ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lenalidomide Mylan 2,5 mg cxAnpd ko dxio
Lenalidomide Mylan 5 mg oxAnpd konydxio

Lenalidomide Mylan 7,5 mg oxAnpd ko dxio
Lenalidomide Mylan 10 mg oxAnpd konydiio
Lenalidomide Mylan 15 mg oxAnpd koydiio
Lenalidomide Mylan 20 mg oxinpd koydxio
Lenalidomide Mylan 25 mg oxinpd koydxio

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Lenalidomide Mylan 2,5 mg oiAnpd konydkio
Ka0e kaydikio mepiéyet 2,5 mg AevaAiidopiongc.

Lenalidomide Mylan 5 mg okAnpd kowydkio
Ka0e kaydikio mepiéyet 5 mg Aevaldouiong.

Lenalidomide Mylan 7,5 mg ox\npd kowdkio
Ka0e xoyadxio mepiéyet 7,5 mg Aevolidopiong.

Lenalidomide Mylan 10 mg ckAnpd kowydiio
Ka0e xaydxio mepiéyet 10 mg Aevoiidopionc.

Lenalidomide Mylan 15 mg oxAnpd koydkio
Kabe xaydxio mepiéyet 15 mg Aevaiidopionc.

Lenalidomide Mylan 20 mg oxAnpd kaydkio
Kabe xaydxio mepiéyet 20 mg Aevoiidopionc.

Lenalidomide Mylan 25 mg oxAnpd kaydkio
Ka0e kaydxio mepiéyet 25 mg AevaAitdouionc.

I"a tov TA7pN KaTdloyo TV ekddywv, PA. Tapdypogo 6.1.

3. ®APMAKOTEXNIKH MOP®H
21Anpo Koy axio (Koydkio).

Lenalidomide Mylan 2,5 mg cxAnpd koydxio,
Ipdowa ko Aevka kKoyakio, peyédovg 4, 14 mm, mwov pépovv v emonuoavon “MYLAN/LL 2.5,

Lenalidomide Mylan 5 mg ckAnpd kowydxio
Agvkd kayakio, peyédoug 2, 18 mm, mwov pépovv v emonuoven “MYLAN/LL 5”.

Lenalidomide Mylan 7,5 mg ox\npd kowydkio
AVOIKTE YKpL Kol AeVKE Konydikia, peyEBovg 2, 18 mm, mov gépovv v emonuaven “ MYLAN/LL 7.5”.

Lenalidomide Mylan 10 mg ckAnpd kowydiio
Ipdowa Kot avolkTd ykpt kKoydkia, peyédovg 0, 22 mm, mwov eépovv v emonuoavon “MYLAN/LL
10”.

Lenalidomide Mylan 15 mg ckAnpd kowydxio
Agvkd kayakio, peyédoug 0, 22 mm, wov eépovv v emtonuavon “ MYLAN/LL 15”.




Lenalidomide Mylan 20 mg oxAnpd koydkio
IIpdowa kot Aevka kKoyakio, peyédovg 0, 22 mm, wov eépovy v emonuoven “MYLAN/LL 207,

Lenalidomide Mylan 25 mg ckAnpd kowdiio
Agvkd kayakio, peyédoug 0, 22 mm, wov pépovy tny emonuoven “MYLAN/LL 257,

4. KAINIKEX TIAHPO®OPIEX
41 OgpamevTikég gvosiselg

Holamdo puéhopa

To Lenalidomide Mylan w¢ povoBepaneio evdeikvotan yia ) Oepaneio cuveipnong evniikov
aofevav e veodloyvacBEy moALOTAO PLuEL®LLO, 01 0Ttoi01 £x0uV LTOPANOEL o cLTOAOYT
LETOUOCYEVOT APYEYOVOV KVTTAP®V.

To Lenalidomide Mylan w¢ 6epancio cuvovacpov pe de&apebalovn 1 Poptelopipmn kot
de€apebaldvn M perearavn kot tpedvilovn (BA. mapdypago 4.2) evdeikvotol yia ) Bepomeio
EVNATK®V 000evdV pe TOAATAG PLEA®ILN, GTOVG 0TToiovg dgv £xel yop1ynOel mponyovuevn Oepameio
Ko 01 0moiot Ogv eival KatdAANLOL Yo LETAUOCYEVOT).

To Lenalidomide Mylan og cuvévacud pe ™ de€auebalovn evdeikvotal yia t Bepameio evniikmv
ao0evaV pe TOAAATAO HVEAMLO, GTOVG OTTOloVG £xel yopnyNnOel TOLAGYIGTOV tio TPOTYOOEVT
Oepaneia.

Mughodvomhactikd chvdpoua

To Lenalidomide Mylan g povofepansio evdgikvotor yia t Oepaneio evniikov aclevov pe
eEaptmpevn amd TN PETAYYIoN avalpio AOY® HUEAOSVOTANGTIK®Y GUVIPOU®DV YOUNAOD 1) EVOLAUEGOV
Kivdvvov 1 mov oyetiletal pe amopovmpIEVN KUTTOPOYEVETIKY avoloiio dtoypagnic 5q, 6Tov GAAESG
OepamenTikég emA0YEC elval avemopKeig 1 AKOTAAANAES.

Aépoopo amd Kdtropa Tov pavoda
To Lenalidomide Mylan g povofepameio evdsikvoton yia ) Oegpamneio evniikov ac0evov pe
VROTPOTIALOV 1 OVOEKTIKO AEUPOUO OO KOTTAPO, TOV povdva (PA. mapaypdeovg 4.4 kot 5.1).

Oldodeg Mpoopo

To Lenalidomide Mylan g cuvévacpd pe prrovéudpnan (avticopo évavtt tov CD20) evdeikvotal yio
T Oepamneio evniikmv acbevav pe o{mdeg Aéppmpa (Babuod 1-3a) mov ixe Tponyovpévmg voPfinoel
o€ Bepameia.

4.2  Aocoloyio kKo TPOTOG YOPNYNONS

H Bepamneia ue Lenalidomide Mylan 0a npénet va emiPAéneton amd 1atpd £umelpo ot ypnHon
AVTIKOPKIVIKOV OEPOTELDV.

INo 6Aeg TIC EVOEIEEIC TTOL TTEPTYPAPOVTOL TOPUKAT®:

o H d6on tpomomoteiton pe Pdon o KAvikd kot epyactnplakd evpruata (BA. Tapdypago 4.4).

o Ot mpocappoyég g 006nC, Kot T dtdpkela ¢ Oepameiag kot katd TV emavevoapén e
Oepaneiog, cuviotdvon yio v avtipetd@nion Babpov 3 1 4 6pouponeviag, ovdeteponeviag, 1
GAANG to&ikdmrag Babuov 3 1 4, n omoia kpivetal 6Tt oyetileTon pe ™ AevoAidouion.

o Yg mepintmon ovdeteponeviag, Oa mpémet va, e€etdleTon 1 ¥pHoN ALENTIKOV TOPAYOVTIOV OTN
Swyeipion tov acbevouc.

o  Edav &ovv mapéA0etl Ayotepeg amd 12 dpeg and pio 66om mov mapareipdnke, o acbevnic
uropei va mapet tn 66om. Edv £yovv mapédBel mepiocdtepec omd 12 dpeg amd TV KAVOVIKY|
opo. ANYNGS pog d6omng ov mopaieipdnke, o acbevig dev mpémel va mhpel T 8661, OAAL Vo
ThpEL TNV EXOUEVT SOCT| KATE TV KAVOVIKT MPO TIV ETOUEVT NLLEPQL.
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Aocoloyia

Neoodayvmcév molhamid puélopo (NAIIM)

Aevalidouidn oe ovvovaouo us oscoucBolovn usypr tny eEEAIEH TS vooou og aoBevelc mov dev givai
KOTGAANAOL Yo UETOUOTYEVON

H Oepamneio pe Aevaridouidn dev mpénet va Egkivioel edv o AToAvtog Aptbpuog Ovdetepdpilmv (ANC)
etvon < 1,0 X 1091, ka/f 0 apdudc tov opometariov eivon < 50 x 10%/1.

ZuvicTdpevn 660om
H ocvvietdpevn d6om Evapéng g Aevaiidopiong ival 25 mg yopnyovpeva amd TOL GTOUATOG pia
@opa TNV NUEPa Katd Tig NuéEPeg 1 émg 21 emavalapfavopevoy KokAmv 28 NUepaVv.

H ocvvietdpevn d6om g de&apefaldvng ivar 40 mg yopnyobueva omd TOL GTOUATOS [io popd TV
nuépa kotd Tig nuépeg 1, 8, 15 kot 22 eravorapfavopevev koxkov 28 nuepav. Ot acbeveic pnopet va
ocuveyiocovv t Ogpameio e Aevaridopion kot de€apedalovn uéxpt my e€EMEN TC vOGOL 1) T U
ovoyn.

Brjuota peimong g d6omng

Agvoloopion” Ag&apebaldvn®
Adon Evapéng 25 mg 40 mg
Eninedo doomng -1 20 mg 20 mg
Eninedo doomng -2 15mg 12 mg
Eninedo do6omng -3 10 mg 8 mg
Eninedo do6on¢ -4 5mg 4 mg
Eninedo d6ong -5 2,5mg Agv epapudletTon
* H dwyeipion g peimong g d0omg yio oppdtepa ta Tpoiovia umopet va yiver ave&aptnra
®pouPonevia
‘Otav to arponetda 2UVIGTOEVT TOPEin
Meww0odv oe < 25 x 101 ZtapoTnote ) d060Aoyia pe Aevaiidouion
Y10l TO VTOAOITO TOV KOKAOL®
Emotpéyouy og > 50 x 10%1 Meinote KoTd £va eninedo d6oMG OTAV 1

docoloyia Eavapyicel 6Tov ETOLEVO KOKAO
¢ ¥ mepintoon ppaviong doconepropiotikig to&ikotntag (Dose limiting toxicity, DLT) petd tnv nuépa 15 £vog kbkhov,
docoloyia pe Aevaidopion Oa StaKOTTETOL Y10 TOVAAYLGTOV TO VITOAOUTO TOV TPEXOVTOS KOKAOL 28 MUEPDV.

Amdlvtoc apBpdc ovdetepdeiimv (ANC) - ovdeteponevia

Otav o ANC YuvioT®uevn mopeia”

Mew0zi yio tpdTn gopd oe < 0,5 x 10%/1 Awkoyte ™ Bepomeio pe AevaAidopion
Emotpéyet o > 1 x 10%1 6tav n Eoavapyiote T Aevaldopuion otn 06on évapéng pio
ovoetepomevia elvar N OV TOPATNPOVHEVT]  QOPA TNV NUEPA

To&koTNTO

Emotpéyet oe > 0,5 X 10%1 dtav Havapyiote T AevaAdopion oto eninedo 66omng -1
TAPATPOVVTUL SOGOEEUPTMEVEG pia opd TV NuUépa

OLUOTOAOYIKEG TOEIKOTNTEG, EKTOC TG

OVOETEPOTEVIOG

INoa kdbe emopevn Ttdomn kdtw omd < 0,5 X Awokoyte ) Bepameia pe Aevaoopion

1091

Emotpéyet o > 0,5 x 1091 Hoavapyiote TN AeVOASOUIdN OTO UECHC

YOUNAOTEPO EMiMEDO HOGTG Uio POPA TNV NUEPQ.
* Kotd v Kpion Tov yatpov, e4v 1 ovdetepomevia eivar 1 LovN T0&kdTnTo 6€ 0T010dMTOTE EMimedo ddomng, Tpochéote
nopdyovta diéyepong anokidv Kokkiokvttapmv (G-CSF) kat diatnprote o eninedo doong g Aevaidopidng




T arpatoroyikn to&ikdtTnTa 1 0661 TG AeVOAMSOUIdNG Umopel va elocayBel ek vEOL 0TO APEGMG
vymAdTEPO eminedo d6omnG (m¢ Kat T 8001 Evapéng) petd ) Peitivon g Aettovpyiog Tov LLEAOD
TOV 06TAOV (KO0 OLUOTOAOYTIKN TOEIKOTNTA Yot TOVAMYIGTOV 2 d1ad0y1kovg kukAiovg: ANC > 1,5 X
1091 pe apOuéd onpometariov > 100 X 10% xotd ™y évapEn evog véou KOKAOD).

Aevatidouidn oe ovvovaouo us foprelouiunn ko decoucbolovn axorovBodusvee amo Asvaiidouidn kai
occousbalovn usypr tny eEEMiln e vooov oc aoBeveic mov ey eivou kataAAniol yia uetouodoysvon

Apyn Bepameio: Agvaloopion oe cuvdvacud pe foptelopipmn kot deapebalovn

H Aevolidopion oe cuvdvacpo pe Boptelopipnn kon de&apebaldvn dev npémel va EEKIVIGEL €AV O
amdlvtog apldpdg ovdetepogirmv (ANC) eivon < 1,0 X 10%1 ko 0 ap@udg twv arponetorimv etvor
<50 x 10%1.

H ocvvietdpevn d6om évapéng ivar 25 mg Aevoidopiong amd Tov GTOUTOS io popd TV NUEPT TIC
nuépeg 1-14 kdbe korhov 21 nuepdv oe cuvovacspd pe Poptelopipmn ko de&apebaldvn. H
BopteCopiunn Oo mpémer va yopnyeiton pe vrodopia £veon (1,3 mg/m? emedvelag cOUaToc) dH0 Popéc
v efdopdda Tic nuépeg 1, 4, 8 kot 11 ke kordov 21 nuepav. Ia tpdcbeteg TAnpopopieg oyeTikd
LE TN 000, TO GYNIA KOl TIG TPOSAPHOYES TNG 0OONG TWV PAPLOKEVTIKMY TPOIOVIMY TOV
Yop1youvtol Ue tn Aevaidopuion, PA. Hapdypapo 5.1 kot v avtictoyn [lepiinym tov
Xapaxtnpiotikav tov [Ipoidvrog.

ZUVIGTOVTOL EMG OKTM KOKAOL Ogpameiog 21 nuepdv (24 efdopddeg apyikng Oepameiag).

Yuveyopevn Oepameio: AevaAiidouion oe cuvovacouo pe de&opefalovn péypt Ty e&EMEn

Yuveyiote ta 25 Mg AevaAdopiong amd Tov GTOUATOS pia Popa TNV Nuépa Tig Nuépeg 1-21
enavorapPovopevov kKokimv 28 nuepdv o€ cuvovacuod pe de&opedaldvn. H Bepaneia Oa mpénel va
ovveyileton péypt v e£EMEN TG VOGOL 1 TNV EUPAVIOT] U1 OTOSEKTNG TOEIKOTNTOG,

Bruarta peiowong g d6ong
Agvadouion”
Adon évapéng 25 mg
Eminedo doong -1 20 mg
Eninedo doomg -2 15 mg
Eninedo do6omc -3 10 mg
Eninedo doomng -4 5mg
Eninedo doomng -5 2,5mg
* H dwyeipion g peimong g d6ong yio 6da to. Tpoidvta pmopei va yivel aveEdpnta
®popponevia
Otav to arponetdMo 2UVIGTOUEV TOPEiN
Mewbovv e < 30 x 10Y1 Awkoyte ) Bepomeio pe Aevaiidopion
Emotpéyouy og > 50 x 10%1 Havapyiote T AevaAldopidn oto eninedo
d001¢ -1 pio eopd v nuépa
Mo k60e endpevn mrdon kétw and 30 X 1091 Awokoyte ) Bepameia e Aevaloopion
Emotpéyouy og > 50 x 1091 Hoavapyiote TN AeVOASOUIdN 0TO AUECOC

YOUNAOTEPO ETimedo dOONG pHio popd TNV
nuépa




Amdlvtog appdg ovdetepd@iimv (ANC) - ovdeteponevia

‘Otov 0o ANC 2uvicTOEVN Topeia”

Meww0ei yio tpd ™ opd e < 0,5 X 1091 Awokoyte ) Bepameia pe Aevaldopion

Emotpéyet oe > 1 X 1091 6tav 1 ovdeteponevia Havapyiote T AevaAldopidn otn d6om

glvar 1 LoV TopaTNPOVUEVT TOEIKOTNTA évapéng wia eopd v nuépa

Emotpéyet oe > 0,5 X 10%1 dtav napotnpodvron Zovopyiote T AeVOMOOLIOT 6TO NinedO

00G0EEUPTMUEVEG AUATOAOYIKES TOEIKOTNTEC, doong -1 pia popd v Nuépa

EKTOC TNG OLOETEPOTEVING

Mo k60e endpevn peioon kéto and < 0,5 x 10Y1 Awokoyte ) Bepameia pe Aevadopion

Emotpéyet o > 0,5 x 1091 Eavapyiote 1 AEVAAISOUIdT 6TO AUESMG
YOUNAOTEPO ETimedo dOONG pio popd TNV
nuépa.

* Kotd v Kpion Tov yatpov, e4v 1 ovdetepomevia eivar 1 Lovn To&kdTnTa 6€ 0m010dMToTE EMinedo doong, Tpochéote
mapdyovta déyepons amokidv kokklokvttdpov (G-CSF) kot dtatnprote to eminedo ddomg g Aevaldopiong

Aevalidouion o ovvovaouo us uelpaiovny kol tpeovilovy axolovBodusvec amo Asvaiidouion
oLVTHPNONC 06 aoOsVEIC TOV 08V EIVaL KOTAAANAOL Y10, UETOUOTYEVGH

H Oepaneia pe Aevoldouidn dev mpémet vo Egkivioet edv o ANC givon < 1,5 X 1091, kav/f o aptdudc
TV oponetoMav etvon < 75 x 10%/1.

ZuvVieTOUEVT 000N

H ocvvietdpevn d6om évapéng eivor Aevaiidopion 10 mg yopnyodueva amd Tov GTOUATOS Lo opd
v Nuépa kotd tic nuépec 1 ém¢ 21 emavarapPfoavopevov Kokimv 28 nuepdv yio £m¢ Kot 9 KOKAovG,
peapordvn 0,18 mg/kg yopnyovueva amd Tov 6TOROTOG Katd Tig Nuépes 1 émg 4 emavaiapfovopevay
KoK @V 28 nuepav, Tpedvilovn 2 mg/kg yopnyobueva omd Tov 6TOUATOG KOTA TG NUEPES 1 éwg 4
gmovolopuPavopevav kokAwv 28 nuepav. Ot acbeveic Tov olokAnpdvouy 9 KHKAOVG 1 TOv adVVATODY
va oAoKANpdcovV T Ogpameia cuvdvacuov Ady® un avoyng Aapupdvovy povobepameio pe
Aevoldopion g eéng: 10 mg yopnyovueva and ToL GTOUATOG Ko POPA TNV NUEPA KaTd TIg NuéEpeS 1
¢w¢ 21 emavarapfovouevav KokAwy 28 nuepmv péxpt tnv e&EMEN g vocov.

Brjuota peimong g d6omg

Agvaldouion Melpoddvn [pedvilovn
Abon évapéng 10 mg* 0,18 mg/kg 2 mg/kg
Eninedo 66omc¢ -1 7,5 mg 0,14 mg/kg 1 mg/kg
Eninedo 6601 -2 5mg 0,10 mg/kg 0,5 mg/kg
Eningdo 60omg -3 2,5mg Agv gpapuodleton 0,25 mg/kg

* Edv 1 ovdetepomevia eivat 1 LoV To&kOTNTO GE 0TO0ONTOTE EMINESO dOONG, TPOcHETTE TOPdyovTa S1EYEPONG UTOIKLDV
KkokklokvTTtapV (G-CSF) kat dotnpriote to eninedo d0omg g AevaAdoiong

®pouPonevia
‘Otav to arponetda 2UVIGTOEVT TOPEin
Mew0odv Y10 TpdT Popd ot < 25 x 101 Awokoyte ™ Bepameia pe Aevaloopion
Emotpéyouy og > 25 x 1091 Hoavapyiote T AeVaAdopidn Kot T LEAPUAGVT GTO
eminedo doong -1
INa ke enduevn mtoon Katw omd 30 x Awokoyte ™ Bepameia e Aevaidopion
1091
Emotpéyouv og > 30 x 1091 Havapyiote TN AeVOASOUIdN OTO OUECOC

yapmAotepo eninedo doong (eninedo ddong -2 1 -3)
uia opd TV nuépa




Amdlvtog apBpog ovdetepd@iimv (ANC) - ovdeteponevia

‘Otov 0o ANC 2uvicTOEVN TopEia”

Meww0ei yio tpd™ opd oe < 0,5 x 10%1 Awoxoyte ™ Bepameio pe Aevaiidopion
Emotpéyet o > 0,5 X 10%1 dtav n Havapyiote T Aevaldopidon ot 06om évapéng pio
ovoetepomevia elvar n OV TOPATNPOVHEVT]  QOPA TNV NUEPA

To&IKOTNTOL

Emotpéyet o > 0,5 x 10%1 dtav Havapyiote T AevaAldopion oto eninedo 66omng -1
TOPOTNPOVVTUL 00GOEENPTOUEVES pio opd v nuépa

OLUOTOAOYIKEG TOEIKOTNTEG, EKTOC TG

0VLOETEPOTEVIOG

INo k4O endpeVn TTOOoN KaT® 0md < 0,5 X Awkoyte T Bepomeio pe AevaAidopion

1091

Emotpéyet o > 0,5 x 1091 Eavopyiote 1 AeVAAISOUIdN 6TO AUESMG

YOUNAOTEPO EMIMEDO HOGTG Uio POPA TNV MNUEPQL.
* Katd v kpion Tov yoTpov, edv 1 ovdeteponevia givar 1 wovn to&kdtnTo o€ 0moodnnote eninedo d6ong, Tpocbicte
Tapdyovta SEYEPONG AmOKIdV KOKKLokLTTapVv (G-CSF) kat dtotnpriote 10 eminedo 560ng ™G Aevaldopionge.

Agvoalidouion ovovrnpnone oc aoleveic mov Eyovy vwofiAnbsi oc avTOAOYN UETOUOTYEVTT OPYEYOVV
KvtTdpwv (autologous stem cell transplantation - ASCT)

H Aevolidopion cuvtipnong Ba mpénet va Eekivd PLETA amd EXOPKT OLLOTOAOYIKT] OTOKATACTOCT UETA
and ASCT og acBeveic yopig évoeién e&éMéng. H Aevolidopion dev mpémel va Eekvnoet edv o0 ANC
gtvon < 1,0 X 10%1 ko/q 0 ap1dudc Tov aponetariov sivor < 75 X 1091,

ZuvVieTOpEVT 060N

H ovviotdpevn 06on évapéng eivor 10 mg Aevaiidopiong yopnyodpeve amd Tov 6TOHTOg tia popd
™V Nuépa cvveyopeva (Katd tic nuépeg 1 €og 28 oe emavarapfovorevoug Khkiovg 28 nuepmv), péxpt
v €EEMEN TG vOooL 1 TN U ovoyn. Metd amd 3 kdkhovg AevaAldopidng cuvtipnong, n 600
umopei va avénbei oe 15 mg amd 10V 6TOUATOC piot POPE TNV NUEPQ, EAV EIVOL AVEKTT.

Brjuato peiowong g do6ong

Adon évapéng (10 mg) Y mepintoon avénong g doong
(15 mg)*
Eninedo 66on¢ -1 5mg 10 mg
Eninedo d6omg -2 5 mg (npépeg 1-21 xdbe 28 5mg
NuéPES)
Eninedo 66on¢ -3 Agv gpapuoleton 5 mg (Muépeg 1-21 kdéBe 28 nuépeg)
Mnv yopnyeite d6om k1o TV 5 mg (nuépeg 1-21 kdbe 28 nuépeg)

*Metd and 3 kOKhovg Aevolidopidng cuvtinpnong, n d0on propet va avénbdei o 15 mg amd Tov otdpatog pic eopd v
nuépa, eav ivor avex.

®pouPonevia

Ortayv o aporeTdMa 2UVICTOUEVN TOPELQ

Mewwbovv e < 30 x 10Y1 Awkoyte T Bepomeio pe Aevaiidopion

Emotpéyouy og > 30 x 1091 Eavopyiote tn AevaAdopion 6to eninedo 66ong -1
pio @opd v nuépa

INo kGO emdpeVN peimon KAT amd Awkoyte ™ Bepomeio pe Aevaiidopion

30 x 1091

Emotpéyouy og > 30 x 1091 Eavopyiote T AeVAAISOUIdN 6TO QUESMG

YOUNAOTEPO EMimEDO dOGTG [io POPA TNV NUEPQ




Amdlvtog apBpog ovdetepd@iimv (ANC) - ovdeteponevia

‘Otov 0o ANC 2uvicTOEVN TopEia”
Meww0ei o < 0,5 x 101 Awaxdyte ) Ogpomeio pe AevoAidopion
Emotpéyet o > 0,5 x 1091 Havapyiote T AevaAdopidn oto eninedo

d001¢ -1 pio eopd v nuépa

Mo k60e endpevn peioon kétm and < 0,5 x 101 Awxdyte T Oepameio pe Aevardopion

Emotpéyet o > 0,5 x 1091 Hoavapyiote TN AeVOASOUIdN 0TO OUECHC
YOUNAOTEPO ETimedo dOONG pHio popd TNV
nuépa

* Kotd v Kpion Tov yatpov, £4v 1 ovdetepomevia eivar 1 Lovn To&kdTnTa 6€ 0m010dMToTE EMinedo doomng, Tpochéote
mapdyovia diéyepons amokidv kokklokvttdpov (G-CSF) kot dtatnprote to eminedo d6omng g Aevaidopidng.

LHlo/Lomho pvélmwua ue ovAdyiorov uio rponyodusvy Bepomeio,

H Oepancia pe Aevoldouidn dev npémet vo Egkivioet edv o ANC givon < 1,0 X 1091, kav/f o aptdudg
10V aponetodMov eivar < 75 X 10%1 1, avéroya pe T 5110Non ToL LLEAOD TOV 0GTOV 0mtd
nThacpoToKLTTOpPQ, 0plOpdg orponetariov < 30 X 1091,

ZuvVieTOUEVT 000N

H ovviotdpevn 06om évapéng g Aevaridopiong eival 25 mg yopnyoOUeVa, amd TOV GTOUOTOC L
@opd v nuépa Katd tic nuépeg 1 émc 21 emavarapPavopevav kdkhov 28 nuepdv. H cuvictodpevn
d0oon de&apefalovng eivar 40 mg yopnyoOUEVA OO TOV GTOUATOG Lo POPE TNV NUEP KOTA TIG
nuépec 1 éoc 4, 9 ¢wg 12 ko 17 émg 20 kdbe kKOKAOL 28 NUEPDOV Y1 TOVES TPMTOVE 4 KOKAOLE
Oepameiog kat ot cuvéyela 40 mg pio popd TV NuEP Kotd Tig Nuépec 1 €wg 4 kdbe 28 nuépec.

Ot ovvtayoypdeot wtpol Bo Tpémel va a&lohoyoldv TpocekTkKd ol doom de&opebaldvng npénel va
YPMOLOTOEITAL, AAUPBAVOVTOC VTTOWYT TV KATAGTAGT TOL 000EVODG Kot TG aoBEVeELog TOL.

Brjuota peimong g 86omg

Adon évapéng 25 mg

Eninedo doong -1 15 mg

Eninedo doomg -2 10 mg

Eninedo do6omc -3 5mg
®pouPonevia

Otav to arponetda 2UVIGTOEVT TOPEin

Mew0odv Y10 TpdT Popd oe < 30 x 101 Awokoyte ) Oepameia e Aevaidouion

Emictpéyouy og > 30 x 1091 Havapyiote T AevaAdopion oto eninedo d6ong -1

INoa ka0 endueVN TTdoN KAT® 0md 30 x Awkoyte T Bepomeio pe Aevaiidopion

1091

Emotpéyouy og > 30 x 1091 Eavopyiote T AeVAAISOUIdN 6TO QUESMG

yopmAotepo eninedo doong (eninedo d6ong -2 1 -3)

pia opd v nuépa. Mnv yopnynoete 66on
UIKPOTEPT TV 5 mg pia @opd TV Nuépal.




Amdlvtog apBpog ovdetepd@iimv (ANC) - ovdeteponevia

‘Otov 0o ANC 2uvicTouevn Topeia”

Meww0ei yio tpd™ opd oe < 0,5 x 10%1 Awokoyte ™ Bepamneio pe Aevaildopion
Emotpéyet oe > 0,5 X 10%1 dtav n ovdeteponevio Eoavapyiote T AevaAldopidn otn d60om
glvar 1 LoV TopaTNPOVUEVT TOEIKOTNTA Evapéng pia eopd v nuépa

Emotpéyet oe > 0,5 X 10%1 dtav naportnpodvron Eovapyiote T AeVaALdoUidn 610 eninedo

00C0EEUPTMUEVEG ALUATOAOYIKESG TOEIKOTNTEG, EKTOC  dOomg -1 pio popd Tnv nuépa
TNG OLOETEPOTEVING

Mo k60e endpevn ntdomn kétw omd < 0,5 x 101 Awokoyte ™ Bepamneio pe Aevaildopion

Emotpéyet o > 0,5 x 1091 Zavapyiote TN AevaAdopidn 6To auiéomg
YOUNAOTEPO ETimEdO dOOTG (EMimedo dOONG -
1, -2 1 -3) pia eopd v Nuépa. Mnv
yopnynoete d6on UIKpOTEPN TV 5 mg pio
@opd. TNV NUEPOL.

* Katd v kpion Tov yoTpov, edv 1 ovdeteponevia givar 1 wovn to&kdtnTo o€ 0moodnnote eninedo d6ong, Tpocbicte
Tapdyovta S1EYEPONG MoKV KOKKLoKLTTapV (G-CSF) kat dtotnpriote 10 eminedo 566ng ™G Aevaldopionc.

Moelodvarraotika avvopouo. (Myelodysplastic syndromes, MDS)
H Aevolidopion dev mpémel va Eekvioet edv 0 ANC givar < 0,5 x 109/L kaun o aptBpog tov
apomeTodiov givar < 25 X 109/L.

ZuVIeTOUEVT 000N
H ocvvictodpevn 06on évapéng de&apebalovng etvar 10 mg yopnyovpeva amd Tov oTOUATOC Lo popd
v nuépa katd T nuépeg 1 émg 21 og emavalopfoavopevoug KOKAovG 28 nuepmV.

Brjuota peimong g d6ong

Adon évapénc 10 mg pio @opd tnv nuépa katd Tic nuépeg 1 émg 21, kébe 28 nuépeg

Eninedo 66omg -1 5 mg pio @opd v nuépa katd Tic nuépeg 1 €mg 28, kdbe 28 nuépeg

Eninedo d6omng -2 2,5 mg pia @opd v nuépa katd T nuépeg 1 €mg 28, kdbe 28 nuépeg

Eninedo 66om¢ -3 2,5 mg kdaBe devtepn nuépa kotTd Tig nuépec 1 €mg 28, ke 28 nuépeg
®pouPonevia

Otov 0 apoTeTaAMa Zuvictouevn Topeio

Mewwfodv oe < 25 x 101 Awaxoyte ) Oepaneio pe Aevolidopion

Emotpéyet oe > 25 x 1091 - < 50 x 10%1 oe Zovopyiote ™ Aevoldopidn 6to apéong

TOVAJYIOTOV 2 TEPIOTAGELG Y10 > 7 NUEPEG M OTAV  YOUNAOTEPO EMITESO BOGNC

apBpoc Tov aponetodiomv eravéidel oe > 50 X (emimedo d6ong -1, -2 17 -3)

10%1 avé mhoa otiyun

Amdivtoc 0p1Budc ovdetepdpirimy (ANC) — ovdeteponevia

Otav 0 ANC ZuvicTouevn Topeia
Meww0ei g < 0,5 x 101 Awaxdyte ) Oepaneio pe Aevoridopion
Emotpéyet oe > 0,5 x 1091 Havapyiote T AevaASOpidn 6To AUEGMmG

YOUNAOTEPO ETITEDO SOOTG
(eminedo ddong -1, -2 17 -3)

Awoxom g Aevaldopiong

Acbeveic oToug 0moiong dev £xel emttevybel TOLAGIGTOV Lo 7T EPVOPOEIBIKT AVTUTOKPIOT] EVTOG

4 pmvov and v évapén g Bepamneiog, Tov katadeuvoetat omd TovAdyieTov 50% peimwon tov
AVAYK®OV O€ LETOYYIGELS 1], EAV OV LETAYYIGTOVY, avéno TG alpocoipivng katd 1g/dl, Oa mpénet va
dlakdyovv T Bepameia pe AevaAldouion.

Aéupwuo amwd kvtropo Tov uavovo (AKM)

ZuVIeTOUEVT 000N

H ocvvietdpevn d6om évapéng de&apedalovng eival 25 mg yopnyovpeve amd ToV GTOHOTOS pic popd
™V Nuépa kotd tic nuépec 1 émg 21 oe emavalopavopevovg KOKAOVE 28 NUEPDOV.




Bruarto peiowonc g d6omg

Adon évapénc

25 mg pio @opd v nuépa kota Tic nuépec 1 émc 21, ke 28 nuépeg

Erinedo d6onc -1

20 mg pio @opd v nuépa kota Tig nuépec 1 émc 21, ke 28 nuépeg

Eninedo d6omg -2

15 mg pio @opd v nuépa katd Tic nuépeg 1 émg 21, kdbe 28 nuépeg

Eninedo 66ong -3

10 mg pio @opd v nuépa katd Tic nuépeg 1 g 21, kébe 28 nuépeg

Enrinedo d6onc -4

5 mg pia @opd v nuépa katd tig nuépes 1 €wg 21, kb 28 nuépeg

Erinedo d6onc -5

2,5 mg pia opd v nuépa katd Tic uépeg 1 éog 21, kae 28 nuépect
5 mg ke devtepn nuépa koTd TIg nuUEPeS 1 €mg 21, kb 28 nuépeg

1 T ydpec d6mov Sorifeton o Kaydio Tov 2,5 mg.

®popufonevia

‘Otov T0 GUOTETAMO

SUVIGTOUEVT TOPEID

MewwBovv og < 50 x 1091

Emotpéyouy og > 60 x 10%I

Awkoyte ™ Oepomeio pe AevaAidopion Kot
TPOYLOTOTOOTE VO, TAT|PES OLUOOLAY POLLLLOL
(CBC) tovrayiotov kabe 7 nuépeg
Zovopylote T AeVOMOOLIOT GTO OUECMG
yopmAotepo eninedo (eminedo d66ong -1)

IMa k60e endpevn Trdon kétm and 50 X 10%/L

Emotpéyouy og > 60 x 10%I

Awokoyte ) Bepameia e AeVOAMOOUIOT Kot
mpayparoroiiote éva CBC tovAdyiotov kabe

7 nuépeg

Zovopyiote T AeVOMOOLIOT GTO OUECMG
YOUNAOTEPO eMinedo eminedo ddoNg -2, -3, -4 1 -
5). Mn yopnynoete 60661 WKpOTEPT TOL
gmmnédov -5

Amolvtoc ap1Buog ovdetepdPrhmv (ANC) — ovdetepomevia

Otav 0 ANC ZuvicTOUEVN TTOopEiaL
Mewwbei og < 1,0 x 1091 yio tovAdyictov AwxoyTe ) Oepameio pe Aevaiidopion kot
7 nuépecn npayuatomoote Eva CBC tovhdyiotov ke

Meww0ei o < 1,0 X 10%1 pe oyeti{duevo mopetd
(Beppoxpacio copatog > 38,5°C) 1
Mewwbei o€ < 0,5 x 1091

7 Muépeg

Emotpéyet o > 1 x 1091

Eavapyiote T AeVOALOONION OTO APECMG
YouNAOTEPO £Minedo doonc (emimedo ddong -1)

Mo k4Oe endpevn nrdon kéto omd 1 x 1091 yo
TovAdyoToV 7 Nuépeg | mtdon o < 1,0 x 1091
pe oyetilopevo mopetod (Bepprokpacio CHOUNTOC
> 38,5°C) ) mtdon oe < 0,5 x 10%1

Emotpéyet o > 1 x 1091

AwxoyTte ) Oepameio pe AevaAidopion

Eavapyiote T AeVOALOONION OTO APECMG
YopnAdtepo eninedo d00MG

(eminedo d6oNG -2, -3, -4 1 -5) pio popd TV
nuépa. Mn yopnynoete 66on Kdtm and -5

Olddec Jéupwua (OA)

H Oepancia pe Aevoldouidn dev npémet vo Egkivioet edv o ANC givon < 1 X 10%1 ka/f o aptdudg
awporetaiaov etvon < 50 X 10%/1 extoc ebv amotedel enarcdlovdo o Aéppmpo S1jOnong Tov HVEAoD

TOV 0GTOV.

ZUVIeTOUEVT 000N

H ocvvietopevn d6om évapéng g Aevaiidopiong eival 20 mg yopnyoOueva, amd Tov GTOUOTOC L
©opa TNV NUEPa Katd Tig Nuépeg 1 émg 21 emavalapPovopevov kdkdmv 28 nUePOV Yo £

12 xdxhovg Ogpamnciog. H cuvictdpevn 8601 évapEng g prrovéipdunng etvor 375 mg/m? evéopiéBio
(1V) kabe gfdoudda otov kokAo 1 (muépeg 1, 8, 15 ko 22) ko v nuépa 1 kabe kdkAov 28 nuepdv

Y10 TOVG KOKAOUG 2 €6 5.




Bruarto peioonc g d6omg

Adom évapéng 20 mg pio @opd v nuépa kota Tic nuépec 1-21, kabe 28 nuépeg
Eninedo doong -1 15 mg pia opd v nuépa Katd Tic nuépeg 1-21, kdbe 28 nuépeg
Eninedo doomng -2 10 mg pio opd v nuépa katd Tic nuépeg 1-21, kdbe 28 nuépeg
Eninedo doong -3 5 mg pio @opd v nuépa katd Tig nuépeg 1-21, kdbe 28 nuépeg

T Tpocappoyég e 66onc Ady® ToEIKOTNTAG LE TN PLTOVEIUAUTY, avaTPEETE GTNV OvTIoTOYM
[epiAnym tov Xopaktnplotikev tov [Ipoidvtog.

®popufonevia

‘Otav to arponetdMo 2UVIGTOUEV TOPEiN

Mewwbovv e < 50 x 10%1 Awkoyte ™ Oepomeio pe AevaAidopion Kot
TPOYLOTOTOOTE VO, TATPES OLUOOLAYPOLLLLOL
(CBC) tovrayiotov kabe 7 nuépeg

Emotpéyouy og > 50 x 1091 Eavopyiote 610 AUESHG YOUNAOTEPO EMimedo
d6on¢ (emimedo d6omg -1)

Mo kéOe endpevn trdon kdto arnd 50 x 10%1 Awkoyte ™ Oepomeio pe AevaAidopion Kot
npayuoarorolfote £va CBC tovAdyiotov kabe
7 npuépeg

Emotpéyouy og > 50 x 1091 Hoavapyiote TN AeVOASOUIdN 0TO UECHC

YoUNAOTEPO £Minedo doomg (eminedo dooNG -2,
-3). Mn yopnynoete d6on UIKPOTEPT TOV
emmédov 600G -3.

Amdlvtog apBpdg ovdetepd@iimv (ANC) - ovdeteponevia

‘Otav o ANC Yuvictodpevn mopeia’

Mewbzi og < 1,0 X 1091 yio tovAdyiotov 7 nuépeg  Atoxdyte T Ogpomeio pe Aevalidopion kat

| apaypatomromote Eva CBC tovhdyiotov

Meww0ei og < 1,0 X 10%1 pe oyetilduevo mopetd KGOe 7 nuépeg

(Beppoxpacio couatog > 38,5°C) 1

Mewwbei o€ < 0,5 X 1091

Emotpéyet oe > 1,0 x 1091 Zavapyiote TN AevaAdopidn 61o auiéocmg
yopnAdtepo eninedo d6on¢ (eminedo ddoNG -
1)

Mo kéOe endpevn nrdon kéto omd 1,0 X 1091 ya AwxoyTe ) Oepameio pe Aevaiidopion kot
TovAdyioTov 7 nuépeg | mtdon oe < 1,0 X 1091 pe npaypatoromote éva CBC tovAdyiotov
oyeTlOpEVO TVPETO (BeploKpacio COUATOC Kk&Be 7 nuépeg

> 38,5°C) N mtdon oe < 0,5 x 1091

Emotpéyet oe > 1,0 x 1091 Zavapyiote TN AevaAdopidn 61o auiéocmg
YOUNAOTEPO ETimEdO dOOTG (EMimedo dOONG -
2, -3). Mn yopnynoete 5001 UKPOTEPT TOV
EMmEdOV 0OoNG-3

* Katé mv kpion Tov yorpod, edv 1 0vdetepomevio eivar 1 povn T0EKOTITA o€ 0T01087ToTE Eninedo S6oMC, TPocHETE
nopdyovta diéyepong anokudv Kokkiokvttdpwv (G-CSF)

Aéupwua amwo kotropo tov uoavovo (AKM) n olwdec Léupwua (OA)

2Zbvopouo Avone dykov (Tumour lysis syndrome, TLS)

O)ot o1 acbBeveig Ba Tpémet va AapPavovy Tpo@LANKTIKN ayyn Yo To TLS (adAomovpvodn,
POGLUITOVPIKAGT] 1] 100OVVOLO COLPOVA LE TIG KOTELBUVTNPLEG 001 Yieg TOV 1OPOLATOC) Kol va. givart
KAAQ eVLOOTOUEVOL (0Td TOV GTOUATOC) KT T SIAPKELD TN TPAOTNG ERSOUASNS TOV TPDOTOV KOKAOL
N Y10 LEYAADTEPO YPOVIKO NAoTnpa av gvdgikvutol kKhvikd. [Ipokeyévou va TapakoiovBodvtat yio
TLS, ot acBeveic Ba mpémet va vroPfdAlovtor og Proynuukod Eleyyo kabe efdondda Katd N dLapKeLn
TOV TPMTOV KOKAOV KOl OTTMG EVOEIKVLTOUL KAVIKA.

H Aevolidopion pumopei va cuveylotel (066M cuvtipnong) o€ achevelg pe epyactnploKd
emPefoarwpévo TLS N pe kAwvikd emPePfoaropévo TLS Babuov 1 1 katd v kpion Tov wtpov,
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UEIDOTE TN 000N KATA éval EMMEDO KOl GLUVEYIOTE TN AeVOAOOUION. O Ttpémel va mopacyebel eviatikn
€VOOQAEPLO EVLOATMOON Kol KATAAANAT 10TPIKT dlaryElpton COUPWVA LLE TNV TOTIKN oLV O Bepameia,
péypL T 010pBoT TV AVOUIAIDV TdV NAEKTpoAvTOY. Eviéyetal va ypelactel aywyn pe
POCUTOVPIKACT] Yo TN Helmor TG vepovpryaipios. H voonieia tov acbevoic evamokeitol otny
Kpiom Tov yloTpov.

e aobeveic pe Khvikd emPeParopévo TLS Babuov 2 émg 4, dtaxoyte 1 Aevoldopion kot
TPOYUATOTOOTE PLoynpiKo Eleyyo Kabe efdoudda 1 dnwg evdeikvutal KAvikd. Oa Tpénel va
napacyedel eviaTikr evOoPAEPLO EVVOATMON Kol KATAAANAN 10TPIKT SloyEipton cOUQ®VA UE TV
Tomikn ovvnOn Bepomeia, péypt T S1OPO®ON TOV OVOUOA®Y TOV NAekTpoivt®dv. H aymyn ue
POCUTOVPIKAGCT] KOl 1) VOOTAELD evamdkewTatl 6TV Kpiomn tov yiotpov. Otav to TLS vroywpnoet o
BaBpov 0, Eavapyiote T AevaAildopuidn oty apéowms younAotepn 6061 KOTA TNV Kpion TOL Y1Tpov
(BA. mapdypogo 4.4).

Avrtidpaon avalomipmong 6YKov

Koatd v kpion Tov yiatpov, 1 Aevaidopion pumopel va cuveyiotel o€ acbeveig pe avtiopaon
avalomopwong 6ykov (Tumour flare reaction, TFR) Babuov 1 1 2 ywpic Siokonn 1 tponomoinom.
Koatd v kpion tov yotpo, pmopel va yopnyndel aymyn pe U oTeEPOEdN AVTIQAEYLOVAOT QAP0
(MZA®), KOpTIKOGTEPOELDN TEPLOPLOUEVIC SLAPKELNG KA/ VOPKOTIKA aVOAYNTIKA. Xe aobevei e
TFR BaBpov 3 1 4, dtukdyte T Oepomeio pe Aevaitdopion kat Eekviote aywyn e MEAD,
KOPTIKOGTEPOELDN KOUN VapkeTiKd avaiyntikd. Otav n TFR vroyopnoet oe < Babpot 1, Eavapyiote
T Oepameio pe Aevaidopion oto idto eninedo d6omg yio Tov vIEdAoITo KVKAO. Ot aobeveic pmopovv va
AdBovv Bepoameio yio T dtoyeiplon TOV GCLUTTOUATOV, COLE®VA LE TIG 001 YieS Yia TN Oepameia TG
TFR BaBpot 1 ko1 2 (BA. mopdypago 4.4).

Olec o1 evoeieig

T dAdeg ToucotnTeg Babpov 3 1 4 mov kpivovtar 6Tt oyetilovron pe ) Aevaidopion, n Oepamneio Oa
TPENEL VO, SLOKOTTETOL KO VoL apyilEL €K VEOV LOVO GTO OUECHS YOUNAOTEPO EMIMEDO dOCNG OTAV 1
to&kdTNTa VIToYWPNoEL o€ < Babuov 2, aviloya pe tnv kpion Tov yiotpoo.

H mpocwpivi 1 poviun drokomn g Aevoidopiong o mpénet va eetaleton o€ deppatikd eavonuo
BaBuov 2 M 3. H Aevaiidopidn mpémel vo SIOKOTTETAL GE Oy YELOOIOM LA, OVOPVACKTIKT OvTiOpaoT,
g€avonua Babuod 4, amo@oAd®mTIKO 1 TOUEOAVY®DdES e€avOnua, 1| o€ TepITTOOT VITOYiNG GLVIPOLOV
Stevens-Johnson (SJS), to&kng emdepuknc vexkpoivong (toxic epidermal necrolysis, TEN) 1
(QOPUOKEVTIKNG AVTIOPAONG HE NOSIVOPIAMA Kot cuotnuotikd cvprtopato (DRESS) kot dev Oa
npénet va, Eavopyilel petd ) dlakonn AOY® OVTOV TOV UVTIOPACEDV.

Ewdwoi tAnbuouotl

THoudrotpios mAnBoouog
To Lenalidomide Mylan égv mpénetl vo ypnoytonoleitar o Toudid kot pnovg amd T yEvvnon £og
v nAkia k4to Tov 18 etV Yo Adyoug acpdieiag (BA. Tapdypapo 5.1).

Hlikiouévor

Ta péypt TP S1OEGILO POPHOKOKIVITIKA SEGOUEVA TEPTYPAPOVTIAL OTNV TTopaypapo 5.2. H
Aevoldouion éxetl ypnoiponoindel og KAvikég dokiuég o€ acbeveic pe moALAmAS pélmpa nAtkiog
uéypt 91 etmv, o aobeveig e poelodvomhaotikd cuvopoua £m¢ Kot 95 eTdv Kot o 0obeveig e
AELQOUO 0O KOTTOPO, TOV Hovdva NAkiag Emg kot 88 etdv (PA. mapdypapos.1).

Kabmg ot nAikiopévol acbeveic eivor mo mbovo vo mopovctdlovy Helwuévn VEQPIKT Aettovpyioa,
amorteitol TPocoyn KATd TNV EXA0YN TNG SOGOAOYING KOl GUVIGTATOL 1] TUPAKOAOVON G TNG VEPPIKNG
Aertovpyiog.

Neodrayvawabév mollamAo uvéiwuo.: acbeveic wov dev eivor KaTtdAANAoL Vio UETOUOTYEVTH
Acbeveig pe veodioyvawchéy moAlamdd poéhopa niikiog 75 eTov kol ave Bo Tpémel va agloloyovvral
TPOCEKTIKG TPV TO eVOEYOUEVO AN Bepareiag (BA. mapdypapo 4.4).
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T acBeveig nlkiag dvo Tov 75 et@v mov Aapupdvovy Bepameio pe AevaAildouion oe cuvdvacud e
de&apebalovn, n 06om Evapéng g de&opedaldvng etvor 20 mg pio eopd TV NUEP KATA TIG NUEPES
1, 8, 15 kou 22 kdBe kvhov Bepaneiog 28 nuepav.

Agv poteiveTan Tpooapproyn g 06ong yio acbeveic nAkiog avm towv 75 €Tdv Tov Aappdvovy
Oepameio pe Aevaridopion oe GLVOLOCUO Le LEAPAAGVT Kol TPESVILOVT).

Y& aobeveic e veodlayvmcéy moAlamAd puéopo nAkiog 75 etdv kot dvo mov Edafoyv Oepomeio. pe
Aevoldopion, mapatnphonke vYnAGTEPT GLYVOTNTA ELPAVIONS GOPUPOV AVETIOOUNTOV EVEPYELDV
KoL GVETIOOUNTOV EVEPYELDV TTOV 0dNyNcav oe dlakon| tng Oepaneiog.

H ovvdvacouévn Bepomeio pe Aevaiidopidn ntov Arydtepo avekt) oe 0o0eveig pe veodtoyvwobéy
TOALOTTAG PLEA®UO NAKiaG Ave Tov 75 €T®V 68 GOYKPLoT [E To veEdTEPO € NAkia TAnBuoud. Avtol
ot acbeveig dékonTay og VYNAGTEPO TOG0GTO AOY® Un avoyng (avembounteg evépyeteg Babpob 3 11 4
Ko GoPapég avembOunTeG EVEPYELEG), 0€ GUYKPIoN Ue aobeveig nAtkiog < 75 etdv.

TolhamAo puvélwuo. 0obeveic ue tovAdyiotov uio mponyoduevy Geporeio

To m0606TO TV 0cOeV®V e TOALATAO PLEA®UA NAKIOG 65 €TV 1] dve dev S1EPEPE CTIUOVTIKA
ueta&d g opadoc Aevotdouiong/de&apedaldvng Kot TS opuddug EIKOVIKOD
oapudaxov/deEapedalovng. Agv mapatnpndnke cuVoAKN SLOPOPE MG TPOG TNV AGPAAELD 1) TNV
OTOTEAECUATIKOTNTO PETOED ALTOV TV acHevdv kol acOevav pikpoTepng NAKIOG, CAAGL pio
UEYOADTEPN TTPOSLABEST GTO ATOHO LEYUAVTEPNG NALKIOG OEV LITOPEL VO ATOKAEICTEL.

Moelodvarraotike advipouo.

T"a acBeveig pe poerodvomiactikd cuvdpopo mov EAapay Bepameia pe Aevaidouion, dev
TopaTnPNONKE CLVOMKN SLUPOPE MC TPOC TNV AGPAAELL 1] TNV OTOTEAECUOTIKOTNTA HLETAED ALTOV
TV acfevov nlikiag 65 eTdv 1 dvo Kol aclevov pikpotepng nAkiag.

Aéupwuo. amwd KOTTOp0 TOL UOVODO,

IMo acBeveig pe Aéppopa and KOTTapo ToL Pavdva mov EAafay Bepameia pe Aevaildopion, oev
mTapoTNPNONKE GUVOMKTN S10POPE MG TPOG TIV UCPUAELN 1] TNV ATOTEAEGLOTIKOTITO LETAED QVTMV
TV 0c0evov nAkiag 65 etdv 1 dve o€ cbykpion pe acBevels nlikiog Kdto TV 65 eTmV.

Olwdec Aupmua

T acBeveig pe olddec Aéppopo mov Eaafav Bepaneio ple AevaAidouion oe cuvoLACUO e
PLTOLELATT), 1] GUVOALKT GLYVOTNTO AVETOOUNTOV EVEPYEIDV Elval TapOLOL Yo acBeveic nAikiog
65 etV Kol Gve o€ cOYKplon pe acbeveig nAikiog kdto Tov 65 eTmv. Agv mapatnpnONnKe GUVOAIKN
S0POPA MG TPOG TNV ATOTEAEGLATIKOTNTO UETAED TOV dVO NAIKINK®OV OUAO®V.

Aaobeveig ue veppirn dvolertovpyio

H Aevolidopion anekkpivetor kupimg omd Toug veppovs. Acbeveig pe peyalvtepo Babud veppikng
dvodettovpyiog pmopet va, xovv dtatapayuévn avoyn ot Oepaneia (PA. mapdypogo 4.4). Oa wpénet
va SiveTol TPOGOoyT| KATE TNV EMA0YN TNG dOONG KAl GUVIGTATOL TOPAKOAOVONGN TN VEQPIKNG
Aertovpyiog.

Agv ama1todvToL TPOGuPROYES TG dOONG Yo acbeveic pe N VEPPIKT SLGAEITOLPYIO Kol TOAAATAO
LUEA®UO, PUEAOSVOTAAGTIKG GUVOPOUA, AEUPOLLO amd KOTTAPA TOL Havdva, 1 0{doec AEPP®UQL.

Ot ax6AovBeg TPOoGaPOYEG TG dOONG GLUVIGTMVTOL KaTd TNV £vapén g Bepomeiog Kot Kah’® OAN T
duapkela tng Oepameiag yio acOeveic pe pétplo 1 coPopn veppikn dSvcieitovpyia 1 veppomdOeia
TeEMKOV otadiov. Agv vdpyet epmeipio og doKUEG PAong 3 pe vepponddeta teAkod otadiov (End
Stage Renal Disease, ESRD) (CLcr < 30 ml/min, amattei cupokdBapon).
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[ToALomAd pvéioua

Negpuci Aertovpyia (CLcr)

IIpocappoyn Tng 6018

Métpia veppikn SueAertovpyio
(30 < CLcr <50 ml/min)

10 mg pio popd v nuépal

Yofapn veppikn dvcAettovpyio

(CLcr < 30 ml/min, dev amottel oupokabopon)

7,5 mg pia opd v nuépo
15 mg pio popd kébe devtepn nuépa

Neppomdfeia Tedkod Xtadiov (ESRD)
(CLcr < 30 ml/min, amottel opokadopon)

5 mg pio popd v nuépa. Katd tig nuépeg
™G atpokdbaponc, 1 0661 TPETEL VoL
yopnyeitan petd v apokdbopon.

1 H 860m pmopel va ovéndei oe 15 mg pia popd tqv nuépo. petd amd 2 khhovg, edv o acdevig dev avtamokpivetal 6

Oepameio ko avéyetor ™ Oepansio.

2 Te ywpeg dmov dtatideton To Kaydkio Twv 7,5 mg.

Mvelodvorlaotird cdvdpouo.

Negpukn Aertovpyia (CLer)

IIpocappoyi) Tnc 8601¢

Métpia veppikn|
duoAettovpyia
(30 < CLcr <50 mi/min)

Adom évapéng

5 mg pio @opd v nuépa
(Muépec 1 ¢wg 21 og emavorapPovopuevoug
KOKAOVG 28 NUEPDV)

Eninedo d6ong -1*

2,5 mg pio popd v nuépa
(muépeg 1 €wg 28 og emavarapuPavopevoug
KOKAOVG 28 NUEPDV)

Eninedo doonc -2*

2,5 mg kéBe devtepn nuépa
(Muépec 1 ¢mg 28 og emavorapPavopuevoug
KOKAOLC 28 NUePOV)

YoBapn| veppikn
ducAettovpyia
(CLcr < 30 ml/min, dev

Adom €vapéng

2,5 mg pio popd v nuépa
(Muépec 1 ¢mg 21 og emavorapPoavopuevoug
KOKAOVG 28 NUEPDV)

amoutel opokddapon)

Erinedo o6ong -1*

2,5 mg kéBe devtepn Nuépa
(muépeg 1 €wg 28 og emavarapuPavopevoug
KOKAOLC 28 NUePOV)

Eninedo doong -2*

2,5 mg 600 popéc v Bdoudon
(Muépec 1 ¢wg 28 og emavorapPavopuevoug
KOKAOVG 28 NUEPDV)

NeppomdOera Tehkob
tadiov (ESRD) (CLcr
< 30 ml/min, aroutet

Adom €vapéng

2,5 mg pio popd v nuépa
(muépeg 1 €wg 21 og emavarapPovopevoug
KOKAOVG 28 NUEPDV)

alpokaBapon)

Koatd tig nuépeg g
opoxdBopong, 66

Erinedo o6ong -1*

2,5 mg kéBe devtepn Nuépa
(Muépec 1 ¢wg 28 og emavorapPoavopuevoug
KOKAOLC 28 NuepV)

TPEMEL VAL YOpTYEiTAL HETA
v opokaOapon.

On dialysis days, the dose
should be administered
following dialysis.

Eninedo d6onc -2*

2,5 mg 600 popég v Bdopdda
(Muépec 1 ¢wg 28 og emavorapPovopuevoug
KOKAOUG 28 NUEPDV)

* Zoviotavton fpoto peioong g d6ong katd ™ ddprela g Oepansiog kot katd v enavévapén g Oepameiog yio v
avtipetomon Padupod 3 N 4 ovdeteponeviag 1 Opoppomeviag, 1 dAAng to&ikotnTag Pabuod 3 1 4, n onoia kpiveton 6Tt
oxetiletat pe ™ AevaAdopion, OTOG TePLyPAPETOL TOPUTAVE.
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Aéupwpa amo Kdtrapo tov uovodo,

Negpucn Aerrovpyia (CLer) Mpocappoyn Tng 660G
(Muépeg 1 émg 21 og
emavOAapPavOEVOLG
KOKAOLG 28 Nuep®dV)

Métpra veppixn duchertovpyia (30 < CLer < 50 mL/min) | 1g Mg wia gopé Ty nuépal

Yofoapn veppikn ducAeitovpyia 7.5 mg uio popé Ty nuépaz

(CLcr < 30 mL/min, dev amattei aypoxdbopon) 15 mg ka0 devtepn nuépa

Negpomdbero Tehxov Xtadiov (ESRD)(ESRD) (CLcr < | 5 mg pia eopd v nuépa. Kotd tig

30 mL/min, amottet arpoxdBapon) NUEPEG NG arpokabopong, 1 doom

TPEMEL VO, YOPTYELTOL LETA TNV

ookabopon.

1 H 860 pmopet va. avéndei oe 15 mg pia @opd v nuépo. petd and 2 kdxiovg, edv o acbeviig dev aviamokpivetar 6t
Oepancia Ko avéxetor T Oepamneio.

2S¢ ypeg 6mov Sraribeton To Kaydkio Twv 7,5 mg.

Olwdec Aéupmua.

Negpucny Aerrovpyia (Clcr) Ipocappoyn s 660Mg
(muépeg 1 émg 21
emavorapPovopevov Kokimv 28
NUEPGOV)

Métpia veppikn SueAertovpyio 10 mg pio popé v nuépat 2

(30 < CLcr < 60 ml/min)

YoBapn veppikn duciettovpyio 5 mg pio opd v nuépa

(CLcr <30 ml/min, dev amoutei cupokdbopon)

NegppondBera Tehikod Xtadiov (ESRD) 5 mg pia eopd v nuépa. Katd

(CLcr < 30 ml/min, amottel opokabapon) TIG NUEPES TG UOKABOPoNG, N
d0oM TPEMEL vaL yopnyeitan petd
TV aokdbopon

1 H 860om pmopet va awénbei og 15 mg pia eopd v nuépa petd amd 2 kOKAovg, edv o achevnig éxet aveydel t Oepaneio.
2T acOeveig og 86om évapéng 10 my, oe nepintmon peioong d6ong yio TNy avTiueTdnion Tng ovdetepomeviag M
Opoppomeviag Pabuod 3 1 4, | dAAng to&odroag Pabov 3 1 4.

To&wdtnta 1 onola kpivetal 6t oyetileton pe T Aevaldopidn, un xopnynoete d6on pkpotepn TV 5 Mg Kabe devtepn
nuépa N 2,5 mg pio eopd v nuépa.

Metd v évapén Bepamneiag e AevaAldopion, eIV TPOTOTTOINGN TG 066G AevaAldopidng o
aoBeveig pe veppikn duoiettovpyia Ba mpénet va faciletan oty avoyn Tov ekdotote achevovg ot
Oepamneio, dTwg TEPLYPAPETOL TOPATAV®.

Aaobeveig ue nmotikn dvoiertovpyio.
H Aevolidopion dev éxet emionpa peretndel og acbeveig pe nrotikn SusAeitovpyio Kot SV LLAPYOVY
€101KEC HOGOAOYIKEC GLOTAGELC.

Tpomog yoprynong

Amo6 ToVv 6TOHNTOG XPION.

Ta koydxia Lenalidomide Mylan 6a npénet va AapBavovtar amd Tov oTOHaTOg Tepimon Ty idia dpa
TIG TPOYPAUHOTIGUEVEG péEPeS. Ta kaydkia dev Tpémet va avoiyovtal, vo omdlovtol 1 vo pocmvrtal. Ta
Kayakio Oo TPETEL v KATOTIVOVTOL OAOKAN PO, KATO TPOTIUNGT LE VEPO, UE 1| XOpig eaynTo.

IMao v agaipegon Tov Koyakiov amd Ty KuyEAN cuvicTdTol va TECETOL LOVO GTO £va GKPO TOV,
LELOVOVTOG KAT  oTOV TOV TPOTO TOV Kivouvo mapapdpemong i Opadong tov kayakiov.

15



4.3  Avrevdsieag

. YrepevaioOnoio otn dpactiki ovcia 1) 6€ KAmolo amd Ta £KS0Y TOL OVOPEPOVTAL GTNV
mopaypoeo 6.1

. "Eyxvec yovaikeg

. Tuvaikeg o avamapayoytk nAkio eKtog GV 1KavomolovvTol OAEC ol TpoimobEcelg Tov

Ipoypdappoatog Ipdinyng Eyopocivng (BA. mapaypdpovg 4.4 kot 4.6).
4.4  E101KéC TPOELOOTOM|GELS KUl TPOPVAAEELS KATA TN Y p1joN)

‘Otav 1 Aevaidopnion yopnysitar 6€ GUVOLAGHO pE ALY QUPUUKEVTIKA TPOIOVTA, TPEMEL VA
ovpupoviedveote TV avriotoyn Iepiinyn Tov Xopaktnprotik®v tov Ilpoidvrog wpv amd Tnv
évapén g Oepansiog.

IIpogidomoinon eyxvpocvng

H Aevolidopion oyetiCetan dopkd pe ™ Boidopion. H Boiidopuion sivor pua yvoot 1epatoyovog
dpaoTiKn ovoia yio Tov AvOpwTo ToL TPOKUAEL GOPAPES GVYYEVEIG SIUUAPTIES, AMEIANTIKES Y10l T
Con. H Aevaldopion mpokdiece o€ mONKOVG SUGTAAGIEG TAPOLOIES LLE AVTES TTOL TEPTYPAPNKAY Y1Q
™ Baddopion (PA. mapaypdeovg 4.6 kot 5.3). Le mepintwon mov 1 AevaAitdopion Anedel koatd
SLIpKELD TNG KONOTNG, 1] TEPATOYOVOS EMIOPOOT) TNG AEVAALOOUIONG 6TOVG avBpdmovg etvat
OVOUEVOLLEVT.

O povmoBéoeig tov Ilpoypdupatoc [poinyng Eykopoochvng mpénet va 1kovomolovvTol yio OAEG TIG
aocBeveic, extdg edv VITApYOLY aEOToTO oToLYElD OTL 1| acBeviC dev gival og avamapay@ykn nAKia.

Kpitipla yio yuvaikeg mov dev gival 6€ avomapayyikn nilkio
Mo yovaixe acBevic 1 cOVIpo@og evog avopa asBevoic Bempeitar 0TI Eival 6 AVATOPAY®YIKT
nAikia , ektdg €dv Kavomoteital TovAdyloToV £va amd To akdAovBo KpttrplaL:

o Hlkia > 50 etov kot puoiohoyikd apnvoppoikn yuo > 1 étog (H aunvoppota petd amod
OVTIKOPKIVIKT Bepameio 1 katd T didpkeia Tov Onracpod dev amokAeiel dOuvatodTnTo
TEKVOTOINGNC).

o [Ipdwpn mobnkikn avendpkeia, emPeforwpévn omd €016 YOVOIKOAGYO

. [Iponyovuevn apeotepdTAELPT GOATLYYOM®OONKEKTOUN 1) VOTEPEKTOUN

. XY yovotumog, cOvdpopo Turner, ayevesio Tng PTG,

Evnuépoon tev acevaov
H Aevolidopion avtevoeikvotol og Yuvaikes [Le SUVOTOTNTO TEKVOTOINOTG, EKTOG EAV TKOVOTOLOVVTOL
o\a To, akoAovBa KpLTHpLoL:
. H aoBevng xatavoei Tov avopevopevo kivouvo tepatoydvov dpdong oto EUPpuo.
o Koatavoel v avdykn yio amoTeAeGHATIKT AVTIGOAANYY, adldAeunTa, TovAdyioToV 4 gfdopadeg
mpv v Evapén g Bepameiag, kab’ OAN ™ dtdpKela TG Oepomeiag Kol TOLAL IOTOV
4 gfdopadec petd v oAoKANpwo TG Bepaneiog.

. AKOLO KO OTNV TEPITTMGT TOV L0, YOVAIKO e dSuvaTOTITA TEKVOTOINGNC £XEL aUNVOppOLa,
TPENEL VO, AKOAOVOEL OAEG TIC GUGTACELS GYETIKA LLE TNV OMOTEAEGUOTIKY] OVTIGUAANYT).

. H aoBevng Oa mpémet va givar tkavr| vo. GUUHOPOOVETAL LE OTOTEAECUATIKG PETPQL
AVTIGOAANYTG.

. H acBevng €xetl evnuepmBel kot katavoel TG EVOEXOUEVES GUVETEIEG TNG EYKVIOGVVNG KOl TNV
aVAYKT QUECTG EVIUEPOOTG TOV LTPOV GE MEPITTMGT TOL VIAPYEL KIVOUVOC EYKVUOGVVNG.

. H acBevnic xatavoel v avaykm évapéng g Bepomneiog evbiG apécmg LeTtd ™
GUVTOYOYPAPNOT TNG AEVAMIOUIONG, LETE O OPVNTIKO OTOTEALEGLO TEGT EYKVHOGVVIC.

. H ac0evnig xatavoel Tnv avaykn Kot d€xetan vo VTOPAALETOL GE TEGT EYKVUOGVVNG TOVAYLOTOV
KGO 4 efOOAdEG EKTOC OO TNV TEPITTO®ON EXPEPAULOUEVIC COATLYYIKNG GTEIPOOTG.

. H acBevng Pefardver 0T Katavoel Tovg Kvovvoug Kot TIG OmapaitnTeEG TPOPLAGEELS TOL

oyetilovton pe tn xpNon g Aevoridouiong.
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T Gvopeg acBeveic mov Aapfavouv AevaAldopion, To QoprakoKvnTiKd dedopéva £de1&av OTL N
AevaAdopion tval mopovod 6To avOPMOTIVO OTEPLN 08 EENPETIKA YOUNAA EMITEDD KOTE T1) LAPKELNL
g Oepameiog Kot dev aviyveDeTOL 6TO OVOPOTIVO GTEPUA 3 MUEPESG LETA TN SLOKOTN TNG OVGING GE
VY1EG Gtopo (PA. mapdypapo 5.2). Q¢ mpovAasn Kot Aapfdavovtag voyn e181Kov¢ TANOBVGHOOG e
TOPATETOUEVO YPOVO OTOPOANG, OTWG OE TEPIMTMOOTN VEPPIKNG dusAettovpyiag, GAOL o1 Avopeg
aoBeveic mov AapPdvovy AeVOAOOUIOT TPEMEL VAL IKAVOTOLoVV TIG akOAovBeg Tpobmobéoels:

. Kotoavoouv tov avapevouevo Kivouvo tepatoydvon dpaong eav £xovv 6eE0VOAIKT emapn Le pio
€YKo yovoiko 1 pio yovaiko pe duvatdtnto TeKvVomoineme.
. Kotavoouv tnv avaykn xpnong tpo@ulaktikod 6v €400V 6eEOVUAIKT ETAPT LLE L0 £YKVO

yovaike 1 JE [ol yovaiko pe SuvatdTnTe TEKVOTOINGeNE Tov 08V YPNCIUOTOLEL ATOTEAEGLUTIKY
avTIGVAAN YT (aKOUa Kot oV 0 Gvdpag £xel vVToPANnOel o EKTOUN GTEPUOTIKOD TOPOV), KATE TN
dudpkela g Bepameiog Kot yio TOLAGYIGTOV 7 NUEPEG LETA TIG TPOCWPIVES SIOKOTES TG OOCNG
KU1 TNV 0p1oTikn Stakon tng Oepaneiog.

. Kartavooiv 011 6g mepintmon mov TpokdyeL EYKLIOGHVH 6T GOVIPOQPO (vopa acBevoLS EVOCH
MauPove Lenalidomide Mylan 1 og pikpd ypovikd didotnuo HeTd T S1aKom TG AYNG
Lenalidomide Mylan, avtog Ba mpénet vo eviuepdoetl apécms to Oepamovta 1oTpd TOL Kot
EMIGNG CLGTIVETAL 1] GUVIPOPOS TOL 0oOEVOVG Vo TapamePPOEl og TP EOTKELUEVO 1)
TEMEPUUEVO OTIC SlopapTieg dtamAaong yio a&loldynon Kot kabodnynon.

O ovvtayoypdeog 1aTpdc Tpémet va dtucpoiicet To akdiovba yia yovaikeg pe dvvatodtnto

TEKVOTTOINGNG:

o H aoBevrig ovppoppdvetor pe tig mpodmobéaeic tov [poypapparog Ipoinyng Eykvpocivng,
cvumepthappavouévng empefainong 6Tt To £(EL KATAVONGEL ETUPKADC.

o H acBevnic €xel amodeybel tig mpoavapepbeioeg mpoimodéicelc.

AvTicOAANYM
Ot yuvaikeg pe SuvatoTNT TEKVOTOINGNG TPEMEL VOL YPTCLUOTOIOVV TOVAGYICTOV LI OTTOTEAEGLOTIKN

HEB0S0 avTIGOAANYNG Yo TOLVAGYIoTOV 4 gfdopudades mpv T OBepaneio, KaoTd TN didpKela TG Bepaneiog
Kot Yo TovAGyotov 4 efdopndadeg petd t Oepoameio pe AevaAldouion, akOUa Kol 68 TEPITTOO
S10K0TNG TNG 8OO G, EKTOG €AV 1 00BEVIIC dEGELTEL YioL ATOALTT KOl GLVEYN OTOYR, 1 omoia B
emPePardveror og pnviaio Bdon.

Edwv dev ypnoylomotel amotelecpatikny avticOAANY, 1 0cBevig Tpénet vo Tapaneppbel € KoTaAAN AL
EKTTOLOEVUEVO emaryyEALOTiOn VYELG Yo oyETIKEG GLUUPOVALG, £TG1 MOTE VO, EEKIVIGEL 1] OVTIGOAANY).

Ta axdlovBa propovv va BewpnBodv wg mapadelypoto KaTdAANA®Y HeBOd®V AvTIGOAANYNG:

. Epgotevpa

Evéountpikd ovotnpa (intrauterine system, TUS) anekevbipmong Aefovopyestpéing

AeEopevn o&ikng pedpo&umpoyeotepdvrg (depot)

ZoATLYYIKN oTEIpmON

2e€ovoMkn emaen HoOvo pe dvdpa mov £xel vtoPAndel oe exktoun omepoTicod TOpov. H extoun
TOV GEPUOTIKOV TOPOL TTPEMEL Vo emPeParmbel pe 300 apvNTIKES OVAADGELS GTEPLLATOC.

o Xdamo avacTtoAng TG @oppn&iog mov meEPEYOVV HOVO TPOYESTEPOVT (TL.). OEGOYEGTPEAN)

Adyo oV awENUEVOL Kivdvvou pAePikng BpopPoepfolng oe acBeveig pe ToAaTAO HUEAMLLO Ol OTTOioL
Aappdvovv Aevokdopion oe Bepomeio cuvdvacpov, kot g pikpdtepo Pabud oe aobevei e TOALATAO
ULEL®UA, LDEAOSVGTAAGTIKA GUVOPOUO KOl AEUPMLLOL O7T0 KOTTOPO TOV LOVOVO TOV AdpPdvouy
povobepomeio pe AeVAAIOOUION, TO 0O TOV GTOUOTOC GUVOVAUGIEVO AVTICLAANTTTIKG, XA OEV
ocuvict@vtot (PA. emiong mapdypago 4.5). Edv o acBevig ypnoytomrotel amd Tov GTOUTOC
YOPNYOOUEVT GUVOVAGLEVT] AVTIGOAANYN, 1] 0oOEVIG TPEMEL VO, LETOTAGGETOL GE Ui 0md TIG
amotelecnatikég pebddovg mov mopatifevrol mapomave. O kivovvog eAefikng OpouPfoeupforng
ovveyiletl va voiotatat Yo 4—6 efoopddeg LeTd T S1oKoT| TG od TOL GTOUATOG XOPNYOVUEVNS
GUVOLOCUEVNG OVTIGVAANYNG. H amoTehesaTikdTNTo TOV OVTIGLAANTTIKOV GTEPOEODV EVOEYETAL VAL
uelmOei xatd ™ didpkeia ™ Bepoameiag pe cvyyoprynon de€ouebalovng (PA. mapdypapo 4.5).

Ta gpevtedpoTa Kot T evoounTpkd cuotiuate aneievdépmong Aefovopyeotpéing oyetilovtat e
avENUEVO Kivauvo AoTUENG KaTA TNV TOTOOETNOT TOVG KOl AKAVOVIGT] KOATIKT| GLLOPPOYic.
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IIpogpulaktikn Aqyn avtilotikdv Ba tpénet va eEetdletar, £101KE 6TV TEPITTOON 0COEVDV e
ovdetepomevia.

Evdountpikég cuokevéc amehevfEpwong YaAKoD YEVIKA OEV GUVIGTOVTOL AOY® TOV EVOEYOLEVOD
KIvdOvov Aolu®Eng KoTd TV TomofETNoN TOVG Kol KOTOUNVING OTMAELNS OilLOTOG, 1| OTToio UTopel va

PAdyel acBeveig pe ovdetepomevia 1 Opopomevia.

Teot Eykvuooivne

SOUQOVA LE TNV TOTIKN WTPIKT TPOUKTIKY|, TPETEL VO TPAYLOTOTOLOVVTOL VIO 0TPLKT EMiPAEYN
dokiacieg kKhmong e eldyotn evarstnoia 25 mlU/ml yuo yovaikeg pe duvatodtnta tekvomoinomg,
OTMOC AVOPEPETOL TOPAKAT®O. AVTH 1 OTAL{TNGT CLUTEPIAAUPAVEL YOVOIKES e dLuVATOHTITO
TEKVOTOINGNG 01 0Tt01Eg £QuPIOLovV amOAVTN Kot cuveyT| amoyn. [davikd, n doxyacio kdnong, N
GLVTAYOYPAPNOT KAl 1) Yopnynon Ba tpénel va tpaypotonomBody v ida nuépa. H yopnynon g
Aevoldouidng o€ yuvaikeg pe duvatdtnra tekvomoinong Ba mpémet va yiveton eviodg 7 nuepdv amd T
GLVTAYOYPAPNOT).

Lpw v évapln ¢ Oepomeiog

Oroav cvvtayoypageitol 1 Aevoiidopion, 0o mpénel va mpaypotonolgitol pio doxuacio kdnong vwd
0TPIKN emiPreym Katd T StdpKeLn TNG EVIUEPWOOTG, 1] OTO JACTNIA TOV 3 NUEPDV TPV TNV EMICKEYT
GTOV GLVTAYOYPAPO 1TPO, EPOGOV 1| 0COEVIG EXEL YPTCLOTOUCEL ATOTEAEGLLOTIKY OVTIGOAAYN Yol
TovAdyiotov 4 gfoopadec. H doxipacio tpémet vo emiPeParmvet 6t n acBevig dev etvar £ykvog otav
apyiler t Bepamneio e Aevaiidopion.

HopaxolotOnon kor olorxApwon e Oepomeiog

Mio dokipacio KONong vVd 1TPIKn ETPAEYN TPEREL Va, ETavValaUPAvETOL TOVAGYIGTOV KAOE

4 gfdopadec, copneptropfovopévov tovidyiotov 4 efSopddmv petd tnv olokhinpwon tng Bepameiog
€KTOG OTNV TEPINTTOOT EMPEPAUOUEVNG COATLYYIKNG OTEIPOONG. AVTEC 01 SOKIHOGIEG KUNONG TPETEL VAL
TPOLYLLOTOTOLOVVTOL KOTA TV NUEPA TNG EMIGKEYTG CLVTOYOYPAPNONG 1| EVTOC 3 NUEPDV TPV OO TNV
EMICKEYN GTOV GLVTAYOYPAPO 1 TPO.

EmunpocOetec mpo@uldéelg

Ot acBeveic Tpémel va evnUePO@VOVTOL VO, U1 dIVOLV TTOTE OTO TO PUPHOKEVTIKO TPOIOV 08 AAAOLG KOl
VoL EMOTPEPOVY TLYOV LT XPNCULOTOIUEVE KOWAKLO GTOV PUPLOKOTOL0 TOVE 6TO TEAOG TNG Bepameiog

Y10 AGQAAT, ATOPPIY.

Ot acBeveic dev mpémel vo d0GOVY aipla 1 oTEPUa Katd Tn didpkeia tng Bepameiog
(cvumephapuPovorévmv Kot TV S0GTNUATOVY TPOCOPIVIG OL0KOTHG TNE O0CTC) KoL Y10, TOVAXYIGTOV
7 Nuépeg Petd TN StoKom| TG AevoASopiong.

O emaryyehpotieg vysiog Kot o dropa Tov ppovrtiovv acbeveic Oa mpémel va popodv yavtio piog
yphoewg otav xepilovral Tnv KuywéAN i To Kaydkio. Ot yuvaikeg mov givor £ykveg 1 ihavoroyolv oti
umopel va glvan £ykveg dev Tpémel va yepilovior TV KowéAN 1 To kaydkio (BA. mapdypapo 6.6).

Exmondevtikd vikd, meplopiopol cuvtayoypdonong kot yopiynong

[Ipokeévov va Pondnoet toug acbeveic va amo@idyovy v €kBeon epufpdov otn Aevaiidopion, o
KATOYOC TNG AdENG KUKAOPOPiaG Bo Tapdoyel EKTAUOELTIKO DAIKO GTOVG EMAYYEAUOTIES LYELNG,
TPOKELEVOD VO TOVIGEL TIG TPOELOOMOINGELS GYETIKA LLE TOV OVOLEVOUEVO KIVOUVO TEPATOYOVOD
dpdiong tng Aevaldopiong, va TpocopEPeL GLUPOVAEG GYETIKG LE TNV AVTIGOAANYM TPV TNV Evapén g
Bepamneiog kot vo Tapéyel kKaBodyNon GYETIKA e TNV aVAYKT] Y10, SOKIacieg kKonong. O
GLVTAYOYPAPOG 10TPOG TPETEL VO, EVILEPDVEL TOVG BVOPES KOl TIG Yuvaikes acbevels oxeTikd e Tov
AVOAPEVOUEVO KIVOUVO TEPOTOYOVOL dpAong Kal Ta GTNPd HETPO TPOANYNG KOO, OTTMG
kaBopilovtor oto [poypappa [poAnyng Eykupooivng, kot va Tapéyel otoug acbeveic ta katdAinia
EKTALOEVTIKA PLAAGSLO Y100 TOV 0oDEVT], TNV KApTO 0.60EVODS Ko/ 10080VOO HEGO, GOUPOVO. LE TO
gpappolouevo eBvikd cvotnua Kaptag achevoug. Xe cuvepyacio pe v kabe EOvikn Apuddia Apyn
&xel viomomBei Eva eBvico ereyydpevo cvotnua dtavoung. To edeyyduevo cUGTNHO SLOVOUNG
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mepthapPavetl ™ xpnon wog Kaptag actevodg ko vOg 1I60dUVALOD LEGOV Y10 GUVTOYOYPAPN oM
Ko/ yro. eEAEYYOVG YOPYNONG, KOL T1 GLAAOYN AETTOUEPDOV GTOLYEIMV GYETIKE [ TNV £vOEIln,
TPOKEWEVOL VO, TopakoAOVOEITAL GTEVA 1) €KTOG EVOEIEEMVY YpNOM EVTOG TG YDpag. [davikd, n
dokacio Kbnong, 1 CVVTAYOYPAPNCN Kot 1) yoprynon Ba mpénel va tpaypatonomBovy v idia
nuépa. H yopriynon ¢ Aevaiidopione o€ yovaikeg pe duvatdtnta tekvomoinong Bo mpénet va yivetot
€VTOC 7 NUEPOV OO TI GLVTAYOYPAPNOT KOt LETA OO Lo 0pVNTIKT dOKIHOGTio KONONG VIO 1TPIKN
enifreyn. H ovvtayoypdonon yio yovaikeg e Suvatotnta Tekvomoinong Uropel va £xel HEy1otn
duapkela Oepaneiog 4 fSOUAd®Y GOUPOVO, LE TO EYKEKPLUEVO, DOGOAOYIKE GYNUATA TOV EVOEIEEV
(BX. mapdrypago 4.2) kot 01 GUVTAYOYPAPNOELS Yo, OAOVG TOVG GALOVG acbeveic umopel va Exovv
péytotn dudpketa Bepaneiog 12 efdopddmv.

Allec e1d1KEC TPOELOOTOIMNOCELS KO TPOPLAGEELC KOTA TH ¥PNoN

Euppoyua tov puooropdiov

"Epepaypo tov pookoapdiov Exet ovoaeepdel oe acbeveic mov Aapfdvouy Aevaloouion, 1011tépme o€
€KEIVOVG LE YVMOOTOVG TOPAYOVTEG KIVOUVOU KOl EVTOS TOV TPOTOV 12 unvdv dTav Yp1CILOTOIEITOL O
ouvdvooud pe de&apedalovn. Ot aobeveig e YvOoToOE TOPEYOVTES KIVOUVOL — GUUTEPTAAUPBAVOUEVIC
mponyovuevns BpouPwonc — Ba mtpémel va TapaxorlovBodvtar otevd ko Ba Tpémet vo AneBodv pétpa
Yo TV TPOcTEOEL0 EAAYIOTOTOINGNG OADY TV TAPAYOVIMV KIVEDVOL TTOL SUVAVTAL VA
TpoToTonBovV (). KATVIGUO, DVIEPTACT] KOl DTEPATIOALLIR).

Direfira. kor aptnproxd, Gpoufosufolixd ooufavro

e ao0eveig pe TOAATAO LVEAMLLA, O GUVOLOCUOG Aevaldopidong pe de&apefalovn oyetileTon pe
avénuévo kivéuvo eAiefikng Opoupoepporng (kupimg ev T Pfabel prefikng Opopupmong kot
TVELUOVIKNG EUPOANG). O kivovvog erefikng OpouPoeupoing mapatnpndnke ce pikpdtepo Pabud ue
TO GLVOLOCUO TNEG AEVOAMOOUIONG HE LEAPOAAVT Kot TPEdVILOVY.

Ye aceveig pe TOAaTAO LOEA®LLL, LVEAOSVOTAACTIKG GUVOPOLLO KOl AELQML 00 KOTTAPO TOL
pavdva, n povobepoameio pe AevaAldopion oyxetiomnke pe YapunAdtepPo Kivouvo eAERIKNG
OpoupoepPoing (kupimg ev Tm Pabel prefikng OpdpuPmong kot mvevpovikng eUPoAns) omd 6,11 o€
aoBeveig pe moAAUTAO poéhmpa mov Aapupdvouy Aevaidopion oe Bepaneio. cuvdLaGHOD (PA.
napaypaeovg 4.5 kat 4.8).

Y& ao0eveig pue TOAATAO LVEAMLLA, O GUVOLAGUOG Aevaldopidong pe de&apefalovn oyetileTon pe
avénuévo kivévvo aptnpraoxng Opoppoeufoine (kupimg Euepaypa Tov LLoKapdiov Kot
OYYELOEYKEPUAIKO ETEIGOS10) Kal TapatnprOnke oe pikpotepo Pabud pe tn Aevoidopion oe
ouvdvooud pe peAparavn Kot Tpedvilovn. O kivduvog aptnprokng Opopfosppoing givar youniotepog
oe acbevelg pe ToAamAd puéhopa mov Aopfdavovy povobepamneio pe AevaAildouion amod 6,t1 og
aoBeveig pe ToAUTAO poéhmua Tov Aapfdvouy Aevaldouion oe Bepameio. cLVOVAGLOD.

Koatd ovvénelo, ot acBeveig pe yvaotovg mapdyovteg Kivduvou yio Opopfoeuforn —
cvpmepthappavouévng mpornyoovuevng Opoupwong — o mtpénet vo topakorovfovvial otevd. Oa
npénel va, ANeOovY PETPa Yio TV TPocTADELD EAYIGTOTOINONG OA®V TV TAPAYOVTOV KIVODVOL TOV
dvvavtal va tpomomomBovv (Y. KATVIGHO, VITEPTACT Kot vepAMmdapic). Tavtdypovn yopnynon
£PLOPOTOMNTIKAOV TOPAYOVTIMV 1) TPOTYOVUEVO 16TOPLKO Opopfospporikdv coppdviov uropei exiong
va avénoet tov Kivovvo Bpopupmong otovg cuyKeKpIUEVOLG acbevels. Zuvenmg, epvOpomomTikol
Tapdyovteg 1 A0l TopdyovTeg ol omoiotl pumopel va avéRoovy tov Kivovvo Bpoppwonc, dmwg
Bepamneia oppovikng voKaTdGTAOT S, B0 TPETEL VO YPNGLOTOOVVTAL [LE TPOGOYN € 0oDEVELS e
TOAALOTTAG PoéEA®pa Tov AapBavouy Aevolidopion pe de&apefalovn. Zuykévipmorn oposeapivng avm
tov 12 g/dl Ba mpénel va odnyNoel o€ SLoKOTN TNG YOPNYNONG TOV EPLOPOTOMTIKAOV TAPAYOVIMV.

Yuvietdton 6Tovg acbeveig Kot Tovg 1Tpovg Vo, fpicKoVTaL GE EYPIYOPCT Y1 TV AVOYVMPLoT
onueimv kot cupmtoudtov Opoufoeuforng. Ao Tpémnel va yivetal 60GTACT| 6TOVG acbeveig va (nTodv
Tpikn fondeta edv eppavicovy cuunTOROTE OTWS SOVoTVOLd, BpaKIKd AAYOC Kol 0101 TOV Aveo 1
KATO dKkpwv. Oo TPETEL VO, GLVIGTATOL 1] XPNOTN TPOPVAGKTIKMV OVTIOPOUPOTIKOV QopUAK®Y E101KA
o€ acbeveig pe emmpochetoug Tapdyovieg kivovtvov Bpoupwong. H amdpacn yio ) Aqun
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ovTIOpOUPOTIKOV TPOPUANKTIKGOV HETP®V Ba Tpémel va AapPavetal Hetd and TpoceKTIKn agloAdynon
TOV VTOKEILEVOV TOPAYOVTOV KIVOUVOL TOL KaOe asBevouc.

Av 0 acevig eppavicel onotadnmote Opopfoeppforid coppdvra, n Oeponeio o Tpénet va drakomet
Kot Oa mpémel va Eekvioel cuviOng avtnktikny aywyn. Otav o acbevig otabepomondel otnv
OVTITNKTIKY Ay®YR KOl OVIILETOTIOTOVV 01 TUYXOV eMTAOKEC Tov Bpopfospfoiikod cuoppdvtoc, propel
va gxwvnoet Eava 1 Bepomeio pe AevaAIdOUIdN TNV apyIK| 00T avAAoya LE TNV EKTIUNOT 0QPEAOVG-
Kwdvuvov. O acbevic Bo Tpémel vo cuVEYIGEL TNV AVTIINKTIKT 0y®yn KOTd T dldpKela TG Oepomeiog
ue Aevoiidopion.

Ilvevpovikn vréptaon

"Eyxovv avoeephel TepImtdoelg mVELLOVIKNG VIEPTACTC, OPICUEVEG Bavatnopeg, o€ acbeveic Tov
élaPav Bepaneio pe Aevordopidn. Ot acOeveic mpémel va a&loAoyovvTal yio onpeiol Kol GUUTTOUOTO
VTOKEIHEVTG KOPOIOTVEVOVIKNG VOGO TPV 0td TNV Evopén Kot Katd tn didpkela g Oepaneiog pe
AevoAOOuION.

Ovdetepomevia kou Opoufomevio

2115 KOPLEG O0GOTEPLOPIOTIKEG TOEIKOTNTEG TN AEVOASOUIONG GCLUTEPIAUPAVOVTOL 1) OVIETEPOTEVIN
ka1 1 OpopPorevia. [TANpeg arpodidrypoppe, cOUTEPILOUPAVOUEV®Y TOV 0plOUOY Kol TOV TOTOV TOV
AELKOKVTTAP®V TOL GilATOS, TOV 0plOUOD TOV AUOTETAAIDVY, TNG AULOCPOLPIVIIG KO TOV OLUATOKPITY
Oa mpémetl va dtevepyeitan katd TV enickeyn avapopds, kdbe efoopndda yia Tig TpdTEG 8 EfSONAdES
Oepameiog pe Aevaloopion kot o unviaio Bacn epe&ng, yio TV TopakoAovOnoT Yo KUTTOPOTEVIEC.
e aoBeveig pe Aéppopa ard KOTTOpo Tov Hovdda, To YN Tapakolovtnong Ba tpénet va
mpaypatomoteitar kdbe 2 efdopddeg oTovg KhKAovs 3 Kot 4 Ko KoTomy Katd v Evapén kabe

KoK ov. e acbeveic pe o{mdec AEpempua, To oynuo Tapakolovdnong Oa tpénel va mpoyuatomoleitot
K60e efoopada yia Tig TpmdTEG 3 ERd0oUGdES TOV KOKAOL 1 (28 Nuépeg), kabe 2 efdouddeg Katd ™
dugpkela Tov KOKA®V 2 €mg 4 Kot Katomy katd tnv évapén kabe kokhov. Eveéyetat va amontn el
TPOoOPW| dlakomh kaun peimon g d6ong (BA. mapdypago 4.2).

Xe mepintwon ovdeteponeviag, o 1Tpdg Oa mpémel va eEetdioet To evogXOEVO ¥PNONG ALENTIKADY
mapaydvtov ot Oepaneia Tov achevoic. Oa mpémel va yivetal c0oTOoT 6TOVG acbeveic va avapEépovv
aueca TVYOV EUTHPETO, ETEICOD10. ZVVIGTATOL GTOVE 0oHEVEIG KAl TOVG 1TPOVG Vo PpicKovTal og
EYPNYOPOT] Y10, TNV OVOYVAOPLOT OTUEIDOV KOl COUTTOUATOV QUOPPAYioS, COUTEPIAAUPOVOUEVOY
TMETEXEWDV Ko EMioTAENG, Wiaitepa og acheveig mov Aapfdvouy Towtdypove PAPLAKEVLTIKA TPOIOVT
pe ovénuevn mfavotra TpoKAnong aoppayiog (PA. Tapdypapo 4.8, AYLoppayikég S1oTapoyEs).

H ovyyopnynon Aevoiidopidng pe ALOLS LOEAOKATAGTAATIKOVG TapdyovTe Oo Tpémel va yiveTal pe
TPOGOYN.

Neoodwayvawabév rolroamAdo uvéiwuoa.: acbeveic wov Exovy vmofinbsi oe ASCT xai lopfavovy Geporeio,
e levalidouion covenpnong

2115 avemBounteg evépyeteg amd T perétn CALGB 100104 copmepihappdvovav coppdavta wov
ava@épnkay PeTd amd yopnynon vyning 6oomng puekeardvng kot ASCT (HDM/ASCT), kabog kot
ovuPdvta amd v tepiodo Bepameiog cuvtipnong. Mia dedtepn avaALeN TOVTOTOINGE GLUPAVTA TOV
TOPOLGIACTNKAY LETE TNV Evapén g Bepanciog cuvtipnong. Xt pedét [IFM 2005-02, ot
avemBOUNTEG EVEPYELEG TPOEKLY Y LLOVO atd TNV mEPiodo Depaneiag cuvTnpnong.

Yuvolikd, ovdetepomevia faduov 4 Topatnpndnke oe LYNAGTEPT CLYVOTNTO GTO GKEAN
AevOAMOOLIdNG CLUVTIPNOTG GE GUYKPIOT] LLE TO. OKEAT) GUVTNPNONG LE EIKOVIKO QAPHOKO OTIG 2 LEAETEC
a&lordynong g AevaAldouiong cuvinpnong oe acbeveic pe NAIIM mov €yovv vroPindel ce ASCT
(32,1% évavtt 26,7% [16,1% évavtt 1,8% petd v évapén tng Bepaneiog cuvipnong] ot peiétn
CALGB 100104 kot 16,4% évavtt 0,7% otn perétn IFM 2005-02, avtictorya). AvemBounteg
EVEPYELEC OVOETEPOTEVING OPEINOUEVEC 6T Dgpameio TOL 00T YNCAV GE SLOKOTN TNG AEVOASOUIONG
avapépbnkav oto 2,2% tov acBevav otn pedétn CALGB 100104 kot to 2,4% tov acbevav ot
peAérn IFM 2005-02, avtiototya. Epmopetn ovdeteponevia Babuod 4 avoapépOrnie oe mopdUoteg
GLYVOTNTEG OTO OKEAN AEVAAIOOUIONG GUVINPTONG GE GUYKPIOT] LE TOL GKEAT] GUVTIPNONG LE ELKOVIKO
QappoKo o€ apeotepes Tig perétes (0,4% évavtt 0,5% [0,4% évavtt 0,5% petd v Evapén g
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Oepomeiog cuvrnpnong] ot pekétn CALGB 100104 ko 0,3% évovt 0% ot perétn IFM 2005-02,
avtioctoya).

Ot acBeveic Ba Tpémel va cupPoviedovtol va avapEPovy GUECH TUYOV EUTVPETO ETEIGOALO. KOl
gvdéyetan vo, amantn el Tpocwpivn dtakomn ¢ Oepameiog kar/f peiwon g 66ong (PA. mapdypopo
4.2).

®pouPonevio Babuod 3 1 4 TapatnpOnKe og VYNASGTEPT GLYVOTNTA GTO CKEAT AEVAAIOOUIONG
GLVTNPNONG O GUYKPLON UE TO OKEAT GUVTIPNONG LE EIKOVIKO QAPLAKO G& HEAETEG aEloAdYNONG TNG
Aevoldopidng ocvuvtipnong oe acbeveic pe NAIIM mov &xovv vtofindei oe ASCT (37,5% évavti
30,3% [17,9% évavti 4,1% petd v évapén g Bepanciog cuvinpnong] otn pedétn CALGB 100104
kot 13,0% évavtt 2,9% ot pekém IFM 2005-02, avtictoyn). Zuviotdtol 6Tovg 0o0eveig kot Toug
10TpoVG va. fploKovTal € EYP1YOPCT Y10 TNV OVOYVMPIOT) ONUEIDV KOl CUUTTOUATOV OLLOPPOYiS,
GUUTEPTAOUPOVOUEV®VY TIETEXEIDMV Kol EMOTAEEWY, 1310itepa o€ acBeveic Tov Aappdvouv Tavtdypova
QUPUOKEVTIKG TPOTOVTA e avENUEVT TOOVOTNTO VO TPOKOAEGOVVY arpoppayic (BA. Tapdypago 4.8,
AWoppayikég d10TapoyEQ).

Neodrayvawabév mollamAo uvéiwuo.: acbeveic Tov dev eIvol KaTeAANAOL VIO UETOUOTYEVTH KOl TTOD
Aoufiavoovy Gepameio ue Aevotidouion oe ovvovooud we foptelouiuny xor oelousbolovy

Ovdetepomevia Pabpov 4 mapotnpnonke o€ YoUNAOTEPT CLYVOTNTO GTO GKEAOG AEVOAOOUIONG O
ovvdvaoud pe Boptelopipmn ko de&apebalovn (RV) oe cuykpion pe 10 ouykpriikd oxélog Rd
(2,7% évovtt 5,9%) ot perétn SWOG S0777. Eumbpetn ovdeteponevia Babpov 4 avapépOnke og
napdpoteg cvyvotteg oto okéhog RVd kat 1o oxéhog Rd (0,0% évavtt 0,4%). Ot acbeveic Oa mpémet
va GUUPOVAELOVTAL VA AVAPEPOLY GpESH TVYOV EUTTVPETO ENEICOOI. Evéyetan va amortnOei
Tpocmpv drakomn ¢ Oepaneiog kamM pueiwon g doong (BA. Tapdypago 4.2).

Opopponevio pabuod 3 M 4 mapatnpndnke oe vyNAOTEPT cLYVOTTA 6T0 oKELog RV 6g ohykpion e
10 cuyKpttikd okérlog Rd (17,2% évavtt 9,4%).

Neodwayvawabév mollamAo uvéiwuo.: acbeveic Tov oev eivol KaTtdAANAOL VIO UETOUOTYEVCH KOl TTOD
Aaupavovy Gepomeio pe Aevaridouion oe ovvovoaouo ue deCouslalovy

Ovdetepomevia Pabuov 4 mapotnpnonie ota GKEAN TG AeVaMIOUIdNG GE GUVIVLAGUO LE
de€apebalovn og kpotepo Pabud amd 6,11 610 GLYKPITIKO GkEAOG (8,5% og Rd [ouvveyn Bepansio]
kot RA18 [Bepameia yio 18 khxhovg didpketag 4 fdouddmv] oe ovykpion pe 15% 6to oKELOG
peA@oAavng/Tpedviiovng/Boidopiong, PA. mapdypopo 4.8). Enelc0dio eUmopeTng 0VOETEPOTEVING
BaBpov 4 Nrav copeova pe o cuyKplTikd okérog (0,6% ce Rd kot Rd18 acBevav vmd Bepamneia pe
Aevardopion/degopedalovn oe obykpion pe 0,7% oo okélog pelporivng/mpedvilovng/Baidopiong,
BA. mapdypopo 4.8).

®pouPonevio Babuod 3 1| 4 TapatnpnOnke oe pikpodTeEPo Pabud ota okéAn Rd kot Rd18 amd 6,11 610
oVYKp1TIKO okéA0G (8,1% évavtt 11,1%, avtiotowya).

Neodwayvawabév mollamAo uvéiwuo.: acbeveic Tov dev eivol KaTteAANAOL Vi UETOUOTYEVCH KOl TTOD
Aoufiavoovy Geparmeio ue Aevoridouion oe cVVOLAGUO UE UEAPOLOVY KoL TTPEOVILOVH

O ocvvdVAGIOG AeVOAOOUIONG Le HEAPOAGVT Kot TPEdVILOVN GE KAVIKEC SOKIUEG acBevav e
veooLyvmoBEY TOAATAO LuEAmua oYeTIleTOL LE LYNADTEPT] CLYVOTNTA EULPAVIOTG OVOETEPOTEVIOG
Babuov 4 (34,1% o10 okérog peAparivng, mpedvilovng Kot Aevaiidopiong axorovBoldueves omd
Aevoldopion [MPR+R] kot pedoardvn, mpedvilovn Kot Aevaiidopion akolovBovpeveg amd acbeveig
oe gikovikd eapuaxo [MPR+p] oe otykpion pe 7,8% oe acbeveig vio Oepancio pe MPp+p, PA.
apdypaeo 4.8). Enelcdda epmdpetng ovdeteponeviag Babuov 4 mapatnpndnkav ondavia (1,7% oe
acBeveig vo Oepancio pe MPR+R/MPR+p o€ ooykpion pe 0,0% o€ aobeveic vrd Oepameio pe
MPp+p, BA. mapdypago 4.8).

O cvvoVAGHOC AeVaAIdOUIONG e HeEAPaAdvVT Kat Tpedvi{ovn oe acheveic pe TOALOTAS LOEA® UL
oyetileton pe vynAdTEPT LY VOTNTA ELPaviong Opouforteviag Babpov 3 kot Babpot 4 (40,4% oe
acbeveic vro Oepancio pe MPR+R/MPR+p o€ cOykpion pe 13,7% og acbeveic vd Bepancia pe
MPp+p, BX. mapdypago 4.8).
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HolLomho pvélwua. aabeveic ue tovidyiorov uio Tponyoduevy Beporeio,

O cuvdvacpdg Aevartdouiong pe de€apebalovn oe acbeveic e TOAOTAO LUEA®UO LLE TOVALYIOTOV
pia wponyooduevn Bepaneio oyetileton pe vYNnAOTEPT GLYVOTNTA EUPAVIOTG ovdeTeporteviag Babuov 4
(5,1% o¢ acBeveic vo Oepaneio pe Aevarldopion/deEapuedaldovn oe ovykpion pe 0,6% oe acbeveic
vd Bepoameio pe ewcovikd eapuako/deouedalovn, PA. mapdypoeo 4.8). Exeicodio eumdpetng
ovdeteponeviog Pabpov 4 mapoatnprOnkay omdvia (0,6% ce acbeveic vd Bepamneio pe
Aevoldopion/deEapedalovn oe cvykpion pe 0,0% oe acbeveic vd Bepaneia pe glKOVIKO
@appoaxo/deEouedalovn, BA. mapdypago 4.8).

O ovvdvacpog Aevordopiong pe deEapedalovn oe acbeveic pe morhamhd pvélopo oyetileton pe
VYNAOTEPT LY vOTNTA ERPaviong Bpopforeviag Babpov 3 kot Babpot 4 (9,9% xon 1,4% avtiotoiymg
o€ acbeveic vid Bepoameio pe Aevoridouion/degouedalovn oe ovykpion pe 2,3% kot 0,0% o acBeveic
1o Bepaneia pe eikovikd eappoko/deEapuedalovn, PA. Tapdypapo 4.8).

Mverodvariaotira cbovopouo.

H Bgpancio pe Aevaiidopion o acbeveig e puerodvomiactikd cOvopopa oyetileTon pe vymAdTepn
ouyvoTNTa EPPaviong Pabuov 3 1 4 ovdeteporneviag 1 OpouPfoneviag oe cuykpilon pe acbeveic Vo
Oepomeia pe eicovikd eapuako (BA. mapdypago 4.8).

Aéupouo awd KdTIOp0 TOL HOVIDO,

H Oepaneio pe Aevolidopion o€ acbeveic e AEPE®UO amd KOTTOPO TOL povoLa oyeTileTon pe
vymAdTeEPN cuYVOTNTA ELLEAViong Babuol 3 1 4 ovdeteponeviag oe GUYKPIoN e acBeveic 6To oKENOG
eréyyov (PA. mapdypago 4.8).

Olwoec leupwuo

O cuvdvacprog Aevartdopiong pe prrov&uaunn oe aobeveic pe oldoeg Aépupopa oyetileTon pe
VYNAOTEPT GLYVOTNTA EPPAVIOTG ovdeTEPOTEViaG fablov 3 N 4 oe cvykpion e acbeveic 6To okéNOG
€IKOVIKOD Qappakov/prrovéipuaumne. H epumdpetn ovdeteponevia ko 1 Opopfonevia fabuov 3 1 4
mapaTnPRONKAY o GLYVA 6T0 6KEAOG AevaAldopion/prrovéudumng (BA. mapdypogo 4.8).

Arozopoyés tov Qopeoerdois

"Exovv avaeephel mepintdoeilg vobupeocdio ol Kot Teptdcelc Veptupeoctdioon. Tuvietdral
BEATIOTOG EAEYYOG CLVVOCTPOV KOTAGTAGEMV TOL EXNPEALOLY TN Asttovpyia Tov Bupeoeldoie mpv
amo Vv évapén g Bepaneiog. ZvvioTdTon apyikn Kot cuveXILOUEVT TapaKoAOVON O TG Asttovpyiog
oV upeoeldong.

Leprpepixn vevpordbero

H Aevolidopion oyetiCeton dopud pe T Bokdopion, n onoia gival yvootd 0Tt Tpokaiel coPapn
TEPLPEPIKN vevpomdbela. Aev vinpée avénom otV TEPLPEPIKN VELPOTTADELn TOL TapaTNPNONKE LE TN
Aevoldopidn og cuvovacuod pe de&apebalovn 1 peAporavn Kot tpedvifovn 1 povobepamneio e
AevaAOOIdN N Ke TN HoKpOoXpOVIA XPIoN TNG Aevaidopidng yia ) Bepaneio Tov veodioyvmcBevtog
TOAAUTAOD HVEADUATOG.

O ovvdvaopog Aevordopidng pe evoopréPia foptelopipnmn kot de&apedalovn oe acbeveic e
TOAAOTTAG Poédmpo oyetiletor pe vYNAITEPT GCLYVOTNTO TEPLPEPIKNC VeLvpordOelac. H cuyvotnta
nrav younAdtepn otov 1 Poptelopiumn xopnyndnke vrodopia. ' tpdodetec TAnpogopieg, PA.
mapdypoeo 4.8 kou v [IXII yio ™ Bopreopipm.

Avtidpaon ovoalwmdpwons oyKov kot cOVOpPouo ADenS OyKov

Agdopévov OtL 1 AevaAidopidn €xel AVTI-VEOTAAGLOTIKY Opdo, Elval Suvatdv v ELEAVIGTOLV 0L
eMITAOKES TOL GLVOPOOL Avong dykov (TLS). 'Exovv avaeepbel meputtdoeig TLS kot avtidpoon
avalomopoong 6ykov (TFR), counepirappavopévaov Bavatneopav tepiotatikav (PA.

napdypapo 4.8). Kivévvo yia TLS kot TFR dwatpéyovv acbeveig pe vynid goptio dykov mpv omd
Bepaneia. Qo mpénel va diveTar Tpocoyr| 6tav avtol ot acBeveig Eekivolv Bepameia e Aevaildopion.
Ot ovykekpyévol acbeveic Oa Tpémel va maparkorlovBohvtatl 6Tevd, E101KA Katd T S1dpKELN TOV
TPMOTOL KOKAOV M TNES KAUAK®ONG TNg 006NC, Kot v AapPdvovial ot KaTdAANAEC TPOPLAGEELC.
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Aéupwuo. amd KOTTOpO0 TOL UOVODO,

2UVIGTATOL TPOGEKTIKT TopakorlovOnon kot a&loAdynon v TFR. AcBeveic pe d1ebvi Tpoyveootikd
deltn Aeppodpotog kuttapmv Tov pavovo (MIPT - Mantle Cell Lymphoma International Prognostic
Index) xotd ™ didyvoon 1 pe oykddn voco (tovAdyiotov pio BAGPN > 7 cm Bdoetl g LEYIOTNG
SLpETPOL OV peTPdTOL KOt HKog) Katd tnv évapén umopet va dtotpéyovv kivouvo yio TFR.

H avtidpaon avalomdpwong dykov va uropei va puundel PD. Ztig puehéteg MCL-002 ko MCL-001,
ot acBeveig mov eppdvicav TFR Babpod 1 xon 2 éhafav Bepaneio pe koptikootepogdn, MEAD kavn
VOPKOTIKA OvVOAYNTIKA Yia T dtoyeipton tov cvpntopdtov g TFR. H anogacn oyetikd pe t Afym
Oepanevtikdv uétpwv yio. TFR Oa wpémel va yivetatl petd amd mpocektiky KAVIKN a&loAdynomn Tov
Kkd0e acbevn Eeywpiotd (PA. mapaypdpovg 4.2 kot 4.8).

Olwoec leupwuo

ZUVIGTATOL TPOGEKTIKY Tapakolovinon kot aloddynon v TFR. H avalomopwon dykov pumopei va
piunOei PD. AcBeveic mov eppdvicay TFR Babuov 1 kot 2 Ehafov Oepoameio pe KopTIKOOTEPOELDN,
MEA® koM vopKoTIKG avolynTikd yio ) otaygipion tov cvuntoudtov e TFR. H andpaon
GYETIKA LE TN ANy Bepamevtikdv pétpov yia TFR Bo tpéret va yivetal Letd amd mpoGEKTIKT KAVIKY
a&loldoynon tov kébe acbevn Eeywprotd (PA. mapaypdaeovg 4.2 kot 4.8).

SUVIeTATOL TPOGEKTIKT TapakorovOnon kot aloldynon yia TLS. O acBeveic Oo mpémet va eivat
KOAG EVOOATOUEVOL Ko VO, AAUBAVOUY TPOQUAOKTIKN aymy™| yio. To TLS, kabdg kot vo vroPdAlovral
Kké0e efoopdda oe Proynpkd ELeYY0 KOTA TN SIAPKELN TOL TPMOTOV KOKAOL 1] LE LEYOAVTEPA YPOVIKA
uecodlaotnuata, 0nmg evdsikvotar kKMvika (BA. mapaypdeovg 4.2 ko1 4.8).

Doptio 6yKov

Aéupwuo. amd KOTTOpO0 TOL UOVODO,

H Aevaiidopion dev cvviotdtor yio T Bepaneio acOevav pe vyniod eoptio GYKov edv VAP oLV
EVOALOKTIKEG OepamenTikég EMAOYEC,

IIpoéwpog Bévatog

Yy peiétn MCL-002 vanpée ouvoiud puo epeavig avénon tov Tpodiumy ovitoy (evtog

20 gfdopadmv). Ot acbeveig pe vymAd eoptio dykov katd tnv Evapén datpEyovy avénuévo Kivouvo
mpowpov Bavatov. Yanp&ov 16/81 (20%) nmpdwpot OGvatol 610 okélog Aevatidouiong kot 2/28 (7%)
TPOWpPOL BAvatol 6To okéAog eAEyyov. Evtog 52 efdopddwv ot avtictorot opifuoi nrav 32/81 (40%)
Kot 6/28 (21%) (BA. mapdypago 5.1).

AvemBduntec evépyeleg

> peiétn MCL-002, xotd ) didpkela Tov kKokAov Ogpameiag 1, 11/81 (14%) acBeveic pe vynid
@optio OyKov amocvpOniay and T Bepancia oto okEAog Aevaidopiong évavtt 1/28 (4%) otnv opdda
eléyyov. O Kvprog Adyoc amodcvpong g Bepameiog yia Tovg acbeveic pe vynAd eoptio dyKov KaTd ™
duapketa Tov kKOKAOL Bepameiog 1 610 oKEAOC Aevadopidng nrav ot avemBounteg evépyeeg, 7/11
(64%).

Emouévag, ot acbeveic pe vynid eoptio dykov Oa mpémel va, mopakoiovdovvtal 6TeEva Yo
avembounteg evépyeieg (PA. [apdypago 4.8), copmeprropufovouévmv tov onueiov avtidpaonc
avalomopwong 6ykov (TFR). AvatpéEte oty mapdypoeo 4.2 yio mpocappoyés g 66ong Adyw TFR.
To vynAd poptio dykov opioTnke Mg TOVAdYIoTOV Liat PAGPN > 5 cm og ddpetpo 1 3 PAdPfeg > 3 cm.

ANLepyIKéc avTiopaoels Ko GOPOPES FEPUATIKES AVTIOPATELS

"Exovv avapepbel mepintddoelg aALEPYIKOV OVTIOPAGE®DY, CUUTEPIAAUPAVOLEVOV Oy YELOOIONLOTOG,
AVOQPUAOKTIKNG OVTIOPUGTC Kol GoBap®dV SEPUATIKGOV avTdpdoemv, copmeptiapufovouévav tov SJS,
TEN ka1 DRESS, o€ ac0eveig mov éhafov Oepaneia pe Aevaiidopion (Br. mapdypago 4.8). Ot
acOeveic Bo TPEMEL VO EVILEPMDVOVTOL Y10l TAL GNUELN KOL TOL CUUTTAOUOTO QLTOV TOV AVTIOPACEDV o
QVTOVG TOL TOLG GLVTOYOYPAPOVY TO PAPHOKO Kot Oa Tpémel va Aapupdvouy 0dnyiec va avalntovv
dueca atpikn fonbela oe TEPinTOOT TOL EKONAGDGOVY AVTA TO cvuTTOpoTo. H Oepaneio pe
Aevoldopion mpénet va S10KOTTETAL OE TEPINTTOOT AYYELOOONUOTOS, AVOPVANKTIKNG AVTIOPACTG,
ATOPOAOMTIKOV 1 TOUPOALYDIOoLG e&avOnuatog 1} o voyia SIS, TEN 1} DRESS, kot 6ev Oa tpémet
va EEKVA €K VEOL UETE 0td d1aKom AOY® TETOlmVY avTdpdoemy. O mpénet va e&etdleTon T0
EVOEYOLEVO TTPOCMPIVIG 1] LOVIUNG OLOKOTNG TG AEVAAIOOUIONG GE TEPIMTMON GAA®DY LOPPDV
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depUATIKNG avTiOpaoNS, avOAdY®S TG coPapotntag. Ot acbevelg Tov giyov TPoNyoVUEVES OALEPYIKES
avTiopdoelg kotd tn Oepomeio pe Boldopion Ba mpénel va mapakoiovBovviol otevd, Kabdg Exet
avapepbei otn Piproypapio Thov S106TAVPODUEVT OVTIOPOOT) LETAED AEVOAOOUIONG Kot
Bodopidone. Ot acbeveig pe 10Topikd cofapod eEavOnuatog mov oyetiletan e Bepaneio pe
BaAdopion dev Ba mpémel va, AapBdvouvy Aevaitdopion.

Aedtepeg mpwromoabeis koxonleieg

Mia abéEnon tev dedtepv mpmtonadov kakonBewmv (second primary malignancies - SPM) éyet
napatnpndei o KAvikég dokipéc o€ acbeveic pe poélmpo Tov glyay Tponyovuévac vtoPfAndel oe
Oepaneia pe Aevoldopion/oegapedalovn (3,98 avd 100 atopo-£tn) o€ GOYKPLOT HE TOVS PAPTLPES
(1,38 ava 100 atopo-£tn). Ot un dmOntkég SPM meptlapfavouy depOTIKE KUPKIVOUATO EK BOCTKOV
N TAaK®O®OV kKuttapmv. H mAsioyneio tov dindntikdv SPMs fitav kakon0eleg cupmaymv 0yKmy.

Xe KAMVIKEG S0KIUEG aoBevaVY pe veodlayvooBEy moALATAS puEAmua ToL dev givorl KOTAAANAOL Y10
uetapdoyevon, Exel Tapatnpnoel o avénon 4,9 eopég ot cUYVOTNTO EUPOAVIOTG OLLOTOAOY KMV
SPM (nepuntdroeic o&eiag poeloyevong Aevyoupiog (acute myeloid leukaemia — AML) kot MDS) og
acBevelg mov Erafav Aevolidopidn og cuvOLACUO e pHeEAPOAGVT Kot TPedVILovn LExpL TNV eEEMEN
(1,75 ava 100 atopo-£tn) o€ oOYKPLoT HE LEAPAAGVN o€ cuvovaoud e mpedvilovn (0,36 avd 100
OTOMO-£TN).

‘Exet mopotnpnBet pa adéEnon 2,12 popéc otn cuyvotnrta epedviong SPM couraydv dykeov o
acBeveic mov Elafov Aevoldopidn (9 kokAor) og cuvovacud pe perardvn kat tpedvildovn (1,57 ava
100 atopo-£tn) oe cuykpion pe peApalavn og cuvovacud pe tpedvilovn (0,74 avd 100 atopo-£n).

e aoBeveig mov Ehafav Aevaldopion e cuvovacud pe defapedaldvn uéypt v eEEMEN M Yo
18 unveg, n cuyvotnTo EpLEAvVioNS TV alpatorloyikdv SPM (0,16 avd 100 atopo-£tn) dev avénonie
o€ o0yKplon pe BaAdouidn oe cuvovaoud pe pelpaidvn Kot tpedvitovn (0,79 ava 100 atopo-£tn).

"Eyel mapatnpnOei pia ovénon 1,3 eopéc ot cuyvotnta epnedviong SPM copnaymv 0ykmv o€
aoBeveig mov Ehafav Aevaldopion oe cuvdvacud pe deEapebaldvn pnéxpt v eEEMEN N yia 18 puveg
(1,58 avd 100 atopo-£tn) oe oOyKpion pe BaAldouidn oe GuvoLAcUO e LEAPOAGVT Kot TPEdVILOVT
(1,19 ava 100 atopo-£tn).

e aoBeveig pe veodaryvwcév moAlamAd puélmpa tov Elafav Aevaildopidn 6e GuVILAGUO [E
Boptelopipmn kai de&opebaldovn, n cuxvoTTa ELPAVIONS TOV alpatoroyik®v SPM ftav 0,00 — 0,16
avd 100 atopo-£tn Kot 1 svyvotnTa epedviong SPM cvunaydv 6ykov 0,21 — 1,04 avé 100 atopo-
£m.

O avénpévog kivovvog devtepmv Tpmtomafdv Kakondeidv mov oyetilovtot pe ™ Aevaiidopion givar
eniong onpoavtikdg oto miaicto NAIIM petd and petapdoyevon apyéyovev kuttdpmy. [lapodio mov
avtdg o kivduvog dev €xel axoua xapaktnplotel TApwC, Bo tpémetl va Aapfdaverol veoyn dtav
e€etaleton To evogydpevo kar ypnotponoteiton Lenalidomide Mylan vd avtég tig cuvOnkeg.

H ovyvotnta epedviong apatoroyik®y kokondeumv, kopiog AML, MDS kot kaxonfeidv B-
KUTTapVv (cupmepthapfavopévouv tov Aeppopotog Hodgkin), nrav 1,31 avéd 100 atopo-£tn yio. ta
okéAN Aevodouiong kot 0,58 ava 100 atopo-£tn yuo o okéAN gikovikov eapudiov (1,02 ava 100
OTOHO-£T1) Y10 aoOeveic mov extédnkav oe Aevatldopion petd omd ASCT o 0,60 ava 100 atopo-£tn
v aoBeveic mov dev exktéOnKay o Aevaiidouion petd and ASCT). H cvyvémra eppdviong SPM
oopmaydv 6ykov ftav 1,36 avd 100 atopo-£tn yio ta okéAn Aevotidopiong kot 1,05 ava 100 atopo-
£t Y1 To 6KEAN eikoviKo Qapudakov (1,26 avé 100 atopo-£tn yio acOeveic mov extédnkav o€
Aevoldopion petd omd ASCT kot 0,60 ava 100 atopo-£tn yio acBeveic mov dev exténkay o€
AevaAidopion petd and ASCT).

O «ivévvog epeaviong apatoroytk@v SPM wpémet va Aappdvetor vmoyn Tpv amd v Evapén g

Oepameiog pe Aevalooion eite 6€ GUVOVAGUO e LEAPUAGYT| EITE AUECHOC PETH OO PLEAPAAAVN
vynAng 06ong kot ASCT. Ot wtpoi Ba Tpémet va a&lohoyodv TpocekTikd Tovg acbeveic Tpv Kot Katd
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T Odipketa TG Bepameiog ypNOUOTOIDOVTAG KaOlEpOUEVES EEETAGELC O1OAOYNG Y10 KAPKIVO Yo TNV
eueavion SPM «at va Eekvodv Bepaneio dmwg amarteital.

Eéélién oe oleio pveloyevy Aevyouia oe pvordaotike aovopouo. (MDS) younlod ko evoiduecon 1
KIVOOVOD

Kapvororoc

Ot apyiég peTafAnTtég, ovumeptiapfoavopévng tng cHVOETNg KUTTOPOYEVETIKNG, oYETICOVTOL [IE TNV
eEEMEN oe OMA o¢ acBeveic mov e€aptdvion omd T HETAYYIon Kot £xovv avopoaiio Del (5q).

€ [o GLVIVAGUEVT OVAADGOT] dVO KAIVIKGV SOKIUOV TNG AEVOAMOOUIONG 6 LVOTANGTIKE GOVOPOLLOL
YOUNA0D Kot evOlapecov 1 kivdvvov, acbeveig e cOVOETN KUTTAPOYEVETIKT ELYOV TOV DYNAOTEPO
EKTILOUEVO 2€TN 00p0o1oTIKO Kivovvo eEEMEng oe OMA (38,6%).

To ektipumdpevo 2etég m0c0oto e£EMENG oe OMA o acbeveic pe pepovopévn avopoiio Del (5q) ntav
13,8%, o€ ovykpion pe 17,3% vy acBeveic pe Del (5q) ko pio emmhéov KUTTOPOYEVETIKT AVOUOALQ.

Kotd ovvénela, o Adyog 0@éAoug/Kivohvou e Aevaridopiong dtav o MDS oyetiletan pe Del (5q) ko
GUVOETN KLTTOPOYEVETIKTY EIVOL AYVOGTOC.

Kozooraon TP53

Mo petdAroln TPS3 amavidtot 610 20 £0¢ 25% tov acBevav pe MDS Del 5q yopunAdtepov
Kivduvou kot oyetiletar pe vynAdtepo Kivouvo eEEMENG o ofeia poehoyevn Agvyaio (OMA).

Xe o post-hoc avéivon piog KAMvikng dOKIUNG TNG AEVOAIOOUIONG 6 LVELOSVOTAUGTIKA GUVOPOLLOL
YopnAov kot evotapecov 1 kivduvov (MDS-004), To ektipndpevo 2et€¢ m0600td e£EMENG oe OMA
nrov 27,5% oe acbeveig pe Oetucodtra IHC-p53 (1% eninedo amnokomnc 1o vpng TupNVIKAG XPOOTS,
YPTOCULOTOIDVTOG TIV OVOGOTOTOY MUK 0E0AGYNOT TG TPOTEIVNG P53 ®C VTOKOTAGTATO TNG
Kataotoong petddlaéng TPS53) ko 3,6 % og acBeveic pe apvnricotnra IHC-p53 (p=0,0038) (PA.
napbypapo 4.8).

Eéélién oe alleg karonbeies aro Aéupwuo omo KOTTOpO. TOL HOVODO.

210 Aéppoua omd KoTTape Tov pavéva, 1 OMA, ot kakondeieg v B-kuttdpmv kot o pun
HLEAOVOLLATIKOG KapKivog Tov déppatog (non-melanoma skin cancer, NMSC) anotelovv
SMOTOUEVOVG KIVODVOUG.

Aedtepeg mpwromabelc kaxonleies oto 0{woes Aéupmua

Ye o pedétn vrotpomalovrog/aviektikov un Hodgkin Aepoodpatog Bpadeiog e&EMéng (INHL) 6mov
ocvumepthappavovtay kol acbeveic pe olmdeg Aéppmua, dev mapatnpnonke avénuévog kivdvvog SPM
070 GKEANOG AEVAAISOUIONC/PITOLELAUTNG GE GUYKPIOT LUE TO GKEAOC EIKOVIKOD
oappdxov/prrovéipaunng. Ayatoroywkég SPM g AML mapovsidotnkay o 0,29 ava 100 atopo-
€11 010 oKEAOG Aevaidopiong/prrovépdunng oe cuykpion pe 0,29 avé 100 atopo-£tn og aobeveig
7ov AdpPovay gikovikd eappoko/prrovéudunn. H cuyvomta epedviong tov apotoroyikov SPM
ovv TV SMP cvunaydv 0ykov (£apodevoy TV U LEAAVOUATIKOV KOpKIVOVY TOV dEPUITOG) NTaV
0,87 avd 100 atopo-£tn 010 oKéAOG Aevaldopidng/prrovéydunng, o coykpion pe 1,17 avé

100 atopo-étn o€ acbeveig mov AauPavoy elkovikd PAPUOKO/PITOLEAUT HE dLapeoN
napakorovOnon 30,59 unvav (edpog 0,6 £wc 50,9 unveg).

Ot un LEAOVOUOTIKOL KOpKivol TOV SEPUATOG OTOTEAOVY TAVTOTOUNIEVOLS KIVOUVOLS Ko
TEPIAAUPAVOLY KOPKIVADLOTO OEPIOTOC OO TAAKDIEG EMONALO 1 PACIKOKVLTTOPIKG KAPKIVAOUATO.

Ot yiatpoi Oa mpémet va mapakorlovBovv tovg acbeveis yia epgdvion SPM. Otav e&gtdleton 10
gvoeyouevo Bepameiog pe Aevoridopion, Oo mpémel vo Aapfavetol vaoyn TOG0 T0 SVVNTIKO OPEAOC TNG
AevaAidopidong 6co ko o kivéuvog yio SPM.

Hromiréc draropoyéc

"Exet avagepBel nratikn avendpkela, couneptloppavopévev Bavatnedpwv Tepiotatikdy, o acbeveic
7ov Ehafav Aevaldopidn oe Bepancio cuvoVAGHOD: £xovv avapepBel ofela nratikn avendpkela,
oK1 NTOTITION, KUTTOPOAVTIK NAATITION, YOLOOTOTIKY NTATITION KOl UIKTY|
KUTTOPOAVTIKN/YoAooTatikn nrotitido. Ot unyavicpol tg coPapnic oproKoyEVODS
NTAToTOEIKOTNTAG TOPAUEVOVY AYVOGTOL, OV Ko, GE LEPIKEG TEPUMTMCELS, TPOVTAPYOVGO LOYEVIG
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NTATIKY VOGOC, LENUEVEC TILEG avapopdc NraTik®v viOHmY Kot mbavag Bepaneia pe aviiProtTikd
EVOEYETOL VO, ATTOTEAOVV TTOPBEYOVTES KIVOHVOUL.

Mn @uG10A0Y1KEG SOKIUAGTIES NTATIKNG AEITOLPYING avapEpOTiKay cuyVE Kot TAV YEVIKA
OCVUTTOUOTIKEG KO AVOGTPEYILEG LLE T O10KOTN TNG 006G, MOMG 01 TOPAUETPOL EMGTPEYOVY GTIG
TIEG avapopag, pmopei va egetaotel To evoeyouevo Bepameiog pe yapnAotepn d6om).

H Aevolidopion anekkpivetar omd Toug veepovg. Eivol onuovtiki n 7pocapuoyn g 66eng o€
acBeveic e veppikn duciettovpyia, £T61 MGTE Vo aroPevyBolv eninedo TAAGLOTOS TTOL UTOPEL VA
av&Noovy Tov KIvOLuVo Yo ALENUEVES OLUATOAOYIKEG OVETLOVUNTEG EVEPYELEG 1] TATOTOEIKOTNTAL.
ZuVIeTAToL TUPOKOAOVONGT TG NTOTIKNAG AEITOVPYING, WOIITEPA OTAV VTAPYEL IGTOPIKO 1) TAVTOYPOVT
10yevig Aoipuwén tov Nratog 1 6tav 1 AevaAidopidn cuvovaleTol pe PUPUOKEVTIKG TPOTOVTA OV Eivol
YVOGOTO 0Tl GYETILOVTOL LE NTTOTIKT OVGAELTOLPYIC.

Aoiuwén ue 1 ywpic ovdeteporevio,

AcBeveig pe moALaTAd pLEAUO stval ETPPETEIC OTNV AVATTVEN AOUDEEWY GUUTEPTAOUPBAVOLEVIC
g mvevpoviag. [Hopatnpnonie vynAOTEPO TOGOGTO AMOUDEEWDV e TN AEVAAIOOUION GE GUVOLACUO LE
deapedaldvn amd 0,11 ue MPT (Melphalan, Prednisone, Thalidomide) o€ acOeveic pe NAIIM mov dev
glvol KatdAANAOL ylo. LETAUOOYEVOT), KOl LE TN AEVAAOOUION GUVTNPNONG O€ GUYKPLON LE TO EIKOVIKO
oapupaxo og acbeveig pe NAIIM mov éyovv voPinbei oe ASCT. Epgpaviotkay Aouméelg fabpod >
3 ota Thaiota Tng ovdeTEPOTTEVING GE AYOTEPO OO TO £val TPiTo TV 0oBevAV. AcBeveig Le YvmoTovg
TaPAYoVTEG KIvdUuvoL Yo Aotuméelg Oa mpémel va mapakoiovbodvian otevd. Ot acbeveic Oo mpémel va
ouppoviedovtarl va ovalntovy dueon wtpikn fondeta pe TV ELEEVIoN TOL TPMOTOV GNUEIOV
Aotpwéne (m.y. Pyog, Topetds K.AT.), EMTPETOVING [LE AVTOV TOV TPOTO TNV TPOIUN SlayEIPIOT DOTE
va pelwbei n coPfapotna.

likn emavevepyoroinon

‘Exovv avapepbei mepiotatikd ukng enavevepyomoinong oe acbeveic mov Aapupdvouv AevaAiidouion,
ovumepAaUBavVOUEV®OY GOPOp®OV TEPIOTATIKAOV EMAVEVEPYOTOINoNG TOL 100 £pmnta {wotpa M
nratitdag B (HBV).

Mepikd omd Ta TEPLOTATIKE LKNG emavevepyomoinong elyav Bavatnedpa EkPaon.

Mepikd amd T0 TEPIOTOTIKA EMAVEVEPYOTOINONG TOL £pmNTa {OOTNPO 0dNYNCAV GE dLAYLTO £PTNTA
{oompa, unviyyitda omd Epanrta (oothpa 1 0@Ooikd Epnnra (OoTHP OV AmaTodGOV TPOCMPIVA
wavon 1 poviun dtokomn g Oepaneiog e Aevaldouion Kot exapkn avTi-ukn Oepameia.

"Eyet avapepbei omdvia emovevepyoroinon g nratitioag B og acheveic mov Aapfdvouv Aevaiidopidn,
ot omoiot éyovv polvvbel oto maperbov pe tov 16 g nrozitidag B (HBV). Mepkd omd avtd to
epoTaTIKG Eyovv efelybel o ofelo MMOTIK OVETAPKELD, HE OMOTEAEGUA Tr OlOKOMN TNg
AevOAMSOpIdNG Kot TN YopnyNnon emapkovg avii-ukng Bepaneiog. H katdotaon tov 100 nratitidog B 6a
npénel vo kabopiotel Tpv amd v Evapén g Bepomeiog pe Aevoidouion. o acbeveic pe Oetikn
g&étaon ywo doipwén and HBV, cuvictdtor n cuopPovdn yiatpod pe edikevon ot Oepameio g
nrotitdag B. Oa mpénet va divetar mpocoyn Otav 1 AevaAidopidn ypnowpomoteitol o acbeveic pe
mponyovuevn Aoipmén and HBV, cournepiloufavouévev acbevav mov sivor avti-HBC Oetikoi aArd
HBsAg apvnrtikol. Avtoi ot acbBeveic 0o mpémer va mapakoilovbobvtar 6Tevd yio onueio Kot
cupnTOpate EvePyov Aoipméng omd HBV ko’ 6An m didpkela g Oepaneiog.

Llpoiodoo wolveotiokn Acvkoeykepotomadeio,

Me ) Aevaldopidn &xovv avapepbel TEPIGTATIKA TPOIOHCOG TOAVESTIOKNG AEVKOEYKEQPUAOTAOEI0C
(TIA), peta&d tov omoiov kat Bavatneopaov. H IIA avaeépdnke apketong pveg £0¢ Kot apKeTd
xPOVIQL petd v Evapén ¢ Bepameiog pe Aevoldopion. Ta TepIoTUTIKA 0pOopovcay YeVIKE acevelg
oL Adppovay Tavutdypova deEapebalovn 1 ixov AaPel TponyoLHEVMG GALT OVOCOKATUGTAATIKN
ymueobepaneio. Ot wTpoi Tpémel va mapakolovBohv Tovg achevei ava TaKTA POVIKH STUGTAILOTO
Kot va e&etalovv to evoeyouevo vmapéng IIIA 610 TA0ic10 dlaPopikng didyvwong o acBevelg e
VvEEC N EMOEVOVLEVEG VEVPOAOYIKES, YVIOGLOKES 1] GUUTEPLPOPIKES EVOEIEEIC 1| cupmTduaTa. Ot
aoBeveic mpémel emiong va GLUBOVAELOVTAL VO EVIILEPDVOVY TOVS GLVTPOPOLG 1) TO, ATOLLE TTOV TOVG
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@povTiLovv oyeTIKd Le TN Bepomeia TOVE, dLOTL TAL ATOO AL TA B0 LTOPOVCAY VA TOPATHPGOLY
ovumTOpaT To, ool dev avtiAapPdvovtal ot idtot ot acBeveic.

H a&ohdynon g I[IIA npénet va Paciletar o€ veuporoyikn €£ETAOT], ATEIKOVIOT LOYVITIKOD
OUVTOVIGLOV EYKEQAAOV Kal avaAivon gykepalovotiaiov vypod yio DNA tov 100 John Cunningham
(JC) péowm arvo1dwtg avtidpaong moivuepdong (PCR) 1 og froyia eykepdrov pe e€&taon yio Tov 10
JC. To apvntikd amoTéAEGLO GTNV OAVGIOMTI OVTIOPUOT) TOAVUEPACNG GYETIKA e TNV VITapEN TOV 100
JC dev amoxdeier mv dmapén IIIA. EAlelyel evaAlaKTIKNG S1dyvOONG, UITOopEl va amatteiton
Tpocet Topakorovdnon kat a&loldynon.

Xe nepintwon vroyiag [IIA, Tpémel va SIoKOTTETAL 1] YOPTYNOT TOV POPUAKOL £0G OTOV ATOKAEIGOET
T0 evdeyouevo vrapéng IIIA. Eav emPefoiwbdei n I[IIIA, n yopriynon Aevaiidopuiong npémetl va,
OLOKOTTETOL OPLOTIKA.

AdoBeveic pue veodiayvwobév moiramio uvéiwuo,

Ymp&e Eva vymAidtepo mocoatd Un ovoyng (avemBounteg evépyeleg Babpov 3 1 4, coPapéc
avemBounteg evépyeleg, dokomn) og aobeveic nhikiag > 75 etmv, otadiov I kotd T oTadioroinon
ISS, kotdotaon anddoong katd ECOG > 2 9 CLer < 60 ml/min 6tav 1 Aevoldopidn yopnysiton g
ouvdvacpd. Ot acBeveig Bo Tpémet vo aEloA0yoUVTOL TPOCEKTIKA Y10 TNV KAVOTNTA TOVG Va. aveyBovv
TN AevoAdopidn og cuvdvacud, eEetdlovtog v nikia, T otadtomoinon oto otadio 11 katd ISS,
v Katdotoon anddoong katd ECOG > 2 v CLer < 60 ml/min (BA. mapaypdpovg 4.2 ko 4.8).

Koarappdrinc

"Eyet avapepOei katappaktng pe vynidteprn cuyxvotnta o acobeveig mov Aapfdavovy AevaAiidouion o
ouvdvacud pe de€apuefalovn, 1d1aitepa OTOV YPNGILOTOLEITAL Y10 TUPUTETAUEVO YPOVIKO O1A.GTN L.
ZUVIGTATOL TAKTIKY] TOPUKOA0VONGN TNG OMTIKNG IKOVOTNTOG,

[epreyduevo oe vatplo
Av16 10 POPUAKEVTIKO TPOIOV TTEPLEYEL AydTepOo ad 1 mmol vatpiov (23 mg) avd Kaydkio, Snioadn
glval 0vG100TIKAE «EAeVBEPO VaTPiov)

45  AMNAemOPaoELS NE GALD QUPUUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaocng

EpvBponomtikoi mapdyovieg 1 GAAotl mapayovies ol onoiotl pmopei va avénoovy Tov kivouvo
Opoupwone, dmwc Bepaneion opUOVIKNG VITOKATAGTACS, O TPETEL VAL YPNGIUOTOOVVTAL LLE TTPOCOYN
o€ acbevelc ue ToAamAd puélopo Tov Aaupavouvyv Aevaiidouion e de&oauedaloévn (BA.
napaypeovg 4.4 kai 4.8).

Amd 10V 6TOUATOG YOPNYOVUEVA OVTIGUAAMTTIKA

Agv €yel mpaypoatomoindetl HeAET AAANAETIOPACE®V IE TO OO TOL GTOUOTOG YOPTYOVUEV
avticvAnmrikd. H Aevalidopion dev eivon emaywyéog evibpwmv. Xe o in vitro pedétn pe avBpomivo
NTATOKVTTOPA, 1) AEVOAOOUION, GE SIAPOPES GLYKEVIPDGELS TOV SOKILAGTNKAV, OEV £0E1EE EMOY®YN
tov CYP1A2, CYP2B6, CYP2C9, CYP2C19 kau CYP3A4/5. Zuvenmdg, dev ovapuEVETOL ETOYmYN TOV
Bo pmopovioe va 001 YNOEL € UEIMUEVT] OMOTEAEGUATIKOTITO POPUAKEVTIKMOV TPOIOVI®V,
GUUTEPTAAUPOAVOUEV®Y TOV OPUOVIKDV OVTICVAANTITIKOV, AV 1] ASVOAMOOUIdN yopnyeital novn nge.
Evtovtoig, n 0e€apebalovn sivar yvooto o1t eivon évag acBevig éoc pétprlog emaymyéag tov CYP3A4
Kot givat emiong mhovov va ennpedlel dAia Eviopo kafog Kot petapopeis. Agv umopel va omokAeiotel
N TOAVOTNTO PEIOUEVIC OTOTEAECUATIKOTNTOG TAOV OO TOV GTOHOTOG YOPTYOVUEVOV
QVTIGCVAANTTIK®OV KOTO T oldpketo TG Oeponeioc. I1pénel va Aappdvoviol amoTeAecHaTIKO UETPOL
TPOG AmOPLYN TG YKLIOoVVNG (PA. Tapaypdpovg 4.4 kot 4.6).

Bapoeoapivn

H ovyyopriynon morlhamidv d6cewv 10 mg Aevaiidopiong dev elye kapio exidpaor ot
eapurokokvnTikn epdmaé d6ong R- kot S-Bappapivine. H cuyyoprynon epdnal 66omg 25 mg
Bapoapivng dev eiye kopia ETidPAOT) GTI PAPLOKOKIVITIKY TG Aevaldopuidone. Evtovtolg, dev givan
YVOOTO €6V VILAPYEL aAANAETIOpaoT KOTA TN d1dpKeLa TG KAVIKNG ¥xp1iong (cuvdvacuévn Bepaneio pe
de&apebalovn). H deCapebalovn eivan évag acBevig mg HETplog eviuIKOg emayyEag Kol 1 enidpaon
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™m¢ ot Bopeapivn ivor dyvootr. ovietdTol 6TEVH TAPOKOA0VONGN TG cLYKEVTPOONC Bappapivng
KaTd TN O1dpketa g Bepameiag.

Avryo&ivn

H ovyyopiiynon e Aevaiodopion 10 mg pia opd v nuépa adénoe ta eninedo TAACUATOC TNG
dryo&ivng (0,5 mg, epdma d6on) katd 14% pe 90% CI (confidence interval, didotnpa epmiotochivig)
[0,52%-28,2%]. Agv givar yvoot6 €dv 1 enidpacn Ba eivotl S10pOPETIKY GTIV KAVIKT ¥pTion
(vymAoTEpPEC 00GEIC AevaAidopiong Kot cuvdovacuévn Bepomeia pe deapefalovn). Zuvenme,
GUVIOTATOL TOPAKOAOVON O TG GLYKEVTP®OTG NG Otyo&ivng, katd TN dldpkela g Bepameiag pe
Aevodopion.

Xtotiveg
Yrdpyel avénuévog kivouvog pafdopvoivcnc 6Tav xopnyovvIal oToTives pe Aevolidopion, o onoiog

umopel va glvar omAdg abpototiog. EmPefardveton n avaykn avénong tng KMVIKNG Kot
EPYOGTNPLOKNG TOPOKOAOVONONG KUPImG KATA TN SLAPKELD TV TPOTOV R00NAdmY TG Bepameiog.

AeEapeBaldvn

H ovyyopiiynon epdmaé 1 moldamidv d6cewv de&opebalovne (40 mg pio eopd v nuépa) dev €xel
Kopio KAVIKG ONUOVTIKNY ENIOPOOT OTN QOPUOKOKIVITIKE TOAAUTAGY SO0GEWMV TNG Aevaildopiong (25
mg pio eopd TNV NUEPQ).

AMnAemdpdoeic pe avaotolreig g P-yAvkorpwteivng (P-gp)

In vitro, n Aevaidopion eivar Eva vmodstpopa e P-gp, aAld dev givar avactoréac e H
GLYYOPNYNON TOAAATA®Y OGEMY TOV 1GYXVPOL avacToAéa TG P-gp, kvidivn, (600 mg, 3o popég
NUEPNGIWC) 1 TOL UETPLOV avacToAL/ VTOGTPOUATOC TG P-gp, Tepuotpdiong, (25 mg) dev éxel Kapia
KAWVIKG GNUOVTIKY ETIBPOOT] OTN QAPUAKOKIVITIKY TG Aevaldouiong (25 mg). H cuyyopriynon g
AevoAMOOpIdNG deV HETAPGALEL TN QAPUOKOKIVITIKT TOV TEUGIPOALLOVG.

4.6 Tovipdtnta, KOO KoL yolovyia

AdY® TOV TEPUTOYOVOL SUVOUIKOD, 1] AEVOAIOOUION TPETEL VO GLUVTAYOYPOPEITUL OTO TAOIGLO EVOG
[poypdappotoc [Ipdinyng Eyxopoctvng (BA. mapdypago 4.4) ektog edv vadpyovv a&lomioTta oTotyEld
OTL 1 0lo0eVNG OEV Elval G€ avoTaPAy®YIKT NAKiOL.

Tuvaikeg pe dvvatdmra tekvonoinons / AviicOAAM YN 68 AVOPEG KO YUVOIKEG

T'uvaikeg pe dSuVATOTNTO TEKVOTOINGNC TPETEL VAL YPTCLLOTOLOVY AOTEAEGLOTIKN HEBOSO
AVTIGVAANYTG. Z€ TEPITTMOT TOL TPOKLYEL EYKLUOGVVT G pia yuvaika 1 onoio Aapfavel Oepaneio
pe Aevoldopion,  Bepaneio Tpénet va draxomel kot 1 acBevic npénel va mapaneuebei og 10Tpod
€0KELUEVO N EUTELPO OTIG SLopoPTies O1dmiaong yio aEoAdYN oY Kol KaBodynon. Le mepintwon mov
TPOKVYEL EYKVUOGVVN GE GUVTPOPO AvOpa. acBevoc mov AapPdvel Aevalidouion, Tpotetvetor n
GVVTPOPOG TOL 0cBevoLg va TapamePBel oe 10TPd EOIKELUIEVO 1) EUTELPO OTIC dlopapTieg Sdmioong
v a&loldynon kot kabodnynon.

H Aevolidopion eivan mapovoa oto avOpodmivo oméppa og eEapeTiKd YoUnAd exinedo Kot T
duapkela g Oepameiog Kot dev aviyveveTal 6To avOp®OTIVO oépua 3 NUEPEC UETE. TN O10KOTTH TG
ovoiag og vYEC dtopo (BA. Tapdypago 5.2). Q¢ Tpo@OAALN, Kot AapPdvovTag oy E101KONE
TANBLCPOVG e TaPATETAUEVO YPOVO aTOPOANG, OTMG GE TEPITTOOT VEQPIKNG dSucAelTovpyiag, OGAOL OL
avdpeg aobeveig mov Aapfdavouvy Aevaiidouion o Tpémet va ypNoLUOTOl00Y TPOPLANKTIKA Kb’ OAN
T Sudpkela g Oepameiag, Katd T d1GpKELN SLOKOTNG TV 00cemVY Kot yio 1 efdoudda petd tnv ARén
g Bepameiog, dv 1 GLVTPOPOG TOVG Eivar £YKVOG 1 £XEL SLVATOTNTO TEKVOTTOINGCTG KoL OV
YPNOLLOTOLEL AVTIGOAAN Y.

Kvnon

H Aevolidopion oyetiCetan dopkd pe ™ Bokdopion. H Boiidopuion eivor pua yvoot 1epatoyovog
dpaoTiKn ovoia yio Tov AvOpTo Tov TPOoKUAEl GOPaPES GUYYEVEIG SLOAPTIEG AMEMNTIKEG Yio TN Lon).
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H Aevaiidopion mpoxariese o€ mTONKOVS SLGTANGIO TOPOUOLN LLE QVTEG TOV TEPLYPAPNKAY Y10 T
BaAdouion (BA. mapdypapo 5.3). Zuvenmc, 1 TEPATOYOVOG EMIOpACT TNG AEVAALdOUIdNG ivan
OVOPEVOUEVT KO 1] AEVOAOOUIOT avTeVOETKVUTOL KOTA TN dtdpKeLa TG EyKuposvvng (PA.
napdypapo 4.3).

Oniocuog
Agv givol yvooTo €6v 1 AeVOAIOOUIOT OTTEKKPIVETOL GTO UNTPIKO YOAQ. ZVVETMG, 0 ONAACHOC TPETEL

va S1KOTTTETOL KT TN dLdpKeLln TG Bepomeiog pe Aevoloopion.

Tovwotnta

e o LEAETN YOVIHOTITOG O 0povpaiong Ue d0celg Aevoildopiong £mg kot S00 mg/kg (mepimov 200
£€w¢ 500 popég Tmv avBpamiveov ddcewny Tov 25 mg kot 10 mg, avtictotya, BACEL TG EMPAVELNG
OMUOTOC) OV TPOKANOMKAY AVETIOOUNTEG EVEPYELEG GTT YOVILOTNTA OVTE KO YOVIKT] TOEIKOTNTAL.

4.7 Emopacseig 6Ty IKOvVOTNTE 001Y161)G KO (ELPIGHOD PYOVIIRATOV

H Aevolidopion €xet pukpn N PETPLO EMIOPACT OTNV TKOVOTNTO OONYNONG KOl YEPIGHOD Uy OvUATOV.
Konwon, {aAn, vvnAia, idryyog kot Oapmn dpacn éxovv avagepbel Katd ™ ¥pnom g AEVaALOOUioNC.
SVVETMG, GLVICTATOL TPOGOYT KATE TNV 0dNYNGN 1 TO YEPICUO UNYOVIUATOV.

4.8 AvemOvunTteg evépyeleg

20VoWYT TOL TPOPIA 0LGPOUAELOC

Neoorayvawabév molloamAo uvéiwuoa: acbeveic wov Exovy vmofinbei oe ASCT war Aopfavovy Beporeio,
e Aevalidouion ooveipnong

Epoppooctke o cuvinpntiki tpocEyyion yio ToV TPoGOlopIGHO TV AVETIOOUNTOV EVEPYEIDV OO
) pedétn CALGB 100104. Xt1g avemBounteg evépyeieg mov meptypdpovtal 6Tov mivaka 1
ocvumepthappavovoav copupavta wov avaeéptnikay petd amd yopriynon HDM/ASCT, kabmg kot
oupupavta amod v nepiodo Bepameiog cuvtipnong. Mia dgvtepn avaAivcoTn 1 ool TOVTOTOINGE
oupPavta Tov TapPoVCIAcTKAY HETA TNV Evapén Tng Bepameiog GLVTIPNONG VTOJEUKVOEL OTL OL
GLYVOTNTEC TOV TEPLYPAPOVTOL GTOV TTivaKa 1 evaExeTon va, givorl HeyaAdTEPES amd QVTEG TOV
TopoTNPHONKAY TNV TPAYUATIKOTNTO KATE TN S1dpKeLn TG TEPLOdov Deparmeiag cuvpnone. X
perérn IFM 2005-02, o avemBounteg evépyeleg mposkuyav povo amd v tepiodo Bepomeiog
GLVTIPNOTG.

Ot cofapég avemBounteg evépyeteg mov mapotnpOnkay cuyvotepa (> 5%) pe T Aevaiidouion
GLVTHPNONG AmO 0,TL LUE TO EIKOVIKO (PAPLLOKO NTOV Ol EENG:
e [Ivevpovia (10,6%, cuvdvacpévog 6poc) and ) perétn IFM 2005-02
e Aoipmén tov mvedpova (9,4% [9,4% petd v Evapén g Bepaneiog cuvinpnong]) and
peiétn CALGB 100104

X peiétn IFM 2005-02, ot avemBounteg evépyeteg mov mapotnpidnkay cuyvotepa pe Aevaldopion
GLVTHPNONG Ao 0,TL LUE EIKOVIKO PApuaKo NTav ovdetepomevia (60,8%), Bpoyyitda (47,4%),
duappota (38,9%), pvopapuyyitda (34,8%), poikol omacpoi (33,4%), Aevkonevia (31,7%),
eEaoBévion (29,7%), Prixas (27,3%), Opoufomevia (23,5%), yaotpevrepitda (22,5%) ko mopeia
(20,5%).

2 pekétn CALGB 100104, ot avemfOunteg evépyeleg mov mapatnpnnkay cuxvotepa e
AevaAdopion cuvtipnong amnd O, Tt pe eIKoviKO Pappako nrav ovdetepomevia (79,0% [71,9% petd
v évapén g Bepaneiog cuvtnpnong]), OpouPomevia (72,3% [61,6%]), diappoia (54,5% [46,4%])),
e&avOnua (31,7% [25,0%]), Aolpmén Tov avdTePOL aVOTVELGTIKOL GLGTHHATOS (26,8% [26,8%]),
komwon (22,8% [17,9%]), Aevkomevia (22,8% [18,8%]) kot avorpio (21,0% [13,8%]).

29



Neoorayvawabév mollomAo uvéiwua: acleveic wov dev elvor KaTtalinAol yio HETOUOTYEVTN KO
Aopfavoov Geparmeio ue Aevotidouion oe ovvovoouo ue Popteouiuny xou oelausbolovn
2 perétn SWOG S0777, or coPapéc avemBounteg evépyeleg mov mapatnpnoniay cuyvotepa (> 5%)
pe ) Aevolidopion o€ cuvdvacuod pe evooeAEPia foptelopipmm kot de&apebaldvn oe oxéon Ue ™
AevaAidopion o cuvovaoud pe deEapebalovn Nrov:

e Ynotoon (6,5%), Aoipwén tov mvedpova (5,7%), apuddtmon (5,0%)

O avemBountec evépyeieg Tov mapatnpONKay cuyvotepa Le Tr AeVOAOoUidN 68 GUVIVAGUO [
Boptelopipmn kat de&opebaldvn oe oyéon e tn Aevoldouion og cuvovacuod pe de€apedalovn Nrav:
konwon (73,7%), nepipepikn vevporddeia (71,8%), Opopporevia (57,6%), dvokodidotnto (56,1%),
vraocPeotionpio (50,0%).

Neodrayvawolév moldaml.o pvélwuo: aobeveic Tov dev eivol KaTAAANAoL Y10, HETOUOGYEVON O OTOIO0L
Aoupovovv Beporeia ue Aevaiidouion oe avvovaouo ue decoucbalovn youning doons
Ot cofapég avemBounteg evépyeteg mov mapatnpnOnkay cuyvotepa (> 5%) 610 GLVILAGUO
Aevoldopiong pe de&apebaldvn youming 66ong (Rd ko Rd18) and 6,11 pe pehoardvn, mpedviovn
Kot OaAdopion (MPT) frav:

e [lvevpovia (9,8%)

o Neoppwkn averdapkela (cupmneprrapfovousvng g oéeiog) (6,3%)

O avemBountec evépyeieg mov mapatnpnnkay cuyvotepa pe Rd kot Rd18 amd 6,11 e MPT ftav:
duappoia (45,5%), kémwon (32,8%), oceuaryia (32,0%), e&acBévion (28,2%), abavia (27,6%),
e&avOnua (24,3%), petopévn 0peén (23,1%), Prixas (22,7%), mopetia (21,4%) kor puikoi omacpol
(20,5%).

Neooroyvwalév morlomAo pvélowpa: aobeveic wov dev eivor koToAlnol yio uetouooyevan oi 0moiol
Aopfovovy Gepomeio ue Aevalidouion ae covOLAGUO UE PUEAPOLGVY KoL TPESVILOVY
Ot cofapég avemBounteg evépyeteg mov mapotnpnOnkay cuyvotepa (> 5%) pe peA@ordvn,
TpedVILOVN Ko AeVaALdopidn arxolovBobueveg and Aevaiidouidn cuvtipnong (MPR+R) 7
LEAQOAAVT), TPEIVILOVT KoL AevaAldopidn axoiovBoleveg and eucovikd edpuaxo (MPR+p) and 6,1
pe HEA@OAGVT, TpedvILOVN KO EIKOVIKO PAPUOKO 0KoAoLOoLEVE amtd glkovikd edpuaxo (MPp+p)
nrav:

o  Eumopemn ovdetepomevia (6,0%)

o Avapia (5,3%)

O avemBounteg evépyeteg mov mapatnprOnkay cuyvotepa pe MPR+R 1 MPR+p and 6,11 pe MPp+p
nrtav: ovdetepomevia (83,3%), avapio (70,7%), BpopPonevia (70,0%), Aevkomevia (38,8%),
dvokoomra (34,0%), dwppora (33,3%), eEqvOnpua (28,9%), mope&ia (27,0%), meprpepikod oidnpa
(25,0%), Pyag (24,0%), petmpévn 6peén (23,7%) kot e€acBévion (22,0%).

Tloldamdo pvélawuo. 0o0eveic ue tovAdyiotov uio mponyoduevy Oepomeio

e 600 EAEYYOUEVEC LE EIKOVIKO QapLoKo pueAéteg edong 3, 353 acbeveic ue molhamid pvéopo

ektéONKay 6To cLuVOVacUO Aevaidouiong/oeapedalovng kot 351 oto GUVILAGUO EIKOVIKOD

oapudaxov/deEapebalovne.

Ot 6oPapodTepe avemBounteg EVEPYELEG TOV TOPATPNONKOY GLYVOTEPO GTO GLVOLOGHLO

Aevoldopiong/de&auedaldovne amd 6,11 6T0 GLVIVAGHO EIKOVIKOD Qapudkov/deéauedaldvne nTov:

. DdrePixn OpouPoepforn (ev T Pabdet prePixn OpouPmon, Tvevpovikn epuporn) (BA.
Tapypoao 4.4).

. Ovdeteponevio faduod 4 (BA. Tapdypago 4.4).

O1 TopatnPoVUEVES OVETIBVUNTEG EVEPYELEG Ol OTTOIEC TOPOVGCLAGTIKAY GUYVOTEPQ LE AEVOMOOION
Kot 6e&opefalovn amod 6,1t Le E1KOVIKO PappaKko Kot de&apuedalovn o€ opadomomuEveg KAVIKES
dokipég moAhamiov poekdpatog (MM-009 kor MM-010) fitav komwon (43,9%), ovdetepomevia
(42,2%), dvokormdtnta (40,5%), dSuappora (38,5%), poikég kpapmegs (33,4%), avapia (31,4%),
Opoppomevia (21,5%) ko e&dvOnua (21,2%).
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Mverodvariaotira cbvopouo.

To cuvolikd TPOPIA acpaielag TG AeVOAIOONIONG 0 acheVElg e LUEAOOVGTANGTIKE GOVOPOLLOL
Baciletan o€ dedopéva amd cuvorikd 286 acheveic amd pio perétn edong 2 kot pio perérn edong 3
(BA. mopdypago 5.1). n @don 2, kot ot 148 acbeveic Elafav Oepomeia pe Aevaiidouion.

2 pekétn eaong 3, 69 acbeveic Elafav S mg Aevaiidouidng, 69 acbeveic Elafav 10 mg
Aevaadopiong ko 67 acBevelc EAafav elkoviKO QAPOKO KATA TN O1dpKeLd TG SUTAL TVEANG PdoNg

NG LEAETNG.

O1 tep1o60TEPEC avemBOUNTEG EVEPYELEC £TEVAY VO EL@aVIfOVTOL KOTA T OEPKELD TOV TPDOTOV
16 eBoopdadwv Bepaneiog e Aevaildopuion.

211c coPoapéc avembounteg evépyeteg mepthaupavovror:
o  D)efkn OpouPoeuPorn (ev T Padet prefixn Opoufmon, Tvevpovikn epporn) (BA.
Topaypago 4.4)
e BoOuov 3 N 4 ovdetepomnevia, epumvpetn ovdetepomevia Kot Babuov 3 1 4 Opoupomevia (BA.
nopaypogo 4.4).

O avemBOuntec evépyeleg Tov mapaTnPNONKAY TO GLYVA TOL UPaVIiovVTaY GUYVOTEPO, GTIC OUOOEG
AevaAdopidng og oOyKpion pe To okéAog eEAEYYOL ot peAétn edong 3 Tav ovdetepomevia (76,8%),
Opoppomevia (46,4%), d1appoia (34,8%), Suokothotnta (19,6%), vavtia (19,6%), kvnoudc (25,4%),
e€avonua (18,1%), kénwon (18,1%) kot poikoi oracuoi (16,7%).

Aéupouo awd KdTIOp0 TOL HOVIDO,

To cuvolikd TPoPIA acEAAElng TS AevaALdoUidNG o€ aoBevelg e AEppmpa amd KOTTOP TOL Hovova
Baciletar o dedopéva amd cuvorikd 254 acBeveic amd pia TUYOOTOMUEVT], EAEYYOLEVT] LEAETNG
@aong 2 MCL-002 (BA. mapdypapo 5.1). Eniong, otov mivaka 3 £xovv cuumeptAnedel ot avemBounteg
EVEPYELEC PUPUAK®V atO TNV VITOoTNPIKTIKY pelétn MCL-001.

Ot cofapég avemBounteg evépyeteg mov mapoTnPHONKay To GLYVA (e d1POPE TOVALYIGTOV
2 mocootwiov povadwv) ot pekétn MCL-002 610 6kéAog AevalOoUidng oe GUYKPLON UE TO OKELOG
eAEYYOL NTOV:

e Ovdetepomevia (3,6%)

e Ilvevuovikn guPoin (3,6%)

o Awdppoun (3,6%)

O avemBOunTec evéPYELEC TOL TaPATPNONKAY TTO GLYVA OTO GKEAOG TNG AEVAALOOUIONG GE GUYKPIOoT
Ue 10 okéA0g eAEyyov ot perétn MCL-002 ftav ovdetepomevia (50,9%), avoruia (28,7%), didppota
(22,8%), komwon (21,0%), dvckomiotnra (17,4%), mopetia (16,8%) ko e&avOnpua
(ovumeptrapPavopévng g ariepykng deppoatitidac) (16,2%).

> pehétn MCL-002 vanpée cuvolkd pio peavig onénon tov Tpdiuey avatov (evtog

20 eBdouddmv). Ot acbeveic pe vYNAO poptio dyKov Katd TV Evapén datpéyovy avénuévo kivovvo
Tpowpov Bavatov. Yanp&av 16/81 (20%) mpdwpot Bdvartor 1o okéAog Aevotidouidng kot 2/28 (7%)
TPOWPOL BAvatol 6To okéAog eAEyyov. Evtog 52 efdouddwmv ot avtictoryotl apiBuoi ftay 32/81
(39,5%) ko 6/28 (21%) (PA. mopdypapo 5.1).

Katd ) dudpkera tov kdkAov Bepameiag 1, 11/81 (14%) acBeveig pe vynio goptio dykov
amocvpOnKav amod tn Oepaneia 610 okélog Aevaridopiong Evavtt 1/28 (4%) oty opdda eAEyyov.

O Kkvp1og AoYyog amdcvpong TG Depameiog Yo Tovg acbeveic pe VYNAO PopTio OYKOV KOTA TN SLPKELX
Tov KOKAOL Bgpameiong 1 610 okéAOg Aevaldopiong Nrav ot avemBounteg evépyetes, 7/11 (64%).

To vynAd poptio dykov opiotnke g TovAdytoTov pia PAGPN > 5 cm og ddpetpo 1 3 PAdPeg > 3 cm.

Olwadeg Aéupmua

To cuvorikd TPoPid acpdrelag TG Aevaidopiong oe cuvdvacud pe prtovpndunn oe acbevelg pe
olmdeg Aéppoua Tov giye Tponyovpuévag vtoPfAindei oe Oepaneia Paciletar o dedopéva amd

294 acbeveic omd o Toyoomompévn, ereyyouevn perétn edong 3 NHL-007. Eniong, otov mivaxa 5
&xovv cuumepneOel avemBounTeg evépyeleg and tnv vmootnpiktiky peiétn NHL-008.
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Ot coPapéc avemBOuNTEG eVEPYELEG TTOL TTapATPNONKAY Lo cLYVA (Ue dlaPopd TOVAd IoTOV |
nocooTtoiag povadag) otn pnerétn NHL-007 oto okélog Aevaiidouidng/prrovéipuaunng o€ chykpion
LE TO OKELOG EIKOVIKOD PUPUAKOV/PITOVEUAUTNG HTOV:

o Eumdpetn ovdeteponevia (2,7%)

o TIvevpovikn epPoln (2,7%)

e Ilvevuovia (2,7%)

> peiétn NHL-007, ot avembOunteg evépyeleg mov mapatnpnnkay wo cuyva 610 GKEAOG
AEVOAMOOUION G/ PLToLEIUAUNG G GUYKPION UE TO OKEAOG EIKOVIKOD Qapudkov/prrovéudumng (pe
TovAdyioTov 2% vynAotepn cuyvotnTa PeTald TV okeA®V) NTav ovdeteponevia (58,2%), diappoia
(30,8%), Aevkomevia. (28,8%), dvokothdtnra (21,9%), Bryoc (21,9%) kot kénwon (21,9%).

ITivaxog ovemfountmy eVEPYELDV

Ot avemBOuNTEG eVEPYELEG O1 OTOlEG TapaTNPNONKAY GE aoBeveic Tov AaPav Bepameio pe
Aevoldopion mopatifevron TopaKaTo® ava Kot yopio 0pyavikoy GUGTAUATOG Kol cuyvotnta. Eviog
Kd0e Katnyopiog cuyvoOTNTAG ELPAVIONC, OL avemBuunTeg evépyeleg mapotifevtot Katd pbdivovoa
oelpd coPapotnrac. Ot cuyvomreg kabopiloviar wc: moAd cuyvég (> 1/10), cuyvéic (= 1/100 mg

< 1/10), 61 ovyvég (= 1/1.000 €wc < 1/100), ondvieg (> 1/10.000 éwg < 1/1.000), moAl omdvieg

(< 1/10.000), pn yvootég (dev pmopobdv va extipunBovv pe Paon ta Stobéoipo dedopéva).

O avemBOuntec evépyeleg £X0VV GUUTEPIANEDEL GTNV KOTAAANAY Kot yopio. 6TOV TaPUKAT® TivaKo
GULPMOVO, LLE TNV DYNAOTEPT] GLYVOTITA TOV TOPATNPNONKE GE OTOLUONTOTE A0 TIG KOPLEG KAVIKEG
OOKIUEG.

2vvortixog wivaxag yio ) povoleporeio ato IIM

O ax6A0v00g TivaKag TPOKVTTEL 0d dESOUEVA TOV GLYKEVIPOONKAY KATA TN S1GpKELD LELETMV
NAIIM o¢ acbeveig mov éxovv vofinbdei oe ASCT kou ot ooiol Aaufavovy Bepomeio pe
Aevoidopion cvvnpnone. Ta dedopéva dev TPOGapUOGTIKAY GOUPOVO, IUE TN UEYOADTEPN SLpPKELX
g Bepaneiag ota okéAN mov mepielyav Aevaldopion Kot cuvéyicay HExpt TNV €EEMEN TG VOGOL
£VOVTL TOV OKEADV EIKOVIKOD QUPUAKOD GTIC PACIKEG LEAETEC TOV TOAAATAOD HVEADUATOS (PA.
Tapaypaeo S.1).

ivaxkag 1. AvemOopnteg gvépyereg mov ava@ipOnkay og KMvikés d0KIuéS o€ aclseveig pe
mollamtdo poélopa tov hafay Oepaneio pe Aevarldopnion covripnong

Katnyopio/opyaviko ‘Olgg ot avemBOunTeg AvemOounteg evépyeieg
ovotnpa / Mpotipndpevog gvépyeteg/Toyvotnta Padpov 3-4/Zvyvéotyra
o6pog
oAV cuyvég oA cuyvéc
ITvevpovia®®, Aoipmén tov [Tvevpovio®®, ovdetepomevikn
AVATEPOL OVOTVELCTIKOD Aoipwén

GUOTNLOTOG, OVOETEPOTEVIKN
roiuwén, Bpoyyitda’, ypimn®, | Zvyvég

yaotpeviepitido’, Inyorpio®?, Baxtnproupia,
AOIGEES KAt TAPUACITOCELS napappWOK’oMiuSa,’ Aoipwén 00 117\{81’) povo’,
pvoeapuyyitda, pvitida Baktnprokn Aoipmén tov
KOTMOTEPOV OVOTVEVGTIKOV
2uyvég cvetiuatog, Ppoyyitida’,
Aoipwén’, ovporoipmEn®”, ypimn®, yactpevtepitda’, £pmng
roiuwén tov KaTdTEPOL Lowompac’, Aoipmén’

OVOTTVELGTIKOD GUGTNILOTOG,
Loiuwén tov mvevpovo’

Neomhdopata kalonOn, 2uyvég
Kokon0n ko pn kefopiopéva | MuehoduoTA0GTIKO
(mephopPavovran kKboTEg ovvdpopo®”

K0l TOAVTOOECS)

32



Katyopia/opyoviké
cvotnpo / lpotipdpevog
o6pog

‘O\eg o1 avemOopnTES
gvépyarteg/Xoyvotnra

AvemO0OunTeg evépysieg
padpod 3-4/Xvyvotnra

Awtapayés Tov
OLILOTTOINTIKOV KUl TOV
AENPIKOD CVLOTINOTOS

oAb ovyvég
Ovdetepomevia™’, eumdpen
ovdetepomevio,
OpopBomevio™’, avarpia,
Aevkomevia’, Aeppomnevia

IToAb cvyvég
Ovdetepomevia™’, eumdpen
ovdetepomevia™’,
Opopfomevio?, avoupia,
Levkomevio®, Aeppomnevio

Awtapayés Tov
YOGTPEVTEPLKOD

Aldppota, SuoKotMoTN T,
KOWALOKO GAYOG, vauTio

2uyvég
"Epetoc, Ghyoc ve KotAMoKNg

XDPOG

2uyvég
[avikvttaponevia’
Awtapayés Tov IToAb cvyvég 2VyVEC
petapoilopov Ko g YroxaAopio YmokoAlonpa, aeuddToon
0péyng
oAV cuyvég 2uyvég
ALITOpOyES TOV VEUPUKOD TTapaicOnoieg Kepaiaryia
GUGTI|LOTOG S UTvE
[Meprpepixn vevporadera
ZVYVES 2VYVEC
. . ITvevpovikr epBorn®” Ev 1o Padet pAePixn
Ayyerokég datapayés OpopmoT S
, IToAv cuyvég 2uyvég
Awtapayés Tov , , o
. , Bnyag Abomvola
OVUTVEVGTIKOU GLGTI|LO.TOG,
T0V OOpoKa Kot TOV Suyvé
necodopdxion Avomvora’, Pvoppora
oAV cuyvég 2uyvég

Aldppoto, ELETOC, VauTio

AwtopayEs TOV OEPROTOS KL
TOV VT0O6PLOV 16TOV

E&avOnpa, Enpodeppio

AwTapayés Tov TATOG Kot Loo ouyvés . , ZUpvES . ,
2 Mn @uciloloyikés doKILaGieS Mn @votoAoyiKéC doKLUacieg
TOV oM POpOV , . , .
NTOTIKNG AELTOVPYIOG NROTIKNAG AEITOLPYIOG
IToAv cuyvég 2uyvég

E&avOnua, kvnouog

Awtapayés Tov
HVOGKEAETIKOU GUGTILOTOG

IToAv cuyvég
Mvikoi cacpoi

KOTOOTAGELS TNG 0000
xopiynong

Kénwon, e€acbévion, mopetia

K01 TOV GUVOETIKOV 1610V 2uyvég
MuaAyia, H0ocKEAETIKOC TOVOG
I'evikég owotapayéc Ko IToAb cvyvég 2VyVEC

Koénwon, eEacbévion

¢ AvemBounteg evépyeteg mov avapipOnkav mg coPapés o Khvikég dokipés oe acbeveig pe NAIIM mov éyovv vtoPinbei oe

ASCT

* Toyoet povo o Tig coPapég POPLUKEVTIKEG AVETOVUNTES EVEPYELEG

A Bh. TNV mepypapn TV ETAEYUEVOV QVETIOOUNTOV EVEPYEIDV TNV TAPAypapo 4.8

o Y7td tov cuvduacpévo 6po avemfountov evepyeiov «IIvevpovion mepilappdavovtor ot akdAovbot TpoTdEVOL OpoL:
Bpoyyomvevpovia, Aofddng mvevpovia, mvevpovia and Pneumocystis jiroveci, Tvevpovia, Tvevpovia omd KAUTo1EALa,
mvevpovia amd AeylovéEALa, TVELHOVIL OO LUKOTAAGLEL, TVEVHOVIR OO TVEVHOVIOKOKKO, TTVEVUOVIO 0nd GTPENTTOKOKKO,
TVELHOVIN L0YEVIG, SlaTapayT TVEDUOVA, TVEVUOVITION
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B Y76 tov cuvdvaciévo 6po avemBounTmv evepyeldv «onyoatpion Tepthapfivoval ot ak6AovHotl TPOTIUMUEVOL dpot:
Boxtmproxn onyouptic, onyotpio ond mvevpoviokokko, onratikn kKorarin&io, onyoipio amd cTa@LUAGKOKKO

v Y®6 tov cuvdvaciévo opo avemBduntav evepyetdv «Ilepipepikn vevponddeion meptropfdvovar ot akdrovbot
mpoTindpevol 6pot: Iepupepikn vevpomddeta, meprpepikn arcdntikn vevpomddeta, molvvevpomddeia

8 Y76 tov cuvdvacuévo 0po avemfountov evepyeidv «Ev to Babet piefucn Opdppoon» meptrappdvovtor ot axdrovbot
apotipumpevol 6pot: Ev to Badet prefucy Opoppmon, Opdpfwon, erepikn Opoupwon

2vvortirog wivaxag yio. ) Gepameio avvovaouov oe [loldarlo Mvéiwuo

O ax6A0v00g TivaKag TPOKOTTEL 0O SEOUEVE TOV GLYKEVIPOONKAY KATA TIG HEAETEG TOALATAOD
poehdpotog e Bepaneio cuvovaopov. Ta dedopéva 0ev TPOGUPUOGTNKOY GOUPMVA, LIE TN
peyaAvtepn didpkela g Bepaneiog ota okEAN oL TTEPIEAY AEVOAMOOUION Kal GuvE oAV UEXPL TNV
€EEMEN TG VOCOL £VAVTL TOL GLYKPLTIKOD OKELOVG OTIG Pactkéc peréteg ToAAamAoD puedmpotog (PA.

Topaypapo S.1).

Mivakag 2. AvemOopnteg evépyeleg mov ava@épOnkay og KMvikég peLéTes o€ ac0eveig pe
ToLAaTTAO poéhopa Tov vrofrOnkay o€ Ocpancio pe LevoAOONIoN 6€ GUVOVAONO NE
optelopipnn ko de€apedalovn, ocanedalovn N peleoidvn ko TpedvILOVY

Katmyopioa/opyaviké | ‘Okeg o avemBounteg AvemOounteg evépyeieg fadpod
cvoTnpO / gvépyeteg/Toyvotnta 3—4/Zvoyvomra
IpoTip®pevog 6pog
AoudEELg Ko IToAb cvyvég 2VyVEC
TOPUCITMOGELS ITvevpovio®®, Loipmén tov [Tvevpovio®®, Baxtnprakéc,
OVOTEPOL AVOTVEVGTIKOV LOYEVELG KOl LUK TLOGIKES
ovotiuatoc’, Baktnplokic, Aolpméets (ovumepthapfovopévey
10YEVEIg KOl LUK TIOGIKEG TOV EVKUPLOKAOY AotdEEDV),
Mopdéeig (ovumephapfavopévov | kuttapitide’, onyoupio®®, Aoipmén
TOV EVKOIPLOKAOV AOHDEEMV)’, Tov Tvevpove®, Bpoyyitidal,
pvoEapvYYiTda, PapuyyiTda, AOLH®EN TOVL AVOTTVELCTIKOD
Bpoyyitida’, pitida ovotipatoc’, ovporoipmén®,
EVTEPOKOAITION AOTUDING
2uyvég
Enyorpio®®, Aoipmén tov
nvedpova®, ovporoinmEn®,
napoppvokormitido’
Neomhdoporta Oy ovyvég 2VyVEC
KoAon0n, kaxonOn Booikokvttapikd kopkivopa™, O&elo poeroyevig Aevyoupio,
Kol pun) keOopropéva deppatikdc Kopkivog ek TAAK®MIDY | HEAoSVETAAGTIKG GUVEpPOpO’,
(mrepriappdavovron KuTTapOv " Kapkivopo 0épuatoc omd
KOOTEIG KO TAoKkdSeg emONAL0N™
TOLOTOOECS)

Oy ouyvéc

T-AeppokvtTapikn o&eia
Levyoupio’, BacikokvtTapicd
Kapkivopo™®, chvdpopo Avong
OYKOL

Awtapayés Tov
OLILOTTON TIKOV KOl
TOV AEPPIKOD
GULOTNNOTOS

oAV cuyvég
Ovdetepomevia

Opoupomevio™* P, avoupial,
oloppaytkn dtatapoyn’,
Aevkomevia, Aepponevio

N,0,00
L

2uyvég
Eumopetn ovdetepomevia™?,
navikvttaponevio’

Oyt ouyvég
AyoAvon, auTodvooT aLOALTIKN
OVOLULTO, OLILOADTIKNY ovorLiol

oA cuyvéc
OvdetepomevioN

Opoupomevio™*®, avoupial,
Aevkomevia, Aeppomeviol

2uyvég

Eumbdpetn ovdetepomevia™’,
navKLTTAPOTEVIR’, AUOAVTIKT
avopio

Oy cuyvéc
Y epmnKTIKOTNTA, Sl0TOPOYT OTNV
mEN TOoL OUATOG
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Koatmyopia/opyoviké | Okeg o avemBOpunteg AvemOdunreg evépyeres fadpov
cvotnpo / gvépyarteg/XoyvotnTa 3—4/XZvyvétnTo

[potiudpevog 6pog

Awtapayés Tov Oyt ovyvég

IVOGOTOLTIKOV YnepevaioOnoio®

GULOTNNOTOS

Awtapayés Tov 2uyvég

EVOOKPLVIKOV Y7roBvpeoetdiopog

GVOTNNOTOG

Awtapayés Tov IToAb cvyvég 2VyVEC

petapoilopov Ko g
Bpiymg

YrokoAonpio®®, vrepylvkoupia,
vroyAvkoupio, vracspeotioupio’,
vrovarplopia’, apuddrmon®,
petopévn 6peEn®, petopévo
COUOTIKO Bdpog

YrokoAoupia®, vrepylvkoupia,
vracBestionpio’, caxyapddng
S’ vropwopatapia,
vrovatproupio’, viepovpryonpio,
ovpikn apOpitida, apuddtmon®,
petopévn 6peEn®, netwpévo

2uyvég ocoUaTKd Bdpog
Ymopayvnoloapio, vrepovpryotpiia,
vrepacPectiopio”
Yoyratpikég IToAb cvyvég 2VyVEC
owatapayég Koatabiwym, abmvia Kotabiwym, abmvia
Oyt ouyvég
ATOAELL TG YEVETNOOC OPUNG
Awtapayés Tov IToAv cuyvég oA cuyvéc

VEVPIKOD GLOTILATOG

Ieprpepucéc vevpomdDetec™,
napocOneia, {aAn%, tpduoc,
dvoyevoia, Kepaialyio

2uyvég
Artagia, dSatapayr| 1looppomiog,

[eprpepiéc vevpomddetec™

2uyvEC
Ayyeiard eyke@olkd enelc6510°,
£6An®, svykomn®, vevpodyia

ovyxomi®’, vevpayia, Oy suyvég
dvoarstnocia Evdoxpaviakn aoppoyia”,
TAPOSIKO 1Y OLUKO ETEICOO10,
EYKEQOAIKT] 1oy oLpi0
OpBaipikég IToAv cuyvég 2uyvég
owaTapayés Koatappdktng, Bounn dpaon Koatappdrtng
ZVyVES Oyt ovuyvéc
Meopévn otk o&vnta Tovolwon
Awtapayés Tov MTOG | Zuyvég
Kal Tov Aapupiviov Koewon (coureptrappavopévng
VTOOKOLGI0C), EUPOoEg
Kaporoxég 2uyvég 2uyvég
Swurapayés KoAmikh pappapoyf®®, "BUQPOYLO TOV HOOKOPSion
Bpadvkapdia (ovumepiiapfovopévov tov
0E£00)™°, Kok pappopvyn®®,
Oy ovyvég GUUPOPNTIKN KAPOLOKT

AppobBpia, Tapatetapévo SLaeTnpo
QT, KOAMKOG TTEPVYIGUOC,
£KTOKTEC KOIAOKES GUGTOAEG

averdpren’, Tovkopdio, Kapdiokn
avemdprera’®’, 1oyoupio Tov
Hvokopdion’
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Koatmyopia/opyoviké | Okeg o avemBOpunteg AvemOdunreg evépyeres fadpov
cvotnpo / gvépyarteg/XoyvotnTa 3—4/XZvyvétnTo

[potiudpevog 6pog

Ayyawokég owotapayés | IIodd cuyvég oA cuyvéc

DAePucd Opoppoepporikd
enele0o”, Kuplwg ev T Padet
QAP OpOUPwon KoL TVELHOVIKN
eupon % vrdraon®

2uyvég
Ynéptaon, ekydpumon”

Dhefikd Opoppospfortkd
EMELGOO10”, KLPIWOG v Tm PAbsL
QAePn OpopPwon Kot TVEVUOVIKT
2 0,00

eppoin

2uyvég
Ayyaitido, vrotoon®, vrépraon

Oy cuyvée

Ioyonpio, mepupepixn woyaipia,
Opoppwon evdokpaviakov
PAEPDSOVS KOATOV

Awtapayés Tov
OVOTVEVGTIKOV

IToAb cvyvég
Avomvora®®, enictan”, Pyac

2uyvég
AvanvevoTtiky dvoyépelo’,

GUGTILUTOG, TOV dvonvora®®, mievprrucog movoc®,
0dpuKa KoL TOV Suyvég vro&ia®

pecofmpaxiov Avcopwvia

Awtapayés Tov IToAv cuyvég 2uyvég

YOUGTPEVTEPIKOD Aépporo®?, uorotmodmta’, Awoppayio Tov YaoTpeEVTEPKOD

Kothako dhyoc”, vavtio, uetoc®,
dvomeyia, Enpootopa,
GTOLOTITION

2uyvég

Awoppayio TOV YOOTPEVTEPIKOD
coAva (cupumepthapfovouévng
apoppayiag Tov opHov,
OLLOPPOTOKNG Oloppayiag,
OLHOPPaYlaG TEMTIKOV EAKOVE KO
ovhopparyiac)™, Svceayio

coMva™ andepatn tov Aemtod

eviépov®, iappora’,
dvokothdtnTo’, Kothokd dryos®,
vavtio, éuetoc®

Oyt ovuyvég
KoMlitida, eAeyLovi TOL TVEAOD
Awtapayés Tov IToAv cuyvég 2uyvég

NTATOG KO TOV
AOANQPOp®V

Apvotpavepepdon g oAovivig
ov&NuéVN, AoTOPTIKY
OUVOTPOAVOQEPEOT) QVENUEVT

2uyvég

Hrotokvttopikr] AN, un
(VOIO0AOYIKES SOKILOGIEG NITATIKNG
Aerrovpyiac®, vepyolepudpivarpio

Oyt ovyvég
Hnotum avendpkeo”

XoAdotaon’, nratotolikdmra,
nroatokvtTaptky PAGPNY,
OUVOTPAVOQEPACN TNG aAVIVIG
avENUEVN, UM PVCIOAOYIKEG
doxipacicg nratikng Aettovpyiac’

Oyt ovuyvéc
Hrotwn avendpreio”
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Koatmyopia/opyoviké | Okeg o avemBOpunteg AvemOdunreg evépyeres fadpov
cvotnpo / gvépyarteg/XoyvotnTa 3—4/XZvyvétnTo
[potiudpevog 6pog
Awtapayés Tov IToAv cuyvég 2uyvég
dépparog kar Tov E&avOnuora®, kvnopdc E&avOnuora®
VTOOO6PLOV LGTOV
ZUYVES Oy ouyvéc

Kvidwon, vrepidpuoia,

Enpodepuio, VTEPYPMOOT OEPLOTOC,
éxCepa, epOOnua

Oyt ouyvég

DopuaKevTIKd eEAVONLL L
NOGWOPIALD KOl CUGTNHOTIKA
copuntOpota’’, SueYPOUATIGUOC
dépuatog, avtidpaon

DappokevTikd e£avonuo pe
NOCWOPIMO KOl GUGTNHATIKE
ocvpmtdpato’

pwtogvaicshnciog
Awtapayés Tov IToAv cuyvég 2uyvég

HVOGKEAETIKOV
GUGTI|LATOG KOL TOV
GUVOETIKOV 1670V

Mviky advvapio®, poikol
OMOGHOL, 06TIKOC TOVOS, TOVOC
Kot Svcave&io TOL LVOGKEAETIKOV
GUGTHIOTOG KOl TOV GUVOETIKOV
16700 (GVUTEPTAAUPOVOIEVIC TG

Mviky advvapio®, ootidg novoc’,
ovog Ko dvoavetio Tov
LVOGKEAETIKOV GUGTAUATOG KO TOV
GUVOETIKOD 16TOV

(cvumeptiapfovopévng g

oc@uaiyiac’®), dryog dxpov, oc@uaryiac’®)
poayia, apdpoiyio’
Oy cuyvéc
2uyvég Aldykmon apbpwong
Adykwon GpBpwong
Awtapoyéc Tov IToAv cuyvég Oy ouyvég

VEQPAV KUl TOV
0VPOPOPMYV 00V

Neppikn avemdprelo

(ovumepriopPavopévng g
okelog)®®

2uyvég
Awatovpia”, Kotakpdtnon ovpav,
oKpATELD OVPWV

Oyt ovyvég
Eniktnro obvdpouo Fanconi

NEKpwoN VEQPIKOY COANVAPI®mY

Awtapayés Tov
OVOTAPAYOYIKOD
GUGTI|LOTOS KL TOV
ROGTOV

2uyvég
ZTUTIKN duoAELTOVPYiN

I'evikég owatapayés
KOl KOTOOTAGELS TNG
0500 yopryneng

oAV cuyvég

Konwon®®, oldnua
(ovumepriopfovouévov
TEPLPEPIKOV O1ONLATOG),
mopelia’®, eEacOivion, ypurddng
cuvopoun (cvumeptiapfavovton
mope&ia, Pryoc, poaiyia,
HVOCKEAETIKO AAYOC, KEPOAOAYia
Ko piyn)

2uyvég
Owpaxikd GAyoc>®®, AMbapyoc

IToA0 cvyvég
Kénwon®®

2uyvég
[eprpepid oidnpa, mopetia’ e,
eEacbévion
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Koatmyopia/opyoviké | Okeg o avemBOpunteg AvemOdunreg evépyeres fadpov
cvotnpo / gvépyarteg/XoyvotnTa 3—4/XZvyvétnTo
[potiudpevog 6pog
Hapaxivikéc oAb ovyvég
eEeTdoelg AAKOAIKY] @GOATACT OIILOTOG
avénpeévn
ZUYVES
C-avtidphoa TpmTeivn ovénuévn
Koxkoosig, 2uyvég
oNAnTNPLacES KoL [Mtoon, pororec”
EMITAOKES
0epomEVTIK®OV
AEPLORAY

9 Avem@Opmteg evépyeieg mov avapépOnkay wg coPapéc oe kKAvikég dokipég oe acOeveic pe NATIM mov eiyav Mafet
Aevaldopion o cuvovacuod e Boptelopipmn kot de&oapedaldvn

~BA. mapdypao 4.8 TEPypaer EMAEYUEVOV AVETIOVUNTOV EVEPYELDOV

© AvemOOunTEC EVEpYELEC OV avapépdnioy ¢ coPopéc oe KAMVIKEG Sokiuég 6e a60evEic e TOAATAD LVEADLLO TTOV
vroPAnOnkav og Oepameia pe Aevolidopion oe cuvdvacud pe de&apedalovn 1 pekeordvn Kot Tpedvilovn

+ Loyvel povo yio. TG GoPupEg PAPUOKEVTIKEG OvemOOUNTES EVEPYELES

* AgpLOTIKOG KOPKIVOG €K TAUKOIDV KUTTAP®OV ovapEpOnke og KAMVIKEG SOKIUEG GE aoOEVEIG e LOEA®ILA TTOV Elyov
wponyovpéves vrofAndei o Bepaneio pe Aevadopion/delapedaldévn o oOYKpLon e TOVG HAPTLPES

** Kopkivopo dEppatog omd TAakdmdes entdniio avapépbnie og Khvikn dokiun o€ acbeveig pe veodoyvaohév poéhmpa
mov vroPAnonkav og Oepomeio pe Aevoridopidn/de&opebaldvn og cOYKPLoT LE TOVG HAPTUPES

2VVOTTTIKOG TVOKAS V1o, T HovoOeparelo,
Ot akdAovBot Tivakeg TPOKOHTTOLY amd O SOUEVO TTOV GUYKEVTIPOONKAY KOTE TIC KOPIEG OTN
povoBepameio Yo, LLELOSVOTAACTIKA GUVOPOLE KOl AEUPMOLOL 0td KOTTOPO TOV HOVODAL.

IMivakog 3. AvemBounTteg evépyeles mov avoPEPONKay 6€ KMVIKES d0KINES 6€ aeOeveis pe
VEAOOVOTTAUOTIKG cOVOpoLd ToL VoA ONnKay o€ Ospameio pe Aevaldoopion#

Katnyopia/opyovik ‘Olgg o1 avemBOunTeg AvemOounreg evépyeieg fadpov
6 cvoTnua / gvépyarteg/Zoyvotnra 3—4/Xvyvétta

Mpotiudpevog 6pog

Aopaéeg ko IToAv cuyvég IToAv cuyvég

TOPUCITMOCELG Baxtnplakée, 1oyeveic kot ITvevpoviad

HUKNTIOGIKEC AOULMEELG
(ovumepriopfavopévov TV | Xuyvec

EVKALPLOK®V AOIUDEEDV)O Baxmplokég, 10yeveic ko
HUKNTIOGIKEC AOULMEELG
(ovumepriopPovouévev Tov
EVKALPLOK®V AOTUDEEDV)D,

Bpoyyitioa
Awtapayés Tov IToAv cuyvég IToAv cuyvég
OLILOTTOLTIKOD KoL ®pouPonevior,0, ®pouPorevior,0, ovdetepomeviar,o,
TOV AEPPIKOD ovdetepomevioN,0, Aevkomevia
GUGTI|LOTOG Agvkomevia
2uyvég
Eumdpetn ovdeteponevior,O
Awtapayés Tov IToAv cuyvég
EVOOKPIVIKOD YmoBupeoeldiopog
GUGTI|HOTOG
Awtapayés Tov IToAb ovyvéc Mewmpévn 2uyvég
petopoiiopod ko opekn Yrepylorkopiod, peiwpévn opeén
™G Opyng
2uyvég

Y7reppoptwon G1dnpov,
UELOUEVO GOUOTIKO BApOg
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Yoyrotpikég 2uyvég

owatapayég Metafoin g
dabeoncO,~

Awtapayés Tov IToAv cuyvég Zdn,

VELPLKOV GLGTIATOG KeQOAaAyio

2uyvég Mapaichncia

Koapowokéc dowotapayég 2uyvég
08D uppaypa Tov pvokapdiov™,0,
KOATIIKT] LLOPLLOPLYNQ, KOPOILOKT
avemapKeLod

Ayyerokég droTapayés 2uyvég 2uyvég

Ynéptaomn, apatopo

D)efuca OpopPoeuforikd eneicoota,
Kupiog v T Padetl piePikn
OpouPwon kot Tvevpovikn uBoin’,0

Awtapayés Tov IToAv cuyvég

OVOTVEVGTIKOV Erictaén®

GUGTILUTOG, TOV

0®Opaxao KoL TV

HEGOOMPAKLOV

Awtapayés Tov IToAv cuyvég 2uyvég

YOUOTPEVTEPLKOV Audgpporad, kothakd dAyog | Atdpporad, vovtia, odoviaryio
(ovumeprropfovouévon

GAyoug Ve KOALOKTG
YOPOG), vouTio, ELETOC,
SVoKOIAMOTNTO

2uyvég
Enpoactopia, dvomeyia

Awtapayés Tov
NTOTOS KOl TOV

2uyvég
Mn @vcloloyikég

2uyvég
Mn @LGLOAOYIKEG OOKILOGIEG NTTATIKNG

A0ANPOpmV doKooieg NATIKNAG Aertovpyiog
Agrtovpyiog
Awtapayés Tov IToAv cuyvég 2uyvég

0£PNATOG KOL TOV
VT0OOPLOV LGTOV

E&avOnuata, Enpodeppiia,
KVNOUOG

E&avOnuata, kvnopog

Awtapayés Tov IToAb cvyvég 2uyvég
LVOGKEAETIKOV Mvikoi oracpot, Ooc@uaryiad
GUGTI|LOTOS KL TOV HVOCKEAETIKO GAyOg
GLVOETIKOD 1670V (ocvumepopPovopuévov

06PLOAYIOCO KoL GAYOLG

dxpov), apOpodyio, poaiyio
Awtoapayéc ToOV 2uyvég
VEQPOV KL TOV Neoppn
0VPOPOP®V 00V avemapkeLod
Ievikég Swatapoyés IToAv cuyvég 2uyvég
KOl KOTOOTAGELS TNG Kénwon, mepipepicd TTvpegia

0809 yopiiynong

olonua, ypummong cuvopoun
(ovumeprropPavopévmv
mopeiog, Py,
oapouyyitidag, poayiog,
LVOGKEAETIKOV AAYOLG,
KeQaAoAyiog)
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Koxkoosig, 2uyvég
ONAnTNPLacES KOl Itdon
EMITAOKES

OepomEVTIK®OV

AEPLORAV

A Bh. Topdypapo 4.8 TEpLypapr| EMALYLEVOV AVETIOOUNTOV EVEPYELDV
O AvemBOunteg evépyeteg Tov avapépOnKay g oPapés 68 KAMVIKEG SOKLUEG LVEAOSVOTAAGTIKMY GLUVIPOUMY
~ H petafoin mg 01G0gong avapépOnie mg cuyvn cofapr| avembount evépyeta otn perétn edong 3
LVEAOSVOTAAGTIKOV GLUVIPOU®V. Aev avapépOnie g avemBountn evépyela faduod 3 1 4
AXlyopiBpog mov epappodletat dote va copumeptineBovv oty IIXIT: Okeg ot ADRS mov edjpbncav amd tov akydpbuo
™mg perémg edong 3 meprapfavovton otnv IIXIT g EE. Ta avtég 1ic ADRS, die&nydn évag mpdcbetog Eleyyog tng
ovyvomtog Twv ADRS mov eMjencav amd tov akyopiBpo g nelétng edaong 2 Kat, o€ TePInTMGT OV 1) GLYVOTNTA
tov ADRS ot pehétn edong 2 ftav vynAdtepn and avt otn perét edong 3, To cupufav copneptiapfovotay oty
IIXTI ¢ EE ot cuyvétnta mov topovctaldtay otn perétn edong 2.
# AhyOoplOHOG TOV EPUPHOCTNKE Y10l TO LVEAOSVOTAAGTIKG GUVOPOLLOL:
e Melét pdong 3 HLeEAOSVOTAAGTIKOV GUVIPOU®V (SITAL TVEAOS TANOVGLOG aoPaAELnG, Stapopd LeTaED
5/10 mg Aevoldopidng kot EIKOVIKOD POPUAKOV 0O TO S0G0A0YIKO oYL EVapENG TOL TaPOLCLALETAL GE
TOVAGYIGTOV 2 GITOLLOL)
0 Okeg ot avemBounteg evépyeteg 0pelOpeves ot Bepameia pe > 5% tov atodpov vd Bepansio pe

AevaAdopuidn kot Tovkdiyiotov 2% dopopd 6To T0606TO peTad AeVoASopiong Kot EKOVIKOD
POPHLAKOV
Oleg ot avemBounteg evépyeieg opethdpeves otn Bepameia Babpov 3 1 4 oto 1% tov atdumv
vrd Oepameio pe Aevaldopidn kot TovAdyotov 1% d10popd 610 T0606TO HETOED AeVAALSOUIONG
KOl EIKOVIKOD QOPUAKOV
Oleg o1 coPapés avemBiunteg evépyeteg opeildpeveg ot Bepameio oto 1% TV atdp®Y VIO
Oepameio pe Aevaldopidn kot tovddyotov 1% dapopd 610 T0606TO HETAED AevaAdopiong
KOl EIKOVIKOU QOPUAKOV
o Melét @dong 2 pelodVETAUCTIKOV GUVOPOU®Y

o

o

0 Okeg ot avemBopunteg evépyeteg 0pethdpeves oTn Bepameio 610 > 5% TOV ATOUOV TOV TOV
vroPAndnkav ce Oepamneio pe Aevairdopion

o Olec ot avemBounteg evépyeteg opeddpeveg ot Bepameio fadpod 3 1 4 610 1% TV 0TOU®Y TOL TOV
vrofAnOnkav e Oepameio pe Aevoldopion

o Oleg o1 coPapéc avembiunteg evépyeleg opelAdpeveg ot Bepameio 6to 1% T@V aTOU®OV TOL

vrofAnOnkav oe Oepameio pe Aevodopion

IMivakog 4. AvemBounTeg evépyeleg mov avoPEPONKay 6€ KMVIKES d0KINES 6€ ao0gveig pe
AENOONO 06 KOTTOPO TOV Hovova wov vtofAOnkay o€ Oepameio pe Aevaldopnion

Katnyopia/opyovik|Oieg o avemBounteg AvemOounteg evépyeieg fadpov

0 cvoTp. / evépyeleg/Zuyvotnta 3—4/XvyvétnTa

[poTipndpevog 6pog

Aop@&els kKo [ToAY Guyvéc >uyvég

MAPUCITAOCELS Baxtnplakés, 10ygveic kot Baxtnplakés, 10yEVeic Kol LUK TIOGIKES

LK TIOGIKEG AOUMEELG
(cvumepiapPovouévav Tov
EVKALPLOKDOV AOTUDEEDV)O,
pvogapvyyitda,
mveLUOViod

AoMOEELS (cLUTEPAAUPOVOUEVOY TOV
EVKALPLOK®V AOUDEEDV)O, TvELUOVIOS

>uyvég Iapappivokormitida

Neomhaopata >uyvég >uyvég

Kaion0n, kakon0n |Avtidpaon avalondpwong dykov |Avtidpacn avalordpmong oyKov,
KoL pn OEPUATIKOG KOPKIVOG €K TAAKMOMV
KaOopropéva KuTTap®V/,Q, BOCIKOKVTTAPIKO
(meprriopfdavovror Kapkivoua”,O

KUGTELS KOl

MOAVTTO0EC)
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Alotapayic Tov
ULILOTOINTIKOD KO
TOV AEPPIKOV

[ToAD cvyvég
OpouPorevia’,
ovdetepomeviot,0,

[ToAb cuyvég
®poufonevia”, ovdetepomeviar,Q,
ovorpiod

GUGTI|LATOG hevkomeviad, avouiod
>uyvEg
>uyvég Eumopetn ovdetepomeviar,O,
Eumdpetn ovdetepomevia,O Aevkomeviad
Alotapayéc Tov [ToA0 cvyvég Zoyvég
petapfoiropod ko [Metwpévn 6peln, HELOUEVO IApLddTmoN©, vTovaTPLoUia,
g 0péyng COUOTIKO BApog, LTocPecTIONIN
VTOKOALOTO
>uyvég Apuddtwon?
'Poyrotpikég PuyvEC
oraTapayég AbTvia
Arotapayéc Tov PuyvEC Zoyvég
VEVPLKOV Avoyevoia, kKepoladyia, [Teprpepikn arcbntikn vevporddeia,
GLGTINATOG MEPLPEPIKT VELPOTAOEL, AnBapyoc

AlaTapayES TOL
0TOG KO TOV

>uyvég Thyyog

GUGTI|LOTOS KOL TOV
GUVOETIKOV LGTOV

>uyvég
IApBpairyia, GAyog Akpov, PVTKN
advvauiod

LafopivOov
Kopowokég Zoyvég
oLaTapayig Epepayuna tov pookapdiov
(cvumepriapPovouévov o&€og)™,0,
KOPOLKN OVETAPKELDL
Ayyerokéc >uyvéc Yrotaon® >uyveé
oL TOPUYES Ev to BdOer pAefikn O0poupwono,
mveLuovikn euPoin’, 0, vdtacnO
AlaTapayES TOV [ToAY cuyvéc Avemvolad >uyvéc Abomvorod
OVOTVEVGTIKOD
GUGTI|LOTOG, TOV
0O poKa KoL TOV
REGOO®PAKLOV
Arotapayéc Tov [ToA0 cvyvég Zoyvég
YOGTPEVTEPIKOD Alapporad, vootiad, EuetogO, Argpporad, kothakd dryogO,
OVGKOIMOTN T OVoKOIMOTNTO
>uyvég
Kotmakd dAiyocd
AloTapayES TOV [ToAY Guyvég >uyvég
0éppatog ko Tov  [EavOnuata E&avOnuata
VT0OOPLOV 16TOV  |(cuumepAapPavoprévng
OAAEPYIKNG OEPULATITIONG),
KVIOULOG
>uyvég
INvkTepvoi 10paTeS, ENpodepuio,
Aratapoyés Tov[LIoA) cuyvég Zoyvég
HVOGKEAETIKOV Mvikoi omacol, ocpualyio Oceuaiyia, poikn advvapiod,

apBpodyia, GAhyog dipov

AloTapayES TOV
VEQPOV KUl TOV

0VPOPOPMV 00DV

>uyvég Neppikn averdapielod
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KOl KOTOOTAGELS
NG 000V

xopNnynong

Cevikég owatapayés [Iodd cvyvég

Konwon, e£acbévion?,
mEPLPEPIKO 01N AL, YPUTDOING
cuvopoun (cvpmepthapfoavouévey
mopeciacd, Priya)

>uyvég
Piyn

Zoyvég

Mope&iad, e&achivion?, kdénwmon

BA. Tapdypapo 4.8 TEPLYPOPT EMAEYUEVOV AVETIOVUNTOV EVEPYEIDV
QAvemBvuNTEG EVEPYELES TOL AVOPEPONKAY MG GOPaPES 68 KAVIKES SOKIUEG AELPDOUOTOG Od KOTTOPO TOV LOvVIDOL
Aly6p1Opog Tov EPUPHOGTNKE Y10, TO AELPOUO ad KOTTOPO TOV LoV

e Eleyyouevn perétn @dong 2 Aepe®dpatog omrd KOTTopo Tov Hovoa

0 Okeg ot ovemBounteg evépyeteg 0QeNOpeVeES 6T Bepomeia pe > 5% TV aTOUOV GTO OKELOG TNG
AevaAdopidng Kot ToLAGyIoToV 2% S10popd 6T0 TOG0GTO HeTOED TOV GKEAOLG AevoASopidng Kot Tov
GKELOLG EAEYYOV

o Okeg ot avemBounteg evépyeteg 0peldpeves otn Bepomeia Babpod 3 1 4 e > 1% TtV aTOHOV GTO
GKELOG TG AevaALdopidNG Kot TovAdyiotov 1,0% dtapopd 6to T0606To HETAED TOV GKEAOVG
AevaAdopiong Kot Tov 6KELOVG EAEYYOL

o Oleg ot avemBounteg evépyeieg opelopeveg otn Oepancia o > 1% TtV atOH®OV 0TO GKELOG TNG
Aevaidopiong kot tovAdyiotov 1,0% dtapopd 6T0 T0600TO PHeTAED TOV GKEAOVG AEVOAMIOUIONG Ko
TOV GKEAOLG EAEYYOL

e Movol okéhovg perétn eaong 2 AepPduaTog and KHTTOPA TOV Havdvo.

o Okeg ot avemBounteg evépyeteg 0pethdpeves otn Bepaneia o€ > 5% TV aTOH®OV

o Oleg ot avemBounteg evépyeieg opethopeveg ot Oepaneio fabpod 3 1 4 mov avaeépbnkav ce 2 M
TEPLGGOTEPO. GITOLAL

o Olec o1 ZoPoapég avembounteg evépyeleg opelopeves ot Oepaneio Tov avaeépdnikay o 2 1
TEPLGGOTEPO. GITOLLAL

2vvorTikog wivokag yio. ) Oepameio ovvovaouod oe OA
O ax6Aov00g TivaKaG TPOKVTTEL 0O SESOUEVE TOV GLYKEVIPOONKAV KATA TIG KOPLEG LEAETEG

(NHL-007 kou NHL-008) 6mov ypnopomordnke Aevoridopion ce cuvavaoud He prtovEaumn yio
aoBeveic pe olddeg Aupmpa.

Mivaxkag 5: AvemOopnteg evépyeleg mov avapépOnkay og KMvikég doKipués o€ acdeveic pe oLMoEg
Aépoopa, tov Ehapav Ogpameio pe AEVOALOOUION GE GUVOLAGUO e PLTOVELRANTY

Katmnyopia/opyaviké | ‘Oleg or avemOOunteg AvemOounteg evépyeieg fadpov
cvoTnpO / gvépyereg/Tovotnto 3—4/Zoyvétnra
Mpotiudpevog 6pog
AoudEeg kKo [ToA0 cvyvég 2uyvég
TOPOCITOCELS Aolpwén tov avatepov ITvevpovio?, onyarpio?, Aoipwén
OVOTTVELGTIKOD GUGTNLOTOG Tov mvebova, Bpoyyitida,
YOGTPEVTEPITION,
2VyVEC TOPOPPIVOKOATITION,
[Tvevpovia®, ypinn, Ppoyyitida, ovpoloipmén, kuttapitido’
TOPOPPIVOKOATITION, OVPOAOTUMEN
Neomhdoporta [ToA0 cvyvég 2uyvég
KaA01) 01, Kokon0n Avalomopwon oykov” Bacikokvttoapikd kapkivopo™
Kol pun) keOopropéva
(mrepriappdavovran 2VyVEC
KUGTELS KoL Kopkivopo déppatog amd mAaKmoeg
TOAMT0HEGS) emOnAo®
Awtapayés Tov oA cuyvéc IToAv cuyvég
ALILOTTOUTIKOD KO Ovdetepomevio™’, avoupial, Ovdetepomevioa™®
TOV AEPPLKOD Opoupomevio?, Aevkomevia™
GUGTHHATOG Aepgpomevio™™ Zuyvég
Avapio®, Opoppomevio?,
gumdpetn ovdetepomevia’,
TAVKLTTOPOTEViD, Asvkomevia
Aepgomevia™"

42




Koatmyopia/opyaviké | ‘Oleg ot avemOdunteg AvemOOunreg evépyereg Padpov
cvotnpo / gvépyeleg/Xuyvotnta 3—4/Xvyvétta

[potiudpevog 6pog

Awtapayés Tov oA cuyvéc 2uyvég

petafoiropod ko

Mewwopévn 6pen, vrokaAtopio

Apudatoon, vrepacBestionpial,

™mg Opéyng VITOKOAOLLLN, VITOPOGPOTULLLO,
2VYVEC vIEPOLPLYOLLiD
Yropoopotapio, oapuddtmon

Yoyratpikég 2VyVEC

owatapayég Kotdbiwn, abmvia

Awtapayés Tov oA cuyvéc 2uyvég

vevpkov ocvotiratog | Keparalyio, {ain 2vuykomn
2uyvég
[Tepipepikn aoOnTIKN vevpomadela,
dvoyevcio

Kaporokég Oyt ovuyvéc

Swrapoyig AppvOuia’

Ayyerokég 2VyVEC 2uyvég

owTapayés Ymotoaon ITvevpoviky epBoin™, vdtoon

Awtapayés Tov oA cuyvéc 2uyvég

AVATVEVGTIKOD Avomvoa’, Prxog Avomvora’

GULOTNOTOS, TOV

0®paxae ko1 TV 2uyvég

pecofmpaxiov AAYy0g GTOUOTOPAPVYYQ, SVGPMViM

Awtapayés Tov [ToA0 cvyvég 2oyvég

YOUOTPEVTEPLKOV Kothako dhyog®, Siappoia, Kothaxd dhyoc®, Sidppota,

dvokothotnTo, voutio, EUETOC,
dvomeyia

2uyvég
AAY0G AV KOTAMOKNG YDPOG,
otopotiTdon, ENPOocTopia

SVOKOIMOTNTA, CTOUOTITION

Awtapayés Tov
0£ppraTOg KO TOV
V060 pLOv 1670V

oA cuyvéc
BEGvOnua”, kvnopog

2uyvég
Enpodeppiia, VOKTEPIVEG EPLOPDGELS,
gpuinua

2uyvég
E&avOnua*, kxvnopdc

Awtapayés Tov
HVOGKEAETIKOV
GUGTI|LOTOS KL TOV
GUVOETIKOV 1670V

oA cuyvéc
Mvikoi onacpot, ocpuaiyia,
apBpodyio

2uyvég

AAyog dxpov, pikn advvayio,
HUVOCKEAETIKO GAYOG, LOOAYi,
oVYEVOAYiaL

2uyvég
Mvikn advvapia, avyevalyio

Awtoapayéc ToOv
VEQPOV KoL TOV
0VPOPOPMYV 00V

2uyvég
O&elo veppikn PAapn°

I'evikég owatapayés
KOl KOTAGTAGELS TI|G
0500 yopryneng

oA cuyvéc
[Mvpe&ia, KOO, eacbévion,
TEPLPEPIKO 010N

2uyvég
Kakovyia, piyn

2uyvég
Koénwon, eEacbévion
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Koatmyopia/opyaviké | ‘Oleg ot avemOdunteg AvemOOunreg evépyereg Padpov
cvotnpo / gvépyeleg/Xuyvotnta 3—4/Xvyvétta
[potiudpevog 6pog
Hapaxivikéc IToAb cvyvég
eEeTdoelg ALvoTpaveepdon TG aAaviving
ovgnpévn
2VYVEC
Melwopévo copotikd fapog,
yorepuvBpivn aipatoc ovénuévn

BA. Tapdypapo 4.8 meptypaen eTleyUEVOVY aveTBOUNTOV EVEPYELDV

AXlyop1Bpog mov epoppdoTKe Yo 10 0{ddeG AEpmpaL:

Eleyyouevn doxn edong 3:

®  AvemOoOunteg evépyeteg oe NHL-007 - Oleg ot avemBounteg evépyeieg opethopeves ot Oepaneia pe > 5,0% tov
atOU®V 6T0 6KEAOG Aevaidopidng/prrovipdunng kot tovAdyiotov 2,0% vynidtepn cvyvotta (%) oto okélog
Aevoldopidng oe cOykpion pe to okéAog e Eyyov - (mAnBvopdg acpdieiog)

®  Avembounteg evépyeteg Babpod 3/4 oe NHL-007 — Okeg o1 Bobpod 3 1 4 avembopunteg evépyeieg 0QeOUEVEG 6T
Oepancia pe TovAdyotov 1,0% tov atopev 610 okérog Aevaldopiong/prrovéipdunng kot tovidyietov 1,0% vynidtepn
ovyvoTTO 670 OKEAOG Aevodopidng og cuykpion pe To 6kEAOG EAEYYOVL - (TANBVOUOC AoPELELC)

®  YoPopég avemBounteg evépyeteg o NHL-007 - OAec o1 coPapég avembounteg evépyeieg opethodpeveg ot Oepansio pe
TovAdyiotov 1,0% tev atépev 6to okEA0G Aevardopidng/prrovéipndpnng kot tovAdyistov 1,0% vynAidtepn cuyvotta
670 okéhog Aevaldopidng/prrov&udunng oe cOYKpLon pe 1o okEA0g eEAEYYOL - (TANBLoHOG aoPalelog)

Aokipn evog okéLOVGS, eaong 3 yuo to OA:

®  AvemBounteg evépyetec oe NHL-008 - Odeg ot avemBounteg evépyeteg opethopeveg ot Bepancia pe > 5,0% tov
atopOV

®  AvemBounteg evépyeteg Babpov 3/4 NHL-008 - Okeg ot fabpod 3/4 avembounteg evépyeieg opethopeveg ot Bepaneio
mov avapéptnkav cg > 1,0% tov atdpmv

®  YoPopég avemBounteg evépyeieg o NHL-008 - OAeg o1 coPapéc avemBounteg evépyeieg opeddpeveg ot Bepameio mov
avaeépbnkav og > 1,0% tov atdpmv

O Avem@0pmteg evépyeieg mov avapépOnkay wg coPapic og KAvikég Sokipég yia 1o 0{ddeg AP

*Toylet povo yia Tig coPapis PUPULAKEVTIKEG OVETLOVUNTEG EVEPYELES

"Ynr6 tov 6po «EEAVOMU» TepihapuBhavoval o1 TpoTidpevol Opot eEavinua kot eEavOnpo knAdoBraTdhdeg

Y16 tov 6po «Agvkomevian nephapEvovTol ot TPOTYMUEVOL Opot AevKOoTEVia Kot 0pldpdg AEVKOKVTTAPMY HEIMUEVOG

***Y 76 tov 0po «Agppomevion TePLaPAVOVTOL Ol TPOTOUEVOL OPOL AEUPOTEVIL KOl OPLOIOG AEUPOKVTTAPDV LELOUEVOS

2VOVOTTIKOG TIVOKOS TV OVETLIOUNTWV EVEPYEIDY UETC, THYV KDKAOPOPLO OTHY Ayopd,

Emumiéov tov mopamdve avembOunTmv vepyEI®V OV JAMIGTOONKAY Ao TIG PUCIKEG KAVIKES
S0KIES, 0 aKOAOVBOG TTivakag TPOoKLITEL 0Td dEdOUEVA TTOL GLYKEVTPMONKAY amd cTotyeio LETA TV
KuKlogopia otV ayopd.

IMivakag 6. AvemOounteg evépyeleg mov ava@EpOnKay KoTd T Ypfien HETA TV KuKAoQOopio 6TV

ayopad o€ ac0gveic Tov voPANONKaY o€ Oepameio pe Aevaldopnion

Koatmyopia/opyoviké | ‘Okeg ov avemOopnteg AvemOdunreg evépyeres padpov

cvoTnpO / gvépyereg/Tovotnto 3—4/Zvoyvomra

IpoTip®pevog 6pog

AondEELg Ko Mn yvootég Mn yvootég

TOPUCITOCELG loyeveig Aowméeic, loyeveig Aowméeic,
GUUTEPIAOUPAVOLEVIC TNG GUUTEPIAOUPAVOLEVIC TNG
EMOVEVEPYOTTOINGNG TOV 100 TOL EMOVEVEPYOTTOINGNG TOV 100 TOL
épmnra {wotpa Kot g nratitidag | Epmnrta {OoThipa Kol Tng
B nratitdog B

Neomlaoporta 2ravieg

KaA01) 01, Kokon0n 2Hvdpopo Avong dykov

Kol pun) keOopropéva

(mrepriappdavovron

KVUGTELS KoL

TOAOTOOES)

Awtapayés Tov Mn yvootég

JLOTOMTIKOV Kol Tov | Emiktntn opogiiio

AENPIKOV CVLGTINO.TOS
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Koamyopia/opyoviké | ‘Okeg ov avemOopnteg AvemOdunreg evépyeres fadpov
cvotnpo / gvépyeleg/Xuyvotnta 3—4/XZvyvétnTo

[potiudpevog 6pog

Awtapayés Tov 2mivieg 2rivieg

IVOGOTOLTIKOV Ava@uAiaxTtiky ovtiopaon”® AvaeuAiaxTtiky ovtiopaon”®
GUOTIHNOTOS

Mn yvootég
Amopprym LOGYEDLATOS GUUTAYOVG
0pYAvoL

Awtapayés Tov 2VyVEC

EVOOKPIVIKOV YrepBupeoeidiopog

GUOTNNOTOG

Awtapayés Tov Oy ovyvég 2ravieg

OVOUTVEVGTIKOD [Tvevpovuin véptaon [Tvevpovuin véptaon
GUGTI|LUTOG, TOV

0O poka Kol Tov Mn yvootég

HEGOOMPAKLOV Algueon vevpovitido
Awtapayés Tov Mn yvootég
YOGTPEVTEPLKOD Hoaykpeatitida, didtpnon tov

YOGTPEVTEPIKOD COANVA
(ovumeprrapfovouévav
STPNOE®V EKKOATIMUOTOC,
EVTEPOV KOl TAYEOG EVIEPOV)”

Awtapayés Tov
NTATOG KO TOV
10N POpV

Mn yvootég
Oéela nrotikn avendpkea”,
to&kn nratitida”

Mn yvootég

O&ela NroTikn averdpieln”, ToEKn
NRATITIOA”, KVTTAPOAVTIKY
nroTiTIdn”, YOAOCTOTIKN
nroTitido”, WK
KUTTOPOAVTIKT/YOLOGTOTIKY|

nrotitdo”
Awtapayés Tov Oy ovyvég
0£ppraTOg KOl TOV Ayyelooidnua
V060 pLOv 1670V
2ToviES

Zvvdpopo Stevens-Johnson?,
tof1Kn emdepuikn vekpoivon”

Mn yvootég
AEUKOKLTTUPOKAGTIKY|

ayYEUTION, QOPLOKEVTIKT
avTidpaon pHe NOSIvVoPIAio Kot
GUOTNUOTIKA CUUTTAOMOTO

BA. Tapaypapo 4.8 TEPLYPOPT EMAEYUEVOV AVETIOVUNTOV EVEPYEIDV

TIeprypaen emieyuévmv ovembountwy EVEPYELDV

Teporoyovog dpdon

H Aevaiidopion oyertiCetor dopuxd pe t Boidopion. H Baridouion etvar pua yvowoti 1€patoydvog
dpaoTiKn ovoia yio Tov AvOpwTo ToL TPOKUAEL GOPAPEG GVYYEVEIG SIUUAPTIES, AMEIANTIKES Y10l TN
Com.

e mONKove, 1 AEVOALOOUION TPOKGAESE SVGTANGIEG TTOPOUOLES LLE OVTEG TTOV TTEPTYPAPTKAV Y10, TT|
Bodopidon (BA. mapaypdpovg 4.6 kai 5.3). Xe nepintwon mov 1 Aevalidopion Anedel katd
SLapKELD TNG KONOTNG, 1] TEPATOYOVOS EMIOPAOT) TNG AEVAAOOUIONG 6TOVG avBpdmovg etvar
OVOUEVOLLEVT.
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Ovoeteporevia kar Gpoufomevio

Neodroyvwalév moromdd pvélwpa: aobeveic ov Eyovy vrofinbel oe ASCT rkau loufiavovy Oepameio,
e levalidouion covenpnong

H Aevaiidopion cvvripnong petd amd ASCT oyetiletor pe vynAoTepn GLYVOTNTO OVOETEPOTEVING
Babpod 4 o€ cOyKpLon e TN GLUVTHPNON UE EKOVIKO papuako (32,1% évavtt 26,7% [16,1% évavtt
1,8% petd v évapén g Oepanciog cvvrnpnong] ot perétn CALGB 100104 ko 16,4% évavtt
0,7% o perétn IFM 2005-02, avtictoyya). AvemBOunTeG EVEPYEIEG OVOETEPOTEVIOG OPEIAOLEVES GTN
Bepaneia Tov odNyNoav oe drakomn TG Aevaidouiong avapépdnkay oto 2,2% tov acbevav ot
perétn CALGB 100104 kot 10 2,4% twv acbevov ot perémn IFM 2005-02, avtictoyyo. Epmopetn
ovdeteponevia fobpov 4 avapépbnke o TaPOUOIEG GLYVOTNTEG GTO GKEAT AEVOMOOUIONG CLUVTHPNONG
G€ GUYKPLOT| LLE TO GKEAT GLVTIPNONG LLE EIKOVIKO AapLaKo og appdtepes Tig peréteg (0,4% Evavtt
0,5% [0,4% évavtt 0,5% petd v évapén g Bepaneiog cuvtipnong] ot perét CALGB 100104
xat 0,3% évavtt 0% ot perétn IFM 2005-02, avtictoyya).

H Aevotidopion cuvtnpnong petd oamnd ASCT oyetiletar pe vymiotepn cuyvotnto Opouforeviog
BaBuov 3 1 4 oe ovyKploN Ue TN cuvTPNoT Ue glkovikd eappoako (37,5% évavtt 30,3% [17,9% évavtt
4,1% petd v évapén g Bepanciog cuvinpnong] ot perétn CALGB 100104 xou 13,0% évavrt
2,9% ot peiét IFM 2005-02, avrtictoyya).

Neodroyvwalév morlomdd pvélwpa: aobeveic mov dev eivou koTdAlnlol yio uetopudoyevan Ko
Aoufiavoovy Gepameio ue Aevotidouion oe ovvovooud e foptelouiuny xor oelousbolovy
Ovdeteponevio Babpob 4 mopoatnpndnke oto okéhoc RV oe pukpdtepo Pabud og oyéon pe 1o
ovykptiko okéhog Rd (2,7% évovtt 5,9%) ot puehétn SWOG S0777. Eumbpetn ovdetepomevia
Babpov 4 avoaeépOnke o mapdpoteg cvyvotneg oto okéhog RV og ohykpion pe to okélog Rd
(0,0% évovtt 0,4%).

Opopporevio Babpov 3 1 4 napatnphnke oto okérlog RVd og peyaiivtepo Pabuod oe oyéon e 1o
ovykpltiko okéhog Rd (17,2% évavtt 9,4%).

Neodioyvwalév morlomAd pvélwpa: aobeveic wov dev eivor kKOTAAANAOL Y10 HETOUOCYEVTN KL TTOV
Aoufiavooy Geparmeio ue Aevoridouion oe avvovaouo ue oelousbolovn

O cvvdvacudg Aevaridouione pe deEapebaldovn oe acbeveic e veodiayvwoBév ToAATAO HuéAmua
oyetileton pe younAotepn ovyvotnta ovdeteponeviog Babuov 4 (8,5% oe Rd kot Rd18), og ohykpion
pe MPT (15%). Eumdpetn ovdeteponevia Babpov 4 mapatnpnnke omdvia (0,6% oe Rd ko Rd18 og
ovykpion pe 0,7% oe MPT).

O ovvdvacpog Aevoridouiong pe deEapebalovn oe acbeveic pe veodioyvwoOév ToAAamAOd HuEAM LA
oyetiletan pe younAotepn ocvyvortra Opopuponeviag fabuov 3 kot 4 (8,1% oe Rd ka1 Rd18), og
ovykpion pe MPT (11,1%).

Neodrayvawabév mollamlo uvéiwuo.: aobeveic wov oev eivol KaTtdAANAOL VIO UETOUOTYEDCH KOl TTOD
Aoufiavoovy Geparmeio ue Aevoridouion oe cVVOLAGUO UE UEAPOLOVY Kol TTpeovilovl

O ocvvdVAGHOG AeVOAdOUIONG e HeAPOAdVT kot TpedviLovn oe acBeveic e veodloyvmceBév ToAAamAO
puéhopa oxetiletar pe vymAdTepPN ovyvoTNTa ovdeTEPOTEViaG Pabuov 4 (34,1% o MPR+R/MPR+p)
oe ovyKpion pe MPp+p (7,8%). [apatnprOnke vynAidtepn cuyvotnto EUTVPETNG OVIETEPOTEVING
Boabuov 4 (1,7% oe MPR+R/MPR+p cg cuykpion e 0,0% o MPp+p).

O cvvdVAGHOG AevaAIdOUIONG e neA@aidvn kat Tpedvildvn oe acheveic pe veodloyvmceBév ToAAamlo
poéhopa oxetiletat pe vynAdtepn cvyvotnto Opopporeviog fabuod 3 ko 4 (40,4% oe
MPR+R/MPR+p) cg ctykpion pe MPp+p (13,7%).

HolLomho pvélwua. aabeveic ue tovidyiorov uio ponyoduevy Beporeio,

O ovvdvacpog Aevoridopiong pe deEapuedalovn o acbeveic pe mordamhd pvélopo oyetileton pe
VYNAOTEPT GLYVOTNTA EUPAVIOTG ovdeTepoTmeviag fabuov 4 (5,1% oe acbeveic vrd Bepancio pe
Aevaidopion/oe&apebalovn og ovykpion pe 0,6% oe acbeveic vmd Bepaneia pe elkovViKO
oappaxo/degopedalovn). Eneicodio epmidpetng ovdetepomeviog fabpov 4 mapotnpnOnkay oyt cuyvd

46



(0,6% og acBeveig vro Bepameia pe Aevaridopion/deiapedalovn og ovykpion pe 0,0% o acbeveig
vd Bepoameio pe eucovikd eapuako/oeapuedalovn).

O ocvvdvacuog Aevaridouiong pe deEapebalovn oe acbeveic pe morhamhd poélopo oyetileton pe
VYNAOTEPN GV vOTNTA ELPAvViong Bpopforeviag Baduod 3 kot fabuov 4 (9,9% kot 1,4% avrictoiymg
o¢ acbeveig vd Bepancio pe Aevoridopidn/degopebalovn o cvykpion pe 2,3% ko 0,0% og acBeveig
vd Bepaneio pe eucovikd eappako/deapnedalovn).

AdoBeveic ue yvelodvoriootixg abvipouo.

e ao0eveig pe LEAOSVOTAAGTIKA GUVOPOUA, 1| AEVOALOOION oyeTileTal e LVYNAOTEPT GLYVOTN T
euPaviong ovdetepomeviag Pabduov 3 N 4 (74,6% ot acbeveic vd Bepaneia pe Aevolidopion oe
ovykpion pe 14,9% oe acBeveic vmd Bepaneia e e1KOVIKO PappoKo ot HeAétn edong 3).Eneicdda
EUTVPETNG 0VOETEPOTEViDG Pabpov 3 1 4 mapatnpndnkav o€ 2,2% twv acbevodv vmod Bepaneio pe
Aevoldopion oe cvykpion pe 0,0% oe acbeveic vo Bepaneio pe gKoViKO QApproko). H Aevaiidopion
oyetileton pe vynAdTEPT GLYVOTNTA EPPdviong OpopPomeviag Baburod 3 1 4 (37% ot acBeveic Vo
Oepamneia pe Aevoldopion oe cvykpion e 1,5% o€ acbeveic vwd Oepameia pe EIKOVIKO PAPLOKO GTN
peAé pdong 3).

AoBeveic e Aupwuo. amwo KdTTepo. Tov Hovooe,

e aoBeveig pe Aéppopa amd KOTTapo Tov Lovdva, 1 AEVaAIdopUidn oyetileTon pe vyMAdTEPN
oLYVOTNTA EUPEVIoNG ovdeTepomteviag Pabuov 3 1 4 (43,7% oe acbeveig vrd Bepaneio e
Aevaldopion og ovykpion pe 33,7% o€ acbeveic Tov 6KELOVG ELEYYOL GTN HEAETN QhoNG 2).
Ene160010 epmdpetng ovdeteponeviog fabuov 3 1 4 tapatnpnnkav o€ 6,0% tov acbevov vro
Bepaneio pe Aevoldopion oe ovykpion pe 2,4% oe acbeveic Tov 6KEALOLG EAEYYOV.

AaoBeveic ue olwdec Abupwue.

O ocvvdvacrog AevaAdopiong pe prrtovéipuaunn oe olmoeg AEppoua oyetiletan pe vYnNAOTEPN
ovyvotTa ovdetepomeviag Padpod 3 M 4 (50,7% ot acbeveic vd Bepameio pe
Aevoldopion/prrovéipaunn oe ovykplon pe 12,2% o acleveic vio Oepameio pe stkovikd
@appoaxo/prrovépaunn). Oleg ot meprtdcelg ovdeteponeviag Padpon 3 1 4 NTov avasTPEYIIES LEGH
TPOCOPIVIG O10KOTNG TNG dOONG, HEIOTNG TNG dOOTG KA/ VITOGTNPIKTIKNG y®YNG U ovéNTiKohg
napdyovtes. Emiong, epmbpetn ovdeteponevia mapotnpndnke oyt cuyva (2,7% oe acbeveic vid
Oepameio pe Aevoldouion/prrovéipuaunn oe ovykpion pe 0,7% oe acbeveic vd Bepomeio pe eucovikd
QAPLOKO/PLTOVEIAUTN).

H Aevolidopion oe cuvdvacuo pe prrovéipuaunn oyetifetor exiong pe vynAodtepN cLyvVOTNTO
epeaviong Opopfomneviag fabuov 3 M 4 (1,4% oe acbeveic vid Oepameio pe
Aevoldopidn/prrtov&ipaunn og ovykpion pe 0% oe acBeveig vid Bepaneio pe eucovikod
QAPLOKO/PLTOLEUAUTN).

Drefikn Opoufosufoln

AvEnuévog kivouvog ev o Badet eAefikng Opoupwonc Kat Tvevpovikng euPoing oyetiletar pe
¥PNON TOL GLVOVOCUOV Aevoidouidng pe de&apefalovn oe aocbeveic e TOAAUTAO LOEADUA KAl GE
pikpotepo Pabud oe acbeveig vid Bepameio pe Aevaildopidn oe GuVOLOCSUO e HEAPAAGVT Kot
pedvilovn 1 o€ acbevelg pe ToAaTAO LuEA®UE 1] LLELOSVGTAOCTIKG GUVOPOUN KOl AEUPMLOL OO
KOTTOPA TOL HavoVA TOL VIToBarAovTot o€ povobepomeia pe Aevaidouion (BA. mapdypago 4.5).
Tavtdypovn yopnynomn epuOPOTONTIKOV TOPAYOVIMV 1] TPOTYOVLUEVO 1GTOPIKO €V T® PaOel pAePiKng
Opoupwong propet emiong va avénoet tov Kivovvo OpopPwong 6Tovg GUYKEKPLLEVOLS 0oOEVELS.

Euppoyua tov pvoropdiov
‘Epopaypa tov pookapdiov €xet avapepbei o aobBeveic mov Aapfdvovy Aevadopion, 1outépws o€
EKEIVOVC UE YVOGTOVG TTOPAYOVTEG KIVOUVOU.

Aroppoyikég oratopoyés

O apopparyiés SaTopoyés ovapEPOVTOL GE OLAPOPES KATNYOPIES 0pYAVOL GLCTNUATOS: AtaTopayég
TOV QUUOTTOINTIKOD KOl TOL AEUPIKOD GUOTHUOTOG, OLOTAPAYEG TOV VEVPIKOD GUGTHILOTOG
(evbokpaviaxn alpoppayia), SOTAPAYES TOV AVATVELGTIKOD GUGTILOTOC, TOL BMOpaK Kot TOL
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pecobwpdxiov (emiotaln), dSlotapoyEc TOV YOOTPEVTEPIKOD (arpoppayio TV 0OA®V, ALOPPOTOIKY|
ooppayia, apoppayic Tov 0pHov), SUTAPAYES TOV VEPPOV Kl TWV 0VPOPOP®V 0dMV (aupatovpia),
KOKMOGELS, OSNANTNPLACEL KOl EMTAOKEG OEPUTELTIKMV YEPICUDV (LOADTESG) Kol 0y YELNKES OLOTAPOYES
(exybpmon).

AN epyIkés avTiOpaoeis kol GOPOPES OEPUOTIKES AVTIOPATELS

"Eyxovv avaepephel mepintdoelg aALEPYIKOV OVTIOPAGE®DY, GUUTEPIAAUPAVOUEVOV Oy YELOOIONILOTOG,
AVOQPUAOKTIKNG OVTIOPUGTC Kot coBapmy SEPUATIKMY avTIdpdcemv, cupmneptiopupoavopévay tov SJS,
TEN ka1 DRESS pe ) xpnon Aevolidopiong. ‘Exel avapepbei ot Piioypapio mboavni
StaoTawpodpevn avtidpaon petabd Aevaaidopidng kot Boidouidng. Ot acheveic pe 16TopiKd Gofapov
eEavOnuatog mov oyetiCeton pe Bepameio pe Baridopidn dev Ba mwpémet va Aapfdvouy Aevaidopion

(BA. mapdypogo 4.4).

Aedtepeg mpwromobeis koxonleieg

e KAMVIKEG 6oKIpEC o€ aobevelg pe poélmpa Tov glyav Tponyovuévog vmofAnbei oe Oepaneio pe
Aevoldopion/deauedaldvn og cOYKPION LE TOVES HAPTLPES, TOV TEPIAAUPAVOLY KLPIMG dEPLOTIKG.
KOPKIVOUATO €K BOCIKOV 1| TAOKOIDV KUTTAP®V.

OCeia pveloyevig Aevyauio

HolhamAo uvéiawuo.

ITepimtdoelg o&elag poeioyevoig Aevyoioc (AML) éxovv mapatnpndel o€ KAVIKEG SOKIUES
veodlayvmaeBévtog moALamA0D pueddpotog oe acbeveic mov Ehafav Bepameia pe Aevoildopion oe
ouvovaoud pe pedparavn 1 apéomg petd and HDM/ASCT (BA. mopdypago 4.4). Avt n avénon dev
mopatnPNONKe o8 KMVIKEC SOKILES VEOILOYVMGHEVTOC TOALATAOD LVEAMUIATOG o€ aeBeveig mov
Ehapav Aevaldopion oe cvvovaouo pe desapebaldvn oe chykpion pe BoAdopion 6 cLVOLAGHO LE
HeAQOAGVT Ko TPedVILOVN.

Mverodvariaotira cbvipouo.

Ot apyiég HeTaPANTEG, cvumepIAaBavopéVTg TG CUVOETNG KVUTTOPOYEVETIKNG KOl TNG METUAAAENC
TP53, oyetilovtan pe v e&€MEn oe OMA o€ acbeveig mov e€opTdVTaL 0T TN HETAYYIOT KOl £X0VV
avouario Del (5q) (BA. mapdypagpo 4.4).

O exTiumpevog 2etg afpototikdg kivouvog eEeMEnc oe OMA ftav 13,8% oe acBeveic pe
pepovouévn avouaiio Del (5q) og ovykpion pe 17,3% vy acBeveic pe Del (5q) ko pio emimAéov
KLTTOPOYEVETIKN avopoiio 38,6% oe acbeveig pe ohvBeto KopvdTLTO. XE o post-hoc avdAvon pag
KAWVIKNG OOKLUNG TNG AEVOALOOUIONG GE HVEAOOVOTAAGTIKG GOVOPOLLN, TO EKTIUDOUEVO 2ETEC TOGOGTO
e&éMéng oe OMA Ntav 27,5% oe acBeveig pe Betikdmra IHC-p53 ko 3,6% o acBeveic pe
apvnrucotnto IHC-p53 (p=0,0038). Xtovg acbeveig pe Oetikdotnta IHC-pS3, mapoatnpnonie
YOUNAOTEPO T0G00TO eEEMENG 68 OMA petad Tov acbevav Tov Tétuyav avtamdkpion aveoptnoiog
petdyywong (transfusion independence, TI) (11,1%) og cOykpion pe Tovg acbeveig mov dev
avtorokpiOnkav (34,8%).

Hrortikég dratapayés

"Exovv avaepepbel o1 mapokdtom avemBOUNTEG EVEPYEIEG LETA TNV KLKAOPOPIX GTNV ayopd (Un yvooTn
oLYVOTNTA): 0&Ela NTUTIKY OVETAPKELD KOl YOAOGTAOT (KOt 01 600 dSuVNTIKA BovatneOpEeC), TOEIKN
NTATITION, KUTTOPOAVTIKN NTATITION KO UIKTH KUTTOPOAVTIKN/YOAOGTATIKT NTATITION.

Pofdouvolvon
"Exovv mapatnpnbel ondvieg mepimtooelg pafdopvorvons, optopuéves omd avTég Katd Tn yopnynon
Aevoldopiong pali pe otativn.

Arozapoyés tov Gopeostdoig

"Exovv avaeephel mepimtdroelg vTobupeocdio ol Kot TepTT®cels vVepbupeoetdioot (BA. Tapdypapo
4.4 Aartopayég Tov Bupeoeldong).
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Avtidpaon ovolwrdpwons oykov (TFR) ka1 abvopouo Loong oykov (TLS)

> perétn MCL-002, nepinov to 10% tov acBevav mov érapav Bepaneia pe Aevoiidopion
napovciacav TFR g ovykpion pe to 0% oto okéhog eEléyyov. H mhetovotnta tov cupufdaviov
gupaviotnke otov koK o 1, 6ha alorloynOnkay og oxetilopeva pe t Bepomeio Kot 1 TAELOVOTNTO
TV avaeopdv NTav Badpod 1 1 2. AcBeveig pe vynidé MIPI katd ™ didyveon 1| e oykdoT voco
(Tovrhdyotov pia PAAPN > 7 cm Péoet NG PEYIOTNG SLUETPOV TOV LETPATOL KATH UNKOC) KOTA TNV
évapén umopet va dratpéyovv kivovvo yia TFR. Xtn pedétn MCL-002, avaeépOnke TLS yio évav
acBevn| o€ €kaoTo Mo To 000 okéEAN Oepameiag. Tnv vrootnpiktikn perétn MCL-001, nepinov t0
10% tov acbevav eppdvice TFR. OAeg ot avagopég tav Pabuov 11 2 og mpog ) Papvtnto Kot OAeg
a&loroynOnkav oc oyetilopeves pe t Bepaneio. H mhetovomta tov copufaviov mpoékuye otov
KkOKkho 1. Agv vnpEav avapopés yia TLS ot pedétn MCL-001 (BA. mopdypago 4.4).

Y perérn NHL-007, avaeépbnke TFR og 19/146 (13,0%) and tovg acbeveig 610 okéNOG
Aevaldopiong/prrovéuaunng évavtt 1/148 (0,7%) acbeveic 610 okELOG EIKOVIKOD
eappaxov/prrovéipaunng. O mepiocdtepec TFR (18 and T1g 19) mov avagépbnkay 610 okélog
AEVOMOOUIONG/ PITOLEIUAUTNG TOPOVGCIAGTIKAY KOTO T OAPKELD TV S0 TPOTOV KOKA®V Ogpameing.
"Evag aofevnc pe OA o610 okélog Aevardopuidng/prrovéipapnng mapovoioce Eva copfav TFR
BaOpov 3 évavtt kavevog acbevoic 6To okELOG EIKOVIKOD QUpPUAKOV/PITOLEUAUTNG. TN LEAETN
NHL-008, 7/177 (4,0%) and tovg acbeveic ue OA mapovciocav TFR (6cov apopd ™ coPapdtnroa,

3 avaeopés nrav Babuov 1 kot 4 avagopég fitav Babpov 2), eved 1 avapopd BewprOnie coPapr]. Xt
perétn NHL-007, mapovoidotke TLS og 2 acbeveig pe OA (1,4%) oto okéhog
Aevodopiong/prrovéuduang kot og kavévay aclevi pe OA 6To 6KELOC EIKOVIKOD
eappdxov/prrovéipdunng. Koavévag acbevig dev giye oupfdv Babuov 3 1 4. TLS nopovcidotnke o€
1 aoBevn pe OA (0,6%) ot perétn NHL-008. Avtd 1o pepovopuévo cupfay tavtoromdnke og
cofapn avemBountn evépyeto Babuov 3. T'a tn pedétn NHL-007, kavévag acBevnic dev ypeldotnke
va dlokOyeL oploTika T Oepameia pe AevaAidopion/pirov&udunn Adyo TFR i TLS.

A1070p0YES TOV YATTPEVTEPIKOD

"Exovv avagepbel S1oTproelc TOL YOOTPEVTEPIKOD COAVO KT TN dtdpkela TG Oepaneiag pe
AevoAdopion. Ot SloTpnGELS TOL YOOTPEVTEPIKOD COANVO UITOPEL VO 0OTYTICOVV GE ONTITIKEG
emumhorég Ko pmopei va oyetiovrat pe Bavatnedpa xPoon.

AvoQopd mBavoLoyOLUEVOV AVETBOUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GO0 KLKAOPOPToG

TOL QOPUAKEVTIKOV TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn tapakorlovdnomn e oyéong

0PEAOVG-KIVOUVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyeAaticg vyeiog vo

avaPEPOLY OTTOLEGONTOTE TOUVOALOYOVEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG

ovVopOPAG:

- EBvikdc Opyaviopog @apudkmv, Mecoyeiov 284, GR-15562 Xoiapyog, ABMva, Tni: + 30 21

32040380/337, ®a&: + 30 21 06549585, Iotdtonog: http://www.eof.gr

- Doppokevtikég Yanpeoieg, Yrnovpyeio Yyeiog, CY-1475 Asvkwoio, Tnk: +357 22608607,
Dag: + 357 22608669, Iotdtomog: www.moh.gov.cy/phs

49 Ynepodocolroyia

Agv vrapyet €101KN epmelpion OGOV apopd T dtayelpton g VITEPOOGOAOYING AEVOAOOUIONG GTOVG
aoBeveic, av Kot og peAétec eDPOLE 0OoNG oplopévol aobeveic ektédnkay oe doon péypt 150 mg, ko
o€ HEAETEC eamas 0OoMG, peptkoi acheveic extédnkav og 860m £wg 400 mg. H docomeplopiotikni
TOEIKOTNTA GE OVTEG TIG LEAETEG TAV KLPIWG ALLOTOAOYIKT. L€ TEPIMTWOT VIEPOOGOAOYING,
GUVICTATOL VITOGTIPIKTIKN Oy®yN.
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5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopikEs 1010TNTES
Ddoppokobepamentikn Katnyopic: GAAL 0VOGOKOTAGTAATIKA, Kodkog ATC: LO4AX04

Mnyoviopndg dpdong

H Aevolidopion deouevetal aueca pe to cereblon, £évo 6VGTOTIKO TOV TOUEN ring pLog KOVAAIVIG TOV
evQopucot cvopmAéypatog g E3 Atydong g ovpikovitivng, mov mepthapPdvel T 0EGUELTIKN
TpoTeivn ProPav deo&upifovoviheikov o&éog (DNA) 1 (DDBI1), v kovArivn 4 (CUL4) kot 0
pvOot) TV KovAlvedv 1 (Rocl). Ze apomomtikd kuTTopa, 1 0EGUELGT] TG AEVOAMOOUIONG OTO
cereblon mpochapfavel Tic Tpoteivec vrooTpodpata Aiolog kot Tkapog, o1 omoieg eivor Aepeoetdeig
LETAYPOPIKOL TOPEYOVTEG, 00N YDVTOS GTIV OLPIKOVITIVOTOINGT| TOVG KOl TNV ETAKOA0VON
OTTOIKOJOUN G UE OTOTELECHO AUEGEC KVTTAPOTOEIKEG KOl AVOGOPLOUGTIKEC EMOPAGELC.

ZUYKEKPIUEVA, 1] AEVOMOOION OVOOTELAEL TOV TOAAOTAOCIAGLO KOl EVIGYVEL TNV OTOTTMOOT)
OPICUEVOV KAPKIVIKDY OUOTOMTIKAOV KVTTAP®V (GUUTEPIAAUPBAVOUEVOV TV KAPKIVIKOV KOTTAP®V

T aouatog Tov IIM, TV KapKIVIKOV KUTTAP®Y TOL 0{®O0VE AEUPOUOTOC KoL EKEIVOV UE ATMAELES
OTO XPOUOCOUA 5), EVIGYVEL TNV 0vocio Tov pecsorofeitat péom tov T kuttdpov kot tov Puetkdv
dovéwv (Natural Killer, NK) kuttdpov kot avédvet tov aptdpd tov NK, T kot NK kvttdpmv.Zto
MDS Del (5q), n AevaAidopidn avacTéEALEL EMAEKTIKA TOV OVALOAO KADVO avEAVOVTIS TV amdTTOGN
tov kuttdpov Del (5q).

O cvvdvacrog AevoAdouiong kot prrov&dumme ovEavel Ty e£0PTOUEVT A0 AVTICMUOTO,
Kuttapopecorafovuevn kuttapotoéikotnta (Antibody-Dependent Cell-mediated Cytotoxicity,
ADCC) ka1 v Gueon amOTTOOT TOV KOPKIVIKOV KUTTAPWOV GTO, KOTTAPA TOV 0{MO0VG AEUPDUOTOG.

O unyoviopodg dpdong e Aevaiidouiong mepthapupdvel eniong mpdcebeteg SpacTNPIOTNTES, OTMG AVTL-
OYYELOYEVETIKES Kol TPO-gpLOpoToMTIKEG 1010TNTEG. H Aevoidopion avaoTéAAel TNV ayyeloyéveon
OTOKAEIOVTOG TN LETOVAGTEVGT KOl TV TPOCKOAANGT TV EVOOOMALOKOV KUTTAP®V Kot T dnpovpyio
UIKPOOYYEI®V, ETOVEAVEL TV TAPOYOYN EUPPLIKNG ALOCEUIPIVIG 0T TO apYEYOVA OLUOTONTIKG
KkotTopa CD34+ kot avacTéALEL TNV TOPAY®YN KUTOKIVOV TTOV Tpodyouv T eAeyuovn (m.y. TNF-a kot
IL-6) amd ta povokvtTapo.

KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

H amoteleopatikdTTa Kot 1 ac@aAeio Tng Aevaidopidng Exovv agloloynbei oe €€ pedétec paong 3
0€ veoolayvmaeéy ToAMATAO puélmpa, 000 peréteg paong 3 o€ VITOTPOmLALoV avOEKTIKO TOAAATAD
poélopa, pio perétn edong 3 kot pio HeAéTn @dong 2 6 LLEAOSVGTANGTIKA GUVOPONA, Lid Pacong 2
o€ MPQOUO 0o KOTTAPO TOL PavoDa, Kol ptio peAétn edong 3 ko pia pedétn edong 3p oe INHL,
OTMC TEPLYPAPETOL TAPAKATE.

Neodioyvawabév mollomlo poélouo

Aevadidouion ovvenpnong oe aobeveic wov Eyovy vmofinbei oe ASCT

H amoteleopatikdTTa Kot 1 ac@aAgio TG Aevalidopidng cvvinpnong a&loAoyndnkay e dvo
TOAVKEVTPIKEG, TUYULOTONUEVES OUTAA TVPAEC, 2 OKEAMV, TAPIAANA®V OUAO®V UEAETEG PAoNG 3,
gleyyouevec pe eikovikd eappoko: CALGB 100104 kot IFM 2005-02.

CALGB 100104
KoatdAiniot rav acbeveig nikiog peta&d 18 kot 70 etdv pe evepyd IIM mov arattovoay Bepameio
Kot 01 ooiot dgv mapovcialay Tponyoduevn eEEAMEN LeTd TV apyikn Oepameia.

Ot acBeveic ToyaonomOnkav oe avaroyia 1:1 evtog 90-100 nuepdv petd and v ASCT, dote va
AdBovv Bepameio cuvinpnong pe Aevoidouion 1 ewovikd edpuaxo. H d6on cuvripnong frav 10 mg
pio popd v nuépa katd Tig nuépeg 1-28 emavolapfavouevev kixlov 28 nuepadv (awéndnke éog Kot
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15 mg pia eopd v nuépa petd amd 3 unveg eAleiyel S0GOMEPLOPIOTIKNG TOEIKOTNTOC) Kal 1 Oepameio

ovveylotnke péypt v e£EMEN TG vOGOUL.

To Tp®TEVOV KATAANKTIKO GNUEID ATOTEAEGLOTIKOTNTOG TNG HEAETNG NTOV 1) EMPBiwon yopig eEEMEN
g vooov (progression free survival -PFS), amd v tuyatonoinon émg v nuepounvia eEEMENG 1
Bavdrtov, 6moto amd ta 6V0 cuvéPatve TpmdTO. H pedétn dev 61€0ete 160 Yo TO KOTOANKTIKO onueio
GUVOAIKNG EMPimong. XvvoAlkd TuyotoroOniay 460 acBeveic: 231 acbeveig og Aevaiidopion Kot
229 acbeveig ot ercovikd papuako. Ta dnuoypaeikd ototyeio Kot To oxeTIlOUEVO LE TN VOGO
YOPUKTNPLOTIKA NTav eElcoppomnuéva LETaEd TV 000 GKEADV.

To TveAO TG peEAETNG Katapynonke HETA amd cuotdoelg TG Emtponng mapakoiovdnong dedopévav,
otav EEmePAOTNKE TO OPLO Y10, TNV TPOYPAUUATICUEVT EVALGUEST avaivor tng PFS. Metd amd v

KOTAPYNOT TOV TVPAOD, EMTPATIKE GTOVS 00HEVEIS GTO GKELOG TOV EIKOVIKOD QOPHUAKOL VO UETAROVV
670 dAlo okélog Kol va AdBouv Aevaidopion mpw and v e£EMEn g vocov.

Ta amoteréspato ¢ PFS katd tnv katdpynomn tov ToeAoD, HETA aO L0 TPOYPOUUUTIGUET)
evdldpeon avaivon, pe nuepounvio amokomng otig 17 Aekepppiov 2009 (rapaxorovdnon 15,5 privec)
Kkatéoer&av pia peimon 62% tov kvduvov eEEMENG TG vOsoL 1 Bavatov vép g Aevaidopuione (HR
= 0,38, 95% CI1 0,27, 0,54, p < 0,001). O didpecoc ouvoAikog ypovog e PFS fitav 33,9 unqveg (95%
CIAE, AE) ot0 okéhog Aevolidopidng évavtt 19,0 unvav (95% CI 16,2, 25,6) 6to 6kéA0G £1KOVIKOD

QopudKov.

To 6perog otnv PFS mapatmpnbnke t6c0 oty vroopdda tov acbevav pe CR 6co kot oty

VIooUAda TV acbevdv mov dev méTuyav CR.

Ta amoteAéopoTo TG LEAETNG, LE NUuepounVia amokomnc v 1M DeBpovapiov 2016, tapovoidlovral

otov ITivaxa 5

Iivakog 7: ZOvoyn TV 0£00UEVAOV GUVOMKNGS OTOTEAECUUTIKOTNTOS

Agvalidouion
(N =231

Ewovikd eapuaxo
(N =229)

PES a&oioynuévn amd Tov epsovnTi)

Atdpecoc ypovoc® PFS, ufqvee (95% CIP

56,9 (41,9, 71,7)

29,4 (20,7, 35,5)

HR [95% CIJ", T p°

0,61 (0,48, 0,76), < 0,001

PFS2°

Avdpesoc ypdvoc® PFS2, ufvec (95% CI)P

80,2 (63,3, 101,8) | 52,8 (41,3, 64,0)

HR [95% CIJY, Ty p °

0,61 (0,48, 0,78), < 0,001

Yvvolkn empioon

Avdpecoc ypdvoc® OS, unvec (95% CIP

111,0 (101,8, AE)

84,2 (71,0, 102,7)

[Tocootd 8-e100¢ emBiwong, % (SE)

60,9 (3,78)

44,6 (3,98)

HR [95% CI]", T p°

0,61 (0,46, 0,81), < 0,001

HHopokoiovOnon

AlGpecog xpdvoc®® (min, max), Wves: 6ot ot
emPrdoavreg acheveic

81,9 (0,0, 119,8)

81,0 (4,1, 119,5)

CI = didompa gpmotoodvng, HR = Adyog emtkivdvvotntog, max = péyioto, min = gehdytoto, AE = dev extunifnke, OS =

ocvvolkn emiPioon, PFS = enPioon yopig e€€Mén g vocov

*H didpeon i Paciletor oy Kaplan-Meier extipnon.
P To 95% CI y1o T S1éueon .

YBdoel Tov HoVTELOV avaloyiKdY KivdOvev Tov Cox mov GLYKPIVEL Tig Agttovpyieg Kivdhvov ot omoieg oyetiCovtar e Ta

OKEAN EVOEdEYUEVOV DEpUTEIDV.

5 H tyu p Basiletar 6tov pn otpopotorompuévo éleyyo log-rank tov Stapopdv kapmding Kaplan-Meier petaéd tov okeAdv

evoedelyévov Depameimv.

£ AtepgovnTikd kotoAnktikd onpeio (PFS2). H Aevaidopion mov yopnyndnke o acbeveic Tov 6KEAOVG EKOVIKOD QAPLAKOV
oL GAhagov okéAog TPV amd TV €EEMEN TG VOGOL KATA TV KOTAPYNOT TOV TVPA0D TG HEAETNG, dgv BeprOnie @G

Oepaneio devTEPNG YPAUUNC.

T Auipecog ypovog mapakorovnong petd omd v ASCT yua 6Aovg Tovg enfidoavteg aceveic.
Hpepopnvieg amokomg dedopévov: 17 Askepppiov 2009 kot 1 ®efpovapiov 2016



IFM 2005-02

KozaiAniot rav acBeveic nhikiag < 65 gtdv katd ) didyvmon mov giyav vrofAindei oe ASCT ko
GTOVG 0TOT0VG £lye emttevyDel TOLAGYIGTOV pid AVTOTOKPIOT GTOOEPNC VOGOL T GTLYUN TNG
LaTOAOYIKTG amokatdotaong. Ot acbeveig Tuyatomombnkav oe avoroyia 1:1 dote va Adfovv
Oepameio cuvtipnong pe Aevaiidopion 1 eikovikd edppoko (10 mg pio eopd v nuépa KoTd TIc
nuépeg 1-28 emavarapPfoavouevov Kokimv 28 nuepdv mov avéndnkay éo¢ oe 15 mg pio popd v
nuépa petd omd 3 pnveg eEldeiyel 6060mEPIOPIOTIKNG TOEIKOTNTOC) UETE OO 2 KOKAOVG AEVAAIOOMIONG
otabepomnoinong (1e 66om 25 mg/muépa katd tig nuépec 1-21 evdg kdxhov 28 nuepmv). H Ogpamneia
ovveyiomke £wg v e£EMEN TG VOGOUL.

To mpwtevov katainktuco onpeio frav n PFS mov opildtav amd v tuyatomoinon émg tv
nuepopnvio e&EMEng 1 Bavatov, 61010 amd ta 600 cuvéPaive TpdTo. H pedétn dev 61€bete 16%0 yia 10
KOTOANKTIKO onpeio Guvolkng emiimong. XvvoAtkd Toyotomotdniay 614 acBeveic: 307 acbeveig o
Aevoldopion kot 307 acBeveic o€ elkovikd APLLOKO.

To ToeAd ¢ peréng Katapyninke HeTd amd cvotdoelg g Exttponng mopakoiovdnong dedouévav,
otav EgmePAOTNKE TO OPLO Y10 TNV TPOYPAUHATICUEVT gvildpeon avaivon g PFS. Metd and mv
KATAPYNOT TOV TVPAOD, Ol acbeveic Tov AduPavay eukovikd edpuako dev petéfnoay o Oepameia e
Aevoldopion mpv and v e€EMEN ™ vOoov. To okélog AevaAidopiong dlakdmnKe, MG TPOANTTIKO
LETpOo acpaieiag, PHetd and mapatnpnon ducavaroyios otic SPM (BA. mapdypapo 4.4).

Ta amoteréspoato ¢ PFS katd tv katdpynomn tov TopAoD, HETA A0 L0 TPOYPOUUTIGUEVT)
gvolbpeon avaivon, pe nuepounvio amokomnng otig 7 loviiov 2010 (mapakorovbnon 31,4 univec)
katédeEav o petmon 48% tov kivdbivov eEEMENC ¢ vosov 1| Bavdtov vép g Aevaidopidng (HR
=0,52, 95% CI 0,41, 0,66, p < 0,001). O d1dpuecog cuvorkog xpovog g PES frav 40,1 punveg (95%
Cl 35,7, 42,4) oto okéhog Aevardopiong évavtt 22,8 unvaev (95% CI 20,7, 27,4) oto okéLog
EIKOVIKOD QUPUAKOV.

To 6perog atnv PFS ftav pikpodtepo oty vmooudda tawv aclevav pue CR o oyéon pe v vroopdda
TV acfevov mov dev métvyav CR.

H evnuepopévn PES ue yprion nuepounviag anokonng tnv 1 @efpovapiov 2016 (tapakorovdnon
96,7 unveg) ovvéyioe vo katadeikvoel dpelog oty PFS: HR = 0,57 (95% CI 0,47, 0,68, p < 0,001). O
ddpecog cuvolkog xpovog g PFS ntav 44,4 pnveg (39,6, 52,0) oto océhog Aevaldopiong Evavtt
23,8 unvav (95% CI 21,2, 27,3) oto okéAog e1kovikod eapudkov. ['a tnv PFS2, o mapatnpodpevoc
HR Atav 0,80 (95% CI 0,66, 0,98, p = 0,026) yio. T AevolOouidn EVovTt TOL E1KOVIKOD @appdakov. O
duapecoc cuvoikds ypdvog s PFS2 vitav 69,9 unveg (95% CI 58,1, 80,0) oto okéhog Aevaiidopiong
évavtt 58,4 umvov (95% CI 51,1, 65,0) oto okélog sikovikov @apudicov. ['a tn cuvolk emiPioon, o
napatnpovpevog HR frav 0,90 (95% C1 0,72, 1,13, p = 0,355) yio T AevaAidopidn Evavtt Tov
€KOVIKOD Qappakov. O didpesog cuvolkds xpovog emiPimong frav 105,9 unveg (95% CI 88,8, AE)
610 oKkéL0G Aevaiidouiong Evavtt 88,1 unvov (95% CI 80,7, 108,4) 6to 6kéAOG E1KOVIKOD QappLEKOov.

Aevadidouion oe ovvovaoud ue Boprelouiumn koi deCouebolovn ae aobeveic mov dev eivol KOTOAANLOL
VIO UETOUOTYEVTH OPYEYOVDV KVTIGPWV

H perétn SWOG S0777 a&rordynoe tnv mpoctnkn g Poptelopipnng oe wio, facikn aymyn
Aevardopiong ko de€apefalovne, g apyikn Bepomeia, akoAovBoOIEVN ATd CLUVEYXOLEVT] YOPYNON
Rd péypt mv e&éhén g vooov, og acBeveig pe molamAd poélopa 6Tovg omoiovg dev gixe yopnynoel
mpornyovpevn Bepameia kot o1 0moiot €iTe HTAV OKATAAANAOL Yi0L LETAPOCYEVOT| EITE NTAV KATAAANAOL
Y10 LETAUOGYELOT OAAG YOPIG oYEOACUO VO VITOPANBOVY ALECH GE LETALOTYELOT).

O1 aoBeveic 610 oKELOG Aevoldopidng, Boptefopipmng ko de&apedalovng (RVd) élafov
Aevaidouidn 25 mgmuépo omd tov otopTog TIc Nuépeg 1-14, evéoeAéBia Poptelopipmn 1,3 mg/m?
Tig nuépeg 1, 4, 8 ko 11 ko de€opebalovn 20 mgMmuépa amd tov otéuatog T nuépec 1, 2, 4, 5, 8, 9,
11 won 12, emovaroapfovopevav KOKA®V 21 nuepmv Yo £m¢ Kol 0KT® KOKAoVG 21 nuepmv

(24 eBdopadeg). Ot acbeveig oto oxéhog Aevaridopiong kot de€apefalovng (Rd) Edafav Aevaridopion
25 mg/muépa amd Tov otopaTog TIg nuépeg 1-21 ko defapebalovn 40 mgMmuépa and 10V GTOUATOS TIG
nuépeg 1, 8, 15 won 22, emavoropPavopevov kokAwv 28 nuepodv yio £mg Kot €61 kiKAovg 28 nuepov
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(24 £Bdopadec). Ot acheveic kat oto 800 oKEAN ELaPav cuveyouevn yoprynon Rd: Aevaiidopion

25 mg/muépa amd tov otopeTog TIg NuéPes 1-21 ko de€auebalovn 40 mgMmuépa amd Tov GTOUOTOG TIG
nuépeg 1, 8, 15 o 22, emavoropfavopevov kokiov 28 nuepov. H Bepaneio tpofrendtay va
ovveylotel péypt v eEEMEN TG vOGOUL.

To mpwTEVOV KOTAANKTIKO ONUEID OMOTEAEGUATIKOTNTOG TNG LEAETNG Tav 1) emiPion ywpig eEEMEN
g vocov (PFS). Xvvolkd, evtaydnkov otn perétn 523 acbeveic, ue 263 acbeveic va
toyatomolobvton 6to RVd ko 260 acBeveic va tuyatomolobvion oto Rd. Ta dnpoypaikd ototysio kot
T GYETILOUEVA LE T VOGO YOPUKTNPIOTIKG TV acevdv katd tnv Evapén fTtav KaAd 1GoppoTnuéva
HETAED TV GKEADV.

Ta anoteréopato e PFS, 6mwg a&toroyndnkav amo v IRAC, katd tn oTiyun e Tp®ToyEVong
avéivong, pe nuepounvio amoxonng otig S Noegpufpiov 2015 (tapakorovdnon 50,6 univeg) Katédei&ov
po peimon 24% tov kivddvov e€EMEng g vooov M Bavatov vrgp tov RVd (HR = 0,76, 95% CI 0,61,
0,94, p=0,010). O didpecog cLVOAKOG ¥povog tng PFS fitav 42,5 punveg (95% CI 34,0, 54,8) oto
okélog tov RVd évavtt 29,9 umvav (95% CI 25,6, 38,2) oto okéhog tov Rd. To dpelog
wapatnpninke aveEdpTnTa 0o TNV KATAAANAGTNTO Y100 LETOUOGYEVCT] OPYEYOVAV KUTTAPMV.

Ta amotehéopato TG HEAETNG, e Nuepounvia amokomg v 1" AgkepuPpiov 2016, 6ov 0 d1dpecog
1POVOG TapakoAovdnong Yo OAa ta emPidcavta dropa ftav 69,0 uMveg, Tapovsialoviotl GTov
ITivaxa 6. To 6perog veép Tov RV mopatnpnidnke ave&aptnta amd v KoToAANAOANTA Y10
UETOUOCYEVCT APYEYOVOV KVTTAPMV.

Hivaxkag 8. XOvoyn TV 0£00UEVOV GUVOAMKIG OTOTELECROTIKOTN TG

Apywkn Ogpameia,
Rd
Rvd (xOxhot 4 gfdopadov x
(xOxrot 3 gfdopadomv x 8) 6)
(N =263) (N = 260)
PFS a&oloyoduevny amé v IRAC (uiveg)
Adpeoog ypovoc® PES, unveg (95% 41,7 (33,1, 51,5) 29,7 (24,2, 37,8)
CI)P
HR [95% CI], tiuy p° 0,76 (0,62, 0,94), 0,010
Yovolki erifioon (uivee)
Atdipesog ypovoc® OS, unvec (95% CI)P 89,1 (76,1, AE) | 67,2 (58,4, 90,8)
HR [95% CI]?, tjun p° 0,72 (0,56, 0,94), 0,013
Avtamékpion — n (%)
Yvvohkr| avtamokpon: CR, VGPR 1 199 (75,7) 170 (65,4)
PR
> VGPR 153 (58,2) 83 (31,9)
HapakolovOnon (uqvec)
Adpecog xpovoc® (min, max): élot ot 61,6 (0,2, 99,4) 59,4 (0,4, 99,1)
acBeveig

Cl = didotpo gpmotoovvig, HR = Adyog emkivduvotnrag, max = péyioto, min = ghdyioto, AE = dev extuifnke, OS =
ocvvolkn emiPioon, PFS = emPimon yopig e€EMEN g vocov.

*H dibpeon twn Baciletar oty Kaplan-Meier extipnon.

P Appinievpo 95% Cl ya tov SiGueco ypdvo.

YMe Bdion To LN GTPOUATOTOUUEVO LOVTEAD avOAOYIKOD Kivdbvoy katd COX mov GLYKPIVEL TIG GUVOPTHGELS KIVODVOD TOL
oyetiCovton pe ta okéAn Oepameiog (RVA:Rd).

SH tyn p Pacileton og pn stpoparorompévo éleyyo log-rank.

¢ H didpeon nopakorlovdnon vroloyiotnke omd TV NUEPOUN VIO TUYALOTOMONG.

Hupepopnvia anokonrig dedopévav = 1 Aekepufpiov 2016.

Emkauporompéva amoteréouata OS, pe nuepounvio amokomnig thv 1" Maiov 2018 (Sidueon
napakorovOnon 84,2 unveg yuo emPidoavta dropa) cvveyilovv va deiyvovv mheovéktnua g OS
vrép tov RVd: HR = 0,73 (95% CI 0,57, 0,94, p = 0,014). To 1060610 T®V atOU®V 1oV emPinoay
petd amd 7 £t oy 54,7% oo okélog RV évavtt 44,7% o710 okéhog Rd.
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Aevadidouion oe ovvovaoud ue deCoucbalovy e aobeveic wov dev eival kataiinlol yio uetopuodoycvon
0PYEYOVWV KDTTOPDV

H aocpddeia kot amotehecpatikdtTnTa Tng Aevaldopiong a&loloyndnke oe pia paong 3, TOAVKEVIPIKY,
TUYOOTTOMUEVT, ovolyth nedétn 3 okehdv (MM-020) acBevav niikiag tovAdyiotov 65 etdv 1| Gve, 1
€6 NTov NAKIaG KAT® TV 65 TdV, OV NTAV VTOYNELOL Y10, LETAIOGYEVGT] OPYEYOVMV_KVTTAP®V,
01011 apvONKay va vToPANOOVY GE LETAUOTYELOT APYEYOVOV_KLTTAPWV 1| O€V d10Ti0£TO GTOV 0G0V
1 HETAUOGYEVOT] UPYEYOVOV_KLTTAP®OV AOY® KOGTOVG 1] GAA0L Adyov. H pedétn (MM-020) cuvékpive
TN Aevoldouion kot tn de&auefalovn (Rd) yopnyodueveg yio 2 S10QOPETIKES XPOVIKEG OAPKELEG
(OMA., péxpr v €€€EMEN T vooov [Xrkéloc Rd] 1 yia €mg Kot deKaoKT® KOKAOVE 28 NuepOV [72
ePdopdoeg, Tkéhog RA18]) pe  pedpordvn, tnv npedvilovn kai tn BoAidouion (MPT) yua éva
péyioto dmdeka kKOKAwV 42 nuepav (72 gfdouddeg). Ot acbeveig Toyatomomniay (1:1:1) og 1 amod ta
3 okéAn Bepameiag. O acheveic TuyalomomOnKav pe oTpooTonoinon avdioyo ue v nikia (< 75
&vavtt > 75 gtov), 10 otddo (Ztadw I ko 1T katd ISS évavt Ztadiov 1) kot ) yopo.

Ot acBeveic ota okéAn Rd kot Rd18 éhafav Aevaiidopion 25 mg pio @opd v nUéEP KaTd TIG NUEPES
1 ém¢ 21 KhKhmv 28 nuepdv GOUE®VA LE TO TPM®TOKOALO Tov okéAovc. 40 mg de&apebaldvng
yopnyRdnKav pio eopd Ty nuépa katd tig nuépes 1, 8, 15 kot 22 kabe kdkAov 28 nuepdv. H apyikn
d0oo kat to oynua yio Rd kot RA18 mpocapudctnroy avaloya e Ty nikio Kot T VEQPIK)
Aertovpyia (PA. Topdypago 4.2). AcBeveic nhikiag > 75 etdv EhaPav po 06on deapedalovng tov

20 mg pio opd TV Nuépa KoTd TIg Nuépes 1, 8, 15 ko 22 kdbe kourdov 28 nuepav. Orot ot acbeveic
ELofov TPOPLACKTIKT AVTITNKTIKY aymyn (mopivn xauniol poplakol Bapovg, apeapivn, nrapivn,
OKETVAOCUATKVAIKO 0&D younAnG d6oNG) Katd T SLapKeLn TG LEAETNC.

To Tp®TEVOV KATAANKTIKO ONUEID GYETIKA LUE TNV ATOTEAEGUATIKOTNTO 0T LEAETN NTOV 1) EMPBiwon
yopic eEEMEN g vooov ( progression free survival- PFS). Zvvolikd, 1.623 acBeveic evidydnkav ot
peAétn, pe 535 acbeveic va tuyatomolobvtar o€ Rd, 541 acBeveic va tuyatomotovvral oe Rd18 ko 547
acBevelg va toyoonotovvton oe MPT. Ta dnpoypagpud ototyeia kot To oyetilopeva pe T voco
YOPOKTNPLOTIKG TV aoBevdv Katd Tnv Evapén Ntav kahd wwoppornpéva Kot ota 3 okéln. ['evika, ta
dTopa TG LEAETNG Elyav TPOXWPNUEVOD GTASIOV VOGO: 0td TO GUVOAKO TANBVGUO TG peAétng, 41%
elye otddo III xata ISS, 9% eiye coPapn veppikn| avendpkela (kdBapon kpeatvivng [CLer]

< 30 ml/min). H didpeon nikia ntav 73 kot oto 3 okéAn.

e o emkopomoinpévn avélvon twv PES, PFS2 kot OS pe nuepounvia amoxomng tmv 3" Maptiov
tov 2014, 6mov 0 dLipesOG YPOVOG TaPOKOAOLON OGNS Yot OAO TO eTPLdSAVTA dTOU TV 45,5 Pnveg,

T0 OOTEAEGUOTO TNG HeAETN G mapovatalovtan otov [Tivaka 9:

Hivaxkag 9. XOvoyn Tov 0£00UEVOV GUVOAMKIG OTOTELECUOTIKOTN TG

Rd Rd18 MPT
(N =535) (N =541) (N =547)
PFS a&oroynuévn amd Tov gpsovnTi)
(uveg)
Adpecog ypovoc® yuo PES, pveg (95% 26,0 (20,7, 21,0 (19,7, 21,9 (19,8,
CI) 29,7) 22,4) 23,9)
HR [95% CI]?, twun p°
Rd vs MPT 0,69 (0,59, 0,80), < 0,001
Rd vs Rd18 0,71 (0,61, 0,83), < 0,001
Rd18 vs MPT 0,99 (0,86, 1,14), 0,866
PFS2¢ (uqveg)
Avdpecoc ypovog® yuo. PFS2, univeg (95% 42,9 (38,1, 40,0 (36,2, 35,0 (30,4,
CI) 47,4) 44.2) 37,8)
HR [95% CI7?, twun p?
Rd vs MPT 0,74 (0,63, 0,86), < 0,001
Rd vs Rd18 0,92 (0,78, 1,08), 0,316
Rd18 vs MPT 0,80 (0,69, 0,93), 0,004
YovolMkn emPioocn (Uves)
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Rd Rd18 MPT

(N =535) (N =541) (N = 547)

Avdpecoc ypovoc® ya OS, unveg (95% 58,9 (56,0, AE) | 56,7 (50,1, AE) 48,5 (44,2,
CI)? 52,0)

HR [95% CI]", T p°

Rd vs MPT 0,75 (0,62, 0,90), 0,002

Rd vs Rd18 0,91 (0,75, 1,09), 0,305

Rd18 vs MPT 0,83 (0,69, 0,99), 0,034
TTapakorovOnon (Uvec)

Adpeon TR (min, max): 6Aot ot 40,8 (0,0,65,9) | 40,1(0,4,65,7) | 38,7 (0,0, 64,2)

acfeveig

AvTomokpion 610 poélopa n (%)

CR 81 (15,1) 77 (14,2) 51 (9,3)
VGPR 152 (28,4) 154 (28,5) 103 (18,8)
PR 169 (31,6) 166 (30,7) 187 (34,2)
§;vo7»u<n avtamoxkpion: CR, VGPR 7 402 (75,1) 397 (73.4) 341 (62.3)
AldpkeLo avtomokpiong (uqveg)"
Adpeon Tpn* (95% CI)P 35,0 (27,9, 22,1 (20,3, 22,3 (20,2,
43,4) 24,0) 24,9)

AMT = Ogpancia katd Tov puehodpotog, CI = didompa gpmotocvvng, CR = nAnpng avtandkpion, d = de&apebalovn
yopmAng d86omg, HR = Adyog emkvduvotntag, IMWG = Aebvic Opdada Epyaciog yio to Muéhopa, IRAC = Ave&apmm
Emtpon EnBefainong Avtandxkpiong, M = pekeaidvn, max = péyioto, min = ghdyioto, AE = dev ektipunonke, OS =
ocvvolkn emiPioon, P = tpedvilovn, PFS = emPinon yopig e&EMEn g vooov, PR = pepicny avtamdkpion, R = Aevaidopion,
Rd = Rd yopnyobuevn péypt tnv texunpioon tng eEMéng g vooov, Rd18 = Rd yopnyodpevn yu < 18 kdkhovg, SE =
Tonkd opdApo, T = Baidopidn, VGPR = modd koA peptkn avtamdkpion, vs = EvavtL.
* H sdpeon tiun Paciletoan oty Kaplan-Meier extipnon.

P To 95% CI ywa t Siépeon tu.

Y Bdogt Tov povtéAov avoroyk®v Kivduvev Tov Cox Tov cLyYKpivel TI Asitovpyieg Kivovvou ot onoieg oyeti{ovTol 1e o

OoKEAN EVOEdEYUEVOV DEpUTEIDV.

5 H tiun p Booiletor oo un otpopatorompuévo éleyyo log-rank tov Stogopdv kepumding Kaplan-Meier petald tov okeddv

evoedelyEvaV Bepametdv.
¢ Agpeuvntikd Kotarnktikd onueio (PFS2)

ot H Sidpeon Ty eivat | LOVOUETAPANTY GTOTIOTIKT XOPIG TPOCUPLOYT VIOt AOYOKPIGia.
& Koddtepn a10A0yNoT TG TEKUNPIOUEVTS ovTamdKpLonG Katd T edon Oepameiog g peAétng (Yo opiopong ke
katnyopiog avrandkpiong, Huepounvia amoxonrg dedopévmv = 24 Maiov 2013).

" nuepopnvia anokomng 24 Maiov 2013

Aevalidouidn oe ovvovaouo us usipaiovny kou mpeovilovny axolovBovusvec aro Ospomeio ocvovTnpnonc

o0& a00svelc Tov dev Eivou KatGAAnAol yio usTouooycvon

H aocopddeia kot 1 amotelecpaticdtnTo TG Aevaidopiong a&toloyndnke oe o gdong 3
TOAVKEVTPIKT, TUYOLOTOMUEVT), OITAG TVPAN peAET (MM-015) pe 3 oxéAn acBevdv mov Ntov nikiog
65 etdv N ave Kot lyav kpeatwvivr opov < 2,5 mg/dl. H perétn cvvékpive tn Aevaldopion oe
ouvdovooud pe pedearavn kot tpedvilovn (MPR) e 1 yopig Oepaneio cuvtipnong pe Aevaidopion
puéExpt v €£EMEN T vOGov, e ekelvn TS LEAPAAGVNG Kal TG TpedviLovng Yo éva PEYIoTO 9
KOKAov. Ot acBeveig TuyatomomOnkay o avaroyia 1:1:1 oe 1 and ta 3 okéAn Bepaneioc. Or acbeveic
TuyoomomOnKay pe oTp®potonoinomn aviroya pe v nikia (< 75 évavtl > 75 etdv) kol To 6TAd10

(ISS, Zradwa I won IT évavt Ztadiov III).

Avtn 1 perén depevvnaoe  ypnon Bepaneiog cuvdvacpod oo MPR (uehpoidvn 0,18 mg/kg and
TOL 6TOUATOG KaTd TG NUépes 1 émc 4 emavalapBovopuevoy kokhmv 28 nuepdv, tpedviCovn 2 mg/kg
OO TOL GTONATOC KATA TIC NUEPES 1 Em¢ 4 emavoraufovouevav KOKA®V 28 nuepmV Kot Aevoldouion
10 mg/muépa amd Tov oTOUNTOS Katd Tig Nuépes 1 émg 21 emavorappavopevemy kKokimv 28 nuepav)
v Oepaneio epdooL, EmG Kot 9 KOKAovg. Acbeveic mov olokhpwcay 9 KOKAOVG 1| TOL eV
KaTOPOMGAY VO, OLOKATPOGOLY 9 KOKAOVE AOY® Un avoyng Tpoympnoay o€ Bepomeio cuvinpnong,
Eexvavtag pe Aevaadopion 10 mg amd tov otopaTog Kotd Tig nuépec 1 €og 21 emavalaufoavousvov
KOKAV 28 uepmdv péypt v e£EMEN ™G vOoOUL.

55




To TP TEVOV KOTAANKTIKO ONUEID GYETIKA LE TNV OMOTEAECUOTIKOTNTA OT LEAETN fTav 1) emPicon
yopig e&EMEN g vooov (PES). Zuvoiikd, 459 acBeveic evtdyOnkav otn pedétn, pe 152 acBeveig va
tuyotomolovvtar 6€ MPR+R, 153 acBeveig va tuyatomotovvtor ce MPR+p kot 154 acBeveic va
tuyotomolovvtar 6€ MPp+p. Ta dnuoypaeikd ototyeio Kot To oXeTILOUEV LUE TN VOGO YOPOKTNPIOTIKA
TV 0c0evav Katd v EvapEn ftav Kohd 1IGopPoTNUEVE Kot 6T 3 OKEAT. ZVYKEKPIUEVA, TEPLTOV TO
50% 1oV acBevav mov evtdynkav oe kaBe okéAOG elye T axdAovBa yapakplotikd: otadio 11 katd
ISS kot kaBapon kpeatvivng < 60 ml/min. H Sidpeon niwia frav 71 oto oxéAn MPR+R kot MPR+p
Ko 72 oto okéhog MPp+p.

e o avdivon tov PFS, PFS2, OS pe nuepounvia anokonng tov Anpiiio tov 2013, 61ov 0 S1Gpuecog

1POVOG TapakoAovdnong Yo OAa Ta emPidoavta dropa oy 62,4 UVES, TO OTOTEAEGLOTA TNG

ueAétng mapovctalovion otov Iivaka 10:

Hivaxkag 10. Zovoyn TV 0£00UEVOV GUVOMKNG OTOTELEGUOTIKOTNTAG

MPR+R MPR+p MPp +p
(N =152) (N =153) (N = 154)
PFS a&lohoynuévn amo tov epeovnTiy
(mjvee)
Awdpecog ypovog® yuo PFS, punveg 27,4 (21,3, 13,1 (12,0,
(95% CI) 35.0) 14,3 (13,2,157) 14.8)
HR [95% CI], tyun p
MPR+R vs MPp+p 0,37 (0,27, 0,50), < 0,001
MPR+R vs MPR+p 0,47 (0,35, 0,65), < 0,001
MPR+p vs MPp +p 0,78 (0,60, 1,01), 0,059
PFS2 (njvec) ®
Awdpecoc ypovog® yuo PFS2, unveg 39,7 (29,2, 27,8 (23,1, 33,1) | 28,8 (24,3, 33,8)
(95% CI) 48,4)
HR [95% CI], tyun p
MPR+R vs MPp+p 0,70 (0,54, 0,92), 0,009
MPR+R vs MPR+p 0,77 (0,59, 1,02), 0,065
MPR+p vs MPp +p 0,92 (0,71,1,19), 0,051
Yovolkn empioon (Uves)
Adpecog xpovoc® yia OS, pnveg 55,9 (49,1, 51,9 (43,1, 53,9 (47,3,
(95% CI) 67,5) 60,6) 64,2)

HR [95% CI], tuw) p

MPR+R vs MPp+p 0,95 (0,70, 1,29), 0,736
MPR+R vs MPR+p 0,88 (0,65, 1,20), 0,43
MPR+p vs MPp +p 1,07 (0,79, 1,45), 0,67

[TopaxorovOnomn (unvec)

Atgpeon T (min, max): 06A0t ot acfeveig

48,4 (0,8,73,8) | 46,3(05,71,9) | 50,4 (0,5, 73,3)

Avtamékpion 6710 puélmpo,
a&rohoynuévy amd Tov epevvntiy n (%)

CR 30 (19,7) 17 (11,1) 9 (5,8)
PR 90 (59,2) 99 (64,7) 75 (48,7)
Ztafepn voooc (SD) 24 (15,8) 31 (20,3) 63 (40,9)
Agv gktyunOnke n avtamnodkpion (AE) 8 (5,3) 4 (2,6) 7 (4,5)
Awapkewo avramokpiong (CR+PR)
a&roroynuévn amd Tov gpeuvnTi] -
(uveg)
Atapeon tun® (95% CI) 26,5 (19,4, 12,4 (11,2,

35.8) 13,9) 12,0 (9,4, 14,5)

CI = didompa gpmotoodvng, CR = mipng aviamdkpion, HR = Adyog emkivduvomtag, M = pehporavn, AE = dev
ekTymOnke, OS = cvvolikn eniPimon, p = ewovikd eappako, P = wpedvildvn,
PD = g&één g vooov, PR = pepucn avtandkpion, R = Aevaldopion, SD = ctabepr} vocog, VGPR = modh kakn pepikn

ovtandKpLon).

* H didpeon T Paocileton oy Kaplan-Meier extipnon.
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“H PFS2 (¢éva dtepevvntikd KotoAnktikd onpeio) opiotnie yuo 6Aovg tovg aobeveig (ITT) wg o ypoévog and tnv Tuyo0moinon
péxpr v évapén g Bepameiog katd tov puekdpotog (AMT) 3" ypapung 1 to 8Gvato Yo GA0VG TOVG TLYAOTOUUEVOLG
acBeveig

Yrootypixtixes pedétes veodioyvwadéviog moAloml.ov poelouotog

Ipoyuatonotydnke pio avoryty, TVYoOTOUEVT, ToAVKeVTPIKN perétn pdaong 3 (ECOG E4A03) o¢
445 acBeveic pe veodioyvwoBév molhamdo poéhopa. 222 acbeveig Toyatomomnkay 6To oKEAOG
Aevoldopiong/de&apefalovng younAng 06ong kot 223 tuyotomombnkay 6to okélog Aevaiidouiong/
deapebaldvne cvvnboug ddong. Ot acbeveig mov Tuyoomolhfnkay 6To 6KELOC Aevaitdouions/
deapebaldvne cvvnbovg d6ong Elafov AevaAidouion 25 mg/muépa, tig nuépeg 1 £mc 21 kabe 28
nuépeg ovv de€apebalovn 40 mg/Mmuépa kotd Tig nuépes 1 €wg 4, 9 €mg 12 xan 17 éwg 20 kabe 28
NUEPES Y10 TOVG TTPADTOVG TEGGEPLS KDKAOLE. Ot acbeveic Tov Tuyatomombnkay 610 6kEA0G
Aevoldopiong/de&apedalovne younAing oo6one ElaPav Aevaiidouion 25 mg/Mmuépa, tig nuépec 1 €mg
21 k60e 28 nuépeg ovv de&apefalovn yauning 66ong — 40 mg/muépa katd tic nuépeg 1, 8, 15 o 22
Ké0e 28 nuépeg. Xnv opdda Aevaldopiong/de&opefaldvng youning o6ong, 20 acbeveig (9,1%) siyov
TOVAGYIGTOV oL OLOKOT TG dOONG 68 cUYKplomn we 65 acbeveig (29,3%) 610 okéhog Aevaiidouiong/
de€apedaldvne cvvnbovg ddomng.

Y& o, post-hoc avéivon, mapoatnpndnie youniotepn Bvnoudmmta 610 okEA0G
Aevordopiong/de&apedaldvne younAng ooong 6,8% (15/220) og cOyKplomn LE TO GKEAOG
Aevardopidong/degapebalovng cuvnBous doonc 19,3% (43/223), otov mAnbuoud tov acbesvav pe
veodlayvemoBév moAlamAd puélmpa, pe didpeon tapakoiovdnon 72,3 eféopddwy.

Qo1600, Yo peyardtepn mepiodo TapakoAovONoNg, 1 S1POPA TN GUVOAIKY ETPIMON VIEP TNG
Aevodopiong/de&opefalovng younAng 06ong Teivel va LetdVETaL.

TlolAamAo pvédawuo. pe tovAdyiotov uio mponyoduevy Oepomeio

H amoteieopatikdmna Kot ao@iareld g Aevaidopidng a&lohoyndnkay o 300 TOAVKEVTPIKES,
TUYOOTOMUEVES, SITAA-TVPAEG, EAEYYOUEVEG LLE EIKOVIKO PAPLOKO, EAEYYOUEVEG UE TAPAAANAT] OUAdQ
ueréteg eaong 3 (MM-009 kot MM-010) tng Oepomeiag pe Aevoldopion kat de&apebaldvn Evavtt g
povoBepaneiog pe de&apedaldvn, oe acheveic pe mMOAAATAG LLEL®UA TTOV ELYOV TPONYOLUEVMS
vroPAnOel o Bepoameia. And Tovg 353 acBeveic otig peréteg MM-009 kot MM-010 ctovg omoiovg
yopnynOnke Aevaiidopion/de&auedaldvn, to 45,6% Ntov nAikiog 65 eTdv Kot dve. Ao TOVg

704 acBeveic mov a&oroyndnkav otig peréteg MM-009 kor MM-010, To 44,6% Mtav nAkiog 65

ETOV Kl V.

Kot otig 600 peréteg, ot acbeveic otnv opdda Aevaiidopione/de&opuefalovng («iev/deby») Elafav

25 mg AevaAdopiong omd Tov 6TOUATOG pio popd TV NuEpa katd Tig nuépes 1 €wg 21, ko éva
avVTIGTOLY0 KOWAKLO EIKOVIKOD QUPIAKOL Hio popd TNV NUEPO KOTA TIC NUEPES 22 £mg 28 kdbe kKhKAov
28 nuepav. Ot acbeveig oty oudda ikovikod eappakov/deéapuedalovng («placebo/deéy) Erafov

1 Koy dkio gikovikov appdiov Katd tig nuépes 1 £mg 28 kabe khKAov 28 nuepdv. Ot acheveig Kot
o115 dV0 opddec Bepoameiog Elafov 40 mg Se&apedalovng amd Tov GTOUNTOG Hio POPA TNV NUEPA KOTA
TigNuépes 1 émg 4, 9 émg 12 kot 17 €mg 20 kaOe KOKAOL 28 NUEPOV Y10 TOVG TPAOTOVG 4 KOKAOVG
Oepaneiog. H 660m g de&apebaldvne peiodnke oto 40 mg amd Tov GTOUNTOG pio popd TV nuépa
Kot TIg NUéEPeC 1 €mg 4 kdBe KOKAoL 28 Nuep®V PeTd Tovg TPdTOVS 4 KuKAOVC Bepaneioc. Kot otig
Vo peréteg, n Bepomeio TPOYpPAUHOTIOTKE VO cLVEIOTEL PHEYPL EEEMENG NG vooov. Kat oTtig 600
UEAETEG, TPOCUPUOYES TNG OOONG NTAV EMTPENTEG, PACEL TOV KAVIKDV KOl EPYACTPLOKOV
EUPNUATOV.

To Tp®TEVOV KATAANKTIKO GNUEID GYETIKA LE TNV OTOTEAEGLOTIKOTITO NTAV KOl OTIG dVO UEAETEG O
xpovoc péypt tnv e€EMEn (time to progression- TTP) g vocov. Zvvolikd, 353 acbeveic
a&loroynOnkov ot perétn MM-009, 177 oty oudda «Aev/oeé» kat 176 otnv oudoa «placebo/d6eéy.
Yvvolikd, 351 aoBeveic a&loroynOnkav ot perétn MM-010, 176 otnv opdda «rev/deé» ko 175
otV opada «placebo/dedy.

Kot otig 600 peréteg, ta Snpoypaeikd Kot to oYeTLOHEVA UE TN VOGO YOPOKTIPIOTIKA KATH TNV
&vapén NTav cuykpicyo HETAED TOV ORAd®V «Aev/dedy» kat «placebo/d6eéy. Kat o1 600 minbucpol
acBevav giyov didpeon nhikia 63 €TV, pe cuyKpioyn avaroyio HETa&d avopav Kot yovatkomv. H
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katdotacn anddoong katd ECOG (Eastern Cooperative Oncology Group) fitav cuykpiciun peta&d
TV 600 OpAd®V, OTTMC Kl 0 aplOUOS KOt O TUTOC TOV TPOYEVESTEP®V BePOTELDY.

Ex TV Tpotépv TPOYPOUUOTIGUEVEG EVOLAUESES OVOAVGELC KOt TV 000 HEAETMV KaTESEIEOY OTL N
«\ev/deb» ftav oTatioTikd onuavtikd avatepn (p < 0,00001) amo ) de&auebaldvn udvo, ovapopikd
LE TO TPMOTEVOV KATAANKTIKO onpeio oyetikd pe v anoteleopatikotnta, TTP (didpeon didpkeia
mapoakorovOnong 98,0 efdonddeg). Ta T0GOCTA TAPOVG AVTATOKPIOT|G KOl GUVOAIKNG OVTOTOKPIONG
070 GKENOG «AEV/OEE) NTaV EMIONC OTUOVTIKG VYNAOTEPO, atd O,TL 6TO OKEAOC «placebo/de€» Kat oTIg
V0 perétes. To amoTEAEGLOTO AVTMOV TOV AVOADGEDY 0ONYNCAV KOTE GUVETELN GE OTTOKAALYT TOV
BepamenTikon oKEAOVS Kot TV 000 HEAET®V, £T01 MOoTE Ol acbeveic Tng opddag «placebo/deé» va
uropécovv va Aapovv Bepameia [Le TO GUVOLOCTUO «AeV/Oely.

AeENyON Lol avAAVOT| OTOTEAECUATIKOTNTOS, TUPUTETOUEVNG TAPOKOAOVONON G, LE didpeon
mapoakorovdnon 130,7 efdopddwv. O ITivakag 9 cuvoyilel Ta aMOTEAEGUATO TOV AVAADGEDY
TapakolovONong g amoteleopaTIKOTNTOG —opadomotpéves (pooled) peléteg MM-009 kot
MM-010.

€ QLT TNV KOWN avAAVOT| TOPOTETOUEVN S TapoKkoAohOnong, To didueco TTP frav 60,1 efdouddeg
(95% CI: 44,3, 73,1) otovg acbeveic mov éhapav Oepomeio pe «Aev/de€» (N = 353) évavtt

20,1 gfdopddwv (95% CI: 17,7, 20,3) otovg acbevelg mov Elafav Oepancio pe «placebo/deéy

(N =351). H didpeon emPioon yopic eEEMEN g vocov (PFS) Ntav 48,1 efdonddes (95% Cl: 36,4,
62,1) otoug acbeveic mov ElaPav Oepameio pe «rev/deéy» Evavr 20,0 efdopadwv (95% Cl: 16,1, 20,1)
o1ovg acbeveig mov Ehafav Bepancia pe «placebo/ded». H didpeon dudpkeia g Oepaneiog oy

44,0 efoopadeg (erdyoto: 0,1, péyioto: 254,9) yio «Aev/deb» ko 23,1 gfdopdodeg (eldyioto: 0,3,
uéyioto: 238,1) yio «placebo/deé». Ta mocootd TAnpovg avtandkpiong ( complete response- CR),
uepikng avtomokpiong ( partial response- PR) kot cuvorikrg avtomokpiong (CR+PR) 6to okéAlog
«\ev/dely» mopapévouy oNUAVTIKE vymAdTEPQ o 0,1t 6T0 okéAOG «placebo/ded» kat 6Tig dVO
peAétes. H dudpeon cvvolikn emPioon oty avdAvon Tapatetaléving TopaKorovdnong tTmv Kowmv
peAetav eivon 164,3 gfoopddeg (95% CI: 145,1, 192,6) otovg acbeveic mov Ehafav Oepameio pe
«hev/deb» évavtt 136,4 efdoundades (95% CI: 113,1, 161,7) otovg acbeveic mov éhaPav Bepaneia pe
«placebo/deby». Iapd to yeyovog 6t 170 and tovg 351 acbeveig mov TuyaonomOnkay o
«placebo/de&» Ehafov Aevaidopion petd tnv eEEMEN TS VOGO N LETE TNV OTOKAALYT) TOV
OepamenTiKoy GKEAOVG TMV HEAETMV, 1) KOV OVAALGT TNG GLUVOAKTG EMPimong katédelle Eval
OTOTIOTIKA ONULOVTIKO TAEOVEKTN LA EMPBIONG Yo T «Aev/del» og oxéon e 1o «placebo/del»

(HR =0,833, 95% CI = [0,687, 1,009], p = 0,045).

ivaxag 11. Zovoyn TOV aTOTELEGUATOV TOV AVILDVGEDV ATOTELEGPUOTIKOTNTAS U6 TNV
MNUEPOUNVIK ATOKOTNG YI0 TAPOTETANEVT] TOUPUKOAOVON 6] —opadomonuéveg peréteg MM-009
kar MM-010 (qpepopnvieg amokomiig 23 lovriov 2008 kar 2 Maptiov 2008, avricTovy o)

Kotoiktiké onpeio Aev/0€g placebo/d€g
(N =353) (N =351)
Xpovog péypt to ooppayv HR [95% CI], Tyun p*
Xpovog péypt v eEEMEN 60,1 [44,3, 20,1 [17,7, 0,350 [0,287, 0,426],
Adpeon yun [95% Cl], 73,1] 20,3] p < 0,001
ePdoudoeg
EmBioon yopic eEEMEN ™ 48,1 20,0 0,393 0,326, 0,473],
vOoOoL [36,4, 62,1] [16,1, 20,1] p < 0,001
Adpeon tyun [95% Cl],
ePooudoeg
Zuvolkn| emiPioon 164,3 136,4 [113,1, 0,833 0,687, 1,009],
Adpeon Ty [95% ClI], [145,1, 161,7] p = 0,045
ePdopdoeg 192,6]
[Toco6td cLVOAIKNG emPBiwonc 82% 5%
1 é1oug
[Mocootd avramokpiong Adyog 0@péhovg [95% CI],
Ty p B
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Koatainktiké onpueio hev/ogg placebo/o€
(N = 353) (N =351)
Yvvolkr| avtamokplon [n, %] 212 (60,1) 75 (21,4) 5,53 [3,97, 7,71], p < 0,001
[Tpng avtamdxpion [n, %] 58 (16,4) 11 6,08 [3,13, 11,80], p < 0,001
(3.1)

% Appimigvupoc éleyyog log rank yio oOyKpion kapmvAav eniPinong petagd opddwv Hepansiog.
B Aupimhevpoc Eleyyog chi-square pe 816pdwomn cuvéyetac.

Mverodvariaotira cbovipouo.

H anoteleopaticdtnta Kot n ac@dAeia TS Aevaildopiong aStoroynonkav o acbeveig pe eEaptdpevn
omo TN HETAYYIoN avolpio AGY® HOEAOSVOTAUCTIKOV CUVOPOL®Y YOUNAOD 1] EVOLAUEGOV Kivovvoy 1
OV GYETILETOL LE KVTTAPOYEVETIKN OVOLOATL OaypaPng 5q, Le 1 X0pic TPOCHETES KVTTAPOYEVETIKES
OVOUOATEG, o 000 KOPLEC LEAETEG: Lid PAOTC 3, TOAVKEVTPIKT], TUYOLOTONUEVT], OVOLYTH LEAETT

3 okeA@V dV0 d06cE®V Aevaiidouidng (10 mg kot 5 mg) and Tov otopatog (MDS-004) kot pa

@Ao”g 2, TOAKEVTPIKY, avory T UEAETN eVOg 6KELOVE TNG Aevaldouiong (10 mg) (MDS-003).

Ta omoTeEAEGHOTO TTOL TOPOVCLALOVTOL TAPUKATM OVTITPOCMOTEVOLY TOV TANBVGUO e TpOBeon-Tpos-
Oepaneia (intent-to-treat, ITT) mov pelemOnke otig peréreg MDS-003 ko MDS-004, eva ta
UTOTEAEOUATO, GTOV OOUOVOUEVO VTomAnbduoud Del (5q) mapovoialovtal eniong EexmpioTa.

> perétn MDS-004, oty omoia 205 acBeveic Tuyatomomdnkoay e&icov yia vo Adfovv Aevaiidopion
10 mg, 5 mg 7 eKOVIKO QAPILOKO, 1| TPOTAPYIKN AVAALGT TG ATOTELECUATIKOTITOC GUVIGTATO GTN
GUYKPIGT TOV TOGOGTMV OVTUTOKPIONG 0TIV aveEapTnoio amd LETAYYIO TOV GKEADV AEVUAIOOUIONG
tov 10 mg kot 5 mg £vavtt Tov GKEAOLS EIKOVIKOD Qapldkov (StmAd ToeAn edon 16 Emg

52 gfdopddes kot avoryt £mg cvvolkd 156 efdopadec). Acbeveig ywpig evdeifelg TovAdyioTov
UIKP1G EpLOPOEIBIKNG avTamOKPIONG LETA 0o 16 eBdouddeg Expene va dakdyouy ) Depomeia.
Acbeveic e evoeilelc TOLAGYLIGTOV UIKPNG EPLOPOEISIKNG AVTATOKPLIONG UTOPOVGAY VO, GUVEXIGOVV TN
Oepameio péypt v epvBpoedikn vVoTPoTN, TNV eEEMEN TG VOGOL 1 N AmodeKT TOEIKOTNTO. ZTOVG
acBeveic, o1 omoiot EAaPav apytkd euKoviKo eapuaKko 1 S mg AevaAdopiong Kot dev TETvyaV
TOVAGYIGTOV oL pikp1| EpuBpoeldikn avtamokpion uetd and 16 efdoudadeg Oepaneiog, eneTpdmn 1
petéfoon and 1o ekovikd PAPUOKO 6T 5 mg Aevaidopidng 1 n cvvéyion g Bepaneiog pe
Aevaldopion og vynAotepn d6om (5 mg £wg 10 mg).

2 pekétn MDS-003, oty onoia 148 acBeveic Edafov AevaAiidouidn oe 66om tv 10 mg, 1
TPOTUPYIKY] OVIAVGT TNG OMOTEAECUATIKOTNTOS GLVIGTOTO GTNY A&0AOYNoT TG
OTOTEAECUATIKOTNTOG TOV OEpOmeEldV pe Aevoldouion yio v enitevén apomomtikng fertimong oe
ATOUO PE LVEAOOVOTANGTIKA GUVOPOLLA YAUNAOD T} EVOLAUECOV KIvdUVOL 1.

Mivaxkoeg 12. ZOvoyn TOV 0T0TEAEGUATOV ATOTELECPATIKOTNTOG - perétes MDS-004 (ovrAd
TV 9aon) ko1 MDS-003, tain0vepiog pe tpo0son-npog-Ospancia, KOTUANKTIKG onusio

MDS-004 MDS-003
N =205 N =148
10 mgT 5 mgTT Ewoviko 10 mg
N = 69 N = 69 (p('lp}l(lKO* N =148
N = 67
AveEaptnoia amd peTayyion 38 (65.1%) | 24 (34.8%) 4 (6.0%) 86 (58.1%)
(> 182 nuépec) #
AveEapoia and petdyyon (= 56 nuépeg) | 42 (60.9%) | 33 (47.8%) 5 (7.5%) 97 (65.5%)
i
A1dpecog ypovog Emg aveaptnoio amod 4.6 4.1 0.3 4.1
Letdyyion (eBoopddec)
Atdpeon Sidpkela £og ave&aptnoia omd NR® NR NR 114.4
Letdyyion (eBoopddec)
Adueon avénon og Hgb, g/dL 6.4 5.3 2.6 5.6

T Atopa mov édaBav Bepancio pe Aevaldopion 10 mg o 21 nuépeg tov KOKA®V 28 Muepdv
T1 Atopa mov £haPav Oepameio pe Aevaidopion 5 mg ce 28 nuépeg TV KOKA®V 28 Muepdv

* H mhelovotnta tov acbevav mov Ehafav eiKovikd eappako Siékoyay t SmAd TueAn Oepaneic Aoy® amovciog

amoteAecHOTIKOTNTOG HeTd and 16 efdopndadeg Oepaneing, mpv £16EA00VY 6TV avoyth edao.
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# ZyetiCeton pe ovEnon g Hgb xord > 1 g/dl
o Agv emtevyOnke (SnA. dev emttedyOnke N Sidpeon )

2 perétn MDS-004, éva onpovTiKa LEYOAVTEPO TOGOCTO AGHEVAOV LLE LVEAOSVOTAUCTIKG GUVOPOLLL
TETVYE TO TPMTEVOV KATUANKTIKO onueio g aveEaptnoiog amd petayylon (> 182 nuépeg) pe
Aevoldopion tov 10 mg oe cvykpion pe 1o ekovikd eappoko (55,1% évavtt 6,0%). Meto&hd tov

47 000evaV LEe ATOUOVOUEVT KLTTOPOYEVETIKY avopoiia Del (5q) mov éafav Bepaneio pe
Aevaidopion 10 mg, 27 acBeveic (57,4%) métuyav aveboapmoio omd HETAYYIoN EpLOPOV
opoceapimv.

O d1Gpecog xpovog HEYPL TNV aveEaptnoio amd LETAYYIoT 6T0 6KEAOG TG Aevaidouiong 10 mg nrov
4,6 efdouddec. H didpeon odpketo e aveoptnoiog and petdyyion dev emtedydnke oe Kaveva, amd
T oKEAN TG Oepameiag, adAd B mpémel va vepPaivel Ta 2 €11 yio Ta dropa mov ElaPav Bepaneia pe
Aevoldopion. H dwaueon avénon g apocearpivig (Hgb) amd v apyikn Tiun 6to okEAOg TV

10 mg fyrav 6,4 g/dl.

210 TpOoOeTO KATAANKTIKA oNUElN TNG LEAETNG TEPLOUPAVOVTAY 1] KUTTOPOYEVETIKY OVTOTOKPION
(o710 okéhog tv 10 mg mapoatnphOnkay peiloveg Kot EAAGGOVEG KUTTOPOYEVETIKEG OVTATOKPIGELS GTO
30,0% a1 24,0% tov atopmv, aviictorya),  a&loAdynon g motdtntag (g mov oyetileTon pue mv
vyeia (Health Related Quality of Life, HRQoL) kot 1 e€€Mén oe oEeio pveroyevn Aevyoupia. Ta
UTOTEAECUATO, TNG KUTTOPOYEVETIKNG avTomdkpiong kKot g HRQoL ftav cuvent| e ta eupipota tov
TPMTOYEVOVC KATAANKTIKOD onpeion Kot vaép g Oepaneiog pe Aevaldopion oe chyKkpilon Ue To
EIKOVIKO PAPLOKO.

> peiétn MDS-003, évo peydho mocooto achevav pe HueA0SVGTANGTIKG GOVOPOLLO, TETVYE
aveEaptnoia and petdyyion (> 182 nuépeg) pe Aevoldopion tov 10 mg (58,1%). O diduecog xpdvog
péypt v aveEaptnoio and petdyyion nrav 4,1 efdouddec. H didpeon dibpkela péypt tnv
aveapmoia omd petdyyion rav 114,4 efdonddec. H didpeon avénon g aposparpivng (Hgb) frav
5,6 g/dl. [TopatnpnOnkov peiloveg Kot EMAIGGOVEG KUTTAPOYEVETIKEG avTomokpioelg ato 40,9% kot
30,7% v atdpwv, ovtictoryo.

"Eva peydio mo606to TV atopmv mov cvupeteiyov otig peréteg MDS-003 (72,9%) ko MDS-004
(52,7%) eiyov MaPet Tponyovpévmg mapdyovieg diEyepons e epvbpomnoinonc.

Aéupwuo. amwd KOTTOp0 TOL UOVODO,

H amoteleopatikdmra Kot 1 acpaieio Tng Aevolidopiong a&loloynnkav oe acbeveig e Aéppopa
OO KOTTOPO TOV LOVOVO GE LU0 TOAVKEVTPIKT], TUYOOTOMUEVT], AVOLYTH LEAETT PAONG 2 EvavTl
povoBepameiog kot ETAOYT TOV EpELVNTH GE 0COEVEIC TOV NTOV AVOEKTIKOL TNV TEAEL TN TOVG
aymyn 1 giyov vrotpomidoet pio émg tpetg eopis (nedétn MCL-002).

Xoppetetyav acOeveic nAikiog tovAdyiotov 18 etdv pe 10ToloY1Kd amodederypévo AKM Kot
peTpnoiun voco pe a&ovikn topoypagpio. Ot acbeveic Enpene va Exovv AdPet Emapkn TponyodueVn
Oepaneio e TovAdyIoTOV £va TPOTYOOLEVO GYNILO cLUVOVAGUEVNC ¥nuetobdepaneiog. Eniong, ol
acBeveig dev Empene va givor emAEEpot Yo evtaTikn ynuetodepameio 17/Kat LETOUOGYELCT KOTA TN
oTLYUN TG €yYPapnG ot puerét. Ot acbeveig TuyotomomOnkay pe avaroyia 2:1 610 okéA0g TG
Aevoldopiong N oto okélog eEAEyyov. H Oepameio emAoync tov epguvnth emAéybnke Tpv amod v
Tuyoomoinon kot mepteddpPave povobepaneia gite pe yYAwpappovkiin, kutapafivn, prrov&pdpumn,
@Aovdapofivn N yeuottoafivn.

H Aevolidopion yopnynnke and tov otopaTog 25 mg pio opd tnv nuépa yia T Tpmteg 21 nuépeg
(H1 éwg H21) og emavarapfoavopevovg khkAovg 28 nuepmv péypt v e£EAMEN ™G vOoOL 1 T Un
amodexth To&ikdra. Ot acbevelg pue pétpla veppikn avemdpkela 0o AauPavoy yaunilotepn apytkn
d0oom Aevoldopiong 10 mg nuepnoig e o 1510 TPOYPOLLLLL.

Ta nuoypaekd ototyeio Kot v Evapén NTav cuykpiciue LeTa&d ToV GKEAOVG TG AEVOAISOUIONG
Kot Tov okélovg eAEyyov. Kat ot 8o minbucuoi acbevav giyav diapeon nikio 68,5 etdv pe
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ovykpiown avaioyia avopmv mpog yuvaikes. H koatdotaomn anddoong katd ECOG ftav cuykpioun
UETOED TV 000 OHAd®V, OTTMC KAl 0 0plOUOG TMV TPONYOLUEV®Y BEPUTELDV.

To mpotapyikd KoTaAnkTikd onpeio anotehespatikoétag otn pedétn MCL-002 fjtav n empPioon
Yopig e&EMEN g vocov (PES).

Ta dedopéva TNG UTOTEAECUATIKOTNTOG Yo TOV TANBuoud pe npoddeon-npog-Oepaneio (Intent-to-Treat,
ITT) a&oroynOnkav and v Ave&aptnt Exttponn EAéyyov (Independent Review Committee, IRC)
ka1 wapovstalovior otov Iivaka 13 Tapakdtm.

Mivaxkag 13. Zovoyn Tov dedopuévov arotereopatikotntog — perdétn MCL-002, ainOvopdg pe
np60eon-npoc-Oepamneia

Ykéhog Aevarldopiong
N =170

YKENOG EAEYYOV
N = 84

PFS
PES, dvapeona [95% CI]P (epdopddeq)
1601k HR [95% Clle Awdoyikdg

37.6 [24.0, 52.6]

22.7[15.9, 30.1]

0.61 [0.44, 0.84]

Eheyyoc log rank, tiun p 0.004
Avtamoxpiona, n (%)

[TAnpNnG avTomoxkpion 8 (4.7) 0(0.0)
(CR)

Mepu avtamokpion (PR) 60 (35.3) 9 (10.7)
>tabepn) vocog (SD)B 50 (29.4) 44 (52.4)
EEEMEN g vooou (PD) 34 (20.0) 26 (31.0)
Aev Eywve/Aginet 18 (10.6) 5 (6.0)

ORR (CR, CRu, PR), n (%) [95% CI]¢ 68 (40.0) [32.58,47.78] | 9 (10.7)d[5.02, 19.37]

p-value® <0.001

CRR (CR, CRU), n (%) [95% CI]° 8 (4.7) [2.05, 9.06] . O| ; 0(0.0) [95.70, 100.00]
04

p-value®

Alapkela avromdkprong, dSiapsona [95% ClI] 69.6 [41.1, 86.7] 45.1[36.3, 80.9]

(eBoouddeC)

2ovolkn empioon
HR [95% CI]Y 0.89[0.62, 1.28]
E)eyyoc log rank, tiun p 0.520

Cl = didompa gpmiotoodvng, CRR = mocootd minpovg avtomokpiong, CR = ninpng avtandkpion, CRu = un emPeforopévn
TApNg avtandkpion, DMC = Emttpony) napaxorovnong dedopéveov, ITT = npdbeon-npoc-Bepaneio, HR = Adyog
emkvdvvomrog, KM = Kaplan-Meier, MIPI = Awebvng Ilpoyvootikdg Agiktn Agpopodpatog Kvttdpov tov Mavoda, NA =
dev 1oyder, ORR = cuvolikd 060016 avtamokpiong, PD = e&éMén g vooov, PFS = emPioon yopic e£EMén g vocov,
PR= pepun avramoxpion, SCT = petapdoyevon apy€yovov kuttdpov, SD = otabepn vococ, SE = tomikd cedipa.

o H ddpeon tipn Boaoiotke oty extipnon KM

B To gvpoc vmoroyiotnke g 95% CI yio Tov didpeco ypovo emPimong.

v H péon xon dtépeon T givor LovopETaPANTES GTATIOTIKEG XMPIG TPOGAPLOYN Yo AOYOKPIGIO

8 Ot petaPAntég otpopatonoinon tepthdpfavay Tov xpdvo ard ) Sidyvoon £og v tpdTn do6omn (< 3 €t kon > 3 €tn), ToV
xpOVvo amd v Tehgvtaio mponyoduevn cuotnpoTiky Oepancio Kotd ToV AEUPOUATOG MG TNV TPMTN 8001 (< 6 prveg Kot

> 6 pveg), v wponyoduevn SCT (var 1y Ox) ko Tov MIPI katd tv Evapén (xopnAov, evolapeson kot vyniov Kvdvuvov).
€ O ddoykds éreyyos Paciotke otov otafcévo pEGo 6po evag otatioTikoy eAéyyov log rank ypnoipomoidvag tov
€\eyyo un otpopatonoinong log rank yio v avénon tov peyéBovg tov delypatog kot Tov EAeyyo Un otpopatonoinong log
rank ¢ TPOTOYEVOLS OVAAVGONG.

Ta Bapn Bacilovrot ota Topatnpndévia cvpPdvta Kotd T otryun g deéaymyng g tpitng ovvedpiaong g DMC kon
Baoilovtal ot dtpopd HeTa&D TV TopaTPNOEVIOV KoL TOV OVOUEVOUEVOV GUUPBAVTOV KOTA T GTLYUT| TG TPOTOYEVOLS
avdivong. Iapovoialoviat o oxetilopevog dradoykoc HR kot to avtictoyo AE 95%.

2 perétn MCL-002 otov mAnBuoud ITT, vanpée cuvolkn eppavig adénon tov Bovatwoy eviog

20 efdopadmv 610 oKELOG TG Aevaldopidng 22/170 (13%) évavtt 6/84 (7%) 610 6KEAOG EAEYYOL. Z€
aoBeveig e VYNAO poptio OYKOoV, ot avtioTotyol apBpol frav 16/81 (20%) ko 2/28 (7%) (BA.
napbypapo 4.4).
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Olwoec léupwuo

AUGMENT - CC-5013-NHL-007

H amoteleopatikdTnTo Kot 1 0GQAAELD TG AEVOAOOUIONG G€ GLUVOVAGLO PE PLITOVELUAUTN EVAVTL TNG
PLTOLEUAUTNG GLV EIKOVIKO Pappako a&loroynnkav oe acBeveig pe vrotpomalov/aviekticd INHL,
ovumeptlappavopévov OA, 6 Lo TOAVKEVTPIKT), TUYOLOTOMUEVT), OITAG TUPAY|, EAEYYOLEVT LEAETN
@dong 3 (CC-5013-NHL-007 [AUGMENT]).

Yvvolika 358 acbeveig niikiag tovAdyiotov 18 etdv pe 1otoloykd emPBefoarwpévo AOZ 1 ue OA
Boabpoo 1, 2 1 30 (CD20+ Bdaoer e€étaong kuttapouetpiog pong i totoynuikig e€étaonc), 6mme
a&lohoynOnKay amd tov epevvnTn 1 TomKo Taforoyoavatdpo, Tuyalonomdnkav oe avoroyia 1:1. Ta
dropa giyav Aapet Oepaneio 010 TOPEAOOV LE TOLAGYIGTOV Lidt TPOTYOOUEVT] GUGTIUOTIKN
ynueobepaneio, avocobepaneia | cuvdLAGHO yNUeE0Bepameiog Kot avocobepameiog.

H Aevolidopion yopnynonke and tov otopatog oe 20 Mg pia popd TNV NUEPA Y1 TIG TPADTES

21 nuépeg emavoropufavouevev kikhmv 28 nuepdv yio 12 kdkhovg 1 UEXPL TNV EUGAVICT] 1N
anodekthg ToEikotTac. H 8o g prrovépdumng frov 375 mg/m? kdde efdonddo otov koxkio 1
(muépeg 1, 8, 15 ko 22) ko v nuépa 1 kabe kvrxhov 28 nuepmv amd tov kKOKAo 2 £0¢ Tov KOKAO .
OAot ot vroroyiopoi docoroyiag yio tn prrovéudunn Paciomnkay otny emedvelo copotog (BSA)
oV 0oBevolg, [LE ¥PNON TOL TPAYLATIKOD BApovg Tov acBevoic,.

Ta dnpoypaeikd otoryeio Kot To oYeTILOUEVA LE TN VOGO YOPUKTNPICOTIKA TV acOevdv Katd TV
évapén Nrav Tapopotla HeTald Tov 2 opddmv Bepameiog.

O TpTEV®V GTOYOG TNG HEAETNG NTOV VO GLYKPLOEL 1] OMOTEAEGUOTIKOTITA TG AEVOALOOUIONG GE
GUVOLOCUO UE PLITOVEIUAUTT LLE TNV OTOTEAEGLOTIKOTITO, TNG PLTOVELUAUTNG GVV EIKOVIKO (APLLOKO OE
dropa pe vrotpomidlov/aviektikd OA Babuov 1, 2 ) 3a 1y AOZ. O tpocdiopiopdg g
aroteleopatikotntog faciotnke otnv PFS g 10 mpotevov katoinktikd onueio, 6mwg a&toAoynonke
and v IRC pe ypnon tov kprenpiov tov 2007 g Aebvoic Opadag Epyaciag (IWG) aArd ympig
topoypaeio ekmopmic molitpoviov (PET).

O1 devtepevovieg oTOYOL TNG LEAETNG NTAV VO, GLYKPOEL 1 ASPAAELD TNG AEVAASOUIONG GE GUVOVAGHO
UE PLTOVEIUAUTT LE TNV AGPAAELN TNG PLITOVEIUAUTNG GLV EIKOVIKO PAPUOKO. AAAOL SEVTEPEVOVTES
6TOYO0L NTOV VO GUYKPLOEL 1) AMOTEAEGLOTIKOTITO, TG PLTOVELUAUTNG GVV AEVOAMOOUIdN pEe TNV
OTOTEAECLATIKOTNTO TNG PLTOVEUALUTNG GLV EIKOVIKO QAPLOKO, LE fAoT) TIG aKOA0VOEG GALES
TOPAUETPOVS OTOTEAEGUATIKOTNTAS: LVUVOALKO 1060010 avtamokpiong (ORR), mocootd CR kot
duapkero, avromokpiong (DoR) katd IWG 2007 ywpic PET ka1 OS.

AmoteAéopota amd Tov GuVoAko TANBLG O, cuumepthapPavopévov TAnbucpod pe OA kot AOZ,
£oe1&av OTL o€ didpeon Topakoiovdnon 28,3°unvav, 1 LEAETN EKTANP®VE TO TPMTEHOV KATUANKTIKO
onueio g PFS pe Aoyo emkivdvvotntag (HR) (Sidotpa epmiotosvvng [CI]) 95% 0,45 (0,33, 0,61)
Tiun p < 0,0001. Ta anoteAéoHATO TG AMOTEAECLATIKOTNTOG 0tO TOV TANBuoud pe olmdeg AEppmpLa
napovctalovtol otov wivake, 14.

Mivaxkag 14: Tlgpiinyn TV 6£00UEVOV ATOTELEGPOTIKOTNTAS Y10 TO 0(DOES Aéppopa — Merétn
CC-5013-NHL-007

OA
(N = 295)

Agvaldopidn kot prrov&iudumn Ewkovikd @appoko kot
(N =147) prrov&pdpmn
(N =148)

Empioon yopig sEEMEN g vosov (PES) (kavéveg amokomig dedopuévav katd EMA)

Atdpeon PFES® (95% ClI) 39,4 13,8
(uvec) (25,1, AE) (11,2, 16,0)
HR [95% CI] 0,40 (0,29, 0,55)"

Ty p <0,0001"
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OA
(N =295)
AevaMoopion Kot pLrtov&ydapunn Ewovikd @apuaxo Kot
(N =147) prrov&ipuaumn
(N =148)
AVTIKELLEVIKY) 118 (80,3) 82 (55,4)
avtomokpion® (CR +PR), n (72,9, 86,4) (47,0, 63,6)
(%) (IRC, kpuipia
avtamdkprong IWG 2007)
95% Cl°*
IIapng 51 (34,7) 29 (19,6)
avramékpion®, n (%0) (27,0, 43,0) (13,5, 26,9)
IRC, xpumpia
avtamdkpiong IWG 2007)
95% Cl°*
Aldpkero 36,6 15,5
avtamékpiong’® (dapcon) (24,9, AE) (11,2, 25,0)
(mivee)
95% CI @

Yvvolki emBioon®® (OS)

IMocoot6 OS o105 £, n (%) 126 (85,9) 114 (77,0)
95 % CI (78,6, 90,9) (68,9, 83,3)
HR [95% CI] 0,49 (0,28, 0,85)"

MopaxkorovOnon
Aldpeon duapkela 67,81 65,72
napakorovOnong (Min, max) (0,5, 89,3) (0,6, 90,9)
(pvee)

“ Atdpeon extipmon and avdivon Kaplan-Meier.

PO Aoyog emKIvSLVOTTAG KoL TO SIAGTNLO EUTIGTOGVUVIG TOV EKTIUHOMKAY G0 1N CTPOUOTOTOMUEVO HOVTELO GVOAOYIKOV KIVSHVOV TOL
Cox.

" Ty p amd éleyyo log-rank.

¥ Ta Se0TEPEVOVTO, KoL SLEPEVVTIKG KATOANKTUCE, onpeia Sev eival EAeyXOUEVO, KOTH O

¢ Me Sidpeon mapoxolovdnon 66,14 pnvav, vanpyav 19 Bévatot 6to okéhog R? kot 38 BGvatol 610 okéLog eELEyyov.

°t Akp1Pég S1G0TN A EUTIGTOGVVIG Y10 SIOVOHIKT] KOTOVORT.

Olwdec Aupowua yia aobeveic avlerxtixovg oty pirovéiudunn

MAGNIFY - CC-5013-NHL-008

Tuvohkd 232 dropo nhikiag tovAdyiotov 18 etmv pe iotoroyikd emPefaropévo OA (Babuod 1, 2, 3a
N AOZ), dnwg a&lodoyndnkay omd tov epguvnTn 1 Tomiko Tafoloyoavatouo, vidydnkay otnv
nepiodo apykng Bepaneiog pe 12 korkhovg Aevaidopidng cvv prrov&ipudunn. Ta dtopo mov TETVYoV
CR/CRu, PR 11 SD éw¢ 10 16A0¢ ¢ TTep1dd0ov Bepameiog epodov Tuyotomomonkay yo va eicayfovv
otV mepiodo Bepamneiag cuvtipnons. Ola ta dropa mov evidydnkav Enpene va eiyoav AdPel oto

T peABOV TOLAGYIOTOV pio TPONYOOUEVT CLUGTNLOTIKY Bepameia KaTd Tov AEPPOUATOG. Ze ovTifeon
pe ) perétn NHL-007, n pedétn NHL-008 nepilapfave acbeveig mov ntav avlektikoi 6t
prrovéudpmn (xopic avtamdkpion 1 vroTpomiacay eviog 6 unvov Bepaneiag pe prrovudunn 1 frav
avhekrtikol kot o prrov&aunn Kot otn ynuelodepomeio).

Kotd ™ didpkeia e meptodov Oepameiog epodov, yopnyndnke Aevaiidouion 20 mg tigc nuépeg 1-21
emovolopuPavopevav KOKA®V 28 nuepmv yio Emg Kot 12 kOKAoLS 1} UEYPL TV EUPAVIOT] [T TTOOEKTNC
To&IKOTNTAG 1) TNV ATOcLPON TNG SVYKOTAOEoNG 1 TNV €EEMEN TG vocov. H d6on tng prrov&pdipmng
frov 375 mg/m? ke eBdonddo otov koKkAo 1 (Muépeg 1, 8, 15 xon 22) ko tnv nuépa 1 kae devtepov
KOKAOL 28 nuepdv (kKoxkhot 3, 5, 7, 9 ko 11) €m¢ kot yio 12 kdxhovg Bepaneioc. Orol o1 violoyiopol
docoroyiag yio ) prrovéudunn faciotnoy otny emipdvein copatog (BSA) tov achevoig kot To
TPAYUATIKO TOL Bpog.
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Ta dedopéva mov mapovsialovral faciloviol og o EVOLAUEST) OVAALGT TTOV EMKEVIPOONKE GTNV
nepiodo Bepameiag epodov evog okélovs. Ot Tpocdiopiopol e amoteleopatikotntog facilovtol oto
ORR «atd BéATIoT 0vIandKPIoT OC TPOTEVOV KOTUANKTIKO GNUELD, LLE XPNOT| KOG TPOTOTOINGNG
TOV Kprmpiov avtamdkpiong tov 1999 g Aebvoig Opddag Epyaciag (kpitipla avtamdkpiong
IWG). O dgvtepedmv 610306 NTav va a&lodoyndodv GALEG TOPAUETPOL ATOTEAECUATIKOTNTAS, OGN

DoR.

IMivaxkag 15: Mepiinyn TOV 6vvoMKAOV d£dopévov amotelespotikotTnToS (TEPindog Ospomeiog
£@060v) — nerétn CC-5013-NHL-008

‘O\o. ta dTopa Atopa pe OA
AvBektikomta | AvBekTikdTTa Avbekticotnta |AvBekTikdTTa
om o o o
PLTOVEWAUTN: | prrovEapnan: PLTOLEANT: | PLTOvELANTN:
>Hvoro Noat Oxt >Hvoro Nat On
N=187 2 N=77 N=110 N=148 N=60 N=88
ORR, n (%) 127 (67,9) 45 (58,4) 82 (75,2) 104 35 (58,3) 69 (79,3)
(CR+CRuU+PR) (70,3)
CRR, n (%) 79 (42,2) 27 (35,1) 52 (47,7) |62 (41,9)] 20 (33,3) 42 (48,3)
(CR+Cru)
Ap1Bpog N=127 N=45 N=82 N=104 N=35 N=69
UVTOTOKPLOEVTOV
% atépov pe DoR B 93.0 90,4 94,5 94,3 96,0 93,5
> 6 pveg (95% CI) ¥ (85,1, (73,0, 96,8) (83,9,98,2) | (855, | (74,8,99,4) (81,0, 97,9)
96,8) 97,9)
% atépov pe DoR B 79,1 73,3 82,4 79,5 73,9 81,7
> 12 migveg (95% CI) 7| (67,4, (51,2, 86,6) (67,5,90,9) | (65,5, | (43,0,89,8) (64,8, 91,0)
87,0) 88,3)

Cl = didompa gpmiotoodvng, DOR = didpkeia aviamdkpiong, OA = olddec Aéppopo

* O mAnbvopdg TpmToYEVODG avalvuong Yo av T T HeAETN eivat TANOVGHOS AELOAOYNGILOG Y10, OTOTELEGULATIKOTITO EPOS0V
(IEE).

P Q¢ Siapxeta avramodxpiong opiletar 0 ypdvog (Wveg) amd v apyiky oviandkpion (tovidyiotov PR) éog v
TekpMPLpéVN eEEMEN TG VOGOV 1| ToV BAvaTo, 6010 TPOKVLYEL TPAOTO.

Y Ta otatiotikd otoryeio Anednkov pe ) pébodo Kaplan-Meier. To 95% Cl Baociletor otov thno Greenwood.

Inuewwoels: H avdivon apaypatomoteiton povo yio dropo wov xovv emrdyet PR 1 kodvtepn avtomdkpion petd v
nuepounvia TpdTG d60NG NG Bepameing poOdov Kot Tpv and onoladnTote mepiodo Bepameiog cuvpnong Kot kdbe
emakolovdn Bepaneio KoTd TOL AELPOLATOG GTNY TTEPI0dO £PAdoV. To T0c00Td PacileTar oTov GLVOAKO aplBpod
avtamokpliéviov.

Toudrorpikdc TAnOvoudg

O Evponaikoc Opyaviopog @apudkmv (EMA) £xel ddoet 101kn Yo 1o Tpoidv amaAloyn yio )
AEVOAMBOLIdN OV 10YVEL GE OAEG TIG VITOKATIYOPIES TOL TOUIIATPIKOD TANBVGUOD Y10 VEOTANGLOTIKEG
madnoelg and opo B-kottapa (BAEne moapdypoeo 4.2 yio TANPoPopiec GYETIKA LE TV TOLOLOTPIKN
xpron).

52  ®appuokoKiviTIKES 1O10TNTES

H Aevolidopion €xet Eva acOUUETPO ATOpO AvOpOKO KOt UTOPEL CUVETMG VO VTLAPYEL LE TIG OTTIKA
evepyég Lopeég S(-) kan R(+). H Aevaidopion mopdyetotl og pakepkd piypo. H Aevoadopion etvor
YEVIKA TEPIOGOTEPO SLOAVTH GE OPYUVIKOVG SLOAVTEG GALA eLpavilerl T LEYLOTN SHAVTOTNTA OE
ddivpa 0,1 N HCI.

Amoppdonon

H Aevolidopion amoppo@dtol ypiRyopa PETA TNV amd TOL GTOUATOG XOP1YNOT OE LY1Elg eBghovTéc, vid
oVVONKeg VNoTelng, He TIC HEYIOTES GUYKEVTIPMOOELS GTO TAACUO Vo, eppavilovTon HeTaln

0,5 kot 2 wpdv petd ™ Ay g 0o6onc. Xe acbeveic, kabmg kat og vyieic ebehovtég, N uéylom
oLYKEVTP®OT] (Cmax) KoL 1] TEPLOYN KAT® 0O TNV KOUTOAN XpOvov cuykévipoong (AUC) avédvovtan
avaAoykd pe Tic avénoelg otn 860m. Ot TOAAATAEC dOGELG OV TPOKOUAODY GTLLOVTIKT] GUCCHPEVCT)
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TOV QUPUOKELTIKOD TPOIOVTOC. LTO TAAGLLO, Ol OYETIKEG ekBEoelg TV S- katl R-gvavtiopépav g
Aevodopiong Nrav mepimov 56% kot 44% avtiotoiy®c.

H ovyyopnynon pali pe éva yebpo vynio og Aimog kot vynAd oe Beppideg og vylelg eBehovtéc peidver
t0 Babud amoppdenong, odnymdvtag o pia peiwon mepinov 20% oty Teployn KAT® ond TNV KOUTOAN
ovykévipmons-ypdvov (AUC) kar 50% peimor 6t Cmax T0V TAACLATOS. 26TOGO, GTIG KUPLEG dOKIUES
£YKP1oNG TOAALUTAOD HVEADUATOG KOl LDEAOSVOTAUCTIKOV GUVIPOU®Y OOV TPOGOIOPIGTIKAY M
OTOTEAECUATIKOTITO KOL 1] CQAAELD Y10 TN AEVOALOOUIOT, TO PAPLOKEVTIKO TPOidV yopnynonke
aveEdptnto and v TpdcAnym tpoenc. Etot, n Aevoidopion propel va yopnyn0et pe 1 yopig tpoen.

O QOpUOKOKIVITIKEG AVOADGELG TANBLGHOD delyvouv OTL 0 PLOUOG ATOPPAPENONG TNG AEVOALOOUIONG
oo TOL GTONATOC Eival TaPOUOLOG HeTalD Tav acBevav pe IIM, MDS kot AKM.

Koatavoun

H in vitro 8¢ouevon g (**C)-Aevoldopidng otic mpwteiveg mAGSHATOC fTow XOUNAY He péon
déopevon otig Tpateiveg TAacpoTog 23% Kot 29%, oe acheveic pe TOALOTAO HVEAMUO KoL VYIEIG
€0eAOVTEG aVTIGTOLYMC.

H Aevolidopion eivar mapovoa oto avBpamivo oréppa (< 0,01% tng d6ong) petd tn yopnynon
25 mg/mpépa Kot T0 GOPUOKEVTIKO TPOIOV OV OVIXVEDETAL GTO CTEPLN EVOG VYL0VG ATOUOL 3 MUEPES

uetd tn drakon g ovaiag (PA. mapdypapo 4.4).

Buouetooynuotiopndg kot omwofoin

Ta amotedéopata omod in Vitro pedéteg petafoliopol og avOpOTOLE KOTASEIKVDOLV OTL T
Aevoldopion oev petafolriletarl and ta Eviopa Tov Kutoypmdpatog P450, yeyovog mov vmodeikvioel 0Tt
N XOPNYNON AEVOAMSOUIONG LE PAPUAKEVTIKA TPOIOVTA TO 0TTOi0 AvacTEAAOVY Ta, ViV TOV
Kutoypdpatog P450 dev eivon mbovo va mpokaréoet aAAnAenidpdoelg 6to petafolopd
QOPLOKEVTIKOV TPOIOVI®V 6TOV GvOpwmo. IN Vitro pedétec Katadeikviouv 0Tt 1 AeVAAISoidn dev €xet
Kapio avactodtikn dpdon eni tov CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP2EL, CYP3A 7
UGT1AL. Q¢ ek t100T0V, 1| AeVOALOOUION ivarl amiBovo Vo TPoKaAEGEL KAVIKG OT|LOVTIKEG
OAANAETIOPAGELG POPUOKEVTIKAOV TPOTOVTOV OTAY GUYYXOPNYEITOL LE VTOGTPDLOTO AVTAOV TOV
evlouv.

Mehétec in vitro deiyvouv 611 | AevoAidopidn dev givarl vIOGTPOU TG AVOPOTIVNG TPOTEIVIG
avtiotaong kapkivov tov paotod (BCRP), tov moAvaviektikmv og pdppoka tpateivov (MRP)
petapopdg MRP1, MRP2 1} MRP3, tov petagopémv opyovikav avioviav (OAT) OATI kot OAT3,
TOV TOAVTETTIONOV HETOPOPAC opyaviK®my avioviav 1B1 (OATP1BI1), tov HETOQOpE®Y OpYUVIKOY
katiovieov (OCT) OCT1 ko OCT2, ¢ npwteivng eEDONONE TOALATAGY POPUAK®V Kot TOEVDV
(MATE) MATEI kot tov Kovotopmv petagopémv opyovikav Kotoviev (OCTN) OCTNI ko
OCTN2.

Meléteg in Vitro deiyvouv 0t 1 AevaAidouion dev €xet kapio avaoTaATikn dpdon ent TG avOpmdmTivng
avtAloag anékkpiong yolkav aidtov (BSEP), tng BCRP, g MRP2, tov OAT1, tov OAT3, 0V
OATPIBI1, tov OATP1B3 ka1 tov OCT2.

To peyahdtepo pépog g AevaAidouiong amoPdiretor ota ovpa. H cuveiopopd g amékkpiong
SLOUESOL VEQPOV GTNV GUVOMKTN KAOOPGT, GE ATOWA UE PLGTIOAOYIKT VEPPIKN Acttovpyia, tav 90%,
e 1o 4% g Aevaaidopidong va amoBdAiietar oto KOTPAVAL.

H Aevatdopidn petaPorileton og mepropiopévo Babpo, kabag o 82% tng d6ong anekkpiveron
apetdfinto ota ovpa. H vopou-Aevaiidopion kot 1 N-akeTvA0-AevalMIOpidn avTItpocmrehovy T0
4,59% o to 1,83% tng anekkpvopevng 60ong avtiotoyo. H veppkh kédBapon g Aevaidopiong
vrepPaivel To puOUO omEPAPATIKNG d11ONONG KOt EMOUEVMG EKKPIVETOL TOVAGYLIOTOV EVEPYDG OE
Kdmolov Babud.
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e dooelg tov S Eoc 25 mg/muépa, N nuicela {on oto TAdopa eival Tepimov 3 dPES G VYIEIG
€Belovtég Kot KopoiveTat omd 3 €mg 5 mpec o€ acbevelg e TOAMATAO LVEAWDLLO. LVELOSVOTAUCTIK
oVVOpoua 1| AU od KOTTAPO TOV LavODd.

Hiwopévol

Agv &ovv de€oyel KMViIKEG HEAETES OMOKAEIGTIKA Y10 TNV 0EI0AGYNOT] TNG POPUUKOKIVITIKNG TNG
AevaAdopiong otoug NAKI®pEVOLS. Ot QOPUOKOKIVITIKEG OVOADGELS TOV TANBVGLOV TTepleAdpPavay
aoBeveic e nlikieg mov kvpaivovtay amd 39 €mg 85 eT®@V Kot LITOJEIKVOOLVY OTL 1) NALKia Ogv
emnpealel v kKabapon g Aevordopiong (ékbeon oto mAdoua). Kabdg ot nhkiopévor acbeveic
glvar mBavoTepPo Vo TaPoLGIALoVY HEIMUEVT] VEQPPIKT] AELTOVPYIM, ATALTEITOL TPOGOYN KATH TNV
EMIAOYN TNG S0GOAOYIOG KOl GUVIGTATOL 1) TAPAKOAOVONGT TNG VEPPIKNG AELTOVPYIOC.

Neppikn dvsAisttovpyia,

Ot QopUOKOKIVITIKEG 1O10TNTEG TNG AEVAAOOUIONG LeAeTON KOV GE ATOUO e VEQPIKT] OLGAELTOLPYIN
AOY® KoAONO®V KATAGTACE®V. Xg aLTN TN UEAETT, dVO LEBOSOL YpncIpoToOnKay Yio TV
KOTNYOPLOTOINGT TNG VEPPIKNG Aettovpyiag: petphOnke n kabapon kpeatvivig amd ovpa 24mdpov Kot
vroAoyiotnke N KaOBapon kpeatvivng amod v e€icwon Cockeroft-Gault. Ta amoteAéspota
VIOdEKVOOVY OTL KaBMDG 1) veppikn Aettovpyia petdvetar (< 50 ml/min), 1 cuvolikn kdBapon g
Aevoldopiong petmvetan ovaioyikd, tpokoimvtag pio avénon oty AUC. H AUC avénbnie kotd
mePimov 2,5, 4 ka1 5 popég oe ATOUN e LETPLO VEQPLKT] OLGAELTOVPYia, GoPapn vePpikn
dvuodeltovpyia Kot TEAMKOV 6Tadiov VEQPIKN VOG0, OvTIGTOLYa, GE GOYKPIoT UE TNV OUAda TO
ouvovale GTopa LE PLUGTIOAOYIKT| VEPPIKT AElTovpyio Kol ATOMO LE T VEPPIKT ducAgitovpyia. H
nuicelo Lon ¢ Aevaiidopiong avénonke and mepinov 3,5 dpec o€ dropa pe KdBoporn KpeoTvivig

> 50 ml/min og neplocdTEPO Ad 9 dpec oe dropa pe HeEl®UEVN VEQPIKN Asttovpyia < 50 ml/min.
Evtovtoig, | veppikn duchettovpyio dev HETEPOAE TNV GO TOV GTOLOTOC OTOPPOPT|ON TNG
Aevoldopiong. H Crax Tav Topopote, LETaED VYOV aTOU®V Kot 0oBEVOV e VEQPIKT] SucAeiTovpyia.
Iepimov t0 30% tOL PaPUAKELTIKOD TPOIOVTOG GTO GMUA OTOUAKPUVONKE KaTd TN SLdpKeELd oG
epdmaé 4mpng ocvvedpiag apokddaponc. Ot GUVICTOUEVEG TPOGAPLOYES TNG 000N G 6€ aobevelg pe
veppiKn duciettovpyia teptypdpovtal 6Ty Tapdypago 4.2.

Hrotkn dvciettovpyio

Ot QopUOKOKIVITIKEG OVOAVOELS TOL TANBLGLOV TepteAduovoy acBevels e Mo NIoTKn
dvciertovpyio (N = 16, okwn xorepvBpivn > 1 émg < 1,5 x ULN 1} AST > ULN) kot vrodeikviouy 0Tt
1N o NroTikn dvciettovpyia dev emnpedlel v kaBapomn g Aevaridopiong (éxbeon oto TAGGE).
Agv vrdpyovv dabéciua dedopéva Yo acbeveig pe pétplo Emg coPapn nratikny dueAettovpyia.

AM\OL evo0YEVEIC TAPGYOVTES

O1 QP UOKOKIVITIKEG OVOADGELC TOL TANBVGHOD VTTOdEIKVDOVY OTL TO cwuatikd Bapog (33 - 135 kQ),
TO VA0, 1| PUAN KO O TUTTOC TOV OLUATOAOYIKAOV KakonBeldV [ToAAamAd poéhopa (MM),
pvglodvomriaotikd cuvopopa (MDS) 1 AKM] dev €yovv KAvikd onuavtikn enidpacn otnv Kabapon
™G AeVOAMOOUIdN G o€ eviilkeg aoBeveic.

5.3 TIIpoxivika dedopéva Yo TNV a6@drela

Muo pedhét epfpuikng avamtuéng dievepynonke og mONKoVE 6TOVE 0TTOioVG YOoPTYONKE Agvaiidouion
o€ 06oelg amo 0,5 kot péypt 4 mg/kg/muépa. Ta vprLOTA ATTO TN GUYKEKPIUEVT LEAETT] VTTOSEIKVOOLY
OTL 1 AevoAdopidn mpokdAece eEmtepikéc SuoTANGIES, OTMOC OTPNGI0 TPWKTOY Kot SUGTANGIEG v
KOl KATO AKPpOV (KEKOUUEVE, KOVTA, AVOUOAC, OVALOANG GTPOPNG 1] Kot 0dVTo LEPT) TOV AKPOYV,
OAYO- 1 K0l TOAVSOKTVAIN) GTOVG 0T0YOVOLS INAvKOV TO KOV TTOL EAafay TN dPAGTIKY OVGIN KOTA
T S1apKEL TNG KUNONG.
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ALGpopeg oAy VIKEG EMOPACELS (ATOYPMUATICUOC, EPVOPES EGTIEC O JLAPOPETIKA OPYOVO., LLKPTN
dypoun nélo mévo amd v KoATokothlakn BaABida, pkpr yoAnddyog kbotn, dvomlacio
depaypatog) Tapatnpndnkoy eniong oe pova EuPpoa.

H Aevaiidopion etvar dvvatdv va tapovsidacel ofeio toEikdtnta. Ot ehdyiote Bavatneopeg 06ce1g
UeTd v amd Tov oToUaTOG Yoprynomn nTav > 2.000 mg/kg/muépa oe tpoktikd. H emavaiapfavopevn
amd Tov oTopatog yopnynon 75, 150 kot 300 mg/kg/muepnoing oe apovpaiovg yio péxpt

26 gfdouddeg emépepe avaotpiyun oyetilopevn pe tn Oepameio abénomn ot LETAAA®MOT TG
VEQPIKNG TLELOL Kot 6TIS 3 00GELC, Kupimg atovg OnAvkoidg apovpaiovs. To avdtoto eninedo 6To
omoio dgv mapatnpNOnkay avemBounteg evépyeies ( no observed adverse effect level- NOAEL)
BepnOnie 0Tt elvan yaunAdtepo amd 75 mg/kg/muépa, to omoio etvan Tepimov 25 Popég LVYNAOTEPO
amo Vv nuepnota €ékbeon tov avlpamov ue Paorn v ékxbeon AUC. Eravoroupavouevn amd tov
oTOUATOG Yopynomn 4 kot 6 mg/kg/Mmuépa og mBKovg yio péxpt 20 efdopnddeg Tpokdrece
BvnooTnTa Kot oNUOVTIKY ToSKOTN T (£vTovn Helmon TOL COUOTIKOD BApovg, PHElUEVOL aptBpol
£PLOPOKVTTAP®V, AEVKOKVTTAP®Y Kol OUOTETOAIMY, ALLOPPAYIN TOAAATADY OPYOVOV, PAEYLOVT TOV
YOGTPEVIEPIKOD GOANVA, AEUPOELONG OTPOPIn KOl OLTPOPIO TOV LVEAOD TV OGTAOV).
Eroavaiappavopevn amd tov otopatog xoprynon 1 kot 2 mg/kg/muépa og mbikovg yio péypt 1 €rog
EMEQEPE AVOOTPEYIUES LETAPOAEC oTNV KuTTapoPpibetn Tov pLELoD TV 00TMV, Uio ELOPPE pEio
070 AOY0 LEA0EdOV/EpLBPOEIdDOY KVTTAP®Y, KOl aTpo@io. Tov BOuov adéva. Hro KaTaoToA TOL
apBpov Tov Aevkokuttdpmv tapatnpninke ot doon 1 mg/kg/muépa, mov avtictolyel og mepimov v
St 660m Tov avBpdmov pe Baomn tig cuykpioeig AUC.

Meléteg petarhaéloyovou dpdong in vitro (Baxtnplakn petdAraén, avOpomiva Aeppokidttapa,
AEPOOUO TOVTIKOD, EUPPLIKT KLTTOPIKN eEaAAXYT cLPLaKOV KpikATov (Syrian Hamster)) kot in Vivo
(pxpomupfvag apovpaiov) dev amokdAvyav oXeTILOUEVEG LE TO PAPLOKO OVETIOOUNTEG EVEPYELEC GE
eninedo yovidiov N YpOUOSOUATOS. MEAETEG KOPKIVOYOVOD OpAoNG LE TN AEVAAIOOUION dEV ExovV
Ore&ayBet.

Meléteg ToE1KOTNTOC 6TV AVATTVEN TOV EUPPLOL dlEvEPYNONKOY TPONYOVUEVMG GE KOUVEALD. X
OTEG TIC HEAETEG 0TO KOVVEALD, yopmynOnkav 3, 10 kon 20 mg/kg/Mmuépa amd tov oToOpHaToG. Mia
amovsia Tov pEGoL Aofov tov mvedpova tapatnpiOnke ota 10 kot 20 mg/kg/muépa pe eEdptnon and
T 00T, Kot £Ktomol veppol mapatnpnonkav ota 20 mg/kg/muépa. Av kot ovtd mapoatnpinkay o
emimeda TOEIKA Yo T UNTEPQ, LITopolV va omodoBolv Ge pia auecn enidpacn. Metaforég Tov
poAooD 16700 Kot TOV OKEAETIKOD GLGTHHOTOG 0Ta EUPpua mapoTnpOnkay eniong ota 10 Ko

20 mg/kg/muépa.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Karaloyog ekddymv

TIepeydueva Konyakiov

Apvio apafocitov, TpolelaTivomoipévo
Kvuttopivrn, lkpokpuoTaAAK)
Koappelhdln vatplovyog S10.0Tavpov e
[Mvpitio, KoALoEWES AVLOPO

Natpro 6TeaTLAOPOVLOPIKO

Kélvooc kayoakiov

Lenalidomide Mylan 2,5 mg oxlnpd kowdxio koa Lenalidomide Mylan 20 mg oxlnpd koyékio
2161 pov o&eidio kitpivo (E172)

Turaviov do&eido (E171)

Zglotivn

Ivéwcokapuivio (E132)
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Lenalidomide Mylan 7,5 mg oxAnpd kaydxia
Kitpivo 0&gidio tov o1dnpov (E172)

Z10Mpov o&eidio pérav (E172)

A10&gidio Tov trtaviov (E171)

Zehativn

Lenalidomide Mylan 10 mg oxAnpd koydxio
Kitpivo 0&gidio tov o1dnpov (E172)

Méhav 0&gidio tov c1dnpov (E172)
A0&gidio tov titaviov (E171)
Ivéwoxappivio (E132)

Zehativn

Lenalidomide Mylan 5 mg gxinpa kawdxio Lenalidomide Mylan 15 mg oxlnpd. kawdxio.
Lenalidomide Mylan 25 mqg oxAnpd kaydxia

A0&gidio tov titaviov (E171)

Zghativn

Mehdvi eKTOTOONC

Koppea Adxkoag
IIpomvievoydvkoin (E1520)

Lenalidomide Mylan 2,5 mg agxAnpé kawaria Lenalidomide Mylan 5 mg oxAnpd kawaxio.
Lenalidomide Mylan 7,5 mg oxAnpa kawdxio Lenalidomide Mylan 10 mg oxlnpd xawdxio
Lenalidomide Mylan 25 mqg oxAnpd kaydxia

Méhav 0&eidio tov c1dnpov (E172)

KoaAiiov vopoteidio

Lenalidomide Mylan 15 mg oxinpd kowario. Lenalidomide Mylan 20 mg oxdnpd kowdxia
Z16Mpov o&eidio epvbpd (EL72)
Zefkdvn

6.2 AovppotoTnTeg

Agv epapuodletart.

6.3 Awdpkera Confg

3 ypévia

6.4 Idwitepeg TpoPLAAGEELS KOTA TN QUAIEN TOV TPOTOVTOG

Mn puAdooete og Beppokpacio peyarvtepn tov 30°C

6.5 ®Oon Kol GLOTUTIKA TOV TEPLEKTN

Lenalidomide Mylan 2,5 mg oxAnpa kawaxia, Lenalidomide Mylan 7,5 mg oxdnpé kawaxia,

Lenalidomide Mylan 10 mg oxAnpd kawdxia Lenalidomide Mylan 20 mg oxAnpd kowdiia,
Lenalidomide Mylan 25 mg sxAnpd kowaxia

Yvokevooicc koyehmv ard PVC/PCTFE/Alovpivio Tov mepiéyovv 7 okAnpd Koy daKio.

Lenalidomide Mylan 2,5 mg gxAnpad kowaria Lenalidomide Mylan 5 mg exlnpad kowdxio
Lenalidomide Mylan 7,5 mg gxAnpd kowaxia Lenalidomide Mylan 10 mg oxlnpd kowdxia
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Lenalidomide Mylan 15 mg oxinpd kawaxia Lenalidomide Mylan 20 mg oxAnpd. kowdicio,
Lenalidomide Mylan25 mq oxAnpd. kawdxia

JVoKEVOGIES SIATPNTO®V KYEA®Y povadwy 66org omd PVC/PCTFE/ Alovpivio ov mepiéyovy 7 X 1
SKANPE KO AKLOL.

Yvokevaoiec koyelav amd PVC/PCTFE/Alovpivio mov mepiéyovv 21 koydkia.

JV0KEVAGIEC SLATPNTO®V KOWEADY povadmy 60ong amd PVC/PCTFE/Alovuivio mov wepiéyovy 21 x 1
oKANPA Koo,

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIES.
6.6 Iowitepeg TPpoPLAAEELS aTOpPLYNG KOL GALOS YEIPIGNOG

Ta kayaxia dev Oo Tpémet va avoiyovtor 1| va OpvppartiCovtat. Edv kdvig amd Aevaidouion épbet o
EMOEN UE TO dépLa, TO dépO Ba TPEMEL VOL TAEVETOL OUECHOG KOl GYOANCTIKA LE VEPO Ko camovvi. Edv
N Aevaiidouidn £pbet oe emaen pe Tig PAevvoydvoug uepPpdvec, avtég Oa mpénel va Eemhévovtal
GYOAUGTIKG UE VEPO.

On enayyehpotieg vyeiog Kot ta dropa mov epovtifovv aobeveic Ba mpémel va popodv yavTio piog
¥PNoE®S TV ¥EPIlovTol TNV KOYEAN N TO KOWAKLO. TN GLUVEYXELD TO YavTio, 0o Tpémel va,
APOIPOVVTOL TPOCEKTIKA £TGL MGTE VA amoPevyeTat TVYXOV EkBeom Tov dépUatog, vo Torofetovvial og
oOPAYLLOUEVT] TAOGTIKY GOKOVAN 0O TOAVAIBVAEVIO KO VO OTOPPITTOVTOL GOUPOVE, LE TIG KATA
TOTMOVG 10Y(DOVCEG GYETIKEG OATAEELS. XT1) GLVEXELD Ta YEPLOL O TPETEL VO TAEVOVTOL GYOAUCTIKG LLE
camovvt Kot vepo. Ot yovaikeg Tov givar £ykveg 1 Thavoloyovv 0Tt umopei va givar £yKveg 0ev TPEMEL
va yepilovtor v KowéAn 1 to kaydxio (PA. wapdypoeo 4.4).

Ka0e aypnoiponointo eopuokevtiKod tpoidy 1 VIOAEUU TPETEL VO, ETIGTPEPETUL GTOV PUPUAKOTOLO
Y0 CQPOAT] AmOPPIYT] GOUPOVA LE TIG KOTA TOTOVS IGYVOVGES GYETIKES OLUTAEELC.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

Iphovdio.

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/001
EU/1/20/1490/002
EU/1/20/1490/003
EU/1/20/1490/004
EU/1/20/1490/005
EU/1/20/1490/006
EU/1/20/1490/007
EU/1/20/1490/008
EU/1/20/1490/009
EU/1/20/1490/010
EU/1/20/1490/011
EU/1/20/1490/012
EU/1/20/1490/013
EU/1/20/1490/014
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EU/1/20/1490/015
EU/1/20/1490/016
EU/1/20/1490/017
EU/1/20/1490/018
EU/1/20/1490/019
EU/1/20/1490/020
EU/1/20/1490/021
EU/1/20/1490/022
EU/1/20/1490/023
EU/1/20/1490/024
EU/1/20/1490/025
EU/1/20/1490/026

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 18 Askepppiov 2020

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY
29 Iovviov 2023

Agntopepeic TANpoopieg Yio To TapdV POPUAKEVTIKO TPoidV givol S1fEcILES GTOV SIKTVAKO TOTO TOV
Evponaikod Opyovicpod @apudakov: hitp://www.ema.europa.eu/.
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ITAPAPTHMA 11

HAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AIIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEXMEYXH TOQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPASKEVOSTMOV TOL Eivorl VITELOVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

McDermott Laboratories Ltd trading as Gerard Laboratories, Ireland
35/36 Baldoyle Industrial Estate, Grange State, Dublin 13, IpAavédia

Mylan Hungary Kft, Hungary
Mylan utca 1, Komarom, 2900, Ovyyapia

Mylan Germany GmbH,

Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1
Bad Homburg v. d. Hoehe

Hessen, 61352,

T'eppovia

370 £VTUTIO POALO 0dNYLOV YPNOTG TOV PAPUAKEVLTIKOD TPOIOVTOC TPETEL VO OVAYPAPETUL TO OVOLLOL
Ko 1 01eV0VVGT TOL TAPACKELOGTN TTOL Elval VITEHOVVOC Y10 TNV ATOOEGEVCT TNG CYETIKNG TAPTIOAC.

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

DoppokevTikd TPoidv Yo T0 0Toi0 amotTeiTan TEPLOPIGUEVT TPk cuvtayn (PA. mapdptnua I:
[Mepiinyn tov Xoapaktnpiotik®dv Tov TIpoidvtog, Topdypogog 4.2).

I AAAOI OPOI KAT AITAITHXEIX THX AAEIAY KYKAO®OPIAX

o Ek0<oe1g meplodikig mapakolovOnong g aceaisrag (PSURS)

Ot anaitioetg yio v voPoin tov PSURS ywo to ev Adym @apuakevtikd mpoidv opiloviatl otov
KaTdAoYOo e TG nuepounvieg avapopds s Evoong (katdrloyoc EURD) mov mopatifeton otnv
mapdypoo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdiovdng emkaiporoinong
OTMG OMLOGIEVETAL GTIV EVPAOTAIKT OUKTVAKT TUAT Y10 TO. PAPLLOKAL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéo10 owayeipiong kivovvov (XAK)

O Karoyog Adelag Kukhopopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpactnploTnTes Kot
TOPEUPAGELS PUPUOKOETAYPVTVIIONG OGS Tapovotdovtal 6to cupeovniéy XAK mov tapovcidaletat
otV evotnta 1.8.2 g ddetag KukAoQopiog Kot 0TOEGONTOTE ETOKOAOLOES EYKEKPILEVES
avafempnoelg Tov ZAK.

"Eva emikoipomomuévo ZAK Ba mpénet vo katatedei

e Metd and aitnpa tov Evponaikov Opyovicpod Oapudxmy,

e  OmotedNmOTE TPOMOTOIEITOL TO CVUGTN LA dLOXEIPIONG KIVODVOD, E101KE MG ATOTEAEGLLOL AYNG
VE®V TANPOPOPLDOV TOV UTOPOVY VO ETUPEPOVY CTUAVTIKT OAANYT OTI GYECT) 0QEAOVC-
KIVOUVOL 1] G OTOTELEGUO TNG EMTEVENG EVOG GTUOVTIKOD OPOGTILOV (PUPUOKOETAYPVTVIOT|
N eAayloTomoinen Kvovvov).

Emwcarpomoinuévo XAK 0a mpénet va katatedel péypt {CHMP coppwovnuévn tpobeopio}.
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o EmnapocOeto pétpa shayiotomoinong Kivovvou

1. O Kdroyog g Adetag Kukhogpopiag (KAK) mpémel va GULLPOVNGEL GYETIKA [LE TIG AETTOUEPELES
€VOG EAEYYOLEVOL GUOTNUATOG SLOVOUNG LE TIG EBVIKEG apUOSLES OpYEG KO TPETEL VO VAOTTOINGEL
VT To TPOYPAUUATO GE EBVIKO EMITEDO MOTE VO, SIUGPAAICTEL OTL:

o [lpw amd ™ cvvtayoypdoenon (Kot 6Tov amoiteitol, Kol 6€ GUUP®VIO LE TIG 8VIKEG apUOdLES
apyES, TPV TN Yopnynon), 6Aot ot emayyeAotieg vyelag o1 omoiot TPOKELTAL VOl
ouvvtoyoypoaenoovy (kat va yopnynoovv) to Lenalidomide Mylan 6a AaBovv éva maxéto
TANPOPOPLDV Y10, TOV 10TPO, TO OTO10 TEPLEYEL TO, akOAOVDaL:

0 Exmawdevtikd makéto tov emayyeiuatio vyeiog

0 Exmawdevtikd euAAddodia yio tovg acbeveic

0 Kaéprteg acbevonig

0 Ilepidnyn twv yapoktnpiotikdv Tov Tpoiovtog (IIXII) kot puAlo odnyidv Kot
EMIGTLLOVOT.

2. O KAK mpénet vo viomomoet éva [pdypoappa Ipdinyng Eykvpootvng (Pregnancy Prevention
Program, PPP) o¢ k60e kpdrtog-pérog. Ot Aemtopépeteg tov PPP mpémet va £xovv ovppmvnbel pe
TIG apuOdLES EOVIKEG apyEC o€ KAOE KPATOG-UENOG KO TTPETEL VOL EQAPUOGTOVY TPV 0o TN d1dfeon
TOL TTPOTOVTOG.

3. O KAK mpémet va GOHQOVIAGEL [E TNV DAOTOINGT TOL GLGTNUATOG KAPTHG 0cBevoDC oe KAbE
KPATOC-UEAOG.

Kvpuwa otovysio mov wpinel va coumeptinedovy

To Exnoidevtind Ilaxéro tov Erayysiuatia Yysiog
To Exnadevtikd maxéto tov Enayyelpotio Yyesiog 0o tepiéyet ta axdlovba otoryeio:
e JUVONTIKO 16TOPIKO TNG AEVOAMOOUIONG KOt TNV IO YKEKPLUEVT EVOEIEN TNG
e Aocoloyia
e  Méyiot suvtayoypagovuevn didpketa. Eidwég eBvikég amarthioelg ol omoieg Exovv
oupevnOel pe v apuddlo eBviKN apyn, SYETIKA LE TNV:
0 4 gBdouddeg Oepameiog Yia YOvaikes G€ avVamapoymyIKn NALKic
0 12 gfdouddec Oepameiog yro. AvOPES KO YOVOIKEC Y®PIG SOLVOTOTNTA TEKVOTTOINGTG
e Avdyxn va amogevydei ) ékbeon euPpwv, AOY® TOL TEPATOYOVOV SLVOUIKOD TNG
Aevoldopiong ota {ma Kot TG AVOUEVOUEVNS TEPATOYOVOL OPAGTG TNG AEVOALOOIONG GTOVG
avOpOTOVG, GLUTEPIAMAUPAVOUEVIC TG GVVOYNC TOV amoTeEAEGHATOV TN ueiétng CC-5013-
TOX-004
o  KoBodynon oyetikd pe tov ye1piopd tng KuyéAng 1 tov kayokiov tov Lenalidomide Mylan
Yo Tovg enayyehpotieg vyeiag kot ta dropa mov epovtifovv acbeveic
o Yroypehoelg tov emayysiuatio vyeiog oxetikd pe ™ cvvioyoypdaenon tov Lenalidomide
Mylan
0  Avdykn mapoyng avOADTIKOV 00Ny Kol EVIUEPMONG 6TOVG acbeveic
0 Awocpdlion tov 6t1 o1 acbeveig eivar tkovol vo cUPHOPE®BOVV LE TIG OTOLTHGELS Y0,
™mv ao@aAn xprion tov Lenalidomide Mylan
0 Avdyxn mapoyng otoug aceveic TOV KATAAANAOL EKTALOEVTIKOD PLAAASIOV Y10 TOVG
acOeveic kot tng kaptag acbevoic
*  Ymoodeitelg aopaleiog Tpog OAoVE TOoVg acbeveic
0 Amdppryn Gypnotov epapudikov
0 Tomikég draTa&elg el0IKEG Y100 TN YDPU GYETIKA UE TN CLVTAYOYPAPNGCT Yo TN
yopnynomn tov Lenalidomide Mylan
0 Ileprypaen Tov kivdhvov avtidpacns avalmmupwong 6ykov og acBeveic pe AEpPmpLo
O 0amd KOTTOPW TOV LoV
0 Ieprypaen Tov kivdbvou e&EMénc oe AML ce acOeveic pe MDS,
GUUTEPTAAUPOVOUEV®VY TOV TOGOGTAOV EUPAVIOTG OO KAVIKEG LEAETECS
0 IIeprypoen tov kivddvov twv SPM
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o TIleprypaen tov PPP kau katnyoplomoinon tov acbevov pe fdorn to guio kat tn duvatotnto
TEKVOTTOINOMG
0 AAyopiBuoc yuo tnv viomoinon tov PPP
0 Oplopog TV YOVUIKAOV e SUVOTOTNTO TEKVOTTOINGTG KOl OPAGELG TOL TPETEL VOl
avaAdfet o 10Tpdg oe mepintwon afefardotnrog
®  Ymodeifelg aocpoieiog Yio yYovaikeg e SQUVOTOTNTO TEKVOTOINOTG
0 Avdyxn va amogevydei ) ékbeon euppoov
0 [IIeprypaer tov PPP
0 Avdyxn yw emopkn avTioOAANYN (akOpo Kot GV 1 yovaika £l oUnvoppoLa) Kot
0PIGUOG TNG EMAPKOVG AVTICOAANYNG
0 IIpoypoupationdg SOKILAGLDY KOOGS
" Ymodei&elg yia Tig KOTAAANAEG SOKIUAGIES
= TIpw v évopén g Bepamneiog
= Kotd m dudpkela g Oepameiog avaroya pe tn néBodo avTicOAANYNG
*  Metd 10 mépag g Oeponeiog
0 Avaykn dpeong dwukomng tov Lenalidomide Mylan oe mepintwon vroyiog
EYKVLOCVVTG
0 Avdyxn Gueong evnuépmong tov Bepdmovtog 1tpol ce TEPITTOOT VITOYig
EYKLLOGVVNG
®  Ymodeifelg aopalelag yio TOVG AVOPES
0 Avdyxn va amogegvydei n €ékBeon euppowv
0  Avdyxm xpNomng TPOPLAOKTIK®VY £V 1 6eE0VAMKT GOVTPOPOG gival £YKVog N yuvaika
pe duvatdTNTO TEKVOTOINGTS TOV OEV YPNCLOMOLEL AMOTEAEGLLOTIKY OVTIGOAAYM
(axopa Kot av o dvdpog &xel vmoPAnbel og eKTOUN GTEPUATIKOV TOPOV)
»  Katd m didpkeia g Oeponeiog pe Lenalidomide Mylan
= T tovddyiotov 7 MuEPES LETA TNV TEALKN dOON.
0 Awoodlion tov 611 Ba evruepmBel dueca o Bepdnwv 10Tpdc o€ MEPITTOOT TOL M
oOVTPOPOg ToV aobevois peivel £ykvog evocm o acBevic AauPave Lenalidomide
Mylan 1 g kpo ypovikod dtdotnua petd ) dtakonn tov Lenalidomide Mylan
o  AmOITNGCELS G€ TEPITTOON EYKVUOGHVNG
0 Odnyieg ya dpeon dwokonr Tov Lenalidomide Mylan og mepintmon vroyiog
EYKVHOGVVNG, OE Yuvaika achevi
0  Avayxn TOPOTOUTNG GE 1TPO EWOIKEVUEVO 1) EUTELPO OTIC SLOpaPTiEg SdmAaong Kot
T S1dyvwot) Toug Yo a&toAdynon kot kafodrynon
0 Tomikd otoyeia emkovaviag yio v avaeopd ke vroying KiMnong
0 'Evrtumo avagpopds komong
o Alota eAéyyov yia Toug 1Tpovc, | ool dtac@aiilel 6Tt ot acOeveic AapPavovv v
KATOAANAT EVNUEPMOT| GYETIKA e T Ogpameia, T peBOSOVG AVTIGCOAANYNG Kal TV TPOANYT
NG KUNONG, COLPOVA LE TO PVAO TOVS KOl TNV KATASTACT dSUVATOTNTOG TEKVOTOINOoNG KATd
mv évapén g Bepameiog.
e 'Evtuma avopopds ovemBountoy evepyeimv

Exnroiosvtina pviidora yia tovg acleveic

Ta exmodevtuicd GLALASLL Y10 TOLG 0oOeVElg TPEMEL va, givol 3 TOT®V:
o DLALASI0 Yo YVVaiKeG acBeveic pe SuVATOTNTO TEKVOTOINONG
o DvALASI0 Yo YVVaikeg acBeveic OV dgv Exouv dSuvaTOTNTA TEKVOTOINGNG
o DvALAS0 Yo GVOpEG acBeveic

Ol T LALASIO. 0oOevDV TPETEL VO TEPLEYOLY TO. alkOAOVOO GTOLYE DL
o Ot n Aevaldopion éxetl tepatoydvo dpdor ota (Do Kol aVOUEVETOL VO, EYEL TEPATOYOVO dpdon
6T0VG avOpdTOVG
o lleprypaon g kdptag achevons Kot TG ovaryKotOTNTAG TNG
e AmOpprymn GypnoTov POpUAKOD
o  Kafodynomn oyetikd pe tov yeiptopd g Aevaildopiong yio tovg acteveic, To dropo mov
TOVG QPOVTICOLY KO TO LEAN TNG OLKOYEVELNG

74



EBvikég 1 ddhec epapprolopeves e101KEC SLOTAEELG Y10 TN CLUVTAYOYPAPNOT TNG XOPYNONG
Lenalidomide Mylan

Ot 0 acbevig dev mpémel va. dwaoetl To Lenalidomide Mylan og dAAovg

Ot1 0 ao0evng dev pémel va dmpicet aipa katd T didpketo TG Bepameiog
(ovpmepriappavouévav Kot ToV S10GTHUATOY TPOSMPIVIG SLAKOTNS TG 6061C) Kol yio
ToVAGyIoTOV 7 NUEPES HeTd T dlaxonn g Bepamneiog pe Lenalidomide Mylan

O11 0 000eviG TTPETEL VO EVIUEPDGEL TOV 10TPO TOL GYETIKA LUE OTOLEGONTOTE VETIODUNTES
EVEPYELEG

O1 ax6AovBeg TANpoPOpieg TPEMEL EMIONC VO, TAPEYOVTOL GTO KATAAANALO QUAAGOLO:
DvALAS0 Yo yovaikes aoBeveig e dOLVOTOTNTA TEKVOTTOINOTG

Avaykn vo amopevydel n éxBeomn epPpdov
Ieprypaer| tov PPP
Avarykn yo ETopKT avTICOAANYT Kot OPIGHOG TG ETAPKOVG OVTIGVAANYNG
[poypoppaTIoHOG SOKLLAGLOY KONGNG

0 IIpw v évapén tng Oepameiog

0 Kartd ) didpkela g Oepomeiog, Tovddyiotov kabe 4 gfdouddeg, extdg omd TV

mepinToon emPePormpévng COATLYYIKNG GTEIPOONG

0 Mertd to mépag g Oepomeiog
Avayxn aueong dwakonng tov Lenalidomide Mylan og mepintmon vroyiog komong
Avaykn Gpecons EMKOVOVING LLE TOV 10TPO TOVG AUECHG GE TEPITTMGT LITOYING KOToNG

DVALGSI0 Yo Gvdpes aobeveig

Avaykn vo amopevydel n éxbeom euPpdov
Avaykn ¥pNoNg TPOPLANKTIKDV €AV 1| GEEOVAAIKT) GOVTPOPOG EIVOL EYKVOG 1] YOVOIKA LE
duvaToOTNTO TEKVOTOINGNG TOV OEV YPNCILOTOLEL ATOTEAEGUATIKY] OVTIGOAANYN (KOO KO oV
0 avopag Exel vTOPANOel o€ exkTOU GTEPUATIKOD TOPOL)

0 Kartd ) dudpkeia tng Oepaneiog pe Lenalidomide Mylan

0 T tovhdyiotov 7 NuUépeg LETA TNV TEMKT] dOOT).
Ot €dv M oOVTIPOoPHS TOL peivel £YKVOC, TPETEL VA EVIUEPDGEL diplesa To Bepdmovta 1Tpd Tov
'Ot 0 1010¢ dev mpémet va dwpicel oméppa KoTd T drdpkela TG Bepameiog
(cvpmepiapuPavouévay Katl ToV SIGTNUATOV TPOCMPIVIG SIAKOTNG TG 6006TC) Kot Y10,
TOVAdyIoTOV 7 NUéPEC petd ™ daxont| g Bepameiog pe Lenalidomide Mylan

Kapro acOevois
H xdpta acBevoic npénet va mepi€yetl To axodAovbo atoyyeio:

EmBePaionon 6t £xel mpaypatomomOei n katdAAnin evnuépmaon
Texunpimon g KatdoTaoTg SVVOTOTNTG TEKVOTOINGNG
Hpepounvieg Kot 0moTeEAECUATA TOV TECT EYKVUOGHVNG
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 2,5 mg cxAnpd ko dxio
Aevaaidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e xoyadxio mepiéyet 2,5 mg Aevolidopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 GKANPA KOyaKLol

7 X 1 oxAnpd kool
21 ornpd Koyaxio

21 X 1 oinpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 Tov 6TOHNTOG XPNON.
Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

IMPOXOXH: Kivévvog coPapdv cuyyevav Slopoaptidv. No pn ¥p1OILOTOIEITAL KOTH TNV EYKVHOGUVN
N N yohovyia.
Ipéner va axorovbeite to TTpdypappa [poinyne Eyxopocsivng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/001 7 xonydio

EU/1/20/1490/002 21 wonydtol

EU/1/20/1490/003 21 X 1 kenyakio (Lovaoe 0061c)
EU/1/20/1490/019 7 X 1 kondxia (povado 666ng)

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 2,5 mg cxAnpd konydxio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A1G100TOTOC YPOUUU®TOS KddKaG (2D) mov péper Tov TEPIANPOEVTO LOVOSTIKO aVayVOPIOTIKO KOIKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 2,5 mg xaydxio
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Amo6 Tov 6TOHNTOS XP1IoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 5 mg oxAnpd kaydxio
Aevaaidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Kabe xoydxio mepiéyet 5 mg Aevaidopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 X 1 ordnpd Koyakio
21 oxAnpd Koydxio
21 x 1 oiiAnpd KonyaxKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo6 ToVv 6TOHNTOG XPION.
AwBdote 10 PUALO 0NV YPAONG TPV O TN YPNON).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetol o 06om, TV onoia dgv PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

MMPOXOXH: Kivévvog coPapdv cuyyevav dlopoptidv. No pn ¥p1CILOTOIEITAL KOTH TNV EYKVHOGUVN
N ™ yoAovyia.
Ipénel va akorovbeite to TIpdypappa IpoiAnyne Eykvposvvng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/004 21 wonydxiol
EU/1/20/1490/005 21 x 1 konyaxio (LovAoo 6061G)
EU/1/20/1490/020 7 x 1 koydxia (povada 666mg)

| 13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX

| 16. MIAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 5 mg okAnpd konydxio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A16100TUTOC YPOUUU®TOS KddKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO aVayVOPIOTIKO KOOKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 5 mg xaydxio
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Amo6 Tov 6TOHNTOS XP1IoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 7,5 mg cxAnpd kaydxio
Aevaaidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e xaydxio mepiéyet 7,5 mg Aevolidopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 oKANPA KOyaKio,

7 X 1 oxAnpd koydiio
21 oxnpd Koyaxio

21 X 1 oinpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 Tov 6TOHNTOG XPNON.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

IMPOXOXH: Kivévvog coPapdv cuyyevav Slopoaptidv. No pn ¥p1OILOTOIEITAL KOTH TNV EYKVHOGUVN
N N yohovyia.
Ipéner va axorovbeite to TTpdypappa [poinyne Eyxopocsivng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/006 7 kenpakio

EU/1/20/1490/007 21 wonydiol

EU/1/20/1490/008 21 x 1 kenyakio (Lovaoe 0061c)
EU/1/20/1490/021 7 X 1 kondxia (povédo 666ng)

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 7,5 mg cxAnpd xonydxio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A1G100TOTOC YPOUUU®TOS KddKaG (2D) mov péper Tov TEPIANPOEVTO LOVOSTIKO aVayVOPIOTIKO KOIKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 7,5 mg xaydxio
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Amo6 Tov 6TOHNTOS XP1IoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 10 mg oxAnpd koyaxio
AevaAidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e xoydxio mepiéyet 10 mg Aevodopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 GKANPA KoKl

7 X 1 oxAnpd koydiio
21 oxAnpd Koyaxio

21 X 1 ornpd Koy axio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 Tov 6TOHNTOG XPNON.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEom, v onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

IMPOXOXH: Kivévvog coPapdv cuyyevav Slopoaptidv. No pn ¥p1OILOTOIEITAL KOTH TNV EYKVHOGUVN
N N yohovyia.
Ipéner va axorovbeite to TTpdypappa [poinyne Eyxoposivng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/009 21 konyaxio

EU/1/20/1490/010 21 x 1 kenyaxio (LOVAO 60GNS)
EU/1/20/1490/022 7 konydxio

EU/1/20/1490/023 7 X 1 kondxia (povéado 666mg)

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 10 mg oxAnpad koyaxKio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A16100TOTOC YPOUUU®TOS KddKAG (2D) mov péper Tov TEPIANPOEVTA LOVOSTIKO aVayVOPIOTIKO KOIIKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 10 mg ko éxio
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Amo6 Tov 6TOHNTOS XP1IoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 15 mg oxAnpd koyaxio
AevaAidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e xoydxio mepiéyet 15 mg Aevoldopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 X 1 ordnpd Koyakio
21 ornpd Koyaxio
21 x 1 oiiAnpd KonyaxKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo6 Tov oTOHHATOC XPTIoN
AwBdote 10 PUALO 0NV YPAONG TPV O TN YPNON).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

MMPOXOXH: Kivévvog coPapdv cuyyevav dlopoptidv. No pn ¥p1CILOTOIEITAL KOTH TNV EYKVHOGUVN
N ™ yoAovyia.
Ipénel va akorovbsite to TIpdypappa Ipoinyne Eykvoposvvng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/011 21 wonydiol
EU/1/20/1490/012 21 x 1 kenyaxio (LOVAO 60GTG)
EU/1/20/1490/024 7 x 1 koydxio (povada 666mg)

| 13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX

| 16. MIAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 15 mg oxAnpd koyakio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A16100TUTOC YPOUUU®TOS KddKAG (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO aVayVOPIOTIKO KOOKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 15 mg ko éxia
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Amo6 Tov 6TOHNTOS XP1IoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 20 mg oxAnpd koyaxio
AevaAidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e xoydxio mepiéyet 20 mg Aevoldopiong.

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 GKANPA KOYAaKLo,

7 X 1 oxAnpd koydiio
21 oxnpd Koyaxio

21 X 1 oinpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 Tov 6TOHNTOG XPNON.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEom, v onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

IMPOXOXH: Kivévvog coPapdv cuyyevav Slopoaptidv. No pn ¥p1OILOTOIEITAL KOTH TNV EYKVHOGUVN
N N yohovyia.
Ipéner va axorovbeite to TTpdypappa [poinyne Eyxoposivng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/013 7 kenpakior

EU/1/20/1490/014 21 wonydxiol

EU/1/20/1490/015 21 X 1 kenyakio (Lovaoe 0061c)
EU/1/20/1490/025 7 X 1 kondxia (povéado 666ng)

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 20 mg oxAnpd koyaxKio

17.  MONAAIKOX ANANQPILTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16100TOTOC YPOUUU®TOS KddKAG (2D) mov péper Tov TEPIANPOEVTA LOVOSTIKO aVayVOPIOTIKO KOIIKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 20 mg ko éxia
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

|5.  AAAA XTOIXEIA

Amo6 Tov 6TOHHNTOG XPTIoN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 25 mg oxAnpd koyaxkio
AevaAidopion

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Kabe koydxio mepiéyet 25 mg Aevaldopiong

3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

21N po Koy aKlo

7 GKANPA KOYAaKLo,

7 X 1 oxAnpd koydiio
21 oxnpd Koyaxio

21 X 1 oinpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 Tov 6TOHNTOG XPNON.
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEom, v onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

IMPOXOXH: Kivévvog coPapdv cuyyevav Slopoaptidv. No pn ¥p1OILOTOIEITAL KOTH TNV EYKVHOGUVN
N N yohovyia.
Ipéner va axorovbeite to TTpdypappa [poinyne Eyxopocsivng tov Lenalidomide Mylan.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyarvtepn tov 30°C

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAZ KYKAO®OPIAX

Mylan Ireland Limited
Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

IpAavdia.

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1490/016 7 xonydxio

EU/1/20/1490/017 21 wonydiiol

EU/1/20/1490/018 21 x 1 kenyakio (Lovaoe 0061c)
EU/1/20/1490/026 7 X 1 kondxia (povéado 666ng)

| 13.  APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEX XPHZHZ

| 16. IMAHPO®OPIEX XE BRAILLE

Lenalidomide Mylan 25 mg oxAnpd koyaxkio

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A1G100TOTOC YPOUUU®TOS KddKaG (2D) mov péper Tov TEPIANPOEVTO LOVOSTIKO aVayVOPIOTIKO KOIKO

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lenalidomide Mylan 25 mg ko éxia
Aevaaidopion

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Mylan Ireland Limited

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

|5.  AAAA XTOIXEIA

Ao Tov 6TOHNTOS XP1IoN
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B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Lenalidomide Mylan 2,5 mg oxinpé koydaxia
Lenalidomide Mylan 5 mg exinpé koydaxia.
Lenalidomide Mylan 7,5 mg okinpad koyaxia
Lenalidomide Mylan 10 mg exAnpd koydxio,
Lenalidomide Mylan 15 mg oxinpd koydxuo,
Lenalidomide Mylan 20 mg exAinpd koydxio.
Lenalidomide Mylan 25 mg exinpd koydxio.

AevoAdopion

AwPaote TPOGEKTIKA 0AOKANPO TO PVLAO 00N YIAOV PGS TPV UPYICETE VO TAIPVETE AVTO TO

PapRoKOo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- DdordEte avTd TO EVALO 0dNYIBY YpNonG. Towg ypelaotel va to duPfdacete Eavda.

- Edv éxete mepontépm amopiec, poTNoTE TOV Y1OTPO TOV QAPHOKOTOLO 1) TOV VOGOKOUO GOG.

- H ocvvtayn yio avtd 1o eapuako yopnynonke amokAeloTikd ylo coc. Agv TPENEL Vo, OMGETE TO
@apuoKo og dAlovg. Mmopet va Tovg Tpokarésel PAAPT, aKOLO Kot OTOV TO, GUUTTMATO TNG
aoBéveldc tovg tvar 101 e Tol KA oo,

- Edv mopatnpnoete kamoto avemBOun evEpyeL, EVILEPDOTE TOV YIOTPO 1) TOV PUPUUKOTOLO
c0c. AVt 1oy0EL Kat Yo KEOe mhovn avemBOun T eVEPYELD TOV OEV AVOPEPETOL GTO TAPOV
@OALO 0ONY1dV yprione. BAEme mapdypago 4.

T ePLéyeL 1o Tapov GUAAO 00NYLOV:

Tt eivan o Lenalidomide Mylan kot oo givat n) yprion tov
T npémerl va yvopilete mpv ndpete o Lenalidomide Mylan
Mo vo mwapete o Lenalidomide Mylan

[Mbavéc avembounteg evépyeleg

Iog va purdooete To Lenalidomide Mylan

[epreydueva tng cLOKEVOGING Kol AOUTEG TATPOPOPIES

ourLNE

1. T givan To Lenalidomide Mylan kot owe givar i xprjon Tov

To Lenalidomide Mylan nepiéyet ) dpactiky ovsio, «Aevolidopion». Avtd To APUAKO AVIKEL GE Lol
OLLAd PUPUAK®V OV EMNPEALOVV TOV TPOTO dPAGTG TOV CVOGOTOMTIKOD GG GUOTY|LOTOG.

To Lenalidomide Mylan ypnouonoteiton og evilikeg yio
o  TOAMATAO HVEAMDUA,
o MveL0dLGTANGTIKA GUVOPOLLX
o  Aépooua omd KOTTOPO TOV povova,
o olmdec Mépompa

HoAiramié pvélopa

To moAAamAd puélopo givorl évag THTog KapKivov ov ennpedlel £va GUYKEKPIUEVO 100G AEVKDV
ALLOCEUIPI®VY, TOV OVOUALOVTOL TAUGLOTOKDTTAPO. AVTE TO KOTTOPO GUYKEVIPOVOVTOL GTO HVEAD
TOV 0GTAOV KO O1opovvTaL EKTOS EAEYY0V. AvTtd umopel va PAGWEL Ta 06TA Kot TOVG VEQPPOVG.

I'evikd 1o ToAamho poéhopa dev umopei va Oepamevdel. QoT6G0, TO GNUELN KO TO CUUTTOLOTO
pUropovv vo eEhattmBovv onuavTikd 1 va eEaQavicTovV yia pid ¥povikh Tepiodo. Avtod ovopdaletan
«OVTATOKPIOT).

Neodoyvwohév morlAomdld puédmpa, - o acbeveic mov £yovv vwofAnbdel o HeTOUOCYEVGT) LVEAOD TOV
0GTMV

To Lenalidomide Mylan ypnouonoteiton povo 1ov g pio Bepameio cuvinpnong LeTd amd ETOPKN
ovVAPP®OT TV 060EVDV amd HETAIOGYEVOT] LVEAOD TOV OGTMV.
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NeoodwryvmoBév molhamid puélopa - oe acbeveic Tov dev pmopovv va vofAnbodv o HETAUOGYELON
LVEAOD TMV 0GTOV

To Lenalidomide Mylan Aaufavetar pali pe Ghia eappaxa. Avtd propel va meptiiapupdvoov:

o ¢va ynuelobepomentikd Qappoko tov ovoudletar «Boptelopinmny

® £VO OVTIPAEYLOVAIEC PAPHOKO TTOV ovopdaletar «de&apuefalovny»

o &va yNUE0BEPOUTEVTIKO PAPHOKO TOV OVOUALETOL KUEAPUAGVT

® Kot &V0 0VOGOKOTOOTUATIKO (pAPLOKO TOL ovopdleTol «mpedvilovny

B0 mhpeTE AVTA TO AL QappoKa Katd Ty Evapén g Bepomeiog kot katdmy Oo cuveyicete va
naipvete To Lenalidomide Mylan pévo tov.

Y& mepintwon mov eiote NAkiag 75 e1@v 1| dve M £xete pétplo Emg coPapd veppikd tpofAnuate — o
yYwTpds cog Oa cog e€eTAoEL TPOGEKTIKG TPV TNV Evapén g Bepomeiog.

HoAMamlo poédopa - o acBeveic mov £yovv Adfel Tponyovuevn Bepaneio
To Lenalidomide Mylan Aappdavetor poli pe évo avtipAeyuovadeg apuaKko Tov ovoudaleTol
«oe&apedalovny.

To Lenalidomide Mylan propei vo otapatiost Ty emdeivmon TV onUEi®V Kol GLUTTOUATOV TOV
moALaTAOD puedmpatog. ‘Exet emiong kataderyel 61t kabvotepel TV LTOTPOT TOL TOAALUTAOD
LUEA®UOTOC PETE TN Bepameio.

Mvughoodvomiaotikd cvvopopo (Myelodysplastic syndromes, MDS)

Ta MDS eivat pia GALOYT TOAADY SLOQOPETIKOV AGHEVEIDY TOV GILOTOG KO TOV HVEAOD TV OGTOV.
Ta xdtTopa TOL aipatog kaficTavtol TafoAoyiKd Kot deV AELITOVPYOVY GOOTA.

Ot acBeveic umopei va eLEOVIcoVy Lo TOIKIATY GNUEI®V Kol GUUTTOUATOV, 0TS YounAd aptOuo
epLOpoOV apocearpiov (avaipio), avaykn yuo LeTdyylon aipoTog Kot Kivduvo poAvvenc.

To Lenalidomide Mylan ypnciponoteitor mg povodepameia yio t Oepaneio evniikov acbevov mov
&yovv dayvooTtel ue MDS, dtav 1oydovy OAa ta akdrovba:
o  ypeldleoTe TOKTIKEG LETAYYIGELG AILOTOC Y10, TNV OVTIUETOTION TOV YUUNADY ETTES DV
€pLOPOV MPOGPALPIOV (KUETOYYICIOEEAPTMUEVT] AVOLLLIOY)
o &yete Lo OVOUOALD TOV KVTTAP®V GTO HVEAD TOV 0GTMV OV OVOUALETOL «ATOUOVOUEVT)
KUTTOPOYEVETIKT VOO Staypoenc Sq». Avtd onuaivel 6Tt To GO0 Gag OV Tapdyet
OPKETA VY KOTTOPO AILOTOG
o &youv ypnowomoindei Non aAAeg Oepameieg, dev eival KOTAAANAEG 1) OV AEITOLPYOLV OPKETH
KOAQL.

To Lenalidomide Mylan pmopet vo avéncet Tov aplfud tov vyidv epubpdv alpoceapioy mov Topdyet
0 opyavIopOG peLdVOVTAG TOV aplBud Tov TaoloyIKdOV KUTTApV:
® UTO UTOPEl VO LEIMOEL TOV aPOUO TOV UETAYYICEDV Qil0TOC TOV amattovvTol. Eivatl mbovo
va unv yperalovron TAEoV LETAYYIGELC.

Aépoopa ané ktTTopa Tov povove (AKM)

To AKM eivon évog KapKivog LEPOVS TOL BVOGOTONTIKOD GUGTHLATOG (TOL AEUPLKOD 1GTOV).
[IpocPdarrel évay TOmO AgvkdV opospatpiny tov ovoudlovral «B-Aepporxvttapa» 1 B-kbtrapa.
To AKM eivor o acBévelo katd v omoia To kKuTTapa B avortdcsovtol aveEéleykTa Kot
GLGGMPEVOVTOL GTOV AEUPIKS 1GTO, TOV HVEAD TV OGTAOV 1] TO alipa.

To Lenalidomide Mylan ypnciponoteitol og povobepamneia yio t Oepaneio evniikov acbevov mov
€yovv vtoPAndei 6to TopeABOV oe Bepameia pe GAAL PAPLLOKAL.

Olmoes Aéppopa (OA)

To OA etvan évag kapkivog apyng eEEMEng mov tpocsPardel ta B-Aeppokidtrapa. Avtd eivorl évag

TOTOG AEVKMV ALILOGEALPi®mV mov fonBovv Tov opyoaviopd cog va katamoiepd Tic AopméEets. Otav

€xete OA, mapa moALG omd avtd T B-AeppokdTtapo eVOEXETAL VO GUYKEVTPOVOVTOL GTO G0, TOV
HVELD TV 0GTAOV, TOVG AEUPASEVES KOl TOV GTANVO GOG.
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To Lenalidomide Mylan AauBavetar padi pe éva GALo @apuako mov ovopdleTol «prtovEUAumn yio
T Oepamneio evnAikmv acbevav Tov &xovv vtoPAndei oto mapeABov oe Bepaneia Yo olmOEG AEUPOUAL.

g dpa to Lenalidomide Mylan

To Lenalidomide Mylan 6pa emnpedloviog 10 avocomomTiKd GVGTNILO TOV GMUOTOS Kal nttifeTon

amgvbeiog otov Kopkivo. Apa pe (o Gepd omd SopopPETIKOVG TPOTOVG:

®  CTOLOTOVIOG TNV AVATTLEN TOV KOPKIVIKOV KUTTAP®V

e JKOTTOVTOG TNV AVATTLEN TOV OLOPOP®V AYYEI®V GTOV KOPKivo

®  EVEPYOMOLMVTOG LEPOG TOV OVOCOTOUTIKOD GLUGTNHOTOG DGTE Vo EMTEDEL GTOU KAPKIVIKA
KOTTOPO.

2. T wpémer va yvopilete Tpw mapete To Lenalidomide Mylan

Hpéner va SraPfacete Ta @OALG 00N YLOV YPNGNS OLOV TOV QUPUIKEVTIKAV TPOIOVTOV TV 00
MO0V 6g cuvdvacpo pe to Lenalidomide Mylan wpw v évapén g Oepanciog pe
Lenalidomide Mylan.

Mnyv napete to Lenalidomide Mylan

e  &dv glote éykvog, vopilete O6T1 pmopel va giote ykvog 1 oxedualete va peivete £€yKvog, 610TL TO
Lenalidomide Mylan avopévetol vo tpokalrécsl BAapn oto épppvo (PA. mapdypago 2,
«Komon, Onhaocuodg kot avticOAANYN — TANPOQOPIES Y10 YOVOIKEG KOl AVOPEDY).

e &l pmopeite vo Ueivete €YKog, EKTOG €0V AUPAVETE OLO TO ATOPOiTNTO LETPA Yi0 VO
gumodioete o evogyouevn eykvpocsuvn (BA. mapaypago 2, «kKomomn, nhacuog Kot aviicOAAN Y
— mAnpoopieg yuo yovaikes Kot dvopec»). Edv pumopeite va peivete €ykvog, o yiatpog cag Oa
Kkatoypayel poli pe ke cuvtayn 0t Exovv Anebel ta amoapaitnta pétpa kot o cog yopnynoet
vty v emPefainon.

e  og mepintmon aAlepyiog 6T AEVAAIOOUION 1| GE OTO0ONTOTE GALO OO TOL GLGTATIKA AVTOV TOV
oapudrov Tov avagépovtal 6Ty Tapdypago 6. Edav vopilete 6Tt pmopel va éyete adlepyia oto
@apuako, cupfovievbdeite Tov yoTpod Goc.

Xe mepinToT oV OMOLUdNTOTE Ad AVTEG TIG KATAGTAGELS IOYVEL GTNV TEPIMTMOT GOC, LNV TAPETE TO
Lenalidomide Mylan. Edav &yete appipolricg, ansvbuvleite otov yatpod cog.

Ipogidomomoeis ko TpoPLAGEELS

AmevOuvOcite 6TOV Y10TPO, TOV QUPROEKOTOLO 1] TOV VOGOKONO 6ag tpwv Ttapete To Lenalidomide

Mylan gav:

o ¢yete gupavicel OpopPovug oto aipe koTd T0 TPV - Exete awénuévo kivouvo avartuéng
OpouPov aipatog otig EAEREC Kat TIC apTnpieg Katd T didpkela TG Oepameiog

e ¢yete omoldnmote onpeia Aoiuméng, OTmg Prya 1 TLPeTd

o ¢yete M eiyote oto mapeABoOV 107evi Aoipwén, Waitepa: Aoipwén and nratitida B, avepopfroyid-
épmnta (wotpa, HIV. Edv éxete apgiPolries, anevbuvbeite otov yiatpd coc. H Bepamneia pe 1o
Lenalidomide Mylan pumopei va. mpokaAécetl Ty enavevepyomoinen tov 100 o€ acbeveic Tov
@EPOVY TOV 10. AVTO €XEL OC OMOTEAES A TV EXAVEUPAVIOT] TNG Aoipméng. O yiatpog cag Oa
npénel va, e EyEet dv glyate moté Aoluwén and nrotitioa B

o £yETE VEQPIKA TPOPANUATO — O YIUTPOC GOG EVOEYETOL VO TPOGAPUOGEL TN OOGT GOC TOV
Lenalidomide Mylan

o ¢yete VmooTel kapdlakt TPoGPoAn, eiyate woté OpouPo aipatog 1 edv kamvilete, Exete LYNAN
apTNPLoKn Ttieon 1 VYNAA eminedo YoAnoTEPOANS

o ¢yete gupavioet po aAAepyikn avtidpaon Katd ) didpkela Aqyng e Baldopiong (éva dAro
QAPLOKO TTOV YpNoLpoTolEital yio T Bepameio Tov TOALUTAOD pveA®pOTOC) dnmg eEavonuo,
KvNouo, oionua, {aAn | SLGKOAN GTNV avaTVOn

o ¢yete ekONAMOEL 6T0 TaPeABOV Evay GuVOLACUO OO OTTOLONTOTE ATd T 0KOAOLOX
ovpmtopate: ddyvto eEdvinua, epubpod dépua, VNI Beplokpacio COUATOG, GOUTTMUATO
YPIADO0VE GUVIPOUNG, AENGELS NIATIKOV eviOU®V, avouaAieg oTo aipa (NOowoeidia),
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SOYKOUEVOVE AEUPAOEVEG — 0VTA elvarn orpeio pag cofapng dEPLATIKNG avTiOPOoTC TOV
OVOUALETOL POPUAKEVTIKT OVTIOPOOT] LE NOGIVOPIALN KOl GUCTNHOTIKG GUUTTOOTO, 1) 0010
glvan emiong yvwot] wg DRESS 1 obvdpopo vrepevarcnociog oe pdppoxo. (BA. eniong
mapdypoeo 4 “ThBavég avemBounteg evépyeleg”.)

e mEPINTOON TOV OTMOLNONTOTE A0 TO TOPUTAV® 10YVEL OTNV TEPIMTMOT GOG, EVIUEPDOTE TOV
YTPO, TOV PUPLOKOTOLO 1| TOV VOGOKOWO Gag TPy TV Evapén g Oepameiag.

Evnuepoote dpeca tov yrotpd 1 TOV VOGOKOUO GOC, OTOLOONTOTE OTIYUN KOTA T OApKELDL TNG

Oepaneiog N petd and avtv, o€ TEPIMTTMOOT| TOV:

e mopatnpioete HoAN Opact, anmdAsln Opacnc N SmAwnia, SuGKOAIN 6TV OAL, adVVOLLIo OTa
¥épla N ota TOOW, aAlayr 6Tov Tpdmo PAdiong N TpoPAnpata 1Goppomiag, EXiLove LOLSIAGHATA,
UelmpéVn aicnon 1 ardiela aicOnong, andigia, Lvniung 1 ovyyvon. Ora avtd umopsi va,
OTOTEAODV GUUTTMOUATO UG coPapnc Kot SuvnTikd Bavatneopog Tadnons Tov eyKEQIAOL
YVOOTNG ®G TPOTOVGAG TOAVESTIOKNG AevKoeykepaiomdBelag (IIIIA). Edv giyate ta countdpota
avTd TPy omo T Oepameio e AEVOAOOUION, EVIIUEPDGTE TOV YIOTPO GO CYETIKA UE OTOLUONTOTE
ALY GTO GUUTTAOUATO, QU TA.

o ckdnAmoete dVGTVOLA, KOT®GN, LAAN, TOVO 0T0 oTfog, TayVTEPO KupOaKd TOAUS 1 TPNEWO GTA
OO ] TOVC AOTPAYAAOVS. AVTE pmopel va eivol courTOpaTo oG cofapng tabnong, n omoia
glval yvoot o¢ Tvevpovikn veéptaon (PAérne Tapdypopo 4).

AoKipacisg ko Ereyyol

ITpwv kou koTd T drdpketa g Oepomeiag pe Lenalidomide Mylan Bo, kévete TaKTIKEC OLULOTOAOYIKES
e€etdoeis. Avtég O Tig kavete enedn to Lenalidomide Mylan pmopei va mpokaréoet peimon tmv
aipocspapiov tov Bonbolv otnv katomoAépunon Aotudéemy (Agukd apocseaipta) Kot oty TEn Tov
aipatog (opomeTOAI).

O yatpdg oag Ba cag {ntioet vo kavete eEgtaon aipartog:

e 7pw M Bepaneio

e KkdBe efdopada yo Tic Tpmteg 8 efdouddeg tng Oepameiog

® 0T GUVEKELD, TOVAGYIGTOV KAOE pva LeTd omd avTd T0 AT Ua.

Mmropei va a&loloynbeite yio onpeio KopSOTVEVUOVIKOV TPOPANUATOV TPV otd Kot KoTd Tn
duapketa g Oepamneiog pe Aevaiidopion.

o acBeveic pe MDS mov Aapfdavovv Lenalidomide Mylan

Edv éxete MDS , evdéyetar va £xete TepLocoTEPEC THAVOTNTES VO EKONAMGETE U0 TTO TPOYMPTNUEVN
wéOnon mov ovopdletar o&eio pveroyevig Aevyopio (OMA).

EmnAéov, dev elval yvootd nog  Aevoldopidn ennpedletl Ti¢ mbavotntec va exkdniwcete OMA.
Emopévmg, o yroutpog cog pmopel va kdvel egetdoelg yia va eAEyEet yio evoei&elg mov pmopet va
wpoPAéyouy KaAvTepa TV TBavoTTa Vo ekdnimoete OMA katd tn didpkela tng Oepaneiog cog pe
Lenalidomide Mylan.

lNo aoBeveig ue MCL mov AapBdvovy Lenalidomide Mylan
O yatpog Ba cag {ntnoet va kdvete o eE€Toom aipoTog:
e mpwv amd T Oepaneia
e Kabe efdoudda yo Tic TpdTeg 8 gfdopades (2 khkAovg) tng Bepamneiog
o ¢émelto, kaBe 2 gfdopnadec oTovg KuKAovg 3 Kot 4 (BA. mapdypago 3 «Kovkrog Bepameiog» yia
MEPLOGOTEPEG TANPOPOPIES)
e uetd and avtd, n e&étaon Ba yivetan otnv apyn kdbe khkiov Kot
e TOVAdYIoTOV KOOE UV

lN'o acBeveic pe OA mov Aaufdvovv Lenalidomide Mylan
O ywTpog oag Bo cag Cntoet va Kavete eEETO0T aipLaTOG:
e 7wpw amod T Oepameia
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KG0e efdopdda yo i Tpwteg 3 €fdopadeg (1 xhxkhog) g Oepameiog

e o1 ovvéyel, Kabe 2 fdouadeg KoTd Toug Kukovg 2 émg 4 (PA. mapdypapo 3 «Kbdkhog
Oepomeiogy yio TEPIocOTEPEG TANPOPOPIES)

e Letd and 1o onpueio avtd Ba devepyeitan Katd v Evapén tov kdbe Khkdlov Kot

®  TOVAGYIOTOV pio POpa KAOe puiva

O y10tpog oag umopel va eEeTAGEL GV EYETE LYNAO GUVOAKO POPTIO OYKOL GE OAO TO AU,
GUUTEPTAAUPOVOUEVOL TOL HVDEAOD TV 0GTMV G0C. AvTtd o PTopohoe Vo 00MyNOEL GE Ll KATAGTAON
OO0V 01 OYKOL OTOSOUOVVTAL KOl TPOKAAOVY oLV O EMITESQ YMLUKDV OVGIDV GTO OiUa TOV UTOPOVV
VO 001 YIO0VV GE VEPPIKT OVETAPKELX (QLTH 1] KOTAGTACT ovopaletatl «Zuvopouo Avong Oykovy)

O y10tpo¢ cag umopel va cag e€eTdoel yio LeTAfoAEG 6TO dEpUa 060G, OTMC EpLOPEC KNALdEG 1|
eEavinuata.

O yoTpdg o0g umopet va mpooappdoet t d6on tov Lenalidomide Mylan 1 va otapatioet
Oepaneia oag pe PAon To ATOTEAEGLOTO TOV AUOTOAOYIKOV EEETAGEWMYV KO TN YEVIKT GOG KATAGTACN.
Edv &yete dayvwobei mpospata, o ylorpds cag evoéyetan eniong va a&toAoynoet T Bepaneia oag pe
Baon v nAikio cog kol GAAEG KOTAGTAGELS OO TIG OTOIES EVOEXOUEVMG TAGYETE.

Awpodocia
Agv mpénel va dwpioete aipa Katd ) dudpkela g Oepaneiog kot yio TOLAAYIGTOV 7 NUEPES LETA TO
TéA0G NG Oepameiag.

Howowd xon £pnpor
To Lenalidomide Mylan dev cuvietdtot yia ypron o€ moudid Kot epPovg katm twv 18 etdv.

Hiuaopéve dropo kot dropo pe veppikd tpofiipata
Xe mepintwon mov giote Nlkiag 75 etV N dve M éxete pétpra Emg coPapd veppikd TpofAuota, o
YwTpog cog Oa cog e€eTAGEL TPOGEKTIKG TPV TNV Evapén g Bepomeiog.

Al eappoxa ko Lenalidomide Mylan
Evnuepmote tov yiatpd, ToV @opUOKOTOLd 1) TOV VOGOKOUO GOG GV TalpveTe, £XETE TPOGPATO TAPEL 1|
umopel va mapete AAAa QApUaKa.

Avto opeiletar oto yeyovog o1t to Lenalidomide Mylan propei va ennpedoet tov tpdmo dpaong
0pPIGUEVOV GAA®V Qopurakoy. Eriong, optopéva dAha papproka Hmopovy va ennpedcovy Tov TpOTo
dpdaong Tov Lenalidomide Mylan.

Ewdikotepa, evnuep®oTeE TOV Y10TPO 1 TOV VOGOKOWO GOG OV TOUPVETE OTOI00MTTOTE Otd T0, akOAOLOa

QappoKa:

®  OPLOUEVA PAPUOKE TTOV YPTCLUOTOLOVVTOL Y10 TV TPOANYT] TG EYKLVUOGVUVTG, OTTMG T, OO TOV
GTOLOTOG YOPTYOVUEVH OVTICVAANTTIKG, KOOMOC pmopel va dlakomel 1 0paor Toug

®  OpLoUEVA PAPLOKO, TTOV YPTCLUOTOLOVVTOL Y10, KOPOIOKE TPOPANLOTO - OTT®G 1) dryo&ivn

o OPIOUEVO PAPLLOKE TTOV YPTCILOTOIOVVTOL Y10 TV 0PAiGT TOL aioTog - OT®G 1 foppapivn.

Kino1, Onhoopos kor aviioOAAnyn — TApo@opies Yo YOVOIKES Kol dvopeg

Kdnon

To 71c yuvaikeg mov maipvovv Lenalidomide Mylan

e  Mnv mdpete to Lenalidomide Mylan v iote éykvocg, 5101t avapévetor va Tpokarécet PAGST
oto £uppvo.

o Agv pénet va peivete £ykvog evd maipvete to Lenalidomide Mylan. Zvvenmg, npénet va
YPTCULOTOLEITE OMOTEAECUATIKEG HEDOOOVG AVTICOAANYNG dv gloTe YuvaiKa pe duvatoTnTa
texvomoinong (PA. «AvVTIGOAAYMY).

o  Edv peivete éykvog katd ™ didprela g Bepamneiog oag pe Lenalidomide Mylan, otapatiote ™
Oepameio Ko EVUEPDGTE TOV YITPO GOG AUECTL.
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I tovg dvdpeg mov maipvovv Lenalidomide Mylan

o Xg mepimtmon mov 1 cOVIPOPOS 6o¢ peivel £ykvog evd maipvete Lenalidomide Mylan, npénet va
EVILLEPMOCETE TOV Y10TPO Gog dueca. [lpoteivetar 1 cOVIpoPOS Gog vo avalnTioEL WTPIKn
ouppovin.

o [lpénet emiong va ypnoiponoleite anoteAesHATIKEG LEBOOOVG AvTIGOAAN YT (PA.
«AvTicOAMNYMY).

Onlaocpdg
Mn 6nhalete evd maipvete Lenalidomide Mylan, 61611 dev givar yvwoto gdv to Lenalidomide Mylan
TEPVA GTO PUNTPIKO YAACL.

AvTicOAMyn

T yuvaikeg mov waipvouy to Lenalidomide Mylan

[Ipotov apyicete T Bepomeio, pOTAOTE TOV YIOTPO GOG EAV £XETE TN SVVATOTNTO VO LEIVETE £YKLOG,
aKoua Kot ov vopilete 0Tt antod givor amifovo.

Edv pnopeite va peivete £ykvog

e 0o KAVETE TEGT EYKLIOGVUVIG VIO TNV EMIPAEYN TOL YLTPOL Gog (TP amd kb Bepameia,
TovAdyiotov kdbe 4 efoopadeg Katd ™ didpkela g Oepaneiog kol TovAdyiotov 4 efSoUadES
uetd to téhoc g Oepameiag) extdg 0mov £xet emPePaiwbel OTL 01 GAATYYEC £yovV KOTEL KOl
nep1oebel, dOTE Vo U UTOPOHV TA WAPLY VO, TPOCEYYIGOVV TN UATPO. (COATLYYIKT GTEIP®ON)

KAI

®  TPETEL VO YPT|CULOTIOLEITE UTOTELECUATIKEC LEDOOOVG OVTIGOAANIYNC Y10, TOVAGYIGTOV 4 EFSOUASES
wpw TNV Evapén g Oepameiag, katd T didpkela TG Bepaneiog Kot pEYPt TOLAGYIGTOV
4 gfdopuadec petd to téAog g Oepameiag. O yotpdg cog 0o cag cLUPOVAEDCEL Y1a. TIG
KATOAANAES LEBOOOVG AVTIGLAANYT|G.

T dvépeg mov maipvouy 1o Lenalidomide Mylan

To Lenalidomide Mylan nepvé oto avBpdnivo onépua. Edv n 6dvipo@dg cog eivar £ykvog 1 puropel
va peivel £yKvog Kot OeV XPNOIULOTOIEL OMOTEAEGUATIKEG HEBOOOVG AVTIGUAANYTG, TPETEL VAL
YPNOUOTOIEITE TPOPLAAKTIKE KATA TN O1dpKeLa TG Bepameiag Kot Yo TOLAXYIOTOV 7 NUEPES LETE TO
Tého¢ NG Bepameiag, axopa Kol av Exete LVITOPANOEL o EKTOUN GTEPLLATIKOD TOPOL. AgV TPETEL VUL
dwpioete omépa kaTd TN d1dpKeLo TNG Bepameiog Kot Yo TOVAGYIGTOV 7 NUEPES PETE TO TELOG TNG
Oepaneiog.

001yN o1 Kot YEPIOUOS PN AV LATOV
Mnv odnyeite N xepileote pnyovipota v acbavieite (aAn, KOT®ON, vIvnAia, £xete Aryyo 1 Bapmn
opaon petd ) Ayn tov Lenalidomide Mylan.

To Lenalidomide Mylan wepiéyst vatpro
Av10 10 Papuako mePEYEL Aryotepo amd 1 mmol vatpiov (23 mg) avd Koydkio, eival avutd Tov
ovopdlovpe «erebbepo vatpiovn

3. Iag va wapere To Lenalidomide Mylan

To Lenalidomide Mylan ntpénet va yopnyeiton o€ €66¢ and enoyyeAUOTIEG VYEING TEMELPAUEVOVG GTNV
OVTULETMTIOT TOV TOALOTAOD HVEADUATOC TOV HVEAOSVGTAAGTIKMOV GUVIPOLMY, TOV AEUPDUATOS O
KOTTOPA TOL HOVOLA 7| TOV 0{DAOVE AEUPDUATOC,

e  Otav ypnowomoieitar yio tn Oepameio ToL TOAAATAOD LOEADUATOG G acheveic TOL dgv eivat
KATOAANAOL Y10 LETOUOGYELGT) LVEAOD TMV OGTAV 1) £X0VV TPOTYOVUEVDS AdPel dhleg Bepameie,
to Lenalidomide Mylan Aoufdvetar pali pe aiha eapuaxa (BA. Tapaypogo 1 «ITota givar n
xpnon tov Lenalidomide Mylan»).
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e Otav ypnowomoieitar yia tn Oepameio 1oV TOAAATAOD LVEADUATOG, G acbeveig Tov £xouv
VOPANOEL GE LETAUOTYKEVOT) LLEAOD TV 00TMV 1| Yo T Oepameio acbevav pe MAX 1 AKM, 10
Lenalidomide Mylan AauBdvetor povo tov.

o Ortav ypnoipomoteiton yio tn Ogpomeio tov ol{ddovg Aeppdporog, to Lenalidomide Mylan
Aoppdveton pe €va GAALO PAPLOKO TOV OVOUALETOL «PLTOVELLLAUTINY.

ITavtote va naipvete to Lenalidomide Mylan avotnpd cbpemva pe tig 0dnyieg Tov yiorpod cog. Edv
£xete au@Porisc, pmTNOTE TOV YIATPO 1 TOV POPLUKOTOLO GOGC.

Eav LauPavete 1o Lenalidomide Mylan og cuvdvaouod pe Glha eapuaka, Oo tpénst va avotpélete
oTO EUAL 00T YLDV YPTIONE CVTOV TOV PUPUAK®V Y10 TEPIOCOTEPES TANPOPOPIEC GYETIKA UE TN YPTON
KOl TIG EVEPYELES TOVC.

Kvkhog Ocpansiog

To Lenalidomide Mylan Aappdveton og cuykekpipuéves nuépes yion 3 efdopddes (21 nuépec).

o  Kdbe didotnpa 21 nuepadv ovopaletar «kokAog Oepameiogy.

e Avdloya pe tnv nuépa Tov KOKAOL, Ba Tapete va M| TEPLEGOTEPT ATd TO PApUKa. 26TOGO, GE
oplopéves Nuépeg dev Ba Tapete KATO10 Ad T PAPLOKOL.

e  Metd Vv oAokAnpwon kabe kourkhov 21 nuepav, Ba tpénet va apyilete Eva vEO «KKOKAO» Y10 TIC
emopeveg 21 nuépec.

'H

To Lenalidomide Mylan Aoppdvetar og cuykekpipéveg nuépes yio 4 eBdopades (28 nuépeg).

o  KdBe didotnpa 28 nuepdv ovopdletor «kukAog Bepaneioy.

e Avdloya pe TV nuépa Tov KOKAOL, Ba TapeTe va 1| TEPLEGOTEPO amd T PApLaKa. 26TOG0, G
oplLopéEVES NUEPESG OeV Ba TAPETE KATO10 ATTO TO. PAPUAK.

e  Metd Vv oAokANpwon Kabe KuKAoL 28 nuepav, Ba tpénel va apyilete Eva VEO «KKOKAO» YOl TIC
endpeveg 28 nuépec.

IMoco Lenalidomide Mylan va wapete

[pw v évapén tng Bepoameiog, o YaTpog oag o GG EVIUEPDOEL GYETIKA LE:

e 10 Hco Lenalidomide Mylan 6a npénet va ndpete

e 70 600 Omd T GANe. PappoKo Ba Tpénel vo, mhpete o cuvdvaoud pe o Lenalidomide Mylan,
€dv vtapyovv

®  TIg MUEPES TOV KOKAOL Bepameiog Katd Tig omoieg Oa Tpémel va Aappdavete To kdbe papuaio.

Mg ko wote vo mapete To Lenalidomide Mylan

e  Kartomivete o Koyakio oOAOKANPO, KOTA TPOTIUNGT| LLE VEPO.

e  Mnv ondlete, avolyete 1 pocdte ta koydkio. Edv 1 oxoévn and £vo oTaGHEVO KOyAKLO
Lenalidomide Mylan épBet oe emapn pe To déEpUA, TAVVETE TO SEPUO OUECHS KO GYOAUCTIKG LE
vEPO KOl GOTOVVL.

e Ot emayyelpotieg vyelag, To droua mov epovtilovv acbeveic kot Ta LEAN TG otkoyévelag Ba
TPEMEL VO, POPOVV YAVTLIO UG xpNoemg Otav yepilovtot TNV KVWEAN 1] TO KOWAKLO. XTr GUVEYELL
T YAvTIo B0 TPETEL VO APapOVVTOL TPOGEKTIKA £TCL MOTE VO OMOPEVYETAL TVYXOV EKOECT] TOVL
dépuortog, va, tomobetovvial o€ cepayllOUEVT] TAUCTIKT GOKOVAN 0td TOAVABVAEVIO Kot Vol
ATOPPITTOVTOL GOUPMOVE, LE TIC KATE TOTOVS 10(DO0VGES GYETIKEG SIUTAEELS. 2T GUVEXELD TO, XEPLAL
Oo Tpémel va TAEvovTal oYoAaoTIKA e camobVvt Kot vepod. Ot yovaikeg Tov glvan £yKveg M
mOovoAoyolV OTL umopel va etvar Eykueg dev mpémet va, yepilovtal Ty KuyEAN 1 10 KoydKio.

e  Ta xaydkio pwopovv va Anebovv eite e Tpoen gite yopic.

e [Ipémel va naipvete to Lenalidomide Mylan mepimov tnyv idia dpo. TIg TPOYPOUUUATIGUEVEG HEPES.
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Ilog vo wapete To @approxo avtod
T v agaipeon Tov Koyokiov amd TV KOWEAN:

e mESTE LOVO TN i AKp1N TOL KOyoKiov dote vo eEEABEL amd 10 GUALO OAOLLLVIOV

|ﬁ:_:} i
Q=

<
II

®  uNV aokeite wEeoN 0TO KEVTIPO TOL KOWOKIO, KOOMG anTd pmopel vo TPoKaAEGEL TO GTAGLUO TOV.

DN LN,
f.'" 3 \\\ " }
7 -'IIJI - t&-xf

Awapkero, g Ospomeiog pe Lenalidomide Mylan

To Lenalidomide Mylan AauBavetar og kOkAovg Oepanciag, kabévag amnd Tovg onoiovg diapkel 21 1
28 nuépec (PA. mapamdve «Kokhog Oepaneiagy). [Ipénel va cuveyioete toug kuKAOLG Oepameiog pueypt
0 Y10TpOG GOG VO GOG GUUPBOVAEVCEL VO, GTOUOTIOETE.

Eav napete peyoldtepn d6on Lenalidomide Mylan amé tnv kavoviki
Eav mapete peyolvtepn 66on Lenalidomide Mylan omd exeiv mov cog éxetl cuvtayoypaenbsi,
EVNUEPMOTE TOV Y1ATPO GOG AUECO.

Eav Eeyaoete va mapete o Lenalidomide Mylan

Eav Egydoete vo mapete Lenalidomide Mylan v kavovikn dpa ko

o ¢&yovuv mepdoel Myotepes amd 12 mpeg: TAPTE TO KOWAKLO AUECHG,.

e ¢&yovuv mepdoel mePlocdTePe 0md 12 dpec: pnv mapete To kaydkio. [ldpte 10 endpevo Koydkio
ocuvnoepévn dpa TNV EXOUEVT NUEPQL.

Edv éyete mepiocoTEPEG EPOTACELG GYETIKA LE TN (PNOT QVTOD TOL PUPUAKOV, POTAGTE TOV Y1UTPO N
TOV QUPLOKOTOLO GOG.

4, MBavég avemBOunTeg evépysereg

Onwg 6Aa o appaka, ot kat to Lenalidomide Mylan pumopei vo mpokaiéoet avembounteg
EVEPYELES, AV Kol OgV TaPOVGLALovTal G€ OAOVG TOVG AvOPMOTOLG.

Yropatiote va moipvete to Lenalidomide Mylan kot emoke@teite apécwg évay yiotpo, av

TOPUTNPIGETE OTOLAONTOTE OO TIS TOPUKATO cofapég avemOOUNTES EVEPYELEG — PTTOPEL VO

xperalecte eneiyovoa aTpikn tepiBaiyn:

o  Kvidwon, e&avOnuarta, Tpnéipo Tov Hatidv, Tov 6TOHOTOS 1) TOV TPOCOTOV, SVGKOAIN OTNV
aVamVOT 1| GOyovpa, T OO0 EVOEXETOL VO, EIVOL CUUTTAOUATO COPAPHV TOTMV AAAEPYIKMDV
avTOPACE®V TOV OVOUALOVTOL Oy YELOOTON L KO OVOPUACKTIKY] avTidpao).
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e Mo coBapn ariepykn avtidpaon mov propet va Eekivnoet og e&avinuo oe pia Teptoyn aALd va
enextobel pe extetapévn andlela dépuatog oe 0AOKANPO 10 ohpa (cvvdpopo Stevens-Johnson
n/xon To&Ikn emdepIKn vekpoOAvoN).

e Audyvto e&€avOnpua, vynAan Beprokpascio cOUATOS, AVENGELG NTATIK®OVY eVEOUOV, AVOUOAMES GTO
aipa (noowo@iiio), SOYKOUEVOL AEUPASEVES KOl GUUUETOYN GAAWDY OPYAV®V TOV GMUATOG
(QopUOKEVTIKY] OVTIOPACT] LE NOGIVOPIALD KOl CUGTNHOTIKG GUUTTOUATA, 1) OTToio eivor emiong
yvoot g DRESS 1 cuvdpopo vrepevaicinciog oe pdpuoako). BAéne eniong mapdypago 2.

Evuepoote apéomg Tov Y10Tpo 60G 0V TOPATPNGETE OTOLAINTOTE U0 TIS TUPUKATO GOPapéc
avemOounTeg evépyerec:

o [lvpeto, piyn, mOVO 610 Ao, Prixa, EAKN GTO GTOUA 1) OTOLONTOTE GAAC CUUTTOUATO AOTHMENS
GUUTEPTAAUPAVOUEVIC KOl EVTOG TNEG KUKAOPOPTNG TOV aiplotog (omyorpior)

Ayoppayio ] LOAOTES YOPIG VO VTTAPYEL TPAVUATIOUOS

[Tovo 610 ot)fog 1 oTO TOSILL

Avocrvola

Ootikd Tovo, Poikn advvapio, chyyvoon 1 KOT®GT oL UTOPEL Vo OPEIAOVTAL GTO VYNAO ETITEDO
acPectiov 67O aipo.

To Lenalidomide Mylan propei vo peidogt Tov aptBpd Tmv AEVKOV GUOCQULPI®Y TOV KOTATOAELODY
T1G AOUDEELS, Kot ToV aptBpo TV apoceoipiov mov fonovv oty mén Tov aipatog (OHoTETAALY),
YEYOVOG TOL UTOPEL VL 00N Y OEL GE OLUOPPAYIKES SLOTOPAYES, OTWOS PLVOPPAYIES Kol LOAWDTEG.

To Lenalidomide Mylan propei eniong va mpokaiéost Bpoufovg aipotog otig pAEReg (OpouPmon).

AlLrec avemBOuNTEG EVEPYELES

Eivar onuavtikd va onueimdel 0Tt évag pikpog aptBpog aclevav evdéyetar vo avantoéel mpoebeteg
HOPPEC KapKivov kat eivor mBavd 6Tt awtog o kivovuvog pmopet va avénbdei ue o Lenalidomide Mylan.
YUVERMG 0 Y1TPOS 6o Ba TpEMEL VoL aloAOYNGEL TPOGEKTIKA TO OQEAT KOl TOVG KIVOUVOLG OTAV GOG
ovvtayoypaeei Lenalidomide Mylan.

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

e  Meiwon otov apBpd v epuipdv aposPalpiy, 1 omoic UTOPEL Vo TPOKOAEGEL OV TOV
odnyetl og kdmwomn ko advvapic

e  E&avOpoata, kvnopog

o Mvikég Kpdumes, poikn advvopic, Loikog mOVOC, LUTKES EVOYANGELS, 0GTIKOG TOVOS, TOVOG GTIG
apBpdcelg, mOVog 6T PEST, TOVOG GTA KO,

o T[evikevpévo mpr&uto cvumeptiapPfavopévou Kot Tov TPNEILOTOS TMV YEPUDY KL TOV TOJDV GO
Advvapia, KOTwon

o TTupetdc kal ypmdON CUURTOUATO, OTMOC TVPETOC, LVIKOG TOVOC, TOVOKEPAAOC, TOVOC GTO 0TI,
Prixos ko piyn

e  Movdwoua, popunkicon 1 aichnpoa Kavcov 6to déppa, TOVol ata xEpla 1 Ta wodia, LA,

TPOHOC

Mewwpévn 6peén, Hetafoléc ot yevon

AvENon Tov TOVoL, Tov HeYEBOVE TOV GYKOV 1) TOV KOKKIVIGUATOG YOP® old TOV OYKO

Andrelo, copatikod Papovg

AvckoiMotnTa, 614ppola, VOVTIa, EUETOC, TOVOC GTO GTOUAYL, GTOUNYIKOC KODGOG

Xounid eninedo kodiov | acPectiov ka1 vaTpiov 6To aipa

Bvpeoeldng ToL Asttovpyel Ayotepo an’ 660 O émpene

[T6vog ota mdHdo (mov Bor pwopovoe vo amoterel cuumtoua 0poupwonc), Tévoc 6To 6TNBOG 1

dvomvowa (mov pmopet va glvar courtopa 8poppuv aipatog 6Tovg TVELLOVECS, kot ovoudletot

TVELUOVIKT EUPOAN)

o Aouaéelg OAmV TV TOUTOV, cupreptlapPavouévng Aoinwéng Tmv KOAT®V Tov TEPPAAAOVY T
o, LolUENG TOV TVELUOVOV KoL TOV OVATEPOV OVOTVEDGTIKOD GLUGTILLOTOC.
Avonvola

e  Oaumm 6paon
B0oAePOTNTO TOV HOTIOV 060G (KOTOPPAKTNG)
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Neppikd TpofApHoTo ToL TEPIAAUPAVOVY VEPPA TOVL JEV AEITOVPYODYV GOGTA 1] TOV OV UTOPOLV
va. 010 TN PNGOVY TN PUCIOAOYIKT AELTOVPYiN

Mn @LGLOAOYIK( OTOTEAEGUATO NTTATIKOV JOKIUAGIOV

ADENON OTIG TIHES TOV ATTOTEAEGLATMOV NAATIKOV SOKILOGIDV

MetaBoléc o€ (o TPOTEIVI GTO Olipa TOV UITOPEL VO TPOKAAEGEL SIOYKWMOT) TOV OPTNPLOV
(ayyetitidn)

Avénoceic ota enineda caxypov 670 aipa oag (dapnTng)

Meinoelg 610 eninedo cakydpov 6To AiLo GOg

IMovoképarog

Pwoppayia

Enpodeppio

Koatabiwyn, petafoin g owdbeong, Suokorio oTov VIVO

Brixag

[Ttdon g aptnplakng tieong

Ampocdtop1oTo aichnuo couatikng Suvceopiog, aictnuo SLGAPESTNG CMOUATIKNG KOTAGTAONS
Dreypovmoelg Tnyég oto otopa, EnpocTtopia

A@puddtmon

Yoyvég (evdéyeton va emnpedcovy Emg Kot 1 otovg 10 avBpadmovg):

Kotaostpoen epubpdv arpoceaipiov (0poATikn ovaipio)

Opiopévot THToL SEPUATIKOV GYK®OV

Awoppayio amd To OOAM, TO GTOUAYL 1) T £VIEPA

AvEnuévn mieon Tov aipatog, apyos, YPNYopos 1 akavovieTog KapdtaKos pulpog

AvEnon oy mocdTNTA L0 OVGING TOV TPOKVATEL AMO TN PVGLOAOYIKN KOt TN U1 PLGLOAOYIKT|
dldomaon TV EpUOpPOV apoGEALPimY

AvENGN evAC TOHTOL TPMTEIVNG TOV VTOSEIKVIEL PAEYLLOVT] GTOV OPYAVIGLO

Yx00POg YPOUATICUOC TOV OEPUATOS GUGC, YPMUATIKT AALOIDOT) TOV dEPUATOC GOC TTOV OQEIAETOL
o€ awpoppayio Katm and avtd, Tov cuvnbmg tpokaieital and pdAOTES, TPNELLO TOV SEPUATOS
OV TTEPLEYEL OULLAL, UDAWMTOG

AvENGOT TOL OVLPIKOV 0EE0G GTO ajLaL

Agpuaticd eEovOnpata, KOKKIVIGHO TOV 0EPUATOC, POYUES, ATOAETION 1 EEQPAOVOIGLLA TOV
d€puaTog, Kvidmon

Avénpévn epidpmon, VOKTEPIVOL 1OPDTES

AvoKoAio KOTATOONG, TOVOC GTO ALUO, SUGKOAIN [LE TNV TOLOTNTA TNG POVNG 1] LETUPOAES TNG
VNG

Zovay

Hopaywyn mold peyaidtepng ) TOAD LIKPATEPTG TOGOTNTAG OVPWOV OO TO GLVNOIGHEVO 1)
advvopio EAEYYOV TG OVPNONG

AmoPoAn aipatog pali pe o ovpa

Avomvola, €101K0 KOTA TNV KOTAKALGN (To 07010 00, uropoloe Vo, AmoTEAEL COUTTOUN KOAPIIOKNG
OVETAPKELOC)

Avokolio oty enitevén otdong

Eykepoahkd engio6010, Atmobupia, iAtyyog (TpoPANU LE TO ECMTEPIKO AVTL GG TOL 00N YEL GE
aicOnon o6t 6Aha yopilovv), TPocwPIV OTOAELD GLVEIONONG

[16vog otov Bdpaxe Tov eEamA®VETAL OTA XEPLO, TOV OVYEVA, TN YVADOo, TNV TAAUTN 1] TO GTOUAYL,
ue aicOnon Wpdta Kot duervolag, aichnorn voavtiag 1 eeTod, To omoio eVOEYETAL VO ATTOTELODY
CUUTTOUOTO KOPILOKNG TPOSPOANG (EUpparyLa TOV HuoKapdiov)

Mvikn advvapio, EMAEIYN EVEPYELNG

[T6vog otov avyéva, TOvog 6Tov Bmpaxa

Piyn

Adykmon apbpwong

Apyf N eumodilopuevn pon TS YOANG Ao TO NTOpP

XounAd eninedo poGEOPOL 1| LoyVNGIov GTO aipa

Avokolio otnv optkia

Hratum PAdpn
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Meiopévn 1ooppomia, Suokorio oTNV Kivnon

Kogpwon, kovdodvioua ot avtid (epfoéc)

Nevpikdg Tévog, dOLGAPESTN U PLGIOAOYIKT aicOnom, Witepa 6TO Ayyrypa
YrepPorikn moGOHTNTA GOPOL GTOV OPYOVIGHO

Alya

Zuyyovon

ITovodovtog

[Ttcdon mov pmopel va 0dMyNoEL GE TPAVUATIGUO

Oy ovyvég (evdéyetar vo ennpedoovy £o¢ kot 1 atovg 100 avBpadmoug):

Awoppayia evtog Tov Kpaviov

Kvrhopopukd tpofAnuata

AvENON TC opTNPLOKNC TEGNC OTU ALLOPOPO ArYYEID TTOV TPOPOSOTOVY TOVE TVEDUOVEG
(mvevpovikn veéptaom).

AndAelo, Opacng

Andrelo oe&ovalikng embupiog (YeveTnoag opung)

Iopoywyn peydAng TocdTNTAg 0VP®V HE 06TIKO TOVO Kot 0dvvapio, To oroio Bo propodoe va
amotelel cOUTTOUA PG VEPPIKNG dtaTapayns (cvvdpopo Fanconi)

Kitpwvog ypopotiopog tov 6Epuatog, Tamv PAeEVVOyOVImV VPEVeV 1| TV 0@Bolumv (Iktepog),
AVOLYTOYPMUN KOTPOVE, CKOVPOYPOLLO 0VPO, KVNGLOC TOL déppatoc, e€avinua, Tévog 1 Tpnéuo
TOV GTOUAYOV — QVTA EVOEYETOL VO OTOTEAOVY GUUTTMOUATO PAABNG TOV IaTog (MTATIKY
SwaTapayn)

[16vog 610 oToudyt, petempiopdg N drdppota, Ta OToio EVOEXETAL VO EIVOL GUUTTAHOTO
QAEYLOVIG TOV TTOE0C EVTEPODL (TTOL OVOUALETAL KOAITION 1) AEYHOVT] TOV TVPAOD)

BLaPn ota kdTTapa tov veppmdv (ovoudletal VEKP®ON VEPPIKOV coAnvapimv)

MetaBoréc 610 xpdUA TOL dEPUATOS GaG, ebausOncio 6To NAIKO PG

2Hvopopo AoNG 0YKOL — HETAPOAKES ETUTAOKES TOV PIOPEL VoL TpoKOYOLY KoTd T Bepaneio
TOV KOPKIVOL Kol LepKEG POPEG aKOpa Kot Ympig Bepomeio. AVTEG o1 EMTAOKEG TPOKAAOVVTOL
oo T TPOTOVTA, ATOJOLUNONG TOV KAPKIVIKOV KLTTAP®V 1oL Ttebaivouy Kot pmopel va
mepthappavouv ta axoilovba: petaforég otn yMUeia TOL aipaTog, VYNAO KAAL0, POGPOPO,
0VpIKo 0EL Kot YapNAd AGPECTIO, 00NYDVTOG KOTE GUVETELN G PHETUPOAEC OTN VEPPIKT
Aertovpyia, ToV Kapdloko TOANS, o€ GTOCUOVS KO, EvioTe, o€ Bdvaro.

Mn yvooTég (n cuyvotnTa dev pmopet vo ektiun el pe faon ta dabéoipa dedopéva):

Awpvidlo N o oA EMOEVOVUEVO TTOVO GTO VM PEPOG TOL GTOUAYOL KOUT 6TV TAATY, O
0moi0¢ TOPOUEVEL Y10 LEPIKEG NUEPES, TTIOOVOV GLVOSEVOLEVOS OO VAVTIO, ELETO, TVPETO Ko
ToO GEUYLO — OVTH TO CUUTTAOUOTO EVOEYETOUL VO OPEIAOVTUL GE PAEYLLOVT TOV TTAYKPENTOG.
Zoprypo, dvokoAio Katd tnv avamvon 1 Enpd Prya, Tov eVOEXETAL VO OTOTEAODV GUUTTMLOTOL
OV TTPOKAAOVVTOL OO PAEYLLOVT] TOV 10TOV TV TVELLOVOV.

"Eyxovv mopatnpndel omdviec mepintdoelg d1domacng tov poov (uuikdg movog, advvauio 1

TPNEW0) ToL Pmopet va 0dNYcoLV 6e VeEPIKA TpoPAnpata (pafdopvorvcn), optopéves amd
avtég 6tav to Lenalinomide Mylan yopnyeiton pe otativn (évag THTOC QOPUAKOD TOV HEIDVEL T
XOANOTEPOAN).

Mio. kotdotoon mov ennpedlel To SEpLLa, 1N 0010 TPOKOAEITOL AITO PAEYLLOVT TOV HKPOV
apoeopov ayyeiov, poli pe mévo otig apfpmaoels Kot Tupetd (AEVKOKVTTAPOKANGTIKY
ayyeltion).

AWGOTAOT TOV TOLYDUATOG TOV GTOUAXOL 1) TOL EVTIEPOVL. AVTO Unopei vo 00Ny GEL GE TOAD
coPoapn Aoipwén. Evnuepoote tov yrotpd caog edv epeavicete cofapd mévo 6To GToUd)L, TUPETO,
vavTtia, EUETO, aipa oTa KOTPava cag 1| aAlayég oTig cuvnbeleg Tov evtépov.

loyeveig Aowwméelc, cvpmepiiapfavouévov tov Eépmnta {owotnpa (YvooTol eniong g «Epmne»,
UG 10YEVOVG VOGOV TTOL TPOKOAEL ETDOOVVO dePUOTIKO EEAVON O e POVOKAAES) Ko
EMOVEUPAVIOT TNG Aoipméng amd nratitida B (n onoio puwopel vo mpokarécel KITpiviouo Tov
O£PLOTOG KO TOV LOTIOV, KAPE CKOVPOYP®UA 0VPA, GTOUOYIKO TOVO 6T 0eE1d TAELPA, TUPETO
Kot aicOnpa vavtiog 1 adiobeoia).

Amopprym HooyedOTOG CLUTAYOVS 0pYavoL (OTT®G VEQPOD, KaPOLAC).
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Ava@opd avemOOunTmV evepyetdv
Edv mopatnpnoete kamoto avemifOunt evEPYELD, EVILEPDGTE TOV YLOTPO, TOV QUPUAKOTOL0 1) TOV/TNV
VOGOKOWO G0G. AVTO 1oyYvEL Kot Yio kdOe mhav avemBountn evépyela Tov OgV AVaPEPETAL GTO TOPOY
@OALO 00Ny Ypronc. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEGm TOV
€0VIKOO GLGTNUATOG AVOPOPAC:
- EBvikdg Opyoviopog @oppdkmv, Mecoyeimv 284, GR-15562 Xolapyodg, ABnva, Tni: + 30 21
32040380/337, ®a&: + 30 21 06549585, Iototomog: http://www.eof.gr
- Ddoppokevtikég Yanpeoieg, Yrnovpyeio Yyeiog, CY-1475 Agvkocio, Tni: +357 22608607,
Dag: + 357 22608669, Iotdtomog: www.moh.gov.cy/phs

Mécm g avapopdg avemBOUNT®V EvEPYEI®V Umopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD, TOV TOPOVIOC POPLAKOV.

5. og v puracsete To Lenalinomide Mylan

e To @dapuoko avtd TPETEL VO PUAACGETOL GE LEPT) TTOV OEV TO PAETOVVY KOl OV TO POAVOLY Ta
ToLdLd.

e  No un ¥pNCWOTOLELTE AVTO TO PAPUAKO LETA TNV NHEPOUNVIa AMENG TTOL OVaPEPETAL GTNV
KUWEAN Kot To kouTi petd v £vdeitn «EXPy». H nuepopunvia Anéng eivar n televtaio nuépa tov
UAVA, TTOL OVOQEPETOL EKEL.

e M puAdoocete og Beppokpacio peyodvtepn tv 30°C.

e No un ypnoyomoteite avtd T0 PAPUAKO GV TopatnpioeTe TVXOV EOopd 1 ixvn Tapafioong ot
GLGKELOGIOL.

e Mnv metdte PAPHOKA GTO VEPO TNG AMOYETELGONG 1] GTA OIKLOKA omoppippata. Potote tov
(OPLOKOTOLO GOG YOl TO MG VO TETAEETE TO PAPLOKO TTOL OEV YPNOUOTOIEITE Tl AVTd TOL
pétpa o fondncovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TS GLOKEVAGIAG KO AOUTEG TANPOPOPiES

T agpréyer o Lenalidomide Mylan

Lenalidomide Mylan 2,5 mg oxkAnpd koydiio:

o H dpaoctikn ovoia givar  AevaAiidopion. Kabe kaydkio mepiéyet 2,5 mg Aevaildopione.
o Ta dAlo cvotatikd sivan:

- mepleydueva Koyokiov: TpoleAaTivomoinpévo GULAo opafocitov, MKPOKPUGTOAAKN
KLTTOPIVI), VOTPLOUYOG OLACTOVPOVLEVT KAPUEAAOLT, KOALOEDEC AvUIPO TTLPITIO, VATPLO
GTEATVAOPOVLAPIKO

- k€)oo koyakiov: (ehativn, dto&eidio Tov tiraviov (E171), kitpvo 0&gidio Tov G161 pov
(E172) a1 wawokappivio (E132)

- HEAGVL eKTOTOONG: KOUUED AGKKOG, TpoTvuAevoyAvkoATn (E1520), vpo&eidio Tov kariov
Kot péhav 0&gidio tov cdnpov (E172).

Lenalidomide Mylan 5 mg okAnpd konydxio.:
. H 6paotikn ovsia eival n Aevaiidouion. Kdabe koydkio mepiéyet 5 mg Aevaldopuiong.
o Ta GAAa cvotoTikd givat:

- meplEOUEVA KOYOKIOV: TPOLEAATIVOTOUNUEVO GUVAO 0pafOCiTOD, HIKPOKPUGTUAALKN
KLTTOPIVI), VOTPLOVYOG OLACTOVPOVLEVT KAPUEAAOLT, KOALOEDEC AvUIPO TTLPITIO, VATPLO
GTEATVAOPOVLLOPIKO

- KEMQOG kKonpoakiov: d10&gidto tov trtaviov (E171), Celativn

- HEAGVL eKTOTOONG: KOUWUED AGKKOG, TPpOoTLAEVOYAVKOAT (E1520), vopo&eidio Tov kKariov
Ko pélav 0&gido tov odnpov (E172).

Lenalidomide Mylan 7,5 mg okAnpd koydiio:
o H dpaoctikn ovoia givar  AevaAiidopidon. Kabe kaydkio mepiéyel 7,5 mg Aevaildopione.
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o Ta dAlo cvotatikd sivan:

- mepleydueva Kowokiov: TpoleAaTivomoinpévo GULAo apafocitov, MKPOKPUGTOAAIKN
KLTTOPIVI), VOTPLOVYOG OLACTOVPOVLEVT] KAPUEAAOLT, KOAAOEDEC AvUIPO TTLPITIO, VATPLO
GTEATVAOPOVLAPIKO

- k€)oo koyakiov: kitpvo 0&gidio Tov aidnpov (E172), dio&eidio tov titaviov (E171),
Cehativn,

- peldvi ektdnmong: koupeo Adkikag, TpomvAevoyivkoAn (E1520), uéhav o&gidio tov
onpov (E172) kot vdpo&eidio Tov Kokiov

Lenalidomide Mylan 10 mg okAnpé kowdkio:
. H 6paotikn ovsia eivarl n Aevaiidouion. Kdabe koydkio mepiéyel 10 mg Aevaiidouionc.
o Ta GAAa cvotoTikd givat:

- meplEYOUeEVa KoyoKiov: TpoleAOTIVOTONUEVO GUVAO aPOOGiTOV, HIKPOKPUGTUAAKN
KUTTOPIVN, VOTPLoDY0G S1GTAVPOVUEVT] KOPUEAAOLT], KOAAOEIDEG AVIPO TLPITIO, VATPLO
GTEATVAOPOVLLOPIKO

- kéleog koyakiov: {ehativn, dto&eidio Tov Titaviov (E171), uélav o&eidio Tov G1éMpov
Kot Kitpwvo 0&gidio Tov aidnpov (E172), wdikokappivio (E132)

- peldvi ektdnmong: Koupueo Adkkag, TpomvAevoyAvkoAn (E1520), uéhav o&eidio tov
o1dnpov (E172) ko vépo&eidio tov kKariov.

Lenalidomide Mylan 15 mg okAnpé kowdkio:
o H dpaoctikn ovoia givar 1 AevaAiidopion. Kabe kaydkio mepiéyel 15 mg Aevaiidopuiong.
o Ta dAlo cvotatikd sivan:

- mepleydueva Kowokiov: TpoleAaTivomoinpévo GULA0 0pafocitov, MKPOKPUGTOAAIKN
KUTTOPIVN, VOTPLoDY0G SGTAVPOVLEVT] KUPUEAAOLT, KOALOELDEG AVOPO TVPITIO, -VATPLO
GTENTVAOPOVLLAPIKO

- kéleog koyakiov:d10&eidto tov Trtaviov (E171), Celativn

- peAGvVi ekTHTOONG: KOppED AdkKag, TpomuAevoyAvkoin (E1520), epvBpd o&eidio Tov
onpov (E172) kon olpetikovn.

Lenalidomide Mylan 20 mg ckAnpé kowdkio:
. H 6paotikn ovsia eivarl n Aevaiidouion. Kdabe koydkio mepiéyet 20 mg Aevaiidopionc.
o Ta GAAa cvotoTikd givat:

- meplEyOUeva KoyoKkiov: TpoleAOTIVOTONUEVO GUVAO apOOGiTOV, HIKPOKPUGTUAAKN
KLTTOPIVI), VOTPLOUYO0G OLUCTAVPOVLEVT KAPUEAAOLT, KOAMOEIDEC AVVIPO TTLPITIO, -VATPLO
GTEATVAOPOVLLOPIKO

- k€)oo koyakiov: kitpwvo 0&gidio Tov odnpov (E172), dto&eidio Tov titaviov,
wowokappivio (E132), ylokdin

- pehdvi ektdnmong: koupeo Adkkog, TpomvievoyAvkoin (E1520), epubpd o&eidio Tov
onpov (E172) kon olpetikovn.

Lenalidomide Mylan 25 mg ckAnpé kowdkio:
o H dpaoctikn ovoia givar  AevaAiidopion. Kabe koaydkio mepiéyel 25 mg Aevaiidopniong.
o Ta dAlo cvotatikd sivan:

- mepleydueva Kowokiov: TpoleAaTivomoinpévo GULAo apafocitov, MKPOKPUGTOAAKN
KLTTOPIVN, VOTPLoDYO0G SGTAVPOVLEVT] KUPUEAAOLT, KOALOELDEG AVOPO TVPITIO, -VATPLO
GTEATVAOPOVLLOPIKO

- ké€log koyakiov: 6to&eidio Tov Titaviov (E171), (ehativn

- HEAGVL eKTOTOONG: KOUUED AGKKOG, TPpoTvuAevoyAvkoAT (E1520), vpo&eidio Tov kKariov
Kot pérav 0&gidio tov cdnpov (E172).

Epg@avien tov Lenalidomide Mylan kau wepieyopeve TG 606KEVAGIOG

Ta oxkAnpd koydxia Lenalidomide Mylan 2,5 mg givon mpdova kKot Aevkd koyakio, peyédoug 4,
14 mm, mov eépovv v emonuavon “MYLAN /LL 2.5”
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Ta oxkAnpd koydxia Lenalidomide Mylan 5 mg givoun Aevkd koyakia, peyéboug 2, 18 mm, mwov pépouvv
v emonuavon “MYLAN/LL 5”

Ta oxinpd kaydxio Lenalidomide Mylan 7,5 mg givat avowktd ykpt Kot Agukd konydikia, peyébovg 2,
18 mm, mov @épovv v emonuavon “MYLAN/LL 7.5

Ta oxkAnpd koydxio Lenalidomide Mylan 10 mg givon Tpdowva kot ovorktd yrpt konpdkia, peyébovug 0,
22 mm, wov PEpovv TV emiconuovon “MYLAN/LL 107

Ta oxkAnpd koydxio Lenalidomide Mylan 15 mg givar Aevkd koydxia, peyédoug 0, 22 mm, wov
oépovv tnv emonuoavon “MYLAN/LL 15”

Ta oxAnpd koydxio Lenalidomide Mylan 20 mg eivor Tpdowva kon Aevkd konydkua, peyédoug 0,
22 mm, wov Pépovv TV emionuaven “MYLAN/LL 207

Ta oxkAnpd koydxia Lenalidomide Mylan 25 mg givat Aevkd konydxia, ueyédovg 0, 22 mm, wov
@épouv v emonpovon “MYLAN/LL 257

Ta oxdnpd kaydkia Lenalidomide Mylan 2,5 mg, 7,5 mg, 10 mg , 20 mg kot 25 mg mopéyovral 6
GUGKELOGIEG KOYEADMY OV TEPIEXOVY 7 GKANPE KOyaKLOL.

Ta oxAnpd koydkio Lenalidomide Mylan 2,5 mg, 5 mg, 7,5 mg, 10 mg, 15 mg, 20 mg ka1 25 mg
TOPEYOVTOL GE GVOKEVUGIEG KOYEADY IOV TTEPLEYOLVY 21 GKANPA KOWAKIN KOl GE GUGKEVOGIEG
SutpnTev Kuyweldv mov mepiéyovy 7 X 1 121 x 1 oxinpd koydkio.

Mmropei va, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.

Kéroyog Aderag Kvkhoopiag
Mylan Ireland Limited

Unit 35/36 Grange Parade,
Baldoyle Industrial Estate
Dublin 13,

Iphavdia.

Hopaokevactiig

McDermott Laboratories Ltd trading as Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange
Road, Dublin 13, IpAavdia

Mylan Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1
Bad Homburg v. d. Hoehe, Hessen, 61352,

Teppovia

Mylan Hungary Kft, Mylan utca 1, 2900 Komarom, Ovyyapia

I"a omo1admote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKUAEIGTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

Mylan bvba/sprl Mylan Healthcare UAB
Tél/Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288
Bouarapus Luxembourg/Luxemburg
Maitnan EOO/] Mylan bvba/sprl

Ten.: +359 2 44 55 400 Tél/Tel: + 32 (0)2 658 61 00

(Belgique/Belgien)
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Ceska republika
Viatris CZ.s.r.0.
Tel: + 420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti

BGP Products Switzerland GmbH Eesti
filiaal

Tel: + 372 6363 052

E)MGda
Generics Pharma Hellas EITE
TnA: +30 210 993 6410

Espafia
Viatris Pharmaceuticals, S.L.U.
Tel: + 34 900 102 712

France
Viatris Santé
Tél: +334 37257500

Hrvatska
Viatris Hrvatska d.o.0.
Tel: +385 1 23 50 599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

island
Icepharma hf
Simi: +354 540 8000

Italia
Mylan Italia S.r.l.
Tel: + 39 02 612 46921

Kvbmpog
Varnavas Hadjipanayis Ltd.
TnA: +357 2220 7700

Latvija
Mylan Healthcare SIA
Tel: +371 676 055 80

To mapév ¢vALo 00N LAV YpfioNs avadempOnke Yo Televtaio gopa otig 29 Iovviov 2023.

Magyarorszag
Mylan EPD Kft
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Ltd
Tel: + 35621 22 01 74

Nederland
Mylan BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418

Polska
Mylan Healthcare Sp. z. o.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 21 412 72 00

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.0.
Tel: +386 1 23 63 180

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB
Tel: + 46 (0)8630 19 00

United Kingdom (Northern Ireland)

Mylan IRE Healthcare Limited
Tel: +353 18711600
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Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg yio To pappoko avtd eival d1abéoipeg oto dikTLAKO TOTO ToL Evpmraikon
Opyavicpot Goppdxwmv:

http://www.ema.europa.eu/.
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