@vAiro oonYLOV piong: IIinpoopics Yo Tov a.60gvi)

Lenalidomide Accord 2,5 mg ekinpé kKayaxio
Lenalidomide Accord 5 mg exkAnpé kayaxia
Lenalidomide Accord 7,5 mg ekinpaé kKayaxia
Lenalidomide Accord 10 mg ekinpd koydxio.
Lenalidomide Accord 15 mg okinpd koydxuo,
Lenalidomide Accord 20 mg ekinpd koydxio,
Lenalidomide Accord 25 mg ekinpd koydxkio.

Aevolidouion

AW PaoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAV YPTONS TPLY UPYIGETE VU TALPVETE AVTO TO

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUS.

- Dora&te avtd TOo EOALO 0dNYIBV YpNons. Towg ypelaotel va to dwPdcete Eavda.

- Edv éxete mepartépw amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H cvvtoyn yio ovté To @appaxo yopnynOnke omokieloTIKE Y10 60C. AEV TPETEL VO OACETE
70 Qdpnoko og driove. Mmopei va Tov mpokaréoel Brapn, axépa ko étav To
ovuntTOpneTa TS 0oféverag Tovg eivan idro pe Ta dikd cac.

- Edv mapotnphoete Kamoto avemBOunTn evEPYELd, EVILEPMDGTE TOV YIATPO 1) TOV PUPUIKOTOLO
cag. Avtd 1oyvet kot yuo KaOe mhovi avemBOUNTN EVEPYELN IOV OEV OVAPEPETOL GTO TAPOV
@OALO 0OMY1DV Yprione. BAEme mapdypago 4.

T Tepréyer 1o mapév VAL 00N YLOV

T eivan to Lenalidomide Accordkon ot givor n) gprion tov
T npémel va yvopilete npv ndpete to Lenalidomide Accord
[Mog vo mapete to Lenalidomide Accord

[MBavég avemBounteg evépyeteg

[Tog va puidooete to Lenalidomide Accord

[epreydpevo ¢ cuokeELOCIOG KoL AOUTEG TANPOPOPIES

Uk wdE

1. T givon To Lenalidomide Accord kot mowa ivar 1 xpiien Tov

T givan To Lenalidomide Accord

To Lenalidomide Accord ypnoipomotieitol € eVAMKES yia.:
o [oAramAd poéimpa

MughodvuomhaoTikd GOVOpOL

Aépoopo amd KOTTOPO TOL HOVILA

OLmdeg AMépopmpa

IMow givar 1 ypiion Tov Lenalidomide Accord
To Lenalidomide Accord ypnoiponoteital 6€ evAAKes Y10 TOALOTAS puédmpa Kot 0 0{mdeg AEpQmpLa.

HoAiramhé pvéiopo

To molhamhd puélopo givot évag THTOGg KapKivov mTov ennpedlel £va GUYKEKPIUEVO EI00G AEVKDV
alpocPapiov, Tov ovopdloviol KOTTopd TAAGHATOS. AVTA To KUTTOPO CUYKEVIPOVOVTOL GTO HVEAD
TOV 0GTAOV KOl S101PpovVTOL EKTOG EAEYYOV. AVTO pmopel va PAGYEL T 0GTA Kol TOVG VEQPOUCE.

I'evikd 1o ToAamAO poéhoua dgv uropei va Ogpanevbei. Qotdc0, TO GNUELD KOl TO, GUUTTOUOTOL
umopovv vo, eEAatt®Bovy GNUAVTIKA 1| v eEQPAVIGTOVY Y10l UL XPOVIKT| TEPi0d0. AVTO ovopudaleTal
COVTOTOKPLO.

NeodrayvwcOév moAlarAd puélopa - og acbeveic mov £yovv LTofANDel o€ HETAUOGYEVGT LVEAOD TMV
00TV




To Lenalidomide Accord ypnowpomoteital pévo tov wg Bepomeio cuvTpNoNg LETA and enapk
ATOKOTAGTAGT 1) 0Toiet 0KOAOLOEL TN LETAUOCYKEVOT LVEAOD TOV OGTMV.

NeodwyvocBév morlamhd pouélmpa - og acbeveic mov dev umopodv va vrofAinfovv oe petandoyevon
LVELOD TOV 0GTMOV

To Lenalidomide Accord Aapfavetor padi pe dAla edapuaka: Avtd propei vo mepthapfavooy:

o ¢va ynuetoBepomevtikd eappoko mov ovopdletor «Boptelopipmn»

o £va OVTIPAEYLOVADOES PAPOKO TTOL ovopdleTat «de&apefalovny.

o ¢va ynpeoBepameLTIKO QAPLOKO TOV OVOUACETOL KUEAPAAGVIY Kot

® £V0 OVOGOKUTOGTUATIKO OAPUOKO TTOV ovOpALeTat «mpedvilovny.

®a mapeTe AVTA To GALN QAppOKa KaTd TV Evapén g Bepaneiog kot katoémy Ba cuveyicete va
maipvete T Aevaldopion povn mg.

e mepinton mov giote nAKiog 75 eTdv 1 Ave 1 £YeTe LETPLO E®G GOPapd veppucd TpoPfAnuate — o
YwTpog cag Oa cog eEETAGEL TPOGEKTIKG, TPV TNV Evapén Tng Depoameiog.

HoAlomAd poédhmpa - o€ acbeveic Tov £yovv Adfel mponyovuevn Bepameio
To Lenalidomide Accord Aappdvetor pali pe Eva avtipAeypovmdeg pAaproKo mov ovoudletat
«Oe&apefalovny.

To Lenalidomide pmopei vo otapoatiost Ty eTeivocn TV oNUEi®V Kot GOUTTOUATOV TOL
TOALOTTAOD pueAdpatos. Exet eniong kataderyfei 6t1 kabvotepel TV VIOTPOTN TOL TOAAATAOD
PueA®patog petd tn Oepamneio.

Mvughodvomraotikd cvvopopo (MAX)

Ta MAX meptihappdvouv ToAAEG S10POPETIKES VOGOLE TOV OULOTOG KOl TOL HVEAOD TV 00T®V. Ta
aLocEaipla Yivovtal U QuGtoAoyikd kal dgv Agltovpyodv cmwaotd. Ot acbeveig umopodv va
EUPAVICOVV [0, TOIKIAO 0TO ONUEIN Kol GUUTTOUOTA, TOV TEPILOUPBEVOLY YaunAd aptOud epvOpav
aPLOcEUPi®V (avaipia), ovAyKn Yio LETAYYIoN iIaTog Kot SloTpéyovV Kivouvo AoipmEng.

To Lenalidomide Accord ypnowpomoteitatl pévo tov yia ™ Bepameio evnlikmv acBevav mov égovv

dwyveotel pe MAX, 6tav 1oybovv OAL To TUPOKATO:

o ypelaleoTE TOKTIKEC LETOYYIGEIC OIUATOG VIO TNV AVTILETOTION TOV YOUNADV EMTES®V EpLOPOV
alpoceapiov («avoipio wov amotel petayyiceigy)

e £yETE O KLTTOPIKT OVOUOAO GTO HVEAD TOV 0GTMY OV OVOUALETOL KULELOVOUEVN
KUTTOPOYEVETIKT VOO ATTOAELNG TOV LOKPOD GKELOVG TOV YPOUOCMUATOC 5». AVTO onuaivel
OTL 0 OPYAVIGUOC GOG OEV TAPAYEL APKETE VYL OUOGPALPLOL

e (MAeg Bepameieg mov Exovv ypnotuonombel TponyovuEvms, dev eival KATAAANAEG 1 dEV dpovV
OPKETE KAAAL.

To Lenalidomide Accord umopei va avénoet tov apifud Tev vyidv epudpdv apnocapimv Tov

TOPAYEL TO COUA LEIDVOVTAG TOV aplBUd TOV U1 GUGIOAOYIK®OV KUTTAP®V:

o  0vTO umopel vo, HEIDGEL TOV apldpud Tov petayyicemv aipatog wov ypetalovrat. Eivar mbavé va
L1 XPEWCTOVY LETAYYIGELC.

Aépoopa amd KuTTOpa TOV povova (AKM)

To Aéppopa amd kutTapa Tov povova (AKM) etval évag kapkivog vog TUNLOTOS TOV 0lVOGOTOTIKOV
GLOTAHOTOG (TOV Aol 16ToV). Ennpedlel évav TOmo Aevkdv apoceaipioy mov ovopdlovtot «B-
Aepopoxvttapon 1 B-kbttapa. To AKM etvar pua vocog émov ta B-kdttapa avantdccovion pe
ave&éLeyKTo TPOTO Kol GLGGMPEVOVTOAL GTOV AEUPIKO 10TO, TOV HVEAD TOV 0GTAOV 1 TO G,

To Lenalidomide Accord ypnowomoteitat pévo tov yia ) Bepameio evniikmv acBevav Tov &govv
AGPel mponyovpevn Bepameia pe GAA0 QapHOKAL.



OLmoeg réppopa (OA)

To OA gtvan évag kapkivog apyng eEEMEng mov mpoosPaidet ta B-Aeppokdtrapa. Avtd givat évag
TOTOG AEVK®V OHoG@a1pieV Tov Ponboly Tov opyoavioud cag va Katamolepd Tig Aouméelc. Otav
€xete OA, mopo TOAAG 0o avTd To. B-AEppokdTTOpa EVOEYETOL VO GUYKEVIPOVOVTOL GTO [0, TOV
LLVELD TOV 0GTAOV, TOVG AEUPAOEVES KOl TOV GTANVA GOG.

H Aevolidopion Aappdavetor pali pe €vo GALO pAPLOKO TOV OVOUALETAL «PITOVELLAUT Y10 TN
Bepaneia evnAikov acBevdv mov éxovv voPAnbel oto maperBov oe Bepaneio yio o{ddec Aéppmua.

Mo dpa To Lenalidomide Accord

To Lenalidomide dpa ennpedlovtag 10 avoGomomTIKO GVGTNILO TOV GMUOTOG Kal nTifeTon amevdeiog

61OV KOopkivo. Apa pe pio Gepd omd S1popETIKOVS TPOTOVG:

®  GTOHOTAOVIOG TNV AVATTLEYN TOV KOPKIVIKOV KUTTAP®V

*  JkOTTOVTOS TNV AVATTLEN TOV AHLOPOP®V ayYEi®V GTOV Kapkivo

®  EVEPYOMOLMVTOG LEPOG TOV OVOCOTOUTIKOV GUGTHUATOS OGTE Vo eMttedel oTO KapKIvikd
KOTTAPO.

2. T péner va yvopilete npwy napete o Lenalidomide Accord

Hpéner va Sropfacete Ta @OALG 00N YLOV YPNONS OOV TOV QUPLUIKEVTIKAOV TPOIOVTOV OV Oa
MO0V 6g cuvdvacpo pe to Lenalidomide Accord mpwy tqv évapén g Ospoansiog pe
Lenalidomide Accord.

Mnyv napete to Lenalidomide Accord:

o edv gloBe €ykvog, vouilete 6TL pmopel va giobe £ykvog N oxedrdlete va peivete €ykvog, o16TL N
Aevomdopion avapéveran va tpokorécel PLapn oto uppvo (PA. mapdypago 2, «Kdnon,
ONAao oG Kot avTICOAAN YT — TANPOPOPIES Y10 YOVOIKESG KOL AVOPESY).

e &l umopeite vo peivete £ykvog, EKTOC v AapuPBavete OAQ TO amapaiTnTO LETPO Y10 VO
gumodioete o evogyopevn komon (PA. mapdypapo 2, «Konon, Inlacudc kot aviicOAAym —
TANPOPOPIEC Y10 YOVAIKEG KOl AvOpeg»). Edv umopeite va peivere £yxvog, o ylatpdg cog Oa
rkataypayet poli pe ke cuvtayn 0t Exovv Anedel Ta amapaitnta péTpa Kot o oag xopnynoet
avtv TV emPePaioon.

e  o¢ mepintwon aAlepyiog TN AEVAAIOOUION 1} O OTO10ONTTOTE GALO OO TO GLOTATIKA AVTOV TOV
QoPUAKOoV TTOV avagépovTal 6TV Tapdypago 6. Edv vopuilete 6t pmopel va éxete aAlepyia oto
@apuako, cuppfovievbdeite Tov yoTpd cog.

Y& TEPINTOOT OV OTOLOONTOTE OO OVTEG TIC KATAGTAGELS IOYVEL GTNV TEPITTOON GUG, UNV TAPETE
Aevoldopion. Eav éxete appiporieg, anevbuvbeite otov yiatpo cog.

Ipocdomomoeis ko TPoPLAGEES
AnevOuvOeite oToV YI0TPO, TOV QUPRAKOTOLO 1] TOV VOGOKONO GOG TTPLY TAPETE AEVAIOONioN:
o &hv &yete eppaviost OpouPovg oto aipe KaTd T0 TPV - £xete avEnuévo Kivouvo avamTuéng
Opoupav aipatog otig PAEPES Kot TIg apTnpieg katd T didpKeto TG Bepamneiog
o &hv &yete omoladnmote onueia Aotuwéng, OTmg Prya 1 TVpeTd
o € €yete M eiyote oto TapeABOV 10yevn Aoipmén, Wiaitepo Aoipmén and nratitda B,
avepoProyid-épmnto (ootnpa, HIV. Edv éxete appipoirieg, ansvbuvbeite otov yiatpo cag. H
Oepameio pe Aevoldouion pmopel vo TpoKaAEGEL TNV EXAVEVEPYOTOINGT TOL 100 6€ ac0evEic
OV PEPOVY TOV 10. AVTO £XEL WG AMOTELEG LA TV EXAVELPAVIOT TS Aoipméng. O yatpdg cog
0o mpémel va eAéyEel edv giyate moté Aoipmén amd nratitido B
o &dv &yete veppikd TPoPANHaTa — O YITPOC GOG EVOEYETOL VO TPOCUPUOGEL TN OG0T GOG
AEVOALOOUIONG
e &dv &yete VIOoTEl KapOLOK TPOGPOAY, glyate woté OpopPo aipatog N edv kanvilete, Exete
VYNAN 0pTNPLOKT TiEST 1) VYNAAL ENITEDD YOANCTEPOANG



o &dv &yete gppavioet po aAAepyKn avtidpaon Katd tn didpkelo Ayng g Baidopiong (éva
dALo pappoKo Tov ypnoipomoteiton yia T Oepameio Tov TOAAATAOD LVEADUATOS) OTWS
eEavOnua, kvnopd, oidnua, {dAn 1 SuckoAia otV avamvon|

o ¢yete ekONADOEL 610 TOPeABOV Evav cuvovacud amd omoldNToTE amd To 0KOAOLOX
cupmTdpot: ddyvto eEAvOnua, epubpd Sépua, LVYNAY Beplrokpacios GOUATOG, GUUTTMUOTO
YPIIADO0VS GUVOPOUNG, AVENGELG NIATIKOV eViOU®Y, avoudAieg oTo aipa (NOowoPiAia),
SoyKmpévoug Aeppadéves — antd etvar onpeia pog cofapng depratikng avtidpacng mov
ovopaeTon QOPUAKEVTIKY] OVTIOPAOT LE NOGIVOPIALN KOl GUGTNHOTIKE GUUTTAOLOTA, T) 07Ol
glvan emiong yvoot| wg DRESS 1 obvépopo vrepevarctneciog og pappako. (BA. eniong
mapdypaeo 4 “ThBavég avemBounteg evépyeles”.)

Xe TEPINTOOT) OV OTMOLOONTOTE OO TO TAPUTAVED 1GYVEL GTNV TEPITTMOGCT GAG, EVIUEPDOTE TOV
YWTPO, TOV PAPUOKOTOLO 1] TOV/TNV VOGOKOUO Gag TPy TV Evapén tng Oepameiog.

Omowndnmote oTIyp] KOTA TN Srapkero TG Ogpameiog 1| peTd Ao AVTIV, EVIIUEPADOTE TOV YLATPO
1 TOV VOGOKON0 60C UpEGMS EAV:
® TopovclaceTe BOAMOT|, ATMAELN TNG OpaoNC ) STAmTio, SLCKOALD 6TV OptAic, advvapio oTo
¥€PLM oto THOL, AAAAYT) GTOV TPOTO OV MEPTATATE 1 TPOPANLOTA LLE TV L1COPPOTLO GG,
EM{ILOVO LOVIAGHA, LEWOUEVT] UGONTUCOTNTA 1] OTOAELD OIGONTIKOTNTAG, ATAOAEL LVIIUNG 1|
ovyyvor. Ola avtd uropei vo amoTeELobV CUUTTOUOTO P0G GOPaPNG Kot SuVNTIKA
Bavoatneopag eyKeQUAKNG TABNONG, YVOGTNG MG TPOIOVGH TOAVEGTIHKT
AevkoeykeparonmdBelo (PML). Edv eiyate avtd To copntodpota Tptv amd T Oepaneio pe
AEVOAMOOUION, EVIUEPDOTE TOV YIOTPO GG OYETIKA IE TUXOV OALUYEG GE OUTE TOL GUUTTMLOLTOL
e ckdnAmoete dVGTVOLA, KOT®MGN, COAN, TOVO 610 oTiBoC, TayVTEPO KapdLoKd TaANd 1 TPNEO
6T TOSLO 1] TOVG AGTPOYGAOVS. AvTd propel va gival cuumTOAT (o cofapnc Tabnong, n
omoia glval yv@oTr| ®g mveLoVIKN véptaot (PAéme mapdypapo 4).

Aokipacisg ko £reyyoL

[pwv kot katd T Sdpkeia g Oepameiog pe Aevolidopidn Bo KEVeETE TOKTIKES OLOTOAOYIKES
e€etdoeic. Avtég Oa Tig kavete enedn to Lenalidomide Accord pmopei va tpokaiéoet peioon tov
alpoceapiov mov fonbovdv oty katamoréunon Aopdéemv (Aevkd apoceaipia) Kot otV TéN Tov
aiporog (opomeTare). O yatpog cos Ba cog {ntoet va kdvete eEétaom aipatog:

e 7pw 1 Bepomeia

o KkGOe efdopdda yo T TpmTEG 8 Efdouddeg Tng Oepameing

®  GTI GUVEYKELD, TOVAGYIGTOV KAOE Uiva LETE 0td avTd TO S1AGTI L.

Mmropei va a&lodoyndeite yio onpeio KapOOTVELLOVIKAOV TPOPANUATOV TPV 0O KOt KATA TN
duapketa g Bepameiog pe Aevaiidopion.

o acBeveic pe MAE mov AapBdvouv Aevoldopion

Edv éyete MAX, vdpyet avénpévn mbavotnta vo ELQavIcETE Lo TO TPOYMPNUEVT KOTAGTOCT TOL
ovouaetan o&eio pvedoyevig Aevyaupio (OMA). Emmiéov, dev givon yvwoto nog to Lenalidomide
Accord gnnpealet tig mboavotreg va eppavicete OMA. O yatpdg 6O¢ UTOPEL, ETOUEVMC, VO GOG
VIoPaArel o€ e£gTAOELS Yo TOV EAgyy0 onpeimv, Ta omoia umopel va TPoPAEYOLY KOADTEPQ TNV
mBavotta vo gpeovicete OMA katd ™ didpkeia ™ Bepaneiog cag pe Lenalidomide Accord.

o acBeveic pe AKM nov Aopfdvovv Asvaidopion

O y1atpdg oag Ba cag {ntoet va kdvete eEETAoN ALOTOC:

e wpw amod T Bepameio

e KkdOe efdopdda yio Tic TpmTeg 8 efdouddeg g Bepameiag (2 KdKAOL)

® 011 GLVEKELD, KABe 2 efdopddeg katd Tovg KhkAovg 3 kat 4 (BA. mapdypapo 3 «Kvkhog
Oepameiogy Yo TeploGOTEPEC TANPOPOPIEC)

e  LETA amod To onpeio avto Ba dievepyeitan katd Tnv Evapén Tov Kabe KOKAOL Kot

e TOVAdYOTOV Uio Qopd kGBe pva.

T acBeveic pe OA mov AauBdvovy Aevaidouion
4




O ywTpog oag Ba cag Cntoet va Kavete eEEtaot aipLatog:

e 7wpw amod T Bepameio

e KkGOe efdopdda yio Tic TpmdTEG 3 Efdouddeg (1 kdkrog) tng Bepameiog

e 011 oLvEKELD, KABe 2 efdouddeg katd Toug kKOkAovG 2 £m¢ 4 (PA. mapdypapo 3 «KokAog
Bepamneiagy yio meplocdTepes TANPOPOPIEQ)

e petd amd to onpeio avto Ba devepyeitan katd v Evapén Tov KB KOKAOL Kot

e TOVAdY)loTOV pia Popd kéBe pva.

O y10tpo¢ oag umopel va eEETACEL GV £XETE LYNAO GUVOMKO POPTIO OYKOL GE OAO TO GO,
GUUTEPTAAUPOVOLEVOD TOL HVEAOD TV 0GTMV GOC. AvTtd Bo pmopovce va 00NyNoEL GE La KATAGTAGT
OOV 01 OYKOL 0TOSOLOVVTAL KOl TPOKOAOVY aGLVIOT EMITESA YNUIKDY OVGIDOV GTO QL0 TTOL UTOPOLV
VO 001YIO0VV GE VEPPIKT OVETAPKELX (QLTH 1] KOTAGTOOT ovopaletal «Zvuvopopo Avong Oykovy)

O y1atpdg oag pmopel va oag e€etdoel yuo petaforég oto déppa cag, Ommg epuBpég kNAidec M
eEavonpata.

O y10tpdg oag pmopel va Tpocaprdcet T 6001 Aevadopiong i va ctapatinoet ™ Bepaneia cog pe
Béon To amoTEAEGLOTO TMV OUATOAOYIKOV EEETACEMY KAl TN YEVIKN o0g KoTdoTaon. Edv éxete
dyvacbel Tpdopata, 0 YTpoc cog evogyeTal emiong va a&lohoynoel T Bepomeia cog pe faon v
NAio cog Kot GALES KOTOOTACELS amd TIG OTOIEG EVOEYOUEVMG TACYETE.

Awpodocia
Agv mpénet va dwpiceTe aipo Kotd T dudpkela g Oepameiog kot yio ToLAGyIGTOV 7 NUEPEG LETA TO
Téhog TG Bepameiog.

owra ko £éenpor
To Lenalidomide dev cuvictdtot yio xp1ion o€ moudid Kot epPovg kbtw tov 18 eTmv.

Hamxiopévae dtopa Kol dtopo pe ve@pikd pofiqpata
Xe mepintwon mov giote nAkiog 75 eTdv 1 dveo 1 Eyete PETPLa £mG GoPapd veppucd tpoPfAnpata — o
YwTpog 6ag Ba cog e£eTacEL TPOsEKTIKG TPV TNV Evapén g Bepaneiag.

AMo @appoxa kot Lenalidomide Accord

Evnuepaote tov yratpd 1 tov vocsokopo cog edv maipvete N Exete Tpdopata mhpeL GAAL QAP LK.

Av106 0@eileTon 6T0 YEYOVOG OTL 1| AEVOAIOOUIOT UTopEl Vo, ETNPEAGEL TOV TPOTO OPAOTG OPIGUEVOV
A oV eapudkov. Etiong, opiopéva, GAAa @apuaKe Lwopody va ETNPEACOVY TOV TPOTO dPAcNG TNG
AevoASopionG.

Edikdtepa, evnUEPD®GTE TOV Y1ATPO 1 TOV VOGOKOLO GOG OV TOUPVETE OTOI0ONTOTE Ao T, akOAoLOA

QaproKa:

e OPIOUEVA PAPLLOKE TTOV YPTCLOTOLOVVTOL Yol TV TPOANYT| TG EYKVUOGUVNC, OTT®G T 0td TOV
GTOUATOG YOPNYOVUEVO OVTIGVAANTITIKA, KoM pumopel va dtakomei 1 Spdor Tovg

®  OpPLOUEVA PAPUOKE TTOV XPTCLLOTOLOVVTOL Y10t KAPOIOKA TPOPAALOTA - OTT®G 1) dryo&ivn

®  OPIOUEVA PAPLOKA TTOV YPTGLUOTOIOVVTIOL YO TV 0paimdoT TOL aipatog - 6nwe 1 fappapivn.

Kino1, Onhoopos kar aviicOAAnyn — TApoQopies Y10 YOVOIKES Kol GAvOpeg

Kdnon
T T1c yuvaikec Tov TOiPVOLY AEVOALOOLLIOT

o Mnv tapete AevaAidopion edv gicte £€ykvog, 610TL avapéveTal va Tpokaréost PAaPn oto
éuppvo.

. Agv mpémel vo, PHeIVETE £YKDOG VA TOUPVETE AEVOAMOOUION. ZVUVETMG, TPEMEL VA, YPT|CULOTOLEITE
OMOTEAEGLLATIKEG LeBOOOVS avTIGOAANYNG €6V gloTe yuvaika pe duvatotnta tekvoroinong (PA.
CAVTIGUAAN YN TOPUKAT®).



o Edv peivete €yxvog katd tn didpkelo tng Oepameiog oag pe AevoAldopion, GTAUATNOTE T
Bepameio Kot EVNIEPDOTE TOV Y1OTPO GOG AUETAL.

"o Tovg AvOpEC OV TTaiPVOLY AEVOAOOUION

. e mepinTon oV 1 GUVTPOPOG A PEIVEL £YKVOG VD TTaipveTe AeVOMOOLION, TPETEL VOl
EVNLEPMOGETE TOV Y10TPO Go¢ dueca. [Ipoteivetal 1 cOVIpoPdc Gog vo avalnTioEL LTPIKT
cuppovn.

o [lpénel emiong va ypnoiponoleite anoteAeoUaTIKEG LEBOOOVG AvTIGOAANYNG (PA. «AVTIGOAAYMY

TOPOKATM).

Oniaocpdg

Mn Onkalete evd maipvete AevaAldopion, 010tt dev etvat yvooto £dv 1 AevoAdopion mepva 6To
UNTPIKo Yoo,

Avticoiyn

"o yvvaikeg mov Taipvouv Aevoidopion

[Ipotov apyicete ™ Oepameio, pOTNGTE TOV YLOTPO GOG EAV UTOPEITE VO, LEIVETE £YKVOC, OKOUO KoL OV
vopilete 6T awTo givon amiBavo.

Edv pmopeite va peivete éyxvog

e Qo KAVETE TECT EYKLHOGVHVNG VIO TNV EMIPAEYT TOL Y1OTPOV Gog (TPv amd kabe Oepaneia, kibe
4 eBoopadeg Katd t dudpkela g Bepaneiog kot Tovidyiotov kbbe 4 efdondadeg pLetd To TEAOG
g Bepameiog) ektog dmov €xetl emPePforwbei 6t1 01 cdAmryyeg Eyovv Komel Ko tepdedel, dote va
U1 UTOPOVV To MAPLL VO TPOGEYYIGOLV TN UTPA (COATLYYIKT GTEIp®OT))

KAI

®  TPEMEL VA YPTCULOTOLEITE OTOTEAECUATIKEC LEBOOOVG AVTIGOAANYMG Y10 4 EBSoUGdEg TPV TNV
évapén g Bepameiag, Kotd TN dibpkela TG Bepameiog Kot péypt TovAdyiotov 4 efdopddeg puetd
T0 TéA0C TG Bepameiag. O yiatpdc cag Ba cag cuuPovAevost Yl Tig KOTAAANAEG nebddovg
AVTIGOAANYTG.

[ Gvdpec mov maipvouy Asvoaidouion

H Aevaiidopidn nepvd oto avOpomvo onépua. Edv n odvtpopdg cag givar £ykvog 1y umopel va petvet
£€YKVOG Kol OgV YPNOLUOTOLEL AMOTEAEGUATIKEG LEBOSOVG AVTIGOAAN WG, TPETEL VA YPT|CULOTOLEITE
TPOPLAUKTIKA KOTA TN dtdpkela TG Oepameiog Kot yio TOLAAYIGTOV 7 NUEPES LETA TO TEAOG TNG
Oepameiog, akoua kot ov Exete VIOPANOEl o€ extoun omeppaTikod TOpov. Agv Oa wpémel va dwpilete
onépua M oneppotolmapia katd tn didpkela g epameiag Kot yio TovAdyieToV 7 NUEPES UETE TO
Téhog NG Bepameiag.

Oonynon ko EPGROS PNYavVNRATOV
Mnv odnyeite N xepileote unyovipata v acbavieite (oA, KOT®ON, vIvNAla, &xete TAryyo i Bapmn
OpooT LETA TN ANYT AEVOALSOUIONG.

To Lenalidomide Accord mepiéyer haktoln
To Lenalidomide Accord mepiéyet Aaxtoln. Av 0 yloTpog 6og, 60g £XEL EVIIUEPMDGEL OTL EYETE
dvoave&io o€ OpIGUEVH GAKYOPO, ETIKOIVMVIOTE UE TOV YIATPO GO TPV TAPETE AVTO TO PAPUOKO.

3. o va wapete To Lenalidomide Accord
To Lenalidomide Accord mtpénet va yopnyeitar og £60¢ amd emoryyelIATiES VYEING TETEPAUEVOLS GTNV
OVTIUETMTIOT] TOV TOAAUTAOD HVEADUATOG, TOV LDEALOSVOTANCTIKOV GUVOPOU®V, TOV AEUPDUOTOC

a6 KOTTOPN TOL HovdLa 1) TOV oMoV AEUPDLOTOC.

e Otav ypnoiponoteital yio ) Oepomeio Tov moAAamAoD pLEA®UATOC o€ acbeveig mov dev gival
KATOAANAOL Y10, LETOUOGYEVGT LVEAOD TV OGTAOV 1) £XOVV TPONYOVUEVMG AGPeL AAleg Bepameieg,



N Aevaiidopion AapBdvetal pe dAia edppoaka (BA. mapdypago 1 «Ilowa etval n gpron g
AevoAdopiongy).

e Ortav n Aevaidouidn ypnotponoteiton yio m Beponeio Tov ToAAATAOD PLEADOUOTOC, 08 0aoOEVElg
7oV £yovv VToPAnbel oe PeTAPOTYEVOT] LDEAOD TV 0GTAOV 1| Y1 T Bepamneia acbevav ue MAX 7
AKM, Aapfdveral povn g,

e  Otav ypnowomoteiton yia T Oepaneio Tov 0{®OOVG AEUPDOUATOG, 1| AEVAAIOOMIOT AapPdveTot pe
é€va GALO QAPLLOKO TOV OVOUALETOL «PLTOVEILAIT.

[Tévtote va maipvete ovTO TO PAPHIOKO AVGTNPE GOUPOVE, LE TIG 0dNYieg TOV YloTpov cog. Edv €xete
apeiPoriec, pmTAGTE TOV YATPO 1] TOV POPUAKOTOLO GOGC.

Edv Aappdavete Aevalidopion oe cuvdvacpod pe dAlo eapuoka, 0o Tpénet vo avotpééete oto QOAAY
001 YLDV YPNONG OLTAOV TOV PUPUAK®V Y10 TEPICCOTEPEG TANPOPOPIES GYETIKA UE T YPNON KO TIG
EVEPYELES TOVG,.

Kvkhog Oepaneiog

To Lenalidomide Aappavetor o€ cuykekpiuéveg nuépeg ya 3 efdopddes (21 nuépeg).

o Kabe ddotnua 21 nuepadv ovopdaletar «kvkhog Oepameioy.

e Avdloya pe tnv nuépa Tov KVKAOL, Ba TapeTe va M| TEPLEGOTEPT AmO T PAPLKa. 26TOGO, GE
oplopéves Nuépeg oev Ba Tapete KATO10 Ao TAL PAP LK.

e  Metd Vv oAokANpwon kabe kuKAov 21 nuepav, Ba tpénet va apyilete Eva VEO «KUKAO» Y1dl TIG
endpeveg 21 nuépec.

'H

To Lenalidomide Aappavetor o€ cuykekpyéveg nuépeg yo 4 efdopddeg (28 nuépeg).

o  Kdabe ddotnua 28 nuepdv ovopdleton «kvurkhog Bepameiagy.

e Avdloya pe tnv nuépa Tov KVKAoL, Ba Ttapete éva 1 mEPLocOTEPA ATd TA PAPUOKA. Q2GTOCO, GE
0pIoUEVEC NUEPEG OEV Do TAPETE KATO10 ATO T PAP UK.

e Metd Vv oAoKANpwon Kabe KuKAOL 28 Nuepdv, B TPETEL Vo apYIcETE EVa VEO «KOKAO» Y1d TIG
endpeveg 28 nuépec.

IToco Lenalidomide vo wapete

Ipw v évapén tng Oepameiag, 0 YaTpog cag Oa GO EVNUEPDTEL GYETIKA LUE:

e 10 mooM Aevoldouion Oa wpémet vo, mhpeTe

® 710 00O 7o T0. GALL PapuaKe Bo Tpénel Vo TapeTE 08 GLVOLOCUO e AeVOAdoUidn, EGv
VRdpyovV

o  TIg MuUEPEC TOV KOKAOL Bepoameiog Katd Tig omoiec Oo mpémetl va Aaufavete to kdbe eapuako.

I®¢ kol ToTE VO TAPETE AEVAILOONION

e Kortarmivete Ta KoyaKio 0OAOKAN P, KOTG TPOTIUNON UE VEPO.

e  Mnv ondlete, avolyete 1 pocdte ta kaydkio. Edv 1 oxoévn and €vo oTaGHEVO KOWAKLO
Aevoldopiong épbet og emapn Ue TO dEPUA, TAVVETE TO SEPLO OUECMG KOl CYOAUCTIKG LLE VEPO
KOl GOTTOUVL.

e  Oemayyeipartieg vyeiog, To dropa mov epovtilovv acbeveic kat ta péAn g owcoyévelag Oa
TPEMEL VAL GOPOVV YAVTLOL LU0 YPNOEMS OTOV YEPILOVTOL TV KOWEAN N TO KOWAKLO. TN CUVEYELN
Ta yavTio 0o TPETEL VO, LPaLPOVVTOL TPOGEKTIKO £TCL MGTE VO ATOPEVYETOL TVYOV £KBEGN TOL
dépuotoc, va tomobetovvtal o€ oPpayllOpeVT TAACTIK caKOOAN 0d TOAVABLAEVIO Kot Vol
ATOPPITTOVTOL GOUPMOVE, LE TIC KATE TOTOVS 16YV0VOES GYETIKEG SIATAEELS. XTN GUVEXELD. TO, YEPLOL
0o Tpémel va TAEVOVTOL OYOAAGTIKG e camohvL Kot vepd. Ot yuvaikeg mov givar £ykveg 1y
mOovoAoyo OV OTL umopel va givar £ykveg dev mpEmeL va, xepilovtal TV KuyéAN 1 To KoydKlo.

o  To xaydxio pwopodv va Anebovv gite e tpoen gite ympic.

o [lpénel vo maipvete AevaAldopuion mepimov v 010 P TIC TPOYPUUUATIGUEVEG UEPES.

I®g va TapeTe TO PAPRAKO AVTO

TMao v aeaipeon Tov Koyakiov amd TNV KOWEAN:

e  mECTE HOVO TN Wi AKpN TOL KOWoKiov dote vo eEEADEL amd To PUALO AAOL VIOV

® NV aoKElTE TEoN 6TO KEVTPO TOV KOWaKiov, KaBmG avtd Pmopel va TPOKAAEGEL TO GTAGILO TOV.
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Awdpkewa g Oepaneiog pe Aevaitdoopion

To Lenalidomide Aappaveton og khkhovg Bepaneiog, kabévag amd Tovg omoiovg dapkei 21 1

28 nuépec (PA. mapamave «Kokiog Oepaneiagy). [Ipémetl va cvveyicete Toug kKOKAOLG Oepameiog puéypt
0 Y10TpOG GOG VO GOG GUUPBOVAEVGEL VO, GTUUUTICETE.

Edv napete peyardtepn 0061 LEVOIOOUIONS 0O TNV KAVOVIKI
Edv mapete peyarvtepn 666m AevaAildopuiong omd ekeivn Tov cog ExEl cLVTAYOYPAPNOEl, EVNUEPDOTE
TOV Y1TPO GOG GUECAL.

Eav Eeydoete vo mapeTe T0 Aevaidopion

Edv Eeydoete va mhpete AeVOAMOOUIdN TNV KOVOVIKH MPO KOl

o £yovv mepdoel MyoTepeEC amo 12 MPEG: TAPTE TO KAWAKLO OUECHC,.

e &yovv mepdoel TePlocOTEPE amd 12 dpeg: punv mapete 1o kaydiio. [1dpte to enduevo kawdxio
cuvnOopévn mpa TNV eXOUEVT NUEPCL.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPLAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPUOKOTOLO GOG,.

4, IMBavéc avemOOpnTES EVEPYELEG

Onwg 6o To eAppoKa, £TGL KOL GVTO TO PAPUOKO LTOPEL VO TPOKAAEGEL AveETIOOUNTEC EVEPYELES, AV
ka1 0gv Tapovoldlovral 6 GAOVG TOVE avOpPOTOLG,.

Yropatiote vo taipvere To Lenalidomide Accord kon emoke@teite apéomg évay ylatpod, av
TAPUTIPICETE OTOLUONTOTE OTTO TIS TUPUKAT® cOPaPES AveEMOVUNTES EVEPYELES — PTOPEL VO
yperdleote eneiyovoa wotpukn tepifaiyn:

o Kvidmon, eovOnuata, TpnEo Tov Hatidv, Tov 6TOUTOC 1| TOV TPOCMOTOV, SVCKOALN GTNV
avamvon 1 GayodPa, To OTO10 EVOEXETAL VAL EIVOL GUUTTOUATO, GOPAPDOV TOTOV OAAEPYIKDV
avTIdpAee®V oL ovOUALOVTOL CyYELO0ION IO KOl OVAPUACKTIKY QVTIOPOoT).

e Mo coBapn ariepyikn avtidpaon mov propei va Eekivnoel og e&avOnua o€ Lo Teployn oAAd v
emektobel pe exteTapéVn andAslo dépuatog oe 0OAOKANPO 10 chpa (cOvdpouo Stevens-Johnson
N/xon To&IkN EMBEPUIKT VEKPOLLGN).

o Auqyvto e&dvinpa, vynAn Beppokpacio cOUATOG, 0LENTELG NIATIKOV eviOI®V, OVOUOALEG 6TO
aipo (NOoIvoEIAi), S10YKOUEVOL AEUPAOEVEC KOL GULUETOYT GAAWDY OPYAVOY TOV GMUUTOC
(pappoakevTIKn AVIIOPACT LE NOCIVOPIAO KO GUGTIUOTIKG GLUTTMOWUOTO, 1] 0noia v ewiong
yvoot| g DRESS 1 cuvdpopo vrepevaicinciog oe pappoko). BAéme eniong mapdypaeo 2.

Evnuepoote apécme Tov Y10TpO 60G oV TOPUTNPCETE 0TOLOINTOTE 00 TIS TUPUKATO GoPapES
avem@OunTeg evépyereg:

o [lvpeto, piyn, mOvo 610 Aopd, Prixa, EAKN GTO GTOWA 1) OTTOLONTOTE GAAN GUUTTOUATO AOTUMENS
ouumePAAUPBAVOIEVIC EVTOG TNEC KLKAOPOPTING TOV Oipatog (omyotpio)
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Ayoppayio 1] HOAOTES YOPIG VA VTTAPYEL TPAVUATIOUOS

[16vo oto otfog M oTo TOdL

Avcnvola

Ootk6 Tovo, Poikn advvapia, chyyvon 1 KOT®GCT) IOV UTOPEL VO OPEIAOVTOL GTO VYNAO EMITESO
acPeotiov 610 aipa.

To Lenalidomide Accord umopei va peidoet tov aptfud Tov AeVK®OV 01oc@atpioy Tov Katomolenoby
TIG AOUMEELS, Kot TOV aplipd TV aipoceoipiov mov fonbdody otny anén tov aipatog (opomeTdAL),
YEYOVOG TTOL UTOPEL VoL 00N YN OEL GE OLUOPPAYIKES dATAPUYES, OTMG PLvOppayies Kot LOAWOTEGS.

To Lenalidomide Accord umopei eniong vo mpokaréoet Opoupoug aipatoc otic eAEPeC (BpouPwon).

Alrec avemBOuNTEG EVEPYELES

Eivar onuavtikd va onueimbel 61t évag pikpog aptBpog aclevov evdéyetat vo avamtouéel tpodcbeteg
HOPOEG KapKivow Kot eivart Thavd 6Tl avtdg 0 Kivovvog pmopel va avéndel pe tn Aevaiidopion.
2UVERMG 0 Y1TPAG 6o Ba TpEmeL VoL aElOAOYNGEL TPOGEKTIKA TOL OQEAT KOl TOVG KIVOUVOLG OTAV GOLG
GUVTAYOYPOUPEL AEVAAIOOUION.

oAb ovyvég (evdéyetan va ennpedcovv tepiocdtepovg and 1 otovg 10 avBpmmovg):

Meimon 6tov aptuod tov epubpdv apoceaipioy, 1 onoio PITopel Vo TPOKAAEGEL AVOLLIO TOV
odnyel og Kdmwon kal advvapia

E&avOnpata, kvnopog

Mvikég kpdipmeg, poikn advvopio, Loikodg mOVoS, LLIKEG EVOYANCELS, 0GTIKOG TOVOS, TOVOG OTIG
apBpdcelg, mOVog 6T LEST, TOVOG GTA AKPO.

I'evikevpévo mpR&o cuUTEPTAAUPBAVOUEVOL Kot TOV TPNEILATOG TV YEPIDV KL TMV TOIDV GOG
Advvapia, KOT®ON

IMopetdg KoL YPImMmON GUURTOUATO, OTMG TVPETOG, LVTKOG TOVOS, TOVOKEPUAOC, TOVOG GTO CUTI,
Prixag kat piyn

Movdwacua, popunkicon 1 aicOnuo KovGov 6To dEpUa, TOVOL 6Ta YEPLa 1 Ta TOd, COAN,
TPOHOG

Mewopévn 6peén, petaforég otn yeoon

AvEnon Tov TOVoV, Tov peyEBoug Tov GYKOV, TOV KOKKIVIGHOTOG YOP® amd ToV OYKO

AndAelo copatikod Bapovg

Avcrototnta, S1appota, vauTia, EPETOS, TOVOS GTO GTOUAYL, CTOUUYIKOC KONGOG

Xopunid erinedo kodiov 1 acPeotiov ka1 vaTpiov 6To aipa

Bupeoetdng mov Agttovpyel Atydtepo o’ oo Ba Enpene

[16vog ota mddwo (mov Ba pmopovoe v amotedel copumTpa OpouPwong), Tévog oto otnog M
dvonvola (mov umopei va gival eourtoua 0poufov aipnatog 6Tovg TVELLOVES, Kot ovoudleTat
TVELUOVIKT] ELPOAN)

Aopumdéelc O oV TV TOHTOV, GLUTEPIAAUBUVOUEVNG AOTU®MENS TRV KOATOV TTOL TEPBUALOVY TN
poTr, AoTHOENG TOV TVELHOVOV KOl TOL OVATEPOL OVATVEVGTIKOD GUGTOTOG

Avcnvola

Baunr| 6pact

BoAepOTNTO TOV POTIOV 060G (KOTOPPAKTNG)

Neppkd npofApota ToL TEPIAAUPAVOVY VEPPH TTOV dEV AEITOVPYOVY GOGTA 1] TOV OV UTOPOLV
va S10TNPGOLV TN PVGIOAOYIKN AElTovpYin

Mn @UG10A0YIK( OTOTEAEGOTO NTATIKOV SOKILAGLOV

ADENON OTIC TIWES TOV OMOTEAEGLATMV NAATIKOV SOKILOGIDV

MetaBoliéc o€ (o TPOTEIVI GTO aipa TOV UITOPEL VO TPOKAAEGEL SIOYKMGOT TOV OPTIPLDV
(ayyetitidn)

Av&noeic ota enineda caxyGpov 6To aipo cag (SlaprTng)

Meunoelg oto eMimeda GaKyYOPOV GTO QL GOG

TTovoképaiog

Pwoppayia

Enpodeppia



Koatadiwyn, petoforn g didbeong, Suokorio oTov HTVO

Biyag

[Ttdon g aptnprokng tieong

AmpoodiopioTo aichnuo copatikng Svoeopiog, aictnio SLGAPESTNG COUUTIKNG KOTAGTACNS
Dreypovmoelg mTAnyég oto otopa, Enpoctopio

A@uddtmon

Yoyvég (evoéyetan va ennpedcovy mg Kot 1 otovg 10 avBpadmovg):

Koataotpopn epubpdv arpoceaipiov (aipodvTikn avorpio)

Opiopévol TOTTOL SEPUATIKOV OYK®V

Ayoppayia Tov 00A®VY, TOL GTOUAYLOV 1| TOV EVIEP®V

AvEnuévn mieon Tov aipatog, apyos, YpNyopos 1 akovovioTos KapdtaKds pulpog

AvENoN oY TocHTNTA HLOG OVGING TTOV TPOKVTTEL GO TY| PLGIOAOYIKY| KO T1| [T] PUGLOAOYIKN
oo TV EpUOPMV AUOGPAPiMY

AvENON eVOG TOTOL TPMTEIVNG TOV VTOSEIKVVEL PAEYLLOVT|] GTOV OPYOVIGUO

2KoVPOG YPOUATICUOS TOV SEPUATOG GOG, YPMOUATIKT dALOIoT TOV dEPUATOHS GO TOL OQEIAETOL
o€ apoppayio KaTm amnd avtd, Tov cuVNO®G TPoKaAEiTaL 0O LOAMTES, TPHEYO TOV SEPUATOC
OV TEPLEYEL OLiLLOL, LOAMTTOG

AvEnon Tov ovpikov 0EE0G 6TO aipa

Agppotucd eEovOnuaTo, KOKKIVIGHO TOV OEPUATOS, POYUES, OTOAETION 1) EEEAOVOIGLLO TOV
d€pLOTOC, KVIdmOon

AvEnuévn epidpmon, VOKTEPIVOL 10PADTES

Avcrolia KaTAToong, TOVOG 6TO AU, SUGKOAA LE TV TOLOTNTA TS GMVNAG N HETAPOAEG TNG
POVAg

Zovéy

[opoywyn moAd PHeYaAdTEPNS N TOAD LKPOTEPNG TOGOTNTOC 0VPMV Ad TO GLVNOIGUEVO 1|
advvapio eAEyyov Tng ovpnong

Amofoin aipatog pali e to ovpa

Avomvola, 101Kl KOTA TNV KOTAKALoN (T0 omoio Oa pmopovce va anotehel COUTTOO KOPIOKNG
OVETAPKELOG)

Avckolia oty enitevén oTOoNG

Eykepoiikd eneiodo10, Amobuopia, tAtyyog (mpoPAnpa [e To e00TEPKO QVTL TOL 00N YEL OF
aicOnon 611 6ha yupilovv), TPOoWPIVY ATMAELN GLUVEIONOTG

[16voc otov Bdpaka mov eEomADVETOL GTO, XEPLA, TOV OWYEVA, TN YvaABo, TNV TAATN 1 TO GTOWAYL,
pe aicOnomn Wpdta kot Svomvolag, aichnomn vavtiog 1 ERETO, TO 0oia EVOEYETOL VO OTOTEAODV
CUUTTOUOTA KOPILOKNG TPOSPOANG (Eppparypo Tov HuoKapdiov)

Mvikn advvapio, EAAeWYN EVEPYELOG

[16voc otov avyéva, TOvog 6Tov Bdpaka

Piyn

Awdykwon dpBpwong

Apyn 1 eumodilo eV pon TG YOANG amd TO HITOP

Xopunid eminedo pocOpoL 1} LoyvnGiov 6To oo

Avckolia oty oA

Hratum PAapn

Meiwpévn 1ooppomia, duckorio oIV Kivnon

Kogpwon, kovdovvicua oto avtid (epfoéc)

Nevpikdg Tévog, dOVGAPESTN U PLGIOAOYIKT| oicOno, Wiaitepa 6TO AyylyHa

YrepPoiikn TOGOTNTA GLOPOL GTOV OPYOVIGHO

Ailya

Zuyyvon

ITovodovtog

[Ttcdon mov pmopel vo 0dNyNOEL GE TPUVUATIGLO

10



Oy ovyvég (evdéyetar va emnpedoovy émg Kot 1 otovg 100 avBpmdmovg):

Awoppayia evtog Tov kpaviov

Kvrkhopopukd mpoPinporta

AndAeo 6paong

Andrelo oe&ovalikng embupiog (YEVETNOOG OPUNG)

[opoaywyn peydAng TocoTnTag 0VP®V HE 06TIKO TOHVO Kot advuvapia, To oroio Ba propodoe va
amotelel coumTOUA pog VEPPIKNG dtaTapayns (cvvdpopo Fanconi)

Kitpwvog xpopotiopnog tov déppotog, Tmv PAEVWOYOVImV vUEVeV 1} TV 0PBoAndV (IKTepog),
AVOLYTOYPMUN KOTPOVE, CKOVPOYPMOLLO OVPO, KVNGLOG TOV dEPHOTOC, £avOnua, Tdvog 1 Tpnéio
TOV GTOUAYOV — QVTA EVOEYETOL VO OTOTEAODY GUUTTOUOTO PAGAPNG TOV NraTog (NTOTIKY
SwTapayn)

[Tovog oto oTopdyt, petempiopdg 1 dtdppota, Ta, omoia vOE eTaL Vo eivol GUUTTAO AT
QAEYLLOVIG TOV TTOXE0G EVTEPOD (TTOV OVOUALETAL KOAITIOO 1] PAEYLLOVT TOV TVPAOD)

BAaPn ota kdTTtapa tov veppmdv (ovoudletal VEKP®GT VEPPIKOY GOANVAPImV)

MetaBoréc 61O PO TOV SEPUATOS GOG, ELACONGIN GTO NALIKO PG

2Hvopopo AonG OYKov — HETAPOAKES EMITAOKES TOV UTOPEL VoL TPoKOWoLY KaTd T Bepameiol
TOV KOPKIVOL Kol Lepkég opég aKkopa Kot ywpig Oepameia. Avtég ot emmAoKké TpokaAovVTUL
Ao T TPOTOVTA OTOSOUNGNG TOV KOPKIVIKOV KLTTAP®VY Tov mtebaivouy kot Umopet vo
mepthapPavouv Ta akoilovba: petaforég otn ynueia Tov aipatog, VYNAO KEAL0, POGPOPO,
oVp1Ko 0L Ko oA acBECTIO, 00T YDVTOG KOTG GUVETELD GE UETABOAEC OTN VEPPIKT|
Agrtovpyia, TOV Kapdlokd TaANLd, o€ OTAGHOVS Kal, EVioTe, o€ Bdvaro.

AvENOM TC 0pTNPLOKNG TEGNC GTA ALLOPAPA aryYEiR TOV TPOPOSOTOVY TOVG TVEDUOVEC
(mvevpovikn veéptaom).

Mn yvootég (n cuyvotnta dev pmopet vo, ektiun0el pe faon ta dwbéoua dedouéva):

Awpvidlo N o 0ALL ETOEIVOVIEVO TOVO GTO GV UEPOG TOV GTOLAYOV KON TNV TAATN, O
0T010G TALPALLEVEL Y10 LEPTKES MUEPES, THOVOV GUVOOEVOUEVOG OO VOUTICL, EUETO, TVPETO KoL
ToyD GPLYUO. AVTE TO. GUUTTOUATO, EVOEXETAL VO, OPEIAOVTOL GE PAEYLOVT] TOV TOYKPENTOC.
Zouptypd, SuokoAia Katd Tnv avamvon 1 Enpod Prxo, mov evogyeTal Vo amoTeEA0VV GUUTTOUOTO
7OV TTPOKOAAOVVTOL OO PAEYLOVT] TOV LGTOV TV TVELUOVOV.

"Eyxovv mopatnpnbel ondvieg mepimtaoelg didomaong tov poov (Luikdg movog, advvouio 1

TPNEWO) Tov pmopet va 0dnyNoovy 6e veppika TpoPinuato (pafdopvoivon), optopéves and
aUTEG OTAV 1) Aevoldouion yopnyeitan e otativn (€vag TOTOG PAPHUAKOL TOV LEIDVEL TN
YOANOTEPOAN).

Mia katdotoon mov exnpedlel To OEPLL, 1 OTOl0 TPOKAAEITOL OO PAEYLOVT] TOV LUKPDOV
alpoeopmv ayyeimv, poli pe mévo otic apfpdoelg Kot TupeTd (AEVKOKVTTOPOKANOTIKT
ayysiton).

AlIOTOGT TOV TOLYMUOTOG TOV GTOUAYOV 1] TOL EVIEPOL. AVTO PUTOPEL VL 001y |CEL GE TTOAD
cofopn Aoipwén. Evnuepmote tov y1atpd cag edv epeovicete oPapd TOVO GTO GTOUAYL, TUPETO,
vavtio, EUETO, aipo 6To KOTPAVE Gog 1| aAAYEC GTIC GLVNDELES TOV EVTEPOU.

loyeveig Aowméelg, coumepriapfovouévov tov épmnra {owotpa (Yvootol exiong og «(ootpay,
HL0G 10YEVODG VOGOV TTOL TPOKAAEL ETMOIVVO dEPUATIKO eEAVON L e POVOKAAES) Kot
EMOVEUPAVIoN TG AoinméEng amd nratitida B (1 oroia puropel vo mpokaAésel KITpivioua Tov
SEPLLOITOC KOL TOV LTIV, KOUPE GKOVPOYPMLLO. 0VPO, GTOUOYIKO TOVO TN de€ld TAEVPA, TUPETO
Kol aicOnua vavtiog | adiobecio).

ATOppIYN LOGKEDLOTOG GUUTOYOVE OPYAVOD (OTOG VEQPOD, KOPILAC).

Ava@opd avemOOunTOV evepyEL@dV

Edv mapotnpfoete Kamolo, avemBOunTn evépyeia, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV/TNV
VOGOKOWO G0G. AVTO oYLl Kot Yio kdOe mbavr avemBountr evépyela Tov OEV AVUPEPETAL GTO TAPOY
@OAAO 00MYIDV Yprionc. Mmopeite emiong va avaeépete avemBounteg evépyeleg omevdeiag, péow tov
£0VIKOO GLGTAUATOG AVOPOPAC:

EBvikdc Opyaviopog Gapudkwmv

Meocoyeimv 284,

GR-15562, XoAapydg, Abnva,

TnA: +302132040337
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Iotétomog: http://www.eof.gr
http://www.Kitrinikarta.gr

Mécm g avapopdg avemBOUNT®V EvEPYEI®V Umopeite vo fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKE LLE TNV ACPAAELD TOV TOPIVTOS POPLAKOV.

5. Mo va puidooste To Lenalidomide Accord

To @appoako ovtd TPETEL Vo PUAACOETAL GE LEPT] TOV gV TO PAETOVV Kt dgv TO POGvoLY Tl
Tod14.

Noa un ypnolonoteite ovtd T0 PAPUOKO PETA TNV MUEPOUNViL AENC TOV AVOQEPETOL GTO KOVTL
Kot 6TV KOWEAN petd Ty évoeilén «EXPy». H nuepounvia Anéng ivor ) tehevtaio nuépa Tov
UVO TOL OVALPEPETOL EKEL.

Agv vrapyovv 181kéEG 0dNYieg ST PG Y10 TO TPOIOV AVTO.

Na pn gpnoonoteite ovtd T0 PAPHOKO GV TapatnpioeTe TVXOV EOopd 1 Tyvn Tapafioong ot
oLoKELOGTOL.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] OTA OIKIOKA amoppippata. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO TAOC VO, TETAEETE TAL PAPUAKE, TTOV EV YPTCILOTOEITE Tl AVTd TaL
pétpa Ba fonbfcovv 6Ny TpocTacio Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LVOKEVAGIOG KU AOTTEG TANPOPOPiEg

T wepréyer to Lenalidomide Accord

Lenalidomide Accord 2,5 mg okAnpd koo

. H dpaoctikn ovoia givar 1 AevaAiidopidn. Kébe kaydkio mepiéyet 2,5 mg Aevaildopiong.

. Ta dAAo cvotaTikd tvat:

- TEPLEXOUEVO KOWaKIOv: AAKTOLN, IKPOKPVGTAAAIKY KUTTAPIV), VOTPLOU)0G S106TAVPOVUEVT
KappeALOLN, KoALoEdEG Avudpo 0Eeid10 Tupttiov, 6TEATIKO LayVIGL0.

- KEAVQPOC Tov Kayakiov: (elativn, péav o&gidto tov adnpov (E172), 610&€i1d10 ToL TiTaviov
(E171)

- HeAGVL EKTOTOONG: LAOPO KoL TPACIVO LEAAVL (TT0V TTEPLEYEL KOUUED AAKKOC,
npomvAevoylukoAn (E1520), uélav o&eidio tov owdnpov (E172), kitpvo 0&gidio tov odnpov (E172),
dro&eidio tov trtaviov (E171), wdkokapuivio (E132) kot v3po&eidio Tov KaAiov)

Lenalidomide Accord 5 mg okAnpd Kowokio:

. H dpaoctikn ovoia gival  AevaAidopion. Kabe kaydkio tepiéyel 5 mg Aevoiidopuiong.

. Ta dAlo cvotatikd givat:

- TEPLEYOUEVO KOWOKIOV: AOKTOLN, IKPOKPLGTAAAIKT KUTTAPIVY, VOTPLOU)0G 106 TAVPODUEVT
KapUEALOLN, KOALOEIOEC AvLOPO 0EEIdI0 TLPITIOV, GTEATIKO LOYVIO1O.

- KEALQOC TOVL Kayokiov: (edativn, dto&eidio Tov trtaviov (E171)

- HEAGVL EKTOTTOONG: LAOPO KoL TTPAGTVO LEAAVL (TTOV TTEPLEYEL KOUUEN AAKKOG,
pomvAievoylukoAn (E1520), uélav o&eidio tov odnpov (E172), kitpivo 0&eidio tov odnpov (E172),
dro&eidio tov trtaviov (E171), wdkokapuivio (E132) kot v3po&eidio tov kKaAiov)

Lenalidomide Accord 7,5 mg okAnpd koyakio:
. H 6paotikn ovsia eival n Aevaiidouion. Kdabe koydkio mepiéyet 7,5 mg AevaAldopionc.
. Ta dGAha cvotatikd giva:
- TEPLEYOUEVO KOWOKIOV: A0KTOLT, KPOKPLGTOAAIKT KUTTAPIVY, VOTPLOUY0G O10.0TAVPOVLEVT
KAPUEAAOLN, KOAAOELDES Avdpo 0EEID10 TLPLTIOV, GTEATIKO LAYVIOLO.
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- KEAVPOG TOL Kayakiov: (ehativn, epuBpo o&eidio Tov adnpov (E172), dto&eidio tov Titaviov
(E171), wowoxappivio (E132)

- UEAGVL EKTOTTOONG: LOOPO KOL TTPAGTVO LEAAVL (TTOV TTEPLEYEL KOUUED AAKKOC,
npomvAevoylukoAn (E1520), uélav o&eidio tov odnpov (E172), kitpvo 0&gidio tov oidnpov (E172),
dro&eidio Tov trtaviov (E171), wdwokapuivio (E132) kot v3po&gidio Tov KaAiov)

Lenalidomide Accord 10 mg oxAnpd kowdkio:

o H dpaotikn ovoia givar 1 AevaAidopion. Kabe koydkio tepiéyel 10 mg Aevaiidopuiong.
o Ta @AAa cuoToTiKd givar:

TEPLEYOLEVO KOyaKiov: AakTOLN, IKPOKPLGTAAAIKY KuTTAPiv), VATPLov)0g
SooTAVPOVUEVT] KOPUEALOLT), KOALOEWDEC AvudpO 0EEid10 TVPTITIOV, GTEATIKO LAYV OO,
KéALPOG Tov kayakiov: Celativn, wduokoapuivio (E132), kitpvo 0&eidio Tov oionpov
(E172) ko d10&gio10 Tov Titaviov (E171)

UEAGVL EKTOTTOONG: LODPO KOL TTPAGTVO LEAAVL (TT0V TTEPLEYEL KOUUED AAKKOC,
npomvievoylukoin (E1520), péhav o&eidio tov odmpov (E172), kitpvo 0&gidio tov
ocwnpov (E172), 610&eidio tov trtaviov (E171), wdwkokapuivio (E132) kot vopo&eidio Tov
KaAiov)

Lenalidomide Accord 15 mg oxAnpd kowdiio

o H dpaoctikn ovoia givar ) Aevaiidopion. Kabe koydkio mepiéyet 15 mg Aevaiidopuiong.

. Ta GAAo cvoToTiKA ivat:

TEPLEYOUEVO KOWaKIov: AaKTOLN, IKPOKPLGTOAAIKT KVTTAPIvVY), VATPLOU)(0G
SoGTAVPOVUEVT] KOPUEALOLT, KOALOELDEC Avudpo 0EEidL0 TVPTITIOV, GTEATIKO LAYV GLO.
KEALQPOG ToV Kayakiov: (elativn, epuBpd o&eidio Tov cdnpov (E172), kitpvo 0&eidio
tov o1 pov (E172) kou dro&eidro tov titaviov (E171)

UEAGVL EKTOTTOONG: LOPO KOL TTPAGTVO HEAGVL (TTOV TTEPLEYEL KOUUEN AAKKOC,
npomvievoylukoin (E1520), péhav o&eidio tov odmpov (E172), kitpvo 0&gidio tov
ownpov (E172), 610&eidio tov trtaviov (E171), wdwokapuivio (E132) kot vopo&eidio Tov
KaAiov)

Lenalidomide Accord 20 mg oxkAnpd kowdiio

o H dpaoctikn ovoia givarl 1 Aevaiidopidn. Kébe kaydkio mepiéyel 20 mg Aevaiidopuiong.

° Ta dAlo cvoTaTiKd ivort:

TEPIEXOUEVO KOWOKIOV: AaKTOLN, IKPOKPVGTOAAIKT KUTTAPIVY), VOTPLOU)(0G
SlooTavpoOEVT] KOpUEALOLT, KOALOEWES Avudpo 0Eeidto TuptLTiov, GTEATIKO LoV GlO.
KEAVQPOG Tov Kayakiov: (elativn, wducokapuivio (E132), kitpvo 0&gidio Tov o1onmpov
(E172) xon d10&gio10 Tov titaviov (E171)

HEAAVL EKTOTOONG: LopO Kot TPAGTVO PEAAVL (TOV TEPLEYEL KOUUEN AGKKOC,

pomvAevoy ukoAn (E1520), uédav o&gidio tov odnpov (E172), xitpivo 0&gidio tov
ownpov (E172), d10&eidio tov tiraviov (E171), wowokappivio (E132) kot vépo&eidio tov
KaAiov)

Lenalidomide Accord 25 mg oxAnpd kowdiios

o H dpaoctikn ovoia givar ) AevaAidopion. Kabe koydkio tepiéyet 25 mg Aevaiidopuiong.
o Ta @GAAa cvotoTikd givat:

TEPIEYOUEVO KOWOKIOV: AaKTOLN, KPOKPLGTAAAIKT KUTTAPIVY, VOTPLOU)0G
SlooTAVPOVHEVT] KOPUEALOLT, KOALOEWES Avudpo 0EEido TVPITIOL, GTEATIKO LYV GLO.
KEAPOG TOV Kayakiov: Celativn, 610&gidto Tov Titaviov (E171)

UEAGVL EKTOTTOONG: LOOPO KOL TTPAGTVO LEAAVL (TTOV TTEPLEYEL KOUUED AGKKOG,
npomvievoylukoAn (E1520), uélav o&gidio tov odnipov (E172), kitpivo 0&eidio tov

13



ownpov (E172), dro&eidio tov titaviov (E171), wokokappivio (E132) kot vdposeidio Tov
KaAiov)

Ep@dévion tov Lenalidomide Accord kot wepieydpeva Tng 60oKeLOGiAG

To Lenalidomide Accord 2,5 mg givai oxdnpd koydkio {ehativng peyédovg «5», unkovg tepimon

11,0 mm éwg 11,8 mm, pe ykpt KAALUUO Kot 0d10QOvEG AEVKO OO, LLE TOUTOUEVT TNV EVOEIEn
«LENALIDOMIDE» oto k@Avppo pe povpo xpdpo Kot tnv vOsiEn «2.5 mg» TUm®UEVT GTO GO0 e
TPAGIVO PO, TOV TEPIEYEL AEVKT| £C VITOAEVKT KOVL.

To Lenalidomide Accord 5 mg eivar oxkAnpa Kok (elativing peyéBovg «5», pnkovg mepimov

11,0 mm éwg 11,8 mm, pe ad10pavEG AEVKO KAADLLLLOL KOL GO0, HE TUTMOUEVT TNV £VOEEN
«LENALIDOMIDE» 610 KGALUUO PE HoDpO XPDLO KOl TNV EVOEIEN «5 ME» TUTOUEVT GTO COUO LE
TPAGIVO PO, TOV TEPEYEL AEVKT| £C VITOAEVKN KOVL.

To Lenalidomide Accord 7,5 mg givai oxAnpd koydkia Cehativng peyéBoug «4», unkovg mepimov
14,0 mm éwg 14,8 mm, pe adtopavég MAG KAALPPA Kot ad10pavEG AEVKO GO, [LE TOUTOUEVT] TNV
évoertn «LENALIDOMIDE» 610 k@Avppo pe pavpo ypdpa kot tnyv £voeitn «7.5 mg» tuonopévrn 61o
GO0 UE TPACIVO YPDULQ, TOL TEPLEYEL AEVKN MG VTOAEVKT] KOVL.

To Lenalidomide Accord 10 mg givol oxinpd kaydkio (ehativng peyébovg «3», ufkovg mepitov
15,4 mm éwg 16,2 mm, pe KGAVULO YPOUOTOC TPAGIVOL TOV GUAAOL KOl AOLOPAVES AEVKO GO, LIE
tonopévn v évoelén «LENALIDOMIDE» oto kdAvppa pe podvpo ypodpa kot v évoelén «10 mgy»
TUTOUEVT] GTO GO [E TTPAGIVO YPADLLLL, TOV TEPLEYEL AEVKT] £MG VITOAEVKT] KOVL.

To Lenalidomide Accord 15 mg gival oxinpd kaydxkio {ehativng peyéboug «2», ukovg tepimov

17,4 mm £wg 18,2 mm, pe ad1opovEG TOPTOKAAL KOAVUUO Kol 0d1PaVEG AEVKO GO, UE TUTOUEVT TNV
évoelén «LENALIDOMIDE» 610 kGAvppo pe Lopo ypoua kot tny £vositn «15 mg» tomopévn 6to
OO0 LUE TPACIVO YPMLLA, TOV TEPLEYEL AEVKN MG VITOAEVKT] KOVL.

To Lenalidomide Accord 20 mg givon oxkinpd koydxkia Cehativng peyéboug «1», pkovg tepimov

19,0 mm £wg 19,8 mm, pe ado@avig TPACTVO KAADUUO Kot 010(pOVEG AEVKO OO, [LE TUTOUEVT] TV
évoerén «LENALIDOMIDE» 610 kGAvupo pe Lowpo ypoua kot Ty £voeién «20 mg» tumopévn 6to
GO0 UE TPACIVO YPDULQ, TOL TEPLEYEL AEVKN MG VITOAEVKT] KOVL.

To Lenalidomide Accord 25 mg givon oxinpd kaydxkio Cehativng peyéboug «0», prxovg tepimov

21,0 mm éwg 21,8 mm, pe AEVKO ad10PAVES KAAV IO KO GO, LE TUTOUEVT TNV EVOEIEN
«LENALIDOMIDE» 610 KGALUUO, LLe LoDPO XpDLLO Kot TV EVOEIEN «25 mgE» TUTMWUEVT] GTO GO0 UE
TPAGIVO YPAOLLO, TOL TEPIEYEL AEVKT] £MG VITOAEVKT) KOVL.

Ta oxdnpd koydkio Lenalidomide Accord datifevion og didtpntn cvokevacio blister (KoyEing)
arovuwviov OPA-AL-PVC/aiovuviov povadwy o6onc.

Zvokevacia tov 7x1 1 21x1 xoyokiov.

Mmropei va, pnv KuKAOQOpPOUV OAEG Ol GLOKEVAGIEGS.

Karoyog Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia
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IHopoaockevaotig

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

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym
OMovdio

I'o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEIGTE VO
anevBouvbeite otov TomKd avTTpdcwno Tov Katodyov g Adsiog Kukhopopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LX/MT/NL
INO/PT/PL/RO/SE/SI/SK/UK(NI)/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica Pharmaceutical S.A.

Tel: +30 210 7488 821
To wapov @OAL0 03NYLAOV xpoNS ovedcmpOnke Yo TeEAEVTOIO POopa 6TIg 6/2024
Alrec N YEG TANPOYOPLAOV

Aentouepeic TANPOQOPIES Yi0 TO QPAPLOKO aVTO givar dtafEciuec 610 dkTLOKO TOTO Tov Evpmmaikod
Opyavicpov Papudkmv: http://www.ema.europa.eu/.
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