNTES EVEPYELEG TTOL EVOEXETAL VO, EKONADGETE

oAb ovyvég (evoéyetar va ennpedoovy teptocotepa ond 1 ota 10 droua)

. AVTIOpAcELS 6TV £YYV6T TOL UTOPOHV v GUUPOHV KaTA TN StdpKeLn TNG £YXVONG 1 EVIOS 24 wphdV
UETE omd TNV Eyyoon: LETABOAN TNG KAPIKNG GLYVOTNTOS, TOVOKEPUAOG, e&avOnua, eEavOnua o
OM0 TO oM, TVPETOC, KVIOWOT, piyn, Payovpa, KOKKIVIGHO GTO TPOCHOTO KAl TO Add, aictnua
KovpaoMg, vavTio

. AOOEELS: LOMEELG TOV OVOTVEVGTIKOV, T.Y,. KPVOAOYNLA 1] AOUDEELS TOV TAPUPPIVIOY KOATI®V,
OVPOAOIUMOEELS, AOUDEEIC ad EpTnTaL

o Meiwon tov aplfpod TV AEVKOV aoc@oipiov (AEUEOKVTTAP®OY, AEVKOKVTTAP®YV, OVOETEPOPIA®V)

o BOLPEOEIBKES dLUTOPAYEG, OGS VIEPAELTOVPYi 1) LITOAELTOVPYiR TOV BLPE0EIdOVG adEVAL

Yuyvég (evdéyetor va emnpedoovy péypt 1 ota 10 dropa)
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. AVTIOPAGELS 6TV £YYVGT TTOV UTOPOVV VO GVUPOVY KOTd TN SdpKeELd TG £YYLong 1 EVIOS 24 mpmv
petd amd avtn:, dvomeyia, Bwpakikn ducpopia, TOVOG, (OAN, addayéc oty aictnon g yevong,
dvuoKoAia 6TOV VITVO, SUGKOAIN GTIV AVATVOT| 1} SVGTTVOLA, XOUNAT APTNPLOKT TTiEST, TOVOG oTr B0
gyxvong.

. Aop@Eers: Pryog, Aoipnmén tov avtion, cuprTdpate TOToY Ypinang, fpoyyitda, mvevpovia, deda
TOV GTOMOTOC 1) TOV KOATTOV, £ping (®OTAPAG, GTOUOTIKG EAKT), 010MLA 7| S10YKMOT TOV AdEVMV,
ypinmn, poAvvon and Epmnta (ootipa, LOAVVOT) SOVTIDY

o avénomn tov aplfpov TV AEVKOV AOCEAIPIOY OTMG TO OVIETEPOPIAN KAl TO. NOCTVOPIAL
(d101pOpPETIKOT TVTOL AEVKMV KLTTAP®V TOV GiATOG), ovalpia, LelmoN TOL TOGOGTOV TV EPLOPDV
ALLOGQUPiY, EDKOAOG 1| VTEPPOAMKOG LOAMTIGUOC 1| GlLoppayic, OIdNUA TOV AEUPASEVOV

. VIEPPOAIKT VOGOAOYIKT OVTIOpOIOT|

TOVOG GTN PAYN, OTOV LYEVA, OTO AVE 1 6TO KAT® GKPO, LUikodg TOVOCS, Luikol 6racol, movog oTig

apBpdoELS, TOVOG 6TO GTOO ) GTO AU

QAEYLLOVT] GTOUATOG/00A®V/YADCCOG

yevikn ducpopia, advvapio, EPETOG, O1ApPOLa, KOMOKOS TOVOG, YOOTPEVTEPITION, AOEVYKOG

L1 LGOAOYIKEG NTOTIKEG EEETACELC

Kaovpo

AVOUUAIEG TTOVL SLUTIOTOVOVTAL e EEETACELS: QL0 1) TPMTEIVES GTA 0VPO, UELOUEVT] KOPOLOKT|

oLYVOTNTA, AKOVOVIGTOG 1 U1 PUGIOAOYIKOG KOPSLoKOG puOUOC, VYNAN apTNPLaKT| TEST), VEQPIKN

dvuodettovpyio, AEVKA ALOcEAipla GTO 0VPOL

LOA®TOG

vrotponn g [1X

TPONOC, ammAEln aicOnong, aicOnua KadGov 1 TOIUAAIATOS

QVTOAVOGT VITEPAEITOLPYI 1) VITOAEITOVPYia BvpeoEdN adéva, Bupeoeldikd avticouaTa 1 BPoyyoKnAn

(d10yKmo™ Tov BVPE0EIdOVE 0dEVH GTO AOLUO)

TPNEO TOV AV 1)/Kot TOV KAT® AKPOV

TPOPALATO OPAOTG, EMTEPLKITION, 0PBaAUIKN VOGOG Tov oyetiletar pe Bupeoetdonddeia

aicOnpo TEPIGTPOPNC 1} ATMAELD 1IGOPPOTTIAG, MNUIKPOVia,

aioOnua dyyxovg, katddiym

U1 QUGLOAOYIKE EVTOVT|, TAPOTETAEVN 1] AKAVOVIGTY| EQUNVOG pOOT

OKY|, KOKKIVIOUO TOV SEPHATOG, VTEPPOAIKT] EQIOPMOT), ATOYPOUATICUOG TOV dEpUATOC, PAAPN TOV

O€pHOTOG, depUaTITION

apoppoyic omd T poTn, LOA®TICUOS

TPYOTTOOT)

aoBua

ULikOG Kot 00TIKOC TOVOG, dLGPOpia 6To 6THHOG

Oy ovyvég (evdéyetan va ennpedcovv péxpt 1 ota 100 dropa)

o AOPAEELS: YOOTPEVTEPITION, PAEYLOVI TOV OVA®V, LOKNTEG TV OVOY®OV, GAEYLOVH TV AUVYOIAADY,
o&eia rypopitida, Paxtmpilakn deppatikn Aoipwén, Tvevpovitida, Aoipnmén amd Tov KuTTUPOUEYOAOTO
poknticen Tov 106100 («wddL Tov AOANTH»)

U1 QUGLOAOYIKO KOATIKO EMiypioua,

avénuévn tkavotnta aictnong, dwotapoyn T aetnTIKOHTNTOC OTOC LOVIIAGHLO, LOPUNKiNoT) Kot
TOVOG, KEQOAOAYiO TAONG

duthomio

OVOG GTO OVTL

dvokoAio 6TV KaTdTOooT, EpENICUOS TOV PAPLYYO., TUPUYWYIKOS PrYX0g

ueimon copotikov Bapovg, abénon compatikod Bapovg, Leimon tov aptduod Tov epuipmv
apooeapioyv, avénon g yAvkolng aipatog, avénomn tov peyébove twv epudpdv aloceulpioy
SVOKOIAOTNTA, YOOTPOOICOPUYIKT TAALVOPOUNON, ENpocTopio

aioppayio omd o ophod

aoppoyia omwd To o0

petopévn 6peén

QOVOKAAES, VOKTEPIVT EQIOPWOT, TPNEWO TOV TPOCoHOTOV, EKCELO

dvokapyia, duoeopia ot YEPLA Kol oTo TOOLL

veppikoi AiBot, OTEKKPIoN KETOVOSHOUAT®V GTO 0P, VEQPLKT VOGOG
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petopévn / acbevig Asttovpyio TOL CVOCOTOINTIKOD GUGTHATOG
oupotioon

QAEYHOVT] TNG YOANBOYOVL KOGTNG, LE N XWPIG TETPES OTI YO
KOVOLADULOTOL

Yravieg (evoéyetan va exnpedoovv uéypt 1 oto 1.000 droua)
. VIEPPOALKT| EVEPYOTTOINGT TV AELKDOV OLOCQUPI®V oV oyeTiletal pe AEYLOVN
(LOPOYOKVTTOPIKT AEUPOTICTIOKVTTAPWOOT))

Mn yvootég (n cuyvotnta dev pmopei vo ektiun el pe faon ta dabécia dedopéva):

o Motepioon/unviyyitida ond Aotepinon

. OLHOPPAYItt GTOVG TVEVLLOVEC

. KapdaKn TPooPoAn

o OYYEWLKO EYKEPUAIKO EMEIGOIIO

o PNEN OTIG KAPOTIOIKEG 1] GTOVOVAIKES apTnpieg (QHOPOPO OyYELD TOV CLUATMVOLV TOV EYKEPAAO)

Agi&te v Kdapra [Ipogidomoinong Acbevoig Kat 1o mapdv QUAAO 03NYIOV XPNCTG GE OTOLOINTOTE YIUTPO
OV EUTAEKETOL GTIV AYMYY| GOG, Ol LOVO GTOV VELPOADYO GG,

Avtég ol TAnpopopieg mepthappdvoviar otnv Kdpta Ipogidonoinong Acbevoig kat otov Odnyd AcBevoig
OV 6AG 60ONKaV amd To Y1TpPd COg.

Ava@opd avemOounNTOV EVEPYELOV

Edv mapotnpfogte KOmoto avemBOUnTn eVEPYEL, EVILEPDGTE TOV YITPO GOG. AVTO 1GYVEL KOt Yl KAOe
OV aveTBOUNTY EVEPYELD TTOV OEV OVOPEPETUL GTO TOPOV PVLALO 00N YLDV ¥pNonc. Mropeite emiong va
avaeépete avembounteg evépyeleg anevbeiog, HEcm TOL EBVIKOD GUOTILOTOG OVAPOPAS TOV OVOLYPAPETOL
oto [apdpmua V. Méow e avapopdgs avemtBountmv evepyeldv pnopeite va fondnoete otn GuALOYY
TEPIOCOTEPOV TANPOPOPLOV GYETIKA LLE TNV AGPAAELD TOL TAPOVTOS PAPUAKOV.

5. og va pviaooete To LEMTRADA

To eappako avtd TPETEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kat 6gV TO POAVOVV T TG

No pn xpnoiponoteite 0vTod T0 PAPLOKO HETE TNV Nuepounvic ANENG mov avaeépetal 6To eEMTEPIKO KOLTi
KoL 6TV €TIKETA TOV PloAdiov petd v AHEH 11 EXP. H nuepounvia Aéng eivar n televtaio nuépa tov
VA IOV OvVOQEPETOL EKEL.

dvidooete og yoyeio (2°C-8°C).

Mnyv katayOyeTe.

DVAAGGETE TNV APYLKT] GUCKEVAGIN Y10 VO TPOCTATEVETOL OO TO (PG,

YVVIGTATOL VO, XPTCLUOTOLEITAL TO TPOTOV AVTO AUECHS PETA TNV apaimoT], AOY® mhavoD Kivdvvou
pikpoProkng empodivvonc. Edv dev ypnoyomomdei apécmc, o ypovog Kot ot GuvONKeg pOANENG KUTA TN
YPNON TPV TN XOPNYNOT 0TOTEAOVY £0OVVT TOV YPNoTN Kat dev B Tpémet va vepPaivouvy Ti¢ 8 dPeC GTOVG
2°C ¢wg 8°C, pe mpootocia and 10 G,

6. IIgpreyopevo TS GVOKEVLAGINS KO LOUTEG TANPOPOPIES

T tepréyer to LEMTRADA

H dpaotikn ovoia sivor n adeprovlovpdpnn.
Kda0e proridwo mepiéyet 12 mg adeprovlovpdunng oe 1,2 ml.
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Ta Ghra ovetaTkd sival:

o dwartplo pooeoptkd dwdpikod (E339)
OBVAEVOSIOUIVOTETPAOELKO OVATPLO AANG
KkéAo yAoprovyo (E508)

KéAo pwopopikd dicd&vo (E340)
moAvcopPucod 80 (E433)

VATPL0 YAPLOVY0

VWP Yo EVESILLNL

Epg@avion tovo LEMTRADA kot tepieyOpevo Tns 6vokevaoiog
To LEMTRADA givon éva dtavyEg, dypopo £m¢ DTOKITPIVO TUKVO S1AALLA Y10 TOPACKEVT] SIUAVILOTOS TPOG
&yyvon (ATOCTEP®UEVO TUKVO SIAAVULA) TTOV TOPEYETAL LEGO GE YLAAMVO PLAAIDIO [LE TOUO ELCYDPNONG.

Yrdpyet 1 graiidio o€ kébe KouTi.

Kartoyog dosrog kokrhopopiag
Sanofi Belgium

Leonardo Da Vincilaan 19
B-1831 Diegem

Béhyo

Hoapaywyos
Genzyme Ltd.

37 Hollands Road
Haverhill

Suffolk CB9 8PU
Hvopévo BaoiAeto.

Genzyme Ireland Limited
IDA Industrial Park

Old Kilmeaden Road
Waterford

IpAavdia.
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IMa omoladmoTe TANPOPOPIa GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOidV, TopaKaieicOe va ansvbuvlsite
GTOV TOTIKO aVTITPOGMITO TOV KOUTOYXOV TG AdEl0G KVKAOPOpiag:

Belgié/Belgique/Belgien/ Lietuva
Luxemburg/Luxembourg UAB ,,SANOFI-AVENTIS LIETUVA*
Sanofi Belgium Tel. +370 5 275 5224
Tél/Tel: + 322 710 54 00

bnarapus Magyarorszag
SANOFI BULGARIA EOOD SANOFI-AVENTIS Zrt
Ten.: +359 (0)2 970 53 00 Tel: +36 1 505 0050
Ceska republika Malta

sanofi-aventis, s.r.0. Sanofi Malta Ltd

Tel: +420 233086 111 Tel: +356 21493022
Danmark Nederland

Sanofi A/S Genzyme Europe B.V.
TIf: +45 4516 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
sanofi-aventis Estonia OU sanofi-aventis GmbH
Tel. +372 6 273 488 Tel: +43180185-0
E\\aoa Polska

sanofi-aventis AEBE sanofi-aventis Sp. z 0.0.
TnA: +30 210 900 16 00 Tel.: +48 22 280 00 00
Espafa Portugal

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

sanofi-aventis France
Tél: 0 800 222 555

Appel depuis I’étranger: +331 57 63 23 23

Hrvatska
sanofi-aventis Croatia d.o.o.
Tel: +385 1 6003 400

Island
Vistor hf.
Simi: +354 535 7000

Ireland

sanofi-aventis Ireland Ltd. T/A SANOFI

Tel: +44353 (0)1 403 56 00

Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
sanofi-aventis d.o.o.
Tel: +386 1 560 4800

Slovenska republika
sanofi-aventis Pharma Slovakia s.r.o.
Tel.: +421 233 100 100

Suomi/Finland
Sanofi Oy
Puh/Tel: + 358 201 200 300



Italia Sverige

Sanofi S.p.A Sanofi AB

Tel: +39 059 349 811 Tel: +46 (0)8 634 50 00
Kvnpog United Kingdom
sanofi-aventis Cyprus Ltd. Sanofi

TnA: +357 22 871600 Tel +44 (0)845 372 7101
Latvija

sanofi-aventis Latvia SIA
Tel: +371 67 33 24 51

To wapov UALO 00NTLOV Yp1ioNs avaBewpOnke Y10 TELEVTOIO POPa 6TIS .
Aldeg TNYEG TANPOPOPLAV

Q¢ Ponbnua oty ekmaidevon TV acHevdv GYETIKA e TIC TOAVES OvVETIBOUNTEG EVEPYELES KOl TIG 00MYiEg
Y10l TO Tl TTPETEL VO, KAVOLV GE TEPIMTMOT EUPAVIONG OPIGUEVAOV AVETIHOUNTOV EVEPYEIDY, Olatifevtal Ta
TOPOKATO VAKE ELOYIOTOTOINONE KIVOUVOUL:

1 Kéapra IIposidomoinong Acbevoig: o tov acBevi) dote va TV MSEIKVIEL GE AAAOVG TAPHYOVGS
VYELOVOUIKNG TEPIBOAYNG Y10 VO TOVE TANPOPOPTNTEL OTL AVTAOC O
acOevic Aapupdvet LEMTRADA

2 Odnyog AcBevoug: [No tepiocdTepeg TANPOPOPIEG TYETIKA LIE TIG AVTOAVOCES
OVTIOPAGELS, TIG AOUMEEIC KAl AAAEC TANPOPOpPIEC.

Aemtopepn TANPOPOPLOKE GTOLYEIN Y10 TO TPOTOV avTd eivan dtabécipa oTov diktvako TOTo Tov Evponaikon
Opyaviopov @apudkmv: http:// www.ema.europa.eu.

O T po@opisg mov akorovoOv amrevdivovTal pévo o€ emayyeApaTIES TOV TOPEX TG VYELOVOUIKIG
mepiBaiyng:

IIinpogopieg Yo TNV ELaYLGTOTOIN 6T KIVOUVOL — AUTOAVOGES TAONGELS

e Eivat e€opetikd onpovTikd vo, Kotovonoel 0 acBevig 6og TV VIoypEMoT TEPLOdIKMOV EETAGEDY
(Yo 4 €t petd v tedkevtaio £yyvon) akopa Kt av dgv mapovctdlel copntdpoto Kot n I1X edéyyeton
EMAPKAOC.

o O TPEMEL VO TPOYPOUUATICETE KOl VO, OPYOVADVETE TNV TEPLOOIKT TapakolovOnon pall pe tov
acfevi cag.

o Y& mepinT®ON UM GUUUOPPMOOTG, O AGHEVIC EVOEXETAL VA YPELNGTEL TEPATEP® GLUPOVAES YO VL
TovicBel 0 Kivouvog amd TV TOPAAELYT) TOV TPOYPUUUATICUEVOV EEETAGEWV TAPOKOAOVONONC.

e  Oa pémel va mapakolovdeite To amoTEAEGHOTA TOV EEETACEMY KO VO ETOYPVTTVEITE Y10, VO
EVTOTICETE GUUMTAOUOATA OVETIOOUNTOV GUUPARATOV.

e Meletote tov OdnYyd AcBevoig kat to DOAA0 Odnyidv Xprong tov LEMTRADA podi pe tov
aclevi cog. Ouuiote otov acbevr 0TL Ba TPETEL VoL ETAYPLTTVEL Y10, GUUTTOUATO GYETICOUEVD, [UE
avtodvooeg Tabnoelg Kot 6Tt Oa Tpénet va, avalntiost wtpikr fondeia edv €yl 0mTO1ONTOTE
avnouyia.
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Awtifeton emiong YAk [TAnpoeopnong yia [apdyovg Yyetovourkng IepiBaiyng:

e Oonyoc Enayyerpatidv Yyesiog yio to LEMTRADA
e Exmadevtikd YAkod yio to LEMTRADA
o  Koatdroyog EAéyyov Zvvtayoypaenong tov LEMTRADA

AwBdote TV TEPIANYN TOV YAPUKINPLOTIK®Y TOL TPoTovTog (dtabécio otov diktvakd tomo tov EMA mov
OVOPEPETAL TOPATAV®) Y10 TEPICCOTEPEC TANPOPOPIEG.

MAnpogopieg Yo v wpocTopacia tng yopiynons tov LEMTRADA kot v mapakorovdnen tov
oc0evav

o Ot acBeveig mpémetl vo AopBAvVOVY TPOKATAPKTIKY OY®@YN LE KOPTIKOGTEPOEIN aKPIPDOS TPV 0Id TNV
éyyvorn tov LEMTRADA, katé t1g 3 mpdteg nuépeg kabe ovvedpiag. Evdéyetan emiong va eEetaotel
KOl 1] TPOKATOPKTIKY 0y®YN LE OVTUGSTOLUVIKA 1)/K0L OVTITVPETIKA TPV T YOPNYN G TOV
LEMTRADA.

e Kdmoloc amd Tou GTOUATOG YOPTYOVLEVOG TAPAyoVToS KaTd Tov £pmnTa Bo mpémet v divetal o€
OAoVG TOVG aeBeveic koTd TN Sidpketa kot yio 1 uAva pHetd amd Ty aymyn. XTig KAVIKES OOKIUEG,
yopnynonke akvkiofipn 200 mg d1g nuepnoing 1 A0 1G0dVVALO.

o O m\npeig e€etdoelc katd TV Evapén Kol 0 TPOGVUTTOUATIKOG EAEYYOG, TEPLYPAPOVTOL GTNV
nopdypago 4 g IIXIL

o To mepieyoUEVO TOV PLAALOI0V TPEMEL VAL EAEYYETOL Y10 COUATIONNKSO VAIKO 1} YPOUATIKY 0ALOimoN
pw T xopnynomn. Na un ypnoyoroindei e4v vrdpyel COUATIONKO VAIKO 1| €AV TO YPOLUL TOV
TUKVOD SLOADUOTOG EYEL 0ALOLWOEL.

MHN ANAKINEITE TA ®IAAIAIA ITPIN ATTIO TH XPHZH.

o Eopoppoote donmn teyvikn ya va avappooncete 1,2 ml LEMTRADA oand to grodidio kot va to
npocBécete oe 100 ml SreAvpotog yAmprovyov vatpiov yia £yyvon 9 mg/ml (0,9%) 7 S10AdpHeTOC
yAvkolng v &yyvomn (5%). AvaotpéyTte TPOCGEKTIKA TO GAKO Y10 VOL vVOLpEETE TO S1dALLLAL.
Xpewaletot Tpocoyn Yol Vo S10GOAMGTEL 1] GTELPOTNTO TOV TOPACKEVAGLEVOD OLUADLOTOC.

e  Xopnynote 1o Stdivpo LEMTRADA yuo éyyoon pe evooeréPia xoprynon péca o€ 4 dpeg mepinov.

o Ao QOpLOKEVTIKA TPOidVTa dev Tpémet vo Tpootifevtan 6to dtdAvpo LEMTRADA vyia éyyvon 1
VoL YYDOVTOL TOVTOYPOVA LEG® TNG 1O10G EVOOPAEPLOG YPOUUNC.

e  ZUVIGTATOL VO YPNCUOTOLEITAL TO TTPOIOV OVTO OUESMG UETA TNV opaimon, Ady® Thavod Kivduvou
pikpoPfiokng empoivvong. Eav dev ypnoomondet apéosms, o xpodvog Kot ot cuvinikeg puiagng kotd
TN XPNOM TPV TN YOPNYNOT ATOTEAOVY gVBVVT TOL PN oTN Kot dgv Ba Tpémet va vepPfaivovv Tig
8 wpeg otovg 2°C émg 8°C, ue mpoctacio omd 10 Poc.

o [lpémel va tmpovvral ot dradikacieg ophod yepiopov kat andppryng. Kabe dtapuydv 1 andpinto
VAKO TPETEL VO OMOPPINTETAL COUPOVOL LLE TIG KOTO TOTOVS OTOLTI|OELC.

Metd and k4B £yyvor, 0 0cOeVig TPETEL VO TOPaKOAOVOEITAL Y10 2 DPES Y10 AVTIOPAGELG
oyeTilopeveg pe v €yyvor. Mmopei va yopnynfei countopatiky aymyn eav ypeidletor — PA. TIXII.
Yvveyiote va e€etdlete Tov 0o0evn Yo avTodvoceg Tabnoelg kabe unva yio 4 £tn petd v
terevtaio Eyyvon. [Na meprocdtepeg mAnpoopieg, deite tov Odnyd Enayyeipatidv Yyeiog yio to
LEMTRADA 7 d10fdote tnv mepidnyn T@V YopoKTPIGTIKOV TOV TPOIOVTOG TOL gival Stobéoiun
67OV SIKTLOKS TOTOo Tov EMA 7ov avapEpetal mopamive.
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