ITAPAPTHMAI

MMEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX
Pomalidomide Accord 1 mg cxAnpd Koyakio
Pomalidomide Accord 2 mg oxAnpd Koyakio,

Pomalidomide Accord 3 mg oxAnpd Koyakio
Pomalidomide Accord 4 mg oxAnpd Koyakio,

2. HOIOTIKH KAI TOXOTIKH XYNO®EXH

Pomalidomide Accord 1 mg crxAnpd konydkio

Ka0e oiidnpod kawydkio mepiéyel 1 mg mopodopionc.

Pomalidomide Accord 2 mg cxAnpd konydxkio

Kabe oxdnpd koydiio mepiéyet 2 mg mopaildopiong.

Pomalidomide Accord 3 mg oxAnpd kowdkio.

Kda6e oxdnpod koydiio mepiéyet 3 mg wopaildopiong.

Pomalidomide Accord 4 mg crxAnpd konydkio

Kdabe oxdnpd koydiio mepiéyet 4 mg mopaAldopiong.

IMo tov A pn katdAoyo Tov ekddywv, PA. Tapdypapo 6.1.

3. DPAPMAKOTEXNIKH MOP®H
2KkANpo KoyaKio

Pomalidomide Accord 1 mg oxAnpd kowdxio.

2k po konpdikio LeElativig, pe KiTptvo odpo kot KOKKIVO KAAVpUa, Pe Ty emtonpavorn «PLM 1»
TUTOUEVT] OE AOTIPO PEAGVL ETAV® GTO GMMUA TOV Koyoakiov. Méyebog kaakiov 4 (unKog mepimov
14 mm).

Pomalidomide Accord 2 mg oxAnpd kowdxio.

2N po konpdikio CeEAaTivig e TOPTOKAAL GO0 KOl KOKKIVO KOAVUUO, HE TV emtonpavorn «PLM 2»
TUTOUEVT] OE AOTIPO PEAGVL ETAV® GTO GMLL TOV Konyakiov. Méyebog konyaiiov 2 (urKog mepimov
18 mm).

Pomalidomide Accord 3 mg oxAnpd kowdxio.

21k po konpdikio Lelativig, pe Tupkovd GO Kot KOKKIVO KAADUU, HE TV emonpavern «PLM 3»
TUTOUEVT] OE AOTTPO PEAGVL ETAV® GTO GMLLA TOV Konpakiov. MéyeBog konyaiiov 2 (UnKog mepimov
18 mm).

Pomalidomide Accord 4 mg oxAnpd kowdkio.

21N po konpdikio CeEAaTivig, Le GKOUPO PTTAE COUO KoL KOKKIVO KUADLLOL, LE TV ETLCTLAVOT)
«PLM 4» tumopévn og AoTTpo PEAGVL ETAVM GTO GMLLA TOV Koyakiov. Méyebog kayaidov 2 (UqKog
nepimov 18 mm).



4.  KAINIKEX IAHPO®OPIEX
4.1 OsgpamevTikég gvocigealg

To Pomalidomide Accord og cuvévacud pe ™ Poptelopipmn kot T de&opebalovn evdeikvotat yio
Bepomeio evnAikwv acBevav pe TOAOTAO LVEAMLLA, OL OTtolol £xouv AdPel ToLVAd 1oTOV £val
PO YOVLEVO BEPATEVTIKO GYM 0L, CUUTEPIAAUPOVOUEVIG TNG AEVOALOOUIONG.

To Pomalidomide Accord oe cuvévacud pe ™ de&apebalovn evdeikvotar yio t Oepameio evniikov
acfevav e LITOTPOTLALOV Kol AVOEKTIKO TOAANTAG LVEAMLLA, OL OO0l £Yovv AdPEl TOLAG)IGTOV 30O
TPONYOVHEVE BEPATEVTIKG GYNILOTA, GUUTEPIAALUPOVOUEVTG TOCO TNG AEVAASOUIONG OGO KoL TNG
Boptelopipmng, Kot £xovv mTopovclacel e£EMEN TG VOGO Katd TV TedgvTaio Oepameia.

4.2 Aocoroyio ko TpOTOS Y0P YNONS

H évapén ko n mapakorovdnon g Bepameiog mpénet va mpaypoatonoleitorl vtd TV exifieymn WwTpodvV
TEMEPAPEVOV 6T Bepomeio TOL TOAAUTAOD HVEADUOTOGS,

H docoroyio cuveyiletar ] tpomonoteital pe faon To KAVIKE Kot epyacTnplokd gvprjpoto (PA.
napdypapo 4.4).

Aocoloyia

Houalidouion oe ovvovaouo ue foprelouiunn kor deloucbalovn
H ovvictdpevn d6on évapéng g mopaiidopiong etivar 4 mg Aopfavoueve omd 6ToUaToC Aras
nuepnoing katd tic Huépeg 1 €ng 14 emavaioppovopevov kokiwy 21 nuepov.

H mopaidopidn yopnyeitai o cuvovacuod pe Poptelopipnn ko deapebalovr, Onwg paiveTal 6Tov
[Mivoka 1.

H cvvictdpevn d6om évapéng g Boptelopipmng eivor 1,3 mg/m? evdopA£Bia 1 vrodopia dral
nuepnoimg, otig Nuépeg Tov eaivovtar otov [Tivaka 1. H cuvictmpevn 66om de&apebalovng sivar
20 mg Aoppavoueva amd otoUaTog dma uepncing, oTig NUEPES ToL Gaivovtal otov ITivakoa 1.

H Bgpaneia pe mopaidopion oe cuvdvaoud pe Poptelopipnn kot deEopebalovn Bo pémel va
yxopnyeitan uéEypt va mopovclaotel E£EMEN TG VOGOL 1] LN arodekt] TOEIKOTNTA.

Hivakog 1. ZovieTOPEVO 0060A0YLKO 61 LA Y10, TV TOLOALOOLidT] GE GLVOVAGUO NE
Poptelopinan kon de&apedalov

Kvxhog 1-8 Hupépa (koxhov 21 nuepav
1/2/3/4|5/6,7(8/9/10/11/12|13|14|15/16(17|18|/19|20(|21

Iopodoptdn (4 mg) P A P O I N (O B O R T O P S

Boprtelopipmn (1,3 mg/m?) | o . . .

Ag&apebalovn (20 mg) * o | e o | . o | o o | .

Kvxhog 9 kot dvo Hpépa (dxhov 21 nuepav
1/2/3/4|5/6,7(8/9/10(/11(12(13|14|15/16(17(18|19|20|21

Topodoptdn (4 mg) oo oo o el o] e o] o] o] of o]

Boptelopipmn (1,3 mg/m?) | e

Ag&opedalovn (20 mg) * o | . o | o

* T aoBeveig nldag > 75 etmv, PA. «Eidikoi TAnbucpoi».




Tporormoinon 1 d10kOTN THS O0ONC THS TOUOAIOOUIONC
Mo v évapén evog véou kiKAov TopaASoUidNG, 0 aplBpdg TV oVOETEPOPIAWY TPETEL VO Elvat=> 1 X
10%/1 ko 0 aptOudg Tov ouponetariov Tpénet vo givar> 50 x 1091,

Odnyieg drokomng N puelmong g dOoNS Yo avemBounTeg EvEPYELeg Tov oyeTilovTat Le TV
TopoAdopidn meprypapovtar otov [ivaka 2 kot ta enineda d6ong opilovtar otov [ivaxa 3
TOPOKATE:

Hivakog 2. Oonyieg Tpomomoinong TG 666MG TS TOpaAMdopiong™

To&ikotnTO, Tpomomoinon d60omg

Ovodetepomevia* Awxdyte ) Ogpaneio e TopaAdopuion yo to

ANC**< 0,5 x 10%/1 | eumhpetn ovdeteponevia | vrorouro Tov kKokhov. Kavte CBC***

(mopetdg >38,5°C ko ANC <1 x 10%/1) efdopadaio.

Emotpoen ANC oe> 1 x 1091 Eavapylote ) Oepaneio pe topoidonion o
eninedo dOONC Yo UNAOTEPO KATH EVaL AT TNV
TpoNyovuEVN 6OoM.

I k6O exdpevn nrdon < 0,5 x 10%1 Awoxdyte ™ Oepaneio pe TopaAdopuion.

Emotpoen ANC oe> 1 x 1091 Eavopyiote tn Oepaneio pe TopoAdouion o
eMinedo dOoNG YOUNAOTEPO KATH £VO, OO TNV
TPOTNYOoOUEVT SOOT.

OponPomevia Awxdyte ) Ogpaneio e TopaAdopuion yo to

ApOudg onponetadiov < 25 x 10%/1 VOAOUTO TOV KOKAOV. Kdvte CBCH***
gfdopadiaio.

Emotpoen) aptBpod aponetaiionv o Eavapyiote tn Oepaneio pe TOPaAOOWNION G

> 50 x 10°/1 eninedo dOGNC Yo UNAOTEPO KATH £VaL AT TNV
TPOTYOOLEVT HOOT.

IMa kGOe endpevn mrmon < 25 x 10%/1 Awoxoyte ™ Ogpameio e TOUAALOOWION.

Emotpopn apiBpov aponetaiiov og Havapyiote tn Bepaneia e TOpoAdouidn o

> 50 x 10%1 eninedo 606N G YOUNAOTEPO KOTA EVaL ATO TNV
TPONYOVLEVT BOOT.

E&avOnpa E&etdote To evdegyOpeVo dlaKonig TG d0oNg i

BEGvOn e = Baduod 2-3 dtokomng ¢ Beparmeiog e mopoMoouion.

E&avOnpa =Babpov 4 1 pAvktavmdeg Awokoyte oprotikd T Bepameio (BA. mapdypapo

(ovpmeprropPovorévon ayyelooldnLoTog, 4.4).

OVOPUVAOKTIKNG aVTIOPOUOTC, ATOPOALSWDTIKOV 1)

TOUPOAY DOOVG eE0VONLOTOG 1) GE TTEPITTMOT)

vroyiag cuvdpduov Stevens-Johnson (SJS),

To& KNG emdeppikng vekpdivong (TEN) 1

(POPLLOKEVTIKNG OVTIOPAONG LLE NOCIVOPIALD Kol

ovotnuoTikd cvpntopota (DRESS))

Addeg Awaxdyte ) Oepaneio e TopaAdopion yo to

AMec > Babpob 3 avemBountec evépyeleg VITOAOLTO TOV KOKAOV. XTOV EMOUEVO KUKAO,

oY ETILONEVEC PE TNV TORAMSOLIdN Eavoapyiote og eninedo dOoNG YOUNAOTEPO KOTA
éva oo TV TPonyovuevT 800N (1 averBount
EVEPYELQ TPETEL VO LITOYWPNOEL 1 va PedTiondel o
< BaOpov 2 mpv Eavaexivioet n yopriynon
d00NC).

“Ot 0dnyieg Tpomomoinong g ddong oe aVTOV TOV TVaKa 1Y HOLY Yo TV TopeAdopidn oe cuvdvacud pe Poptelopiumn Ko
defopefalovn kot yo TV mopoAdopidn og cuvovocuo e degapedalovn.

*Le mepintoon ovdeteponeviag, o wTpdc Oo Tpémet va eEeTdoel To evagYOUeEVO XpNong avéntikdv Tapayoviav. **ANC —
AndrlTog apdpds ovdetepopihav, ¥**¥*CBC — IN'evun e€étaon aipartog.



Hivokog 3. Mgimon g 6061S TS TORUAOo MioNG”

Eminedo 06ong A6o1 amé TOV 6TONATOS TORUALOONIONG
Adon évapéEng 4 mg
Eninedo 66omg -1 3mg
Eninedo 66omg -2 2 mg
Eninedo 66ong -3 1 mg

“H peimon g 560mg o€ owTdV TOV TvaKo 16y 0L Yio TV TopoAdouidn o cuvdvacud pe Boptelopipmn ko deEapedalovn
KO y10. TV TOHOABOIdT 6e cuvdvaoud pe de&opedaldvn.

Edv copfovv avemBounteg evépyeleg LETA TIC LELMOELS TNE 000 6T0 1 Mg, tdte 1 Bepameia Oa

TPEMEL VOL O10KOTEL.

Iloyvpoi ovaoroleic too CYP1A2

Edv 1ovpoi avactoreic tov CYPLA2 (n.y. oumpopro&acivn, evo&aacivn kot gAovfolapivn)
GLYYOPTYOUVTOL LE TOUAASOUION, 1 dO0N TG TOLOASOIoNG Ba Tpémel va petdvetot katd 50%

(BA. mapaypdpoug 4.5 kai 5.2).

Tpomormoinon 1} draxomy TG 000NS THS Poprelouiumms
Mo 0dnyieg dtokomnc 1 peimong TG 060G Yo avemBOUNTEG EVEPYELES TOL GYETILOVTOL LIE TN
Boptelopipmn, ot wtpoi Ba mpémetl va avatpéyovv oty [epiAnym tov XopaktnpioTikay Tov

[poidvrog (ITXIT) yia T Poptelopipmn.

Tpomomoinon 1 draxonh Th doong The deloueBalovne

Odnyieg drokomng 1 peimong g 600N S Yo avemBOUNTEG EVEPYEIES TOL OYETILOVTAL LE TN
degapebalovn yapning doong meprypdpovtal otovg IMivakeg 4 kot 5 mapakdtm. Q26Td00, Ol ATOPAGEG
dtokonn g 1 emavévapéng g 600N EVOTOKEIVTOL GTNV KPioT) TOL 10Tpod cOumva. pe tnv [epidnym
v Xopaktnplotikev tov [poidvtog (ITXIT).

Hivokog 4. Oonyieg Tpomomoinong tng 06ons TS oegausdalomg

To&wkdtnTa

Tpomomoinon 66ong

Avoneyio = Babpov 1-2

Awotrpnon 86omg Ko yoprynon Bepomeiog pe
avToy ovVioTéG TG totapivng (H,) 1 isodbvapo. Mewwote
KTl €vo emimedo S0oMG OV ETUEVOUV TO GUUTTMOUOTOL.

Avorneyia = Bafpoo 3

Awokoyte T 6601 £wg 6TOL EAeYYBOVV TAL CLUTTOUATAL.
[MpocBéote avtaywvior) Hy 1§ i6od0vapo kot Eavapyiote
o¢ eninedo 66oMg YOUNAOTEPO KOTA EVOL OTO TV
TPONYOVHEVT OOGT.

Oionpo > Babpoo 3

Xpnopomoote dtovpnTikd 6mag etvat amapaitnTo Kot
EAOTTMOTE TN SOOM KOTd Eval enimedo 600G,

Xyyvon N Satapayég drabeong >
BaOpoot 2

Arokdyte N 6001 £mG GTOL VILOYWPIGOLY TO.
GUUTTOUATO. ZavopyioTe o€ enimedo dOoNG Y AUNAOTEPO
KOTA £VOL 0TO TNV TTPOTYOVLEVT] dOGT).

Motk advvapio > Babpov 2

Awokoyte T 6601 EmG GTOV VILOYWPTGEL 1] LVIKN
advvapio og < Babpot 1. Eavapyiote o€ eninedo 0601
YOUNAOTEPO KATA EVOL QIO TNV TTPONYOLUEVT) SOOT).

Yrepylvkoio > BaBpot 3

Elattoote T 600m katd éva eninedo 66omg. Xopnynote
Y @YY L€ VGOLALVT] 1] OO TOV GTOUATOG VITOYAVKOULIKOVG
TOPEYOVTEG OTMG ATALTEITAL.




To&wkdtnTaL

Tpomomoinon 66ong

Oé&ela mayxpeatitidn

Awokoyte T de&opebaldvn amd To BEPATELTIKO GO,

AMAec > BaBpov 3 avemBounteg evépyeieg
oyetilopeveg pe dekapedoalovn

Awokoyte n yopnynon de&apedalovng Emg dtov

VIO OPNGEL N avemBOUNTN evépyela o€ < Babpov 2.
Eavapyiote o€ eninedo dOOMNG YoUNAITEPO KATA EVa AT
TNV TTPONYOVLEVT] BOOT).

Edv n avéxapym ano tig to&ikotnteg tapotadel mépav tav 14 nuepdv, tote 1 do6om de&apuedalovng
0o Eavapyioet og eminedo 001G YOUNAOTEPO KATA VOl OTO TNV TPOTNYOVLEVT dOOT).

Hivakog 5. Meiomon ¢ 06ong g deapedalovng

Hlkioc< 75 etV Hhkiog> 75 etV
Adom (koxkhog 1-8: npépec1,2,4,5,8, | Adon (kokhog 1-8: nuépeg1, 2,4,5, 8,

Eninedo 366 9,11, 9,11,

e 12 gvog kOKkhov 21 npepav 12 gvog kOoKAov 21 npepav

KbYxkhog>9: nuépec1,2,8,9 K¥dxhog>9: nuépec1,2,8,9

EVOC KOKAOV 21 nuEP®OV) EVOC KUKAOV 21 nuEP®OV)

Adon évapénc 20 mg 10 mg
Eninedo 66omg -1 12 mg 6 mg
Eninedo 66ong -2 8 mg 4 mg

H de&opefalovn Bo mpémer va drakdmtetal av o acbevng dev eivan oe BEon va aveybei to 8 mg v
etvarnikiog < 75 etcdv 1 Ta 4 Mg €dv givarniwiag > 75 etdv.

Y€ mEPIMTOOT OPIOTIKNG O10KOMIG OTOLOVINTOTE GUGTATIKOD TOV BEPATEVTIKOD GYLLOTOC, 1] SIOKOTT
TOV VIOAOITOV PAPUAKEVTIKGV TPOIOVIMV EVOTOKEITUL GTIV KPIGT) TOL 10.TPOV.

Toualidouion oe oovovaouo ue delouebalovy
H ovviotdpevn 66om évapEng g TopaAldopiong etval 4 mg Aappoavopeva amd GTOLOTOG ATas
nuepnoins katd Tig nuépeg 1 €mc 21 kdbe kuxAov 28 nuepmv.

H ovvictaopevn doon de€apebalovng eivar 40 mg Aappovopeva amd otopotog et Muepnoimg Kotd
Tignuépeg 1, 8, 15 o 22 kdbe kdxAov 28 nuepov.

H Bepaneio pe mopaidopion oe cuvovacuo pe desapnedalovn Ba tpémel va yopnyeital péypt va
ToPoLCIaoTEL EEEMEN TNG VOoOL N UN aodEKTN TOEIKOTNTO.

Tpomormoinon 1} draxomh THS OOONS THS TOUAAOOLIONS

Odnyieg dakonng N petmwong g d0ong Yo avemBounteg evépyeteg mov oyetiCovat e v
TOopOASopidN Tepty papovTor otovg [Tivakeg 2 kou 3.

Tpomormoinon 1 draxony TG d0ong g oelouefalovns

Odnyieg Tpomomoinong tng 66om¢ Yo avemiBounteg evépyeleg mov oyetilovton pe tn desapedalovn
neptypdpovtor otov [ivaka 4. Odnyieg peimong g d0oMG Yia avemBOUNTES EVEPYELEG TOV
oyetiCovton pe tn de&apebalovn meptypapovior otov [ivake 6 mapakdto. Q61dc0, 01 ATOPACELS
dtokonNc/emavevaping TG 000G EVATOKEIVTAL GTNV KPioT TOL 1Tpol cvppmva pe v [epiinyn tov

Xapaxtmprotikav tov [Ipoiovrog (ITXII).




Hivokog 6. Meimon e 06ons G 0e&anedalovng

Hhkiag<75 et®v Haxiog> 75 etaov
Eningdo d00omc Hpépeg1, 8, 15 ko 22 k@O kvKAov Hpépeg1, 8, 15 ko 22 kdOe kOKAOL
28 nuepadv 28 nuepav
Adon évapéng 40 mg 20 mg
Eninedo 66omng -1 20 mg 12 mg
Eninedo 66ong -2 10 mg 8 mg

H de&apebalovn Bo mpémer va Sraxomtetal av o acbevig dev eivar og Béom va aveyBel o 10 mg edv
gtvar nAiog < 75 etcv M ta 8 mg €dv sivor nAkiog > 75 etmv.

Edwol mAnfvouot

Himawuévor
Agv amaiteital Tposapoyn TG 600G Yo TV TOUAASOUIdN.

Touaiidouion oe ovvovaouo ue foprelouiuny kor delouebalovy

IMa acBeveig nhikiog > 75 etdv, n 060 Evapéng g oe&apefalovng eivor:

o IMa Toug KoKkAovg 1 €mg 8: 10 mg dma& nuepnoing Tignuépeg 1, 2,4, 5, 8,9, 11 ko 12 kabe
KoKAoL 21 npepav

o IMa Tovg KuKAovg 9 kot dve: 10 mg dma& nuepnoing Tig nuépeg 1, 2, 8 kot 9 kdbe kdhov
21 nuepav.

THoualidouion oe oovovaouo e delouebalovy
IMa acBeveig nlikiog > 75 etdv, 1 660 Evapéng g de&apebalovng sivar:
o 20 mg dma& nuepnoing tig nuépeg 1, 8, 15 kot 22 kabe kokAov 28 nuepav.

Hratuen dvoierrovpyio

Aocbeveic pe ol yorepuBpivn opov > 1,5 X ULN (avdrato 6plo Tov puciodoyikoh evpoug)
eEoupnkav omo Tig KAvikég peléteg. H nratia) dusheitovpyia &gl péTpla exidopaor ot
(POPLLOKOKIVITIKN TNG TOROASOUIdNG (BA. Tapdypapo 5.2). Agv amaiteital Tpocappoyn TG 006N
évapéng g mopaAdopiong yia acbeveig pe nratiky SvcAertovpyia 6mwg opileTon amd T KprTrpio
kotd Child-Pugh. Qotoc0, o1 acbeveic pe nratikn dvoiertovpyio Oo pémet va mapakolovbovvtat
TPOCEKTIKA Y10 AveMBOUNTEC eVEPYELEg K Ba, TPEMEL vaL Y proLLOTTOLELTAL LElON 1 TPOsmPIVN
SL0KOTT TNG 600M G TN TOUOAOOUIdN G OT®C aatTeiTal.

Negpucn dvalerrovpyio

Agv amaiteital Tpooapoyn Tng S06MG TS TORAALSOUIONG Yo acOevels pe veppikn dusiettovpyia. Tig
nuépeg g apokdbaponc, ot acbeveic Oo mpémet vo Aappdvouv T d06m TG TOUOASOUIONG LETA TNV
apokdOapon.

Hoadrozpixos wAnBoouos

Agv vmapy el oETIKT X PNOT) TNG TOUAASOUIdNG o€ Tadtd nAkiag 0-17 etdwv yia tnv £vdeién tov
TOAAOTTAOD LVEADLOTOG.

Extog T0v eykekpipévav evdei&emv e, 1 TopaAldopion &yl peretn el oe mondid niuciog 4 éwg 18
€TV UE VILOTPOTIALOVTEC 1] EEEMGGOUEVOLC OYKOVG EYKEPAAOL, MGTOCO TO ATOTEAEGLLOTO, TV
UEAETAV OEV EMETPEYOV VO, GUUTEPUOEL OTL TAL OPEAT] LD TETOLOG Y PN OTG VITEPEYOVY T®V Kivovuvmy. Ta
TopovTa StoBécipo HedopEva TEPLY pApOVTaL OTIC Tapaypdeoug 4.8, 5.1 kot 5.2.

Tpomog yoprynong

Amd otépaTOG Y PION.

To Pomalidomide Accord oxAnpd kaydxia 0o Tpémet va Aappdvetor amd otépatog Ty idlo dpa kade
uépa. To kaydiia dev Tpémel va, avoilyovtal, va ordlovtol 1 va pocmvtal (BA. Tapdypaeo 6.6). Ta
Kondicia Ba TPEMEL vaL KATATIVOVTOL OAOKANPOL, KATO TPOTIUN G LE vEPD, Len xwpig eaynto. Edv o
aoBevng Egyxdoel va Tapet pua 5601 TOUAAISOUIONG o PHEPQ, TOTE 0 aoBeVG o TPEMEL VOl TAPEL TNV

7



Kovovikn cuvtayoypagndeico 660m GOUE®VE (e TO TPOY P TV enouevn nuépa. Ot acbeveig dev
B0 TPEMEL VO TPOGAPOGOLV T1) dOGT] Y10 VO VOTTAT| POCOVV T dOGT] TOL TOPEAENYALV TIG

TPOTYOVLLEVEG T LLEPEG.

Mo v apaipeom Tov Kayokiov amd TV KoyEAN cuvicTdtol vo TELETOL LOVO GTO Eva GiKpo Tov,
LEWOVOVTOG KOT™ UTOV TOV TPOTO ToV Kivouvo Tapapdppmong 1 Opadong tov koyakiov.

4.3 AvrtevosiEeag

o Kbnon.

o IMovaikeg o€ avamaporymykn NAKio eKTOg €AV TKOVOTOLOUVTOL OAEG O TPoUToOETELS TOL
TPOYPApaTOg TPOANYN G KONong (PA. Tapaypdeovg 4.4 kat 4.6).

o Avdpeg aoBeveic mov dev gival og BEom va axolovdncovy 1 va cLULOPE®BODY pE To
QITOLTOVUEVO LETPA AvTIGOAANYNG (BA. Tapdypapo 4.4).

o Y nepevoicnoio otn OpacTIKY OVGIN 1 GE KATOL0 Ao Ta, EKOOY 0L TOL OVOPEPOVTUL GTIV

Topdypogpo 6.1.
4.4  E101kég TPOELOOTOUGELS KO TPOPUAASELS KATE T1) (P10

Tepatoyéveon

H mopoidopion dev mpénel vo AapPdavetal katd T StdpKelo, TG KOMong, 0ed0UEVNG NG
OVOLLEVOLLEVTG TEPATOYOVOD eMidpaong tng. H mopaidopidn oyetileton dopikd pe t Badopion. H
BoAdopion sivar pia yvwotn 1epatoydvos ovsia yiao Tov avOpworo mov tpokalel cofapég cuyyeveic
dwopaptieg, ometintucés yio ™ {om. H mopaAidopion amodeiydnke tepatoydvog o€ emiplveg Kot
Kovikhovg otav yopnynonke katd v mepiodo g peilovog opyavoyéveong (BA. mapdy pago 5.3).

O npovmobéaeig tov [poypaupatog [pdAnymg Kdnong tpémet va ukavomolobvtal yio OAeg T1g
aoBevelg, ektdg edv VAP oLV AELOMIGTO, GTOLYELN OTLT AGOEVNC OEV EYEl OLVOTOTNTO, TEKVOTTOINGTC.

Kpuriplo yio yovoikee yopic duvatdtnto TEKVOTOIincNnG

Mia yovaike 0c0gvig 1} GUVTPOPOG evOg avdpa acBevoig Bempeitat 6Tt dev £xel duvatdTnTa
TEKVOTLOINGNG, EAV TKOVOTOLELTAL TOLAAYLIOTOV EVal amtd ToL KOAOLO KPLTHpLaL:

o Hlxda > 50 g1av kot puoioloykd apnvoppoikt| yia > 1 €éroc (n apnvoppola petd omd
OVTIKOPKIVIKY Bgpameio 1) katd T d1dpKela Tov Oniacpod dev amokdeiel dSuvatotnTa
TEKVOTOINONG)

o [Mpéwpn wobniiky avendpkela, EXPEPALOUEVT ATO EIGIKO YUVOUIKOAOYO

o [Tponyoduevn apeotepOTAELPN GUATLYYOMOONKEKTOUN 1] VOTEPEKTOUN
o XY yovotumog, cuvopopo Turner, aysvesio tng HTpOS.

Evnuépoon

H mopoAtdopion avtevoeikvotal o€ Yovaikeg e SuvotdTnTo, TEKVOTOIN GG, EKTOG EGV TKOVOTOI0VVTOL
ola o akdlovba Kprrrpla:
o H a60gvig kotavoel Tov avapevOUEVO KIVOUVO TEPATOYOVOL dpAoTg GTO ELLBPLO.
o Kotavoei tnv avaykn Yo 0moTeEAEGLOTIKT OVTIGOAAN YN, AS1GAETTO, TOVAAYLGTOV 4 EBSOUAdES
v TV évapén g Bepameioc, kad’ OAn ™ didpkela Tng Bepameiog Kot TOLVAG IGTOV
4 eBdopadeg petd tnv oAokANpwon g Bepaneiog.

o AKOpO KO TNV TEPIMTMOGT) TOV L0, YUVOIKO LLE SUVATOTNTO TEKVOTTOINOTG £XEL AUV OppOLaL,
TPEMEL VO OKOAOVOEL OAEG TIG GUGTAGELG OYETIKE. LLE TNV OOTEAEGUOTIKT OVTICOAAN ).

o H ace6evig Ba mpémet va givor 1kovn VoL GUUUOPPDVETOL LE ATOTEAEGUATIKO LETPOL
AVTICOAANYNG.

. H acBevig £xet evnpepmbel Kot Katavoet Tig EVOEYOUEVEG GUVETELEG TNG KOTOTG KL TNV OVAYKT|

GLLLEGT|G EVILLEPMOT|G TOL 1TPOV GE TEPIMTMOT) TOL VILAPYEL KIVOUVOG EYKVLLOGHVIG.



o H ac6evig xatavoet tnv avaykn Evapéng g Oepamneiog ev80g apécms HETd T
GULVTOYOYPAPNON TNG TOUOASOUIONG, HETE amtd apvnTIKT SOKILAGi0 KON OoT|G.

o H ace0evig xatavoel Tnv avaykn kot d&yetot va LIToPAAAETOL GE SOKILOGTN KUT|GT)G TOLAGYLGTOV
ka0g 4 efdopadeg extog amd TV mepinTmon enPEPAIOUEVIC GOATLYYIKNG OTEIPOONC.
o H ao0evng BePardver 6Tt kaTavoel Toug Kivohvoug Kot TIC amapaitnTeg TPOPUAAEELS TOV

oyetifovTal e TN Xp1oT| TG TOUAALSOUIdNG.

O cuvtayoypae v 10TPOS TPETEL VA SIUCPUAIGEL TOL 0KOAOLOE Y10, YUVOIKEG LLE SUVOITOTNTO

TEKVOTOINONG:

o H ac0evig ouppopeavertal ue tic mpovmobéaeig tov [poypdupatog [pdinyne Komong,
ocvpmeptAappavopévng g emPefaimong 0Tl To £(€L KATOVONGEL ETOPKAOGC.

o H acbevig £xet amodey el Tic Tpoavapepbeiceg mpoimobécers.

IMa dvdpeg aoBeveic mov Aapfavovy ToUaASOUIdN, TO. POPHOKOKIVITIKA dedopéva Ede1&ay OTL N
TOLLOALO0UION lvan TapovGa 6TO avOpOTIVO GTEPLA KATA T dtdpkela Tn¢ Bepaneiog. Q¢ mpo@vAasn,
Kot AP évovtac vy ToLg E01KOVG TATOVGHOVE e SOLVNTIKG TOPATETAUEVO Y POVO OTOBOANC, OTMC
ot TANBuc ol [LE O TIK duoAELToLPYia, OAOL Ol Avdpeg aoBeveic mov AapPavouvy TopaAidopion
TPEMEL VO, IKOVOTTOL0UV T1G akOAovbec Tpovmobécels:

o O 060evg KOTOVOEL TOV AVOUEVOUEVO KIVOUVO TEPATOYOVOL OPAomg GV EYEL GEEOVOAIKT ETOPTN
pe pio £yxvo yovaiko 1 Pe pio yovaika pe Suvatdtnto TeKvomoinong.
o O a09evng KoTavoet TV avaryKn ¥poNG TPOPULANKTIKOD GV £)El GEEOVOAIKT ETOPT LLE [io

€ykvo yuvaiko 1 pe pio yovaika pe Suvatodtnta TEKVOTOINonG Tov SEV (PN CULOTOLEL
OTOTEAEGUOTIKN aVTICOAAN YT, KOBOAN 1) didpketa Tng Bepameiag, Katd tnv mepiodo
TPOGMPIVIG OLOKOTNG TNG SOONG Kot Y10 7 NUEPES UETEL TIG TPOCOPIVES SLOKOTES TG OO G
KoM v optotikn dtokonn g Oepameiag. [eplapfdavovon dvdpeg mov éxovv vroPAnbei e
EKTOL| GTEPLLOTIKOV TOPOV, Ol 0TToiot Oa TPETEL VAL Y PI|GULOTOLOVV TPOPVANKTIKO GE TEPITTMOOT
0€COVOMKN G ETAPNG UE EYKLO YOVOIKA 1) UE Iia yuvaika Le SOuvaToTNTo TEKVOTOINonG, Kabdg
TO OTEPUOTIKO VY PO EVOEYETOL VO TEPLEYEL KON TOLOAOOUION eEAAelEL omeppaTolmapimv.

o O 0069evg KOTOVOEL OTL GE TEPIMTOGT TOV TPOKVYEL KONOT| GTI GUVTPOPO TOV EVOCH OVTOG
Aoppaver mopaAdopion 1 émg 7 nuépeg PETA T dtokonn TG ANYNg Topaldopidng, Oo Tpémet
VO EVIUEPDOGEL APESMS TOV BEPAmovTa 1TPd TOL KOl EX{GNC GLGTNVETOL T) GUVTPOPOS TOV
ac0evoug vo mapamel@Oel og 10TPO EOIKEVUEVO 1 TETEPAUEVO OTIG SLOUOPTIES O1ATAUCTC Yid
a&ohoynon kot kafodnynon.

AvticOAnym

O yvvaikeg pe SuvoTdTNTO TEKVOTOIN GG TPETEL VO, Y PIIGLOTOIOVV TOVAAYLIGTOV L0 OTTOTEAEGLLOT KN
UEB0SO AVTIGLAANYNG Y10 TOVAG IoTOV 4 €fdopddeg TPty T Bepameia, kaTd T d1dpkela ¢ Bepameiog
Kot TOLAG1oTOV Y1 m¢ 4 efdopddeg petd tn Oepomeia pe TOUAASOOWION, OKOWO KOl GE TEPITTOON
dloKomn G TG 800MG, EKTOG €6V 1 AoBEVIC OEGHEVTEL Yo ATOAVTN KOl GUVEYT| Aoy, 1| omoio Ba
emPefoarmverar og pnviaio Paon. Eqv dev yproiponotel amotelespaTikny avTicOAAN Y, 1| aoBevig
TPEMEL VO TOPOTEUPOEL GE KUTAAANAQ EKTOIOEVIEVO ETAYYEALOTIO VYELOCY 10 OYETIKES GUUPOVALS, £TOL
MoTE Vo EEKIVIGEL N OVTIGOAAN M.

Ta akdAovBa propovv va BewpnBodv wg TapadelyLaTo KATAAANA®Y Hebddwv avTicOAANYNC:

. Epetrevpa

Evdopuntpucd cvotnpa anelevdépmong Aefovopyestpéing

«ATofNKN» 0EIKN G LEdPOEVTTPOYETTEPOVNG

YaAmyyikn otelpoon

Ye&ovai emapr| Lovo pe avopa mov Eyel vmoPAnbel og extopn omeppraTIKoD Topov. H extoun
TOV OTEPUOTIKOD TOPOL TTPEMEL VoL EMPBEPambel pe dVo apvnTIKES AvVAADGELS OTEPLOTOS.

o Xdmio avaoToAng TG woppn&iag mov TEPEYOLY LOVO TPOYESTEPOVN (TL.). OEGOYESTPEAT)

Abym Tov avENpéEvo Kivduvou eAePumg Opopfogpoinc oe acbevelg e TOAALATAG PLLUEAMLLO Ol OTToiOoL
Aoppévouv mopaAldopion kot de&apeBalovn, To amd OTOUATOS GUVOVACLEVO OVTIGUAATTTIKA Y ATl
dev ouviot@vtot (BA. emiong mapdypaeo 4.5). Edv o acBevig ypnoionolel amd 6TOU0TOG



YOPTYOOUEVT CLUVOVAGIEVT AVTIGUAAN YT, 1] AcOEVIG TPETEL VO, LETOTACOETAL OE ia o TIG
amotelecpaTikeG nebodovg mov mapatiBevior mapondve. O kivovvog eAefikng Bpoupospfoing
ovveyilel va vpiotatol yio 4—6 gfdopddeg PeTd TN SloKOTN TNG 0O GTOUOTOC YOPNYOVUEVIC
GUVOVAGUEVNG AVTIGVAANYNG. H amOTEAEGUATIKOTITO TV GTEPOEIOMY AVTIGVAANTTIKOV EVOEXETAL VAL
pelwbel kot ™ dudpkeo g Oepameiog pe cuyyopnynon deapuedaldvng (PA. mapdypapo 4.5).

Ta epputedpaTo Kol To EVOOUNTPIKE cLoTHTA oTeAeVBEpOoN G AP ovopyeoTpéAng oyetilovTal Le
aLENHEVO KIVOUVO AOTLOENG KATA TNV TOTOOETNGT TOLG KOl OKOVOVIGTT KOATIKY OilpLopporyio.
[TpopuAaktiky Aqyn avtiflotikev Bo mpénet va eEetdletal, E101KE TNV TEPIMTOCT 0GOEVAOV e
ovdeTepoOTEVIaL.

H sioaywyn evéountpikdv cuokevmv ame evdépmong YoAkoD dEV GUVICTATUL AGY® TOL EVOEYOUEVOL
KIOUVOL AOTMENG KOTd TNV TOTOBETNGT TOVG KOl KATOUNVIOG ATMAELNG OiLOTOC, ) OOl UTOPEL val

BAdnyer acBeveic pe coPfapn ovdetepomevia 1 coPapn Opouponevia.

Aoxkwaoiec Kimonce

SOUQOVO LLE TNV TOTIKT 10TPIKN TPOKTIKY, TPETEL VO, TPOY LLOTOTOLOVVTOL VIO 10TPIKT EXIPAEYN
dokipaoieg kimong pe eddytotn svaictnoio 25 mIU/mL yia yovaikeg pe duvatdtnto tekvonoinong,
OTMC AVAPEPETOL TOPAKATM. AVTN 1| ATAITNON GUUTEPIAAUPAVEL YOVOIKES LLE dUVATOTITA
TEKVOTOINGNG Ol 0moieg epaplolovy amdivtn ko cuveyn amoyn. [davikd, n dokipacio kimong, n
GULVTOYOYPAPNON Kot 1 xopnynon Ba tpémel va mpoypatoromody v ida nuépa. H yoprnynon g
TOHOAOOUIONG o€ Yuvaikes e duvatdTnTa Tekvomoinong Bo mpémel va yivetat evidg 7 MUepmv omd T
cuvTayoypaenoM.

Lpw v évapln tne Oepameiog

Otav cvvtayoypageital 1 TopaAdouion, Bo Tpénel vo Tpayuatonoteital pio dokipascio komong vrod
OTPIKY| ETIPAEYT] KATA TN SIEPKELD TG EVIUEPOONG, 1] OTO SLACTNLO TV 3 NUEPOV TPV TNV ETXICKEYT)
GTOV CLVTAYOYPAPOVTO 1TPO, EPOGOV 1 AGOEVIG £)EL X PN CILOTOMGEL ATOTEAEGLATIKT OVTIGUAA YN
v TovAdyiotov 4 gfdopddes. H dokipacio mpémet vo emPefardvel 611 1 oo0evng 6gv givar £ykvog
otav apyilel ) Oepameio pe TOUOAMSOUION.

Tapoxolovbnon ko oAoxlnpwon g Oeporeiog

Mia doxipacio kdnomg vwo Tk exiPreyn TpEmel vo eravaiapifaverol TovAdy 1oTov Kébe

4 eBdopddeg, kaBmg Ko TovAdyioTov 4 efSOUAdEG LETA TNV OAOKANP®OT TG Bepomeiog ektdg otV
nepintwon emPePatopévng COATIYYIKNG OTEP®ONG. AVTEG Ol SOKLULOGIEG KOO TPETEL VAL

TPOLY LOLTOTTOLOVVTOL KOTAL TV UEPDL TG EXICKEYN G GLUVTOYOY PPN ONG N EVTOG 3 NUEPDV TPV aTtd TNV
EMICKEYT] GTOV GLVTAYOYPAPOVTO, LUTPO.

EmunpdcOetec mpo@uAd&eic

Ot 060eveic TPEMEL VO EVILEPOVOVTOL VAL LT dIVOUV TTOTE QVTO TO PUPLOKEVTIKO TPOIOV G€ dAAOVG Kot
VO ETOTPEPOLVY TVYOV 1] (PN CLUOTOUNIEVE KOWYEAKLO GTOV QOPLOKOTOL0 TOVG GTO TELOG TG Bepameiog.

Ot acBeveic dev Tpémel va doovV aipa, orépua 1 oneppatolmdpio Kotd  ddpkela g Bepomeiog
(ovpmeprhopBavoévey Kot Tav S100TNUATOV TPOSMPIVIG SIOKOTNG TG OONG) Kot Y10 TOVAAYLOTOV
7 Muépeg PeTE TN S10KOTT| TG TOUAALSOUIONG.

O emayyehpotieg vyeiog kot To dTopa Tov gpovtilovy acbeveic Ba mpémel v opodv YavTio piog
ypNoeng otav yewpiloval v KowéAn 1 1o Koydklo. Ot yvvaikeg mov eival éykveg 1 mbovoioyovv Ot
uropel va ivan £ykveg dgv Tpémet vo yepilovtot tnv Kuywédn N to kaydkio (BA. Tapdypapo 6.6).

Exnoidevtikd vMKd, TEPLOPIGLOL GLVTAYOYPAONGNC KUl YOPNYNONCE

[Mpoxeyévou va Bondncet Tovg acbeveic va amopiyouvy Ty EkbBeom epuPfpdwv otV TOROASOUidN, O
Kdatoyoc g Adetag Kukhopopiog Bo mopdoyel Ekmoidentikd DAKO GTOVG EXOYYEAUATIES VYELNG,
TPOKEIUEVOD VOl TOVIGEL TIC TPOEIOOTOINGELS GYETIKA JLE TOV OLVOALUEVOLEVO KIVOUVO TEPATOYOVOL dPAUCTC
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NG TOUAAOOLIONG, VO, TPOSPEPEL GLUUPBOVAEC GYETIKA LE TNV OVTICOAANYN TPV TNV Evapén g
Bepameiog Kot vo wopgyetl kabodnynor oETIKA e TV avaykn Yo dokipacieg kimong. O
GUVTOYOYPAP®V 10TPOC TPETEL VO EVI|LEPMOVEL TOV GOEVT GYETIKA LLE TOV OVOLLEVOLEVO KIVOUVO
TEPOTOYOVOL OPACTG KAl TO VST PA LETPAL TPOANYNG Kunomg, Onms kabopilovtal oto [Tpdypappo
pdinync Kdnong, kot va mopéyel 6toug acbeveic 1o KatdAANAo EKTOOELTIKA QLALASLOL Y10 TOV
acBevi), TNV kdpta acBevoic Koy 100d0vapo HEco Ommg &xel cuppmvnOsl pe kibe EOvia) Apuddia
Apyn. Xe ovvepyoacio pe v kdBe EOvua) Apuddio Apyn, £xel vAOTON el Eva EAEYYOUEVO TPOYPOLLLILOL
TpOcPoaong to omoio TEPIAAUPAVEL TN XPNOT LaG KAPTag aoBevols kaun EvOg 16000VALOL LEGOL Y10
GULVTOYOYPA(PNON KauT Y1 EAEYY0VG Y0P YNONG, KOL TN GUAAOYT TAT|POPOPLDY CYETIKA LE TNV
EVOEIEN, TPOKEWEVOL Va TTapakolovdeital 1) ektog evdei&ewv ypnom evtog TG yopos. 1davikd, 1
doKILOGTo KONGNG, | GUVTAYOYPAPT|ON Kol 1) xoprynom o wpémet vo mpory potomotnfody tnv idio
nuépa. H yopriynon g mopadopidng e yuvaikeg pe duvatotnTo Tekvomoinong o mpémel va yivetal
EVTOG 7 NUEPDV OTTO T1 GUVTOYOYPAPTOT) KO LETE Ao L0l 0PV TIKT SOKLUAGTO KONGNG VIO 10TPIKY
enifieymn. H cvvtayoypdonon yio yovaikeg pe Suvatdtnta TEKVOTOiNon G UTopel va £yl UEY1oT
dudpkela Oepameiog 4 efSoUAS®Y GOUPOVOL LLE TO EYKEKPLLEVO BOGOAOYTKA OYNLLATO TOV EVOEIEE@V
(BA. mapdypapo 4.2), Kot 01 GUVTAY Oy paeGELS Y10 OAOVG ToVg dAlovg acbeveig pmopel va Exovv
péytotn Siapketa 12 efdopddmy.

Awartoroykd coufavo

H ovdeteponevia ftav 1 cuyvotepa avapepOLEVT AUOTOAOYKT ovemBountn evépyela Babpob 3 114
oe 000eveic pe votpomidlov/ovOekTIKd TOALATAS LVEAMLLL, oKOAOLBOVLEVT O avorpLiol Ko
Bpopforevia. Ot acBevelg Oa Tpémet vo TapakolovBOVVTOL Y10t OULOTOAOYIKEG OVETIBVUNTES EVEPYELEC,
Waitepo ovdeteponevia. o mPEmel va yiveTal G0GTOOT] 6TOVG 0GOEVEIC VO, avapEPOVV ETEIGOOIN
TVPETOL apécmc. Ottatpoi Bo Tpémel va mapatnpody Toug aobeveic yio onpueio apoppayiog
SLUUTEPIAAUPOVOREVI G TNG EMTIOTAENG, 1O1AITEPO [LE TNV TAVTOYPOVT XPTIOT POPLOKEVTIKMY TPOIOVTMV
7oV elval YvmoTo 0Tl avEdvouy Tov kKivouvo atpoppayiog (BA. mapdypaeo 4.8). Oa mpénel vo yivetol
TOPOKOAOVON O YEVIKNG e£ETOOTG OULLOTOG KOTA TV EMIGKEYT 0vapOpAGS, Efdopadiaio yio TiG TPMOTEG
8 efdopddec kar unviaio Extote. Mmopel va amatteiton tpomomnoinor g 06omg (PA. mapdypoeo 4.2).
Ot aoBeveic pmopet vo ypiLovv LITOCTAPIENC TAPLY DY MV OILATOG 1) KO CVENTIKOV TOP0YOVIMV.

®pouposuBorkd cvufavro

Ot acBeveic mov Aapfdavovv mopoldopidn eite og cuvdvacpo pe foptefopipmn kot deapedalovn gite
o€ oLvOLAGHO pe deapefalovn eppavicay erefkd OpopPospuforikd cupuPfavta (kupimg ev To Pabet
QAePuc) OpopPfmon Kat mvevpovikn epPon) Kat aptnplokd Opopfotikd cuppdva (ELepoypo Tov
HVOKOPAIoD Kol ayYELOKO EYKEPAAKO emelcdd10) (PA. Tapdypoo 4.8). Ot acheveic pe yvwotog
Toapayovteg Kivdvvov Bpopfoeufornc — copmeptAaovorévou 1eToptkod TPoyovpevnS Opouwong
— Ba pémel va TapakorovBovvtol oteva. Oa wpémel va AneOody péTpa yio TV Tpoctdadeia
EALY1GTOTOIN O OA®Y TV TAPOYOVIMY KIVODVOL TTOL dUVAVTOL VO, TPOTOTOLN0ovV (TT.Y. KATVIGHAL,
VIEPTOOT KOl VTEPMTIOALLIN). ZVUVIGTATOL GTOVG ACHEVEIG KOl TOVG 1LTPOVG VO, TPOGEXOLV Y10, T LLETD
Kot cupmTopate Opopfospforng. Ot acbeveig Oo mpémel va cupfovievovtal va {ntodv oTpikn
BonBeta €dv EPEAVIGOVY GUUTTOUATO OTMG SOVOTVOLA, BOPAKIKO GAYOC Kol OlOTL TV VO 1] KATO
axpav. Zoviotdtor ovTimnkriky Oepameia (ektdg ov avtevoeikvutat), (OmTmMC AKETVAOCUAKVAIKO 0ED,
Bapeapivn, nrapivn 1 khomdoypéln), diantépwg o€ acbeveic pe Tpdobetong Tapdyovies Kivovvou
Opoupwong. H andeacn yio tn Aqym tpo@ulakTikov HETpmv Bo mpémel va Aoy etot petd omd
TPOGEKTIKN 0ELOADYT|ON TV VITOKEIPEV@V TapaydvTmV Kivdhvo Tov Kb acbevous. Te ikhvikég
peAéteg, ol aoBeveic EAaPav TPOELANKTIKT 0y@yN LE OKETVAOCUAKVAIKO 05D 1 EVOALOKTIKY
avTiBpopfotikn Bepaneia. H yprion epuBpomomtikdv Tapayovimv evEyEL Evov Kivouvo Bpopf oty
ovufdviev copmepriappovouévng g Opopposuforng. Exopévmc, ol epubpomomrtikol mopdyovTes,
KoBdg Kot GAAOL TOPAYOVTES TTOL UITOPOVV VoL avEncovy Tov Kivovvo Bpopfosuforikdv copfdviov,
Oa Tpémel vo Y pNOIUOTOI0DVTOL LE TPOCOYN.
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Awatapoy £c Tov Bupeogtdonc

"Exouv avapepbel mepntdoelg vmobupeoeldiopon. Zuviotdtal BEATIOTOG EAEYY0G CLVVOGTPMV
KOTaoTdoemv Tov ennpedlovv T Asttovpyio Tov Bupeoeldoig mpv amd v Evapén tng Bepaneiog.
SuVIeTATOL OP) KT Kot GUVEYILOHEVT] TapaKkolovON G TG AElTovpyiog ToL Bupeoeldols.

Ieprpepikn vevpordbeio

Ot acBeveic pe eEeMoodpevn mepipepkn vevpordOeta > Babpob 2 eEapédniay amod kvikeg peréteg
pe Topadopion. Aratteitar tposoyn otav eEetdletan To evdgydpevo Bepameiog ovT@v TV acbevav
HE TOUAASOUION.

TN UOVTIKT KOPOOKT OLUCAELTOVPYIO

Ot aoBeveic pe onpavtikn) kopdiokn dvciettovpyio (cuppopntiky Kopdioky avendpkela [Katnyopio
1M 1V xatd NY Heart Association], éuepay o tov pookapdiov evtog 12 unvov amnd my Evapén g
UEAETNG, aoTaON 1 avemapK®G ELeYXOUEVT oTNOYYN) eEapednKay omd KAVIKEG LEAETESG e
TopoAdopidn. Exovv avagepbei kapdiakd cupfavta, GOUTeEPIAaUBovoprévng TG CULPOPTTIKNG
KOPOLOKN G OLVETAPKELOG, TOV TVEVHLOVIKOD OO LOITOG KOl TNG KOATIKNG Lappapuyns (BA. mapdypapo
4.8), xupimc o€ ac0evelg e Tpoimdpyovca Kopdlomddela 1 Kapdlokovg Tapiyovies Kvovvou.
Amonteiton mpocoyn otov eEetdletan o evdeyopevo Bepameiog TéTolmv acbevmv e Topoildopuion,
GUUTEPIAQUPOVOUEVTG TNG TTEPLOSTKTG TAPUKOAOVONOMG Y10 G UELD 1] GUUTTOOTO KOPILOKDV
ocuufavrav.

20vopouo AVenc OYKov

Y ynAdtepo kivduvo cuvopouon ADom G OYKov daTpEyovy ot acbeveic pe vynid eoptio dykov Tpwv amd
1 Bepaneia. O1ovykexpipévor aobeveic Oa mpénet va mapakorlovbodviar otevd Kot va Aapfdvovtot ot
KOTAAANAEG TPOPUAAEELS.

Agvutepec Tpmtoradeic kokondeieg

Agvtepec mpwtonadeic kakoneleg, OTMG 0 U LEAAVOUOTIKOC KopKIVOg TOL OEPULOTOC, £YOVV
avapepbel og aoBeveic mov Aapfdvouv mopoaidopion (BA. mapdypapo 4.8). Oriatpoi Ba mpénel va
aE10A0Y 0DV TPOGEKTIKA TOVG OGOEVEIC TPV KOl KATA T S1dpKeLo TG Bepameiog yproLLOTOIOVTAG
TPOTLTT) £ETOGT) KOPKIVOL Y1 ERPAVIOT SEVTEP®V TPOTOTAODV KAKONOELDV Kol Vo, EEKIVOUV
Oepameia, 6mmg evosikvutal.

AlMepycéc ovTidpdoelc Kot cofapéc depLotikéc avTIOPAOELS

"Eyovv avagepbel ayyelooidnuo, ava@ulakTikiy avtidpaon Kot coPapic OEPUATOAOYIKES AVTIOPACELS,
ovpmeprrappavopévav SIS, TEN kor DRESS, pe ™ yprion g mopaidopiong (BA. mapdypapo 4.8).
Ot aoBeveic Oa TPEmEL Vo EVILEPOVOVTOL Y10, TO GNLLELDL KOl TO, GUUTTMUATO VTV TOV OVTIOPAGEDY
oo QVTOOG TOV TOLG GUVTAYOYPOPOVV TO PAPLOKO kot Ba Tpémet va Aapfavovy odnyieg va avalntovv
apeco, wTpikr] fondela og mepinTwon mov ekdNAMCOOVY QVTA To. cuuTTodpate. H Ogpomeio pe
TOLLOALOOUION TTPETEL VAL OLOKOTITETOL GE TEPITTMOT ATOPOAMOWDTIKOD 1] TOUPOAVYDOOoVG e&avOuaTog 1
oe vroyia SJS, TEN 11 DRESS kot dev Oa mpénet va Eexiva ek vEou petd omd dlakonn Ady® TETotwv
avTdpacewv. AcBeveig [Le TPOYOVHEVO 1GTOPIKO GOPOPMY OAAEPYIKMV OVTIOPAGEMY TOV GYETILOVTOL
pe BoAdopidn N Aevordopion eEarpébniay amd KAvikég perétes. Avtol ou aobeveic evdéyetar va
TPEYOLV LYNAOTEPO KiVOLVO 0vTIdpaoeE®Y vITEpeLOIoONGiag Kot dgv Ba Tpémel va Aapdvouy
TOLOAMSOUION. Oa mpémel va eEeTALETON TO EVOEYOUEVO TPOCMOPIVIG T OPLGTIKNG SLKOTTNG TNG
TOLLOALOOUIONG Yo deppraTikd e£dvOn o Babpov 2-3. H mopaidouion tpénetl vo 010.KOmel 0ploTikd yio
OLY'YEL0010M L0 KOIL OLVOLPUACKTIKT OVTIOPOLoT).

Z4aAn ko1 cvuyyvon

ZEAn Kol cLYYUTIKY KOTAoTOoT £ouv avaeepbel e Tnv mopaidopidn. Ot acbeveig Tpénet va
ATOPEVYOLV KATACTAGELS OmoL 1) CAAn 1 1 GUYVoT evOEXETOL VO ATOTEAEGEL TPOPAN LA Kot dev Ol
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TPETEL VO, TOIPVOLY AALO QOPLOKEVTIKA TPOIOVTO TOV Uopel va Tpokadovv (aAn 1 ohyyvon xmpic va.
ava{nTioovY TPOTO ITPIKT] GLLBOLAT.

Awduegon mvevpovorddeia (AIT)

"Exer mapoatnpn el pe v mopaiidopion All xor oyetilopeva cupfavta, GopmeptAa i ovousvav
TEPLOTATIKMV TVEVUOVITIONS. o TPEMEL VAL TPALY LLATOTOLEITON TPOSEKTIKT AELOAGYN O™ TV 0GHEVAV e
o&ela évapén N aveENynN EMOEIVOOT] TV TVEVLOVIKOV GUUTTOUATOV Y10, ToV amokielopo g ATl H
TOHOAOOUION Ba Tpémel va drakonel TPosmpvd EmG TNV €£ET0GT CLTAOV TV CUUTTOUATMV KL 0V
emPeformbei n vmapén Al Oa tpémel va Eexivioet katdAAN AN Beponeio. H mopaiidopion o mpémet
va EEKIVIIOEL €K VEOL LOVO PETE amd ol 018£001KT a&10AOYOT TMV OPEADY KOL TOV KIVOUV®V.

Hrotwéc dwotaporysc

"Exouvv mapatnpnOel onpoavtikd ocvénpuéva exinedo apvoTpaveeepdong e aiavivig Kot xoAepubpivng
oe ao0eveic mov Eafoav Oepomeio pe mopaArdouion (BA. mapdypapo 4.8). Yanpéov emiong TepiotoTd
NTOTITIONG TOL 0O YNOAY GE OPLOTIKN OLKOTN TNE TOUUALOOUIONC. ZVVICTATOL TOKTIKY|
TOPOKOAOVON O™ TNG NTATIKG AEITOVPYIOG Y10 TOVS TPAOTOLG 6 UNVEG TG Bepameiog pe Topaidopion,
Kot EQEENG OTMG EVOEIKVLTOL KAVIKGL.

Aowméelg

"Exet avapepbel ondvia emavevepyomoinon tng nratitidag B og acbeveig mov Aappdvouv
TOHOASOUIdN o€ cuvdvacHo pe deEapebaldvn ot omoiol Exovv LolvvOel 6To TaPeABOV e TOV 10 TNg
nrotitdag B (HBV). Mepikég and autég Tig mepmtmoets Egovv e&elybel og o&eia notikn
OVETOPKELX, LLE OTOTEAEG LD T Koy TG TopaAdopidne. H katdotaon tov 100 g nratitidog B Oa
npénel vo kabopilotel pwv v Evapén g Oepameiog e mopaAtdopion. o acbeveic pe Oetikn dokiun
vio Aoipwén and HBV, cuvietdtol  cupufovAr] yiotpov pe edikevon otn Oepaneio g nrotitidog B.
®a mpénel vo dlveTal TPoooyn OTav 1 TOUAAOOWIdN 6€ cuvoLaoUo Le deEauefalovn yprnolLonoteital
oe aoBeveic pe mponyoopevn hoipwén and HBV, copnepirappavopévev aclevav mov givar avii-HBC
Beticol oAl HBSAQ apvnrtikoi. Avtol ou acBeveic Oa mpénetl va mapakorovbodviol otevd yia onpeio
KOl GUUTTTOUATO EVEPYOD Aotpwéng amd HBV kad’ 6An tn didpreta tng Oepameiog.

IIpoiovoo TtoivecTiokn Asvkogykeparoradeio (ITITA)

Me v mopaAidopion &xovv avaeepbel TEPIoTATIKG TPOIOVGAG TOAVESTIOKTG AEVKOEYKEQAAOTAOELOC,
peta&o twv onoiwv ki Bavatneopa. H IITA avaeépbnie apketods pnveg £mg Kot apketd ypovio
peta v EvapEn g Bepaneiog pe mopaAtdopion. Ta mepioTatikd apopodcay YevIKd acOeveic TOL
Aappavay tavtoypova degapedalovn N eixav AaPeL TponyoupHEVOG GAAT 0VOGOKOTAGTOATIKN
ymueobepameia. Ot yatpoi mpémel va mapakorlovBoiv Toug achevelg ava TOKTA YPOVIKA S10GTHILOTO
Ko va e&etdlovy to evoegyduevo vmapéng IIIA oto miaicio dapoptkng didyvmong oe acbeveic pe
VvEEC 1| EMOEVOVIEVEC VEVPOAOYTKEG, YVIOOTIKEG 1) GUUTEPLPOPIKES eVOEiLelg N cupmtopato. [Tpémet
€O G VA CLVIOTATOL GTOVG AGHEVELG VAL EVILLEPMVOUV TOLG GUVTPOPOLG 1 TO, (LTOLLOL TTOV TOVG
@povTilovv GYETIKA L TN Bepameio TOVg, S10TL TO GATOL AVTE B0l LITOPOVGAV VOl TOPATIPT|GOLY
GUUTTMUOTO, TO 07010 eV avTIAapPavovTol ot id101 ot acBeveic.
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H a&ordynon g IIIA npénel va faciletal o€ vevporoyikn e£€taon, OTEKOVION Loy VITIKOD
GLVTOVIGHOD EYKEPAAOL Kal vAALOT| €YKEPAAOVAOTLOIOV VYPoD Yo, To DNA tov 100 John Cunningham
(JC) péom arvcdmmg avtidpaong morvpepdons (PCR) 1 o€ Broyia eykepdiov pe e&€tacn yio tov 10
JC. To apvntikoé amotéleca TNV 0Avctdmt ovtidpacn Toivpepdong tov v JC dev amokieiel Tnv
vrapén MITA. EXetyet evalloktikng 61dyvoong, Ltopet vo omatteitol Tpocdetn mapokolovdnon kot

a&loAdynon.

Ye mepintwon vroyiog [TTA, Tpémet vo S10KkOmTETAL 1] XOPTYNOT TOL PAPHAKOV MG GTOL ATOKAEIGHEL
10 gvogyopevo vrapéng IITA. Eqv emBepoiwdei n ITIIA, 1 yoprynon mopodopidng Tpémel va
OLOKOTTTETOL OPLOTIKAL.

IIeprektikdTnTo o€ VATPLo

To @apuokevTKd avtd TPoidy TepiEyel Mydtepo and 1 mmol votpiov (23 mg) ava kaydxio, gtval
avTo oL ovopdlovpe «eAelBePO vaTpiovy.

4.5 Alniemdpaosic ne GAlo QUPROKEVTIKG TPOTOVTH KoL GAAES LOPOES aAIAETIO PO S

Enidpaon e mopodouidone oe GAAL QOPUOKEVTIKG TPOTOVTO.

H mopaidopidn dev avapéveral va TPOKOAEGEL KAMVIKG OTLLOVTIKES QOPLLOKOKIVITIKES

oA AEmOpAcEIg AOY® 0vaoTOANG TOL 160eviupoV P450 1 emarywyng 1] 0VOGTOANG TV LETAPOPEDY
OTOV CLYYOPNYEITOL LLE DITOCTPMLUATE AVTMV TV EVEOH®V 1] TV petapopéwv. H duvatdmta tétotwv
OANAETOPAGEDV, CUUTEPIAUUPAVOUEVIC TNE SLUVNTIKNG EXIOPACGTC TNG TOUAALSOUIONG 6N
(POPLLOKOKIVITIKT TOV OO GTOUATOS CUVOVOGUEVOV OVTIGVAANTITIKGY, Ogv £)el a&tohoynOel kKhvikd
(BA. mapaypapo 4.4 Tepatoydvog dpdon).

Enidpoon GAA®V QOpUOKEVTIKGOV TPOIOVIWMV GTNV TOUAMIOUION

H mopaidopdoon petaforiletar pepikmg amd 1o CYPLA2 kaito CYP3A4/5. Anotelel emiong éva
vrooTpopa yio tnv P-yAvkonpwteivn. H cuyyopriynon mopaiidopiong pe ketokovaloin, Evav 1oyvpd
avaotoréa Tov CYP3A4/5 ko g P-gp, 1 ne xappapalenivn, Evav ioyvpo eraywmyéo tov CYP3A4L/5,
dev glye KMviKd onuoavtikn exidpaor oty ékbeon oe mopaiidouion. H suyyopriynomn erovfolauivng,
evog 1oyvpov avaotoréa tov CYPLA2 pe mopaidopion og mopovsio ketokovaloAng, avénoe m péon
ékBeon oe mopaAdopidn katd 107% pe drbotnpa epmiotocvving 90% [91% £mc 124%] o cuykpion
pe mopodopion poli pe ketokovaloan. Xe puo devTepn et yio v a&loAdynon g GVUPBOANG TG
povoBepameiog evoc avactorén tov CYPLA2 o aAlayéc Tov petafoAoon, 1) GuyYopnynon
povobepaneiog pAovpfolapivng pali e mopaiidopnion adénoe ™ péon €kBeon o TOUAAOOUIOT KOTA
125% pe ddotnpa gpmotooiving 90% [98% €wg 157%] og obykpion pe ) povobepameio e
TopaAdouion. Eav ioyvpoi avactoreic tov CYPLA2 (w.y. oumpoprolacivn, evoaciv Kot
@AovPBoativn) cuyyopnyolvvtol pe TOPAAMSOUIdN, LEWWoTE TN dOCT TG TOpHAALdopioNG Katd 50%.

Agkaueboaldvn

H ovyyopnynon molhaniodv 06cewmv émc 4 mg mopaiidopiong pue 20 mg wg 40 mg de€apebalovng
(evog aoBevoig €mc pétplov emaywyéa dapopwv evivpwv CYP coprepthapfovopévon Kot tov
CYP3A) og ac0eveig pe TOAATAO LUEAMLLO. OEV ElyE KOO ETIOPACT] OTI POPLLOKOKIVITIKN TNG
TOHOAOOUIONG 08 GUYKPLOT LE TN Yop1yNon Lovobepameiog Topaldopionc.

H enidpaomn g de&apebalovng ot Papeapivn eivol Ayvoot. ZuvieTATol GTEVT TapoKoAovON N TG
oLyKéVTpmon¢ Papeapivng katd tn didpkeia g Bepameiog.
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4.6 Tovipétnra, KONoN Ko yohovyio

Tuvaikec pe duvorodtnTa tekvoroinonce / AvIicOAAMNWN 6€ AVOPEC KOl YUVOIKEC

O yvvaikeg pe SuvoTdTNTO TEKVOTOINONG TPETEL VO, Y PI|CLOTOIOVV OTOTEAEGLLOTIKT] LEBOOO
AVTICOAANYNG. XE TEPIMTOON TOL TPOKVYEL KONOT GE i Yuvaika 1) oroia Aapupdvel Oepomeia pe
TOLLOALOOUION, 1| Bepameia Tpémel va dlakonel Kot 1 acevig Tpénel va mopaneupbel og 10tpod
€101KEVUEVO 1] TEMEPAUEVO OTIG SLOLOPTiES S1dmAaong Yo aloAdynon Kot kafodynon. Le tepintoon
OV TPOKOYEL KON OT| G€ GOHVIPOPO Avopa a.cBevoig Tov AapPdvel Topaidopidn, cuvieTdTon M
GUVTPOPOG TOL 0.60eVOVG Vo TOPOTENPOEL GE 1ATPO EIGTKEVUEVO 1) TELEPAUEVO OTIG SIUUAPTIEG
dtdmhaong yuo a&loadynon kat kabodnynon. H mopaiidopion eivor mapodca 6to avOpdrnivo oréppia.
Q¢ Tpo@HAaEn, 6ot o1 Avopeg acbeveig Tov AapPdvovv TopaAldouion o Tpémel va, ¥ p1GILOTOIoNY
TPOPLAOKTIKG KaO® OAN TN didpketa TG Oepameiag, katd Tn S1apKeLn O10KOTNC TV OOCEMV Kot Yo
7 nuépeg petd ) ANén g Bepomeiag, edv n cOVTPOEOC TOVg Elval £yKvog 1 £xEl duvaTdTnTa
TEKVOTOINGNG Kot OV X pNOonotel avticOAANyM (BA. moapaypdpovg 4.3 kot 4.4).

Kvnon

H tepatoyovog enidopaon tng mopaiidopiong oe avOpmmovg eivor avapevopevr. H mopaiidopuion
avTevOeikvuToL KOTA TN S18pKELN TNG KOMOTG KOl O YUVOIKEG Ll SuVATOTNTA TEKVOTOIN oG, EKTOC OV
TANPOOVTOL OAEG O1 TPOVTOBEGELS Yiet TNV TPOANYN TG kimong (BA. Tapaypdeovg 4.3 ko 4.4).

Oniaoudg

Agv glval yvooto €av 1) ToUaAd0UIdN amekkpiveTat 6To avBpmmivo yaio. H mopoaiidopion
avyyveuTnke 6to Yalo OnAaldvtov enipvmv petd amxd yopnynon ot untépa. Adym g mbavotntog
avemIOOUNTOV EVEPYELDY OO TNV TOLOALOOUION Gg BpépTn Tov ONAAlovv, TPETEL VA OTOPACIOTEL €AV
Ba Srokomel 0 Onhacpog M Bo S1oKomEl TO POPUAKEVTIKO TPOIOV, AAUPAVOVTOS VITOYN TO OPEAOG TOV
OnAoopod Yo o Tandi Ko 1o 6pelog g Bepameiog yio T yuvaiko.

Covipwdmnta

H mopoidouion Ppédnke 6t ennpedlet opvnticd T yovipdtnta Kot eivot tepatoydvog oe (wa. H
TOLOAOOUION S1amePVE TOV TAAKOVVTA KO 0VIYVEDTNKE GE EUPPLIKS aiplo LETA amd yopyNon o€
gyxbvovg kovikhovg, PA. mapdypapo 5.3.

4.7 EmOpaceig otny tKavoTnTo 001 71)01G KO YELPLOUOD P avHdT®V

H mopoAtdopion £xet pikpn 1 LETPLOL EXIOPAOT] GTNV TKAVOTITO 00T YNONG KO XEPLOUOD UMY OV UATOV.
Koénwon, ennpeacuévo eninedo cuveidnong, cuyyvon kot CaAn €xovv avagepOel KoTtd T ypnom g
TOHOAOOUIONG. ZE TEPIMTOOT OV Ol AGHEVEIG TAPOVGIATOVY TO TOPATAV® GCUUTTOUATA, B0 TPETEL VL
EVILEPOVOVTOL MOTE VO UMV 031 YOUV OTOKIVITO, VOL [T] Y PN CULOTOIOVV UMY OV LOLTOL KoL VOL LV
EKTEAODV EMIKIVOLVEC £pYOGieg KOTA TN dtdpKela TG Oepameiog pe TopaAdopion.

4.8 AvemOupnTtes evépysreg

2HVOWT] TOL TTPOYIA 0.GQOAELNC

Houolidouion oe oovovaouo ue foprelouiunn ko delousbalovn

O1 GUYVOTEPO OVOPEPOUEVEG SLOTAPUYES TOV QLILOTOC KO TOV AEUPIKOD GUGTHILOTOC TAV
ovoeteponevia (54,0%), OpopPonevia (39,9%) kot avapia (32,0%). Adkeg cuyvOTEPU OVAPEPOUEVES
avemBounteg evépyeleg mepAaupavay Tepipepikn aodntikn vevporddeio (48,2%), kommwon (38,8%),
dappora (38,1%), dvokorhdtnta (38,1%) kot meprpepikd oidnua (36,3%). Ot ovyvotepa
avapePOUEVES avemBVOUNTEG evépyeleg Babpov 3 1 4 tav dtotapoy£s TOL OipLoTog Kol TOL AELPTKOD
GLGTILOTOS CLUTEPIAA P AVOREVTG TNG ovdeTepomteviag (47,1%), Tng OpopPoreviag (28,1%) kat g
avopiag (15,1%). H cuyvotepa avapepopevn cofapn avemtBopn evépyeta ntav n Tvevpovia
(12,2%). Ahheg coPapéc avapepbeiceg avembBounteg evépyetec copmepthaufavoy mopeéio. (4,3%),
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Aoipmén Tov KoTOTEPOL avaTveLoTikov (3,6%), ypinn (3,6%), Tvevpovikn epPorn (3,2%), KoAmikn
noppapvyn (3,2%) kot o&eio veppum BAAPN (2,9%).

Toualidouion oe oovovaouo e delouebalovy

O1 ouyvOTEPO OVOPEPOUEVEG UVETIOVUNTES EVEPYELEG GE KAMVIKEG LEAETEG, NTAV SLOTOPOYEG TOL
O{lOITOG KOl TOL AEUPIKOD GUGTNUATOG GUUTEPIAQUPavouévNG TG avatuiog (45,7%), g
ovdetepomeviag (45,3%) kot g Opopufomeviag (27%), yevikég dtaTapayEg Kot KaTaotdoelg otn 0éon
xopnynong cvpmeptAapfavopévng e kommong (28,3%), g mupetiog (21%) kot tov mepipeptcond
ownpatog (13%), kabas Kot AOUDEELS Kot TAPAGITOCELS, GUUTEPAAUPOVOLEVIC TG TVEVHLOVIOG
(10,7%). AvemiBounTeg evépyeleg TEPIOEPIKNG veEvpormddelog avapeptnkay og 12,3% tov acbevdv kot
avemBounteg evépyeteg pAefikmv spufolikav 1 Bpopfoticdv coppdviev (VTE) avapépdnkay ce
3,3% tov acbevav. Ot ovyvotepo avapepOUEVES avertBuunTeg evépyeleg Babpov 3 114 tav
SLTapary£G TOV AiATOG KOl TOV AEUPIKOD GLUGTIILOTOG CUUTEPIAAUPAVOUEVTC TG OVOETEPOTTEVING
(41,7%), g avapiog (27%) ko g Bpoppomneviag (20,7%), AOLUDEELS KO TAPACITAOCELS,
ocvpmeptAapavopévng e mvevpoviog (9%), kabag kot yevikes dtotapoyés Kot Kataotdoelg ot 0éomn
xopnynong, copumeptrapfavopévng g kémoong (4,7%), g nupeiog (3%) Kot tov Teppeptkov
owdnpatog (1,3%). H cuyvotepo avapepopevn cofapr avemtBount evEpyEln NTAV 1 TVELHOVIN
(9,3%). AAAec coPapéc avapepbeioss avemBouunteg evépyeleg cupmeptAdupovoy sumdpetn
ovdeteponevia (4,0%), ovdetepomevia (2,0%), Opoppomevia (1,7%) kot avemBounteg evépyeieg
eAefikav epPorkav 1 Opoupotikov coppdviav (VTE) (1,7%).

Ot avemBounteg evépyeleg ETvay vo GV aivouy o cuyva EvIog TV TpoTev 2 KiKhmv Bepameiog
LE TOUAASOpION.

ITivakog avemtfOunTov evepysimv

Ot avermBounteg evépyeleg ol omoieg mapatnprdnkay oe acbeveic mov ElaPav Oepaneio pe
TOHOAOOUION o€ cuvdvacpo pe Poptelopipmn kot de&apefalovn, Topadopidn 6€ GUVOLACUO LIE
oe&apebalovn, Ko amd Ty Topakolovdnon Tov TPoidvTog PETE TNV KuKAopopio TapatifevTot oTtov
[Mivaka 7 ava katnyopio/opyavikd GOGTN O Kot GO VOTNTO Yo OAEG TIC AVETIBVUNTES EVEPYELEG KO
v TG avemBounteg evépyeteg Babpov 3 1 4.

O1 ouyvotnTeg opifovtal GOUPVa LE TNV 1oYVOLON 00N Yio MG: TOAD cvyvEég (=>1/10), cuyvég (=>1/100
émg <1/10) kot oyt ovyvég (>1/1.000 émg <1/100) kat pn yvootéc (n ovyvotnTo dev Umopel va
TPOCIIOPLOTEL).

Hivaxag 7. Avem@ounteg evépyereg (AE) mov avaeépOnkav 6 KMVIKES 00KIPEG KO PeETd TNV
KUKAO QO Pio TOV TPOIOVTOg

Yovovaopdc Oepameiog Mopaidopion/Boptelopipm/ | Ilopairdopion/oegapedalovn
octanedalovn
Kot yopia/opyovié AE Okec 0L AE AE
gy [T Okec ot AE | BaOpov 3—4 Babpov 3—4
/TIpoTipdpuEVOS 6 pog
A0PAEELS KO TOPAGLTO OELG
[Tvevpovia [ToAb cuyvég IToA0 cvyvég | - -
Hvevpovia (Boxmpuoaké, - - IToAd cvyvég 2oyvig
10YEVELG KOl LUK TLOLGTKEG
Aolpméelg,
GUUTEPIAQUPAVOUEVOV TV
EVKOLPLOKOV AOIUDEEMV)
Bpoyyitida [ToAb cuyvég Yuyvég Yuyvég Oy ouyvéc
Aolpumén g avatepng [ToAb cuyvég Yuyvég Suyvég Yuyvég
OVOTTVEVLGTIKNG 0000
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Yvvovaopdc Oepanciog

IMopaidopion/Poprelopipm/

Mopairdopion/deapedalovn

ocons0alovn
Katnyopia/opyaviko AE Okec 0L AE AE
iy [T Okec ot AE | BuOpov 3—4 Babpod 3—4
/TIpoTipdpevos 6pog
loyevng Aolpmén tov [ToAb cuyvég - - -
OVMTEPOL OVOATVEVCTIKOD
Inyoio Yuyvég Yuyvég - -
It kotomAnio Suyvég Yuyvég - -
Ovdetepomevikn onyoiio - - Yuyvég Yuyvég
Kohitido amrd Clostridium Zuyvég Soyvég - -
difficile
Bpoyyonvevpovia - - Xoyvéc Xuyvég
AolpmEN TNG VOTVEVSTIKNG | ZVyvég Xuyvég Xuyvéc Xuyvég
0000
Aoluwén Tov KaTOTEPOL Yoyvég Yuyvég - -
OVOTTVEVGTIKOV
Aoipmén Tov Tvedova Xoyvég Oy ovyvéc - -
Ipinn [ToAb cuyvég Yuyvég - -
Bpoyyohitida Yuyvég Yuyvég - -
Aoluwén ovpomomtikon [ToAb cuyvég Xuyvég - -
GUGTILLOITOG
Pwoeapuyyitida - - Suyvég -
"Epnnc Lootpag - - Yuyvég Oy ovyvég
Enravevepyonoinon - - Mn yvootég* Mn yvootéc*

nratitdog B

Neomhaopoto Kahon 01, Kako1]01 ko pn KofopLopéva (GVUT. KOGTEDV Kol TOADTOSMV)
Baoikokvttapikod Yuyvég Oy ovyvéc - -
Kopkivopo
Baotkokvttapiko - - Oyt ovyvég Oy ovyvéc
KOPKIVOLLO TOV OEPHOITOG
Kopxivouo déppatog amod - - Oy ovyvés Oy ovyvig
TAOKDOEG EMONAL0

Avatapayés TOV GipaTog KoL TOV AELOLKOD GUGTILOTOG
Ovdeteponevia [ToAb cvyvég IToAv cvyvég | TToAd cuyvég [ToAv cuyvég
®popponevia [ToAb cuyvég IToA0 cvyvég | TTodd cuyvéc IToAb cuyvég
Aegvkonevia IToAv ovyvég Yuyvég IToAv ovyvég Yuyvég
Avaipio ITol ouyvég IToAd cuyvég | TTodd ouyvég [ToAd cuyvég
Eumdpetn ovdeteponevia Xoyvég Xuyvég Xuyvéc Xuyvég
Agpoonevia Soyvég Yuyvég - -
ITavikvtTapomevia - - Yuyvéc* Yoyvéc*

AvotapoyéS avoGOoTOL TIKOD GUGTILOTOS
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Yvvovaopdc Oepanciog

IMopaidopion/Poprelopipm/

Mopairdopion/deapedalovn

osgapefalovn
Katnyopia/opyaviko AE Okec 0L AE AE
iy [T Okec ot AE | BuOpov 3—4 Babpod 3—4
/TIpoTipdpevos 6pog
Ayyeooidnpo - - Suyvéck Oy ouyvéc*
Kvidwon - - Suyvéc* Oyt ovyvec™
AvapulaKTiKn ovtidpaon Mn yvootég* | Mn yvootéc* | - -
Amdppuym HLOGYEDUOTOG Mn yvootég* | - - -
GLUTTOYOVG OPYEVOL
Evookpivikég oratapoyés
Y roBvpeoeidiopog Oyt ovyvég™ - - -
M etafoikéc Kon OLaTPOPLKES SLOTAPUYES
Y moxaAtoupiio [ToAb cuyvég Suyvég - -
Ynepylvkopio IToAv ovyvég Yuyvég - -
Yropayvnoloupio Xoyvég Xoyvég - -
YrooBeotionpio Xoyvég Xuyvég - -
Ynopwceoatopio Yuyvéc Yuyvég - -
Yeproatopio Yuyvég Yuyvég Yuyvég Yuyvég
YrepaoPeotiapio Xoyvég Xuyvég - -
Yrnovatplopio - - Xuyvéc Xuyvég
Mewopévn 6peén - - IToAv ouyvég Oy ovyvég
Y mepovpryoption - - Yuyvéct Yuyvégt
>Hvdpopo Ao g OyKov - - Oy ouyveéc™ Oy ouyvéc*
Yoyatpikéc ovatapayés
Avmvia IToAv ovyvég Yuyvég - -
Kotdiym Yuyvég Yuyvég - -
ZUYYVTIKT KOTAOoTOON - - Xoyvég Xuyvég
ALoTapoyES TOV VELPLKOV GUGTI NUTOS
[Teprpepuan actntic [ToAb cuyvég Xuyvég Xoyvég Oy ovyvéc
vevpomadsio
74 IToAd ovyvég | Oytovyvég Yuyvég Oyt ouyvéc
Tpopog IToAd ovyvég | Oytovyvég Yoyvég Oy ouyvéc
Xvuykonn Xoyvég Xuyvég - -
[Tepupepu Xoyvég Xuyvég - -
oo TIKOKIYN TIKY
vevpordBeia
[MoporcOnoio Yuyvég - - -
Avoyevoia Xuyvég - - -
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Yvvovaopdc Oepanciog Mopamdopion/Poptelopipmy/ | IMopairdopion/deiopedalovn
ocons0alovn
Katnyopia/opyaviko AE Okec 0L AE AE
iy [T Okec ot AE | BuOpov 3—4 Babpod 3—4
/TIpoTipdpevos 6pog
Ennpeacpévo eninedo - - Xuyvéc Xuyvég
ocuveidnong
Evdoxpaviaxr| arpopparyio - - Yuyvéct Oy ouyvéc*
Ayy€10KO £YKEPAAMKO - - Oyt ovyvéc* Oy ovyvec*
EMEIGOO10
Avatapay£s Tov 0@Oaipnov
Koatappdxtng Yoyvég Yuyvég - -
Avatapayés Tov @TOS Kan Tov AapupivOov
Thayyog - - Yuyvég Yuyvég
Koapowokég oratapayés
KoAmu poappapoyn IToA cuyvég Yuyvég Suyvéc* Yuyvéc*
Koapdioxn avendprela - - Suyvéc* Yuyvégt
‘Epepoypo tov pookapdiov | - - Xoyvéck Oyt ovyvéc*
Ayyerokég oroTapayés
Ev 1o BdOel pAefxn Xoyvéc Oyt ovyvéc Yoyvéc Oyt ovyvéc
Opoppaon
Yndtaon Xuyvéc Yuyvég - -
Yréptoon 2uyvég Yuyvég - -
AvamvenoTIKES, 00 poKIkES S1aTAPUYES Kor SLaTapayéS LEGOOm paKiov
Avomvoln [ToAb cuyvég Yuyvég [ToAb cvyvég Yuyvég
Bryog [ToAb cuyvég - [ToAb cuyvég Oy ouyvéc
ITvevpovikn epPoin Yuyvég Yuyvég Yuyvég Oy ovyvéc
Eniotaén - - Yuyvéct Oy ouyvéc*
Aldpeon mvevpovornddelo - - Yuyvéct Oy ouyvéc*
I'ootpevTepkés SraTapoyés
Aldppota [ToAb cuyvég Yuyvég [ToAb cvyvég Yuyvég
"Epetog [ToAb cuyvég Xuyvég Xuyvéc Xuyvég
Navtia IToAd ovyvég | Oytovyvég ITolv ouyvég Oyt ovyvéc
Avckotdtnta [ToAb cuyvég Yuyvég [ToAb cuyvég Yuyvég
Kotuaxd dAyoc [ToAb cuyvég Yuyvég - -
AAyog Avm KOIMOKNG YOpog | Zvyvég Oyt ouyvéc - -
Ytouatition Yoyvéc Oy ovyvéc - -
Enpd otopa Xoyvég - - -
Atdtaon g Kothdig Xuyvég Oyt ouyvéc - -
Aoppayio yootpevtepikoy | - - Yuyvég Oy ovyvéc
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Yvvovaopdc Oepanciog

IMopaidopion/Poprelopipm/

Mopairdopion/deapedalovn

ocons0alovn

Kotnyopia/opyoviké AE Okec 0L AE AE
oOoTN N, Oleg ot AE | BaBpov 3—4 Badpo® 3—4
/MIpoTipdpevog 6 pog
Hrotoyolkés dvatapayég

Yrepyohepubpvarpio - - Oy ovyvég Oy ouyvéc

Hrotitoa - - Oy ovyvéc* -
AlTapayés TOL OEPROTOG KAL TOV VTOOOPLOV LGTOV

E&avOnua [ToAb cuyvég Yuyvég Suyvég Suyvég

Kyvnouoéc - - Yoyvég -

Ddoppoxkevtiky avtidpoon e | - - Mn yvootég* Mn yvootég*

NOCIVOQPIALD Kot

GUGTNUOTIKG GUUTTOUOTOL

To&w| emdepuikn - - Mn yvaootég* Mn yvoortég*

VEKPOAVOT)

>ovépopo Stevens-Johnson | - - Mn yvootég* Mn yvootég*
ATapayéS TOL HVOCKELETIKOD GUOTIIATOS KO TOV GVVOETIKOD LOTOV

Mvikn advvapio IToAV cuyvég Yuyvég - -

[Tévog o€ pdyn ITol ouyvég Yuyvég - -

OoT1iK6 dAyog Yuyvég Oy ouyvéc [ToAb cvyvég Yuyvég

Muvikoi oracpol [ToAd cuyvég - IToAd cuyvég Oyt ouyvéc
ALOTOPOYES VEQPAV KOL 0VPOTOM TIKOV GUGTHUATOS

O&eta veppikn BAAPN Xuyvég Zoyvég - -

Xpovia veppikn BAASN Xuyvég Zoyvég - -

Koartaxpdnon ovpov Yuyvég Yuyvég Yuyvég Oy ouyvéc

Neppum avemdprela - - Xoyvég Xuyvég
AwTapayés TOL AVOTOPOYMYIKOD GLUGTIINOTOS KOl TOV LOCTOD

A\yog muédov Yuyvég Yuyvég
I'evikéc oratapayéc Kol KOTOoTAGELS 6T 0éomn YopRynong

Koénwon IToAv cuyvég Yuyvég IToAv ouyvég Yuyvég

[Mvpe&ia [ToAb cvyvég Yuyvég [ToAb cvyvég Yuyvég

[Meprpepikod oidnpa [ToAb cuyvég Yuyvég [ToAb cuyvég Yuyvég

Mn kapdlokd BmpaKiko Suyvég Suyvég - -

ahyog

Otonua Yoyvéc Yoyvég - -
Argpeovi|oeig

Avénuévn Suyvég Suyvég Suyvég Suyvég

OLLLLVOTPAVGPEPACT| TNG

aAovivng

Mewwpiévo Bapog Xoyvég Xoyvég - -
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Yvvovaopdc Oepanciog Mopamdopion/Poptelopipmy/ | IMopairdopion/deiopedalovn
ocons0alovn
Katnyopia/opyaviko AE Okec 0L AE AE
iy [T Okec ot AE | BuOpov 3—4 Babpod 3—4
/TIpoTipdpevos 6pog
Mewwpévog aptdpoc - - Xuyvéc Xuyvég
0VOETEPOPIADV
Mewopévog aptpog - - Yuyvég Yuyvég
AEVKOKLTTAPWV
Mewwpévog aptdpoc - - Xuyvéc Xuyvég
OLUOTTETOAL®V
Ovpikd 050 aipatog - - Yuyvéc* Oy ovyvec™
avénuévo
Kdaxoon, oninmpioon ko emmlokég kotd TNV enépfaocn
KoabBodum kivnon Suyvég Yuyvég - -

* AvapépOnkay Kotd T ypron LETA TNV KUKAOPOpPIa.

IIeprypoon emieyuévmv avemifOUNTOV EVEPYELDMV

O1 GV VOTNTEC OE ATV TNV TOPAYPOPO TPOEPYOVTOL OTTO KAMVIKEG LeAETEG o€ aaBeveic Tov AMapupavay
Bepameio pe TopaAdopidn e cuvdvacuo gite pe foptefopipmn ko de&apebalovn (Pom+Btz+Dex)
ette pe de&apebalovn (Pom+Dex).

Tepazoyovog opaon

H mopaidopidn oyetileton dopkd pe tn Bairdopion. H Boidopidn ivar pia yvmotn tepotoydvog
dpaoTiKn ovsia Yo Tov avBpmmo mov Tpokaiel GoPapég cuyyeveic dtopoptieg, OmEANTIKES Yo T Con.
H mopoidopion amwodeiydrnie 1epatoydvog oe Mipveg Ko KovikAoLg Otav yopnynonke katd tnv
nepiodo g peilovog opyavoyéveong (BA. maparypdpoug 4.6 ko 5.3). e nepintmon mov M
TOHOASOUION AneBel KaTd TN SdpKELD TG KUNOTNG, 1 TEPOTOYOVOS EXIOPOCT TNG TOUAADOUIONG GTOVG
avOpdmovg sivat avapevopevn (PA. Tapdypaeo 4.4).

Ovdeteporevio kat Gpoufonevio.

Ovdetepomevia epeaviotnke éng kot 6to 54,0% (Pom+Btz+Dex) twv acbevav (47,1%
(Pom+Btz+Dex) BaOpov 3 i 4). H ovdeteponevia 0dMynoe 6€ TEPUATIGUO TNG TOUAASOUIONG 6TO
0,7% tov acBevav kot tav oraving cofopn.

Eumopetn ovdeteponevio (FN) avagépnke o 3,2% (Pom+Btz+Dex) towv acbevav kot 6,7%
(Pom+Dex) tov acbevav kat tav coPapr oto 1,8% (Pom+Btz+Dex) tov acbevav kot 4,0%
(Pom+Dex) tov acBevav (BA. mapaypdeovg 4.2 kot 4.4).

Opopponevia eppaviotnke oto 39,9% (Pom+Btz+Dex) tov acbevav kot 27,0% (Pom+Dex) tov
acOevav. H Opopponevia ntov Babpov 3 1 4 og 28,1% (Pom+Btz+Dex) tov acOevav kot 20,7%
(Pom+Dex) tov acbevav, 0dnynoe o teppationd g mopaidopiong og 0,7% (Pom+Btz+Dex) tov
acBevav kot 0,7% (Pom+Dex) tov acbevav, kat ftav copapn og 0,7% (Pom+Btz+Dex) kot 1,7%
(Pom+Dex) tov acBevav (BA. Tapaypapovg 4.2 kat 4.4).

H ovdeteponevia kar 1 Opopforevia £Tetvay va cuppaivovv mo cuyva eViog Tmv TPpOT@Y 2 KOKA®V
Bepamneiog pe mopaAdopidn o cuvovacuo ite pe Poptelopipmn kon de&opebalovn eite pe
oe&apedalovn.

Aotuwén

H Moipmén ftav 1 o cuyvi un ootoAoy K ToEIKOTNTA.

21



Aoinwén eppaviotnke oto 83,1% (Pom+Btz+Dex) towv acbevav kat 55,0% (Pom+Dex) twv acbeviv
(34,9% (Pom+Btz+Dex) kot 24,0% (Pom+Dex) Babpov 3 1 4). H Aolpmén g avatepng
OVOTTVEDOTIKG 0000 KOl 1] TVELLOVIQ )TOV Ol CLYVOTEPO ELPAVILOUEVES AOUMEELS. Oavatneopeg
howdéelg (Babpov 5) eppaviomrayv og 4,0% (Pom+Btz+Dex) towv acbevav kot 2,7% (Pom+Dex)
Tov acbevav. Ot Aopméelg 0dNynoav o TepraTIcnd ¢ Topaiidopiong ot 3,6% (Pom+Btz+Dex)
Tov acbevav kot 2,0% (Pom+Dex) tov acbevav.

OpouPoeuforixd ooufaveo

H mpopviaén pe okeTuAoGoAKVAIKO 08D (ko GAAL OVTITNKTIKA 6€ acBevelG LYNAOD Kivdhvov) nToV
VIOYPEMTIKN Y10 OAOVG TOVG 0lGOEVEIC 08 KMVIKEG HEAETEC. ZUVIGTATAL AvTITNKTIKT Bepameia (eKTOG v
avtevoeikvutar) (BA. Tapdypoo 4.4).

Drefucd BpouPoeuforkd coufavta (VTE) eppaviotnkav oto 12,2% (Pom+Btz+Dex) kot 3,3%
(Pom+Dex) tov acBevav (5,8% (Pom+Btz+Dex) kot 1,3% (Pom+Dex) Babuov 311 4). VTE
avaeéptnkav g coPapd oto 4,7% (Pom+Btz+Dex) kot 1,7% (Pom+Dex) tav acbevav, dev
avapEpOnkav Bavatneopes avtidpdoels kot to VTE dev oyetiotnroy Le TEPUOTIGUO TNG
TOUOALOOWIONG £0¢ kot 670 2,2% (Pom+Btz+Dex) tav acbevav.

Teprpepin vevporadbeia - Houatidouion oe ovvovaouo ue foprelouiuny xor delopebolovy
OracBeveic pe eEgMoodpevn mepipepikn vevpordBeto > Babpod 2 pe dhyog eviog 14 nuepov mpv
o TNV TVYOOTOINGT OTOKAEIGTNKAY 0O KAVIKES doKES. [lepupepukn vevpormdbetla sppoviotnke
010 55,4% tov acBevav (10,8% Babuov 3, 0,7% Babpov 4). Ta npocappospéva pe Béon v ékbeon
TOCO0TA M Tay cLYKpica LeTaED Tev okehmv Oepameiog. Ilepimov 1o 30% Twv acbevav Tov
TOPOVGLOGE TEPLPEPIKT VEVPOTTADELD ElYE 1GTOPIKO VEVPOTTADELNG KT TNV EMickeym avapopdc. H
TEPLPEPIKT VEVPOTTADEeLn 00N yNGE G TEPUATIOUO TNG Poptelopipnng mepimov 6to 14,4% tov 060evav,
g mopoMdopidne oto 1,8% won g de&apebalovng oto 1,8% tov acbevav 6to okéAog
Pom+Btz+Dex kot 610 8,9% tev acevav oto okéhog Btz+Dex.

Hepipepuen vevpordbeta - [louatidouion oe ovvovoaouo ue delopebalovn

Ot acbeveic pe eEeMoodpevn teprpepikn vevporddeia > Babpov 2 amokieiotnray omd KAMVIKEG
uerétec. lepupepuan vevpordBeia eppaviotnke oe 12,3% tov acbevav (1,0% Babpov 3 1 4). Kapio
aVTIOPOLOT) TTEPLPEPLKNC VEVPOTTADELNG dEV avOPEPONKE G GOBapr| KOl 1) TEPLPEPIKT VELPOTADELL
odnynoe og tepuaticpd g Oepomeiog og 0,3% tov acbevav (BA. Tapdypapo 4.4).

Awoppoyio

"Exouv avapepBel aipopparytkég dtotapayEs e TNV TORaALSOUIdT, 1d101Tépms o€ acbeveig pe
TOUPAYOVTES KIVOUVOL OIS 1) GUYYOPTYTON QUPUOKEVTIKMY TPOIOVTMV oL avédvouy tnv evaictncio
o€ apoppayio. ta apoppaykd cvopuBdva Exovv courneptAnedei n eniotaln, n evooKkpaviaKn
CLUOpPaYio KoL 1 LLLOPPOLY 10t YOG TPEVTEPTKOD.

ALAEPYIKES OVTIOPATEIS KOl GOLAPES OEPUATIKES AVTIOPLTELS

"Exouv avapepBel ayyelooldnpa, ovopUANKTIK ovTidpaon Kot GoPopEc SEPLOTIKES AVTIOPAGELS,
ovumeprrappavopévav SIS, TEN kot DRESS, pe ™ yprion g mopoiidopione. Ot acOeveig pe
167T0pIKkd GoPapod e&ovOnotog Tov oyetiletan pue Aevaiidopion 1 Baridopion dev Oa Tpémetl va,
Aappavovv topaidopion (PA. mapdypapo 4.4).

Houdrarpixoc nAnBoouog

Ot avemBounTeg evépyeleg mov avapEpdniay o madlotpikovs acbevelg (nAkiog 4 €wg 18 etawv) pe
vrotpomtalovteg N €£EMOCOUEVOVG OYKOVG EYKEPAAOL NTOV CLVEREIG LLE TO YVAOOTO TPOPIA CPAAELNG
NG TopoMSOpidN G og eviilikeg acBevelg (BA. mapdypapo 5.1).

Avopopd mhovoloyoduevay overtOUnNTwv EVEPYELHV

H avagpopd mbovoloyoVpevov avemiBOUNT®Y EVEPYELMV LETA OO TN YOPNYNON AOELNG KUKAO(POPIHG
TOL PUPLOKELTIKOD TPOIOVTOG Eivat onpovTik. Exttpénet tn cuveyn mopakolovbnon tng oyéong
0QEALOVG-KIVOUVOL TOV QUPHOKEVTIKOD TPOIOVTOG. ZNTElTOn Al TOVG EMAyyEANATIES LYElNG VO
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aVaPEPOLY OTOLEGONTTOTE TOVOAOYOVLEVES aVeEmIBOUNTES EVEPYELEG LECM TOL EBVIKOD GUGTNLLOTOG
avapopdg mov avaypdeerol oto [Hopdpmua V.

4.9 Ymepoocolroyio

Adoeig Topaidopidong vyoug g S0 Mg wg epdnas 06om ot vyieig eBehovtég Exovv peretn el ywpic
va, €xovv avapepbel coPapég avemBounteg evépyeteg mov vo oyetifovtal e vepdocoloyia. AOGELG
Vyovug £wg Kot 10 mg moAlamAdv d6cemv Amaé nuepnoing o€ acOevelg [Le TOAAATAG LVEAMLLO EYOVV
pedetn el yopic va &yovv avapepBel coPapéc avemBopunTeg vEpYElEg TOL Vo oY ETILOVTOL [IE
vrepdocoroyia. H doconeplopiotiky ToEudtnTa NTav 11 LUEAOKATACTOAN. T pelétec, Bpébnke 6t
TOUOAOOUION aopoKpOVONKE LEGH OLOKABOPONC.

2NV TEPITT®OT VIEPOOCOAOYING, GUVIGTATOL VTOCTNPIKTIKN Oeparmeio.

5. DOAPMAKOAOI'TKEX IAIOTHTEX
5.1 @appoxodvvopikég 1oeTNTES

Doppokobepomentikn Katnyopio: AVOCOKATACTAATIKOL TapdyovTeSG, AALOL 0lVOCOKOTAGTOATIKOL
wapdyovtes, kmdkog ATC: LOAAX06

Mnyoviopdc dpdonc

H mopaidopidn éyet dpeon aviveomAaoUATIKY SPAGT KOTE TOV HVEADUOTOC, 0VOGOPPLOUIGTIKEG
OPACEIC KUl OVOOTEAAEL TN OTNHPIET TOV CTPOUATIKMY KUTTAP®Y Y10, TV OVATTUEN TGV KOPKIVIKOVY
KUTTAP®Y TOL TOAANTTAOD LVEAMUOTOC. ZVYKEKPIUEVO, 1] TOLOALOOUION AVACTELAEL TOV
TOAOTAQGIOOLLO KO ETAYEL TNV OMOTTOON TOV KUTTAP®OY OPICUEVMV ALLLOTOTOUTIKMY OYKWOV.
Eminpdobeta,  TopoA1dopion avacTEALEL TOV TOAAATAAGIOGUO TV KUTTOPIKOV GELPOV TOAAATAOD
HLEADUATOG avOEKTIKOV 0T Aevaldopion kot cuvepyel pe ) de€apebalovn 1060 o€ gvaichnTeg 61N
Aevadopidn 660 kot 6€ avOeEKTIKEC 6T AeVOALSOpIOT KUTTAPIKEG GELPEG Y10, VOL ETAYEL TNV ATOTTOON
TV KUTTAP®V ToV OyKov. H mopaidopion evieyvet tnv avoocio wov pesorafeital péow tav T
KUTTApoV Kot Tav euolkav eovikav kuttdpov [Natural Killer (NK)] kat avaoctédier tyv mopaywyn
TPOPAEYLOVAODV KUTOKIVOV (1. TNF-a ko IL-6) amd ta povoxutrapa. H mopoaidopidn avactéliel
emiong v ayyeloyéveon eumodiloviog T LETUVAGTELOT] KAl TNV TPOCKOAANGT) TV EVOOOMALOK®OY
KUTTAPWV.

H mopoidopion tpoodévetal amevbeiog oty npwteivn cereblon (CRBN), ) onoia amotelel uépog tov
ovpumAokov g E3 Aydong mov mepihapfdaver v mpwteivn 1 tpoécsdeons ot PAAPN (DDB1) tov
deokupiPovouideikod o&goc (DNA), trv kovAivn 4 (CUL4) kot tov puBuotr| teov kovlvav 1 (Rocl)
Ko pmopel va avaoteidel v avto-ovPuativoon g CRBN gvtdg tov cupmddkov. Ot E3 Aydoeg g
ovfikitivng etvar vTeEVBVVES Y1 TNV TOAVOLPIKITIVOOT| LG GELPAS TPOTEIVOV -VTOGTPOUATOV Kol
EVOEYOUEVAG EENYOVV €V UEPEL TIG TAELOTPOTIKEG KUTTAPIKEG OPAGELC TTOL TOPUTPOVVTOL LLE TN
Oepomeio e TOpaASOUION.

Y& Tapovcio TG TopoAdopiong in vitro, ot tporteives-vrootpopata Aiodog kot Tkapog
GTOYOTOLOVVTOL Y10 OLPIKITIVOGCT] KOl ETOKOAOVOTN ATOIKOOOUNOT) 0ONYMVTOS GE AUEGESG
KUTTOPOTOEIKES KOl 0VOCOTPOTOTTOMTIKES Opacelc. In vivo, n Oepaneio pe mopoidopion odynoe oe
peiwon tov emmédwv g Tkapog o acbeveic pe vtotportdlov avOekTIKO 61N AeVOAOOopidN TOAATAS
LLEAMLLOL.

KAlwvum omrote ecotikOTn T Kot 0c@ AL,

Toualidouion oe ovvovaouo ue foprelouiunn kor deloucbalovn

H amotedecuaticdémra Kot 1 ac@dieio g Topoidopiong oe cuvovacud pe Boptelopipmn ot
deEapefalovn youning 60ong (Pom+Btz+LD-Dex) cuyxpinke pe avtiv g Poptelopiunng kot g
oegapedalovng youning d6ong (Btz+LD-Dex) o€ o @dong I, moivkevtpiky, Tuyonomompuévn,
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

avoIKTNG emtonuavong perétn (CC-4047-MM-007), oe eviidikeg aoBeveic pe mToAOTAO LOEA®UA TTOV
glyav Tponyovpévas vtoPAnbel og Bepameia, Ko o1 omoiot lyov AAPEL TOLAGYIGTOV VAL TPOTYOVLEVO
YN0, GUUTEPIAQUPOVOUEVTG TNG AEVAAIOOUIONG Ko €OV TOPOVGLAGEL EEEMET TNG VOGOL KT TNV
dtdpkela N petd v tedevtaio Bepameio. Xuvolkd 559 acbeveic eyypdeniay Kol Tuyaloroonkoy
ot perétn: 281 oto okéhog Pom+Btz+LD-Dex ko 278 oto okéhog Btz+LD-Dex. To 54% twv
acBevav NTav appeveg pe didpeon nikia yio 1o cuvolkod TAnbuouod ta 68 £tn (erdy., péy.: 27, 89
ém). Iepimov 1o 70% tov acbevav rav avBektikol otn Aevaiidouion (71,2% oto Pom+Btz+LD-
Dex, 68,7 % oto Btzt+LD-Dex). [lepinov to 40% tov achevav Bpickovtav oty 1" vrotpony Kot
nepinov 10 73% tev acbevav eiyav Adpet foptelopinnn wg mponyoduevn Bepameia.

Y10vg acbeveig 6to okéhog Pom+Btz+LD-Dex yopnynoniay 4 mg amd oTOUaTog TOUAASOUIdNG TIC
nuépeg 1 éag 14 kabe kokhov 21 nuepav. H Boptelopipnn (1,3 mg/m?/ddon) yopnynonke o acbeveic
Ko oto, 600 okéAN TG perétng tig Huépeg 1, 4, 8 kot 11 evdg kbhkhov 21 nuepav yio toug Koxioug 1
émg 8 kot Ti¢ Huépec 1 ko 8 evog kokhov 21 nuepav yia toug Kvkiovg 9 kot dve. H de&apebaldvn
YoUNANG 06omg (20 mg/mpépa [nAkiog < 75 etav] 1 10 mg/mpuépa [nAiog > 75 etwv]) xopnynbnke o
aoBeveic kot ota 600 okéAN TG perétng Tig Huépeg 1, 2, 4, 5, 8, 9, 11 ko 12 evog dkhov 21 nuepav
v toug Kokhovog 1 émg 8 ko tig nuépeg 1, 2, 8 ka9 kdbe endpevov kdkhov 21 nuepdv amnd tov
Korho 9 ko dvo. Ot d6oeic petddniay kot 1 Oepomeio S10kOmNKe TPOSWPVE 1) GTUUATNOE OTMC
amotOnke dote va avtipetoniotel 1 toSikotnta (BA. mapdypapo 4.2).

To TpOTEVOV KATAANKTIKO OTUEIO OYETIKA LLE TNV OTOTEAECLLATIKOTITA NTOV 1 EXPi0on ympic eEEMEN
g vocov (PES) mov a&loroyndnke and pio AveEaptn Emotpovia) Emtponn A&loAdynong
(IRAC) ovpepwva pe ta kprmpra s Atebvoidg Opddag Epyaciag yio to Muéhopa (IMWG) pe xprion
Tov TANBuopov pe Tpdbeon Bepaneiog (ITT). Metd amd didpeon Topokorovdnon 15,9 unvaov, o
drapecog xpovog PES itav 11,20 unveg (95% CI: 9,66, 13,73) oto okéhog Pom+Btz+LD-Dex. 10
okéloc Btz+LD-Dex, o diquecoc ypovog PES ntav 7,1 punveg (95% ClI: 5,88, 8,48).

2Hvoyn TV SEOUEVMV GUVOMKNG ATOTEAEGUOTIKOTN TG Tapovoildletal otov [Tivaka 8 pe

nuepopnvia amokonng v 26" Oktofpiov 2017. H kopmndin Kaplan-Meier yia tnv PFS y1o tov
TANBvopod ITT mapéyetar oto Zynua 1.
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Mivokog 8. X0voyn TmV 0£00UEVOV GUVOMKNG OO TEAECUUTIKOTITUS

Pom+Btz+LD-Dex Btz+LD-Dex

(N =281) (N =278)
PFS (nveg)
AGpecoc® xpovog (95% CI) P 11,20 (9,66, 13,73) 7,10 (5,88, 8,48)
HRY (95% CI), tiun p° 0,61 (0,49, 0,77), <0,0001
ORR, n (%) 82,2% 50,0%
sCR 9(3,2) 2 (0,7
CR 35(12,5) 9(3,2)
VGPR 104 (37,0) 40 (144)
PR 83 (29,5) 88 (31,7)
OR (95% CI) &, tiun p°° 5,02 (3,35, 7,52), <0,001
DoR (pnveg)
AGuesoc® xpovog (95% CI)P 13,7 (10,94, 18,10) 10,94 (8,11, 14,78)
HRY (95% Cl) 0,76 (0,56, 1,02)

Btz =poprelopiumm, CI =ddotnuo epmotooitvng, CR =ahpng andkpion, DoR = didpketa andipiong, HR = oyetixd g kivduvog,
LD-Dex = de&apebalovn yopuniig ddong, OR =Adyogmbavomtov, ORR =1060610 cuvolikig amdkpiong, PFS=emiBinon yopiceéMén
g vocov, POM =rmopohdopidn, PR = pepikn andipion, sCR = andivtn minpng andkpion, VGPR =moid kadn pepkn amodkpion .

“H dudpeon tipn PasiCeton oty ektiunon Kaplan-Meier.

P 959% CI y1o T S1épeon T,

" Me Bdon 1o poviého avehoyuod kvdovov Cox.

% H i p PaciCetat og otpo patomomn pévy Sokpacio log-rank.

*0 Myogmibavotirwveival yio Pom+Btz+LD-Dex:Btz+LD-Dex.

°"H tyn p Baoiletoar og doxypacio CMH (Cochran-Mantel-Haenszel), 6t po potomom pévn kord niucia (<=75 évavti>75), Tponyod uevo
appd oynpaTov Kotd tov poedd potog (1 £vav >1) kot fta-2 pikpoopatpivy ot dtahoyn (< 3,5 mg/l évavu>3,5mg/l, <5,5 mg/l
évavti>5,5 mg/l).

H 516 peom ddpketa g Bepameiog tav 8,8 pnveg (12 kdxhor Bepaneing) oto okéhog Pom+Btz+LD-
Dex ka1 4,9 pniveg (7 worhot Bepamneiag) oto okéhog Btz+LD-Dex.

To mheovéxmua PES fitav mepiocdtepo ékdnho o€ acbeveig mov Edafav povo pio Tponyoduevn
ypouun Oepamneiag. e acBeveig mov EAafav 1 wponyoduevn ypaupr Kotd ToV LUEADUATOS, O OAIUEGOS
ypovoc ¢ PES fitav 20,73 unveg (95% CI: 15,11, 27,99) ot0 okéhog Pom + Btz + LD-Dex kot

11,63 pnveg (95% ClI: 7,52, 15,74) oto okéhog Btz + LD-Dex. Meimon tov kvddvou katd 46%
napatnpiOnke pe m Oepomeio Pom + Btz + LD-Dex (HR = 0,54, 95% ClI: 0,36, 0,82).
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Tympo 1. Xpovog empioong yo pig e£EMEN TS vooov cvppave pe v aSrordynon s IRAC na
v amokpion pe paon ta kprriprae IMWG (otpo patorompévn dokpocio Log Rank)
(2 BvopnogITT).

poa 1:POM+BTZ+LD-DEX
s an 2:BTZ+LD-DEX

Soppavra:: 1 =154,2=162

Logrank p-value =<.0001 (utiig katebBovong)

HR (1vs2) (95%Cl): 0.61(0.49,0.77)

KM duipeco og pives (95% Cl): 1 =11.20(9.66, 13.73)
2=7.10(5.88,848)
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00 | ApBudgAcbevavoe Kivovvo

PFS— Xpdvoganod tnv Tuyoronoinon (M1veg)
Amoxonn dedopévav:26 Okt 2017

H telua avaivon ya ™) cvvolikr| emBimon (OS), pe nuepopnvia amoxonng t 13" Maiov 2022
(d1apeon mepiodog mapakorovdnong 64,5 unvav), o didpecog xpovog OS amd Tig extunoelg Kaplan-
Meier ftov 35,6 urvec yio 1o okéhog Pom + Btz + LD-Dex kot 31,6 pnveg yio to okéhog Btz + LD-
Dex, HR = 0,94, 95% ClI: -0,77, 1,15, pe cuvolikd mocootd cuppaviwov 70,0%. H avdivon yio v
OS dgv TPooapUOCTNKE (G TPOG TOV GUVVTTOAOYICWO ETOUEVAOV BEPOTELDY TOL ANPONKAV.

Toualidouion oe oovovaouo e delousbalovy

H amoteieopatikdtnta Kot 0c@AAELN TNG TOROALOOUION G 6€ cLuVOLACUO [e TN de&auefalovn
a&loroynnkay og pio Oaong I, TolvkevTpiky, TUXAIOTOMUEVT], AVOIKTHC eEXtoripoveng puerétn (CC-
4047-MM-003), 6mov 1 Bepomeio TOLaAMSOUIdNG pe xaunin doom de&apedalovng (Pom+LD-Dex)
ovykpidnke pe povobepameio vyming 66omg de&apebalovng (HD-Dex) oe evilikeg acBeveic pe
VIOTPOTIALOV Kot avOEKTIKG TOAAQTTAS PLUEAMLLOL TTOL gl oV TTponyovuévag vtoPAndel oe Bepameia, ot
omoiot elyav AAPEL TOLAAYIGTOV dVO TPONYOVUEVH BEPATEVTIKA GYNLOTA, CUUTEPIAAUPAVOUEVTC TOGO
NG Aevadopiong 6co kot foptefopipmng kot eppavicay eEEMEN TG vOcov otnv teAgutaia Oepameio.
Yuvolka 455 acbBeveig eyypaenkav otn perét: 302 oto okéhog Pom+LD-Dex kot 153 oto oxéhog
HD-Dex. H mietoymeia tav acOevav ntav appeves (59%) kat Aevkot (79%), n didpeon niia yio to
GUVOAIKO TANOVGuO fTav 64 étn (EMdy., uéy.: 35, 87 ).

Y1ou¢ acbeveic oto okéhog Pom+LD-Dex yopnynonkav 4 mg and 6touaTog TORAASOUIING TG
nuépeg 1 émg 21 ke khkhov 28 nuepmv. H LD-Dex (40 mg) yopnynOnke dmaé nuepnoiog Tig
nuépeg 1, 8, 15 kar 22 gvdg kokhov 28 nuepav. ['a to okéhog HD-Dex,n de&apebalovn (40 mg)
yopnynonke arnaé nuepnoimg Tig nuépes 1 mc 4, 9 éwg 12 kot 17 €wng 20 evog KOKAoL 28 npepv.
AcBeveignlkiog > 75 etdv Eexivnoay Oepameia pe 20 mg de€apebalovng. H Bepaneio cuveyiotnke
€mg 6tov o1 acBeveig elyav e£EMEN TN vOGOL.

To TpOTEVOV KATAUANKTIKO OTUEIO OYETIKA LLE TNV OMOTEAECLLATIKOTITA NTOV 1 EXPi0oT ympic eEEMEN
Mg vocov ovppva e ta kprnpo IMWG. T tov ainbucpd pe tpdbeon Bepameiog (ITT), o
dudpecog xpovog PFS copgava pe v avackonnon anod tyv IRAC, pe faon ta kprmpio IMWG ftav
15,7 eBdopadec (95% CI: 13,0, 20,1) oto okérog Pom + LD-Dex. To ektipdpevo mocootd eniPinong
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26 fdopadmv xwpic cvppavra oy 3599% (£3,46%). 1o okéhog HD-Dex, o duapesog ypovog PES
nrav 8,0 efdopadeg (95% Cl: 7,0, 9,0), t0 ekTidpeVo m0c0oto emtPinonc 26 efdopdadmy xwpig
ovppavrontoav 12,15% (£3,63%).

H PFS a&tohoynOnie o€ 016.9p0peg GYETIKEG VTOOUASES: YEVOS, LAY, Katdotaon anddoong ECOG,
TOPAyovVTeES oTpMLaTOnoinong (nAkia, TAnfuopdg vocov, Tponyovpeves Bepaneieg katd Tov
LLEADUATOG [2, > 2]), emAey LEVEG TOPALETPOL TPOYVAOOTIKNG o Haciag (eninedo avapopdg g frta-
2 LIKPOGQALPIVIG, EMITEDO OVOPOPAG TNG AEVKOUATIVIG, VEQPPIKT SUGAEITOVPYIL 0VOPOPAS KOl
KUTTOPOYEVETIKOG KIVOUVOG) Kol GTnV EKDEGT] KOl TNV 0VTOYT GE TTPOTYOVUEVES Bepomeieg KaTd Tov
pvehopatog. AveEaptnta amd v a&lorloyoduevn vroopdada, 1 PFS ftav yevikd copeovn pe v PFS
7ov mapatnPnOnke otov TAnBuoud ITT yio apuedtepeg T1g opdoeg Oepameiec.

H PFS ovuvoyiletat otov [Mivaka 9y tov ainbuoud ITT. H kaprvin Kaplan-Meier yuo v PFS yia
tov TAnBuopd ITT mapéyetar oto Zynpa 2.

Mivakog 9. Xpovog emPimong ym pic e£EMEN TS vOooL cop@mve, pe v avackonnon s IRAC
ne paon ta kprepra IMWG (etpo potomomnpévny dokiposio Log Rank) (min6vopog I TT)

Pom+LD-Dex HD-Dex
(N=302) (N=153)
EnBioon yopig e£€MEn g vooov (PFS), N 302 (100,0) 153 (100,0)
Aoyokpifnkav (Censored), n (%) 138 (45,7) 50 (32,7)
EEEMEN ¢ vooou/Odvatoc, N (%) 164 (54,3) 103 (67,3)
Xpovog emPimong yopic e£EEMEN TG vocov (eBdopddES)
Aldpeon® 15,7 8,0
Autiig korevbovong 95%CIP [13,0, 20,1] [7,0, 9,0]
Yyetikog kivovvog (Pom+LD-Dex:HD-Dex) 0,45 [0,35,0,59]
S katevbuvong 95% CIY
Twn P Soxipociog Log-Rank duting katevbuvonc® <0,001

Enpeioon: Cl=didompa epmotoovwng, IRAC=AveEdptnm Entompoviki Enttpom) A&ordynong, NE =Mn a&ohoynoyo.

*H 8idpeon tipn Pasietor oy extiunon Kaplan-Meier.

P 959% 1ot e epmMOTOCHVIG OXETIKG e TO BLdpEsO POV emBinong xwpic eEEMEN TS VOGO.

" Me Bdon 1o poveého averoykod kivdhvov COX Tov GLYKPIVEL TIC GLVOPTHGELS KIVEUVOL TToL oyeTilovTaL pe TG OEpumeEnTIKES O LAdES,

oTpw paTomom péves katd nAtkio (<75 évavt>75), minbuopd voowv (avhektikd 660 og Aevahdopion 6co kot og Boprelopipmn évav un
avOEKTIKOD GE AUPOTEPES TIG SPOOTIKES OVGLEC) KoL TPOTYOL peEVO aptBpd Oepameiog kot Tov puehdporog (=2 évavt>2).

® H tym p Poosiletat og otpm potomompévn Soktpacio log-rank pe Tovg id10v¢ mopdyovr e 6TpopaTonoinong 6mmg 1o mapomive poviého COX.
Amoxonn dedopévav:07 Zer 2012

Tympo 2. Xpovog emfinong ym pic eEEMEN g vocov copmva pue v avacskomon s IRAC pe
paon ta kprripra IMWG (etpm patomompévny dokipasio Log Rank) (min0vepog ITT)
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POM + LD-DEX évavut HD-DEX
Logrank p-value =<0,001 (duthig katevbuvong)
HR (95% Cl) 0,45 (0,35, 0,59)



Amoxonn dedopévav: 07 Xer 2012

H ocvvoii) emPioon rav to foacikd devtepehov KATAANKTIKO onueio TG LEAETNC. ZuvoAkd 226
(74,8%) amod toug acBeveig oe Pom + LD-Dex ko 95 (62,1%) tov acBevav oe HD-Dexntav
Covtavol v nuepounvia amokong (07 Xex 2012). O dudpecog ypovog OS and tig extipmoeig Kaplan-
Meier dev &yel emitevydei yia to okéhog Pom + LD-DexX, aAlé avapévetot vo, Eivot TOVAGYLeTOV

48 gBdoudadeg, mov givar o Kortadtepo 6pto tov 95% CI. O didpecog ypovog OS yia to oxéhog HD-Dex
Nrav 34 efdopddeg (95% ClI: 23,4, 39,9). To mocoot6 1 £Tovg Ywpic cvpPavta frav 52,6% (+ 5,72%)
v to okéhog Pom + LD-Dex kat 28,4% (£ 7,51%) vy 1o okéhog HD-Dex. H dwapopd ot cuvoikm
eniPimon peta&d tmv dHo okeldv Bepaneiog tav otatiotikd onuavtiky (P < 0,001).

H ocvvolkn emiBioon cuvoyileton otov ITivaka 10 yio tov 7An6voud ITT. H kapndin Kaplan-Meier
Yo T GUVOoAIKT| emiPimon Yo tov TANBuopo ITT mapéyetal oto Zynpa 3.

Me Bdion To 0moTEAEGLOTO AUPOTEP®V TV KATOANKTIKOV onpeiov PFS kot cuvolikng emiPioong, 1
Emurponn [HoaparxoroBnong Aedopévmv mTov cuetdOnke yio ovth T LEAETN GUVEGTIGE VOl
ohorAnpwdel N perétn ko ot acBeveig 610 oxéhog HD-Dex va nepdoovy oto okéhog Pom + LD-Dex.

[Mivakag 10. Zvvoiu| emiPioon: [TAnbvopog ITT

Pom+LD-Dex HD-Dex
YTUTIGTIKY (N=302) (N=153)
N 302 (100,0) 153 (100,0)
AoyokpiOnkav n (%) 226 (74,8) 95 (62,1)
(Censored)
Anefionoov n (%) 76 (25,2) 58 (37,9)
Xpoévog emPimong Adpecog” NE 34,0
(eBdopadeg)
AutAig korevbovong 95%CIP [48,1, NE] [23,4, 39,9]
Zyetikog kivovvog (Pom+LD-Dex:HD-Dex) 0,53[ 0,37, 0,74]
[SumAng koTevBuvong 95% CI7]
Ty P dokipaciog Log-Rank duting <0,001
Katevbuvong®

Xnpeimon: Cl=Awdotnuo epmictoovvng. NE =Mn a&loAoynotpo.

“H duapeon tun PasiCetar oty extiunon Kaplan-Meier.

P 959% SidoTn e EPMOTOGHVIG OXETIKG J1E TO SLELIESO GUVOALKS Y PpOVO ETLBimoTC.

" Me Béon to poviého avohoytkod kivdvvov COX 1o 0moio GUYKPIVEL TIG GUVIPTTICELS KVEH VOV, oV oYeTILoVTaL [E TIG MKLAKES OHABES.
® H tym p Poociletat og pm otpm potorompévo Sokipacia log-rank.

Amoxonn dedopévav:07 Xer 2012
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Yympa 3: Kapnoin Kaplan-Meier suvoluig empioong (minOvopog ITT)
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Logrank p-value =< 0,001 (duthig kotevBuvonc)
02 HR (95% CI) 0,53 (0,37,0,74)
* KM S16peco POM+LD-DEX=NE [48,1 NE]
KM &i14peco HD-DEX=34,0[23,4, 39,9]
Svpupavra: POM+LD-DEX=75/284 HD-DEX=56/139
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Amokoniy: 07 Xen2012 Zovohud empiwon (epoopdde)

owdwazpukodc tAnBovouoc

Ye o Daong 1, Lovov 6KELOVG, OVOIKTIG EXIOTLLOVONG LEAETN KAILAK®OONG TG 000NG, 1| LEYIOTN
avektn 6oon (MTD) 1/xaim cuvietopevn 66on @dong 2 (RP2D) tng mopalidoptions o€ TaidiaTptkong
acBeveic kabopiotnke o 2,6 mg/m?/muépa, yopnyovuevn amd otdpatog v Huépa 1 éoc v Huépa
21 evog emavalapPoavopevov khkhov 28 nuepav.

Aegv xatadeiyOnke omotelespotikdtnTo 6T PAoNG 2, TOAVKEVTPIKTY, OVOIKTHG EXICT|LLOVOTG LEAETN
TOPAAANA®Y opddwy, N ool d1eENyOn oe 52 madrotpikovg acbeveic vid Oepaneio e TopaAOOUION,
nAiog 4 émc 18 etmv pe vrotpomidlov 1 eEgMocdpevo yAoiopo vymAod Babpod kokonbelag,
puehofAdoTopo, ErevOLpmpe 1 YAolmpa eykepaiikod oteréyovg (DIPG) pe mpotonadn torobesio
070 KeVIpKd vevpikd couotnpa (KNZ).

Yt perétn @aong 2, o€ 6v0 aobeveic otnv opdda yAoltdpuatog vymAol Baduod kakoneiag (N=19)
emtevyOnke avtamokpion omwg opiletal amd 10 TPOTOKOALO. X £vay amd avToDE TOVG 0GOEVEIC
emtedyOnke pepucny avramokpion (PR) kot otov dAho acBevr| emitedydnke pokpoypodvia otabdepn
v660g (SD), N ool katéAn&e o€ T0G0GTO OVTIKELUEVIKNG avTomokplong (OR) kot poakpoypdviag SD
mg taéng tov 10,5% (95% Cl: 1,3, 33,1). Ze évav acbevn oty opdda enevévuopotos (N=9)
emtevyOnke poxpoypdvia SD n onoia katédn&e o moocootd OR ko pakpoypdviag SD tng tdéng tov
11,1% (95% CI: 0,3, 48,2). Agv mapatnprinke enifeforopévn OR 1 pokpoypovia SD og
0molovVONTOTE 0o TOVG 0E10A0YNGUOVE O.GOEVEL £iTE GTNV OUASH YAOLDOUOTOG EYKEPAAKOD GTEAEYOVG
(DIPG) (N=9) &ite otnv opdda pvehopractopatoc (N=9). Kapio amd t1¢ 4 mopdAAnAieg opnddes mov
a&loroynOnkay o avt T perétn Odong 2 dev TANPOHoE TO TPMTEVOV KATOANKTIKO oMelo Tov
TOGOGTOV OVTIKELLEVIKIG AVTOTOKPLONG 1] LOKPOYPOVING OTAOEPTG VOGOV.

To cuvolkd TPOPIA ACPAAELNG TNG TOLAAMIOUIONG 08 TOdTPIKODG AoBEVEIG NTAV CUVETEG LLE TO
YV@oTo TPoeik aceaielog oe eviiikes. Ot mapapetpot pappokokvntikig (PK) a&roroynbnkay og o
ohorAnpopévn avaivon OK tev peretov @dong 1 kot Ddong 2 kot dtamiotddnie 0tL dev Exovv
OTMOAVTIKY S10popdt 0o 0VTEC TTOL TTapaTPNONKaY 6€ evijlikovg acBevels (BA. mTapdypapo 5.2).

5.2  @appokokivnTIKES 1016TTES

Amoppoonon

H mopaidopidn amoppo@drtal pe tn Héy1ot ovykévpwon TAAGHOTOS (Crey) va gpeaviletal peta&d 2
Kot 3 @p@v Kot aroppopatal Kotd TovAdytotov 73% petd amd otopatoc yopnynomn eearnos ddong. H
ovotnuiky éxBeon (AUC) o€ TopaAdopion avEAveL TepImov yPoUIKE Kol avVOAOYIKE e TIG 0vENGELS

29



oTN 000M. Metd amd ToAATAEG dOGELC, 1) TOLOALOOUIdN €Yl TOo0GTO Guacmpevong 27 éwg 31% oty
AUC.

H ovyyopnynon padi pe éva yeopo voymAd og AMmog kot vymAo og Beppideg perwvet 1o fabpd
ATOPPOPMOTG, 0O YDVTAG GE Lo eion Tepimov 27% ot uéon Péylotr cvykEVTP®OT| Crax TOVL
TAAGLOTOG OAAG ExEl EMAY1OTY EMIOPAOT) GTO GUVOAKS Babud amoppdenong ne 8% ueiwon ot péon
mePLoYN KAt amd v kapmoAn (AUC). Erouévmg, n mopoiidopidn pmopei va yopnyndet aveEdpmra
amd TV TPOSANYN TPOPTG.

Koatavoun

H mopaAdopion £xet péoo govouevo oyko katavoung (Vd/F) peta&d 62 kot 138 L o otabepn
Kkatdotoon. H TopaAldopuion KaTtavEUETOL GTO GEPLO VYDV OTOUWY G GVYKEVTPWOON TTEPiTov 67%
TOV EMIMEOOL TAAGLOTOG O€ 4 dPeg LT TN 000 (TEPITOL Tay) LETA 0o 4 NUEPES YOPNYNONG dOGNG
amaé nuepnoiong twv 2 mg. H in vitro 6£6peuon tov eVOVTIOUEPDOV TNG TOUOAMIOIOING OTIC TPMTEIVEG
T0V avOpmmvov Thdcpatog kopaivetot omd 12% g 44% Kat dev e€aptdTol amd T GLYKEVTPOOT).

Buouetaoynuotiopndc

H mopoAtdopion givoil to Koplo cuoTatiko Tov kukhopopel (mepimov 70% tng padievépyelog
TAMGopatog) in ViVo o€ vy dropo mov éEdapav po epana and otdpatog d6on [ Cl-mopodopiong
(2 mg). Aev vrnpyav petaforites oe >10% o oxéon e TN UNTPLKN 7 TV OAIKT POSIEVEPYELL GTO
TAQG L.

Ot xOpieg petafoitkég 0001 amoPailopevng padievépyelag sivot vopoLuAimon e emakoiovin
yAhovkovpovidimon 1 vdpoérvon. In vitro, o CYPL1A2 kot CYP3A4 tavtonombnkay mg to kopia
évQopo Tov EvEYOVTOL GTNV VOPOEVAIMGOT) TNG TOpaALdOLIdNG HEG® Tov CY P, pe Tpodcbetn eAdyiotn
ovpforn tov CYP2C19 kot tov CYP2D6. H mopaidoption sivar eriong éva vtdotpmpa e P-
yYAvKompwTEivNg In Vitro. H cuyyoprynon mopaidopiong pe ketokovaloin, Evay 1oyvpo avacTtoréo
tov CYP3A4/5 xar g P-gp, 1 ne xapPapalenivn ioyvpd enaywyéo tov CYP3A4/S dev giye kKMvikag
oNUaVTIKY ETidpacn otV £kBeomn oe mopadopion. H cuyyopnynon erovPosapivng, evog ioyvpon
avaotoréa Tov CYPLA2 pe mopaiidopion, mapovcio ketokovaloing avénoe m puéon £kbeon oe
nopaAdopidn katd 107% pe ddotnpa epmictooivng 90% [91% éwg 124%] o cbykpiomn pe
TOHOASOUIdN pall pe ketokovaloan. Xe o devtepn AT yia v a&10A6yn o TG GUUPOANG TNG
povoBepameiog evog avaotoréa tov CYPLA2 6 aAlayéc Tov petafoAaov, 1) GUYYXopyNon
povoBepameiag rovpfolapivng pali pe mopaiidopion avEnoce ) péon £kbecn o TOUOAMIOUION KoTd
125% pe dudotnua epmiotosvvng 90% [98% éwg 157%] oe ouykpion pe ™ povobepomeia e
mopoAdouidn. Edv woyvpol avactoreic tov CYPLA2 (1.y. curpopro&acivn, evo&acivn kot
@AovPBoaytivn) cuyyopnyovvTol Le TOROASOUION, LewoTe T dO0T TG TopaAdopuiong katd 50%. H
YLOPNYTON TOLOALOOUIONG GE KATVIOTES, LLE YVAOOTY| TNV EXay®@yN TG 16opopens tov CYP1A2 and 1o
KOTVIGLLO KOTTVOD, 3V €lXE KAMVIKG OMLLOVTIKY EXiOpact oty Ekbeom o€ Topoidopidn oe chykpion
He TNV ékBeom 6€ TOUAASOWIdN TOV TOPUTNPNONKE GE PN KATVIOTEC.

Me Baon to in Vitro dedopéva, 1 TOpaAMSOUIdN dev ival avaoTOAENS 1) XAy ®YEUC TV 160EVEDUMVY
P-450 kutoypdurotog Kot Ogv oVOOTEAAEL KOVEVAY OTTO TOLG LETAPOPEIC POPUAKOD TOL LEAETHONKOV.
KAvikd oyetikéc aAAnAemidpacelg dev avaEVovTol 0TV 1) TOLAAOOUIdN GuyyopryEiTal Le
VIOGTPOLLOTO CVTMV TOV 00MV.

AmoBoin

H mopoidopion amwofarretal pe diapueso ypdvo nuilmnc mAdopatog mepimov 9,5 wpdv og vy dropa
Ko TePimov 7,5 wpdwv o€ acbeveig pe morhamAid puéhopa. H mopaiidopion &xet péon odua| kadBapon
(CL/F) mepimov 7-10 L/dpa.

Metd and epdma& yopnynon and tov otopatog [ Cl-ropaidoniong (2 mg) o vy droua, Tepimov

73% won 15% g padievepyod d6omg amofAndnke ota ovpa Kol To KOTPOVA, AVTIGTOLY, LE TEPITOL
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2% a1 8% TOL YOPNYOVUEVOL PadIEVEPYOV AvOpaKa VA, TOBAAAETAL (O TOLAALOOUION GTO 0VPOL Ko
T KOTPALVOL.

H mopaidopidn petaforileton eKTevme TPy amd TNV OTEKKPLOT|, LE TOVG TPOKOTTOVTEG LETAPOAITEG
va arofairovtorl kuping ota ovpa. Ot 3 koplol petaforiteg ota ovpa (mov oynuotifoviot pécw
VOPOAVONC 1 VOPOELAIONC Le emakdiovdn YAovkovpovidiwen) evBovovtor Yo wepimov 23%, 17%
Kot 12%, avtiotorya, Tng 060M¢ oT0 00POL.

Ore&aptmpevor amd to CYP petaforiteg evbovovtar yia mepimov 43% g oA g amoPaiidpevng
padievépyelag, eva ot pn e&aptmpevor omd to CY P vdporvtikoi petaforiteg evdivovrat yia to 25%,
Ko 1 0o oAn tng opUeTAPANTNG TOopoAdopidNg evBviveTar yia To 10% (2% oto 0Opa kot 8% ota
KOTpOvVaL).

Dopuoxokvntikiy TAnfvcuod (PK)

Me Bdon ™ OK avéivon TAnBuc o o xpnoiponolel Eva LovTEAo dV0 SLOUEPIGLATMOV, VY1 dTop
Kot acbeveic pe TIM giyav ovykpioyun eawvopevn kabapon (CL/F) kot povopevo kevipikd 6yko
kotovoung (V./F). Le mepipepikoig 16006, 1| TOUAALOOWISN TPooeAN@ON Kot TpoTiunomn amd GyKovg
ue eoavouevn kabapon meprpeptkng korrovoung (Q/F) kot @aivopevo Teptpeptkd dyko Katavoung
(V3/F) 3,7 ko 8 popéc vymAdtepa, avtictorya, amd 0,11 6& EKEIVO TV VYLDV ATOUMV.

Howdwazpukde tAnbovoudc

Metd amd o Lovi| amd oTOUOTog 00T TNG TOUAASOUIONC GE oS8 Kol VEAPODS EVAMIKES e
vrotpontalovta 1| E£EMEGOUEVO TPOTOTAON OYKO EYKEPAAOV, O SIAUESOS Tk NTOV 2 £0C 4 MPEG UETA
N 6001 Kal AVTIGTOY(0VoE O€ TIHEG YEMUETPIKOV UEGOVL Crayx (CV %) tng TaENG TOL 74.8 (59,4%), 79,2
(51,7%) xan 104 (18,3%) ng/mL ot enineda S0ong 1,9, 2,6 kot 3,4 mg/m?, avtictoya. Ot AUC 4
Kot AUC in¢ 0k0A0DON GOV TOpOLLOLES TACELS, LLE TN GLVOMKY £kBeoT oTo €0pog TV Tepimov 700 Emg
800 h-ng/mL o1ig pukpdtepeg 2 d6c¢€1g kat tav wepimov 1200 h-ng/mL otnv vymin doom. Ot
EKTIUNGELG TOV YPpSvoL NUIL®NE TV GTO EVPOS TV TEPITOL 5 £wg 7 @pdV. Agv VINPYAV GAPEIS
TAGELG OTOO0TEEG GTT| GTPOLATOTOINGT] KATA NAKioL Kol T ¥ pron otepoedav otnv MTD.

SUVOMKA, Ta. dedopéva, cuviaTody 0Tt 11 AUC anénbnike oyeddv avaroyikd pe tnv advEnomn e d6omg
NG TOUOMSOUIONG, evd 1 aOENGT) TNE Crrax MTAV YEVIKE AYOTEPO OO OVOAOYIKT).

H @oppokokivnti g TopaAldopiong HETA amd YopryOLHEVT amd GTOUATOG 860 emtnédov 1,9
mg/m2/muépa £mg 3.4 mg/m?/muépa kabopiotnke oe 70 acbeveic nlikiag 4 £mg 20 etd@v og

ohoKAN poOpéVT avaivon perétng @aong 1 kot @dong 2 6€ vToTPOmIAlovTES Kot EEEMGGOUEVOVG
OO0 TPIKOVS GYKOLG EYKEPAAOL. Ta TPo@iA cUYKEVTP®ONG-XPOVOL TNG TOUAAIOOUIONG TEPLY PAPT|COY
EMOPKDG LE EVOL LOVOIIUUEPIGLOTIKO LovTELO DK e amoppdenon Kot amofoin Tpmtng tdénc. H
TTOLLOALOOUION eMEDEIEE VPO UUIKT Kol Y poviKd opueTapfAntn OK pe pétpio petapintomra. Ot
avtimpoconevtikeg TwéS Twv CL/F, VC/F, Ka, xpovov vetépnong g mopoidopiong nrov 3,94 L/h,
430 L, 1,45 h! ka1 0454 h, avtictoo. O xpdvog nulmng TeMKNG amoBOoANRG TG TOHAASOUdNG fTay
7,33 wpeg. Extog amd v enpdveln oopatog (BSA), kapio omd t1g e&egraldpeveg cuppetafAntég
ovumeptAapPavouévng e nAkiog kot Tov evAov dev giyav enidpaon oty K g mopodopione. Av
kot 1 BSA mpocdiopictnke og pio otatiotikd onuavtiki ovppetapint tov CL/F ko VE/F g
TopoAdopidng, n exidpaocn g BSA otic mapapérpovg Exbeong de Bempnbnke hvikd cuvaeng.
Ievika, dev vapyetl onpoavtikn dapopd oty K tng mopaldopiong peta&d Tmv Toididv Ko TV
EVIIMK@V 0G0EVAV.

HAuuaouévot

Bdostl pappokokivntikev ovaiboemny TANBueod og vy dtoua Kot acteveic pe TOAATAO LUEAMLLOL,
dev mapatnpnOnke onuavtikn enidpaon g niwkiog (19-83 £mn) omnv amd tov oTéHATOG KABOPON TNG
TOHOAOOUIONG. Xe KAMVIKEG HEAETEC, OeV oot ONKE Tpocapoyn 00N o NAKIOUEVOLG (AtKiag

> 65 gtav) aobeveig ektebelévong oty mopaAdopion (BA. Tapdypoapo 4.2).
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Neoppkn dvciettovpyio

Ot avoAVGELG PAPLAKOKIVI TIKAG TATBUG LoV £3€1E0V OTL 0L PUPLLOKOKIVI TIKES TOPALETPOL TNG
TOUOAOOUIONG DEV EXNPEACTIKAY OTLLOVTIKG 6€ a.c0eVELG e veppikh ducheitovpyia (opiletar amd v
KABopoN KPEATIVIVIIG 1) TOV EKTILAOMIEVO pLOUO oelpopaTikng dmdnong [eGFR]) og ovykpion pe
acBeveic pe uotoroykn veepikn Aettovpyia (CrCl> 60 ml/ientd). H péon xavovikoromuévn ékbeon
AUC o¢ mopodopion rav 98,2% pe diotnpa epmiotocuvng 90% [77,4% €mc 120,6%] o aobeveig
He pétpra vepptkn dvsiertovpyia (EGFR >30 mg <45 mlfkento/1,73 m?) oe chykpion pe acbeveic pe
QLololoy K veppikn Aettovpyia. H péon kavovikomompévn éxbeon AUC oe mopaidopion nrov
100,2% pe didotnpa spmictoovving 90% [79,7% éwg 127,0%] o€ acbeveig pe cofapn veppikm
duoiettovpyio Tov dev amartovv apokadapon (CrCl <30 | eGFR <30 ml/Aentd/1,73 m?) oe
ovyKplon pe acbeveig pe puotodoyikn veppikn Asttovpyio. H péon kavovikomompévn ékbeon AUC oe
TOpOASopdN avénnke katd 35,8% pe diotnua epumiotooivng 90% [7,5% éwg 70,0%] ot aocBeveic
ue copapn veppikn ducAetrtovpyio Tov arnartovv opokdBapon (CrCl< 30mlAentd mov amortel
apokabopon) o€ GUYKplon pe acheveic pe uololoykn veppiky Asttovpyia. Ot péoeg adllayéc oty
ékbeomn og mopaMdopidn o€ kabepio amd aVTES TIG OPAdEG VEQPIKTG SUGAEITOVPYiNG dEV £lval TETOLOL
HEeY£€00VC TOV VO, ATTALTOVV TPOCAPHOYES TNG dOCTC.

Hrotwm dvoiettovpyia,

O1 QapHLOKOKIVI TIKES TOPALETPOL PLETAPANONKAY peTping o€ aoOevels e NTaTik) SucAgiTovpyia
(6mwg opiletar and ta kprripla katd Child-Pugh) oe cuykpion pe ta vyn dropa. H péon éxbeon oe
TopaALdOpIdN avENOnke katd 51% pe drbotpa epmiotoodivig 90% [9% Emg 110%] oe acbeveig pe
N7 NTATIKY SVGAEITOVPYia o€ GUYKPLoT e To vy dtopa. H péon ékbeon o€ mopaiidopion
avéNOnke katd 58% e ddotnpa sumictootvig 90% [13% g 119%] o€ aoBeveig pe pétplo nTatikn
dvoiettovpyia o oUyKplon He Ta vym atopo. H péon ékbeon oe mopaAidopion avéndnke katd 72%
pe dtdotnpa epumiotooivng 90% [24% émc 138% ] oe aobeveig pe coPapn nratiki SuvcAeitovpyia oe
oVvyKplon pe ta vyw) dtopa. To péyebog Tmv pécwv avEnoemv otnv £kBeor o€ TopaAdoLidN 6
KoBepio amd avutég T1g opAdEG SUGAEITOVPYING OEV EIVOL TETOLO TOL VO, OTOLTOVVTOL TPOGOPHUOYEG GTO
npoypoppo 1 ™ 06om (BA. mapdypago 4.2).

5.3 Ipoxivika dedopéva yro TV ac@diera

To&woloywcéc perérec smavaroovouevay d0cemv

Y emipvec, n Ypovio. yoprynon mopoidopiong og docels 50, 250 kot 1000 mg/kgmuépo yio 6 punveg
NTov KoAd avekt. Agv Tapatnpridnkay aver®dunta svpnuata og dooelg éng 1000 mg/kg/muépa
(175mAGo1a avaroyio ExBeong oe oxéon pe TNV KAvikn 66on 4 mg).

e mBnKovg, N TopaAdouidn a&loroynnke og peAéTeg emavarapuBavOopreVC OO SLAPKELNG

9 unvav. Xe autéc Tig perétec, oL midnkol £del&av peyodlvtepn gvoiodnoio oTiG ETOPACELS TNG
TOHOAOOUIONG o€ oyYéom pe Tovg emipveg. Ot KOPLEg TOEIKOTNTEG TOL TAPATIPNONKAY GE TIOKOVS
oyetilovTay e TO OUOTOUTIKO/AEUPOSIKTVMTO GUGTIUO. TNV 9 unvav pedétn og Tihnkoug pe
dooeig 0,05, 0,1 kar 1 mg/kgmuépa, Tapotnpndnke voonpdta Kot Tpdipun evbavacio 6 {bwv ot
d6om 1 mg/kgmuépa kat omoddONKay 6& AVOGOKUTAGTUATIKEG EMLOPACELS (GTOPVAOKOKKIKT] AOTH®EN,
LLEIOUEVO, AELPOKVTTOPO TEPLPEPIKOV ALLLLOTOC, XPOVIO PAEYLLOVT] TOV TTAXE0G EVIEPOL, IGTOAOYIKN
Aeppoeldn EAAEyYT kot vtokuTTapoPpifela Tov PVEAOD TV 00TMV) GE VYNAES EKBECELC
TopoAdopidng (15thdoia avaroyia EkBeong oe oxéon e TV KAvik 66om 4 mg). Avtég ot
OVOGOKOTOOTUATIKEG EMIOPACELS 001 YOOV O TPMIUTN gvBavacia 4 TBNKoV AOY® KOKAG KATAGTUONG
g vyeiag (Ldopn KOmpava, avopeéia, LEIOUEVT TPOCANYN TPOPT|G Kol amtdAEL. Bdpovg). H
totonaforoy k] aEloAdYNo aVTOY TV (OoV E0E1EE ¥ POVIO. PAEYLOVT] TOV TTOXE0G EVIEPOL KOl
ATPOQIC A0 VAV TOL AETTOV EVTEPOL. LTAPVAOKOKKIKN AOiwEn Tapatnpndnke o 4 mbnkovc. Amo
avtd ta Lo 3 avramokpifnkav otnv avtiflotik) Oepaneio ko 1 anefinoe ympic Oepameio.
Eminpdobeta, evprjpata mwov tavtifovtan pe o&glo puehoyevi Asvyaipio odryncav og evdavacio

1 mBnov. O1 KMVIKES TOPOTPNOELS Kol 01 KAMVIKEG TABOAOYIKES OAAOIDOELG 1] KO 0L GALOLDOELS TOL
HVEALOD TV 0GTMV TOL TopATNPNONKAY 68 0vTo TO (DO GLUE®VOLV HE AvOcoKaTAGTOAN. EAdyiotn 1
N0 VITEPTANGIO YOANPOPWV TOPwV e oyeTilopeves avénoelg tov ALP kot GGT mapatnpndnkov
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eniong oe 60omn 1 mg/kgmuépa. H a&lodynon tov {dov mov avékapuyoy £6e1Ee OTL OAL TOL GYETIKA LE
1 Bepameio suprpoTa NTOV OVaoTPEYLLA LETE amd 8 BdopAdE] SOKOTNG TG OO0TG, EKTOG OO TNV
VIEPTANGIO TV EVOONTATIKMV YOANQOp®Y TOP®V ToL TTapatnpnOnke og 1 (o otnv opdda d6omg

1 mg/kgmuépa. To avdrato eninedo 6To omoio dev mapotnpndnkay averbounteg evépyeteg (NOAEL)
nrav 0,1 mg/kgmpépa (0,5tAdoio avaroyio ékbeong oe oyéon pe v KAvikn 60om 4 mg).

I'ovoto&kdTnTa/KopKvoyEVEST

H mopaidopidn dev fitav petarrla&oyovog 6€ Tposdlopioog HeTaAAGEewy Baxtnpimy Kot
ONAOCTIKOV KOl OEV TPOKAAESE Y POUOCOUKEG AVOUOAMEG GE AVOPOTIVO AEUPOKVTTAPA TEPLPEPIKOD
QlLLOTOC 1] GYMIOTICUO LIKPOTUPNIV®Y GE TOAVYPOWOTIKG EpUOPOKVTTOPN GTO LVEAD TOV OGTOV GE
enipveg 6TOVG 0moiovg yopnyntnkav ddcelg g 2000 mg/kg/muépa. Meréteg KopKvoyovov dpaong
dev &yovv de€aryOel.

Tovwwotnto kot Tpown euBpuikn avamtuén

g [ol LEAETN YOVILOTNTOG KOl TPMUNG EUPPVIKNAG AvATTUENC OE EMIUVEG, 1] TOUAALSOLLION
xopnynOnke oe dppeveg kot OAelg og dooelg 25, 250 ko 1000 mg/kg/muépa. H e€étoon g untpog
v Huépa 13 g Kimong katédeiée o peiwon otov uéso aptuod frociumy epufpdov Kot po
avéNon oTNV ATOAELD LETA TNV ELPVTEVGT GE OAM TO emtimeda d0cews. Emopévag, to NOAEL vy
AVTEG TIG TapaL T POVEVES emdpaoelg NTav < 25 mg/kgmuépa (n AUC4, NTav 39960 ngeh/mL
(vovoypoppdapioe ®pa/IAMocTOMTPO,) GE AVTH TN YOUNAITEPT) HOGT TOV SOKIUAGTNKE KOl 1) AVOAOYio
ékBeong NTav 99thdoia og oyéon e pio kKaviky d6om 4 mg). Otav ta apoevikd Tov vtofAndnkay og
Oepomeia oe avtn T perétn Levydpacav e OnAvkd mov dev vrofAndnkav oe Bepaneio, OAeg o
TOPALETPOL TNG UWTPOG NTOV CUYKPICIUES LE ToVg LapTupes. Me fdon autd To amoteAEs LT, OL
TOPOTN POVLEVEG EMOPACELG amodidovTay otr Bepaneio Tamv OnAéwy.

Avémtuén sufpvov

H mopaidopidn Ppébnke 6tL TV TEpATOYOVOG TOGO GE OPOVPAIONG OGO Kol G KOVIKAOVG OTaY
yopnynOnke v mepiodo g peilovog opyavoyéveonc. Ltn HeAET ToSIKOTNTAG avATTUENG EUPPVOL GE
emipeg, mapatnpnnkav avopoiies amovsiog ovpodoyov KHGTNG, Arovcing Bupeoeldodc adéva kot
GULYKOAANONG KOl KOKNG EVOVYPAUIIOTG 0GQUIKMY Kol BOpakikdv 6TovOLVAKOV oTotyelmv (KEVTPIKA
1M Kot vevupikd 10&0) oe Oha ta emineda dooewg (25, 250 kot 1000 mg/kg/mpépa,).

Agv mopotnprOnke toEikoTTa Yo T untépa o€ avtn ) puerét. Eropévag, o untpucd NOAEL ftav
1000 mg/kgmuépa kot to NOAEL yia avartvuéokn toékomra nrav < 25 mg/kgmuépa (n AUC,4n
nrav 34340 ngsh/mL v Huépa 17 g Kdnong o€ avtr ) xapuniotepn 6661 mov SOKIUAGTNKE KOt 1)
avaloyia €kBeong Ntav 85TAdcia og oxéon He o KAk 06om 4 mg). e kovikAovg, 1) TopaAldopion
o€ d6oelg mov kupaivovtol amd 10 £og 250 mg/kg mpokdiesay avopaiies oty avamxtoén uppvov-
KUNLOTOG. AVENUEVES KOPOLOKEG AVOLOALEG TOpO TP ONKOY 08 OAES TIC HOGELG LLE ONUOVTIKES
avénoeig ota 250 mg/kgmuépa. Xt 100 kot 250 mg/kgmuépa, vmpyov eEAa@pLéc avénoeig oty
OTTOAELO LETE TNV EUPVTEVCT KOl EAAPPLEG LELDGELS OTO COLOTIKA Bapn Tov eufpdmv. Xta

250 mg/kgmuépa, ot eufpuikéc avopolies mepteddupfovay avopaiies akpov (KEKOUUEVO KON
TEPIOTPAUUEVO TPOGOLN 1) Ko omticOia dKpa, U TPOSAPTNUEVO 1 AmtdV OAKTVAO) Kal oY ETILOUEVES
OKEAETIKEG OVOUOALEG (1] OGTEOTOUEVO LETOKAPTIO, KOKT EVOUYPAUIIOT] QAANYYOS KOt
LLETOKOPTION, ATOVGI0 SAKTVAOD, U1 OGTEOTOMUEVT] ALY YO Kot Bpayeia |1 ooTEOmOMUEVN N
KEKOLILEVT] KVIUN), LETPLAL S1ATAI0T]) TNE TAAY10,G KOWAING TOL EYKEPAAOV, U1 UGIOAOY1KT| B0 TNG
0e€16.6 voKAEidIog apTNPiaG, OTOVGIo EVOIGUEGOV TVELIOVIKOD A0B0D, YaunAr 8Eon veppoo,
OAAOLOUEVT] LOPPOAOYIO NTTATOG, OTEAMS OCTEOMOUUEVT] TVEAOG 1] [11] OGTEOTOUUEVT] TVEAOG,
avENUEvog HEcoC 6pog LITEPAPIOLMY OOPUKIKDY TAELPMY Kol LEIOIEVOS LECOC OPOC OGTEOTOINGNG
Tapcod. EAappid peimon oty avénon copatikod fApovg g UNTéPas, ONILOVTIKY LEI®MOT oTa
TPLYAUKEPIOIN KOl OMUOVTIKY] LEImON 6TO amOAVTO Kol oYETIKO PApog omAnvog mapatnprnkoy ota
100 a1 250 mg/kgmuépa. To untpikdé NOAEL vjtav 10 mg/kg/mpépa kot to NOAEL yuo v
avamtuén frav <10 mg/kgmuépa (n AUC,4n fitav 418 ngeh/mL v Huépa g Kdnong 19 og avti
younAdTepn 0601 TOL SOKIUAGTNKE, 1) 0oL 1TOV TOPOUOLN e EKETVN TTOL EANEON 0o o KAMviK)
doom 4 mg).
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6. @®APMAKEYTIKEXIIAHPO®OPIEX
6.1 Kotdloyogekdoymv

Ilepieyouevo Konyokiov

Kvttapivn, pikpokpuotailikn
MoaAtodeETpivn
YTE0TUAOPOVHLOPIKO VATPLO

K& veoc kawakiov

Pomalidomide Accord 1 mg oxAnpd koydkio:
Zehativn

A10&gidio Tov TrTaviov (E171)

O&eidro tov Gdnpov kitpvo (E172)

0&gidio Tov cdMpov kokkvo (E172)

Pomalidomide Accord 2 mg oxAnpd koydkio:
Zehativn

A10&gidio Tov Titaviov (E171)

O&eidro tov o1dnpov kitpvo (E172)

0&gid10 Tov G1dMpov kokkvo (E172)

Pomalidomide Accord 3 mg oxdnpd koyaxio.
Zehativn

A10&gid10 Tov Trraviov (E171)

Adika apyidiov wowokappivng (E132)
O&eidro tov odnpov kitpwvo (E172)

0&gid1o Tov GdMpov kokkvo (E172)

Pomalidomide Accord 4 mg oxAnpd koydkio:
Zehativn

A10&gidio tov titaviov (E171)

O&gldio Tov adnpov kitpvo (E172)

0&gid10 Tov G1dMpov kokkvo (E172)

Adixa apytiiov wookapuivng (E132)
EpvBpocivn (E127)

Meldvt extunwonc (Asvkd pehdvi)

Koppea Adicag

A10&gidio tov Trraviov (E171)

[pomvievoyivkoin (E1520)

6.2 AocvpparoTnteg

Agv gpappoletat.

6.3 Awapkero Long

3 ypévia

6.4 Idwitepeg TPOPUAGEELS KATE TN QVAUEN TOV TPOTIOVTOG

To pappoakeutikd avtd Tpoidv dev amortel Wiaitepeg cuvONKeS POUAAENGS.

34



6.5 @von Kol GCVGTATIKA TOV TEPLEKTN

7, 14, 21 xaydxio og OPA/AIPVC/Al cuckevacieg KowéAng 1 S1dTpnteg KywéLeg pLovadiaiog
doonc7 x 1, 14 x 11 21 x 1 koyoxiov.

Mmropei va unv KokAo@opodv OAEC Ol GUCKELAGIES.
6.6 Idwitepeg TPoPLAGEELS 0O pPLYNS KoL AAAOG YELPLGPOG

Ta kayakio dev Bo Tpémel va, avoiyovtarn vo OpvppatiCovral. Eqv kévic amd mopaiidopion épbel og
EMOLPT] LLE TO EPLLL, TO dEPLO Ba TPETEL VAL TAEVETOL ALUECHG KOl GYOAACTIKG LLE VEPO KOl Gamovvi. Edv
1 TopoAdopidn £pbel oe emapn He T1g PAevvoyovoug pepfpaves, avtég Bo mpémet vo EemAévovtal
OYOMAOTIKG LE VEPO.

Ot emayyehpotieg vygiog kot To dTopa Tov Ppovtifovv acbeveig Bo Tpémel va popovv yavTia piog
xPNoES OTOV YEPIovToL TNV KOWEAN 1] TO KOWAKLO. XT1 GUVEYELD T YavTLo Bo Tpémet va
QPOLPOVVTOL TPOGEKTIKA £TCL MOTE VO OTOPEVYETOL TVUYOV EKBECT TOV HEPUATOC, VO TOTODETOVVTOL GE
oQpay1{OUEVT TAOGTIKY GOKOVAN OTO TOAVUIBVAEVIO KUl VO, TTOPPITTOVIOL GULPOVA LE TIG KOTA
TOMOVG 10 VOVCEG OYETIKEC SLUTAEELS. 2T GUVEXELD TO, YEPLOL O TPETEL VO TAEVOVTOL GYOAACTIKG LE
camovvi Kot vepo. Ot yuvaikeg mov etval £ykveg 1 TBavoloyodv 0Tt umopel va ival £yKveg dev Tpémel
va yepilovtor v KoyéAn i to koydkio (BA. Tapdypao 4.4).

Ka6g axpnotplomointo eopuakentikod Tpoioy 1 VITOASYLLO TPETEL VO, OTTOPPITTETOL GOUPOVOL LLE TIG
K0T TOTOVG 10y 00VGEG OYETIKES S TAEELS. TO 0PN GLUOTOINTO PUPUOKEVTIKO TPOIOV TPETEL VAL
EMOTPEPETOL GTOV POPUAKOTOLO GTO TEAOG TNG Oepameiag.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX
Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona, s/n,

Edifici Est, 6a Planta,
08039 Barcelona,

Iomovio

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

1 mg oxAnpd KowaKio,

EU/1/24/1831/001 7 koydkio

EU/1/24/1831/002 14 xaydxio

EU/1/24/1831/003 21 xadxio

EU/1/24/1831/004 7 x 1 xawydxia (uovadiaio 66om)
EU/1/24/1831/005 14 x 1 xaydxia (Lovadiaio d6on)
EU/1/24/1831/006 21 X 1 xoyakia (povadioio 66om)

2 Mg oKkANpd Koo,

EU/1/24/1831/007 7 kaydkio

EU/1/24/1831/008 14 xawydkio

EU/1/24/1831/009 21 kaydkio

EU/1/24/1831/010 7 x 1 xawdxio. (povadioio d6om)
EU/1/24/1831/011 14 x 1 xaydxia (Lovadiaio 66on)
EU/1/24/1831/012 21 x 1 xaydxia (Lovadiaio 66on)

3 Mg okAnpd Kowaklo,
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EU/1/13/850/003

EU/1/13/850/007

EU/1/24/1831/013
EU/1/24/1831/014
EU/1/24/1831/015
EU/1/24/1831/016
EU/1/24/1831/017
EU/1/24/1831/018

7 konyducio

14 xoydxio

21 konyducio

7 x 1 xaydxia (uovadiaio 66om)
14 x 1 xoydxio (uovadiaio d6om)
21 x 1 kaydxio (povadiaio do6on)

4 mg oKANpG KowAKLo,

EU/1/24/1831/019
EU/1/24/1831/020
EU/1/24/1831/021
EU/1/24/1831/022
EU/1/24/1831/023
EU/1/24/1831/024

7 Koyaxio

14 koydxio

21 xoyaxio

7 x 1 xaydxia (povadiaio 60om)
14 x 1 xoydxio (Lovadiaio 606m)
21 x 1 xoydxio (novadiaio 6om)

9. HMEPOMHNIA ITPQTHX ET'KPIXHX/ANANEQXHY THX AAEIAX

Huepopnvia tpmtng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOPOpPIES Y10, TO TAPOV POPUAKELTIKO TPOIOV Elval SIUBECIUEC GTOV SIKTLOKO TOTO TOL
Evponraikod Opyaviopod Gapudkev: http//www.ema.europa.eu.
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ITAPAPTHMA 11

MMAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI 'H IIEPIOPIEMOI XXETIKA ME TH AIAGEXH
KAI TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI 'H IIEPIOPIEMOI XXETIKA ME THN AX®AAH

KAI ATIOTEAEEMATIKH XPHXIH TOY
®APMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX(EYX) YILEYOYNOZX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

Ovopa kot 51e0fuven Tov TOPUCKELOOTH TOL £ival VITEVBVVOC Y10 TNV ATOOECUEVCT) TOV TOPTIOMV

Synthon Hispania S.L.

Castello, 1

Poligono Las Salinas

08830 Sant Boi de Llobregat, Iomavia

Synthon B.V.
Microweg 22
6545 CM Nijmegen, OXovdia

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

B. OPOI'H MEPIOPIZMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokevTiKd TPOIOV Y10 TO 0TOl0 ATALTEITOL TEPLOPIGLEVT] 10TPIKT cuvTayT| (BA. mapdptnpa I:
[MepiAnym tov Xapokmprotikav tov [Tpoidvtog, Tapdypoapog 4.2).

'  AAAOI OPOI KATAITAITHXEIX THX AAEIAY KYKAO®OPIAX
o Ex0¢oe1c meproouk)c mapaxorovdnons g aocpdrerog

Ot oot oL Y10, TNV LIOPOAT EKOEGEMV TEPLOGIKNG TOPOKOAOVONGNG TNG AGPAAELOS Y10 TO EV AOY®
QUPUAKELTIKO TPOIOV 0pilovTal GTOV KATAAOYO LE TIC Nepopunvieg avapopdg tg Evmong (katdloyog
EURD) ov napatifetar otnv mapdypapo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdbe
EMOKOAOLONG EMKOLPOTOINONG OTWG O LLOGLEVETAL GTIV EVPAOTOIKT] STKTLOKY] TOAY] Y10 TO QOPLOKOL.

A.  OPOI'H IEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyé010 orayeiprong Kivovvov (ZAK)

O Kdatoyoc Aderog Kukiopopiag (KAK) Ba die&orydyet Tig amattovpeves dpaotnploTnTes Kot
TOPEUPAGELS POPLOKOETOY POTVIOTS OT(G TTaLpoLG1ALovTal 6To cLUPmvNBEV ZAK mov mapoveialetat
otV evotnra 1.8.2 g Adetog KUKAOQOPIOG Kol OTOIECONTTOTE ELOKOAOVOEC EYKEKPULEVES
avofewpnoelg tov XAK.

"Eva emikoporompévo ZAK Ba mpénet va katotedet:
e  Mertd and aitmua tov Evponaikod Opyavicpod Oapudkoy,
o OmotedNmoTE TPOMOMOLEITAL TO CVOTN LA OlaXEPLONG KIVODVOL, EIOIKE (G ATTOTEAEC O ANYNG
VE®OV TANPOPOPLOV TOL UTOPOLV VO EMLPEPOVY CTLAVTIKT AAAXYT| OTN GYECT) 0PEAOVS-KIVODVOL
N G ATOTELEGHLA TNG EMITEVENG EVOG OGN UAVTIKOD OPOSTILLOV (POPHOKOETOYPOTVION 1|
EAOYLOTOTOIN GO KIVOUVOD).

o EmnpdécOcta pétpa ELayrotomoinong Kivovvou
1. O KAK 6a coppavioel Tig AenTopépeleg evOG TPOypaLILaTos EAEYYOHEVNS TPOGPAoNS LE TIG
E6vikéc Appodiec Apyég Kot TPEMEL VoL VAOTOGEL AVTO TO TPOYPOLLLLO OE EBVIKO EMIMEDO MOTE VO

dloQaAoTel OTL:
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o IIpw amd N cvvtayoypdenon (6mov amaiteital, Kol 6€ cupmvia pe v EOvua) Appoda
Apyn), 6ot ot emoryyEMILATIEG VYELOG TTOV TPOKELTOL VO GLVTOAYOYPOPTIGOLY (KOl VO SLOVEILOVY)
™V mopadopion Ba Adpovv éva Exnadevtikd [okéto tov Enayyeipotio Yyeiog, To omoio
Oa mepLéyet ta axdrovda:

o Exmadevtikd puArddio tov Enayyeipatio Yyeiog

o Exmadevutikd puAlddia yio acOeveig

o Kaprta acBevoig

o 'Evtuma evnpépwong yia kivdhvoug

o ITAnpogopieg yio to mod pumopel va Bpet kaveig v wo tpoéceotn [epiinym tov
Xapoktnprotikav tov [Ipoidvtog (ITXII)

2. O KAK 6o viomomoet éva tpdypappo tpoInyng kimong (PPP) og ke Kpdtog Mélog. Ot
Aentopépeleg Tov PPP Ba mpémel va cuppwvnBoiv pe tig EOvikég Apuddieg Apyég o kabs Kpdtog
Mélog kot va teBovv Gg 1oYD TPV amd TNV KUKAOPOPIN TOL QUPUOKEVLTIKOD TPOTOVTOC.

3. O KAK fa mpénet va cuppmvioel 660V apopd TV DAOTOINGT TOL TPOYPAULOTOS EAEYYOUEVIG
npocPaong og kibe Kpdtog Mélog.

4. O KAK 0o mpémet va coppavioet to mepteyopevo tov Exknadevtikod TTakétov Tov Enayyeipatio
Yyeiag pe v E6via Apuoddio Apyn o kibe Kpdtoc Mélog, mpv amd tv kukho@opio. Tov
(QOPUOKEVTIKOD TPOIOVTOG, KOl VoL S10GQAAIGEL OTL TOL VAIKE TEPLEYOVY T KOPLOL GTOLXELD, OTMG
TEPLY PAPOVTOL TOPAKATC.

Kvpuo stovysio mov tpémel vo cvpuwepiinehovv

Exroidcvtino Haxéro tov Exayyeiuazio Yyesiog

To Exnodevtikd I[Taxéro tov Enayyehpotio Yysiog Oa mepiéyet ta axéiovba otoryeia:

Exrordgutikd Quildoro tov Erayysipozio Yysiog

e XUVORTIKO IGTOPIKO TNG TOUOALSOUIONG
e  Méyiotn SidpKeln TG CLVTAYOYPAPOVUEVNG Bepameiog
o 4 eBdopddes Yo Yuvaikeg [Le SUVATOTITO TEKVOTOIN GG
o 12 gBdopddeg yio Avdpeg kot yuvaikes xwpig dSuvaTdTNTO TEKVOTOINoNG
e H avdyim va amoeevydein ExBeon eufpdov Ady® TG TEPATOYGVOL dpAomg TNg
TOHOASOUIONG oTaL {0 KO TNG OVOUEVOLEVTG TEPUTOYOVOD dPAOTG TG TOUAASOUIONG 6TOVG
avOpdmovg
o  KaBodnynomn oyetikd pe Tov YEPIoUod TNG KOWEANG 1 TOL KOWAKIOU TNG TOUAAOOMIONG Yid.
TOVG EMAYYEALOTIEG VYEIOG KO TO ATOLLA TTOVL POovTiLovV acBeveig
®  YTOYPEMOEIS TV EMAYYEALATIOV VYELOG TOL TPOKELTOL VO GUVTOYOYPOPTICOLY 1} VL
SLoVEILOVY TNV TOROALOOLLION
o Avayxn Tapoyfg AVOALTIKAOV 00N YDV Kol EVI|ULEPMOTNG 6TOVG aobeveig
o AvoykodnTta GUUUOPPOCTS TOV ACHEVAOV E TIG ATAITNOELS Y10 TNV ACQUAR PN o
NG TOHOAMOOPIdNG
o Avaykn mapoyng 6tovg acheveig Tov KATAAANAOD EKTALOEVTIKOD GLAAOSTIOV
aoBevoig, Tng KapTag a.oBevolg /Kot 100dUVALLOD EPYOAEIOL
e Ymodei&elg ac@aisiog Tpog OA0VS Tovg aobeveiq
o lleprypaen kot diayeipion g Opopforeviag coumepAaufavouévmy Twv Toc0GTOV
EULPAVIONG OO KAIVIKEG LEAETEG
o Ileprypopn| kot droryeipion TG KopOoKNG OVETAPKELOG
o Tomwég puBuicelg yio kabe xdpa Yo T GLUVTOYOYPAPN O TOUAAMIOUIING TPOS
dwavoun
o Otiélo T 0y PNCLLOTOINTO KAYAKLO B0l TPETEL VO EXIGTPOPOVY GTOV PAPUAKOTOLO
0710 T€\0g NG Bepameiog
o Oti0 acBevig dev Tpémel vo, dwoet aipa katd tn didpketa g Bepomeiog (kabmg kot
KT TN S1UPKELL TPOCWPLVAV SOKOTMV TG SOOMG) Kot Yiot TOLVAAY1oTOV 7 NUEPES
LETA T1) S1KOTTT) TNG TOUOAMOOUIdNG
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o Tleprypaon Tov PPP kot katnyoploroinon tov acfsvav ue féon to @OAo Kot g duvatdTnTo
TEKVOTLOINGNG
o AiydpiBuoc yio Vv vAomoinon tov PPP
o OplopOg TV YOVOUK®OV LLE SUVATOTITO TEKVOTOIN GG Kl EVEPYELEG GTIG OTOIEG TTPEMEL
va TpoPEl 0 GUVTOYOYPAP®V 1TPOG EAV OEV ElvaL GTYOLPOG
e  Yrodsifeic 0cQOAEIOG Y10 YUVOIKES LE SUVOTOTNTO TEKVOTOINGNC
o  Avayxn va aropegvybel ) ékBeon epppomv
o Ileprypaoen tov PPP
o AVAyKM Y10 ATOTEAEGUATIKN OVTICOAAN YT (0KOLLOL KoL 0V 1] Yuvaika EYel
OUNVOPPOLA) Kot OPICUOG TNG OTOTEAECUATIKNG OVTIGVAANYNG
o Otiedv ypelaotel vo aAAGEELT VO OTAUATIHOEL VO Xproporotel T pébodo
avVTICOAAN YN TNG Ba TPEmEL va evnLepmOEL:
= Tov 1Tpd TOL CLVTAYOYPAPEL TNV AVTICLAAN YT TNG OTL EIVOL OE Ay YN LE
TOLOAOOUION
= Tov 1Tpd TOL GLVTAYOYPUPEL TOUAADOUION OTL £YEL GTAUOTOELT EYEL
aAldEer T PEHOSO AVTIGVAANYNG TNG
o llpoypappaTicpog TEGT EYKVIOCHVNG
= Ymodeielg yio Ta KaTaAAN AN TECT
= [Ipw v évapén g Bepaneiog
= Kotd ™ dudpkea g Oeponeiog avdroya pe tn pEB0do avTIGOAANYNG
= Metd v ook pwor g Bepameiog
o Avaykn dueong SoKomng TG TOUaAdOUIdNG og TepITT™oN vIToyiog Kinomng
o Avaykn Gueong evnuéP®ONG TOL BEPATOVTOC 1TPOV GE TEPITTMON VILOYING KOT|ONG
e  Yrodeifelc 06QOAELNS Y10 TOVC AVOPEC
o Avayxn va aropegvyel ) ékBeon epppomv
o Avéyxn xpHong TPOPLAAKTIKOV €6V 1| GEEOVAALKT] GUVTPOPOG £lvart £YKVLOG 1) Yuvaika
HE SuvaTOTNTO TEKVOTTOIN GG OV OEV YPICLULOTOLEL UTOTELEGHOTIKT OVTICOAAN YT
(axcdpa kot av o dvdpag Exel vtoPAnOel oe eKTOUN CTEPUATIKOD TOPOL)
= Kotd ) dudpkela g Oepameiog pe mopaitdopion
] Mo tovhdyiotov 7 NUEPEG LETA TNV TEAIKT] dOGON
o Om dev mpémel va dDoEL OmEPLLA 1) oTEPLOTOL®APLO KaTd TN S1dpkela TG Bepameiog
(koBdg Kol KoTd T SIAPKELN TPOSMPIVAV SLOKOTMV TNG dOOTG) KOt Y10, TOVAGYLGTOV
7 nuépeg petd  drakonn g Oepomeiog pe TopoAdopuion
o Ot 0o evnuepmbei dpeca o Bepdnmv 10TpdG G€ TEPITTMON TOL 1] GHVTPOPOG TOVL
aoBevoig LeiveL £yKkvog evOo® 0 acBevic AapPavel TOPOASOUION 1 GE LIKPO Y POVIKO
S1AoTNO LETA T SLOKOTY] TNG TOUAAIOOUIONG
o ATOUTNGEIC GE TEPIMTOOTN KONGNG
o Odnyieg yla Gueon d1oKomT TG TOUAADOUIdNG 08 TEPITTOON VILOYING KUNOTG, GE
TEPITTOON YOVOIKGV A.oHEVDV
0 AVAyKN TOPATOUTNG TOV/TNG 0l60EVOLE GE 10TPO EIBIKEVUEVO 1| TETEIPAUUEVO OTIC
Stopoptieg O1dmAaong kol T d1dyvmaot) Toug yio a&loldynon Kot kafodynon
o Tomuéd ototyela emkotvoviag yio TV AUEST] avapopd KaOE vitoyiog Kimong
o  ®opua avapopds Khnong
o Tomkd otoryeio emkovOViag Yo TNV 0vVAQOPE aVETIBVUNTOV EVEPYELDV

ExrordguTikd QUALGOL Y10 ao0EvEiC

Ta ekmondevtikd euALGSIL Yo 0oBeveic Oa Tpémel va etvar 3 TOmmy:

o DOVAAGSI0 Y10 YVUVOIKEG AGOEVELG LLE OLVAITOTITO TEKVOTOIN GG KL TOV GUVTIPOPO TOVG
o DOVAAASI0 Yo YVVOiKES 0GOEVELG TTOL OEV EYOVV SVVATOTNTA TEKVOTOINOTG

o  DvAAGSI0 Y10 Gvdpeg aoBeveic

O)a o eKTadenTiKG QUAAASLL Y10, oBeVEIG TPEMEL VO TEPIEY 0LV Ta akdAovbo oToyEia:

o Otin mopaidouion &yet tepatoyovo dpdon oto {dho Kol oVOUEVETOL VO EYEL TEPATOYOVO Opdiom
GTOVG aVOpMOITOVg
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O11n wopoidopidn puropel va Tpokaiécel Opopfomevia Kot TNV ovAyKN Y10 TOKTIKES
OLLLLOTOAOYIKEG EEETAOELG

[Meprypaen| ™g kaptog acbevong Kot T avaykaldTnTag e

KoaBodnynon oyetikd pe Tov YEPIGUO TNG TOLOALOOUIONG Y10 TouG acbeveic, T ATOLLO TTOL TOVG
@povTilouV Kot To LEAT TNG OLKOYEVELNG

EBvikég 1 dlheg 1000VGEG E101KEG PLOLICELS Y10 T1 GLUVTAYOYPAPN O TOUAADOUIdNG TTOL
TpOKELTOL VO, dtovepn et

O110 acBevic dev Tpémel va, SMGEL TOUUALOOUION 68 GANOLS

O110 acbevig dev mpémel va dmoeL aipa KoTd T ddipketa g Bepameiog (kabdg Ko Kotd T
OLIPKELD TPOSHOPIVMV SLOKOTMV TNG OOCNC) KOt Y10 TOLAAYIGTOV 7 NUEPES LETE TN OLOKOTY| TNG
Bepameiag pe mopaAldopion

O11 0 000evic TPEMEL VO EVILEPMGEL TOV 1ALTPO TOV Y10, OLOLEGONTOTE AVEMIOVOUNTEC EVEPYELEG
O11 6M0 T oy proLpomoinTo Keydkio 0o Tpémel va EMGTPOPOVY GTOV PUPIOKOTOIO GTO TEAOG TNG
Bepameiog

O mapakdTom TANpo@opieg Oo TPEMEL EXioNG VA TOPEYOVTOL GTO OVTIGTOLYO PUAAGSLO:

DuALGO0 Yia yuvaikee 0.o0eVELC LE OUVOTOTNTO. TEKVOTTOINGCNC

Avayxm va amopevybei ) ékbBeomn epppoov
ITeprypaogn tov PPP
AVAyKm Yo 0TOTEAEGLATIKN OVTIGUAAN YN Kol OPIGUOG TG OTOTEAEGLLOTIKNG OVTIGOAAN YN G
Ot edv ypelaotel va aALdEEL ] VO GTOLOTHGEL VO, Y pNoIOTToLEL T LéB0do avTicOAANYMG TG Ba
TPETEL VO, EVILEPAGEL:
o Tov 1Tpd TOL GLUVTAYOYPUPEL TV AVTIGVAANYY TNG OTL EIVOL GE Ay YN e
TOLLOALOOUION
o Tov wtpd mov cuvtayoypapel TOUAAIOOUION OTL EYEl OTAUATNOEL T £XEL AAAAEEL TN
péEBodo avTIGOAANYNG TNG
[Tpoypoppaticog te6T £yKLHOGUVIG
o Ipw v évapén g Oepameiog
o Koatd m didpketo e Oepaneiog (kabmg Kot Katd Tn SIUPKELN TPOCOPIVAOV SOKOTOV TNG
d00M¢), TovAdyLoToV KAOE 4 BdoUAdEC, EKTOC amd TV TTepinTmon eniPePfatmpuévng
COATTLYYIKNC OTEIPWONG
o Metd v ohoxkinpwon g Bepameiog
Avayxm dpeong 610KomNG TG TOUAAIOUIONG 08 TEPITTMON LILOYING KOTONG
Avéym Gueong emkotvaviog Le Tov 10Tpd og TEPITTMOT VIToying Khnong

PuALGO10 Yo Gvdpec acbeveic

Avayxm va amopevyOei ) EkbBeon euppoov
Avaykmn xpnomg TPOPLAOKTIKOV €AV 1 GEEOVOAKT GUVTPOPOG EIVOL EYKVOG 1] YUVOIKOL LLE
SUVTOTNTO TEKVOTTOINGTG TOV OEV Y PTCLUOTOLEL ATOTEAECUATIKY OVTIGUAAN YN (akOLLa Kl av O
avopag €xel voPfAn0el oe EKTOUN OTEPLATIKOD TOPOV)

o Kotd m didpkela g Ogpomeiog pe mopodopion (kabog kot katd T didpkeia

TPOCMPIVAV SLOKOTDV TNG dOGTG)

o T tovddyiotov 7 nuépeg petd tnv teAkn doom
Ot v 1 ochvTpoPOg TOL PEIVEL £YKVOG, TPETEL VO, EVIIUEPAOGEL dpesa Tov Bepdmovta 10Tpd TOL
Ot dgv mpémer va dmoel onéppo 1 omeppatolmdipia Kotd T didpkela g Oepomneiog (kabag kot
KOTA TN SIIPKELN TPOCOPIVAV SLOKOTMY TG 0OCTC) KOl Y10l TOVAAYLIOTOV 7 NUEPES LETA TN
dwokomn g Oepameiog e TOUAALSOLLION

Kapta 060gvovc 1] 16000vono spyaieio

H «épta acBevoig mpémel va mepiéyet Ta akdiovdo, ototyeio:

EmiPefainon ot &yer mparyporomombel kKatdAAnAn evnpépmon
Tekunpioon g Katdotaong SuvaTdTN TG TEKVOTOIN GG
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o  Kovtdxt (1] Kbt TOPOLO10) TO OTOI0 0 BEPATmV 1TPAG oMLEIDVEL Y10 VO ETPBEPAIDOEL OTL O
a.c0eVN G PN OLLOTOLET OTOTEAEGLLOTIKY AVTIGVAANYT (€GV 1) Yuvaika £xel SuvaToTnTa
TEKVOTTOINGNG)

e Huepounvieg kol amoTeAECUATO TOV TEGT EYKVUOGVVIG

‘Evruora Eviuépmonc yio Kivoovovog

Ta évtuma evnUEPOONC Y1 KIvOUVOUG TPEmeL va eivart 3 TOHTWV:
e T yvvaikeg pe SuVOTOTNTO TEKVOTOINONG
e [0 yuvaikeg Tov dev £XOLV SUVATOTNTO TEKVOTOINONG
o T dvdpa acBevn

O)a ta évTuma eviuépmong Yo kivdvvoug Ba mpémet va teptéyovv ta akdiovbo otoryeio.:

- TPOELBOTOIN G Y10 TOV KivOUVO TEPATOYOVOL dPAGTG

- ot acBeveic AauPdvovy Ty KatdAAnAn evnuépaon mtpv v Evapén g Bepomeiog

- emPePainon g katavonong tov acbevn ce 0TL apopd Tov Kivouvo ue Topaitdopion kot ta, PPP
pétpa

- Muepounvia eviuépwong

- AETTOWUEPELEG Y10 TOV 0GOEVT], LILOYPOLPT| KOLL TLEPOUN ViDL

- OVOUO TOV 10TPOD TOV GLVTOYOYPAPEL, VITOYPOPT] KOL T|LLEPOUT ViDL

- oT1dY0g OVTOV TOL EYYPAPOV, OTLMG avapépeTat 6To PPP: «X1030¢ TOV evTOIOon eviiépmong yia
KdUvoLg gival  Tpootacic Tov acbevav kot Tov mlavav eupdev dtaceaiilovtag ot ot
aoBeveic elvanl TA PG EVNLEPOUEVOL KO KATOVOOUV TOV KIVOUVO TEPATOYEVESTG Kol GAAMY
VETBOUNTOV EVEPYEL®MV TOV GYETI{OVTOL e TN YPNION TNG TOHOAdOpidNG. Aev amotelel cuppaon
Kot Ogv amaAAGooEL KOvEVAY 0o TIg EVBVVEG TOL GYETIKG LLE TNV AGOAAT YPTIOT TOL TPOIOVTOG Kol
v TPOANYT TG EkBeomg Tov gUPpHov.»

Ta évtuma evnuépmong yio Kivdhvoug yia TiG Yuvaikeg e duvotdtnta tekvoroinong Ba tpénel va
nwepthapupavouy emiong:
- EmPefaimon 611 0 10tpdc £xel culnnoet ta. akorova:
® TNV oVAYKN amoQUYNG ékBeomg Tov euPpov
e Ot edv eivor £€ykvog 1 oKOTEVEL VO LLETVEL, OEV TPETEL VOL TTAPEL TTOLLOAIOOUION
e OTL KOTOVOEL TNV VALY KT OopUYNG TNG TOLAALOOMIONG KOTA T1) SLAPKELL TNG
KONONG KAl TNV OVAYKN XPNONG OTOTEAEGUATIKAOV HETPMV OVTIGOAAYNG,
adtddeumta, Yo Tovddyiotov 4 Bdopdadeg mpv v Evapén tng Bepameiog, kad’
OAN TN d1dpreta TG Bepameiog Kot yio TovAdyiotov 4 eBSopAdEg LeTd TNV
ohokAnpwon ¢ Bepameiog
e OTL AV YPEOTEL VO AALAEEL ] VOL GTOLOITOEL VAL Y PN GLLLOTTOLEL T 1éEB0dO
OVTIGVAANYNG TNG, O TPETEL VO EVILEPDOGEL:
" 1OV 10TPO OV TG CUVTOYOYPOUPEL TNV OVTIGUAAN YN OTL 1] id10
Aoppaver mopaAldopion
" 7OV 10TPO OV TNG GUVTOYOYPAPEL TNV TOROAOOWION 6TL M 1010 ExEL
oTAPATHOEL N £l aALAEEL TN UEBODO OVTICOAANYN G TNG
® TNV avAyKn JEEay®YNC TECT EYKVIOCVVNG, ONAadn Tpwy 11 Bepameia,
TOLAd1oTOV KAOE 4 efdopadeg KoTd TN didpKela TG Bepameiog kot HeTd T
Oepameio
® TNV OVAYKN QUECNS SIOKOMNG TNG TOUOALOOUIONG OE TEPITTOGT VITOYING KOT|ONG
® TNV avAyKN GUECIC EMKOVMVIOG LE TOV 1TPO TOVE GE TEPIMTMOT) VITOYING
Konong
o 011 dgv TPEMEL Vo, LOIPALETOL TO QUPUOKEVTIKO TPOIOV TNG HE GAAOVG
e 011 0ev TPémeL va OoEL aipa kot T dtdpketa g Oepaneiog (kabmg kot Kotd
1 SLAPKELDL TPOCHOPLVAY SLOKOTTAOV TG dOGNG) KOl Y10l TOVALY1GTOV 7 UEPES
petd ) olakonn ¢ Bepameiog pe mopoidouion
e OTL TPEMEL VO EMGTPEYEL TO ALY PTGLLOTOINTO KOWYAKLO GTOV POPULAKOTOLO GTO
TéAOG NG Bepameiog
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Ta évToma evnuépmonc yio Kivdhvoug Yo TiG yuvoikeg ywpic duvatdtnra tekvomoinong Oo Tpénel va
wepapfavovy emiong:
EmiPeBainon o6t 0 1tpdg £xel cuintnost Ta akdiovba:

OTL OgV TPEMEL VOL LOLPALETOL TO QUPLLOKEVTIKO TPOTOV TNG He AAAOVG

OTL dev TTPEMEL vaL dMOEL aipol katd Tn drapketa tng Oepameiog (kabhg Kot KaTd
1 S1BPKELD TPOSMPIVAV SUKOTTAV TG 0O0TG) Kol Y10 TOVAGYIGTOV 7 MUEPESG
LETA T dlakomn) TG Bepameiog e TopaAdopion

OTL TPEMEL VAL EMGTPEYEL TOL OLYPTCLOTOINTO, KAWYAKLO GTOV (POPHAKOTOL0 OTO
TéNOG NG Bepameiog

Ta évtoma evnuépmonc yio Kivovvoug yia dvdpec aobeveic Oa mpémel va meptiapfdavouvy eniong:
- EmPefaimon 6110 10tpds £xel ouinoet o okOAovBa:

TNV avAayKn omo@Lyng £kBeons Tov pppvov

OTL M TORLOALOOWIdT VOl TOPOVGO GTO AVOPMITIVO GTLEPLLA KOl TNV OVAYKT VOl
PO UOTOLEL TPOPUALKTIKS OV 1] GEEOVUALKT] TOV GUVTPOQPOG vl £YKvog N
yovoika pe SuvotdTnTo TEKVOTOINGTC TTOV OEV Y PTCUOTOLEL OTOTEAEGLOTIKT
AVTIGVAAN YN (aKOpO KOt v 0 AvOpag £xel vroPfAnOel o EKTOUT CTEPHOTIKOD
TOPOL)

OTL €4V 1 GUVTPOPAG TOL pElvEL £YKVOG Bol TPETEL 0 1310G VO EVIUEPADGEL AUEGHS
Tov BgpAmovVTa 10TPO TOL KOl VO X PTCUOTOLEL TAVTO TPOPUVAAKTIKO

OTL OgV TPEMEL VOL LOLPALETOL TO PUPLOKEVTIKO TPOIOV LLE AAAOVG

011 Ogv TPEMEL VOL SPIGEL Ol 1) OTEPLLO KT TN StdpKeLa TNG Bepameiog
(koBdg Kot KOTh T SLAPKELD TPOCOPIVMY OLOKOTAV TNG HOGNG) KOl Y10,
TOVAdY1IoTOV 7 MUEPEG LETE TN drakomn TG Oepameiog pe TopaAdopuion

OTL TPEMEL VAL EMLGTPEYEL TOL OYPTCUOTOINTO, KAWYAKLO GTOV POPLOKOTOL0 GTO
TéN0G NG Bepameiog
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IHAPAPTHMA 111

EINIXHMANXH KAT®YAAO OAHI'TQON XPHXHX

44



A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PAOONTAIXTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 1 mg oxhnpd koydkio.
TOLLOALOOULION

[2. LYNOEZH XE APAXTIKH(EX) OYZIA(EY)

Ka0e oiidnpo kawydkio mepiéyel 1 mg mopodopionc.

| 3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO |

7 oKxdnpa Koyakio

14 criAnpd KoyaKio

21 oKAnpa Konydikiol

7 X 1 oxAnpd konydiciol
14 X 1 oxhnpd Konyduciol
21 X 1 oxAnpd koydKio

[ 5. TPOMOX KAI OAOX(OI) XOPHT HEHEX

AwoBdote To UAAO 0NV TPV OO TN (PNOT.

And otdpaTog ypnon

6. EIAIKH ITPOEIAOIIOIHXH XYM ®POQNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPENEINA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEITOYN KAI
AEN TPOXEITIZOYN TA ITAIAIA

Na puAdocetal g 0¢on v onoia dev PAETOVY Ko dev Ttpoceyyilovy To Tad1d.

| 7. AAAH(EYX) EIAIKH(EY) TPOEIAOTIOIHZH(EIX), EAN EINAI AITAPAITHTH(EY) |

IMPOXOXH: Kivéuvog coPapdv cuyyevav dtapapticdv. Na L xpnotloroteitot kot Ty konon 1 Tov
OnAacud.
[Mpéner va akohovbeite to Mpdypappa Ipdinyng Kinong tov Pomalidomide Accord.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX YYNOHKEYX PYAAZEHX

10. IATIAITEPEX ITPO®YAAEEIXTTA THN AITIOPPIYH TQN MH
XPHXZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTOQN ‘H TOQN
YIIOAEIMMATON IHOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

To oy pno1onoinTo EAPUAKELTIKO TPOIOV TPEMEL VO, EMIGTPEPETAL GTOV PUPLOKOTOLO.

| 11, ONOMA KATAIEYOYNXH KATOXOY THX AAEIAY. KYKAOPOPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iortavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1831/001
EU/1/24/1831/002
EU/1/24/1831/003
EU/1/24/1831/004
EU/1/24/1831/005
EU/1/24/1831/006

[ 13. APIOMOX MAPTIAAX

Lot

| 14. I'ENIKH KATATAEHTI'TA TH AIAGEXH

[ 15. OAHTIEX XPHXIHX

| 16. IHAHPO®OPIEX XE BRAILLE

Pomalidomide Accord 1 mg

17. MONAAIKOZ ANAI'NQPIEZTIKOX KQAIKOX — AIZAIAZTATOZ TPAMMOQTOX
KQAIKAX (2D)

A1ed100T0TOG YpappmTog kKmdikas (2D) mov pépet Tov TeptAn@BévTa LoVaSIKO avayVOPLOTIKO KMIKO.

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

PC
SN
NN
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EAAXIZTEX ENAEIZEIZ IIOY IPEIIEI NA ANATPA®ONTAI X TIZ XYEKEYAXIED
KYYEAHE (BLISTER)'H ETIZ TAINIEX (STRIPS)

KYYEAH H KYYEAH MONAAIAIAY AOXHX

| 1. ONOMAZIA TOY PAPMAKEYTIKOY IPOIONTOX
Pomalidomide Accord 1 mg oriAnpd koydiio

TOLLOALOOUION

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX
Accord

[ 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAY

Lot

5. AAAA XTOIXEIA

Amd oTéUATOS Y PO
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PAOONTAIXTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 2 mg okAnpd Koyakio.
TOLLOALOOULION

[2. LYNOEZH XE APAXTIKH(EX) OYZIA(EY)

Ka0e o1 pd kayakio mepiéyel 2 mg mopoAdouionc.

| 3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO |

7 oKxdnpa Koyakio

14 criAnpd KoyaKio
21 oKAnpa Konydikiol

7 X1 oxAnpd kodKio
14 X1 oxhnpd Konpdikiol
21 X1 oxAnpa KoyaKio

[ 5. TPOMOX KAI OAOX(OI) XOPHI HEHE

AwoBdote To UAAO 0NV TPV OO TN (PNOT.

And otdpaTog ypnon

6. EIAIKH ITPOEIAOCIIOIHXH XYM ®PQNA ME THN OITIOIA TO PAPMAKEYTIKO
IPOION MPENEINA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEITOYN KAI
AEN TPOXEITIZOYN TA ITAIAIA

Na puAdocetat og 0éon TV omoia dev PAETOLY Kol dev TPoceyyilov Ta ToLdd.

| 7. AAAH(EYX) EIAIKH(EY) TPOEIAOTIOIHZH(EIX), EAN EINAI AITAPAITHTH(EY) |

IMPOXOXH: Kivéuvog coPapdv cuyyevav dtapapticdv. Na L xpnotloroteitat katd Ty konon 1 tov
OnAaopo. Ipénel va akorovdeite to ITpdypappa ITIpdAnyng Komong tov Pomalidomide Accord.

[ 8. HMEPOMHNIA AHEHYE

EXP
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| 9. EIAIKEX YYNOHKEYX PYAAZEHX

10. IAIAITEPEX TIPO®YAAZEEIXT'TA THN AITOPPIYH TQN MH
XPHXZIMOIIOTHOENTOQN ®PAPMAKEYTIKQN ITPOIONTOQN ‘H TOQN
YIIOAEIMMATON HOY IPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

To oy pno1onoinTo EAPUAKELTIKO TPOIOV TPEMEL VO, EMIGTPEPETAL GTOV PUPLOKOTOLO.

| 11, ONOMA KATAIEYOYNXH KATOXOY THY AAEJIAY KYKAO®POPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iortavia

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/24/1831/007
EU/1/24/1831/008
EU/1/24/1831/009
EU/1/24/1831/010
EU/1/24/1831/011
EU/1/24/1831/012

[ 13. APIOMOX MAPTIAAX

Lot

| 14. I'ENIKH KATATAZEHTI'TA TH AIAGEXH

| 15.  OAHI'IEX XPHIHX

| 16. IHAHPO®OPIEX XE BRAILLE

Pomalidomide Accord 2 mg

17. MONAAIKOZ ANAI'NQPIEZTIKOX KQAIKOX — AIZAIAZTATOZ TPAMMOQTOX
KQAIKAX (2D)

A1ed100T0TOG YpappmTog kKmdikas (2D) mov pépet Tov TeptAn@BévTa LoVaSIKO avayVOPLOTIKO KMIKO.

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

PC
SN
NN
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EAAXIZTEX ENAEIZEIZ IIOY IPEIIEI NA ANATPA®ONTAI X TIZ XYEKEYAXIED
KYYEAHE (BLISTER)'H ETIZ TAINIEX (STRIPS)

KYYEAH H KYYEAH MONAAIAIAY AOXHX

| 1. ONOMAZIA TOY PAPMAKEYTIKOY MPOIONTOX
Pomalidomide Accord 2 mg oiiAnpd koydiio

TOLLOALOOUION

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX
Accord

[ 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX ITAPTIAAY

Lot

5. AAAA XTOIXEIA

Amd oTéUATOS Y PO
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PAOONTAIXTHN EZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 3 mg okAnpd Koydkio.
TOLLOALOOULION

[2. LYNOEZH XE APAXTIKH(EX) OYZIA(EY)

Ka0e o1 pd kawyakio mepiéyel 3 mg mopoAdouionc.

| 3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO |

7 oKxdnpa Koyakio

14 criAnpd KoyaKio
21 oKAnpa Konydikiol

7 X1 oxAnpd kodKio
14 X1 oxhnpd Konpdikiol
21 X1 oxAnpa KoyaKio

[ 5. TPOMOX KAI OAOX(OI) XOPHT HEHEX

AwoBdote To UAAO 0NV TPV OO TN (PNOT.

And otdpaTog ypnon

6. EIAIKH ITPOEIAOCIIOIHXH XYM ®PQNA ME THN OITIOIA TO PAPMAKEYTIKO
IPOION MPENEINA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEITOYN KAI
AEN TPOXEITIZOYN TA ITAIAIA

Na puAdocetal g 0¢on v onoia dev PAETOVY Ko dev Ttpoceyyilovy To Tad1d.

| 7. AAAH(EYX) EIAIKH(EY) IIPOEIAOIIOIHEH (EIY), EAN EINAI ADAPAITHTH(EY) |

IMPOXOXH: Kivéuvog coPapdv cuyyevav dtapapticdv. Na L xpnotloroteitat katd Ty konon 1 tov
OnAaopo. Ipénel va akorovdeite to ITpdypappa ITIpdAnyng Komong tov Pomalidomide Accord.

[ 8. HMEPOMHNIA AHEHYE

EXP

| 9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. JIATIAITEPEX TIPO®YAAZEIXI'TA THN AITIOPPIYH TQN MH
XPHXIMOIIOIHOENTOQN ®PAPMAKEYTIKQN ITIPOIONTQN 'H TOQN
YIIOAEIMMATON IHOY ITPOEPXONTAI AITIO AYTA, EOOXON ATIAITEITAI

To oy pnGILOTOINTO PAPUAKEVTIKO TPOIOV TPEMEL VAL EMIGTPEPETOL GTOV POPLLOKOTOLO.

| 11, ONOMA KATAIEYOYNXH KATOXOY THY AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Tomavio

| 12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/24/1831/013
EU/1/24/1831/014
EU/1/24/1831/015
EU/1/24/1831/016
EU/1/24/1831/017
EU/1/24/1831/018

[ 13.  APIOMOZX IIAPTIAAX

Lot

| 14. TF'ENIKH KATATAEHTIATH AIAOGEXH

[ 15. OAHI'IEX XPHXIHX

| 16. IHAHPO®OPIEX XE BRAILLE

Pomalidomide Accord 3 mg

17. MONAAIKOZ ANAI'NQPIEZTIKOX KQAIKOX — AIZATAZTATOZ TPAMMOQTOX
KQAIKAX (2D)

A160140T0TOoG YpaUoTds KOdkas (2D) mov pépet tov TepiAn@Bivia Lovadikd avayvmploTiko KOdKO.

18. MONAAIKOZ ANAI'NQPIZTIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AITIO
TON ANOPQITIO

PC
SN
NN
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EAAXIZTEX ENAEIZELE ITOY ITPEITEI NA ANATPA®ONTAI =TIZ L YEKEYAXIES
KYYEAHE (BLISTER)'H TIZ TAINIEZ (STRIPS)

KYYEAH H KYYEAH MONAAIAIAY AOXHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 3 mg oxhnpd koydkio.
TOLLOAIOOpION

| 2. ONOMA KATOXOY THX AAEIAY KYKAODPOPIAX

Accord

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

Amd otduaTog ypnon
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PAOONTAIXTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 4 mg okAnpd Koyakio.
TOLLOALOOULION

[2. LYNOEZH XE APAXTIKH(EX) OYZIA(EY)

Ka0e oidnpd kawyakio mepiéyet 4 mg mopoAdopionc.

| 3. KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO |

7 oxdnpd Koyakio

14 o1 pd Koydxio

21 o1dnpd Koyakio

7 X 1 ordnpd KoyaKio
14 x 1 oxhnpd Koyducio
21 x 1 oxAnpd koydKio

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

Ao aote 10 pUALO 00N YLDV TPLY OTO T Y PNOT).

Amo otopatog ypnon

6. EIAIKH HPOEIAOTIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEINA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdocetal g 0¢on v onoia dev PAETOVY Ko dev Ttpoceyyilovy To Tad1d.

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

MMPOXOXH: Kivéuvog coPapdv cuyyevav dtapapticdv. Na. L xpnoloroleitot Kotd Ty Konon 1 tov
Onhaopo. Mpénet va akorovdeite to TTpdypappa ITpdAnyng Komong tov Pomalidomide Accord.

[ 8. HMEPOMHNIA AHEHZ

EXP

| 9. EIAIKEYX YYNOHKEX ®PYAAEHX
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10. JIATIAITEPEX IPO®YAAZEIXT'TA THN AITIOPPIYH TQN MH
XPHXIMOIIOIHOENTOQN ®PAPMAKEYTIKQN ITIPOIONTQN 'H TOQN
YIIOAEIMMATON IHOY ITPOEPXONTAI AITIO AYTA, EOOXON ATIAITEITAI

To oy pNnGILOTOINTO PAPUAKEVTIKO TPOIOV TPEMEL VO, ETICTPEPETAL GTOV PUPLOKOTOLO.

| 11, ONOMA KATAIEYOYNXH KATOXOY THX AAEIAY KYKAOPOPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Tomavio

| 12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/24/1831/019
EU/1/24/1831/020
EU/1/24/1831/021
EU/1/24/1831/022
EU/1/24/1831/023
EU/1/24/1831/024

[ 13.  APIOMOZX IIAPTIAAX

Lot

| 14. TF'ENIKH KATATAEHTIATH AIAOGEXH

[ 15. OAHI'IEX XPHXIHX

| 16. IHAHPO®OPIEX XE BRAILLE

Pomalidomide Accord 4 mg

17. MONAAIKOZ ANAT'NQPIETIKOX KQAIKOX — AIZAIAZTATOZ TPAMMQTOX
KQAIKAX (2D)

A166106T0TOC VPO UU®OTOG KOdKAS (2D) mov pépet Tov TepIAn@OEvTo Lovadikd avoryVmPLoTIKO KOJIKO.

18. MONAAIKOZ ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANATI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIZTEZ ENAEIZEIZ ITOY IIPEITEI NA ANATPA®ONTAI =TIZ X YZKEYAXIED
KYYEAHE (BLISTER)'H TIZ TAINIEZ (STRIPS)

KYYEAH H KYYEAH MONAAIAIAY AOXHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pomalidomide Accord 4 mg okAnpd Koyakio.
TOLLOAIOOpION

| 2. ONOMA KATOXOY THXY AAEIAY KYKAO®POPIAX

Accord

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

Amd otduaTog ypnon
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B. ®YAAO OAHI'TQN XPHXHX
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D10 00N IOV prions: [TAnpoopics yra Tov acOevi)

Pomalidomide Accord 1 mg oxkinpd koydkio

Pomalidomide Accord 2 mg oxkAnpd kaydxio

Pomalidomide Accord 3 mg oiAnpd koydiio

Pomalidomide Accord 4 mg oxkhnpd kaydxio.
TOULOAIOOION

To Pomalidomide Accord avapéveran vo Tpokoricel 6ofapis 6vyyeveic SlapapTies Kor EVOE ETOR
va, 00171661 6€ 0GvaTo evOg ayEvVnTOL HEOPOY.

e Mnv ndpete avTo TO PAPUHOKO €AV loTE £yKvog 1| O umopodoate va pelvete €ykvoc.

o [Ipémervo akoAovBeite TIG GUOTAGELS AVTICUAANYTG TTOV TEPTY PAPOVTUL GE ALTO TO PLAAAIIO.

AvofaoTe TPOGEKTIKG OAOKAN PO TO VIO 0ONYIDV YPNONS TTPLY UPYICETE VO TALPVETE AVTO TO
q)ap JLOKO, 010TL naplmp[}avsl o1 uuv'rucag AN PO PO Pies YLU o0g.
DvAdETe 0vTO TO PVARO 0N YLV Yprionc. Towg ypelaotel va to Stafdoete Eava.

- Edv éyete mepartépm amopieg, potiote TOV Y10TPO, TOV YOPUOKOTOLO 1) TOV VOGOKOHO GOG.

- H ovvtayn yuo avtd 10 gappoko yopnynonke aroklelotikd yio cog. Agv TpEmel vo, SMOETE TO
(Qappako og dAlovg. Mmopel vo. Toug TPOoKaAEsEL BAGPT], KOO KOl OTOV TOL GUUTTOUATO TNG
acBévelag toug givarl idia pe ta d1Kd oag.

- Edv mapatnproete kamola avemBountn evepyeLa, EVIUEPMOOTE TOV Y10TPO, TOV GOPLOKOTOLO N
TOV VOGOKOLO GOG.

- AvTo 1oyveL kan y1o kéBe mhovi avemBOpN T EVEPYELQ TOL dEV AVAPEPETAL OTO TAPOV VAL
odnyuwv yprionc. BAéne mapdypopo 4.

Thv tepréyel To mapov vAro 0ONYLAOV:

Tt eivau to Pomalidomide Accord kot ota givat 1 yprion Tov
T npémel va yvopilete npwv napete o Pomalidomide Accord
Mo va népete o Pomalidomide Accord

[MBaveg avemBounTeg evépyeteg

IMag va puhdocete to Pomalidomide Accord

[Mepieydpeva, TG CLOKEVAGIOG Kol AOUTES TTANPOPOpPIES

IESUENCAN

1. Tuveivor ro Pomalidomide Accord kor owa givor ) ypien Tov

T eivon To Pomalidomide Accord

To Pomalidomide Accord mepiéyet tn SpooTiky ovsio «mropaidopion». Avtd to eapuoko oyetiletot
pe TN BoAdopidn Kol aviKEL GE Lo OUAO0 QOPLAKOV TOV EXNPEALOVY TO OVOGOTOUTIKO GUGTI IO
(TN PLOIKN G GULVOG TOL COUATOS).

Iovae givor n yp1ion Tov Pomalidomide Accord
To Pomalidomide Accord ypnowonoteitat yio T Ogpoaneio evniikov acOevav pe évay THmo Kopkivov

OV OVOUALETAL «TTOAMUTAD LUEADLO.

To Pomalidomide Accord ypnowuonoteitar gite pe:
. 000 drha edppoxa mov ovopdalovtotl «Bopteopipmny (Evag THmog eappdiov
mueoBepameiog) kot «de&apebalovny (Eva avTIpAEYHLOVMOES PAPLLOKO) GE GTOO TOV EYOVV
AGPeL tovAdyiotov pio GAAN Bepameio, copmepriapfovouévng tng Aevaldopionc.
H
o pe éva ahio @appoxo mov ovoudleton «deauefalovny e ATopa TV OTolMY TO HUEAMUO
&xel emdevmbel, mapott Exovv AGPel TOLAGYIoTOV dV0 dAAeG Oepameieg, cuumeptAaovorévng
g Aevadopiong kon g Poptelopipnmng.

Th givon To moAhamho pvéhopa
To ToAAaTAO LuEAmpa lvar £vag TOTOG KApKivov TTov ennpedlel Vo CUYKEKPIUEVO TUTTO AEVKAOV
apos@alpimv (Tov ovopdalovtol «kbTTopa TAAGIATOS»). AVTA TO KOTTAPO OVOTTTUGGOVTOL
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aveEEAeyKTO KOl GLGGMPEVOVTOL GTO LVEAD TV 00TAV. AVTO 001 YElL o€ PAGPN TV 00TMV Kot TV
VEPPOV.

I'evikd to ToAomAd puéhmpa dev pmopel vo Bepamevdel. Qotoc0, N Bepameio pTopel va EAUTTOOEL TO
OTMEID KO TOL GUUTTOUOTO TG VOGOL 1 VO, To KAVEL VoL EEAPOVIGTODV Y10 £va Y povikd dtdotnpa. Otav
ocuppaivel ovtd, OVOUALETAL «OTOKPIOT.

Mo dpaTo Pomalidomide Accord
To Pomalidomide Accord dpa. i€ po oelpd amd d10popeTIkong TPOTOUG:

o OTOUOTMOVTOG TNV AVATTUEN TOV KVTTAP®OV TOV LUEADLOTOG
o EVEPYOTOUDVTAG TO OlVOCOTOUTIKO GUGTN U MOTE VO, EMLTeDEl 6TO KOPKIVIKA KOTTAPOL
. OLOKOTTOVTOG TO GYNUATIGUO TV OLLOPOP®Y Oy YEIDV OV TPOPOSOTOVV T KAPKIVIKE KOTTOPOL.

To doghoc tne yphone tov Pomalidomide Accord ue Boptelouiumn kot deéauedalovn

Ortav o Pomalidomide Accord ypnoponoteitan pe ) Poprelopipmn kot t de&opebalovn oe dropa

7oV €yovv AAPEL TovAdyioTov pio dAAN Bepameio, UTOpEl VO GTAUATIGEL TV EXIOEIVOGT TOL

TOAOTTAOD LVEADUATOG:

o Katd péco 6po, To Pomalidomide Accord otav ypnoyomomnke pe t Poprelopipmn kot
de&apuefalovn SEKoYE TV ETOVEUPAVIOT] TOV TOAOTAOD LVEAMUATOS Yo EmG Kot 11 uiveg og
ovyKplon pe 7 PVES Yia ekeivovg Toug acbeveig ol omoiot ypnoyonolovcay povo Poptelopipmn
Ko de€apedalovn.

To 6pghoc tne yponc tov Pomalidomide Accord pe ds€ouegdaldvn

Ortav to Pomalidomide Accord ypnoponoteitot pe ) de&apebalovn og dropa mov Exovv AdPet

TOLAGYIGTOV dVO AAAEG Bepameieg, LTOPEL VO CTUUATICEL TV EMOEIVOOT] TOV TOAAATAOD LVEADUOTOS:

. Katd péco 6po, to Pomalidomide Accord étav ypnopomomdnke pe m de&opedalovn diékoye
TNV EXNOVELPAVIOT] TOV TOAAUTAOD LVEADUOATOC Y10 MG KOl 4 UNVEG G€ COYKPLON UE 2 UVES Y1idL
eketvoug Toug acbeveig o1 omoiot ypnoponolodoay pnovo deEopuedalovn.

2. Tuvrpéner vayvo pilete npwy mapere To Pomalidomide Accord

Mnv mapere o Pomalidomide Accord:

. eqv glote £ykvog 1 vopilete 6t pmopel va giote £ykvog 1 oxed1AleTe va peivete £€yKvog, d10TL TO
Pomalidomide Accord avapéveton va tpokaiécel BAaPn 6to ayévvnto mandi (Ot dvopeg kot
Ol YUValiKeg Tov AapPBAavouy autd To PApLaKo TPETEL Vo, Stofacovy Ty Tapdypapo, «Konon,
QVTIGVAANYN Kol ONAQGLOG — TATPOPOPIES Y10l YOVOIKES KOl AVOPES) TOPOKATM).

o €AV Umopeite vo pelvete £yKvog, eKTOg €6V AauPAveTe OA TO ATOPALTTO LETPO Y10 VO,
eumodioete pa gvdegyopevn kimon (PA. «Komon, avticOAAnym kot fnlaouodg — TAnpopopieg yio
yovaikes Kot dvopegy). Edv umopeite va petvete éyxvoc, o yatpoc cag o kataypdyetl pall pe
KaOe cvvtayn 0t Exovv Anedel Ta amapaitnTo HETpa Kot o Gog yopNyNoEL ALTHY TNV
emPePaimon.

o o€ mepintwon aAlepyiog oty TOUOAOOUION 1} GE OTOL0ONTOTE AALO OTO TOL GUGTOTIKG CVTOV
TOV PopraKoL (avaeépovtal otny Tapdypapo 6). Edv vouilete ot umopet va €yxete adlepyia
010 PappaKo, cupPovAevbeite Tov YOTPod COG.

Edv dev eiote BEParol edv omotadNToOTE Ao TIG TAPATAV®D TPOUTOBEGELS 1GYVEL Yo EGAC, amevbuvheite
OTOV Y10TPO, TOV POPUOKOTOL0 1] TOV VOGOKONO GaG Tpotod mapete To Pomalidomide Accord.

IIpo&domon]6EIS Kot TPOPLAGESLS

Amevbuvbeite otov ylotpd, Tov Qapprokonotd 1 Tov voookOuo cog mtpty tapete To Pomalidomide

Accord gdv:

o elyate katd 10 TopeABov Bpoppovg oto aipa cag. Katd ) didpkeia g Oepameiog e to
Pomalidomide Accord vrapyet avénpévog kivouvog va dnpovpynbovv Opoupoocelg otic @AEPeg
Kot ot aptnpieg oag. O ylotpdg oag Umopel vo cag cuotnoet vo Adpete tpocbetec Oepameieg
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(.. Bapeopivn) 1 va pewwoet T d6on Tov Pomalidomide Accord yia va peimbei n mbavornta
onpovpyiog Opoppwv oto aipa.

o glyote TOTé epQaviost aAAepyikn avtidpacn ommg e€avOna, Kvnopo, oidnua, LaAn 1 duckoAia
OTNV aVOTVoN KAt TN S1EPKELD AYNG CYETIKOV QUPUAK®V ToL AéyovTot gite «Baldopion» 1
«AEVOMOOUIO».

o elyote po kapdlokn TPosPorr|, EETE KAPOLOKT AVETAPKELQ, EYETE OVOKOAES OVOTVONG T EGV
komvilete, £xete vymAn aptnploKn Tieon N VYNAL exineda YOANGTEPOANC.

o €YETE LYNAO GUVOMIKO (POPTIO OYKOV GE OAO TO ML, GUUTEPIAALUPOVOLEVOD TOV PVEAOD TMV

06TMV 60.¢. AVTO B0 LTOopPoDGE VO, 00N YN GEL GE LI KOTAGTOGT OOV Ol OYKOL OITOSOLOVVTAL KO
TPOKAAODY oLV OT EMITESQ XM UIKOV OLCIDV GTO QLN TTOL LITOPOVV VA, 001Y|COVV GE VEQPIKN
averdpkelo. Evdéyetan emiong va epupavicete Evay akavovioTo Kapdtako puud. Avtin
KOTaoTaon AEYETO GUVOPOLO AVGTG OYKOU.

o &yete 1 iyote vevpordbeia (vevptkn PAGPT TOL TPOKAAEL LUPUAYKIAGHO 1) TOVO 0T, XEPLOL 1|
070 TOOLN GOLG).

o éyete M eiyote Toté Aoipmén amd nratitda B. H Ogpancio pe Pomalidomide Accord pmopei va
TPOKOAECEL TNV EXAVEVEPYOTOINGT TOV 10V TNE Nratitdag B og acbeveig mov pépouvv tov 10, pe
OTOTELEG O, TNV EXAVEUPAVIOT TNG Aoipwéng. O ylotpdc cag Ba mpémel va eEAéyEer v giyate
Toté Aoipmén and nratitida B.

o EKOMNANDGETE 1 £)ETE EKONANDGEL 6TO TaPEABIY Evay GUVIVAGUO OO OTOLOONTTOTE OO TAL
akolovba cupmTOUaTo: EAVON U0 6TO TPOCHOTO 1| EKTETAUEVO EEAVON L, EpLOPO dépua, LYNAD
TVPETO, GUUTTOUATO, YPITTMO0VS GUVOPOUNG, S10YKMUEVOLG AEPadEveg [onueia Lo coPapnc
OEPLLOTIKNG OVTIOPOOTG TOL OVOLLALETON POPLLOKEVTIKY] AVTIOPAOT LLE OCTVOPIALL Kot
ovotnuatikd cvprtopota (DRESS) 1 obvdpopo vepevarcneciog oe ¢pappoko, To&ikn
emdeppkn vekpoivon (TEN) M odvdpopo Stevens-Johnson (SJS). BAéne eniong mapdypagpo 4
«ITBovég avemBOunTeg EVEPYELEDD.

Eivot onuovtikd vo emionuovOei 0t acbeveic pe moAamAd puéhopa Tov Aaupdvouy Oepameio pe
TOHOAOOUION EVOEXETOL VO AVATTTOEOVY TPOGHETOVG TOTOVG KOPKIVOL Kol ETOUEVMG O Y10TPOG o0 Bal
TPEMEL VO, 0ELOAOYTGEL TPOGEKTIKA TO OPEAOG Kol TOV KivOUVO TV GOG GLUVTOYOYPAPEITOL 0VTO TO
QaploKo.

Evnuepwote dpeca tov yiatpd 1 TOV VOGOKOUO GOC, OTOLOONTOTE GTLY Y| KOTE TN O18pKELD TNG
Oepomeiag N LeTd amd avTV, 6€ TEPITTMOT OV TapaTnPioeTe BoAn Opaot), arnmielo dpacng M
dumAwrmio, SUGKOAMA 0TV opAia, advvapio ota xEpla 1 ota TOd0, 0AANYT) GTOV TPOTO PAdIoNG T
TPOPANLOTA IGOPPOTTING, EXIHOVO HOVOIAGHE, HELWUEVT aicBnon 1| andAielo aicBnong, andisio
PvnAuNg i ovyyvon. Ol avtd propel va 0moTEAOUV GUUTTOIOTO LG GOPaPNG Kot SUVNTIKG
Bavoatneopoc TAONGNC TOV EYKEPAAOD YVMOOTNG (G TPOIOVOH TOAVESTIOLKT AEVKOEYKEPOAOTAOELN
(TITIA). Edv siyate ta cvpntopota ovtd tpwy omd ) Ogpaneio pe o Pomalidomide Accord,
EVIUEPDOOTE TOV Y10TPO CUG GYETIKA LLE OTOLOONTOTE AAAUYT] OTO GUUTTMOUOTO QUTAL.

210 téA0g TNG Bepameing, TPEMEL VO EMOTPEYETE OAOL TOL LUT) Y PTICULOTOUNLUEVO KOWYAKLO GTOV
QAPULOKOTOLO.

Kbdnon, avticOAinyn kor 0hacpog — AN po@opies Yo YOVOIKES Kol AVOPES

Ta Toapakdto Tpénel va akolovBoiviat 0mag avaeépetot oto Ilpdypappo [Tpdinyne Kdnong tov
Pomalidomide Accord. Ot yvvaikeg mov maipvovv to Pomalidomide Accord dev mpémet vo peivovv
EYKVEG Kol Ol AVOPES EV TTPEMEL VAL TEKVOTTOUOOLV. AVTO Y10TL 1] TOULOALSOLLION avaLEVETOL VO BAGYEL
10 éuPpvo. Eoeic xat o () ouvtpopdg cag Oa Tpémel va yprCoLLOTOLEITE OTOTEAEGHOTIKES a0V
OVTIGVAANYN G EVOG® TOIPVETE OUTO TO PAPLOKO.

Tuvaikeg
Mnv ndpete to Pomalidomide Accord edv giote éykvoc, vopilete 6t1 pmopei va giote éykvog 1

oyedalete va peivete £ykvog. Avto Yot To QAPLOKO 0VTO avaIEVETAL VA PAGYEL TO oy EVVITO LOPO.
[Tpotov apyicete tn Bepaneio, TPEMEL VO TEITE GTOV YIATPO GOG EAV UTOPEITE VO PEIVETE £YKVOG, OKOLLL
Kot v vopilete 6t avto givar amibavo.
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Edv pmopeite va petvete €ykvoc:

o TPEMEL VO, Y PN CUYLOTOLEITE AMOTEAECUATIKEG LEDOOOVG OVTIGUAANYNG Y10 TOLAG 1oTOV 4
gfdopadeg mpv v Evapén g Bepameiag, yio OAn ™ Sidpkela mov AapBdvete Oepameio Kot
TOVAG1IoTOV LEYPL 4 efdoNadES eTd To TENOG TNG Bepameiog. MIAOTE e TOV Y10TPO GOG Y10
Vv KaAvTePN PEBOSO avTIGOAAN YN G Yo EGAG.

o KAa0e Popd Tov 0 Y1TPAg GOG YPAPEL Lo GuVTayT], vTdg o Tpémer va Pefatmbel 0T KaTavoeite
TOL ATTOLPOATITO LETPOL TTOV TPEMEL VAL ACLUPAVOVTOL Y10 TV ATOPUYT] TG KON oG,
o 0 Y10TPAG 60¢ Oa KavoVIGEL VO KAVETE TECT EYKLIOGUVNG TPV amtd TN Bepomeio, TOLALYIGTOV

ka0g 4 efdopadeg katd T drdpkela TG Bepameing Kot TovAdy1oTov 4 £BS0NAdEC LETA TO TELOC
¢ Oepameiog.

Edv petvere éyxvog mapd o péETpo TpOANYNG:
o TPEMEL VO GTALOTIOETE TN Oepameio GUESMG KOl VOL EVI|LEPMDCETE TAPAVTO TOV Y10.TPO GOLG.

Onloouog

Agv givarl yvooto av to Pomalidomide Accord nepvd oto avOpdmivo untpikod yaia. Evnuepmote tov
yatpo cog edv OnAalete 1| oxkonevete va Inidoete. O ylotpdc cag Ba oag cupfovievoet £av Ha
TPEMEL VO GTOLOTIOETE 1) VO GUVEYIOETE TO ONAaopo.

Avdpeg
To Pomalidomide Accord nepvd oto avOpanivo orépua.

. Eév n oOvtpopog cag eivat £ykvoc 1 umopet va Lelvel €YKo, Tpémet vaL Y pnOLLOTOLELTE
TPOPLANKTIKA Y10, OAN T ddpKela Tov AapPavete Oepameia kot yio 7 nuEPES LETA TO TEAOG TG
Bepameiog.

o Eav 1 60vtpogoc cog peivel éykvog evoom maipvete to Pomalidomide Accord, evnuepdote tov
Y1Tpd oo apécmc. H ouvtpopog cac o mpénet eniong vo eviUEPDOEL TOV Y1UTPO TNG AUECHC.

Agv Bo mpémer va dcoete oméppa N omeppatolmipia KTd T didpkela g Oepameiog kot yio 7 nUEPES
LETA TO TEAOG TG Bepomeiog.

Awpodoocio ko e£eTdosig aipatog

Aegv mpénel va dwploete aipo kotd tn dtapkelo tng Oepameiog Kot yio 7 nUéEPEG LETA TO TEAOG TNG
Bepamneiog.

IMpw xou katd tn didpketa g epaneiog pe To Pomalidomide Accord Ba kdvete taktikég
OLLLOTOAOYIKEG EEETACELS. AVTO Y10TI TO PAPHOKO GOG LITOPEL VOL TPOKAAEGEL LEIMOT] TOV 0PLOLLOD TV
aoo@otpimv Tov fonbodv 6NV KaTamoAEunon AomEE®Y (AevKoKOTTAPA) Kot TOL aplBod TV
KUTTAP®Y oV Ponbovv Gt drakony TG Koppoyiog (CUOTETAALL).

O yiatpdg cog B mpénel va cag {ntnoel va kavete eE€taom oipotoc:

o mpwv T Bepameia
o ka0g efdopada yio Tig Tpmteg 8 efdopddeg g Oepameiog
o TOVAQYLOTOV KAOE puMva petd amd ovtd to ddotnua, Yo 6co maipvete o Pomalidomide Accord.

Q¢ amotéleco aVTOV TV e£ETAGEMY, 0 Y1IUTPOG GOG UTOPEL VO TPOGOPLOCEL T OGN TOV
Pomalidomide Accord 7 va otopatioet ) Oeponeia cag. O yiotpds pmopet exiong vo TpocaproceL
d00M 1 VoL S1OKOYEL TO PAPLLOKO AOY® TNG YEVIKNG KATACTOOTG TG VYEING GOC.

Hooré ko £pnpor

To Pomalidomide Accord dev cuvictdrtal yia xprion o€ Totdid Kot vEoug KATm Tav 18 tmv.

Al pappoxa kor Pomalidomide Accord

Evnuepaote Tov y1otpo, TOV QOPUOKOTOLO 1] TOV VOGOKOUO GOG EQV TAipVETE, £XETE TPOCPATO TAPEL T
umopel vo mapete dAla pappako. Avtd opeidetor oto yeyovog 6t to Pomalidomide Accord pmopei va
EMNPEAGEL TOV TPOTO SPAonG optopévav GAAmv eappakmy. Eriong, opiopéva dAla @appoKke Heopovy
va ennped.oovy Tov Tpodmo dpdong tov Pomalidomide Accord.
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Edwdtepa, evnuepmOOTE TOV Y10TPO, TOV POPUAKOTOLO 1) TOV VOCOKOWUO GOG TPV TAPETE TO
Pomalidomide Accord av maipvete 0molodnmote amd To 0KOAoVO PAPLLOKOL:

o OPLGUEVOL OVTLLVKTTIOGTKG OTT®G 1 KETOKOVOLOAT
o opiopéva avtiotikd (Yo mapdostypa cumporoacivn, evosacivn)
o GUYKEKPLUEVO OVTIKOTOOMITTIKG OTTdg 1) @AOLBOSALIVT.

0o ynon Kot YEPLOPOS PN AVIATOV
Opwopéva atopa aicBdvovtot kémwon, {aAn, Amobupia, chyyvon 1 0Tt EYOuV LELOUEVT EYPIIYOPOT)

6tav waipvovv To Pomalidomide Accord. Av avtd cvppei o€ godc, unv odnyeite 1y un xepileote
EPYOAELDL 1] UNYOVILLOLTOL.

To Pomalidomide Accord mepiéyet vatpro
To @appokeutikd avtd Tpoidv mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) ava koydkio, givot
avTd TOL OVOUALOLLLE «EAEVDEPO VATPIOLY.

3.  Iogvanapere ro Pomalidomide Accord

To Pomalidomide Accord npémnet va xopnyeitol 6 €60G omd EVay yloTpd TETEPAUEVO OTNV
OVTULETOMION TOL TOAOTAOD LVEADUATOC.

[Tavtote vo maipvete To APUOKA GG ALGTNPE COLEOVA LLE TIG 00N YiES TOL YLOTPOL Gag. Eav éyete
apP1POALES, pPOTHOTE TOV YITPO, TOV PUPLOKOTOLO 1] TOV VOGOKOLO GOG.

Iéte va mapere To Pomalidomide Accord pe dila eappoxa

To Pomalidomide Accord pe Boptelopipmn kot deapedalovn

o AvatpéEte ota UAAL 00N Y1V Y priong g Boptelopiunng kat g deEapuebalovng yia
TMEPIOGOTEPES TANPOPOPIEG GYETIKA LLE TN YPNON KA TIG EMOPAGELG TOVG,.

o To Pomalidomide Accord, n Boptelopipmn kot 1 de&apebalovn Aappdvovial og «kOKAovg
Bepomeiogy. Kabe kdrhog dapkel 21 nuépeg (3 efdopddec).

o Kottd&re tov mapoakdto mivakae yio vo ogite Tt va mapete kdbe nuépa tov koKAov 3 efdouddwv:
o Ka0e nuépa, korta&te tov mivaka kot Bpeite T OGTA NUEPA Y10, VO OEITE TOLN PAPUAKOL
VoL TOPETE.
o Kdanoeg npépeg, Ba maipvete Kot o 3 gappoKa, KAmoleg nuépeg novo 2 dppoka 1 1

(PEPLLOKO KOl KATTOLEG TUEPES KOVEVQL.
POM: Pomalidomide Accord, BOP: Boptelopiunn, AEE: As&apedaldvn

Kvklog 1 ¢ 8 Kvklog 9 kot dve
‘Ovopa @appdkov ‘Ovopa @appdkov
Hpépa | POM BOP AEE Hpépa | POM | BOP | AEE

T | v T | vV [ V[
2 v v 2 | v
3 v 3 v
4 v v v 4 v
5 v v 5 v
6 v 6 v
7 v 7 v
8 N N N 8 N N N
9 V V 9 V N
10 N 10 N
11 vV R N 11 V
12 V V 12 v
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13 v 13 v
14 V 14 v
15 15
16 16
17 17
18 18
19 19
20 20
21 21
o Meztd v odokApwon kaOe khkhov 3 efdoddwv, Eekiviote Evay vEO KUKAO.

To Pomalidomide Accord povo pe deapebalovn
o AvatpéEte 6T0 PUALO 00N Y1V PN o1G TS 0e&apefalovng Yo TEPLOGOTEPES TAT|POPOPIES
OYETIKA LLE T1) (PNION KOl TIG EMOPAUCELS TNG.

o To Pomalidomide Accord kot 1 de€apebalovn Aappdvoviorl og «kdkiovg Oepameiogy. Kdade
KOKAOG drapkel 28 nuépeg (4 efdoudosg).
o Kottd&te tov mapakdto mivaka yio vo ogite TL va mapete kdbe nuépa tov kokAov 4 efdouddwv:

o

o

Kabe npépa, korrdEte Tov mivaka kot Bpeite T oot NUéEPA Y1 va dgite Toa pappoka
Vo, TOPETE.

Kdamnoeg nuépeg, Oa maipvete kot o 600 QApHOKO, KATOLEG NUEPES HOVO 1 @ dippLaco Kot
KATOleg UEPES KOVEVOL.

POM: Pomalidomide Accord, AEE: Ae&auebalovn

Ovopa @appdxov

Hpépa | POM | AE=Z
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25
26
27
28

o Meztd v ohokApwon kaBe khkhov 4 efdopddwv, Eekviote Evay vEO KUKAO.
IMéco Pomalidomide Accord va mapete pe Ghha gappoxa,

To Pomalidomide Accord pe Boptelopiunn ko de€auedaldvn
. H ovvictdpevn 86om évapéng tov Pomalidomide Accord givar 4 mg v nuépo.

o H ovvictdpevn doon évapéng g Boptelopipmng Bo vroroyiotel amd Tov yiatpod cog Kot Oa
Baoileron oto Hyog kot to Bapog cag (1,3 Mg/m? empdavelog cOUATOG).
o H ovvietdpevn 66on évapéng g de&apebalovng eivar 20 mg v nuépa. Qotdc0, edv giote

dve tav 75 etdv, N cuvictduevn d6om Evapéng etvar 10 mg v nuépa.

To Pomalidomide Accord povo pe de€auedolovn

o H cuvictdpevn 66on tov Pomalidomide Accord givat 4 mg tnv nuépa.

o H ovvictdpevn d0on évapéng g de€apebalovng eivar 40 mg v nuépa. Qotdco, edv glote
v tav 75 eTdv, N cuvicTduevn d6om Evapéng etvar 20 mg v nuépa.

O yatpdc Gog pumopet vo ypelactel va peidoet ) d6om tov Pomalidomide Accord, thg foptelopipmng
N g de&apedalovng N va GTAPATACEL £Va 1] TEPLECOTEP ATO AVTA TO PAPLOKO LE BACT TO
OTTOTEAEGUOTO TMV OLLOTOAOY KMV GOG EETAGE®Y, T YEVIKT GO KOTAGTOGOT, GAAN (APLLOKO TTOV
umopel va woipvete (1.y. oumpoprobacivn, evofacivn kot gAovfosapivn) kabmg exiong Kot edtv
enpavioete ovemBounteg evépyeteg (Wwitepa eEavOn o Tpn&o) amd ) Bepomeia.

Edv ndoyete omd nmotikd 1 veppikd TpofAnpaTa, o yiotpdg oog 0o e EyyEl TOAD TPOGEKTIKG TV
KOTAOoTAON G0G EVOSM AaUPAVETE 0VTO TO PAPLLOKO.

Mo vanapere o Pomalidomide Accord

. Mnv ondlete, avoiyete | poodte ta koydiio. EGv n okévn and éva onacpiévo Koyiklo
Pomalidomide Accord épbet o€ e e 10 dEpO, TADVETE TO SEPLO OUECHS KOl OYOAMUGTIKA
LE VEPO KOl GATOVVL.

o Ot enayyehpotieg vyeiag, Ta dropa mov epovtilovv acbeveic kot Ta PEAN NG ouoyévelag Oa
TPETEL VO POPOLV YAVTIN PiaG ypNoems Otay yepilovtal TNV KuwEAN 1) T0 KayaKlo. X
GULVEYELD T YAVTIO B0l TPETEL VAL ALPALPOVVTOL TTPOCEKTIKG TG MGTE VAL ATOPEVYETAL TUYOV
ékbeom Tov OEpLATOG, Va TomoBeTobVTOL GE GO POYILOUEVT TAOGTIKI] GOUKOVAN OO
TOADOBVAEVIO KO VO, OTOPPITTOVTOL GOUPOVE LE TIG KATE TOTOVS 10 DOVGEG OYETIKEG
dwtdEels. Xt ovvEéyela To yépla o TPEMEL va TAEVOVTOL GYOAUGTIKG LE camovvt Kot vepod. Ot
Yovaikes Tov eivat £yKveg 1 TBovoloyolv 0Tt pumopet va eivan éykveg dev mpémel va yepilovton
TV KOWYEAN 1] TO KOWAKLO.

o [Mpénel va katamivere To KayaKLo, OMOKAN PO, KOTG TPOTIUN G LE VEPO.
To koydkio propovv va, AneBolv ite pe gite yopig Tpoe]|.
o [Mpéner va maipvere to Pomalidomide Accord mepimov thyv idia dpo kébe uépa.

[Ma v agaipeon tov kayakiov amd Ty KOYEAN, TEoTE LOVO TN Hid AKPN TOL KOWYOKIOLD OCTE VoL
e&élbel amo To eOAAO ahovpviov. Mnv aoKeiTe Tigom 0T0 KEVIPO TOV KOWOkKiOv, KaBdg avTtd pmopel
V0L TPOKOAEGEL TO GTAGIUO TOV.
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O y1atpdc oG 0o 6og GLUBOVAENGEL GYETIKA LE TO TG Kot TO TOTE VoL Tdpete To Pomalidomide
Accord gav £yete veppikd TpofAnpato kot vtopdileote og Bepameio pe apokdbapon.

Avapkera g Ogpaneiog pe Pomalidomide Accord
®a mpénel va cuveyioete Toug KuKAovg Bepameiog £mg 0Tov 0 Y10TpOS 0aC GAG TEL VO GTOLLOTIGETE.

Eav mapete peyorvtepn d6on Pomalidomide Accord amé Tnv kavoviki
Av mapete peyorvtepn 60om Pomalidomide Accord amd v kavovikn, WIAAGTE e Evay YloTpo 1
petapeite apéomg oto vosokopeio. T1dpte T cuokevacio Tov eappdakov pali cog.

Eav Egydoete vo mapetre To Pomalidomide Accord

Eav Eeydoete va mapete to Pomalidomide Accord pia pépa evd O énpene, TapTe TO EMOUEVO KOWEAKLO
g ovvnBwg TV enduevn uépa. Mnv avénoete Tov aptiuod Tev KoyaKiov Tov ToipvETE Yo, Vo
avorinpmoete to Pomalidomide Accord mov dev mnpate TNV TponyodUeEV NUEPA.

Edwv éyete meplocdtepeg epOTIGELS GYETIKA LLE TT] (PTIOT] GLTOD TOL PAPUEKOV, POTNGTE TOV Y1UTPO 1|
TOV (POPHOKOTOLO GOG.
4. MBavég avemBOuNTES EVEPYELEG

Onog 6A0 To QAPUOKa, £TCLKOL AVTO TO QPAPLOKO UITOPEL VO, TPOKAAECEL AVETIOOUNTES EVEPYELEG, 0LV
KoL OgV TAPOVGIALOVTUL GE OAOLE TOLS OVOPOTOVG.

Yofapic avemOOUNTES EVEPYELES

Yrapatiote va maipvere to Pomalidomide Accord ko dgite apéomg éva yroTpo, av
TOPUTN PN CETE OTTOLAON TOTE U0 TIS TAPUKATO GOPapéc avemOOuNTES EVEPYELES — PTOPEL VO
yperaleote enciyovoa wotpiki) Ogpancio:

o [Tvpetd, piyn, TOVO 610 Aopd, Prya, TANYES OTO GTOLA 1) OTOLLONTOTE AAAN CULTTMLLOTO
Aolpméng (AOY® pelmpEVOD aplBod AEVK®OV GILLLOCQ APV, TTOV KATUTOAELOOV T AOTH®OEN).
o Apopparyio 1] LOAOTEG XOPIG VO VTAPYEL OLTi0, CUUTEPIAAUPOVOUEVTG pLvOpparyiaG Kot

aopparyiog amod To £viepo 1 10 6TopdyL (AOY® TG ENidpaoN g T KOTTOPO TOV GiLATOS TTOL
AEYOVTOL KOLLOTETAALO).

o I'pyopn avamvon, ypiyopog TaALOg, TUPETOG Kat piyr), ToAD Alyn 1 kaBoiov ovpnomn, voutia
Kol ELLETOG, GVYYVOT], OTMAELD GLVEIDToNG (AOY® Aoipwéng Tov aipatog Tov ovopdletan
onyoio  onmTikn KotamAnéio).

o Yofapn, enipovn 1| apoppayiky| otdppota (Thavadg (e GTOUAYIKO TOVO 1] TVUPETO)
npokaiovuevn arnod Boktipro tov ovoudlovton Clostridium difficile.

o [T6vog 6t0 Bdpaka 1 6T KATO Akpa kot TPRELLO, OAITEPO GTO KATM TN LA QUTMV 1] TIG
yaumeg (Tov TpokaAovvTot ard BpopPovs Tov aipoToc).

o Avomvola (amd coPfapn Aoiuwén tov Ompaka, AEYUOVT TOL TVEDUOVA, KAPIIOKT OVETAPKELD 1|
OpouPo tov aipatog).
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[Tpr&o Tov TposmTOoL, TV YEIMDV, TG YADCGOS KOl TOL A0V, TO OTOI0 UTOpEL va
TPOKOAESEL SUOKOAID otV avarvor (Adym coPapdv TOUT®Y GALEPYIKIG OVTIOPAOT|G TOV
OVOLLALOVTOL 0Ly YELO0ION 0L KOl OVOLPUACKTIKT avTidpoom).

Op1opévol TOTTOL KOPKIVOL TOV dEPUATOC (KOPKIVMUL 0O TAUKMOES EMONALO KoL
BaocikokuTTaptkd KopKivmpa), ol 0oiol UTopohV Vo TPOKAAEGOVY AAANYEC OTNV EUPAVICT) TOV
déppratoc oog 1 eEoykadpata oto déppa cas. Eqv mapatnprioste onowadnmote aAdoyn 610 déppa
oog evod Aappavete Pomalidomide Accord, evnuepdote Tov Y10Tpd 6oG TO GUVTOUOTEPO dLVATO.
Eravepedavion Aoipwéng and nratitida B, mov umopel vo mpokaAésel KITpivIGA TOV OEPILOTOG
KOL TOV HOTIOV, KOPE GKOVPOY PO 00pa, KOIMaKO Tovo 6t 6510 TAEVPE, TUPETO Ko
aicOnua vavtiog 1 adiabecia. Evnuepmote Tov y10tpd G0G apESmS EAV TOPATPNOETE KATOL0
07O OVTA TO, CUUTTOLOTO.

Audyoto e£avOnpa, vymAr Beppokpacio GmUATOG, S10YKMUEVOL AEUPAOEVES KOl GULLETOYN
GAA®V 0pyAV®Y TOL CAOUOTOG (POPHOKEVTIKN OVTIOPAOT LLE OCIVOPIALD KOl GUGTILLOLTIKY
CLUTTOWOTO, 1] ontoia gival eniong yvoot wg DRESS 1| alhvopopo vrepevoictnociog o
(Qapurako, ToEIK EMOEPIKT VEKPOAVGOT 1) GUVOpOLLo Stevens-Johnson). Xtapatiote va,

PN CLOTOLEITE TNV TOUOAOOUION €6V EKONANDGETE ALTA TO CUUTTMOUATO KOl ETIKOVMOVTOTE LLE
Tov YuTpd oag N avalntnote apéowng wtpikn fonfeia. BAéne eriong mapdypapo 2.

Yropatiote vo moipvere to Pomalidomide Accord kot d€ite apéomg Eva yroTpo oV TopoTnpioeTe
onoldNToTE Ao TIg GOPaPEG AVETIBVUNTEG EVEPYEIEG TTOV OVOLPEPOVTOL TAPAUTAVED — LITOPEL VOl
ypewdleocte enclyovoa 10Tkt Oepameio.

Addeg avemBOunTeS evépyereg
IMoAb cvyvég (avTég EvagyeTal va ennpedcovv meptocdTepovs and 1 atovg 10 avBpamoug):

Aoyaviooua (ddomvola).

AoludEelg Tmv mveupdvay (Tvevpovia kot Bpoyyitida).

AOUADEEIS TNG PVOG, TV PIVIKOV KOATMV KOl TOV ANLUOV, TPOKOAOVUEVES OO BokThpla 1 100G,
Yountopote Tapopote Le TG ypinng (ypinn).

XapnAdg apBpog epubpdv apos@apiov, Tov UIopel vo, TPOKaAEsEL avaipio, 1) omoio odnyel
0€ KOTMOT| Kol AdLVOLIa.

XoapnAd enineda koAiov 610 aipta (VTOKOALOLIA), TOL UTOPOLY VO TPOKUAECOUV QLOLVOLLLOL,
LVTKES KPAUTES, LDikoDg TOVOUS, oo «pTEPOVYIGLATOGH GTNV Kopdd, aicOn o
TOUMNHOTOG 1] HOVS10GHLO, SVoTVOLa, aAlayEg ot O1d0gom).

Yymid enineda ooy dpov 6To aipa.

I'piiyopog kot okovOvIeTog Kapdlokog TOALOG (KOATIKY LOPpLOpLYT).

Amolelo 0peEnc.

Avckototra, diéppota 1 voTia.

AdwBecia (éuetoc).

Kotakog movog.

"EXeym evepyntikdtntog.

Avckolio va KON Oeite 1| Vo TOPUUEIVETE KOYWGUEVOL.

ZGAN, TPEUOVALOGLOL.

Muvikoi oracpot, poikn advvapio.

Ootikog Tdvog, mdvog ot HéoT).

Movdiacoua, aictnue ToluruaTog 1 aictnua Kadcov 6To dEpUa, TOVOL OTA ¥£PLO. 1) OTA TOSLN
(Tepropepikn ausOnTikn vevpordbeia,).

Ievikevpévo mpr&ipo, copmepthapBavoprévon Kot Tov Tpn&ipatog v dve 1 KATo GKpov.
E&avOnuaro.

Ovporoipmén, mTov umopel va TpokaAécel aicOno kodoov KaTd TV 00pnomn 1 TO GLYVN
avAyKTM Yo obpnon.

Yoyvég (avtég evdéyetar va ennpedoovy £wg Kot 1 otoug 10 avBpamoug):

[tdon
Apoppoyio evtog Tov Kpaviov.
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Mewwpévn wovotrnta kiviong 1 aicBnong otig TaAdES, 6TovG Bpayioves, To TEALATO KO TO
OO0, AOY® VELPIKNG PAAPNC (TEPIPEPIKT OGO TIKOKIVITIKY VELPOTTADELR).

Movdlaopa, Kvnouog kot £va, aictn o ToUTUAToVY amd BeEAOVES 6TO SEPLA GOG
(mapoicOncia).

AlcOnuo epoTpong 6To KePAAL TOV KOO1GTA SVGKOAN T ST PNOT) TNG LOOPPOTIOG KoL TN
(PLO10AOY KN Kivnon.

IMpn&uo mov mpokaeital amd vypo.

EEavOnua (kvidwon).

Kvnopog oto 6éppa.

‘Eprng Cwotipag.

Kopdiokn Tposforr] (mévog otov Bdpaka mov eamimvetal 6Toug Bpayioves, Tov avyéva, T
yvaBo, pe aicOnon Wpota Kol duemvolag, aichnon vavtiog 1 £UeTo).

[T6vog otov Bmpaxa, Aoipwén tov Bmpaxa.

AvEnpévn optnplokn mieon.

Meiwon otov aptOud TV pubpoKLTTAPOV KoL AEVKOKVTTAP®Y, Kol OUOTETAAIDV THLTOYPOVOL
(Tavkuttaporevia) Tov Oa oo ONUIOVPYNCEL ALENUEVT) TAOT Y10 ALopparyiol Kot LMAMITES.
Mrmnopei va aicBavOeite KOTmoN Kot ddUVOLo, Kol SVCKOAMO GTNV OVOTVOT Kol 0KOUT LWTOPEL VoL
&yete avgnpévn mBavotnta vo ERPOVIcETE AOLUOEELG.

Mewpévog aplfpog AepeokuTTapmy (£vog TOTOG AEVKOKVTTAP®Y) TOL GUYVA TPOKAAEITOL OO
holpmén (Aeppomevia).

XapnAd erimeda poyvneiov oto aipa (VIopayvnoloiio), Tov UTopel vo TPoKaAESEL KOT®MOT),
YEVIKELUEVT] adUuVapia, LUTKES KPAUTES, EvePEMOTOTNTO KOl UTOPEL VOL 001 YT|GEL OE YOUNAL
enineda acPeotiov oto aipa (VTacPeotionpia), TPAYLO TOV UTOPEL VO TPOKAAEGEL LOVIIAGLLO T
aicOn Lo TOIUTLLOTOG TV XEPLAOV, TV TOSIMV 1) TV XEIM®MV, PLUTKEG KPAUTES, LUTKY ddLVopia,
Taomn Amobupiog, cOyyvon.

XaunAo eninedo poo@Opov 6To aiplo (VTOPMOCPATALLIN) TOL UITOPEL VO TPOKAAEGEL LVTKN
advvapio Kot evgpefioToTnTa 1 GVYYLO.

YynAo erninedo aoPfeotiov oto aipa (VTepacPesTionLio) TOV UITOPEL VO TPOKAAEGEL TTLO OPYEL
OVTOVOKAQGTIKE KO 0OUVOLLIO TOV OKEAETIKOV HUMV.

Yynid enineda KoAiov 6TO aipLo oV UTOPEL VO TPOKAAEGOUY aVOUOAO KOPSLoKO puiuo.
XopunAd exinedo voTpiov 6TO aiplol TOL UTOPEL VO TPOKOAEGOUV KOTMOT| Kol GUYYVGT], LUTKEG
OVLOTAGELG, KPIOES (EMANTTIKEG KPIOELS) 1| KOO

Y ymAd eninedo ovptkod 0£€0¢ GTO aliplo TOL UTOPEL VOL TPOKAAEGOUV Lo LopPT) 0.pOpiTIdag Tov
ovopadetat ovpikn apbpitido.

Xaunin aptnplokr tieon wov umopel va mpokaiésel (aAn 1 Mmobopia.

[16vog oto otopa 1 Enpoctopio.

AMayéc oty aicBnom g yevong.

[Tpnopévn Kotd.

AicbOnon cbyyvong.

[Meopévn duabeon (katadimtiky 01G0gon).

Amnmlelo cvveidnong, Mmobuytia.

BOAMUO TOV HOTIOV G0G (KOTAPPAKTNC).

BAGPn ota veppd.

Advvapio ovpnong.

M| pUGL0AOYIKEG NTATIKEG SOKIULOGIEG.

[T6vog otnv mHero.

Anwleto fapovg.

'Oy svyvég (avtég evogyetatl vo ennpedoovy £mg Kot 1 otovg 100 avBpdrovg):

Avyyelokd yKEQUAIKO EMEIGOO10.

dlreypovn Tov fatog (NTATitido) Tov UTopel va TPOKAAEGEL KVIIGLO OTO SEPLLAL, KITPIVIGLLO TOL
OEPLLOTOC KOl TOV AEVKOD T®V PATIOV (TKTEPOC), AvOryTO PO KOTPAVE, CKOUPOYPMOLLO 0VPL
KOl KOWMOKO TTovo.
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o H amodopnon tov kopkivikdv Kuttdpov £Xel oG omoTEAESHLO TNV aneAeLBEPmoT TOEIKMDY
EVOGEMY GTNV KUKAOPOpio Tov aipatog (chvopopo Avong 6ykov). Avto pmopel va 0dnynoeL oe
VEQPIKA TpoPANpaTaL.

o Y noAertovpyio Tov Bupeoeldong 0dEva TOL UTOPEL VL TPOKUAEGEL GUUTTOUATO OTOG KOVPOOT,
MBapyo, poikn advvapio, apyod kopdlakd puduod, avénorn Tov CoUTIKoD BAPOVC.

Mn yvo otég (1) ovyvotnta dev pmopet va ektiun el pe faon ta drabéoya dedopéva):
o ATOppYN LOGYELUATOG GUUTAYOVG 0pYEvoL (OT®G Kopdldg 1 NTaTog).

Ava@opd avemOOunToV evepyEl®V

Edv mapatnproete kamolo avemBOountn evEpyeLd, EVIUEPMOOTE TOV Y1OTPO, TOV QUPLOKOTOLO 1] TOV/TNV
VOOOKOUO 00G. AT oY Ve Kol Yo KABe mhovn avemiBOUnTN EVEPYEL TOV OEV AVAPEPETAL GTO TOPOV
@O0 odnylov yprons. Mmopeite emiong va avapépete avembOunTeg evépyeles angvbeiag, LEGH TOV
€Bvicov cuoTAATOG avapOopPdG Tov avaypdeeTol 6to [Tapdptnua V. Méow e avapopdg
avemBOUNTOV eVvEPYEL®V PIopeite va fonOcETe 6T GLAAOYT] TEPIOCOTEPWOV TANPOPOPLOV GYETIKA LLE
TNV 0GP AAELL TOL TOPOVTOG POPLAKOV.

5.  IM®dgve puidccere To Pomalidomide Accord

To @AapLOKO QVTO TPETEL VO PLAAGCETOL GE LEPT TOV OgV TO PAETOVV Kot dev TO POEVOLV T TALO1AL.
Noa un proIHOTOLEITE ALTO TO PAPLLOKO LETA TNV NUEPOUN VIO ANENG TOV AVAPEPETUL GTNV KOWEAT KOl
070 KouTi UeTd TNV évoelén «EXPy». H nuepounvia AnéEng etvailn tedevtaio nuépa Tov Uivo, Tov
avopépetal exet.

To pappoko avtod dev amattel WitePEg cLVONKEG POAAENC.

No un xpnowonoteite to Pomalidomide Accord év mapatnprioete toyov gOopd 1 iyvn TapoPioonc
0T CLCKELOGIO, TOL POAPUAKOV.

Mnv mtetdte PAPHOKO GTO VEPO TNG OTOYETELONG 1] OTA OKLOKE amoppippato. OAa To pun
LPNOWOTONUEVO PAPLLOKE, TPETEL VO, ETIGTPEPOVTOL GTOV POPUAKOTOLO 6TO TELOG TG Oepameiog.
Avtd to pétpa Oo fonbrcovv otny Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TG CVGKEVAGLUG KoL AOLTTEG TAN PO POPiES

T repréyer to Pomalidomide Accord

o H dpactik) ovsia givor 1) TOPLOAMSOpIoN.

o To dAAo cLoTATIKA Elvol KUTTOPIVY], LIKPOKPUGTAAALKY], LOATOOEETPIV KOt
GTENTVAOPOVLLOPIKO VATPLO.

Pomalidomide Accord 1 mg cxAnpd Koyakio:
o Ka0e xayaxio mepiéyet 1 mg mopoitdopionc.

o To kélvpog konpakiov mepiéyet: (elativn, dto&eidio Tov trtaviov (E171), o&eidio Tov G1dMpov
kitpwvo (E172) ko 0&gidio tov 61dnpov kokkwvo (E172).
o To pehavt ektommong mepiéyet: Koppea Adkogc, 010&€idio tov Trtaviov (E171) ko

npomvievoyAvkoin (E1520).

Pomalidomide Accord 2 mg oxAnpd Koyakio:
o Ka6e kaydixio mepiéyet 2 mg wopoidopiong.

o To kéAvpog kayakiov wepiéyel: Lelativn, dto&eido tov Titaviov (E171), 0&eidio Tov 6191 pov
kitpwvo (E172), kat o&eidio Tov o1dmpov kokkivo (E172).
o To pehdvt ektomwong mepiéyel: koppea Adkoc, d1o&eidto tov titaviov (E171) ko

npomvAEvoyAvKOAn (E1520).
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Pomalidomide Accord 3 mg oxAnpd Koyakio:
o Kabe kaydxio mepiéyet 3 mg wopoidopiong.

o To kélveog kayakiov mepiéyet: Lelativn, 610&idio Tov Trraviov (E171), Adka apytkiov
wawokapuviov (E132), 0&gidio tov oidmpov kitpivo (E172) kot 0€idio Tov 6187pov KOKKIVO
(E172).

o To pehdvi extommong mepiéyet: Koppea Adkag, 610&id10 Tov Trraviov (E171) kat

nwpomvievoyAvkorn (E1520).

Pomalidomide Accord 4 mg cxkAnpd Koyakio:
o Ka0e xayakio mepiéyet 4 mg mopaidopionc.

o To kéleog kayaxkiov mepigyet: Lelativn, d10&gidio Tov Trtaviov (E171), kitpvo o&eidto Tov
ownpov (E172), kéxkivo 0&gidio tov adnpov (E172), Adxa apyikiov wvowokapuiviov (E132)

Kot epubpoaivn (E127).
o To peldvt ektomwong mepiéyel: koppea Adxag, d10&€ido Tov titaviov (E171) ko
TpomVAEVOYAVKOAN (E1520).

Ep@avien tov Pomalidomide Accord kot epieyo peve. TG 606KELOGLOG

Pomalidomide Accord 1 mg oxhnpd koydkio: LkAnpd kayakio (eAativng pe Kitptvo oo Kot
KOKKIVO KdAvppa, pe v évoeién «PLM 1y tonopévn pe Aompo HEAGVL ETAV® 0TO GO TNG
KOWOLAOG.

Pomalidomide Accord 2 mg oxAnpd koydkio: LkAnpo Koyakio CeAativing pe TopToKoli coua Kot

KOKKIvOo KéAvppa, pe v Evoeltn «PLM 2» tonwopévn e Aompo HEAEVL ETAV® GTO GO0 TNG
KOWYOLAOC.
Pomalidomide Accord 3 mg oxhnpd kaydkia: ZkAnpd kayakio (eAativng pe TupKoval oo Kot
KOKKIVO KdAvppa, pe v évoeiEn «PLM 3y tunopévn e Aompo HEAGVL ETAV® GTO GO0 TNG
KOWOLAOG.

Pomalidomide Accord 4 mg oxkAnpd koydkio: ZkAnpo Koyakto Ceativing pe okohpo HmAe GOUOL Kot

KOKKIVO KdAvppa, pe v évoelén «PLM 4» turmuévn pe Aompo HEAIVL ETAV® GTO CAOWN TNG
KOWYOLAOG.

To Pomalidomide Accord diatifetot o cvokevacicg Koyéing tav 7, 14 1 21 koyakiov 1 g
drdTpnreg Koyéreg povadiaiog doongtev 7 X 1, 14 x 11 21 x 1 xawyoxiov. Mropel va, unv
KUKAOQPOPOUV OAEC Ol GLCKELAGIES.

Karoyoc Adsrag Kvkiogopiog

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iortavia

HopaokevaoTés

Synthon Hispania S.L.

Castello, 1

Poligono Las Salinas

08830 Sant Boi de Llobregat, Ionavia

Synthon B.V.

Orteliuslaan 1000

3528 BD Utrecht

Microweg 22

6545 CM Nijmegen, OXovdia

Accord Healthcare Polska Sp. z.0.0.
ul. Lutomierska 50,
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95 200, Pabianice, IToAwvia

IMa omowadnToTe TANPOPOPIa. GYETIKG LLE TO TAPOV POPLOKEVTIKO TPOIOV, TOPAKIAEISTE VOL
amevbuvieite 6Tov Tomikod avtitpdowro Tov Katdyov tng Adsiag Kukhopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LX/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL

Win Medica A.E.
TnA: +30 210 74 88 821

To mapdv @OAL0 00N VIOV Yp1IoN S avade®pONKE Y10 TEAEVTAIO POPE 0TI
Addreg TN YES TAN POPOPLOY
Aentouepeic TAnpogopieg Yo to apuoKko avtd eivat dtabéoipec oto dkTLaKO TOo Tov Evporaikod

Opyavicpov Gopudxov: http://www.ema.europa.eu. Yrdapyovv eniong cOvoeouot te GAAES
1OTOGEAMOEG TTOL ALPOPOVV GTAVIEG 0GOEVEIEG KO Oepameies.
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