ITAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOiIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX
Pomalidomide Krka 1 mg oxAnpd kowdxkio
Pomalidomide Krka 2 mg okAnpd koydkio
Pomalidomide Krka 3 mg oxAnpd kowdxkio
Pomalidomide Krka 4 mg okAnpd koydxkio

2. HOIOTIKH KAI ITOXOTIKH XYNOGEXH

Pomalidomide Krka 1 mg oxinpé koydrio

KdéBe oxdnpo kaydkio tepiéyet 1 mg mopoAldopiong.

Exdoyo e yvawory dpoon:
Kdabe oxdnpo kayakio tepiéyxet 90,98 mg 1GoUaATITOANC.

Pomalidomide Krka 2 mg oxAnpé ko dxio

Kd&0e oxAnpd koydkio meptéyel 2 mg mopoASopiong.

Exdoyo e yvawoty opdon:
Kabe oxdnpod koydkio mepiéyet 89,98 mg 16O0LOATITOANC.

Pomalidomide Krka 3 mg ckAnpd kowdxio

Ka0e oxdnpod koydkio mepiéyel 3 mg wopaAIO0oMidNG.

Exdoyo ue yvwary dpdon:
Kdabe oxdnpod kayakio tepiéyxet 88,98 mg 1GoUaATITOANC.

Pomalidomide Krka 4 mg oxAnpé koydxio

Kd&Be oxdnpod kaydkio mtepiéyet 4 mg ToUaALSOUIONG.

Exdoyo e yvawory opoon:
Ka0e oxdnpd koydkio mepiéyet 87,98 mg 160HOATITOANC.

T"a tov Tp1 Katdrloyo TV ekdoywv, PA. Topdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
oKANPO Koydiklo (Konydikio)

Pomalidomide Krka 1 mg oxinpé koydrio

Zxdnpd ko Cehativng, peyéboug 2. Mnkog kayakiov: 17,3+0,5 mm. To copa tov kKoyokiov
glvat avoryto kitpivo émg kaoTavokitpvo pe v évoelln 1 og padpo ypdpo. To Kamdkl Tov Koyakiov
etvan pmhe. To mepieydpevo Tov Kayokiov etvat avoryth kitpivn €mg Kitpvn KOVIC.

Pomalidomide Krka 2 mg oxinpé koydrio




ZiAnpd kayakio Cehativng, peyéboug 2. Mnkog koyakiov: 17,3+£0,5 mm. To cdpa Tov Koyokiov
glvan ToptokaAl Emg KaoTavomopTokaAl pe TNV €vdelln 2 og Aevko ypdpa. To Kamdikt Tov Koyakiov
givon pmAe. To mepieydpevo Tov Koyakiov gival avolyth Kitpivn £mg Kitpvn KOVIG.

Pomalidomide Krka 3 mg ockAnpd kowdkio
Zipa kayakwe fehativng, peyébovg 2. Mnkog kayokiov: 17,3+0,5 mm. To codpa tov konyoxiov
givan yoralompdowvo pe v €vdeitn 3 og Aevkd ypopa. To kamdxt Tov koyakiov eivar pmie. To

TEPLEYOLEVO TOV Kayakiov givar avouyt| kKitpvn émg kitpvn kKOVIC.

Pomalidomide Krka 4 mg oxAnpé xoydkio

Ziinpd kayakio Lehativng, peyébovg 2. Mrkog kayokiov: 17,3+0,5 mm. To codpo tov kayoakiov
glvar avoytd pmie pe v évdelén 4 oe Aevko ypopa. To komdkt Tov Koyokiov givar umie. To
mEPLEYOUEVO TOV Kayakiov glvar avorytn kitpivn €mg kitpvn kdvic.

4. KAINIKEX NIAHPO®OPIEX
4.1 OgpamevTiKég evoeitelg

To Pomalidomide Krka ce cuvdvaouéd pe t Poptefopipnn kon ) deEapedalovn evdeikvuton yio T
Oepaneio evniikov ac0evav e TOAATAO puéAmpLa, o1 0toiol Exovv AdfBel TOLAG IOTOV Eva
TPOTYOVLEVO DEPOUTEVTIKO YN0, CUUTEPIAOUPAVOUEVTG TNG AEVAALSOUIONC.

To Pomalidomide Krka 6€ cuvdvaoud pe t de&apebalovn evdeikvotan yio tn Oepaneio evniikov
aofevav pe vrotpomidov Kot ovOeKTIKO TOAAATAG HLEA®L, O1 OTtol01 £X0VV AGPEL TOLAGYIGTOV 6V0
TPONYOLLEVA BEPUTEVTIKA GYALLOTO, CLUUTEPIAAUPBAVOUEVIS TOGO TG AEVOASOUIONG OG0 Kot TNG
Boptelopipmng, Kot £xovv Tapovclacel EEMEN TG VOGOL Katd TNV TeEAgvtaia Bepomeia.

4.2 Aocoloyio Kot TPOTOS YOPNYNONG

H évapén kou  mapoakorobOnon g Oepaneiog mpénet va mpoypatomoteitol Vo TV eniPAeymn WIPOV
LE EUTELPIO OTIV AVTILETMOTION TOV TOAAATAOD HVEADLATOG.

H docoloyia cvveyiletar 1 Tpomonoteiton pe PAo To KAVIKA Kot epyactnplokd evprpato (PA.
Tapaypoo 4.4).

Aocoloyia

Hopolidouion oe avvovoouo ue Poprelopiuny kor deCaucfalovn
H ocvvietouevn 66om évapéng tng mopoidopiong sival 4 mg Aapupavopeva amd oToHTog o popd
nuepnoing kotd tig Huépeg 1 émg 14 og emavarapupavopevovg kokiovg 21 nuepmv.

H mopaAidopidn yopnyeital o€ cuvdvacuo pe poptelopipmn kot de&apebaldvn, 0Tmg dekvigToL GTOV
ITivoxa 1.

H cuvictdpevn 86om évapéng g Poptelopipmng sivar 1,3 mg/m? eviopAeBing 1 vrodoping pio popd
nuepnoimg, otig nuépes mov detkvoovtar otov [livaka 1. H cuviotodpevn 66om de&apedaldvng eivor
20 mg Aappavoueva amd oTOUOTOG Lo Popa NUEPNGIMS, 6TIS NUEPES TOL detkvoovTol otov [Tivaka 1.

H Oepancio pe mopaAidopidn oe cuvovacuod pe Boptelopipmnm ko de€opedalovn Ba mpémet va
yopnyeitar péypt va mtapovctaotel eEEMEN g vOooL 1 U 0modEKT TOEIKOTNTO.

Mivakag 1. ZuvicTOUEVO 00G60A0YIKO G0 YO TNV TORUALOONION OE GUVOLAGNO pE
Poptelopipmn kon de€apedalovn



Kvxhog 1-8

Hpépa (kdxAov 21 nuepadv)

1|2 6| 7| 8[9|10| 11| 12| 13| 14 15| 16| 17| 18| 19| 20| 21
Houa)\‘lsouisn (4 mg) L] L] L] L] L] L] L] L] L] L] L]
Boprelopipmn . . .
(1,3 mg/m?)
Agapebalovn (20 mg)* | of of of e
Kvxhog 9 ko v Hpépa (xdxhov 21 nuepdv)
1|2 6 7| 8 9|10 11| 12| 13| 14{ 15[ 16| 17| 18| 19| 20| 21

MopoMdopion (4 mg)

Boprelopipmn
(1,3 mg/m?)

Ae&apedalovn (20 mg)*

* I acBeveig nhiag >75 etdv, PA. «Edwol mAinbuopoix».

Tpomomoinon 1 O10K0TH THS 00CHS THE TOUAAMIOUIONS

Mo v évapén evog vEov KOKAOL TOROASOUIONG, 0 0plBUOC TV 0VLOETEPOPIA®MY TPETEL Va. Eivar
> 1 x 10%/1 ko 0 ap1Opdc tov cponetariov mpémet va etvar > 50 x 107/1.

Odnyleg oyetikd pe ) dtokomn 1 T pelwon g d0omg o avemBOunTeg evépyeieg mov oyetiovon pe
™V TopoMdopidn meptypdpovtar otov [ivaka 2 kot ta eninedo d6ong kabopilovrar otov [ivaka 3

TOPOUKATO:

IMivaxkag 2. Odnyisc Tpomomoineng Tne d6onc TG Topadouiong”

To&wotnra

Tpomomoinon d6ong

Ovoctepomevia™

ANC** < 0,5 x 10°/1 1 gpmbdpet

0VLOETEPOTEVIOL

(mupetdc > 38,5°C kar ANC < 1 x 1071
PETOG

Awokoyte T Oepameio e TOUAAISOUION Yo TO VTOAOLTO
Tov kUKAov. Kavte CBC*** gBdopadiaing.

Emotpoeri ANC oe> 1 x 10%/1

Havapyiote tn Oeponeio pe TopaAdopidn o eninedo
3001 YOUUNAOTEPO KATA £va OO TNV TPOTYOULLEVT|
doom.

I'a k69e emdpevn trdon < 0,5 x 10%/1

Awkoyte ) Oepaneio pe TopoAdopuion.

Emotpopri ANC oe> 1 x 10%/1

Eavapyiote tn Oepaneio e TopaAdopion o emninedo
500M¢ YOUNAOTEPO KOTA £vaL OO TNV TPOTYOULEVT|
d0om.

OpopPomevia

Ap1Ouoc onpometariov < 25 x 10%/1

Awokoyte T Oegpamneio e TOUAAISOUION Y10 TO VITOAOLTO
Tov kUKAov. Kavte CBC*** gfdopadiaing.

Emotpoen apBpov oonetariov o

>50x 1071

Eavapyiote 1 Oepaneio pe mopaAldopion o eninedo
500MG YOUNAOTEPO KOTA £VOL OO TNV TPOTYOVLEVT
doom.

I'a ké0e emdpevn mrdon < 25 x 1071

Awkoyte T Oepameio pe TOUAAISOUION.

Emotpoen apBpov oonetaiiov o

>50x 1071

Havapyiote 1 Oeponeio pe mopoAldopion oe emninedo
5001 YOUNAOTEPO KOTA £VOL OO TNV TPOTYOVLEVT|
doom.




E&avOnue E&etdote 10 evdeydpevo dtakomng e 8O0oMG 1 Slokomng
E&avOnpo = Babpov 2-3 g Oepameiog e TOUOAMOOLLION.

E&avOnpo = Babpov 4 1 pAvktaiveddeg Awkoyte oprotikd T Oepaneio (BA. Tapdypapo 4.4).
(ovumephapPavoEvey oyyE001nHLaTOG,
OVOQLAOKTIKNG avVTidpaomg,
ATOPOAOWTIKOV 1 TOUPOAVYDOOVS
eEavOnuatog 1 o€ mepintwon vroyiog
ouvopopov Stevens-Johnson (SJS), To&wkng
Emdeppuxng Nekporvone (TEN) 1
Avtidpaong oe appoko pe Hoowopirio
Kot Xvotnuatikd Xvurtopoate (DRESS))

Alleg Awxoyte 1 Oegpomeio pe ToUAALOOWISN Y10 TO VTTOAOLTO
Alheg > BabBpoo 3 avemBounteg evépyeteg | Tov kOKAOL. ZTOV EMOUEVO KUKAO, Eovapyiote og
oeTILONEVEG LLE TNV TOPaAMOOUIdN eninedo 06oNG YOUUNAOTEPO KATA Eva amd TNV

PO YoLLEVT dOOT (1] AVETBVUNTN EVEPYELX TPETEL VOl
vroywpnoet | va Pektiwdel oe < Babupov 2 mpwv
Eekvoel €k VEOL 1) Yopnynon d6onc).

oo Ot 0dnyieg Tpomomoinong e d0oNG o€ AVTOV TOV TIVAKO 1YDOVV Yl TNV TORAALSOUIdN o cuvdvacuo e Boptelopipmn
Ko de&apedalovn Kot yio TV TopaAdopidn og cuvdvacud pe deEopedaldvn.

* Xe mepintwon ovdetepomeviag, 0 1Tpog Bo mpénet v eETAGEL TO EVIEYOUEVO XPNOTG AVENTIKMV TOPUyOVTOV.

**ANC — Amolvtog Apdpog Ovdetepopilov

*#% CBC — I'evucn EE€taon Aipatog.

Iivakog 3. Msioon g 66616 TG mopoidopionc”

Eninedo d00mg Abon Topaidopions 0wd oTONOTOS
Adon évapéng 4 mg
Eninedo d6omng -1 3 mg
Eninedo d6ong -2 2 mg
Eninedo d6ong -3 1 mg

oo H peimon g 60ong 6€ avtdv ToV Tivaka 16Y0EL Yo TV TopaAdopion g cuvdvacpd pe foptelopipan kon de&apebalovn
KoLy TV TopoAdopion oe cuvovacud pe degapebalovn.

Edv ooufodv avemBbunteg evépyeleg HETA TIC LELMGELC TNG 600G oto 1 mg, 10T 1 Bepameia Oa
TPETEL VO SLOKOTEL.

loyvpoi avaoroleic oo CYPIA2

Edwv 1oyvpoi avactoreic tov CYP1A2 (m.y. sumpogro&acivn, evo&acivn kot provfo&apivn)
GUYXOPNYOUVTOL PE TOROABOLIdN, 1| 00N TG mopaAdouiong Oa Tpénet va peidveton katd 50% (BA.
Tapaypaeovs 4.5 kot 5.2).

Tpormormoinon i diaxori T 00onS TS Poprelouiumng

IMo 0dnyieg oxetikd pe ™ dlokomn 1 T HEI®OT TG 0OGNG Yo OvVEmBVUNTES EVEPYELEG TTOVL GYETICOVTOL
pe m Poptelopipmn, ot wtpoi Oa mpémel va avatpéyovv oty IepiAnyn tov Xapoktnpiotikdv Tov
[poidvrog (ITXIT) yia tn Poptefopipmn.

Tpomormoinon 1 diaxorni ¢ 00ons ¢ oelouebolovyg

Odnyieg oyetikd pe T dtokomn 1 T pHelwon g d0omg o avemBOUNTEG EVEPYELES OV GYETICOVTOL LE
) deapebalovn youning 66ong meprypdpovtor otovg [ivakeg 4 kot 5 mapaxdtm. Q61600, Ol
AmoPACELS O10KOTNG N EMAVEVOPENG TNG 000G EVOTOKEIVTUL GTNV KPIioT TOL 10Tpoh COLPMOVA LE TNV
[Tepiinym tov Xapaxmpiotik®v tov [poidvtoc (ITXII).




IMivaxog 4. Odnyieg Tpomomoinong T 000ns TS de&apnedalovng

TolwkotnTa

Tpomomoinon Adong

Avcreyio = BaBpov 1-2

Alatipnon 66omg Ko xoprynon epomeiog Le OmOKAEIGTES
¢ wtapivng (Hz) 1 icodvvapune. Mewwote Kotd Eva
eninedo 006NG AV EMUEVOVV TO GUUTTOOTO.

Avomeyio > Babpov 3

Aoxoyte T 8001 £0¢ 6Tov eheyyBoVV TO GUUTTAOLOTA.
[IpocOéate amorieioth Ha 1) toodvvapn Bepameio kot
Eavapylote o€ enimedo dOONS YAUNAITEPO KOTA EVOL OO
TNV TPONYOLUEVT dOG.

Oionuo > BaBpoo 3

X proyoromote dtovpnTikd Onmg eivor amapaitnTo Kot
EAATTOOTE TN dO0T KaTh £va EMinedo dOoNG.

2 Oyyvon 1 petafoirn g d160eong
> BaOpon 2

AlaoyTe T 8001 G OTOV VTTOYWPNCOVV TO, GUUTTMOLOTAL.
=avapyiote o€ enimedo dOONG YOUNAOTEPO KOTA VOl ALTTO
TNV TPONYOVUEVN dOON.

Mvikn advvapio > Bafpod 2

ALoKOWYTE TN 0001 £®C OTOL VIOYWPNGEL 1] LVTKT advvapio
oc < Bafpov 1. Eavapyiote og eninedo 060MG YoUNAOTEPO
Ko TG £va, od TNV TPONYOVUEV BOGT.

Y epylvkoipio > Babpoo 3

ELottdote ) 8601 katd éva eminedo d0omg. Xopnynote
Oepomeio pe vGOLAIVN N e amd GTOUOTOG
VTOYAVKOKOVE TOPEYOVTES OTMOG OTOLTEITOL.

Oé&ela Taykpeatitido

Atokoyte T de&apebalovn and To Oepamevticd Gy

AlAec > Babpov 3 avemfounteg
evEpYeleg OYETILOUEVEG e TN
deapedalovn

>tapotniote ™ xopnynon oe&apeboaldvng Emg dtov
vIoYWPNoEL N avemBOuNT evépyela o€ < Babpon 2.
Zavapyiote 6€ eninedo dOGNE YUUNAOGTEPO KOTA EVOL ATTO

TV TPONYOOUEVN dOO.

Edv n avakapyn and 11g to&ikdtreg mapatadel mépav twv 14 nuepmv, 1ote 1 d6om deapedalovng Oa

Eavapyioel og eninedo 666MNG YAUNAITEPO KOTA EVOL A6 TNV TPONYOOUEV dOON.

Hivakag 5. Megimon g 066ng TG 0eEapnedalovng

Eningdo Adong Hlwiog < 75 etav Hlxiog > 75 etov
Aobon (Kvkhog 1-8: Hpépeg 1,2,4,5, | Adon (Kvkhog 1-8: Huépec 1,2, 4, 5,
8,9, 11, 12 gvég kvkAov 21 nuepav 8,9, 11, 12 gvég kvKkAov 21 nuep@v
Kvukhog>9: Huépeg 1, 2, 8,9 evig Kvxhog > 9: Huépeg 1, 2, 8, 9 gvog
KUKAOV 21 uepav) KOKAOV 21 NuEPOV)
Aodon 'Evapéng 20 mg 10 mg
Eninedo Adong -1 12 mg 6 mg
Emninedo Adong -2 8 mg 4 mg

H deEapebalovn Ba mpémetl va drocomteton edv o acBevi|g dev etvar og B€om va aveyBel ta 8 mg edv

gtvon nAiog <75 et@v 1 ta 4 mg edv etvan niciag >75 t@v.

Y& TePInTOOT OPIGTIKNG OLOKOTNG OTOLOVONTOTE GLGTOTIKOD TOV DEPATEVTIKOD GYNUATOG, 1] CLVEXION
TOV VTOAOITMV PUPLAKEVTIKAOV TPOTOVTIWOV EVOTOKEITOL GTNV KPioT TOV 10TpoD.

THouodidouion oe avvovoouo pe deCoucdalovn

H ocvvietdpevn 06on évapéng e mopaidopidng eival 4 mg Aappavopeva omd otopoTog pio popd

nuepnoing kotd tig Huépeg 1 émg 21 kdbe xdxhov 28 nuepmv.




H ovvietodpevn 66om de&opefaldvng eivar 40 mg Aappavopeva amd oTéHaTog pio popa NUEPNGInG
katd tig Huépeg 1, 8, 15 ko 22 xébe xhxhov 28 nuepdv.

H Bepaneio pe mopaidopidon oe cuvdvacpod pe oegopefalovn o mpénet va yopnyeiton péypt va
napovolaotel eEEMEN TG VOGOV 1| U amodEKT TOEIKOTNTA.

Tpomomoinon 1 d1oKxonh TS OOOHS THS TOUOALOOUIONG
Odnyleg oyetikd pe T drakomn 1 T pelwon g d0omg yio avemBOUNTEG EVEPYELEG TTOV GYETI{OVTOL e
™V mopoAdopidn meprypdeovtar otovg Iivaxeg 2 o 3.

Tporormoinon i diaxorny e 00ons ¢ decoucdoalovng

Odnyiec oyeTIKA pe TNV TpOTOTOINGT TG 006N Y10 AVETOVUNTES EVEPYELEG TTOVL GYETICOVTOL LE TN
deEapebalovn neprypapovrar otov [livaxa 4. Odnyieg oyetikd pe tn peiwon g d6ong yio
avemBounteg evépyeleg mov oyetiCovral pe ) de&apebaldvn meprypapovor otov [ivako 6
TOPOKATO. Q6TOC0, Ol ATOPACEIS SIUKOTNG/EMAVEVAPENG TNG dOONG EVATOKEIVTAL GTNV KPioT) TOV
Tpov cvpeva pe TV woyvovoa [epiinyn tov Xapakmmpiotikomv tov [poidvrog (IIXTII).

Mivakog 6. Meioon tng 60ong Tng deapedalovng

Eninedo Adong Hlkiog < 75 et@v Hlwiog > 75 gtov
Hpépeg 1, 8, 15 ko 22 ka0e kvkiov 28 | Hpépeg 1, 8, 15 ko 22 kaBe kvkiov 28
NUEPAOV NUEPAOV
Aobon 'Evapéng 40 mg 20 mg
Eminedo Adong -1 20 mg 12 mg
Eninedo Adong -2 10 mg 8 mg

H de&apebalovn Ba tpénet va Staxdntetar eGv 0 acBevic dev eivar og Béomn va aveybel ta 10 mg edv
etvan nAkiog <75 etdv 1 ta 8 mg edv etvon nAciog >75 et@v.

Ewwoi mAnbvopuoi

Himciouévor
Agv amonteitan TPOGAPLOYN TG 0O0NG Y10 TV TOUAAISOUION.

Houpalidouion oe aovovaouo ue Boprelopiuny kor deCoucdalovn

INo acBeveic nliag >75 etmv, n 6001 Evapéng g degapebaldovng elvat:

- I Tovg kiKhovg 1 €wc 8: 10 mg pio popd nuepnoing Tignuépes 1,2, 4,5, 8,9, 11 kon 12 kabe
KOKAoL 21 nuepmv

- Mo Tovg KHKAove 9 kot dve: 10 mg pio popd nuepnoing Tig nuépeg 1, 2, 8 kot 9 kabe KvKAov
21 nuepav.

Houpalidouion oe aovovaouo ue deCouclalovn
INo acBeveic nliag >75 etdv, n 6601 Evapéng g deEapebalovng eivat:
- 20 mg pio eopd nuepncing tig nuépes 1, 8, 15 kot 22 kdbe kikAov 28 nuepdv.

Hrotikn dvoiertovpyio

AocBeveig pe ol yorepuOpivn opod > 1,5 x ULN (avdtato 6pto Tov puolohoyikoh e0povg)
eEaupébnkav amd Tic KAwvikég perétec. H nmatikn duchettovpyio €xel pétpia enidpacn ot
(QOPLOKOKIVNTIKY TNG TORaAMSOUIdNG (BA. Tapdypapo 5.2). Aev amorteitol Tpocappoyn e d0oNs
évapéng tng mopoddopiong yio acteveic e nrotikn dvoiettovpyio dnwg opileTon amd Ta KprTip
katd Child-Pugh. Qotdc0, o1 acbeveic pe nratiky Svsisrtovpyio Bo mpénel va mapakolovbodvtat
TPOCEKTIKA Y1 ovemBounteg evépyeteg Ko Ba mpénet va yivetal peiwon 1 Tposmpivi) S10KOTH TNG
dOGONG NG TOLOAOOUIONG OTTOG aToITEITOL.

Neppixn ovolerrovpyia




Agv amorteiton Tpocapproyn g 60omg TG ToUaAdoUIdNG Yo acbevelg pe veppikn duoettovpyia. Tig
NUéPeS TG apokdBapong, ot acbeveig Oa mpémet va Aapfdvouv ) 660m TG TOUOASOpIdNG HETd TNV
alpokabopon.

Toudrazrpiog winBvouog

Agv VTLAPYEL GYETIKT YPNON TNG TOUAASOUIONG o€ Tand1d nhkiag 0-17 eTmdv Yo Trv €voelén tov
TOAAATIAOD LVEADLOTOC.

Extog tov eykekpyévov evdeitemv g, 1 mopoAdopion £xetl peretndel og mandid nikiog 4 £wg

18 etdyv pe vrotpomalovieg 1 €EEAIGGOLEVOVS OYKOVG EYKEPAAOV, MGTAGO TO ATOTELEGLLOTO TV
LEAETAOV gV EMETPEYAY VO CUUTTEPAOEL OTL TAL OQEAT LU0l TETOL0G YPTONG VIEPEXOVV TV KIvdUvVmV. Ta
apovTa drbéoipa dedopéva meptypapovTol otig Tapaypdeovg 4.8, 5.1 kon 5.2.

Tpémoc yoprymong

Amo otoOpaTog XpNon.

To Pomalidomide Krka oxinpd xaydxio 0o tpénet vo Aappdavetor omd 6TOH0Tog TV id1e dpo Kabe
nuépa. Ta kaydkio dev mpénet va ovoiyovtal, vo omdlovtot 1 va pocdvtot (BA. Tapdypapo 6.6). Ta
Koy akio Oo Tpémetl vo KaTomivovol OAOKANPa, Kotd TpoTitnon e vepo, e 1 xopic tpoen. Edv o
acBevig Eexdoel va Tapet pia 6001 TopoAdopiong pio nuépa, Tote 0 acbevig Bo Tpénel va mapel T
KavoviKn cvvtayoypagndeica d6omn 6mwe ivot TpoypappoTicpéEVo TV endpevn nuépa. Ot acbeveig
dev Ba TPEMEL VoL TPOGOPUOGOVY T HOCT| Y10, VO AVOTANPOGOVV TN OGN TOL TAPEAENY AV TIG

TPONYOVUEVES TLLEPES.

Ta koayakio Topodopidng dev tpémetl vo wBovvTol Tpog o £ HESH TOV PUAAODV TG CLGKEVAGING
KOyéEANG, kabmg avtd Ba propovoe vo tpokarésel PAAPT oto Koydkio. To kKaydkio Oa mpémel va
AQULPEITOL 0O TN CLOKEVOGIO ATOKOAAMVTOG TO GUALO amd o S10®PIGUEVT] LOVADSO KOWEANG.

4.3 AvtevociEeig

- Komon.

- IMuvaikeg og avamapoywyikn nAio, EKTOG v TANPOLVTIL OAEG Ol TPODTODEGELG TOV
TPOYPALUATOC TPOANYNG KOMong (BA. Tapaypdpovg 4.4 Kot 4.6).

- Avdpeg aobeveic mov dev eivan og B€om vor akoAoVOGOVV | VO GUUUOPP®OOVV LIE TaL
AToTOVHEVO PETPOL AVTICOAANYNG (PBA. Tapdypago 4.4).

- YrepevaroOnoio otn pacTikn ovoia 1} 6 KATO0 0d T0 EKS0Y0. TTOV AVOPEPOVTUL TNV
mopdypoeo 6.1.

4.4 E101kég mPoEId0To| oIS Ko TPOPVAGEES KATd TN piion

TepatoyovikotnTo

H mopaiidopidn dev mpénet va Aapupdvetot Katd ) Stdpketo. TG KOMoNG, SEG0UEVNS TNG
OVOUEVOUEVTG TEPATOYOVOV emidpacng TG. H mopoidopidn oyetiCeton dopukd pe tn Boaidopion. H
Badopion eivan o yvmotn tepatoyovos ovoia yio tov dvBpmmo mov tpokaiel coPapés cuyyevelg
Swpaptieg, ametAntikéc yia tn {on. H mopaidopidn anodsiydnke tepatoydvog 1660 o€ emipveg 660
Kot 6€ Kovikhovg otav yopnynonke katd v nepiodo g peiovog opyavoyéveong (PA. mapdypapo
5.3).

Ot mpodmoBéaeig Tov Ipoypdppatoc [pdinyng Konong npénet va mAnpodvton yio OA&C Tig acbeveic,
eKTOC €6V VAPV a&lOTIoTA oToLYXEID OTL 1| 060eVIG deV glvar 6€ avamopay®YIK NAKia.

Kpurhpia yio yovoikec mov dev eivol 6€ avamapay®ytkn nAkio

Muo. yovaika 0c0gvig 1] oOVTPOPog evOg avopa aobevong Bempeital 6Tt dev £xel duvatdtnTa
TEKVOTOINOMG, £G4V 0T TANPO1 TOVAG)IGTOV Eval o Ta 0kOAOLOX KpLThpLaL:



- Hlkia >50 et@v Ko puoioloyikd apunvoppoikn yuo >1 étog (1 apnvoppoia Letd ond
avtiKopKvikn Oepameio 1 Kotd T S1épKeLn TOL ONAAGHOL dev amoKAeiel T SuvOTOTHTA
TEKVOTOINGOTG)

- [Ipdwpm wobnkikn avemdpketa, emPePorwpévn amd e101Kd YUVOIKOAOYO

- [Iponyovpevn apeOTEPOTAEDPT COATLYYOMOONKEKTOUN 1 VOTEPEKTOUN

- XY yovotumog, cuvdopopo Turner, ayevesio g HTpagS.

Evnuépmon

H mopoA1d0idn avtevdeikvuTol o€ YUVOIKEG O OVATOPOY®YIKN NAKIO, EKTOG £V TANPOVVTOL OAX TO.

akorlovba kprripuo:

- H acBevnic katavoel Tov avapuevopevo Kivouvo Tepatoydvon dpaong 6To oyEVviTo Lmpo

- H ac0evnic katavoel tnv avdykn yio amoTteAEGUATIKY OVTIGUAANYY, AOIGAEUTTO, TOVAGYIGTOV
4 gfdopadeg mpv v Evapén g Oepamneiog, kab’ OAn T ddpkela e Oepaneiog Kot
TOVAGyIoTOV 4 €BOOUAdES PETA TNV OAoKAN pwoT TG Bepameiog

- AKOLO KO OTIV TEPITTMOOT] TOV [L0L YOVOIKO GE OVOTOPAY®YIKT NAKio £XEL apunvOppoLa., TPEMEL
va aKoAovBel OLEG TIG GUOTACELS GYETIKA LLE TNV OITOTEAEGLLOTIKTY AVTIGOAANYM

- H acBevnic Bo mpémet va givat tkavi| Vo, GULIOPPAOVETOL LLE TO, ATOTEALECUATIKA LETPOL
AVTIGLAAN YNNG

- H acBevnic éxet evnuepmBet Ko Kotavoet Tig EVOEXOUEVES GUVETEIEG TG KOT|IONG KoL TNV aVAYKT
ALLEOC EVIUEPMONG TOV 1UTPOV GE TEPIMTMGT TOL VILAPYEL KIVOLVOG KUNGNG

- H aoBevig xatavoel v avdykn évapéng g Bepaneiog v60g apécws Hetd ™
GUVTOYOYPAPNON TG TOUUALSOUIONG, LETA ammd apvNTIKY doKILacio KONoNG

- H ac0evic katavoel v avaykn kot d€xetan vo, VToBAAAETAL G€ SOKILOGIO KUNOTG TOLAGYICTOV
K0 4 efdopddeg ekTOG amd TV TEpinTmon emPePoatmpévng amoitvoong coATiyymv

- H acOevnic PePfardvet 6TL kaTovoel Tovg KivohvVoug Kot TIC OTOPOITTEG TPOPVAAEELS TOV
oyetiCovtal Le TN xpnon TS TOUAAOOUIONG.

O cvvtoyoypdewV 10TpoOg TPETEL VO, S10.GPOAIGEL TO, AKOAOVOX Y10, YOVOIKEG GE AVOTAPAYMOYIKT NALKI0L:

- H acBevic cuppopeavetar e tig tpovmodéceic tov Ipoypappatog ITpdinyng Komong,
ocvumeprapfavourévng g emPePainong OTL TO £YEL KATOVONGEL ETAPKAC.

- H acBevnic €xet amodeybei tic mpoavapepbeiceg mpovmodécelc.

INo dvopeg acbeveic Tov AapPavouv TOUAAISOUION, TA POPUAKOKIVITIKA dedopéva £de1&ay OTL T

TopoAdopidN givar Tapovoa 610 avOpmOTIVO oTEPUN KOTA TN dibpketa TG Bepameiag. Qg Tpo@Oraln,

Kot AapPévovtog vwoyn Tovg £101K0VS TANOVGLOVS e SVVNTIKA TOPATETAUEVO YPOVO ATOBOANG, OTMG

ot TAnfvcpol e nratiky dusAsrtovpyia, 6Aot ot dvdpeg acbeveic Tov AapuPavovy TopaASOidN

TpENEL v TANPOHV TIG okOAovbec Tpoiimobéoers:

- O a60svi¢ KOTOVOEL TOV OVOUEVOUEVO KIVOUVO TEPAUTOYOVOL dpAcNG €AV EYEL GEEOVAAIKT ETAPN
e £YKLO Yuvaike 1 P YOVOIKa GE oVOTopaymyIK nAKio

- O ac0evig Katavoel TNV avaykn ¥pnong TPOPLANKTIKOV €6V £xel oe£0vaAKT| emapn pe £YKLO
Yovaika 1 LE YOVOIKO O OVOmOpOy®YIKT NAKIO TV SEV YPTCULOTOLEL ATOTEAEGLOTIKY|
avTIGLAAN YN, KB’ OAN T ddpKela g Oepameiog, Katd TV Tepiodo TPOoWPIVIG SIUKOTNG TNG
doomg Kot yio 7 MUEPES LETE TIG TPOCOPIVES OLOKOTES TG OOONG KOV TV OPIGTIKT OL0KOTY| TNG
Oepancioc. [TepilapPavovtar dvdpec mov £xovv vtofAnbei oe Pacektoun, ot omoiot Oo Tpémet va
YPNOUYOTOLOVV TPOPLANKTIKO O€ TEPIMTMOOT GEEOVOMKNG ETAPNG e EYKLO Yuvoika 1] Le
YOVOIKO GE OVOTOPAY®YIKH NAKie, KaOdG T0 OTEPUATIKO VYPO EVOEXETAL VOL TEPIEYEL AKOLLNL
mopoldopion eddeiyerl omeppatolmapinv.

- O ac0eviig Kotavoet OTL 6€ TEPITTMON TOL TPOKVYEL KUTOT| TN GUVTPOPO TOL EVOGH® AVTAOG
Aapfavet Topodopidn N émg 7 nuépes Letd T Stokomy TG Ayng mopaAldopiong, Ba mpémet
VoL EVIUEPDGEL AUESMG TOV BepdmovTta 1Tpd TOL Kot ETIOTG GLOTNVETAL 1) GOVIPOPOS TOL
aocBevovg va Tapaneppdel o 1Tpd €101KELIEVO 1| L gUTEIpia OTIC SuoTANTieS Yo a&loAdynon
Kot kafodnynon.

AvticuAinym



O1 yuvaikeg g avomapary®yIKi NAKio TPETEL VO YPNOUYLOTOLOVV TOVAAYIGTOV L0 ATOTEAEGHLOTIKY|
LEB0S0 aVTIGLAAYNG Yo TOVAGYIoTOV 4 €fdopddes Tptv T Bepamneia, katd T didpketa g Oepomeiog
Kol TOVAGLoTOV Yo £00¢ 4 €fdopadeg petd T Bepameio pe TOPaAMIOIdN, OKOUM Kol GE TEPITTOON
dtoKomng g 600G, £KTOG £dv 1 acBevnc deopevTel Yo amdALTN Kot cuveyT| ooy, 1 oroia Oa
emPepardverar o€ unviaio Paon. Edv dev ypnoionotel amoteAeGUATIKT OVTIGUAANYT, 1| 0COEVTG
pénel vo Topanep@Bel o€ KaTAAANAL EKTOIOEVUEVO EMAyYEALOTIO VYELNG VIO OXETIKEG CLUBOVAES,
€101 MOTE VoL EEKIVIGEL 1 AVTIGVAAN Y.

Ta axdérovbo propodv va BempnBodv wg Topadeiypota KoToAANA®V nebddmv avTicOAANYNG:

- Epgpdrtevpo

- Evdopntpikd cvompa amehevfépwong Aefovopyeostpéing

- «ATOOMKT 0EIKNC LESPOELTTPOYEGTEPOVIG

- ATOMV®ON COATLYY®V

- YeEovalkn emapn povo pe avdpa mov £xel voPAndel oe Pacektour. H Bacektoun npénet va
emPePordvetan pe 500 APVNTIKEG OVOAVGEIC CTTEPLLOTOC

- Xdamo avaosToAng ¢ moppnéiag Tov mePExovy LOVo TPoyesTepOVN (TT.X. OEGOYESTPEAN)

AOY® Tov avéENpévou Kivdvtvov eAePikng Opopfoepfoing oe acbeveig e TOAOTAO PLOEADUA, O
omoiec Aappdvouv mopaAldopion ko de&opefalovn, Ta oand GTOUUTOC GUVOVAGUEVE AVTIGUVAANTTIKA
yomo dev ouviet@vion (BA. exiong mopdypapo 4.5). Eqv o acBevic ypnoylomotel and otoUTog
YOPNYOVUEVT] GUVOLACUEV AVTICOAANYM, N acBevic Ba Tpémet va petafaivel og pia omd Tig
amotelecpatikég pebddovg mov mapatibevral mopomave. O kivouvog priepikng Opoupoeufoing
ouvveyilel va voiotatol yio 4—6 gfdopdades petd tn SoKom TG omd GTOHOTOG XOPNYOVUEVNS
GLVOLAGUEVNG AVTICOAANYNG. H amotedesatikdTTo TV GTEPOEODV AVTIGCLAANTTIKOV EVOEYETAL VO
pewmbet katd ™ didpketlo g Oepameiog pe cvyyopnynon de€opedalovng (PA. mapdypapo 4.5).

To gupuTedUaTA KoL TO EVOOUNTPIKA CLOTHUATO aneAeVBEPpwONG AeBovopyeostpéing oyetilovTon pe
avénpévo kivouvo Aoipméng Katd v TomofETnon Toug Kot 0KOVOVIGTY KOATIKY GiLLoppayia.
IIpopvioktikn Aqyn aviiplotikev o mpénet va eEetdleTol, EI01KA 0TIV TEPITTO®GT acbevav pe
ovdeTepomEVia.

H elc0ymyn evoopmTpik®v cuoKEL®V ATELELOEPMOONG YOAKOD OEV GLUVIGTATOL AOY® TOV EVIEXOLEVOL
KvoUVOL AoTpmENG katd TV TomofETNGoT TOVG Kot KOTAUVIOG OTOAELNS OILOTOG, 1] 0ol UTOPET Vo

0éoel o€ kivouvo Tig acbeveig pe coPapn ovdetepornevia 1 coPapn Opoufomevia.

Aoxipocisg Kdnong

2OUQ®VA LE TNV KOTE TOTOVS W0TPIKN TPOKTIKT, TPETEL VO TPALYLOTOTOLOVVTOL VIO 10TPK EMiPAEyN
doxacieg komong pe erdytotn evototnoio 25 mlU/ml yia yovaikeg 6€ avomopoymyki nAkio, 6nmg
OVOPEPETAL TAPOUKAT®. AVTH 1| AAiTNOT CUUTEPIAAUPAVEL YOVOIKEG GE AVOTOPAY®YIKT NAKia, Ot
omoiec epapprolovy amdAVTN Kot cuveyT amoyr). [davikd, 1 doKipacio KUNGNG, 1 GLVTAYOYPAPTOT| KoL
N xoprynon Ba mpémel va devepyovvtor v ida nuépa. H xoprynon tng mopoidopiong og yovoikeg
0€ OVATOPUY®YIKN NAKio Bo Tpémet va yivetal eviog 7 NUEPOV amd TN GLVTAYOYPAPNOT).

LHpw v évapln e Oepomeiog

Otov cvvtayoypaeitot 1 TopoAdouion, Oo Tpémet va, TPy LATOTOEITOL SOKIUAGI0 KUTONG VIO
TPIKN emifAeyn KoTd T S1dpKeELD TG EVIUEPWOTG, 1] OTO JACTNUA TV 3 NUEPOV TPV and TNV
EMICKEYT) GTOV GLVIUYOYPAPOVTA 10TPO, EPOCOV 1) AGOEVIG EYEL YPTOYLOTOMNGEL OTOTEAECLATIKT
AVTIGLAAN YT Yo ToVAdLoToV 4 €Bdopddes. H dokipacio tpémet va emiPefoidvel 0TL 1 acOevig dev
givan £yvog otav apyilet tn Bepaneio pe TopoASOpidn.

TopaxolodOnon koi oloxiipwan s Oepameiog

Aoxpacio kKimong vo wTptkn enipreyn Tpémet vo emavarapuPdvetor TovAayloTov Kabe 4 efdopadES,
KaBdc Kot ToOLAdyIoTOV 4 €fdopades LeTd TV oAokANpmon TG Bepaneiog exTdC amd TV mEPinTOON
emPePoropévng anorivoong caATiyyov. AVTEG Ol SOKILAGIEG KUNOTG TPEMEL VO TPALYLATOTOLOVVTOL
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KOTA TNV NUEPA TNG ETIOKEYNS Y10 GLVTAYOYPAPN O 1] EVIOS 3 NUEPADV TPV OO TNV EMIGKEYT GTOV
cuvtayoypdaeovta 1Tpo.

EmunpdcOetec mpopuAdéeic

Ot acBeveig Tpémet va evnpepdvovtan vo, un dtvouy moté autd T0 QUPUOKEVTIKO TPOTOV 68 GAAN GTOp
KOL VO ETIGTPEPOVY TVYOV UT| YPNCIUOTOUEVO KOWAKLO, GTOV pOPLOKOTOLO TOVG 6TO TELOG TNG
Oepaneiog.

Ot acbeveig dev mpémel va dwpicovv aipla, onéppa 1 orneppoatolwdapio katd T didpKela g Oepameiog
(ovumepriapfavopévey TV SIACTNUATOV TPOSOPIVIS S10KOTNG TG 00GNG) KOl Y10, TOLAYYIGTOV 7
NUEPEG HETA TN SLAKOTH TNG TOUAASOUIONG.

Ot emayyeluatieg vyeiag Kot o1 PovTIoTéG Ba TPEMEL VAL OPOVY YAVTIO, piog ¥pNoemg Otay yepilovTon
NV KOWEAN M T0 Kaydkio. Ot yuvaikeg mwov gival £ykveg 1 TBavoloyovv OTL pmopet va givar £YKveg

dev Oa mpémer va yerpifovror Tnv KuywéAN 1| To Kaydxto (BA. mapdypapo 6.6).

Exmoidevtikd vAKd, TEPLOPIGUOL GLVTAYOYPEEPNONC KO YOPYNONS

ITpokeyévov va cuvdpdpet Tig acbeveic 610 va amopuyovv v ékBeon epufpvov oty mopoAdopuion, o
Kazoyoc Adesiag Kukhopopiog Oo mapdoyel EKmaidentikd VAIKO 6TOVG EXAYYEAUATIEG VYELNG 0VTMG
(MOTE VO TOVIGEL TIG TPOELOOTOUCELS GYETIKA LLE TOV AVOUEVOUEVO KIVOUVO TEPATOYOVIKOTNTOS TG
TOLOAOOUIONG, VO TopEYEL GUUPOVAEG GYETIKA [LE TNV AVTIGVAAN YT TPV TNV Evapén g Bepameiog
KoL va, Top€xeL KaBodNynon oyeTikd e TNV avaykn yio dokipaciec komong. O cuviayoypae®v 1Tpog
TPEMEL VOL EVILEPMVEL TNV 0.60EVT] GYETIKA [LE TOV AVAUEVOUEVO KivOLVO TEPATOYOVOL dpdong Kot Ta
avotpd pETpa TPOANYNS KONog, 6mmg kabopilovtor oto [pdypoppa [pdinyng Kdnong kot va
mapéyel oTic 0oBeVeEic TO KOTAAANAO EKTAOEVTIKO PUALASIO Y10 0loBEVELS, TV KApTa 0.60gvoS Kaum
16000Vap0 VAKO, Omm¢ £xel cupemvn el e kabe EOviky Apuddio Apyn. Xe cvuvepyooia pe v kaOe
EfBvicn Appodia Apyn, €xet viomombei éva mpdypapiia EAEYXOLEVNS TPOGRAOTG OV TEPIAAUPAVEL TN
¥PNOM KAPTOAG 000EVOVG KOUT| 1G0SVVALOL DAIKOD Y10 TOVG EAEYXOVG GLUVTOYOYPAPTONG KOV
YOPNYNONG KOl TN GLAAOYT TANPOPOPLDY GYETIKA LE TNV EVOEIET TPOKELEVOL VO, TOPOKOAOVOEITOL 1)
eKTOC VOEiEemV xpnor evtog TG eBvikng emkpdretlag. [davikd, n doxipacio Kimong, N
oLVTAYOYPAQNOT Kot 1) xoprynon o mpémet va dievepyovvtor v id1a nuépa. H yoprynon g
TOLOASOUIONG GE YUVAIKEG 08 avamapoywykn nAtkio 0o wpénet va yivetal viog 7 nuepdv amd
GUVTAYOYPAPNOT Kol LETA aTd Ui 0pVNTIKY SOKIaGio Konong vad wtpiky enifieyn. H
GLVTAYOYPAPNOT| Y10, YOVOIKEG GE avomapay®Ykn nikio dvvartal vo tpoopileton yio Oepameio
péytos drapkelag 4 BOOHAd®V GULPMVA LIE T EYKEKPLUEVO SOGOAOYIKE GYNLLATO TV EVOEIEEMV
(BA. mapdrypago 4.2), Kot 01 GuVTAYOYpaeNoELS Y10, GAOVG ToVg dALovs acbeveic dvvavtar vo.
npoopilovrar yio Bepameio péyiotg dbpketog 12 fdopdadmv.

Awotoloyikd coupdvro

H ovdetepomevia Tav 1 o GuYVE ovaQEPOUEVT] OLUATOAOYIKT avemBount evépyeto Babuov 3 1 4
o€ aoBeveig e vrotpomdlov/avlekTiKd TOALUTAS PVEA®u, akolovBovpevn and avarpio Kot
Opopponevia. Ot acbeveic Oo mTpémet va, TapaKolovBoHVTOL Y10 OUATOAOYIKES OVETIOVUNTES EVEPYELEG,
Wwitepa ovdetepomevia. Oa TPEmel va Yivetal cVOTACT 6TOVG AGHEVEIG Vo ovapéPovy umTOpETa
emelsodln apécms. Ot wtpoi Ba Tpénel va Tapatnpovy Toug acheveis o onueio apoppoyiog
ouuTEPLOUPOVOUEVNG TG EMIOTOENG, WO10HTEPQ LE TNV TOVTOYPOV XPNON POPLOKEVTIKAOV TPOTOVI®OV
7oV €ival yvmotd 0Tt anédavouvy Tov kivouvo arpoppayiog (BA. Tapdypago 4.8). Oa npémnetl va yivetot
mapaKolovOnomn g yevikng e€étaong aipartog katd v Evapén, efSopadioimg yio e TpoTeg 8
gBoopddes ko unviaimg otn cvvéyele. Evoéyeton va aroteiton tpononoinom g 66omng (PA.
mapdypoeo 4.2). Ot acBeveic uropei va ypnlovv vmooTpiéng Le ToPAy®YO GIOTOG KOV avéntikons
TAPAYOVTEG.

Opouposupfoiikd coupdvo
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Ot acBeveig mov Aapfdavovy mopoldopion site oe cuvdvacpod pe Boptelopipmn ko degopebalovn eite
oe suvovaoud pe deEapebalovn eppdavicay eAepfikd Bpopfoepporcd copfavta (kuping ev o Padet
oAefn BpopPmon kot Tvevpovikny pPoin) kot aptnplokd Opoppotikd coppdvta (Epepoypa Tov
Lookapdiov Kot ayyelKo eyKe@oAko enelcddo) (PA. mapdypapo 4.8). Ot acheveig pe yvootovg
TAPAyovTES KIvovvo yia Opoppoeppoirn - coumeprapfavouévne npoyevéatepng Opoufmong - Ha
npénel va mapakorovBoivion otevd. Ao tpémel va Aapfdvovton pETpa yio TV Tpocmdfeia
gay1oTomoiNoNG OAMV TOV TOPUYOVTOV KIVOUVOL TOV dUVAVTAL VO TPOTTOTTo 0oV (.Y, KOTVIGHO,
VIEPTAOT] KOL VIEPMTIOALUIN). ZVVICTATOL GTOVS AGHEVEIS KOt TOVG 1TPOVG VoL EIVOL TOPATIPNTIKOTL (G
7pog to. onpeia Kot cvpntdpata Bpopfospforns. Ot acbeveig O tpénet va kabodnyovvtat va
avalntobv 1otpikn Pondela e6v ELPAVIGOVV GUUTTOUOTO OTWS SVGTVOLN, BWPIKIKO AAYOS Kot oidn
TOV Gve 1 KATO AKpoV. ZuvioTdtol avTmnkTiky Oepaneio (ektdg €bv avtevdeixvotar), (0Tmg
OKETVAOGOMKVAIKO 0ED, Bapeapiv, nropivn 1 KAomdoypéAn), d1uutépmg o 0oBeveic e TpdoheTong
mapdyoviec kivovtvov Bpopfmonc. H andpaon yio ™ Ay TpoQuAaKTIKOV HETP®V Bo Tpémet val
Aappdveton petd omd TpoceKTIKT a&LOAOYNOT TOV VITOKEILEV®VY TAPAYOVI®MV KIvdhVoy ToL Kabe
aoBevoug. Xe KAvikég pehétec, ol aobeveic ELafov TPOPLANKTIKN Ay®YN HE OKETVAOGOAIKVAIKO 0EL 1)
evoAhoktikn oviidpopfotikh Oepaneio. H xpnon epvBpomomtikdv topaydviav evéyet Kivovvo
Opoppatikdv coufaviov copmeprropfavopévng g Opopupoeppforns. Eropévmg, ot epvbponomtikoi
TAPAYOVTES, KOMG Kot AAAOL Tapdyovteg Tov evogyetal va avEdvouv tov kivouvo Bpopfosppfoicmv
oupupdvtav, o TPETEL VO YPNOLLOTOIOVVTOL LE TPOGOYT).

Awatopayéc Tov Bupeogdong

"Exovv avaeepel mepurtmdoeig vmofupeoedioov. Zuviotdtor BEATIOTOG EAEYXOG GUVVOCTPDV
KOTAoTAGE®V TOL emnpedlovv T Aettovpyia Tov Bupeoeldovg mpv amd v Evapén tng Oepamneiog.
ZUVIGTATOL APYIKN Kot GLUVEXTS Tapakolohinom tng Asttovpyiag Tov Bupeoetdoic.

TIeprpepikn vevpomdHeia

Ot aoBevelg e gv eEeMel meprpepikn| vevpondOeia > BaBpod 2 e&apébnkav and kKhvikég pehéteg pe
TopoAdouion. Oa wpénel va divetar n déovca tpocsoyn Otav eEetdletal to eveyouevo Bepamneiog
QUTOV TOV ac0evOV e TOPOAdouUId.

NUAVTIKA Kapdtokn ducAsttovpyia

Ot acbeveig pe onpovtikn kapdiokn dueisttovpyia (cuopeopn Tk Kapdiakn averdapkela [Katnyopiog
1T IV xatd NY Heart Association], éuepoaypo tov pookapdiov eviog 12 pmvov amd v Evapén g
HEAETNG, aoTadn 1 averapKdg eAeyyOLeVn otnOayyn) eEopébnkay omd Khvikég LeAéTeg e
mopoAdopion. Exovv avaeepBel kapdiokd coppavto, copmeptAapifavouévey Tng GUUEOPNTIKNAG
KOPOOKNG OVETAPKELNS, TOV TVELLOVIKOD 010N LOTOG KO TG KOATIKNG Happopvyns (PA. mapdypago
4.8), kuping oe acbeveic e Tpobndpyovca Kapdromddeia 1| Tapdyovtes Kapdiokod Kivovvov. Ba
npénel va diveton 1 déovoa mpocoyn otav egetdleton 10 evdeydevo Bepameiog T€To1v acbevdv pe
TOLOASOUIOT, CUUTEPIAAUPOVOUEVTG TG TEPLOSTIKNG TALPAKOAOVONOTG V1oL oTUEin. 1] CUUTTOMOTOL
KAPIOK®OV GUUPBAVTOV.

20vépouo Avonc 6yKov

Yynmiotepo kivouvo cuvopopov Aong 6ykov dtotpéyouvv ot acheveic pe VYNAd GopTio dyKov TPV amd
) Bepaneio. Avtol o1 acbeveig Oa mpémel va mapakorovBodviol otevd Kot va Aappdvovtot ot
KATAAANAEC TPOPLAGEELG.

Agbtepec mpoTomodeic kokonOeieg

Agbtepeg mpmtomadeig kakon0eieg, OTMG 0 U LEAVOUATIKOC KopKIvog TOL dEPUATOS, £X0VV
avaeepbel og aobeveig mov Aapfdavouv Topaidouidn (BA. tapdypaeo 4.8). Ot wtpoi Ba wpémet va.
aE10A0YOVV TPOGEKTIKA TOVG 0.00EVEIS TPV Ko KOTA TN didpKeta TG Bepameiog ypnoLOTOIDOVTOG
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TpOTLTN eE€TOIOT KOPKIVOL Yo eppdvion debteprv TpmTomafdv Kakondelidv kol va Eekivouv
Oepaneio, Onmg evdeikvotal.

AlMepyikéc avTidpaoelc Kot cofapic depLatikEC avVTIOPACELS

"Exovv avaeepBei ayygiooidnpa, ovapuiaktiky avtidpaor kot coPapic dEpUUTOALOYIKES AVTIOPACELS,
ovuneptrapPovopévav SJS, TEN kot DRESS, pe ) gprion g mopaAidopiong (PA. mapdypago 4.8).
Ot acBeveig Ba TpEmel va EVLEPOVOVTOL Y10 TOL CTLLEIN KOl TOL GUUTTMOUOTO CVTAOV TOV AVTIOPAGEDY
OO TOVG GLVTOYOYPAPOVG LUTPOVG TOVG Kot Ba Tpémet va Aapfdvovy odnyie va avalntovv dueca
Tpiky Ponbela o TepinTmON ToL EKINADGOVY AVTA To cuuTTOpate. H Bepameia e mopoidopion
TPEMEL VO SIOKOTTETAL GE TEPIMTWOT) ATOPOAOMTIKOV 1] TOUPOAVYDIOVS eEavONLATOG 1) G€ Loy
SJS, TEN 1} DRESS kot dev 0o mpémet va Egkivd £k vEOL PETE amd d1oKoTh AOY® 0VTOV TMV
avtdpdoewv. AcBevelg e TPoNyovLEVO 16TOPIKO GOROP®V OAAEPYIKMV AVTIOPAGE®DY OV GYETILOVTOL
pe Boldopion 1 AevaAidopion e&apédnkoy amd KAvikéc perétes. Avtoi ol aobeveic evoéyetot va
SaTpéyovv LVYNAOTEPO Kivouvo avTdpdoemv vrepevoiotnoiog kai dev o mpénet va Aappdvouv
TOpaALdOpION. Oa mpémel va eEeTAlETOL TO EVOEXOUEVO TPOCOPIVAG 1 OPLOTIKNG OLOKOTHG TG
TopoAMdopiong yio deppatikd e&avonua Babpov 2-3. H mopoaAidopidon mpénet va S10Komel 0ploTiKd yio
OYYEL001ON O KO OVOPLANKTIKY] ovTidpaon.

Z4An ko1 cvyyvon

Z&n Ko GuYYLTIKY Katdotaor £xovv ovagepBel pe v mopaidopion. Ot acbeveic Tpémetl va
AmOPEVYOLVV KOTACTAGELS OTTOVv 1 LAAN 1 1 oVyYvoN evd€ eTAL VO AOTEAEGEL TPOPAN LA KoL OEV Oal
TPEMEL VO TOAPVOVV AL POPUOKEVTIKE TPOTOVTO TOL UTopEl va Tpokarécovy (AN 1§ chyyvon xmpic
va avalnTNoouV TPMTA WTPLKT GLULBOVAN.

Adueon mvevpovoradeio (AIT)

AIT ko cuvaen cvpPavTo, GLUTEPIAOUPAVOLEV®VY TEPICTATIKAOV TVEVHOVITIONG, £xoVV TapatnpnOel
He TNV ToUaAdOUIdN. Oa Tpémet va TpaypaToroleiton TposeKTiKn agloddynon twv aclevov pe ofeia
&vapén M aveENynt eMSEIVOOT TOV TVELUOVIKOV CUUTTOUATOV TPOKELEVOD Vo atokAeloTel 1 AL
H mopaidopidn Oa mpémet vo d1okomel Tposmpva €V avaplovi TN SIEPELVNONG OVTMV TOV
CUUTTOUATOV Kot £dv emPefaiwbdel ATl Bo mpénet va Eexvioet katdAANAn Oepaneio. H
mopoAdouion Bo mpémel va Eekiviioet ek VEOL pOvo PeTd amd Lo S1eEodikn aE0AIYNoN TOV 0PEADY
KOL TOV KIVOOVOV.

Hrotucég datapayé

"Exovv mapatnpndei onpoviikd oavénpéva eninedo apvoTpave@epdons e alovivng kot yolepvdpivng
o€ aobeveic mov EhaPav Oepaneio pe TopaAdouion (BA. mapdypago 4.8). Exovv vrdp&et emiong
TEPIOTOTIKA NTOTITIONG TTOV 00N YNOAV GE OPIOTIKT OLOKOTY| TNG TOLOADOUIONG. ZVUVIGTATOL TOKTIKN
TOPUKOALOVON O™ TG NIATIKNG AELTOVPYIOG Y10 TOVE TPDTOVG 6 UVES TNG Bepameiog e TopoAdopion,
Kot QeENG OTMG eVOETKVUTOL KAMVIKGL.

Aodéelg

"Exel avagepbei omaving emavevepyomoinon g nratitidag B og acbeveic mov Aapfdavoovv
TopoAdopidn o€ cuvdvaoud pe deEapebalovn, ot omoiot Exovv TposPindel oto TapeABOV Le Tov 10
g nratitdog B (HBV). Mepikd amd avtd ta nepiotatikd Exovv e€elybdel oe o&egla nmotiky
OVETAPKELD, LLE OTOTEAEGO, T O10KOTY| TNG TopoAdopiong. H katdotaon Tov 100 g nratitidoc B 6o
npénel va kabopiletar mpwv v vapén g Bepaneiog pe mopoidopion. o acBevelg pe Betikn
doxyacio yo Aoipwén and HBV, cuvietdton va {nrteitanr cupfovin amd wtpd pe e1dikevon ot
Bepancio g nratitdog B. ®a mpénet va dtveton Tpocoyr| OTav 1 TOUAASOUIdN 68 GLUVOLAGUO pe
de€apebalovn ypnoyomoteiton oe acbeveic pe mponyoduevn Aoipwén arndé HBV,
ocouneprropfovopévav aclevov mov givar avti-HBc Oeticol aAdd HBsAg apvnrtikoi. Avtoi ot
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aoBeveic Oa Tpémet va mopoakolovBovvTal GTEVE Y10 GNUEID KOl CUUTTOUATO EVEPYOD AoIpmENG amd
HBYV «a0’ 6An ) duipketa g Oepameiog.

IIpoiovoa moAvecTiokn AsvkoeykeparordOeia (TITTA)

Me v mopolidopidn £xovv avapephel TEPIOTOTIKA TPOTOVGOG TOAVESTIOKNG AEVKOEYKEPAAOTADELOGS,
peta&d tov onoimv kot Oovatneopa. H IITA avaeépbnke apketong uiveg £mG Kot apKETH ypovia
petd v évapén g Bepaneiog pe mopoldopion. Ta mepiotatikd apopovoay yevikd acdeveig mov
AdpPovay Tautdypova deEapebaldvn N ixav APt TponyoLHEV®SG GAAT OVOGOKATAGTAATIKT
ympeoBepamneio. Ot 1otpol Tpémel va mapakorovBoliv Tovg acheveic avd Taktd ypovikd StucTipaTo
rat vo eetalouv 1o evdeydpevo vmapéng IIIA 610 mhaicto dapopikng didyvmons oe acheveig e véa
1M EMSEWVOVUEVA VEVPOLOYIKA, YVMOTIKA 1] COUTEPIPOPIKA onpeio 1] cuprtodpota. Ot acbeveic Oa
TPEMEL EMIONG VO KOOI YOUVTOL VO, EVIILEPDVOVY TOVG GLVIPOPOVG 1] TOVG PPOVTICTEG TOVG GYETIKA
ue  Bepomeio, Tovg, 0101t Ta dTopa aVTA B0 PLITOPOVCAV VO, TOPATNPTIGOVY GUUTTMLLOTO TO. OTTOI0L OV
avthoppdavovral ot id101 o acBeveic.

H a&ordoynon e IIIA 6a npénet va Paciletor o€ vevporoyikn e£€Ta0T, ATEIKOVIOT LOYVITIKOD
GUVTOVIGLOV £YKEQPAAOL Kt AvAALOT £YKEQOAOVOTLOOV VYPOD Yio T0 DNA 10V 100 JC pécw
aAcdotg avtidpacng mtoivpepdone (PCR) 1 og Broyia eykepdiov pe e&étaon yia tov 16 JC. To
apvnTikd arotérecpa otnv PCR tov 100 JC dev anokieiel tnv Omapén IIIA. EXAeiyel evaliaxtikng
dyvoong, evdéyeton va omartndei tpdsbetn mapakorovdnon kot aloldoynon.

e nepintoon vroyiog [IIA, npénel va dtakdmteTon 1| mEPUITEP® YOPNYNON 0OoNG G OTOV
amokAeloTel T0 gvdeyopevo vmapéng IIIA. Eqv emPePormbei n TIIIA, 1 yopynon mopaidopiong

TPEMEL VO SIOKOTTETOL OPIOTIKA.

"Exdoyo e yvootn épdon

Nazpio
To Pomalidomide Krka mepiéyet AMyodtepo and 1 mmol vazpiov (23 mg) avd kaydkio, ivol ovtd mov
ovoudlovpe «ehevbepo vatpiovy.

looualuitoin
To Pomalidomide Krka nepiéyet icopaititorn. Ot acBeveis pe omdvio kKAnpovopukd TpofAnuoto
dvocavetiog og ppovkTOln deV TPEMEL VAL TAUPVOLY BLTO TO PAPUAKEVTIKO TPOTOV.

4.5 Almiemopdosis pe GAho QUPROKEVTIKA TPOIOVTA Ko dAreS popPEg alinienidopaong

Enidpaon tne mopadouidne oe GAAL QUPUOKEVTIKO TPOTOVTA,

H mopaAidopidon dev avapévetal vo TpokaAESEL KMVIKE GMUOVTIKEG QOPUOKOKIVITIKEG
oAMnAemdpaoeis Ady® avaotoAng Tov 1oevihpov P450 1 emaywyng 1 0VAGTOANG TOV UETAPOPEDV
OTAV GLYYOPNYELTOL E VTTOGTPMUATO CVTAOV TOV EVOOH®V 1) ToV peTapopémv. H duvatotnto tétoimv
OAMNAETOPACEMV, CUUTEPIAAUPOVOUEVNG TG SVVNTIKNG EMOPACTG TNS TOUAAOOMIONG OTN
QOPLOKOKIVITIKT TOV OT0 GTOUOTOG CUVOVAGUEVOV OVTICVAMTTIKGOV, dev Exel a&loAoynfel kKAvika
(BA. mapdypago 4.4 «TepatoyovikdTnTay).

Enidpoon GAA®V QOpUUKEVTIKOV TPOIOVI®MV TNV TOUAASOUION

H mopoaidopoon petaforileton pepikmg amd 10 CYP1A2 kot to CYP3A4/5. Anotekei emiong éva
vrdoTpoa Yo TNV P-yAvkonpwteivn. H cuyyopriynom mopoiidopidng pe ketokovaloin, évay 1oyvpo
avaoctorén tov CYP3A4/5 kou g P-gp, 1 pe kapPopalenivn, Evav woyvpd erayoyéo tov CYP3A4/5,
dev glye KAMviKA onpovTikn enidpaor oty €kbeor o€ mopoidopion. H cvyyoprynon erovPo&apivng,
€vog 1oyvpov avactoréa tov CYP1A2, e mopoidopidn mapovsio ketokovaloing, avénoe ) péon
éxBeon o mopodopidn katd 107% pe Sdotnpa epmotoodvig 90% [91% éwg 124%] o€ cvykpion
pe mopodopion poadi pe ketokovaloin. Xe po 0e0tepr HeAETn yio v a&toAdynon g cupPoing g
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povobBepamneiog pe avaotoréa tov CYP1A2 oe ahhayéc et Tov HeTafOAIGHOV, 1| GUYXOPTYNON
povobepameiog erovPoapivng pali pe mopoldopion avénce ) péon £kbeor o TopAAMSOpION KATA
125% pe ddotnua epmictoodvig 90% [98% éwg 157%] o€ cuykpion pe ) povobepaneiol
mopoAdopiong. Eav woyvpol avactoreic tov CYP1A2 (n.y. curpoproacivn, evo&acivn kot
ehlovBoéapivn) cvyyopnyodvral e TopaAdopidN, Heidote T d6om TG TopoAdopidng katd 50%.

Ae&opebalovn

H ovyyopnynomn nollomidv d6cewv £0¢ 4 mg mopaAdopiong pali pe 20 mg £og 40 mg
de&apebalovng (evog aoBevong Emg PETPLAG 16Y00G eTaymyéa opkeT®v eviopmy CYP
ocvuneprrapPavopévov tov CYP3A) og acBeveic pe moAhamdo poéhopa dev giye kapio enidpacn ot

QOPHOKOKIVITIKY TNG TOUOALOUIONG OE GUYKPLON LE TN XOPNYNOT HovoDEPUTEING TOUAALOOUIONG.

H enidpaon g de€apebalovng ot Papeapivn eivar dyvmotr. Zvvictdtol 6TeEV TopaKoAovONoN TG
oLYKEVTPp®ONG Papeapivng Katd ) didpkelo TG Bepomeiog.

4.6 Tovipotnto, KHNGN KAl yorovyia

Tvvaikeg og avamopaywyikn nAkio / AVIlcOAANWN 6 AVOPEC KO YOVOIKEC

O1 YOVaiKeG 08 OVATOPOY®YIKN NAIKIO TPETEL VO, XPT|CLLOTOLOVY OTOTEAECUATIKT LEB0SO
OVTIGVAANYNG. X TEPImT®MON oL GLUPEL KONOT € Yuvaika Tov vtoPaiAietan o Oepameia pe
mopoAdopion, n Oepaneio tpémel va otapatioet ko 1 achevig Oo tpénetl va tapaneppdel oe 10Tpd
€101KEVUEVO 1) pE gpmepia oTIg SuomAacieg yio a&lohdynon Kot Kabodnynon. e nepintwon mov
cupPet khnor o€ GHVIPOPO Avdpa 0cBeVOVg TOL AOUPAVEL TOUOAGOUIOT], CUVIGTATOL 1) GOVIPOPOG
oV 0.60gvoVG va TapamePOel o€ 10TPO EIOIKEVIEVO ] IE epmelpia 6TIG duoTAacies Yo a&loAdynon
ka1 kaBodnynon. H mwopoidopion ivar mapovoa 6to avBpdnivo onéppa. Qg mpo@viatn, 6Aot ot
avdpec acbeveic mov AapPdvouv TopaAdopidn o TPETEL VA YPTGILOTOOVY TPOPLANKTIKA Kab™ OAN
) Sudpkelo g Bepameiog, Katd T didpKeLo S1KOTNG TOV 00cE®V Kot Yo, 7 NUEPESG LeTd T ANEn g
Bepaneiog, edv 1 GUVTPOPOG TOVS elvan £YKLOG 1 €lvan 6 avamapaymykn NAtkio Kot dgv ypMoyLomotel
avTioVAN YT (PA. Tapaypdeovg 4.3 kot 4.4).

Kinon

H 1tepatoydvog enidpaon g TopuaAdopuidng otov dvBpwmo givar avapevouevr. H mopaidopion
avTeEVOEIKVLTOL KOTA TN dtdpKelo TNG KOMomNg kabdS Kot 6€ YOvaikeg avamopoymytkng nAkiog eKtog
gdv mAnpodviar OAeg o1 mpobmobEselg yio v TpdANYN ™G Komong (PA. mapaypdeovs 4.3 kot 4.4).

Oniacpdc

Agv gival yvowotd gav 1 mopoldopidn amekkpiveton oto avBpadmvo yaia. H mopoiidopion
aviyvenTnKe oto YaAa OnAaldéviov enipvev petd amd yoprynon ot untépa. Adym g mhavotnrog
AVETOOUNTOV EVEPYELDV 0t TNV TopaMdopidn oe Onidlovta Bpépn, Tpénel va amopaciotel eGv Ba
Sdwokomel 0 Onraopds 1 Ba draxomel 10 PapUOKELTIKO TPOTOV, AdUPAvOVTaS VTTOYN TO OPELOG TOV
OnAaopov yio o madi ko To 6PeAS TG Bepameiog yio T yovaikol.

Tovipdtnra

Awmietodnke 611 1| TopaMOoUidn exnpedlel opvNTIKE T YOVILOTNTO Kot Eival Tepatoyovos o€ (mo. H
TOLOAOOLLION SlomePVE TOV TAOKOVVTO KOl OVIXVEVTNKE 0€ EUPPLIKS aiplol LETE amd Yopnynon o€
€YKVOLG KovikKhovs (BA. mapdypago 5.3).

4.7 Emdpdoseic otnv IKOVOTNTO 001]YN6NS KOL (EPIGROV PNYAVIILETOV

H mopaiidopidn €xet pkpn 1 H€TpLa EMIdPAON OTNV IKAVOTNTO 0O YNONG KO XEPIGUOD UNYOVILATOV.
Koénwon, katactodn emmédov cuveidnong, ovyyvon kat {aAn éxovv avapepbel katd ™ xprHon g
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TOHOAMSOUIONG. Xe TEPIMTMOON TOL 01 0oHEVEIS TAPOVOIAGOVV TO TOPATAV® GUUTTONOTO, B0l TPETEL
VO EVILEPMVOVTOL DGTE VAL LIV 001YOUV GUTOKIVITO, VAL LT YPNCULOTOLOVV LIV LLOLTOL KoL VOL LNV
EKTELOVV EMIKIVOLVEG EpYOGiEg EVOSH VITOPAALOVTOL G Bepameia Le TOPAADOUION.

4.8 AvemOopnteg evépyereg

20voyn Tov TPOQiA acOAAEINC

Toualidouion oe ovvovaouo ue Poptelopiunn kot deCoucfalovn

O1 710 GUYVA AVOPEPOLEVES OLOTAPAYES TOV GLOTOC KOl TOV AEUPIKOV GUGTHILOTOG TTOV
ovdetepomevia (54,0%), Bpopponevia (39,9%) kot avopio (32,0%). AALeG O GLYVA AVOPEPOLEVES
avemBounTeg evépyeteg mepAdpupavoy meplpepikn acntkr vevponddeia (48,2%), kémwon (38,8%),
dbppora (38,1%), duokothdtra (38,1%) kot meprpeptkd oldnpa (36,3%). Ot mo cuyvd
avapepopeveg avembounteg evépyetec Babpov 3 1 4 fitav dtotapay£s Tov aiplotog Kot Tov AEUPIKOD
GLGTHLOTOG cLpTEPIAapPovopévav TG ovdetepomeviag (47,1%), tng OpopPomeviag (28,1%) kot g
avarpiog (15,1%). H mo ouyvd avapepdpevn cofapn avemBountn evépyela nrav 1 mvevpovia
(12,2%). Alheg coPapés avapepbeioeg avemBounteg evépyeieg copmephapfavay mopeéia (4,3%),
Aolpwén Tov kaT®TEPOL avamveLoTiKoD (3,6%), ypinn (3,6%), Tvevpovikn epporn (3,2%), KoATK|
papuopoyn (3,2%) kot o&eia veppikn PAAPN (2,9%).

Tloualidouion oe ovvovaouo ue deousBalovn

O1 110 GVYVA AvaPEPOUEVES OVETIBVUNTES EVEPYELEG OE KAIVIKEG LEAETEC, NTAV S10TOPAYES TOV CLLLOTOG
K0l TOV AEUOIKOV GUOTALLOTOG GUUTEPIAAUPOVOUEVOV TNG ovarpiog (45,7%), Tng ovdetepomeviag
(45,3%) xar g BpopPomeviag (27%), yevikég Statapoyés Kot KaTaotdoelg otn BEon yopnynong
ocouneprrapfovopévav g Kortmong (28,3%), tng mupe&iog (21%) Kot Tov TEPLPEPIKOD 010N LATOG
(13%), kabdg Kot AOUDEELS Kot TOPUSITAOCELS, cvumeptiapfavopévng g nvevpoviag (10,7%).
AvemBounteg evépyeleg mepipeptkng vevpomdberag ovapépdnkav oe 12,3% tov acbevav Kot
avemBountec evépyeieg APV epporkmv M Opoupotikov coppdviev (VTE) avaeépbnkav o
3,3% 1oV acBevdv. Ot mo cvyva avoeepopeves avemBounteg evépyeteg Babpov 3 1 4 ftav
STapoy€G TOL AULOTOG KOt TOV AEUPIKOD GLUGTHLOTOG CUUTEPIAAUPAVOLEVOV TNG OVOETEPOTTEVIOG
(41,7%), g avoupiog (27%) kot g Bpopfomeviag (20,7%), LoldEELS Kot TOPACITAOCELS,
ocouneptrapfovopévng g mvevpoviag (9%), Kabmg kot YeVIKES dtaTapoyég Kol KOTooTAoELS otr 0¢om
YOPYNONG, cvumepAaptfavouévey e Komwong (4,7%), e mupesiog (3%) Kot Tov TEPLPEPIKOD
ownuatog (1,3%). H mo cuyva avagepduevn cofapr avemBount evépyeta oy 1 Tvevpovio
(9,3%). Ahleg coPapég avapepheiceg avemBOUNTEG EVEPYEIEG CUUTEPIAAUPAVOY EUTOPETT
ovdetepomevia (4,0%), ovdetepomnevia (2,0%), BpopPomevia (1,7%) kor avemBOunteg evépyeteg
oAePkoV epforikdv 1 Bpopfotikdv coppaviev (VTE) (1,7%).

O avemBOuNTEG EVEPYELES £TEVAY VO GLUPOIVOLV IO GUYVA EVTOG TOV TPATMV 2 KUKA®V Bepameiog
LE TOUAAOOUION.

Katdhoyoc avemifOuntmy EVEPYELDY GE LOPPT TIVOKO,

O avemBOunTeg evépyeteg o1 omoieg mapatnpriOnkav oe acbeveig mov Ehafav Bepaneia pe
mopoAdopion o€ cuvdvaoud pe Poptelopipmn kot de&apedaldvn, Topordoion € GuVILOSUO LE
deEapebalovn, Kot amd v Topakorovdnor Tov Tpoidvtog Hetd TV KukAopopia tapatifevtol otov
[Tivako 7 avé katnyopio/opyavikd GOGTILO KOl GUYVOTNTA Y10, OAEG TIG OVETBVUNTES EVEPYELEG KO
v TG avemBopunteg evépyeteg Babpov 3 1 4.

Ot ouyvotNTeg 0pilovTal GUUPMOVA LLE TNV IoYVOLGO 0dNYia ®G: TOAD cuyVvES (= 1/10), cuyvég (= 1/100
¢w¢ < 1/10), oy ovyvég (= 1/1.000 émg < 1/100) ko pun yvootc cuyvotntog (n ocuyvotnta dev pmopel

VO TPOGOIOPIOTEL).

Mivaxag 7. AvemOBopnteg evépyeleg (AE) mov ava@épOnkay o€ KMvIKEG S0KIUEG KoL peTd TNV
KUKAOQOpPia TOV TPOiOVTOg
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Xuvovaocpog Oepanciog Hopaidopion/ Mopaidopion/
Poptelopipmn/deapedalovn oggapedalovn
Katnyopia/Opyaviko Xvotnpa ‘O)ec o1 AE AE ‘Oleg o AE AE BaOpov
/MIpotTip®dpevog 6pog paOpov 3—4
3-4
AOPAOEES KO TAPUOLTACELG
[Mvevpovia IToAb cuyvég oAb cuyvég - -
[Tvevpovia (Baktnploxég, woyevelg kot | - - IToAb cuyvég Suyvég
HOKNTIOIKEG AOUADEELS,
GUUTEPIAAUPOVOUEV®V TV
EVKOIPLOKADV AOUDEEMV)
Bpoyyitida TToAd cuyvég Yuyvég Yoyvég Oyt ovyvég
Aotlpwén g avdtepng IToAb cuyvég Xuyvég Xuyvég Yuyvég
OVOTTVEVGTIKNG 0000
loyevig Aoipwén tov avatepov TToAV cuyvég - - -
OLVOTTVEVGTIKOD
nyopio Xuyvég Xuyvég - -
Inrtikn Kotomnéio Xuyvég Xuyvég - -
Ovdetepomevikn onyaipio - - Suyvég Suyvég
Kokitda oo Clostridium difficile Suyvég Soyvég - -
Bpoyyonvevpovio - - Xuyvég Yuyvég
Aoipmén g avaTVELGTIKTG 0500 Suyvég Suyvég Suyvég Suyvég
Aoilpmén tov kaTdOTEPOL Xuyvég Yuyvég - -
QVOTTVEVGTIKOD
Aoilpwén Tov Tvevpova Xuyvég Oyt ouyvég - -
I'pimn IToAV cuyvég Suyvég - -
BpoyytoAitido Xuyvég Xuyvég - -
Aotlpwén ovporomtikod cuotipatog | TToAd cuyvég Yuyvég - -
Pwogapuyyitido - - Suyvég -
"Epnng Soompag - - Toyvég Oyt ovyvég
Emavevepyonoinon nrotitidag B - - Mn yvootg Mn yvootig
GuyvoTNTOC* cuyvotntog*
Neomhdopata Karon0n, kakon0n kot pn Ka@opiopéva (CVUT. KOGTEMV KOl TOAVTOIMV)
Boaowokuttopkd Kapkivopo Xuyvég Oyt ouyvég - -
Baowokvttopkd Kapkivops tov - - Oyt ovyvég Oyt ovyvég
déppoTog
Kopkivopo dépuatog omd mAakmoeg - - Oy cuyvég Oyt ouyvég
emodnMo

AWTapayés TOV GPATOS KOl TOV AERPLKOD CUGTINOTOG

17




Ovdeteponevia IoAv ovyvég IoAd cvyvég [ToAb cuyvég IToAb cuyvég
®popPomevia IToAV cuyvég IToAV cuyvég IToAb cuyvég TToAV cuyvég
Agvkonevia TToAb cuyvég Yuyvég IToAvd cuyvég Suyvég
Avaopio IToAb cuyvég IToAb cuyvég [ToAb cuyvég IToAb cuyvég
Eumopetn ovdetepomevia Yuyvég Yuyvég Suyvég Suyvég
Agpgponevio Xuyvég Xuyvég - -
MavkvtToponevia - - Yoyvég* Yoyvéct
AwTapoyéS aVocoTONTIKOY GUOTI|LATOS
Ayyegiooidnpo - - Yoyvég* Oyt ovyvég*
Kvidwon - - Yoyvéc* Oyt ovyvég*
AvoQuAaKTIKY ovTidpaon Mn yvootig Mn yvootg - -
ovyvomTog* ovyvotnTag*
Amdppryn LooyedLATOS GUUTOYOVG Mn yvootig - - -
opyavov ovyvémTog*
Evookpwikég Swatapaysg
YmoBvpeoeidiouog Oyt ouyvég* - - -
Metaporikéc kor S10TPOPIKEG SLATAPUYES
YrokoAoupio TToAb cuyvég Xuyvég - -
Yrepylokaipio IToA cuyvég Yuyvég - -
Yropayvnotouio Xuyvég Xuyvég - -
YroaoBeotioupio Xuyvég Xuyvég - -
Ymopoopataipio Yuyvég Yuyvég - -
Y reprolionio Yuyvég Xuyvég Zuyvég Yuyvég
YrepacPeotiopio Suyvég Suyvég - -
Yrovatplopio - - Yuyvég Xuyvég
Mewwpévn 6peén - - [ToAb cuyvég Oyt ovyvég
Ymrepovpryoipio - - SuyvécH Suyvéc*
20vopopo AHomg 6YKov - - Oy ovyvéc* Oy ouyvég*
Yoyatpikés dwatapayis
Adavia TToAb cuyvég Suyvég - -
Katdbiwym Xuyvég Xuyvég - -
ZUYYLTIKT KATAGTAON - - Suyvég Yuyvég

AwTapayéS TOL VELPIKOD GUGTILOTOG
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[eprpepkn arcOnticn vevponddeia IoAv ovyvég Xuyvég Zuyvég Oyt ovyvég
ZG&An TToAb cuyvég Oyt ouyvég Xuyvég Oyt ovyvég
Tpopog IToAVd cuyvég Oyt ouyvég Suyvég Oyt cuyvég
Yvykomn Xuyvég Xuyvég - -
[eprpepkn aodnticokvnTiKy Xuyvég Yuyvég - -
vevporadeio
MaparsOncio Suyvég - - -
Avoyegvaio Xuyvég - - -
KoataotoAn emmédov cuveidnong - - Suyvég Yuyvég
Evdokpoviakn awpoppayio - - Svyvéc* Oyt ouyvég*
Ayyelokod eyKepaAko enelc6o10 - - Oy ovuyvéc* Oyt ovyvég*
Awropayés Tov 0@Oaipod
Korappdxng Xuyvég Xuyvég - -
AwTapayés Tov OTOG KAl TOV
AafupivOov
TAyyog - - Suyvég Suyvég
Kapowxég owwrapayés
KoAmwn poppopoyn IToAV cuyvég Suyvég SoyvécH Suyvéc*
Kapdiokn avemdpieto - - Yuyvég* Yoyvég*
"Epppaypa tov pookapdiov - - Zoyvéct Oy ouyvég*
Ayyewkég dratapayés
Ev 10 Badet prePikn Opoppwon Xuyvég Oyt ovyvég Zoyvég Oyt ovyvég
Yroétaon Yuyvég Yuyvég - -
Ynéptaon Xuyvég Xuyvég - -
AvVOTVEVLOTIKES, 0PUKIKES SraTapayis KOl StoTapayiS TOV
pecofmpaxiov
Avomvoun TToAV cuyvég Xuyvég [ToAb cuyvég Xuyvég
Bnyog oAb cuyvég - IoAb cuyvég Oyt ovyvég
[Mvevpovikn epPoin Yuyvég Yuyvég Suyvég Oyt ouyvég
Eniotaén - - Yoyvéc* Oyt ovyvég*
Avdpeon mvevpovonddeio, - - Yoyvéc* Oyt ovyvég*
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Taotpevrepikéc dwotapayés

Aéppora TToAb cuyvég Yuyvég IToAd cuyvég Yuyvég

"Epetoc TToAb cuyvég Yuyvég Xuyvég Zuyvég

Noavtia IToAV cuyvég Oyt cuyvég [ToAb cuyvég Oyt ouyvég

AvcrotAotta TToAb cuyvég Yuyvég IToAd cuyvég Yuyvég

Kotokd dAyog IToAVd cuyvég Suyvég - -

ALlyog Gvem KOMOKNG XDOPOG Yuyvég Oyt ouyvég - -

Zropatitidon Yuyvég Oyt ovyvég - -

Enpo otopa Yuyvég - - -

Aldtoomn Kotdiog Xuyvég Oyt cuyvég - -

Ayoppaylo yootpevteptkol - - Zuyvég Oyt ovyvég
Hnoatoyohkéc dratapoyéc

YrepyorepvOpvorpio - - Oyt cuyvég Oyt ouyvég

Hraritida - - Oy ouyvég* -
AWTapayég Tov dEPRATOS KOL TOV VTOHOPLOV 16TV

E&avOnpa TToAb cuyvég Yuyvég Yoyvég Yuyvég

Kvnopdg - - Suyvég -

Avtidpaon oe Pdppokxo pe - - Mn yvootg Mn yvootig

Hoowogidia kot Zuotpotikd ouyvotToc* ovyvomtog*

SOUTTOUOTO
To&wr Emdeppkn Nexpoivon - - Mn yv®oTig Mn yvootg

ouyvotToc® ovyvémtog*
>Hvdpopo Stevens-Johnson - - Mn yvootg Mn yvootg
GuyvoTnTOC* cuyvotntoc*

AWTapayés TOV PVOCKELETIKOD GUGTIATOGS KU1 TOV GUVOETIKOV 16TOV

Mvikn advvopio TToAV cuyvég Suyvég - -

[T6vog og pdyn IToA cuyvég Yuyvég - -

Ootid GAyog Yuyvég Oyt ovyvég IToAb cuyvég Yuyvég

Mvikoi cracpol IToAd cuyvég - IToAb cuyvég Oyt cuyvég
AwWTopayés VEQPAOV Kol 0VPOTOINTIKOD CVOTILOTOG

O&ela veppikn PAGLN Xuyvég Suyvég - -

Xpovia veppikn BAGN Yuyvég Yuyvég - -

Koarakpdtnon ovpawv Xuyvég Xuyvég Xuyvég Oyt ouyvég
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Negpwn averdpreio - - 2uyvég Zuyvég
AWTapoyéS TOL AVITAPAYOYIKOV GUGTI|LATOS KUL TOV HAGTOV
AXyog Toélov Xuyvég Yuyvég
Cevikég dwatapayés Kol KaTaoTdoels otn 0€on yopnyno
Koénwon IToAb cuyvég Xuyvég IToAb cuyvég Xuyvég
TMopetia TToAV cuyvég Yuyvég IToAb cuyvég Yuyvég
Tepipepixd oidnua TToAb cuyvég Yuyvég TToAd cuyvég Svyvég
Mn kopdraxd Bopakikd dryog Xuyvég Xuyvég - -
Oidnua Xuyvég Yuyvég - -
Awgpeoviioelg
Avénpévn apvotpavepepdon g Suyvég Suyvég Suyvég Suyvég
aAavivng
Yopotiko Bapog petwpévo Yuyvég 2uyvég - -
Mewopévog aplfpog ovdetepOPIAmY - - Yuyvég Yuyvég
Mewwpévog aptfpog AevkokuTTapmv - - Xuyvég Xuyvég
Mewopévog aptBpog apometaliov - - Suyvég Xuyvég
AvEnuévo ovpkd 0&D aiportog - - Yoyvéc* Oyt ovyvég*

Kaxmon, onintnpioct, ko erurhokéc Kata v enépfacn

KaBodn kivnon

Xuyvég

Xuyvég

* AvagépOnkav Kotd T xpnomn LETA TNV KukAopopia.

Ieprypagn emALYUEVOV avETIOOUNT®OV EVEPYELDV

O1 cuyvOTNTEG GE QVTIV TNV TOPAYPAPO TPOEPYOVTOL OO KMVIKEG HELETES 0 aobevelg Tov Adpfoavoy
Oepomeia pe mopoMdopion oe cuvovaoud eite pe Poptelopipmn ko deEapebalovn (Pom+Btz+Dex)

eite pe de&apebalovn (Pom+Dex).

Teparoyovikotnta

H mopaiidopidn oxetileron dopucd pe m Boidopidn. H Baidopion sivor pio yvoot tepatoyovog
dpaoTIKY 0LGIN Yio TOV AVOPOTO TOV TPOKAAEL GOPAPEG CLYYEVEIG SIOUAPTIES, AMEIANTIKEG VIO TN
Com. H mopamdopidn amodeiydnie tepatoydvog o€ emipveg ko kKovikAovg otav yopnynonke katd tnv
nepiodo g peilovog opyavoyéveong (PA. mapaypdpovg 4.6 kot 5.3). Xe mepintmon mov M)
TopoAdopidn Anedet Katd T dibpkeln TG KONONG, 1) TEPATOYOVOS EMIOPOACT TNG TOUAALSOUIONG GTOV
avBpomo givar avapevopevn (PA. mapdypago 4.4).

Ovdeteporevia kat Opouforevia

Ovdeteponevia eppoviomke émg kot oto 54,0% (Pom+Btz+Dex) tov acBevav (47,1%

(Pom+Btz+Dex) BaOuov 3 1 4). H ovdeteponevia 0dNynoe cg dtakomn tng TopaAtdopiong oto 0,7%
TV 0c0evav Kot T omaving coPapn.
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Eumopetn ovdeteponevia (FN) avapépbnke 610 3,2% (Pom+Btz+Dex) tov acbevav kot oto 6,7%
(Pom+Dex) tov acBevav kot nTav cofapn oto 1,8% (Pom+Btz+Dex) tov acBevav kot 610 4,0%
(Pom+Dex) twv acBevov (PA. mapaypdpovg 4.2 kot 4.4).

®popPonevia eppaviotnke oto 39,9% (Pom+Btz+Dex) tov acBevav kat 27,0% (Pom+Dex) tov
acBevav. H Bpopfonevia rav Babpov 3 1 4 oto 28,1% (Pom+Btz+Dex) tov achevdv kot oto 20,7%
(Pom+Dex) tov acOevmv, 0dnynoe oe dtokon| ¢ mopoidopidng oto 0,7% (Pom+Btz+Dex) tov
acOevav kat 610 0,7% (Pom+Dex) tov acBevov, ko tav coPapn oto 0,7%(Pom+Btz+Dex) kot 610
1,7% (Pom+Dex) tov acBevav (BA. mapaypdeovc 4.2 kot 4.4).

H ovdetepomevia kot n Opopfomevia £revav va cupfoaivovy mo cuyvd evidg TV TpOTOV 2 KOKA®V
g Oepameiog pe mopaidopion e cuvdvacpo gite pe Poptelopipmn ko deEapedalovn eite pe
deEapebalovn.

Aoiuwén
H Xolpwén NTov n o cuyvi 1 oo toAoyiky] ToEKOTnTa.

Aotpwén eppaviotke 610 §83,1% (Pom+Btz+Dex) tov acBevav kot 6to 55,0% (Pom+Dex) tov
aocBevav (34,9% (Pom+Btz+Dex) kot 24,0% (Pom+Dex) BaOuov 3 1 4). H hoipwén g avotepng
OVOTVEVGTIKNG 0000 KOl 1] TVELHOVIR TV 01 TTO SLYVE EPPaVILOpEVEG AOUMEEIS. BavotnEOpES
roudéerg (Babpov 5) eppaviotkav oto 4,0% (Pom+Btz+Dex) tov acBevadv kot 6to 2,7%
(Pom+Dex) tov acBevav. Ot bodEes odnynoav o dtokomn g mopaAdopiong oo 3,6%
(Pom+Btz+Dex) tov acbevov kot oto 2,0% (Pom+Dex) tov acOsvov.

Opoupocuforixd ovufava

H mpo@Oraén pe axetvAocolkvAkd 0&D (Kot GAAN AVTIINKTIKA 6€ 060gvEic YNAOD KIvdHVOL) TV
VIOYPEWDTIKT Y10 OAOVG TOVG acBevelg og KAvIKEG peAéTes. Zoviotdtol avTimnKTikn Oepoameio (exTog
€av avtevdeikvotar) (BA. Tapdypao 4.4).

DrePuct OpopPoepporkd coppavra (VTE) eppaviotnray oto 12,2% (Pom+Btz+Dex) kot oto 3,3%
(Pom+Dex) tov acbevav (5,8% (Pom+Btz+Dex) kot 1,3% (Pom+Dex) Babupov 31 4). VTE
avapépinkav wc copapd oto 4,7% (Pom+Btz+Dex) kot oto 1,7% (Pom+Dex) tov acbevav, dev
avaeépinkay Bavatneopeg avtdpaoelg kat to. VTE cuoyetiomkay pe S10Kom TG TopoASopiong
€m¢ Kot 010 2,2% (Pom+Btz+Dex) tov acBevav.

Leprpepixn vevporabeia - [louatidouion oe ovvovaouo ue foprelouiunn ko deCaucdalovn

Aocfeveig pe ev eEehlel meprpepikr| vevpondBera > BaBupod 2 pe diyog eviog 14 nuepav mpv amd v
TVYOLOTOINoN amokAeioTNKAY and KAvikEG dokipués. [lepipepikn vevpomdBeia eppavictnke oto 55,4%
v acBevav (10,8% Babuov 3, 0,7% Babpov 4). Ta npocappocpéva pe Bdon v €ékbeon mococtd
ntov cvykpico pneta&d tov okedmv Bepanciog. [lepimov to 30% tov acbevav mov mapovsiocav
TEPLPEPTKT| VELPOTADELL £lye 10TOPIKS VEVpOTAbELnG KT TNV Evapén. H mepipeptkn vevpordbeia
odnynoe o€ dtakont| g Poptelopipnng nepimov oto 14,4% v 060evdV, NG TOLOASOUIONG GTO
1,8% wou g de&apedalovng oto 1,8% twv acbevdv 610 okélog Pom+Btz+Dex kot 610 8,9% tov
acBevav 610 okéhog Btz+Dex.

LHeprpepixn vevporaleio - [lopatidouion oe covovaouo ue oelopebolovy

Acbeveic pe gv eelilel meprpepikn| vevpomadeia > Babuod 2 anordeiotniay and khvikés pelétec.
ITeprpepixn vevpomdBela eppaviotnke oto 12,3% tov acdevav (1,0% Babpov 3 1 4). Kapia
avTidpaoN TEPLPEPIKNC VEVPOTADELNG dEV avaPEPONKE ¢ coPaph) KOl 1| TEPLPEPIKT VEVPOTADELL
odnynoe og dokomn g 660oms 610 0,3% TtV acbevav (BA. tapdypoaeo 4.4).

Awoppayio.

"Exovv avapepBei arpoppayikég dStatapayEs e TV Topaidopidn, diuntépws o€ acbevelg pe
TAPAYOVTEC KIVOHVOL OT(OG 1) GVYYOPNYNOT POPUOKEVTIKAOV TPOTIOVTOV OV avEAVOuY TV evaictncio
o€ ooppayict. XTa ooppoytkd cUBavTa £xovv cupumepineei n enictaén, n evéokpaviakn
apoppayio Ko 1 apopparyion TOL YOUGTPEVTEPIKOU.
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A)Aepyireg avTidpaoels kot cofopeS FEPUATIKES OVTIOPATEIS

"Exovv avapepBel ayyelooionpa, ova@uAOKTIKY ovTidpaon Kot GoPapég dEpUOTIKEG AVTIOPACELS,
ovuneptrapfavopévov SIS, TEN kot DRESS, pe ) yprion g mopaiidopiong. Ot acBeveic pe

16Top1KO cofapov eEavOnaTog Tov oyetileTon e AevaAldopion 1 Boldopidn dev o Tpémel va,

Aappavouv mopaAdopidn (BA. mapdypoeo 4.4).

Toudiazpixog wAnBoouos

Ot avemBounteg evépyeteg Tov avapépinkoy oe ToudtaTpikong acbeveic (nhkiag 4 £mg 18 eTtmv) pe
vroTpomidlovteg 1 e£EMOGOIEVOVG OYKOVE EYKEPAAOD NTOV COLPMVES LE TO YVOGTO TPOPIA
aoPAAEL0G TG TOLOAdOUION G o8 eviAikovg acbeveig (BA. mapdypago 5.1).

Avaoopd mBavoloyoduevov ovemBoUNToV EVEPYELOV

H avagpopd mbavoroyodpevmv avemBountmv evepyeudv HeTd omd T yopnynon adsag Kukhopopiog
TOV POPUIOKEVTIKOD TPOIOVTOG £ivat onpavtikn. Emttpémnetl t ocvuveyn mapakoiovdnen g oxéong
0PELOVG-KLVOUVOL TOV POPLOKELTIKOD TPOTOVTOG. ZNTEiTal 0md TOVS EMAyYEALOTIEG VYElNG VO
aVAQEPOVY OTOLEGONTOTE TIOOVOAOYOVLEVEG AVETIOOUNTEG EVEPYELEC HEGH TOV EBVIKOD GLGTIHLOTOG
avagopdg mov avaypaeetatl oto Hapdptmpa V.

4.9 Ymnepooocolroyia

Adcelc TopaAdopidng £mg kot 50 mg wg povi d6on og vytelg eBehoviég Exovv pekenBel ympic va
&yovv avapepbel coPapés avemBOunTEg evépyelec mov va oyetiloviot e vepdocoroyio. AGCELS £
ko 10 mg ¢ moAlamAég dooelg pio popd nuepncimg o aobevels e TOALOTAO puEA®pa £XoVV
peietn el yopic va €xovv avapepbei coPapéc avembountec evépyeleg mov va oyetiovtal e
vrepdocoroyio. H docomeplopiotikn ToEIKOTNTO NTAV 1) LDELOKATAGTOAY. € HEAETES, Ppebnke 6T
TOHOAMSOWIOT OTOpaKPVOVETOL LEG® OLLOKABOPONG.

2V nepinton VIEPS0GOA0YING, CLUVIGTATOL VTOGTNPIKTIKY Oepaneia.

5. OAPMAKOAOI'IKEX IAIOTHTEXZ
5.1 ®@oppokodvvopIKEG 1010TNTES

DoppokobepoamenTikn KoTnyopio: AVOGOKATOGTAATIKOL TAPAYOVTEG, GALOL 0VOCOKOTOCTAATIKOL
napdyovteg, kodwog ATC: L04AXO06.

Mnyoviouoc dpbong

H mopaAidopidn €xet Gpeon avtiveomAUSUATIKY dpACT) KATE TOV HUEAMDUATOC, AVOCOPPLOLGTIKEG
dpbioelg Kot avasTELAEL TN OTHPIEN TOV GTPOUATIKOV KVTTAP®VY Y10 TNV OVATTLEN TOV KOPKIVIKOV
KUTTAP®V TOL TOAAATAOD HVEADUATOG. ZVYKEKPIULEVA, 1) TOLOAOOLLION OVAGTEALEL TOV

TOAAATAOG OGO KOl EXAYEL TNV OTOTTOOT] TOV KVTTAP®V TOV OLOTOMTIKOV 0yK®V. Exmpdcbeta, 1
TOHOAMSOpION OVAGTEAAEL TOV TOAALUTANGLOCIO TV KVTTOPIKMV GEPOV TOALUTAOD HUEADULOTOC
avOekTIKOV ot Aevoldopion kot cuvepyel pe ) de&apebalovn 160 o€ gvaictnTeg o AevoAldouion
0G0 KOl 6€ avOEKTIKEG TN AEVOAMOOWIdN KUTTUPIKES GELPEG YO VAL ETAYEL TNV ATOTTMOCT TMV
KOPKIVIKOV KuTTapnv. H mopaidopuion evioydel tv avocio wov diapecoraPeitor amod ta T kotTopa
Kot 7o QUGIKE povikd kKutTapa (NK) kot avaotéAhel TNV mapayoyr TPOPAEYLOVOIDV KOTOKIVAV (TT.Y.,
TNF-a kot IL-6) ard o, povokvttapa. H mopoaidopion avactéAlel exiong vy ayyeloyéveon
eumodifovtag Tn LETOVAGTEVOT] KOl TNV TPOCKOAANGT TV EVOOBNAOK®OV KLTTAP®V.

H mopaiidopidn mpocdévetan amevbeiag oty npwteivn cereblon (CRBN), ) onoia arwotelel pépog tov
oopumAokov g E3 Aydong mov mepihapfdavel v mpmteivn 1 poécdeong ot BAapn (DDB1) tov
deo&vpiPovoviheikod o&éog (DNA), Tnv koviivn 4 (CUL4) kot Tov pubuet tov kovAvav 1 (Rocl)
Kot propei va avaoteiiel v avto-ovPikitivoon g CRBN gvtog tov cuumidkov. Ot E3 Mydoeg tng
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ovPikitivng etvor vITEVBVVES Y10 TNV TOAVOVPIKITIVOGT] L0 GELPAG TPOTEIVOV-VTOGTPOUATOV KOl
EVOEYOUEVS EENYOVV €V HEPEL TIG TAELOTPOTIKEG KUTTOPIKEG EMOPAGELG TTOV TOPATPOVVTOL UE TN
Oepomeio pe TOUOAISOUION.

[Mopovcio ™G TopaASOUIING in Vitro, ol TpoTEivec-uToaTp®paTa AfoAog kat Tkapog oToyomolovvTal
v oVPBKITIVOGT) Kol ETAKOAOVOT| OTOTKOSOUNOT) 0NYDVTOG O AEGEG KUTTOPOTOEIKES KO
avocoppLOoTIKES Emdpaoels. In vivo, 1) Bepaneio pe TopaAIdOUidN 0dNynoe og peimon Tov
emmédov ¢ Tkapoc oe acbeveic pe vroTpomidlov avOeKTIKO 6T AeVOASOUION TOAAOTAO LUEAMLLOL.

KMvik) 0moTeAEoUOTIKOTNTO KOl AGQAAELOL

Toualidouion oe ovvovaouo ue Poptelopiuny kot deCoucdalovn

H amotelecpotikotnta kot 1 ac@dAglo TG TOUAAOOUIONG 6€ cuvdvaoud e Boptelopipmn Kot
de€apebalovn youning 66ong (Pom+Btz+LD-Dex) cvykpifnke pe avtyv e Poptefopipang kot tng
de€apebalovng youning d6ong (Btz+LD-Dex) og pia @daong I, moivkevipikn, Toyotomomuévn,
avolkTig emonpavong perétn (CC-4047-MM-007), oe evilikovg acOevelg pe ToAATAO PLOEA®UA TOV
glyav Tponyovpévmg vtoPAndet oe Bepaneia, kai ot omoiot lyav AaPel TOLAGYIGTOV £va TPOTYOOUEVO
OepoamenTikd oy, COUTEPIAAULPBOVOUEVIG TNG AEVAAIOOMIONG Kot ElX0V TAPOVCLAGEL EEEMEN TNG
vOoov KaTd TN d1dpKeLe 1} LeTd TV TeEgvTain Oepomeio. XvvoAikd 559 acOeveic eyypdonkay Kot
toyalonomOnkoy otn perém: 281 oto okéhog Pom+Btz+LD-Dex kot 278 010 oxéhog Btz+LD-Dex.
To 54% tov acBevdv fTav dppeveg pe daesn NAKia Yo To GuVoAKd TANOvoUd T 68 £t (eAdy.,
péy.: 27, 89 ét). Iepimov to 70% tov acbevadv Rrov avlextikoi otn Aevardouidn (71,2% oto
Pom+Btz+LD-Dex, 68,7% oto Btz+LD-Dex). [1epinov 1o 40% tov acBevav Bpickovtav oty 1"
VIOTPOT Kot TEPinov 10 73% tov acbevav eiyav Aafet foptelopipnn wg mponyodevn Bepaneia.

Ytovg acbeveic 010 okéAog Pom+Btz+LD-Dex yopnynnkav 4 mg mopoldopidng omd oTOUOTOS TIC
Huépeg 1 éo¢ 14 kd0e xorhov 21 nuepdv. H Boptelopipmm (1,3 mg/m?/d6om) xopnyndnke os
aocBeveic Kot oto dVO oKEAN NG nelétne Tig Huépeg 1, 4, 8 kat 11 evog kdkhov 21 nuepmv yio Toug
Korhoug 1 émg 8 ko tic Huépeg 1 kou 8 evdc kdkAov 21 nuepdv yio toug Kokiovg 9 kot Gvo.
Ae&apebalovn yapuning 60ong (20 mg/muépa [nAwiog <75 etdv] 1§ 10 mg/muépa [nAwiag >75 etdv])
yopnynonke o€ acbeveig kot ota 600 okéAn g perétng tic Huépeg 1, 2, 4, 5, 8,9, 11 ko 12 gvog
KOKAoL 21 nuepdv Yo toug Kvkiovg 1 émg 8 ko 1ig Huépeg 1, 2, 8 ko 9 kdbe emdpevon xvuxrov 21
nuepdv amd tov Kokho 9 kai ave. Ot 66ce1g peidbnkay kot ) Oepameio SiokOTNKE TPocmPVE 1y
OTOUATNOE OTWS oMot ONKE MOTE VO, AVTILETOMIOTEL 1] ToEIKOTNTA (BA. TOpdypapo 4.2).

To TpwtevOV KOTOANKTIKO onpeio amoterecpotikotntag frav 1 ExiPioon Xwpig EEEMEN g Nocov
(PFS) mov a&oroyndnke and pa AveEdptntm Emompovikr Emponi A&oldynong (IRAC)
oOLPOVO PE Ta Kprtpla TG AteBvoig Ouddag Epyasiag yio 1o Muédoua (IMWG) pe yprion tov
mnBucpob pe npodeon Bepaneiog (ITT). Metd and digpeon topakorovdnon 15,9 unvaov, o drbpesog
xpovog PES ftav 11,20 prveg (95% CI: 9,66, 13,73) oto okéhog Pom+Btz+LD-Dex. Xt0 okéA0g
Btz+LD-Dex, o d1dpecog ypdvog PFS ftav 7,1 uivec (95% CI: 5,88, 8,48).

ZHvoyn TV dESOUEVOV GUVOAIKNG amoTeELecaTIKOTNTOG Topovataletat otov TTivoka 8 pe
nuepounvia amokontg tnv 26m OxtoPpiov 2017. H xapmvin Kaplan-Meier yia tv PFS o tov
mnOvopod ITT mapéyeton oto Zymua 1.

Mivakog 8. TOvoyn TV 0£001EVOV GUVOMKING OTOTEAEGUUTIKOTNTAG

Pom+Btz+LD-Dex Btz+LD-Dex (N = 278)
(N =281)
PFS (mijveg)
Atlpecoc® xpovog (95% CI)P 11,20 (9,66, 13,73) 7,10 (5,88, 8,48)
HRY (95% CI), Ty p° 0,61 (0,49, 0,77), < 0,0001
ORR, n (%) 82,2% 50,0%
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sCR 9(3,2) 2(0,7)

CR 35 (12,5) 9(3,2)
VGPR 104 (37,0) 40 (14,4)

PR 83 (29,5) 88 (31,7)

OR (95% CI)%, Ty p°™ 5,02 (3,35, 7,52), < 0,001

DoR (pnveg)

Aipecoc® ypdvog (95% CI)P 13,7 (10,94, 18,10) 10,94 (8,11, 14,78)
HRY (95% CI) 0,76 (0,56, 1,02)

Btz = Poptelopipnm, CI = didompa epmiotocdvng, CR = minpng andkpion, DoR = duipkeln andkpiong, HR = oyeticdc
kivdvvog, LD-Dex = de&apebalovn youning d6ong, OR = Adyog mbavotntov, ORR = 1060616 cuvolikng andipiong, PFS =
emPimwon yopig eEEMEN ™g vocov, POM = mopaAdopidn, PR = pepuay amokpion, sCR = andrivtn ainpng andkpion, VGPR
= TOAV KOAN LEPIKT| ATTOKPLOT).

¢ H dapeon tyn Paciletar oty extipnon Kaplan-Meier.

P 95% CI yia t Siépeon .

Y Me Baon to poviédo avaroykod kivdbvov Cox.

8 H tipn p Bacileton oe otpmpatonomuévn Soxipacio log-rank.

£ 0 AMdyog mbovothtov givar yio Pom+Btz+LD-Dex:Btz+LD-Dex.

°" H mym p Poociletonr oe dokpoacio CMH, otpopatomompévn katd niia (<=75 évavtt >75), mponyoduevo aplOpd
OepanevTIKOV oyNUaTeV Kotd tov poedopotog (1 évavtt > 1) ko Prita-2 pikpooearpiviy om dwehoyn (< 3,5 mg/l Evavt
> 3,5 mg/l,<5,5 mg/l évavti> 5,5 mg/l).

H didpeon dudpketo g Oepameiog nrav 8,8 uiveg (12 koxrot Oepanciog) oto okéhog Pom+Btz+LD-
Dex ka1 4,9 punveg (7 xokrot Oegpaneiog) oto okélog Btz+LD-Dex.

To mheovéxktuo PFS ftav mepiocdtepo €xdnro oe aocbeveic mov érafav pdvo pio mponyovpevn
ypapun Bepaneiag. Xe acBeveic mov ElaPav 1 mponyoduevn ypoappn Katé Tov HUEADUATOS, O OLALESOC
xpovog g PFS fjrav 20,73 pnveg (95% CI: 15,11, 27,99) oto okéhog Pom+Btz+LD-Dex kot 11,63
pives (95% CL: 7,52, 15,74) oto oxéhog Btz+LD-Dex. Meiwon 1ov kivddvov watd 46%
wapatnpnOnke pe m Bepomeio. Pom + Btz + LD-Dex (HR = 0,54, 95% CI: 0,36, 0,82).
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Iyqpa 1. Xpovog Empioong Xopic EEEMEN g Nocov coppova pe tnv A&loddynon g IRAC
v v Anéxpron pe paon ta Kprrproe IMWG (Ztpopatorompévy Aokipacio Log Rank)
(ITAn06vopog ITT).

soa 1:POM+BTZ+LD-DEX

1.0 s aa 2:BTZHLD-DEX

0.0 F) Zopfavro: 1=154,2=162
A Logrank tyu p==.0001 (Gwhnc xateobuvons)
) HE. (1 vs 2) (95% CI): 0.61(0.49.0.77)

08 \ KM Buipesoc oz wives (93% CT): 1= 1120 (9.66, 13.73)
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PFS - Xpovoeg amd mv Tuyaonoinen (Mrjveg)

Amoxonr dedopévav: 26 Okt 2017

H el avdivon yo ) Xvvoiikn ExiPioon (OS), pe nuepopnvia amokonng tn 131 Moiov 2022
(d1qpeon mepiodog mapakorovBnong 64,5 unvav), o ddpesog xpodvog OS and Tig ektipnoelg Kaplan-
Meier qtav 35,6 punveg yuo to okéhog Pom + Btz + LD-Dex kot 31,6 prveg yia to okéhog Btz + LD-
Dex, HR = 0,94, 95% CI: -0,77, 1,15, pe ovvoAikd mtocoato cvufdviwv 70,0%. H avdivon yio v
OS dev TPOGAPUOCTNKE (OG TPOG TOV GUVVTTOAOYIOUO EMOUEVOV BEPATEIDY TOV ANPONKOV.

THopodidouion oe ovovovaouo ue oelouebalovy

H amotehespotikdTnTo Kot 1 acQAIAELD TN TOROALOOUIONG 6 GUVOLAGHO pe TN de&apefalovn
a&orloynonkav og pia Odong I, Tolvkevrpikn], ToxaOTOMUEYT, AVOLKTAG emonaveong perétn (CC-
4047-MM-003), 6mov 1 Oepaneio mopaidopiong pali pe youning 66ong oe&opebaloévn (Pom+LD-
Dex) cvykpifnke pe povobepamneio vyning o6ong deapebalovng (HD-Dex) oe eviilikovg acBeveig pe
VIOTPOTLALOV KO aVOEKTIKO TOAAUTAG HLEA®MLA TOV gl TPpOoNYoLUEVMS VTTOPANDOEL oe Bepameia, ot
omoiot giyav AdPet TovAdytoTOV §V0 TPON YO UEVH BEPATELTIKG GYNLLOTO, CUUTEPIAAUPAVOLEVIC TOGO
g AevoAdopiong 6co kot e Poptefopipmng kot eppdvicay £EMEN g vOcoL 6TV TElevTAin
Bepameio. Xvvolkd 455 acBeveic eyypdoniav ot perétn: 302 oto oxérog Pom+LD-Dex kot 153 oto
okéhog HD-Dex. H mietoynoia tov acBevav ftav appeves (59%) ko Aevioi (79%), n dudpeon niucio
Yo TOV GUVOAKO TANBLoUO Tav 64 £t (eAdy., péy.: 35, 87 étm).

Y1oug acbeveic oto okéhoc Pom+LD-Dex yopnynOnkoav 4 mg mopuaAdouiong amd oTOUTOS TIG
nuépeg 1 émg 21 kdbe kokAov 28 nuepadv. H LD-Dex (40 mg) yopnynonke pia @opd nuepncing tig
nuépeg 1, 8, 15 ko 22 evog khxhov 28 nuepawv. I'a 1o oxkéhog HD-Dex, 1 de€apebalovn (40 mg)
yopnynonke pia popd nuepnoing tig Nuépes 1 €og 4, 9 émg 12 kar 17 émg 20 gvog kbkhov 28 nuepdv.
Acbeveic nhkiog >75 etdv Eexivnoay Bepaneia pe 20 mg de&apebalovng. H Bepaneio ocvuveyiomke
£m¢ 6ToV o1 aobeveig elyav eEEMEN ™G vooov.

To TpOTELOV KATOANKTIKO ONUELD OTOTEAECUATIKOTNTOS NTOV 1 EMPimon ywpig eEEMEN TS VOGOL
oOppova pE ta kprimpla ¢ AteBvoug Opadag Epyaciog yia to Muéhoua (kprtnpo IMWG). I'a tov
mAnBucuod pe mpdbeon Bepanciog (ITT), o didpecog ypdvog PES coppwva pe v a&lordynon g
AveEaptng Entomnpovikng Emitporng A&oddynong (IRAC), pe Baon ta kprmpia IMWG, Atav 15,7
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eBdopdodeg (95% CI: 13,0, 20,1) oto okéhog Pom+LD-Dex. To exktipdpevo mocooto emiPinong 26
gBoopdowv yopic cuppdvra rav 35,99% (£3,46%). 1o oxéhog HD-Dex, o d1dpecog ypdvog PFS
nrav 8,0 efdouddeg (95% CI: 7,0, 9,0), 0 ekTipnmdpevo mocoatd emPicnong 26 efdopddmv yopic
ovppdvra rav 12,15% (£3,63%).

H PFS a&oloynOnke oe d10popeg oyxetikég vmoonddes: yévog, puAn, katdotaon arddoons ECOG,
TPAYOVTEC GTpOUOTOTOINONG (NAKia, TANOVGHOG VOGOV, Tponyodeves Bepaneiec Katd TOv
HLEADHOTOG [2, > 2]), EMAEYHEVES TAPAETPOL TPOYVAOOTIKNG oNaciog (eninedo avapopds e Prita-
2 pKpooPapivng, emnimedo avapopas e AEVK®UATIVIG, VEPPLKT SVGAELTOVPYIN OVAPOPAS KoL
KUTTOPOYEVETIKOG Kivouvog) Kot EkBeom kot avToy o€ Tponyodeves Bepameieg KAt TOV HPLEAMULOTOC.
AveEdpnta amd v a&oloyovpevn vroopdda, n PFS ftav yevikd ocdpemvn pe v PFS mov
mapotnpnOnke otov mAnbvopd ITT yio apedtepes Tig opddeg Oepamneiog.

H PFS cvvovyiletar otov Iivaka 9 yuo tov mAnboopod ITT. H koumdin Kaplan-Meier yio tnv PES yia
tov TAnBvopod ITT mapéyeton oto Zymua 2.

MMivakog 9. Xpovog EmPinong Xwpic EEEMEN g Nocov coppova pe tnv A&lordynon g
IRAC pe paon ta kprripre IMWG (Ztpopatomompévi Aokipacio Log Rank) (ITAnOvopdg
ITT)

Pom+LD-Dex HD-Dex
(N=302) (N=153)
Empioon yopic e&€Mén g vocov (PES), N 302 (100,0) 153 (100,0)
Aoyokpiuévot, n (%) 138 (45,7) 50 (32,7)
E&EMEN TG vooov/Odvatoc, n (%) 164 (54,3) 103 (67,3)
Xpovog EmPinong Xwpig EEEMEN g Nocov
(eBdonddeg)
Awgpecoc” 15,7 8,0
AutMig katevBuvonc95% CIP [13,0,20,1] [7,0,9,0]
Yyetkog Kivovvog (Pom+LD-Dex:HD-Dex) 0,4510,35,0,59]
dumng katevBuvong 95% CIY
Tyn P Aoxipaciog Log-Rank duting < 0,001
katevdovonc®

Inueiowon: Cl=didompa epmotocivng, IRAC=AveEdp Emompovicr Emrponty A&oddynong, NE = Mn a&oloynoipo.
® H digpeon tyun Paciletar oty extipnon Kaplan-Meier.

B 95% SréoTnpa epmoTOcHVIG OYETIKG LE TO SIAPEGD XPOVO emPinong ympic eEEMEN g vooo.

Y Mg Bdon 10 poviého ovoroyikod kwvdivov Cox mov Guykpivel TG cLVAPTAGELS KivdOvoy mov cyetifovtal pe TIG opddes
Oepaneiog, oTpopaTonomuéves Katd nikia (< 75 évavit > 75), mAinbuopd vocwv (avBekTikd 1060 o AevaAdopion 6co kot
oe Poptelopipmn évavtt un avOeKTIKOD GE AUPOTEPES TIG SPACTIKEG OVGIEG) Kot mponyoduevo apud Bepomeldv Katd Tov
HVEADUATOC (= 2 évavT > 2).

® H iy p Paciletor oe otpopatonomuévn Sokipoocio log-rank pe tovg i8100g Topdyovies oTpmuUATONOMong OMmG T0
moparove poviého Cox.

Amoxomn dedopévov: 07 Xem 2012
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Zypo 2. Xpovog EmPioong Xwpic EEEMEN ™ Nécov oopgova pe v A&oréynon g IRAC
vw v Anokpion pe Baon to kprripre IMWG (Ztpopatorompuévny Aokipacio Log Rank)
(T Ovopég ITT)

1,0
e HD-DEX
= ===+ POM+LD-DEX
0.2
E 06+
T
=t
‘2
=]
g 04+
=]
02
POM + LD-DEX &vavrs HD-DEX .
Logrank tup p = = 0,001 (Guwhsig woredSuvang) —=8=0=
HE. (95% CI) 0,45 (0,35, 0,39) [—
0.0+ Teupavra: POM-LD-DEX=164/302 HD-DEX=103/133
’ T I I T T T
0 13 26 39 52 65

Xpévog empioong yopis e£E1En g vooow (epSopddec)
Amoxon| dedopévav: 07 Zem 2012

H ocvvoiin emiPioon ftav 10 facicd dgutepedov KOTUANKTIKO onUeio TG HEAETNG. Zuvolkd 226
(74,8%) acBeveic o Pom+LD-Dex ka1 95 (62,1%) acBeveic ce HD-Dex ftav {ovtavol tnv
nuepounvia amokomng (07 Zer 2012). O ddpesog xpOovog GLVOAIKNG EXPIMONG Ao TIG EKTUUNCELS
Kaplan-Meier dgv €yet emtevybei yia to okéhog Pom+LD-Dex, aAld avapévetor vo etvor TovAdyiotov
48 gfdopadec, Tov givol To KatdTEPO Op1o Tov 95% CI. O dudpesog ypovog GLVOAIKNG EMPimONG Yo
10 okéhog HD-Dex fitav 34 gfdopdades (95% CI: 23,4, 39,9). To mocooto 1 £tovg ympic coppdvta
nrav 52,6% (£5,72%) yio 10 okéhog Pom+LD-Dex xan 28,4% (£7,51%) ywa to okéhog HD-Dex. H
Sopopd ot cvvolikY| emPimon PETaED TV dV0 oKEADV Bepameiag TOV GTUTIGTIKA GNUAVTIKN

(p <0,001).

H ocvvolikn emiPioon cvvoyiletor otov [ivaxa 10 yio tov mAnfvopd ITT. H kapmdin Kaplan-Meier
yw ) OS Yo tov tAnbvopd ITT mapéyetot oto Zynqua 3.

Me Béon to anoteAéouata OUPOTEPOV TV KOTAANKTIKOV onpeiov PFS kot OS, n Emitpomn
[apoakorohBnong Aedopévov Tov GLGTAONKE Yo QLT TN LEAETY] GUVESTNOE VO OAOKANp®BEL 1)

peAétn Kot ot acBeveic oto okéhog HD-Dex va mepdoovy 610 okéhog Pom+LD-Dex.

MMivaxkag 10. Xvvolki Empioon: [Iin6vopog ITT
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ZTATIGTIKY Pom+LD-Dex HD-Dex
(N=302) (N=153)
N 302 (100,0) 153 (100,0)
Aoyoxpyévol n (%) 226 (74,8) 95 (62,1)
Amofidoavteg n (%) 76 (25,2) 58(37,9)
Xpo6vog EmPimong (efdopdoec) Adpecoc® NE 34,0
Autdng xatebBouvong [48,1, NE] [23.,4, 39,9]
95% CIP
Yyetikog Kivovvog (Pom+LD-Dex:HD-Dex) 0,53 10,37, 0,74]
[AwmAng katevBuvong 95% CIY]
T P Aoxwpaciog Log-Rank Awhig katev@uvong? < 0,001

Inueioon: CI=Awomua epmictoodvne. NE = Mn a&oloynoipo.

“ H ddpeon tun Pacifetar oty ektipnon Kaplan-Meier.

P 95% 180T EUTIGTOGHVIG GXETIKA LUE TO SLAHEGO GLUVOALKD Ypovo emPimonc.

Y Me Béon to povtédo avoroykod Kivdhvov Cox 1o omoio GuyKpivel TIC GUVOPTNOELG KIVOUVOL OV GYETICOVTOL LLE TIG OULADES
Oepaneiog.

8 H tipn p Paciletor oe pun otpopatonomuévo Sokipacio log-rank.

Amoxomn dedopévov: 07 Zemx 2012

Zypo 3: Kapmoin Kaplan-Meier Xvvoikiig Empioong (ITAn0vopdg ITT)

1,0
= HD.DEX
— = T POM+LD-DEX
0.8
Z
z 06
T = —
< R —a— —Bo— —5 —
=}
g
g 044
L=}
=

POM + LD-DEX évavn HD-DEX

02 Logrank nprp == 0,001 (Burhng xateobuvong)

HR. (95% CI) 0,53 (0,37, 0,74)

EM Suipeso; POM+LD-DEX=NE [43.1 IE]

KM Guipeoog HD-DEX = 34,0 [23.4, 39.9]
Toppavra: POM+LD-DEX=75/284 HD-DEX=56/139

0,0

o) 13 26 39 52 65

Tuvohua] empinaon (epoopdsec)
Huepopnvia amokomng: 07 Xem 2012

Howdorpikde TAnfvoude

e ua Daong 1, povod 6KEAOVG, AVOIKTNG EMGNUAVONG LEAETT KAMUGK®ONE TG 6001G, 1 LEYIOTN
avektn 06omn (MTD) kaun 1 cuvietdpevn 06on @dong 2 (RP2D) g mopolidopidng o€ mondiotptkong
acBeveic kabopiotnke oe 2,6 mg/m*/muépa, yopnyovuevn omd otdpotoc v Huépa 1 émg v Huépa
21 evig emovaiapfavopevon kKikAov 28 nuepmv.

Agv xatadelynke amoteleopatikdtnta ot PAoTg 2, TOAVKEVIPIKY, OVOIKTIG EMCTLAVONG HEAETN
TapGAANA®V opddmv, 1 omoia d1e&Nyon o€ 52 madiotpikovg acbeveig vd Oepameio e TOpOASOUION,
nhkiog 4 éog 18 etdv pe vrotpomidlov 1 e€ghoodevo yroimpa vyniot Pabpod kakondelag,
HLEAMKO PAAcTON, ETEVOOU®L 1 S1é)LTO dNONTIKO YAoiwpa Yépupog (DIPG) pe mpotomadn
tonofecia 610 KEVIPIKO VELPIKO cuotna (KNZ).

29




2 perén @dong 2, o 600 aobeveic 6NV opada YAOI®HOTOG LVYNA0D PBabpod kokondetag (N=19)
emtevyOnke amdKpion Ommg opiletal and 10 TPMOTOKOALO. Xg Evav amd ovToVG TOVS 0oheveic
emtevyOnke pepikn amodxpion (PR) kot otov dAdo acbevn emtevynke paxpoypovia otabepn voOcog
(SD), n omoia katéAnge o mocootd avrikelevikng andkpions (OR) kon poaxpoypdviag SD g TdENg
tov 10,5% (95% CI: 1,3, 33,1). e évav acBevi) otnv opdda enevovudpatog (N=9) emtevydnke
poaxpoypovia SD, n omoia kKatéAnée o€ mocootd OR kot pokpoypdviag SD g 1aEng Tov 11,1% (95%
CI: 0,3, 48,2). Aev mapotnpnnke emPePfaropévn OR 1 pakpoypovia SD og 0mo1ovdnTote amnd Tovg
a&loloynopovs acbeveic gite oty opdada didyvTov dndnTiKov yAoidpatog yépupoag (DIPG) (N=9)
gite otnv opdda poeiikov Practdpatoc (N=9). Koapio amd 11¢ 4 mapdAinies opddes Tov
a&loloynOnkav og avti T peEET Paong 2 dev TANPOVGE TO TPMTEVOV KATAANKTIKO GTUEIO TOV
TOGOGTOV OVTIKEWEVIKNG OmOKPIOoNG 1] LaKpOoypOviag otabepng vocov.

To cUVOAKO TPOPIA AGPALELNG TNG TOUAALSOUIONG G TALSIATPIKOVG AGOEVEIG TAV GOUPOVO LIE TO
YVooTo TPoPik acpdieiog oe eviiikes. Ot mapdpetpot eappokokvnTikng (PK) a&oroyndnkoy o
pio oAoxkAnpopévn avilvon PK tov peretdv @daong 1 kot ddong 2 Kot Stamotminke 6Tt dev £xouv
OMNUOVTIKY 010.p0pd amd avTéG TOL TapatnpROnKoy e evidikovg acBeveis (BA. Tapdypagpo 5.2).

5.2 ®@oppokoKIvNTIKEG O1OTNTES

Amoppdéonon

H mopaAidopidn amoppodtot pe ™ UEYIGTN LYKEVTP®GOT TAAGUATOS (Cmax) VO ep@avileton peta&o 2
Kot 3 @p®dV Kot 0moppoiTal Katd TovAdytotov 73% Hetd amd v amd GTOLOTOS YOPTYNON OV
doon¢. H ocvomuartiky éxbeon (AUC) og mopadopion avEdvetor tepimon ypoupkd Kot ovoAoykd
e T avénoelg otn 66om. Metd omd ToAlomAEG SOGELS, 1 TOUOALSOION £YEL TOGOGTO GUGCHPEVLGNG
27 ém6 31% otv AUC.

H ovyyopiynon pali pe éva yeopo mhovoto og Mmapd kon o€ Oeppideg peidvet tov fodpo
amoppOPNONG, 0OONYOVTOG G€ Lo peimon mepimov 27% ot péon Uéylotn cvYKEVIPOOT Cax
TAAGpOTOS ARG £xEl EAdYLOTY EMidpaon oTov cLVOAMKS PBabud amoppoenong e 8% pelmon ot péon
AUC. Emopévmg, 1 mopaldopion pumopet va yopnyndet aveaptnta and v tpdSAnym Tpoenc.

Kotoavoun

H mopaiidopidn €xer péco pawvopevo 6yko katavopung (VA/F) peta&d 62 ko 138 L o otabepn
Kkatdotaor. H mopoldopion KaTavEUETOL GTO GTLEPIO VYLDV OTOU®MV GE GLYKEVIPOOT TePiTov 67%
TOV EMITESOV TAACLOTOG GE 4 DpeC PETE TN 6O0T (TEPITOV Tmax) LETA A0 4 NUEPES YOPTYNONG OOONG
v 2 mg pio eopd nuepncing. H in vitro décpeuon TV vavtiopep®V TG TOLAAOOMIONG OTIg
TPOTEIVESG TOL AVOPOTIVOL TAAGHLATOG Kupaivetat amd 12% €wg 44% kot dev eEapTdTor amd
GLYKEVTPMON.

Buougtooynuotiopoc

H mopoidopidn eitvat o KOpo cvotatikd mov lonibe oty kukioopia (nepimov 70% g
padievépyelag TAGUATOC) in Vivo GE VY GTopo. Tov EAaPay Hio. povy omd ctépatog d6om [*Cl-
mopaAdopiong (2 mg). Asv vpyav petaforiteg oe >10% og oxéon e TN UNTPIKN ) TV OAMKN
POSIEVEPYELD OTO TAGGLLOL

O1 xopieg petaforég 0doi amoParlopevng padievépyetag etvor n vopo&vAivon pe emaoiovin
yAovkovpovidioon 1 1 vdpoivon. In vitro, to. CYP1A2 kot CYP3 A4 tavtomoOnkay g T, kKuplo
évlopa Tov evéyovtal oty VOPOELAI®GN TG TOUAALSONIdNG TTov dropecoraPeitat amd to CYP, pe
pocbetn eldyiot ocvpPforn tov CYP2C19 kar tov CYP2D6. H mopodidopidn amotelel emiong
vrooTpOU TNG P-yAvkorpwteivng in vitro. H cuyyopfynon mopoidopiong pe ketokovaloan, Evav
woyvpd avactorén Tov CYP3A4/S kan g P-gp, 1 pe kapPapalenivn, évav 1oyvpd enaywyén Tov
CYP3AA4/5, dev elye khMvikdg onpavtiky enidpacn otny £kbeon oe Topaidopidn. H cuyyopriynon
@AovPBo&apivng, evog 1oyvpol avactoréa tov CYP1A2, e mopoiidopidn mapovsio KeTokovaloAng
avénoe ) péon €xbeon og mopodopidn katd 107% pe oo epmotoodvig 90% [91% émg
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124%] o€ ovykpion pe mopaAdopuion padi pe ketokovaloan. Xe pio devtepr HeEAETN Yo TV
a&loldynon s cupPoing tng povobepamneiog pe avactoréa 1ov CYPLA2 og adhayég tov
petafoAiopon, 1 cuyyopnynon povobepaneiog provPoéapivng poll pe mopoidopion avénoe tn péon
éxBeom o mopaAdopidn katd 125% pe ddompa epmotosvuvng 90% [98% émg 157%] o€ clhykpion
pe ™ povobepameio mopodopiong. Edv woyvpoi avactoreic tov CYP1A2 (m.y. ourpopro&acivn,
gvoéaoivn ko phovfoapivn) cuyyopnyovvtol e TOROASopIdT, LEudOTE T OO TNG TOUAAOOMIONG
katd 50%. H yopfynon mopoAdopidng 6€ KUmVIGTES, e YVOGTN TNV EXAYMOYN TNE IGOLOPPNG TOV
CYP1A2 and to Kmvicpa Kamvov, dev giye KAVIKA OMUOVTIKY enidpaocT oty £kbeon o€
TOUOALOOLION o8 cUYKPLoN LE TNV EkOECT G€ TOUAALSOWION TOV TapaTNPHONKE OE LN KOTVIGTEG.

Me Bdon ta in vitro dedopéva, 1 TopaAdopidn dev givar avactoréog 1| emaymyéag TV 1oeviduwv
oV P450 xutoypdpatog kot 0V avasTELAEL KOVEVAY OTO TOVG LETAPOPELS PAPUAKOV TOV
peretiOnkay. KAvikd onpovtikég aAAAemdpaoelc dev avopévovtol OTav 1) TOHoASopIoN
GLYYOPNYEITOL LE VTTOGTPMUOTO CVTAOV TOV 00MV.

Amofoin

H mopaidopion amofdiieton pe diapeco ypovo nuicelag (ong TAdcpotog tepimov 9,5 wpdv o€ vym
dropa Kot TEpimov 7,5 wpdv o€ acbeveis pe molamho poéhopo. H mopoiidopion £xel péon oAy
KkéOapon and Tov opyoviopd (CL/F) mepimov 7-10 L/opa.

Metd and epamal yopiymon and otopatog [*Cl-ropaidopidng (2 mg) o vy dropa, Tepinov o
73% kot 10 15% ¢ padievepyol d6oms amoPAnOnKe ota 0Vpa Kot T KOTPAVA, avVTIGTOLYO, UE
nepimov 2% kat 8% Tov yopnyoduevov padievepyol avBpaka va amofdiletol w¢ Topaidouidon ota
00paL KOl TO, KOTPOVA.

H mopaiidopidon petaforileton eKTeVAdS TPV amd TNV AmEKKPIoT, LE TOVG TPOKVTTOVTEG LETAPOMTES
va amofaiioviat Kupimg ota ovpa. Ot Tpelg kKiplot petafolriteg ota ovpa (mov oynuoatiloviol pécm
VIPOAVETG N LIPOELAIWOTG e ETOKOAOVON YAOLKOVPOVISIWOT) AVTITPOGOTEVOLY TEPiTOL TO 23%,
10 17% Ko 1o 12%, avtictoya, TG d0oMG 6Ta 0V

O e&aptapevorl and To CYP petafolriteg avtimpocwnevovy mepimov 10 43% TG GLVOAIKNG
amoPoAAOLEVTC padlevEPYELS, EVD Ol U e€apTtdpevorl amd to CYP véporvtikoi petafoliteg
avTITPOoOTEVOLY T0 25%, Kol 1) OTEKKPLOT| TNS AUETARANTNG TopoAdopuidng aviirpocmnevet To 10%
(2% ota ovpa kot 8% ot KOTPOAVA).

Dopuarxoxkvntikn IIAnbvouov (PK)

Me Béomn ™ @K avaivon tAnfucpol mov ypnotponotel £va povtédo S0 SPEPIGUATOV, VYU dTop
ka1 aoBeveic pe TIM eiyov cvykpioyn eoawopevn kaBaporn (CL/F) kot Guykpiculo potvopevo
Kevrpkd oyko Kotavopuns (Vo/F). Ze nepipeptkong 16Tovg, 1 TopaAldopuion tpocednebn Kotd
TPOTIUNo™ amd GYKOLG e Pavouevn kKabapon mepipepikng katavoung (Q/F) kot gavouevo
mep1pepkd Oyko katavouns (Vi/F) xoatd 3,7 popéc kar 8 popég vynidtepa, avtictoryo, and 0,1t 6
eKelva TOV VYOV ATOL®V.

Toudratpikde TAnBvoudc

Metd and pia povi| amd oTOHOTOG SO0 TOUAAISOUIONG G TANd1d Kot VEAPOVG EVIAIKES LUE
vrotpomidlovta 1 eEEMooOUEVO TPOTOTAON OYKO EYKEPAAOV, 0 d1AUECOG Tmax NTAY 2 €0 4 DPEG
HETE TN SOOT KO AVTIGTOLYOVGE GE TIHEG YEMUETPIKOV PEGOV Crmax (CV%) g tééng tov 74,8 (59,4%),
79,2 (51,7%) xon 104 (18,3%) ng/ml ota enineda 06ong 1,9, 2,6 ko 3,4 mg/mz, avtiotorya. Or AUC,.
24 KO AUC-inf 0KOAOVON OOV TAPOUOLES TAGELS, LLE TN CLUVOAIKT £kBECT] 6TO €VPOG TV TTEPimov 700
¢m¢ 800 h ng/ml otig pukpdtepes 2 d6oe1g kot twv mepimov 1.200 h ng/ml oty vymAn d6on. Ot
EKTIUNOELG TOL YpdvoL Nuicelag Long NTav 610 €Hpog TV TEPimov 5 €wg 7 wpdv. Aev VIPYOV CAPEIG
TAGEIS AMOJOTEEC OTN OTPMOLOATOTOINGT KaTd nAkia kot Tr xprion otepoedmv otnv MTD.
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Zuvoaikd, ta dedopéve vrodnimvouv 6Tt AUC avéndnie oyedov avaloykd pe tnv avénomn g
d60NG NG TOUUASOUIING, VD 1 aOENOT] TNG Crmax NTAV YEVIKA AYOTEPO OO OVOAOYIKT).

H poppokokivntiki g TopoAldopuiong Letd tnv amd oTOLOTOS XOp1YNoT ETITESOY dOONG

1,9 mg/m*muépa éoc 3,4 mg/m*’muépa kabopicmie oe 70 acOeveic nhikiog 4 £mg 20 1V o8 pia
oAoxAnpopévn avaroon perétng @aong 1 ko Pdong 2 og vrotpomidlovreg Kol eEgMocOIEVOVG
TALd10TPIKOVG GYKOVG EYKEQPALOV. Ta TPoPIA GLYKEVTPOONG TOUAAMIOUIING-XPOVOL TTEPTYPAPTKOY
EMOPKDG PE Eva povodtopepiopatikd poviédo PK e aroppdenon kot amopfoin tpmtng tééng. H
TOPaALOOION eméEdEIEE Ypappky Kat ypovikd apetdfintn OK pe pétpla petofintomra. Ot
avimpoconevtikég TWéG Twv CL/F, Ve/F, Ka, ypdvov votépnong g mopaidopiong ntav 3,94 L/h,
43,0 L, 1,45 h' o1 0,454 h, avtictotyo. O telidg ypdvog npicetog {ong amoBoAig T mopaldopidng
nrav 7,33 dpec. Extog amd v empavela copotog (BSA), kapio and tig eEetaloueveg
GUUUETOPANTEG GLUTEPIAOUPAVOLEV®V TG NAMKING Kol TOL UAOV dev giyov emidpacm ot PK g
mopoldopiong. ITapdti n BSA mpocdiopicnke o¢ Lo, GTATIOTIKA GULOVTIKT COUUETAPANTH ToV
CL/F xou Vc/F g mopaAldopidong, n enidpacn e BSA otig mapapétpovg £kBeong dev Oempnnie
KAMVIKA cuvoenc.

I'evikd, dev vapyel onuavtikn drapopd ot OK e mopaidopiong peta&d Tmv Tudidv Kot Tov
EVIIAIK®V 000evaV.

Huxwpévot

Bdaoel poppokokivnTiK@v ovaivcewv TANOLGHOoD 6g vyt ATopa Kot 6€ acbevelg pe ToAAOTAS
poélopa, ogv Topoatnpnnke onpavtiky exidpacn g nAawiog (19-83 étn) oy and otodpOTOC
KGOaporn TG TopoAMSOUIONG. e KAMVIKEG peAéTeC, deV amarthOnKe TPOoapUoyn TG 0OoNG o€
nAkopévovg (Mkiog >65 e1mv) acBevelg extebeiévouc oty mopaAdopnidn (BA. mapdypago 4.2).

Neppikn dvcAetrtovpyio

Ot QapHOKOKIVNTIKEG avOAVGEIS TANOVGOD £6€1EAV OTL 01 POPUOKOKIVITIKEG TOPAUETPOL TNG
mopoAdopidng dev emnpedotniay onuavtikd oe acfeveic pe veppikn dvsiertovpyia (kabopiletor amod
v KaOaporn kpeatvivig 1 Tov ekTipdpevo pubud orepopatikng dmbnong [eGFR]) og cOykpion pe
aoBeveic pe puororoykn veppikn Agttovpyia (CrCl > 60 ml/Aentd). H péon kavovikomompévn éxbeon
AUC og mopodopion nrav 98,2% pe didotpa epmotocivng 90% [77,4% wc 120,6%] o acbeveig
ue pétpla veppikn) dusiertovpyio (eGFR >30 émg <45 ml/Aentd/1,73 m?) oe ovykpion pe ooheveic e
@LOo10AOYIKT vePPIKN Asttovpyia. H péon kavovikomomuévn ékbeon AUC o€ mopaidopion oy
100,2% pe dbotua epmictocvovng 90% [79,7% émg 127,0%] oe acbeveic pe coPapn veppikn
dvuchettovpyia mov dev yprilovv aupokdbapong (CrCl < 30 1 eGFR < 30 ml/Aentd/1,73 m?) o
ovYKpLon pe acheveig e puololoyikn veppikn Aettovpyio. H péon kavovikomompévn éxbeon AUC
o€ mopoAdopion avéndnke katd 35,8% pe oo epmotosvvng 90% [7,5% €wg 70,0%] oe
aoBeveic pe soPapn veppikn dvoieitovpyio mov ypnlovv apokdadapong (CrCl < 30 ml/Aentd mov
xpniel opokdBapong) oe oOyKpion pe aoBeveic e PUGIOAOYIKT VEPPIKT Agttovpyio. Ot péoeg
olhayég oty €kBeon oe TouaAISOpioN og Kabegpio amd aVTEC TIG OUAdES VEQPIKNG SVGAEITOVPYING OEV
givat T€10100 peYEBOVG OV VO ATULTOVY TPOGAPHOYES TG OOGTC.

Hratikn dvciettovpyio

O1 popproKoKIVITIKEG TapApETpoL LeTaAnOnkay Letping e acBeveis pe nratikn SueAgITovpYin
(6nwg kaBopiletar amd o kprripa katd Child-Pugh) o€ ovykpion pe ta vym dropa. H péon €xbeon
o€ mopoldouion avéndnke kotd 51% ue ddotnua eumotoovvig 90% [9% émg 110%] o acbeveic ue
Nma NroTKn Svoieitovpyio o cvyKplomn pe Ta vy dtopa. H péon €kbeon oe mopaAidopion
avéndnke kotd 58% pe dbotnpa epmiorociving 90% [13% éwg 119%] oe acBeveic pe pérpla nroTiky
dvuchetrtovpyia o ohyKkplon pe ta vyw dropo. H péon éxBeon oe mopoidoption avéndnke katd 72%
pe ddotnua epmictootivig 90% [24% émg 138%] ot aoheveig pue coPfapn nrotikny duciettovpyio o
obyKpilon pe ta vy dtopa. Ot péceg avénoelg oty ékeon o€ ToLaALdOpIoN o8 Kobepio and avTég
TIG OpAdEG duGAEITOVPYiNG Ogv fvor TETOLOL HeYEDOVE TTOV VO ATALTOVVTOL TPOCAPUOYEG OTO
Tpoypoupa 1 T 66om (PA. mapdypopo 4.2).
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5.3 Ipoxivika dedopéva Yo TV 0.6QOILELD

To&wohoyikéc perétec emavaraufavousvayv d6cewmv

X emipveg, 1 xpovia yopnynon mopoidopiong oe dooelg 50, 250 ko 1.000 mg/kg/muépa yio 6 pveg
NTav KoAd avekth. Agv mapatnpndnkav avembounto svpipata o 66oeig £mc 1.000 mg/kg/Mmuépa
(175n\éowo avaroyio £kBeong oe oxéon pe TNV KAk d6on 4 mg).

e mOnKovg, N TopaAdopidn agloloyndnke oe pedéteg emavorapfovopevng d6ong ddpketag 9
UNVOV. Xg anTég TIC HEAETES, o1 TiBnKol emédei&av peyolutepn evacOnoio 6Tig EMOPACELS TNG
TopoAMSopdNG o€ oyéon e Tovg emipveg. Ot KOpleg ToEKOTNTES OV TAPUTNPNONKAV g T KOV
oyetiCovtay LLE TO ULLOTOUNTIKO/AEUPOSIKTVOTO GOOTNLA. TNV 9 UNvov pHEéTn og TONMKoVG Le
doc¢e1; 0,05, 0,1 kon 1 mg/kg/muépa, mapatnpnnke voonpdmra Kot tpdiun gvbavacio 6 {dwv ot
doon 1 mg/kg/muépa kot amodoONKAY GE OVOGOKOTUACTUATIKEG ETOPACELS (CTAUPVAOKOKKIKY AOTU®EN,
UEWOUEVA AELPOKVTTOPN TEPLPEPIKOV OULOTOG, XPOVIOL PAEYLLOVT] TOL TTOYE0G EVIEPOV, IGTOAOYIKN
AEUQOELONC EMAEYT] Ko vITokLTTOPOPpifela TOL HVEAOD TV 0GTMV) o8 VYNALG EkBECELS
mopoAdopidng (15thdoio avaroyio £kBeong oe oxéon pe v KAMvikr doon 4 mg). AvTtéc ot
OVOGOKOTOOTOATIKEG EMOPACELS 00NYN GOV GE TPOLUN gvbavacio 4 TORK®OV AOY® KAKAG KOTAGTOONG
g vyetog (Voapn KOTpava, avopesia, LelUEVN TPOGANYT TPOPNG Kot andAstd Bdpovg). H
16TOTa00L0YIKT 0EIOAGYTION AVT®V TOV (D®V £0E1EE YPOVIL PAEYLOVT] TOV TTOEOG EVTEPOV KOl
aTPOQio AaVAOV TOV AETTOV EVIEPOL. LTAPLAOKOKKIKN AoipwEn mapatnpndnke oe 4 mbnKovs. Amod
avtd o (oo 3 avtarokpifnkav oty avtiPlotikn Oepancio kot 1 anefinoce yopig Oepameia.
Emnpocheta, svprpato mov cuvadouvy pe o&ela poedoyevi Aevyopio odnynoay oe evbavacio 1
KoL, Ot KAVIKEG TOpUTNPNOELG KOl 01 KMVIKEG TAOOAOYIKES OALOIDOELS KA/ Ol GALOIDGELS TOV
HLEAOD TOV 0GTMV OV Topatnpnnkay e avtd to Lo Guvddovy LE 0vocokaTooToA. EAdyiom 1
N vaepTANGio YOANEOp®V TOpmV pe oyeTilopeves avénoeis tov ALP kow GGT mapatnpndnikov
emiong oe doom 1 mg/kgmuépa. H a&lordynon tov {dwv mov avéKapyoay £0e1Ee 0Tt OAX TAL GYETIKA LE
T Bepaneio evppaTa NTOV AVOSTPEYIULA HETA amd 8 eBdonddeg dokomg g 000G, EKTOC 0md TNV
VREPTAACTIO TV EVOONTOTIKMOV YOANPOP®V TOp®V oL Ttapatnpninke o 1 {mo otnv opdda d66ong

1 mg/kg/mpépa. To eninedo un napatnpodpevev averBountov evepyeimv (NOAEL) ntav

0,1 mg/kg/muépa (0,5tAdoia avoroyio EkBeong oe oyéon He TNV KAvikn 06on 4 mg).

Tovotofikdtnro/KapKivoyEveon

H mopohdopidn dev nrov petaldailoyovog o€ TpocdlopiopoVs HETAAAGEEDY BakTnpioy Kot
ONAOCTIKOV KOl OV TPOKAAEGE YPOUOCOUIKES AVOUUAIES € avOPOTIVO AEUPOKHTTAPO TEPLPEPIKOV
0iplaTog 1 SCYNUOTICUO PIKPOTUPNV®V GE TOAVYPOUATIKE £pLOPOKVTTAPO GTO HVELD TV OCTMV GE
eMipvEG 6TOVG 0MOiloVG YopNYNHONKAY dooels £wc 2.000 mg/kg/muépa.

Melétec kapkivoyéveong dev Exovv de&oyDel.

Tovipdtnto Kot Ttpdiun UPPvikn avamtvén

g pio LEAETT YOVILLOTNTOG KO TTPAOUNG EUPPLIKNG avATTUENG OE EMIUVES, 1| TOUUALSOUION
yopnynonke oe apoevikd kot Onivkd o 66ceig 25, 250 ko 1.000 mg/kgmuépa. H e€étaon g
ufepog v Huépa 13 g Konong katédeiée peiowon 6tov péco aptbpd tov Biociuov epuppoov kot
avEnon otV andAE PETA TV ELPLTEVOT] G OAa Ta emineda docewv. Emopévag, to NOAEL yo
OVTEC TIG TOPOTNPOVUEVES EMOpdoelc NTov < 25 mg/kg/muépa (N AUC,4n fTov 39.960 ngeh/ml
(VOvoypappaploe @po/yIMOGTOMTPO) GE AT T XOUUNAOTEPT) 00T TOV SOKIHLACTNKE KOL 1 AVOAOYioL
éxbeomng rav 99mAdoio og oxéon pe pa KAvikn 06om 4 mg). Otav ta apceviKd mov vroPfAndnkay o
Oepancio og avtn ™ pelém Cevydpwaoay pe Oniokd mov dev vofAnOnKay o Bepaneia, dAeg ot
TOPGIETPOL TNG UATPOS HTOV CLYKPIGILES HE TOVG papTupes. Me Baon avtd Ta 0moTELECHATA, Ot
TopaTNpovLEVES EMOPAcEL; amoddbnkav otn Bepaneio v ONAvKOV.

Avartvén sufpvov
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H mopaAidopidn Ppébnie 6TL fTav Tepatoydvog 0G0 6€ EMipVEG 060 Kol 6€ KOViKAoVG OTav
yopnyMOnke katd v nepiodo g peillovog opyavoyéveonc. Xtn LeAETn TOEIKATNTOG OVATTUENG
guppvov oe emipveg, mapoatnpiOnkay dSvomhacieg amovcing ovpoddyov KVGTNG, 0TOVGiNG BuPE0EIB0VG
adéva Kot oOUVTNENG Kot Kakng eOLYPAUIIONG 0GELTKMV Kot BmPAKIKOV 6TOVOLAK®OV GTotyEl®mV
(kevTpikd kovn vevpikd to&a) oe OAa Ta eminedo docewv (25, 250 kar 1.000 mg/kg/Mmuépa).

Agv mapotnpnidnke to&ikodtnTo Y00 T PNnTépa o€ anTh T peAéTn. Erouévmg, to NOAEL yia ™
pntépa rav 1.000 mg/kg/Mmpépa kar to NOAEL yio avartv&iokn to&ikdmra nrav < 25 mg/kg/Mmuépa
(n AUCu4n NTov 34.340 ngeh/ml v Hpépa 17 g Komong o avth ™ younAidtepn 66om mov
doxdotnke Ko 1 avaroyio EkBeonc NTov 85STAdcia g oo pe po KAvikn 06on 4 mg). Xe
KovikAovg, N TopaAdopidn og ddoelg mov kvpaivovray and 10 émg 250 mg/kg npoxkdrece duomhacieg
oV avantoén euppvov. Avénpéves Kapdtakég avoparies TapatnpnOnKoy oe OAES TIG dOGELS e
onpovtikég avénoeis ota 250 mg/kg/Mmuépa. Xta 100 won 250 mg/kgmuépa, vampyoav eAaPpEg
0VENCELS OTNV OTOAELN LETE TNV ELPVTEVCT] KOl EAAPPES UELDGEIC GTOL COUATIKA BApT TOV EUPPO®V.
Yta 250 mg/kgmuépa, ot epPpuikég duvomhaocieg mEPILAUPOVOY OVOUOAMES GKPOV (KEKOUUEVO KOUM
TEPLOTPAUUEVO TTPOGHL KO/ omicOia Gkpal, PN TPOGAPTNHEVO 1) OOV OAKTLAO) Kol GYETWLONEVEG
OKEAETIKEG OVOTANGIES (U1 OGTEOTONEVO PETAKAPTIO, KOKT] EVOVYPALLLION GAAYYOS KOl
LETOKAPTION, ATOVGIO SOKTOAOV, [11] OGTEOTOMUEVT GAAXYYa Kot Bpoyeia L ooTEOTOMIEVN 1|
KEKAWLUEVT] KVAUN), LETPLOL SIATOOT) TNG TAAYLAG KOIAING TOV EYKEPAAOV, UN PLGIOAOYIKT BEom NG
de€16g vtokAEidlog aptNpiag, amovsio EVOIAUESOV TVEVLOVIKOV AoBoV, xaunAn B€omn veppov,
OALOLOUEVT LOPPOAOYIO NTTATOG, UTEAMG OGTEOTOMUEVT] TOEAOG T} U1 OGTEOTOUEVT TOENOG,
avénpévo péEco 6po VITEPAPOL®Y BOPUKIKOV TAEVPOV KOl LEWOHEVO HEGO OPO OGTEOTOMNUEVOV
tapodv. Erappd peiwon oty adénom copotikod BApouvs g UNTEPOS, CNUOVTIKY Helwon ot
TPLYAVKEPISLOL KO ONUOVTIKT] PEIDOT 6TO mOALTO KOl GYETIKO PApog omANvog mapatnpnnkay oto
100 o1 250 mg/kg/muépa. To NOAEL yia ) untépa frav 10 mg/kg/muépa kot to NOAEL yio v
avantuén ntov <10 mg/kg/Mmuépa (n AUC4n ftav 418 ngeh/ml v Huépa 19 g Kdnong og avti
YOUNAOTEPT] SOOT TOV SOKIUAGTNKE, 1] OOl NTOV TAPOLOL, LUE EKEIVI TTOV EANPON amd pia KAVIKN
doom 4 mg).

6. OPAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koataioyog ekdooymv

Iepeyduevo KoyoKiov

Icopoititorn

Kpoomofiddvn (tomov A)

Y dpo&umpomvrokuTTapivn YoUNANG VITOKATACTOCNG
Natpro 6TEATVAOPOVUAPIKO

K& vpoc konyaxion

Pomalidomide Krka 1 mg oxAnpd koyadxio:
Zehativ
Tiraviov 610&eidio (E171)
Z1dmpov o&gidio kitpwvo (E172)
Ivéwcoxoappivio (E132)
Melévi ekthnwong:
Koppea Adxkog
Z10Mpov o&gidio pérav (E172)
KoAiov vopo&eidio

Pomalidomide Krka 2 mg oxAnpd koyadrio:
Zehativn
Tiraviov 610&eidio (E171)
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Z1oMpov o&eidio kitpvo (E172)
210Mpov 0&gidro epvBpd (E172)
Ivdwcokappivio (E132)
Meldwvt ekthnwoong:
Koupeo Adxkog
Tiraviov d10&eido (E171)
Kaoiov vdpo&eidio

Pomalidomide Krka 3 mg oxinpd, koyaxio:
Zehativn
Tiraviov 610&gid10 (E171)
2191 pov o&gidro kitpvo (E172)
Ivéwcokappivio (E132)
Meldwvt ekthnoong:

Koéppea Adkiog

Tiraviov d10&eido (E171)

Koaiiov vopoteidro

Pomalidomide Krka 4 mg oxAnpd kaydxio:
Zghotivn
Tiraviov 610&gid10 (E171)
Ivéwokappivio (E132)
Meldwvt ekthnmong:
Koppea Adkiog
Titaviov d10&eido (E171)
Kaoiov vdpo&eidio
6.2 AovpPatotnTeg
Agv epappdletal.
6.3 Awdpxkera {ong
3 ypévia

6.4 Idwitepeg mpoUAAEELS KaTA TN PVAAEN TOVL TPOIOVTOG

To pappoakevTikd avtd mpoidv dev amartel Waitepeg cuvnkeg Beppokpaciog yio v OAAER TOV.
DuAGGGETE GTNV 0PYIKT GLGKEVAGIN Y10 VO TPOGTUTEVETOL OO TV VYPAGIaL.

6.5 @®von Ko CVOTATIKA TOV TEPLEKTY

ATOOGTOUEVEG, O1ATPNTES KLWYEAES LOVAd®V 000G, ac@aleiag Yo taudid (OPA/AI/PVC//PET/AL),
nueporoylakn cvokevasia: 14 x 119 21 x 1 oxkAnpod kaydkio, o€ KOLTL.

Mmnopei va v KukAo@opovv OAEG Ol CUGKEVOGIEG.

6.6 Iowitepeg mpoPLAGEES amOPPIYNGS KOl GALOG YELPLOUOG

To xayakio dev Oa Tpémel va avoiyovrar 1} va Opvppartiloviat. Edv kovig and mopaiidopidn épbet o
EMOQN He TO OEpUa, TO OEpUa Ba TPEMEL VoL TAEVETOL AUEGMG KO GYOANCTIKA e camovvt Ko vepd. Edv
1 TOUOALOOUIdN épBel o€ emapT| e TOVg PAEVVOYOVOLS, 0vTol Bo Tpémel va EEMAEVOVTOL GYOAAUGTIKA LIE

vepo.

O emayyelpatieg vyeiog Kot ot povTioTég Oa Tpémel va popohv Yavtia ping xpnoemg dtav xeipilovran
™V KOWEAN M TO KOWAKLO. TN CUVEXELD TO, YAVTIO B0 TPETEL VO, POPOVVTOL TPOGEKTIKA TG MGTE VO,
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aropehyetal Tuyov £xbeomn tov d€ppatoc, va tonobeTobviat og GEPAYILOIEVO TAAGTIKO GOKO OO
TOALOVAEVIO KoL VO AmopPITTOVTOL GOUP®VE UE TIC KATE TOTOVG 16 V0VGES GYETIKES SLOTAEELS. XN
oLVEXELDL TO XEPLa Bal TPETEL VoL TAEVOVTAL GYOANCTIKA e GamovVL Kol vepO. Ot yuvaikeg Tov eivat
éykvec 1 mBovoAoyolv 61t pumopet va glvar £ykveg dev mpénet va yeipiloviot TNV KOWEAN 1] TO KOyEaKio
(BA. mapdypago 4.4).

Kda0e aypnoyomointo oppakevtikod Tpoidv 1 DITOAELO TPETEL VO, ATOPPITTETUL COUPDVO LE TIG
KaTé TOTOVG 16YV0V0ES GYETIKES S10TAEELS. To oypNOOTOINTO PAPUAKEVTIKO TPOidV Ba Tpémel va
EMOTPEPETOL OTOV QAPUAKOTOLO GTO TEAOG TG Bepameiog.

7. KATOXOZX THX AAETAYX KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ZhoBevio

8. APIOMOX(OI) AAETAY KYKAO®OPIAX

Pomalidomide Krka 1 mg cxAnpd konydiio,

14 x 1 oxdnpd xaydxio: EU/1/24/1832/001
21 x 1 oxinpo kayakio: EU/1/24/1832/002

Pomalidomide Krka 2 mg oxAnpd xoydxio

14 x 1 oxdnpd koyaxkio: EU/1/24/1832/003
21 x 1 oxdnpo kayaxio: EU/1/24/1832/004

Pomalidomide Krka 3 mg okAnpd konyaxio

14 x 1 oxdnpd koyaxkio: EU/1/24/1832/005
21 x 1 oxinpd kaydxio: EU/1/24/1832/006

Pomalidomide Krka 4 mg oxkAnpd Konyaxio,

14 x 1 oxdnpo xayaxio: EU/1/24/1832/007
21 x 1 oxinp6 kaydxio: EU/1/24/1832/008

9. HMEPOMHNIA IPQTHX ET'KPIZHX/ANANEQXHYX THX AAEIAX

Hpepopnvia mpadng éyxpiong: 24 Toviiov 2024

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agmtopepelg TANPOPOPIES Y1 TO TAPOV PAPULAKELTIKO TPOTOV etvar draféaieg oTov SikTvakd TOTO
tov Evponaikod Opyavicpold @apudkev: http://www.ema.europa.cu.

36



ITAPAPTHMA 11

IMAPAXKEYAXTHX(EY) YIEYOYNOX(OI) I'A THN
AITIOAEXMEYZXH TQN TAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXEH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMIOTEAEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

‘Ovoua kot d1ev6vvon tov(tmv) TapackevaoT(®dV) Tov ival vTeLBVVOg(01) Yo TNV OTOOEGUEVCT) TOV
TAPTIOOV

KRKA — FARMA d.o.0.,
V. Holjevca 20/E,

10450 Jastrebarsko,
Kpoaria

TAD Pharma GmbH,
Heinz-Lohmann-Straf3e 5,
27472 Cuxhaven,
Tepuavia

210 £vTumo PUAAO OONYIDV XPTOTG TOV PAPUAKEVTIKOD TPOTOVTOS TPEMEL VO avaypdpeTal To Gvopa
ka1 1 81e0BVVeN TOL TOPACKEVAGTY TOV Eival VITEHOVYVOC Y10, TNV OTOSECUEVCT TNE CYETIKNG TOPTIOOC.

B. OPOI'H IIEPIOPIEMOI ZXETIKA ME TH ATIAOGEXH KAI TH XPHXH

DoPUOKEVTIKO TPOTOV Y10 TO OO0 OMALTEITAL TEPLOPIGHEVT TPtk cuvTayn (BA. mapdptnpa I:
[epiinym tov Xapaxtmpiotik®v tov [Ipoidvrog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢éog1g meprodikig mapakorovOnong g acpdrerog (PSURS)

O amaitioels yio v vofoin twv PSURS ya to ev Ady® @oppokevtikd mpoidv opilovron
GTOV KOTAAOYO LE TG Nuepounvieg avapopds s Evoong (katdioyog EURD) mov mapatiBeton
oV Topdypao 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kot kébe emakdlovdng
EMKAPOTOINGNG OTWS dNUOGIEVETOL OTIV EVPOTOATKY] SIKTVOKT TOAT Y10L TAL PAPLLOKOL.

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

. 2yé010 owayeipiong kKivovvou (XAK)

O Kdroyog Adesiag Kukhopopiag (KAK) Ba die&aydyet TiC amontovpeves dpaotnptoTnTes Kot
TOPEUPACELS PAPUAKOETAYPOTVIONG OTWS Tapovotdovtal 6To cupemvndév ZAK mov
mapovotdletal oty evotnra 1.8.2 g ddelog KuKAoPOopiag Kol 0TOEGONTOTE EMAKOAOVOES
gykekplpéveg avabewpnoelg tov ZAK.

"Eva emxoporompévo ZAK Oa mpénel va katatedet:

. Metd and aitnpo tov Evporaikov Opyaviopot Oappdkov,

. OTOTEINTOTE TPOTOTOLEITAL TO GVOTNUA SLoYEIPIONG KIVIVVOL, EOIKA (OG ATOTEAEGLLOL ANYNG
VED®V TANPOPOPLADV TOL LUTOPOVY VO ETLPEPOLY GTLOVTIKT 0AAAYT 0T GYECT) 0PEAOVG-KIVOVVOL
N ©OC OTOTELEGHA TNG EMITEVENG EVOC GNUAVTIKOD OPOGTILOV (QPOPLHOKOETOYPVTVIION Ty
€Aa(1oTOTOINGT KIVOUVOV).

. EmnpécOcta pétpa ehayrotomoinong Kivovvov
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1.

O KAK 6o ovppmvioet Tig Aemtopépeleg vOg Tpoypapatog EAEYXOLEVNC TPOSPAoNS LE TIG
EBvucég Appodiec Apyég Kot TpENEL VoL VAOTIOMGEL AVTO TO TPOYPALO o8 0VIKO emtinedo dote
Vo S100PAMOTEL OTL
e [Ipw amod 1 cuvtayoypdaenon (0mov amaiteital, Kot og Gupeavia pe v EBvikn Appodia
Apyn), 6Lot o1 emayyEAUATIEG VYELOG TOV TPOKELTOL VO GUVTAYOYPOPNCOVV (KoL Vo,
Swaveipovv) to Pomalidomide Krka, 6o AaBovv éva Exnadevtikd Takéto Tov
Enrayyeipatio Yyeiog, To onoio Oa mepiéyet ta akoiovba:
o Exmadeutikd uirddio Tov Emayyeipotio Yyesiog
Exmondevtikd puAradia yio acbeveic
Kapteg acbevoig
"Evtuma evnuépwong yio kivdhvoug
[TAnpogopiec yia To TOL Pmopel va Ppet kaveic tnv mo tpdseatn [epiinyn tov
Xopoaktnprotikdv Tov [poidvrog (ITXIT)
0O KAK 6o viomomoet éva tpdypappe tpoinyng komong (PPP) g kdbe Kpdrog Mélog. Ot
Aentopépeleg Tov PPP Ba mpémet va cuppwvnBovv pe tig EOviég Appodieg Apyéc og kdbe
Kpdrtog Méhog xat va 1e80o0v 6 10%0 mpv omd TV KLKAOPOPIia TOL PAPLOKEVTIKOV TPOTOVTOC.
O KAK 6o mpémer vo cuppwvioet 1o mepieydpevo tov Exmadevticod [axétov tov
Enayyeipatio Yyeiog pe v EBvikn Appodia Apyn oe ké0e Kpdtoc Méhog, Tptv amd v
KUKAOQOPIO TOL PUPUOKEVTIKOD TPOTOVTOC Kot VA, S10GOAMGEL OTL TOL VAIKA GUUTEPIAQUPAVOLY
10 KOPLOL OTOLYEID, OTMG TEPTYPAPOVTOL TAPOKAT.
O KAK 0o mpémet va soupmVnoEL OGOV apopa TNV VAOTOINGT TOV TPOYPAULOTOS EAEYYOUEVIG
TpocPoaong oe Kabe Kpdrog Mérog.

O O O O

Kvpra ctovysio mov wpémer va cvpumreprtin@0ovv

Exroaidsvtio Harxito tov Ernayysiuatio Yyeioc

To Exnaidevtikd [Makéro tov Enayyehpotio Yysiog 0o mepiéyet Ta axdAovba otoryeio:

Exntodgvtiké @uiradro Tov Enayyshpotio Yysiog

SUVOTTIKT EVIILEPMOT] Y10 TIV TOUOASOpION
Méyiotn dudpkela g ocvvtayoypapndeicas Bepaneiog
o 4 eBoopddes yio Yovaikeg o€ avamopoym®yKn nAlio
o 12 ePdopddeg yio dvopeg Ko yovaikeg xopic SuvatdTnta TEKVOToinong
H avéykn va amopevybei ) ékBeon epPpiov Ady® TG TEPATOYOVIKOTNTAG TNG TOUUALSOUIONG
070 {0 Kot TNG OVOUEVOLEVTG TEPATOYOVOV dPACTG TNG TOUOALSOUIdNG 6TOV AvOpTO
KoBodnynon oyetikd e tov xepiopd g KuwéAng 1 Tov koyakiov tov Pomalidomide Krka yio
TOVG EMAYYEMUOTIEG VYELOG KoL TOVG PPOVTIGTEG
YToypedOELG TMV EXAYYEALATIOV VYELNS TOV TPOKELTOL VO GUVTAYOYPUPTICOVV 1 VoL Slaveiplov
10 Pomalidomide Krka
o Avaykn Topoyng AVOALTIKGOV 0ONYIDV Kol EVIUEPWONG GTOVS aoBeveic
o AvaykoldTnTo COUUOPP®ONC TOV AGHEVAOV LUE TIG OMALTHOELS Y10 TV 0CQPUAT XPTOT TOVL
Pomalidomide Krka
o Avdykn mapoyng otovg 0cheveis Tov KATAAANAOL EKTAOEVTIKOV PLALNSIOV acBevolc,
g KapTag asbevong Ko 16030UVOUOD DAKOD
Odnyiec ao@brelong Tpog dAove Tovg asbeveic
o [eprypaon kot Swoyeipion tng Opopfomeviag copmeplapfavorévov TV TOCOGTMOV
EMNTOONG OO KAMVIKEG PHEAETEG
o Ileprypagn kai droyeipton Tng KOpPSIOKNG OVETAPKELNS
o Tomkég e1d1kég pLOUicELS Yo KAOE YDPO Y10l T GLVTOYOYPAPN OGN TOUAALSOUIONG TPOG
Stovopn
o Ot éha To aypnoiporoinTe Koyakio 0o Tpémel Vo, ETIGTPEPOVTUL GTOV (POPLOKOTOLO GTO
TéAOG NG Oepameiog
o Otto acBevig dev mpémet va dmpicet aipo KoTd T dtdpkee ¢ Bepameiog (kabmg ko
KOTE T SLAPKELN TOV TPOCOPIVMV SOKOTAOV TNG 006NC) KO Y10 TOLAGYIGTOV 7 MUEPES
petd t dwokonn tov Pomalidomide Krka
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) ITeprypaon tov PPP kot kotnyoplomoinon tawv achevav pe faon 1o @OA0 Kot 1 duvotdTnto,

TEKVOTOIN GG

o AAyopiBpog yia v vAomoinor tov PPP

o Opopdc TV YOVOUK®V GE AVOTOPOYOYIKT NALKIO Kol EVEPYELEG OTLG OTOIEG TTPETEL VO
poPel 0 cuVTOYOYPAP®V 1TPOG EAV dEV Etvar Glyovpog

° Odnyiec 0oOAAELNC Y10 YOVOAIKEC GE OVATAPAYOYIKT NAKIO

o Avaykn va amogegvydei n éxbeom epfpdov

o Ileprypaor| tov PPP

o AVAyKn Y10 OTOTELEGLOTIKT OVTIGVAAN Y] (aKOLOL KO GV 1 Yuvoaika ExEl apnvoppola)
KoL 0ptopOG TNG OMOTEAECLOTIKNG AVTICOAANYNG

o Om gbv n acBevig yperaotel va aAAAEEL 1] VO GTALOTNGEL VO XpTOIUOTOLE T LéBodo
AVTIGLAANYNG TG Oa TPETEL VoL EVIUEPDGEL:
= Tov wtpd mov cvvtayoypapel TV aviicOAANYN ¢ Ot eivan oe Ogpameion pe

TOHOAMSOpION
= Tov wrpd mOv cLVTOYOYPAPEL TNV TOPOMOOUION OTL EYEL OTUUATAOEL 1] £XEL OAAAEEL
™ PéB0do avTIcGOAANYNG TNG

o Ipoypappatiopds T€6T EYKLUOGHVIG
= Odnyieg yio T0 KOTAAANAQ TECT
= JIpw v évapén g Bepameiog
= Kotd m dudpkela g Bepomeiog avaroya pe tn péBodo avticOAANYNG
= Metd v oAokApoon g Bepaneiog

o Avaykn dpeong daxonng tov Pomalidomide Krka og mepintmon vroyiog komong

o Avaykn dpeong evnuépmaong Tov Bepdnovtog 1Tpol G mEPITTMON VITOYinG KUNOTS

. Odnyiec 06 OAAELOC Y10 TOVE GvOPEC

o Avaykn va amopegvyBel 1 £ékBeom epppvov
o Avaykn xpnomg TPOPLAAKTIKMV €AV 1| GEEOVAMKT GUVTPOQOG Etva £YKVOG 1 Yuvaiko o
VOTAPOYOYIKT NAKIQ TOV OEV YPNOLUOTOIEL OTOTELECUATIKY OVTIGOAAN YT (0KOLLOL Kol
edv o avdpag £xet vmoPAndel o facekTopn)
= Koatd m dudpketo g Oepomeiog pe Pomalidomide Krka
= o tovAdylotov 7 NUEPES LETA TNV TEAIKT OGN
o Ot dev mpénel va dwpicetl oméppa 1 oneppatolmapta Kotd ) dtdprela tng Oepaneiog
(kaBmg Kot KaTd TN SIEPKELN TOV TPOSOPIVAV SIKOTMV TNG SOOCTG) Kot Y10 TOVALYIGTOV
7 nuépeg petd ) drakonn g Oepaneiog pe to Pomalidomide Krka
o Om Ba pémel va evnpepdoet dueso Tov Bepdnovia 1Tpd TOL 68 TEPIMTMOON TOL M
oLVTPOPOG TOV pEiveL £yKvog evoom avtog Aapfdvel Pomalidomide Krka 1) Alyo petd
draxomn Aqyng tov Pomalidomide Krka
. Anmonoelc o€ Tepintwon Komong
o Odnyieg yia dpeon daxomnn tov Pomalidomide Krka og mepintmon vroyiog komong, v
TPOKELTOL Y10 Yovaike acbevn
o Avaykn mapamounng g acbevoic og 1Tpd e101KeLIEVO 1 e eUTELpia OTIG SuoTAACTES
Kot N Stéryvemon Tovg yio. a&loAdynon kot kabodnynon
o Tomkd otoryeio emkotvoviag yio TNV aueon avapopd kdbe mbavoloyodpevng kimong
o  Dopua avapopdg KiMong
. Tomkd oroyyeio enucovaviag yio TV avaQopl aventBuUNT®V EVEPYELDY

Exroadsvtikdg ®uiradro Yo acsveic

To Exmodevtikd puArhddwa yio acBeveic Oa mpémet va eivar 3 tonwv:

. DVALASI0 Y10 YOVOiKeS 0oOEVELS GE OVOTOPAY®YIKT NAKIO Kot Yot TOV GOVIPOPO TOVG
. DuALAdI0 Y10 Yuvaikeg aoBeveig mov dev EXOuV SUVATITNTA TEKVOTOINONG

. DVALASI0 Y100 AVOpEG 0ioBEVELQ

Oha ta ekmandentikd puALAdIe Yo acOeveig Oa mpémel va mepiéyovv ta akdrovba ototyeio:
. Ot 1 mopoldopidn eivan tepatoydvog oe {da Kot avapévetar v eival Tepatoyovos 6TovV
avBpomo
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Ot 1 mopodopidon propel vo mpokarécel Opopfomevia Kot TNV avayKn Yo TOKTIKEG
alpatoloyikég e&etdoelg

[Teprypapn g kdptog achevois kon g avarykodtTdg g

KoabBodnynon oyetikd pe tov xeipiopd tov Pomalidomide Krka yio tovg acBeveic, Toug
(QPOVTIOTEG KOl T LEAT) TG OIKOYEVELOG

EBvikéc 1 dALeg 1oy00v0EC €101KEG pvBpioel Yo T cuvtayoypdenomn tov Pomalidomide Krka
oV TPOKELTOL VoL drovepun Oel

Ot 0 acBevnic dev mpénel va dmael To Pomalidomide Krka og dAlo dtopo

Ot 0 acBevnic dev mpémet va dwpioet aipa Katd ) dibpketa g Bepameiog (kabndg Kot KoTd ™)
SUIPKELDL TOV TPOSMOPIVAV SIUKOTMV TNG SOOCTG) KOt Y10 TOVAAYIGTOV 7 UEPES PETE T OL0KOTT|
¢ Oepaneiog pe to Pomalidomide Krka

Ot 0 acbevic Bo Tpémet va evUEPDOEL TOV 10TPO TOV Y10, OTOLEGONTOTE AveEMOOUNTEG
EVEPYELES

Ot 6ha To aypnopoToinTe KoyaKio 0o TPETEL VO ETGTPEPOVTOL GTOV PAPUAKOTOLO GTO TEAOG
¢ Oepameiog

Ot topoakdto TAnpoeopies Bo mpénet emiong va TapEYOVTaL GTO AVTIGTOLO PLAAASLO:

DVAAGS10 Y10 YovaikeC 06OEVEIC GE OVOTOPOYWDYIKT NAIKI0

Avayxn va aropevydei n ékBeon epfpvov
[eprypaeny Tov PPP
AVAyKN Y10 ATOTEAEGHOTIKT] OVTIGUAAN YT KOl OPIGUOC TNG OMOTELEGUOTIKNG AVTIGOAANYNG
Ot edv 1 aoBeviig ypetootel va aALdEeL ) va oTopathoel va ypnoiponotel tn péhodo
AVTIGLAANYNG NG O TPETEL VO EVILEPDOEL:
o Tov wpd mov cuvtayoypaeel TNV AVTIGOLAAN YT TG OTL etvon og Bepameial e
TOHOASOUION
o Tov wtpd mov cuvtayoypapel TNV TOUAAOOUION OTL £XEL CTOUOTIOEL 1) £YEL OALAEEL T
1EB0SO aVTIGVAAN YIS TG
[poypapatiods TE0T EYKVIOGUVIG
o IIpw mv évapén g Bepameiog
o Kota m ddpketa e Bepaneiog (Kabdg Kot kaTd T SIAPKELN TOV TPOCOPIVOV SLOKOTMDV
g 0601MG), TOLAGYIeTOV KAOE 4 £BJOpAdES, EKTOC 0md TNV mepinTwon emPBefotwpévng
omoAvoong coAmiyyov
o Metd v ohoxipwon g Oepaneiog
Avayxn Gueong dakonrg tov Pomalidomide Krka og mepintmon vroyiog komong
Avaykn Gueong emkovaoviog LLE TOV 10TPO TOVG GE TEPITTMON VITOYiaG KONGNG

DPuAALGS10 Y Gvdpeg acBeveic

Avaykn va aro@evyei 1 ékBeom epfpvov
AvayKn xpnong TPOPLANKTIKAOV AV 1] GEE0VAMKT GUVIPOPOG EIVOL £YKVOG 1| YUVOIKA OE
OVOTOPOYOYIKT NAIKIO, T0V 08V YPNOUOTOIEL OTOTEAECUATIKT AVTIGOAANYT (0KOUA Kot EGV O
avdpag £xel vtoPAndel o Pacektoun)
o Katd ™ sdpkewn g Oeponeiog pe Pomalidomide Krka (kaBdg kot katd ) didpkelo tov
TPOCHOPIVOV SLUKOTMY TNG 6O0TG)
o T tovAdyiotov 7 nuépeg LETA TNV TEAIKT OO0
Ot gdv 1 cVVTPOPOG TOV peivel £YKVOG, aVTOG B TPETEL VO EVILEPDTEL AUESH TOV Ogpdmovta
10TpoO TOL
Ot dev Ba Tpémet va dwpioel oméppa 1 oneppatolmapio Katd ™ didpkela TG Bepomeiog
(KoBmg Kal kAT T SLAPKELN TOV TPOSHOPIVMOV SIUKOTMV TNG 600TG) Kot Y10 TOVAGYIGTOV 7 NUEPES
petd  dwaxomn g Bepaneiog pe to Pomalidomide Krka

Kapta AcOgvovc 1] 16000VAH0 VAIKO

H xdpta acBevovg Ba mepiéyet ta akdrovba otoryeio:

EmBepaionon ot £xel mpaypoatonomBel katdAAnin evnuépwon
Texunpioon g KATAoTOOTG SLVATOTNTOG TEKVOTOINONG
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. [Tedio eréyyov (1 kATl TOPOLLO10) TO 0TOT0 0 BEPAm®WV 10TPOG ONUEIDVEL Y1t VO ETPEPAIDCEL OTL
0 0.60EVTG YPTCILOTOLEL ATOTEAEGLLOTIKT OVTIGVAAN YT (EGV 1) YUVOiKO EIVOL GE OVATOPOYOYIKY
nAio)

. Hugepounvieg kot amote A éGHOTO TOV TECT EYKVUOGOVIG

"Evtono Evnuépmonc yio Kivovvovog

Ta évtomo evnuépwong yia Kivdvvoug o mpénet va givar 3 TOnwv:

. [N yovaikeg og avamapoyoykn nikio
. "o yovaikeg Tov dev £xovv dSuvatdTNTE TEKVOTOINoNG
. To avdpa acBevn

Oha ta évroma evnpépwong yio Kivdovovug Ba mpémel va mepiéyovv ta akoiovba ototyeio:

- TPOELOOTOINGN Y10 TOV KIVOUVO TEPATOYOVIKOTTOG

- ot aoBeveic Aappdvouv v KaTtdAAnAn evnuépmon mtpwv v Evapén g Bepameiog

- emPePainon e Katavonons Tov aobev 6€ 0,TL APOPA TOV KIVOUVO LIE TOLOALOOIdN KoL Ta,
PPP pérpa

- nuepopnvia EVNHEPOGNG

- AETTOUEPELEG Y1 TOV OGOEVT], LTOYPOPT| KOt TLLEPOUNVID

- OVOLLOL TOV GLVTAYOYPAPOVTA LTPOV, VITOYPOLPT] Kot Hepounvio

- GTOY0G OTOV TOV EYYPAPOV, dMA. OTWS avapépetal 6to PPP: «X16)06 Tou evtimov evnuépmong
Yo Kvduvoug givar 1 Tpootacio Tov acbevav Kot Tov mbavov ufpdov dtacearilovtog 6Tt o
aoBeveic elvon TAPOS EVILEPMUEVOL KO KOTAVOOUV TOV KIVOUVO TEPATOYOVIKOTNTOG Kol GAAMV
avemBOUNTOV gvepyEL®V TTOV oyeTilovTol e T Xpnon TS TOpaAdouidNG. Aev amotelel
ouppaocn Kot dev amaAAAGoEL KavEvay amd Ti eVOVVEG TOV GYETIKA LLE TV OCPAAT XPTION TOV
TPOTOVTOC Ko TNV TPOANYM NG EkBeomng Tov PPpvov.»

Ta évtumo evnuépwong Yo Kivdhvoug yia TG YOvaikes 6€ avomapaymykn nitkio Oo tpémet va
nepthapfdvovy emionc:
- EmBepaionon 6t 0 10tpdg £xel culntoet ta akdAovba:
o TNV avayKn omopuyng £kBeomng Tov euPpvov
o Ot edv M yuvaika givar £YKVOG 1] GKOTEVEL VO PETVEL, dEV TPETEL VAL TAPEL TOUAALSOUION
o OTLM Yuvaike KATOVOEL TNV OVAYKT ao@LYNG TG TOUOASOUIONG KOTA T J1APKELL TG
KONOMG KO TNV OVAYKT XPNONG OTOTEAECUOATIKMV LETPMY OVTIGUAANYNG, OOIGAETTA, Y10
TovAdytotov 4 gfdouddec mpwv Vv évapén g Bepameiag, kab’ OAN TN SidpKeLn TG
Oepaneiog Kot yio ToVAGYIoTOV 4 £fJOpAdEG LETA TNV OAOKAN PO TG Oepameiog
o OtV ypelaoTel va aALGEEL 1) VO GTAROTAGEL VO PN OIUOTIOLEL TN UEBOSO aVTIGOAANYNG
g, Oo Tpémel va evnEPDOEL:
= oV 1Tpd MOV GUVTAYOYPUPEL TV avTIcVAANYN ™G 0Tt AouPdaver Pomalidomide
Krka
= 1oV wIpd Mov cvvtayoypapel to Pomalidomide Krka 6t éyel otapoamoset 1 €xet
aALa&er T néBodo avTIGOAANYNG TNG
o NV avaykn deEayyng TEST EYKVUOGVVNG, ONA. Tpwv amod T Oepamneia, TovAdyiotov Kabe
4 gfdopadeg KoTd T ddpkela g Oepameiog kot petd tn Oepameio
v avdykn apeong dtokomng tov Pomalidomide Krka g mepintwon vroyiog komong
TNV OVAYKT GQUECTG EMKOVAOVIOG LLE TOV 1ATPO TOVG GE TEPITTMGT LIOYIG KOMNGTG
OT1 0ev TTPEMEL VoL LOPALETOL TO PAPUAKELTIKO TPOTOV e GAAA dTopLo
OTL 0ev TTPEMEL VoL dwPIoEL aipto KoTd T d1dpKela g Oepameiog (Kabmg Kot KoTd )
SLIPKELN TOV TPOCSHOPIVAOV SLAKOTMV TNG OOO0TG) KoL Yot TOVAGYIGTOV 7 NUEPES LETA TN
dwokomn g Oepomeiog pe To Pomalidomide Krka
o 01 Qo mpémer voL EMOTPEYEL T CLYPTCLLOTONTA KAWYAKLO GTOV QOPLAKOTOL0 GTO TEAOG
g Bepameiog

O O O O

Ta évtumo evnuépwong Yo Kivdhvoug yio Tig yuvaikeg ympic duvatdtnra tekvomoinong B mpémet vo
nepthapfdvovy emionc:
- EmBepaionon 6t 0 10tpdg £xel culntoet ta akdAovba:

42



OTL 1 Yuvaika dev mpémel va HolpdleTonl TO POPUAKEVTIKO TPOIOV pe GAAO dTopal

o011 dgv mpémel va. dmpicet aipa Katd T dudpkela ¢ Bepameiog (kabmg Kot Katd
SUIPKELD TOV TPOCSHOPIVMV SOKOTAOV TG 00GNG) KO Y10 TOVAGYIOTOV 7 NUEPEG LETE TN
dwokomn g Oepaneiog pe o Pomalidomide Krka

OTL Oa TPETEL VO EMGTPEYEL TO, OYPNCYLOTOMNTO KOWYAKLO GTOV POPLOKOTOLO GTO TEAOG
g Oepameiog

Ta évroma evnuépwong yio Kivdvvoug yia dvdpec acbeveic Ba mpémer vo mepthappdvouvv emiong:
- EmBePaioon 6t 0 w0Tpdg £yl cuintioet o akdrovba:

@)
©)

NV avaykn omoeuyng ékBeonc tov epfpdov

OTL 1] TOLOAOOION AVEVPICKETOL GTO AVOPOTIVO GTEPLLOL KOL TV OVALYKT) XPTONG
TPOPLAAKTIKOD £V 1] 6€EOVOAIKT] GUVTPOPOG EIVOL £YKVOG 1] YOVOIKO GE AVOTAPOYOYIKY
NAkio Tov dev xPNOUOTOIEl OTOTEAESLATIKN VTICOAANYN (akOpa Kot e6v 0 dvopag Exet
vroPAnOei og Pacektopn)

OTL €0V 1] GUVTPOPOG TOV pEivVEL £YKVOC, AVTOG Bol TPETEL VOL EVILLEPDOEL OUEGMG TOV
Bepamovta 1Tpd TOL KO VO YPNOUOTTOLEL TAVTO TPOPLAAKTIKO

OTL 0ev TTPEMEL VoL LOPALETAL TO QUPHOKEVTIKO TPOTOV e GAAD (ITOMOL

OT1 0ev TIpémel va dwpicel aipa 1 oréppa Katd ) didpkela g Bepomeiog (kabdg kot Kotd
1 SLAPKELD TOV TPOSHOPIVOV SLUKOTMV TG 00GNG) KO Y10 TOLAAYIGTOV 7 MUEPES PETEL T
dwokomn ¢ Bepaneiog pe o Pomalidomide Krka

OTL 0o TPETEL VOl EMGTPEYEL TO, AYPNCUYLOTOIMNTA KOWYAKLO GTOV POPUOKOTOLO GTO TEAOG
¢ Oepameiog
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ITAPAPTHMA I1I

EINIZXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX TIOY ITPETIEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pomalidomide Krka 1 mg okAnpd koydkio

TOpOAOpioN

2.  TYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Kd&Be oxdnpo kaydkio mepiéyel 1 mg mopoAdopiong.

| 3. KATAAOI'OX EKAOXQN

[ep1€xet IGOUAATITOAN.
Agite T0 UALO 0INYLOV ¥PNONG VIO TEPLGGOTEPES AN POPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

OKANPE KoyaKio

14 x 1 oxAnpo koo
21 x 1 oxAnpo KoyaKlo

5. TPONOX KAI OAOX(0OI) XOPHTHZHX

AP dote To EUALO 0dNYIOV YpONG TPV amd TN XPHON.

Ao otOpHaTOC YPNOT

6. EIAIKH IMTPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetotl og Béon, v omoia dev PAETOLY Kot dev Tpoceyyilovy To Todtd.

[7. AAAH(EX) EIAIKH(EX) MIPOEIAOINOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

[MPOXOXH: Kivévvog GoPapdv cuyyevdv Slopoptidv. No punv XpnolUoroteitol Kot Tnv Konon M
tov OnAacpd. [pénet va axorovbeite To IIpoypappa Ipdoinyng Konong g HopaAidopiong.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEX ®YAAZEHX

DVAACOETE GTNV OPYLIKT] GUGKELOGIO Y10 VO TPOGTATELETOL OO TNV VYPAGCIL.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON [HOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

To aypnoyonoinTo PappaKeLTIKO TPOIOV Ba TPETEL VAL ETGTPEPETAL GTOV PAPLAKOTOL0.

| 11. ONOMA KAI AIEY®OYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, X oPevia

| 12. APIOMOX(OI) AAEJIAY. KYKAO®OPIAX

EU/1/24/1832/001 14 x 1 okAnpo KonydKio
EU/1/24/1832/002 21 x 1 oxkAnpd KoyaKlo

| 13.  APIOMOZX HAPTIAAYL

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pomalidomide Krka 1 mg

17. MONAAIKOX ANATNQPILTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOG YPOUUU®OTOG KDoA (2D) Tov pépel Tov TEPANOHEVTA LOVASTKO OVOYVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAT'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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EAAXIXTEX ENAEIZEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTIX XYYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INPOIONTOX

Pomalidomide Krka 1 mg okAnpd xoydkio

TOHOAOOLION

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX APTIAAX

| 5. AAAA XTOIXEIA

Avyiote xon oylote
Aogaipéote

N —

Huepoloyraxn ovoxevaoio:
Aegv.

Tp.

Ter.

ITép.

ITap.

2ap.

Kwvp.
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ENAEIZEIX TIOY ITPETIEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pomalidomide Krka 2 mg okAnpd xoydkio

TOpOAOpioN

2.  TYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Kd&Be oxAnpo kaydkio meptéyel 2 mg mopoASopioNg.

| 3. KATAAOI'OX EKAOXQN

[ep1€xet IGOUAATITOAN.
Agite T0 UALO 0INYLOV ¥PNONG VIO TEPLGGOTEPES AN POPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

OKANPE KoyaKio

14 x 1 oxAnpo koo
21 x 1 oxAnpo KoyaKlo

5. TPONOX KAI OAOX(0OI) XOPHTHZHX

AP dote To EUALO 0dNYIOV YpONG TPV amd TN XPHON.

Ao otOpHaTOC YPNOT

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetotl og Béon, v omoia dev PAETOLY Kot dev Tpoceyyilovy To Todtd.

[7. AAAH(EX) EIAIKH(EX) MIPOEIAOINOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

[MPOXOXH: Kivévvog coPapdv cuyyevadv Stapaptidv. Nao pnv xproylomoteitol Kotd tny komon 1
tov OnAacpd. [pénet va axorovbeite To IIpoypappa Ipdoinyng Konong g HopaAidopiong.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEX ®YAAZEHX

DVAACOETE GTNV OPYLIKT] GUGKELOGIO Y10 VO TPOGTATELETOL OO TNV VYPAGCIL.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON [HOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

To aypnoyonoinTo PappaKeLTIKO TPOIOV Ba TPETEL VAL ETGTPEPETAL GTOV PAPLAKOTOL0.

| 11. ONOMA KAT AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, X oPevia

| 12. APIOMOX(OI) AAEJIAY. KYKAO®OPIAX

EU/1/24/1832/003 14 x 1 okAnpo KonydaKio
EU/1/24/1832/004 21 x 1 oxkAnpd KoyaKlo

| 13.  APIOMOZX HAPTIAAYL

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHTIEX XPHIHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pomalidomide Krka 2 mg

17. MONAAIKOX ANATNQPILTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOG YPOUUU®OTOG KDOKAG (2D) Tov pépel Tov TEPUANPHEVTA LOVAITIKO OVOYVOPIGTIKO KMOKO.

18. MONAAIKOX ANAT'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
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EAAXIXTEX ENAEIZEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTIX XYYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Pomalidomide Krka 2 mg okAnpd xoydxkio

TOHOAOOLION

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX APTIAAX

| 5. AAAA XTOIXEIA

Avyiote xon oylote
Aogaipéote

N —

Huepoloyrakn ovoxevaoio.:
Aegv.

Tp.

Ter.

ITép.

ITap.

2ap.

Kwvp.
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pomalidomide Krka 3 mg crxinpd konydikio

OO

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

KdBe oxdnpo kaydkio mepiéyel 3 mg mopoAdopiong.

3.  KATAAOIOX EKAOXQN

[epi€yet 1GOUAATITOAN.
Agite T0 QUALO 00N YLDV YPNOTG Y10 TEPLCCOTEPES TANPOPOPIES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

OKANPG KoyaKLoL

14 x 1 oxAnpo KowaKLo
21 x 1 oxAinpd Koyaklo

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

AwBdote o POALO 0dNYIDV ¥poNS TP omd TN ¥P1HoN.

Amo6 otoOHTOG XPIoN

6. EIAIKH ITPOEIAONOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puAdocetol oe Béon, v omoia dev fAETOVY Kot dev Tpoceyyilovy Ta madid.

[ 7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

IMPOXOXH: Kivévvog cofapmdv cuyyevedv dtopaptidv. Na pny ypnoylomoteitol katd tnyv Kbnon ,
Tov OnAacpd. Tpénet va axorovbeite To Ipdypappo Ipdinyng Komong g IopoaAidouidng.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEX ®YAAZEHX

DVAACOETE GTNV OPYLIKT] GUGKELOGIO Y10 VO TPOGTATELETOL OO TNV VYPAGCIL.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON [HOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

To aypnoyonoinTo PappaKeLTIKO TPOIOV Ba TPETEL VAL ETGTPEPETAL GTOV PAPLAKOTOL0.

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, ZhoBevia

| 12. APIOMOX(OI) AAEJIAY. KYKAO®OPIAX

EU/1/24/1832/005 14 x 1 okAnpo KoydKio
EU/1/24/1832/006 21 x 1 oxkAnpd KoyaKlo

| 13.  APIOMOZX HAPTIAAYL

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pomalidomide Krka 3 mg

17. MONAAIKOX ANATNQPILTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOG YPOUUU®OTOG KDOWKAG (2D) Tov pépel Tov TEPUANPHEVTA LOVAITKO OVOyVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAT'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
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EAAXIXTEX ENAEIZEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTIX XYYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Pomalidomide Krka 3 mg okAnpd xoydxkio

TOHOAOOLION

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX APTIAAX

| 5. AAAA XTOIXEIA

Avyiote xon oylote
Aogaipéote

N —

Huepoloyrakn ovoxevaoio.:
Aegv.

Tp.

Ter.

ITép.

ITap.

2ap.

Kwvp.
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pomalidomide Krka 4 mg cxinpd konydikio

OO

[2.  TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

Kda0e oxdnpod kaydkio mepiéyet 4 mg mopoAdopiong.

3.  KATAAOIOX EKAOXQN

[epi€yet 1GOUAATITOAN.
Agite T0 QUALO 00N YLDV YPNOTG Y10 TEPLCCOTEPES TANPOPOPIES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

OKANPG KoyaKLoL

14 x 1 oxAnpo KowaKLo
21 x 1 oxAinpd Koyaklo

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

AwBdote o POALO 0dNYIDV ¥poNS TP omd TN ¥P1HoN.

Amo6 otoOHTOG XPIoN

6. EIAIKH ITPOEIAONOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

No puidocetol og Béom, TNV omoia dgv fAEmovV Kot dev Tpoceyyilovy Ta madtd.

[ 7. AAAH(EX) EIAIKH(EZ) MPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

IMPOXOXH: Kivévvog cofapmdv cuyyevedv dtopaptidv. Na pny ypnoylomoteitol katd tnyv Kbnon ,
tov OnAacpd. [pénel va akorovdeite to [podypappa Ipdoinyng Konong g IHopoaidopiong.

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEX ®YAAZEHX

DVAACOETE GTNV OPYLIKT] GUGKELOGIO Y10 VO TPOGTATELETOL OO TNV VYPAGCIL.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATON [HOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

To aypnoyonoinTo PappaKeLTIKO TPOIOV Ba TPETEL VAL ETGTPEPETAL GTOV PAPLAKOTOL0.

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ZAofevia

| 12. APIOMOX(OI) AAEJIAY. KYKAO®OPIAX

EU/1/24/1832/007 14 x 1 okAnpo KonydKio
EU/1/24/1832/008 21 x 1 okAnpd KoyaKlo

| 13.  APIOMOZX HAPTIAAYL

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pomalidomide Krka 4 mg

17. MONAAIKOX ANATNQPILTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOG YPOUUU®OTOG KDOWKAG (2D) Tov pépel Tov TEPUANPHEVTA LOVAITKO OVOyVOPIGTIKO KMOTKO.

18. MONAAIKOX ANAT'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
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EAAXIXTEX ENAEIZEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTIX XYYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Pomalidomide Krka 4 mg okAnpd xoydxkio

TOHOAOOLION

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

KRKA

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX APTIAAX

| 5. AAAA XTOIXEIA

Avyiote xon oylote
Aogaipéote

N —

Huepoloyrakn ovoxevaoio.:
Aegv.

Tp.

Ter.

ITép.

ITap.

2ap.

Kwvp.
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B. DYAAO OAHI'TQN XPHXHX
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@)oo oonyoV xpionc: Iinpoopisg Yo Tov acevi)

Pomalidomide Krka 1 mg okinpd xoydxio
Pomalidomide Krka 2 mg oxkinpa xoydaxio
Pomalidomide Krka 3 mg oxinpd xaydaxia
Pomalidomide Krka 4 mg oxkinpa koydaxia

TOLOAMOOION

To Pomalidomide Krka avapéverol vo Tpokaiécel cofapég cvyyeveic 0voTAUGIEG KOL PTTOPEL VO

odnynecel 6 Oavato £vog ayévvntov poPov.

- Mnyv épete avtd T0 PapUaKo edv ioTe £yKvog 1 Bo propovoate vo. peivete £YKVoc.

- [pénet va akorovBeite TIC GLOTAGELG AVTIGLAANYNG TOV TEPTYPAPOVTAL GE AVTO TO PUAAO
00MY1LDV.

AP aote TPOGEKTIKA 0ALOKANPO TO PVLAO 0ONYLOV PN OIS TTPLY UPYICETE VO TOIPVETE AVTO TO

PaPROKO, OLOTL TEPAAPPAVEL ONUAVTIKES TANPOPOPIES YIO GUG.

- DdordEte avtd T0 POAAO 00T YLDV YprionG. Towe ypelaotel va to dafdoete Eavd.

- Edv éxete mepoartépm amopieg, potioTe TOV Y1OTPO 1] TOV PAPLOKOTOLO 1) TOV VOGOKOLO GOG.

- H ocvvtayn yio avtd 1o edppoko yopnynnke amokAelotikd yio cog. Agv Tpémel va SMGETE TO
QAapLHOKO o€ AAAOVG. MTopel va Tovg TPoKaAEseL BAAPN, aKOLO KOl OTOV TO CUUTTAOUATO. TG
acBéveldg Toug glvar ido pe Tol S1KA 6o,

- Edv mapatnpnoete kdmola avemBount evépyela, EVUEPDGTE TOV YLOTPO 1] TOV GOPLOKOTOLO 1)
TOV VOGOKOWO Gag. Autd 1oydel kat yio ke mbavi avemBountn eVEPYELD TTOV OEV OVOPEPETAL
670 TOPOV POAAO 00N YLDV YprionG. BAEre mapdypago 4.

T epréyel To mapov gOAA0 00N YIOV:

Tt eival To Pomalidomide Krka xoi oo givo 1 ypriom tov
T mpénet va yvopilete mpwv ndpete 1o Pomalidomide Krka
[og va tapete To Pomalidomide Krka

[MBavég avemBOUNTEG EVEPYELES

[log vo puAdooete to Pomalidomide Krka

[Tepreydpeva T cLOKEVAGING Kol AOITEG TANPOPOPIES

S e

1. T eivan 10 Pomalidomide Krka ko wowa givor n yprion tov

T givan 70 Pomalidomide Krka

To Pomalidomide Krka mepiéyet tn dpactikn ovoia «mopaidopiony». Avtd 1o edpuako oyetileton pe
TN BoMdopidn Kal oviKEL GE Lo OpAdO QUPHAK®Y TOV EXNPEALOVV TO AVOCGOTOMTIKO GUGTI O (TN
QLOIKT VYO TOL OPYOVIGLOD).

o givar N xpiion Tov Pomalidomide Krka
To Pomalidomide Krka ypnoonoteiton yio t Oepameio evilikov ac0evdv pe Evav Tomo KapKivov
OV OVOUALETOL KTTOAAATIAD LVEAD L.

To Pomalidomide Krka ypnowomoteiton gite pe:

- 0v0 drrha @appaxa wov ovopdaloviot «foptelopipmny (évag TOTOG PAPLAKOL
ynueodepameiog) kot «de&opuefalovny (Eva avTipAeypovmdOES PAPLOKO) GE GTOLO TTOV EXOVV
AdPet tovAdyiotov pio dAAN Bepameia, copmepriapfovopévng tng Aevaidopions.

- RE éva GAho @apprako mov ovopdaletar «de&ouefalovny 6€ ATOUN TOV OTOIMV TO LVEAMUN EXEL
emdevmbel, TapoTL Eyovv AdPel TovAdyioTov dVo dAleG Bepameies, cupmeptAapuBavorévmy TG
Aevaldopidng xa tng Poptelopipmng.
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T givan 10 TOALOTAO poéhopa

To moAlomAd puéhmpa etvor £vag TOTOC KapKivov Tov exNpedlel £vav GUYKEKPIUEVO TUTTO
AEVKOV apLoc@alpi®V (mov ovopdlovtol «KOTTapa TAAGHATOC»). AVTA TO KOTTOPO
OVOTTTUGGOVTOL OVEEEAEYKTO KOl GUCCWPEVOVTOL GTO HVEAD TOV 00TMV. AuTd 00NYEl o€
BAGPN TV 00TV Kol TOV VEQPOV.

Ievikd 0 moAlamAd puéhopa dev pmopel va Bepamevbel. Qotdco, 1) Bepaneio pmopel va
LELOOCEL T ONUEIN KO TOL COUTTMOLATO THS VOOOU 1] VOl T KAVEL va, eEapavioToly yia £val
xPoviKo ddotnua. Otav cuppaivel ovtd, ovopaletor «avtamdKpiony.

[ ®c dpa. 1o Pomalidomide Krka

To Pomalidomide Krka dpa pe pia oeipd omd dtapopetikode Tpodmovg:

- STAUATOVTOG TV AVATTLEN TOV KVTTAP®Y TOV HVEADLATOG

- EVEPYOTOLOVTOG TO 0IVOGOTOTIKO GUOTNUO MOTE Vo EMttedel oTol KapKIvikd KOTTOPO

- SLOKOTTOVTOG TOV CYNHOTIGUO TOV OHOPOP®V ayYel®mV TOL TPOPOS0TOVV TO, KAPKIVIKE
KOTTOPOL.

To 6pelog g ypnong tov Pomalidomide Krka pe Boptelopipmn kot deopebalovn

Orav to Pomalidomide Krka ypnowonoweiton pe tn foprefopipnn kon m deapebalovn oe

dropa Tov £xouvv APl ToLAGLoTOV Lo GAATN Bepameio, pmopel va GTAUATHOEL TNV

EMOEIVOOT TOL TOAAOTAOD LVEADULATOS:

- Katd péco 6po, n mopolidopion 6tav ypnoponomdnke pe ) foptelopipmn kot
oe&opefalovn otapdTnoe TNV EXAVELPAVIOT] TOV TOAAATAOD HVEADUOTOC Y10 EMG KO
11 pnveg og ohykpion pe 7 UNVES Yo EKEIVOVS TOVG aioBeveig o1 omoiot ypnoonoincay
uévo Boprtelopipmn kon de&opebalovn.

To dpehoc tnc ypronc tov Pomalidomide Krka pe 6g€auefaldvn

Ortav to Pomalidomide Krka ypnoiponoteiton pe t de€apebalovn oe dropa mov £xovv AdPet

TOVAdY1IoTOV dVO GAAEG Bepameiec, umopel vo GTOUATNOEL TV EMSEIVOON TOV TOALUTAOD

HVEADNOTOG:

- Kotd péco 6po, n mopodopion otav ypnoyoromdnke pe m deapedaldvn
OTOUATNOE TNV EMAVEUPAVIOT] TOL TOAAATAOD HVEADUATOG Y10 E®G KAl 4 UNVEG O
GUYKPIoT U 2 PUNVEG Yo EKEVOLG TOVG aieBeveic o1 omoiot ypnoomoincay pHovo
de&apebalovn.

2. T péner va yvopilete npwv napete To Pomalidomide Krka

Mnyv napete o Pomalidomide Krka:

- eav elote €ykvog 1 vopilete 6T pmopet va giote Eykvog N oxedialete va petvete £ykvog, S10TL TO
Pomalidomide Krka avapéveton va tpokaréosl PLAPN 610 ayévvnto mwondi. (O dvdpeg Kot
oL yuvaikec Tov AApPAavouy avTd To PAPLOKO TPENEL Vo StaPdcouvv Ty mapdypoeo, «Konon,
AVTICOAAN YN Kot ONAAGIOC — TANPOPOPIES YO YOVOIKES Kol AVOPED) TAPUKATM).

- eqv umopeite va petvete £yKvogc, ekTog av Aapfdvete OAQ Ta omapaitnTa HETPA Yo VoL
gumodioete o evogyopuevn komon (PA. «Komeon, avticOAnymn kot Onhacpog — tinpopopieg yo
yovaikeg kot avopec»). Eqv pmopeite va petvete £ykvog, o yatpdg oag Oa kataypdwet poali pe
KkG0e cuvtayn o1t Exovv Anedei To amapaitnta péTpa Kot Oo cag yopNyNoEL aVTAY TV
emPePaimon.

- o€ mepintoon aArepyiog otV TOLOASOUION 1| 6€ 0TO10dNTOTE GALO OTd TO. GLGTOTIKA KL TOV
TOL POPLRAKOL (avapépovTol otny Tapdypago 6). Eqv vopilete 6011 pmopei va éxete ahiepyia
070 QAapuako, (NToTe T GVUPOVAN TOL YIUTPOD GOC.

Eadv dev giote BEPatot eGv 0molodNTOTE O TIC TAPATAVED KOTOGTACELS IOYVEL VIO EG0C, amevbuvieite
GTOV YlTpd, TOV PUPLOKOTOLO 1) TOV VOGOKOUO cag mpwv tapete To Pomalidomide Krka.
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Ipogdomonioels kKot TPpoPuvAGEELS

AmevBuvleite oToV Y10TPO, TOV PUPLOKOTOL0 1] TOV VOGOKONO GogG Ttpty Tapete To Pomalidomide Krka

gqv:

- elyate Katd 1o Tapedfdv Bpoppoug oto aipa cag. Katd m dibpketa g Bepaneiog pe to
Pomalidomide Krka vréapyet avénpévog kivduvog va cog dnpiovpyndovv Opoppor aipatog otig
QAEPeg Kkt oTig aptnpiec oag. O yaTpdc cag Lmopel va oG cuoTNoEL Vo, AdPete mpdobeteg
Oepomeieg (.. Papepopivn) N va elattdoet T d6on Tov Pomalidomide Krka yio va peimbei n
mBavotra dnpovpyiog BpduPmv 610 aipo.

- glyote moTé gpQavicel oAlepyikn ovtidpaor 6mwg e&avnua, eayovpa, Tpnéipo, aictnua {aing
1 SLGKOMO GTNV OVOTTVOT KATA TN S1APKELD AMYNG OYETIKOV POPLAK®OV TOV ovopaloviot
«BoAdopidn» 1 «Aevaiidopiony.

- glyote Kopolokn TPooPorn, £xETE KAPSIOKT AVETAPKELX, EXETE SVOKOAID GTNV AVATVON 1| EGV
kanvilete, £xete VYNAN APTNPLOKT TESN 1] VYNAQ EMITESD YOANGTTEPOANG.

- &xete VYNAO GVVOMKO POPTIO OYKOV GE OO TO CALO, GCUUTEPIAOUBAVOUEVOD TOV LVEAOD TOV
00TV 60¢. Autd Ba Lmopovoe Vo 0dNYNGEL GE Lo KATAGTAGN OOV 01 GYKOl oS0 oVVTOL Kot
TPOKOAOVV acLVHON EMLTES YN LUKDOV OVGIDV GTO OiLLOL TOV HITOPOVV VOL 0O YCOVV GE VEPPIKN
avendpkelo. Mmopei exiong vo ELQAVIGETE aKAVOVIOTO KAPILOKO TOAUO. AVTH 1] KOTAGTOON
ovopdletal HVEpopo ADong OYKov.

- &xete N glyate vevpomdadeia (vevpikn PAAPT TOV TPOKOAEL LUPUNYKIOOUO T} TOVO OTO XEPLL T
oT0 TOJ0L GOG).

- &xete M elyate moté Aoipmén and nratitde B. H Ogponcio pe Pomalidomide Krka pmopei va
TPOKOAECEL TNV EMAVEVEPYOTOINGT TOV 10V NG Nratitido B oe asbeveic mov gépovv tov 10, Le
OATOTELEGHO TNV EMAVELPAVIOT) TG AoipmEne. O yuotpdg cog Ba mpémet va ehéyEet dv elyate
7oté Aolpwén and nratitida B.

- exdnimoete 1 £xete ekdNADGEL 6To TaPeABOV Evav GUVOLAGUS OO OTOONTTOTE ATTO TOL
akorlovbo coumtdpata: eEAvOnUa 610 TPOCOTO 1 EKTETANEVO £EAVOT LN, KOKKIVO dEPLLAL,
VYNAO TLPETH, YPITMON CUUTTONOTO, S10YKOUEVOVS AEUPaOEVES (evOei&elg Lo cofapnc
dEPLOTIKNG avTidopaomng mov ovopaletal Avtidpaor oe Gappako pe Hoswvopidio kot
Yvomuatikd Xvurtopate (DRESS) 1 ovvdpopo vrepevastneiog oe pappoko, To&um
Emdeppixn Nexporvon (TEN) 1 obvdpopo Stevens-Johnson (SJS). BA. eniong mapdypagpo 4
«ITBavég avemBOUNTEG EVEPYELESY).

Eivar onpovtico vo emonpoviel 6Tt ot acBeveic pe moAamdod poéhopa wov Aapfdvovy Oepameio pe
TOHOASOUIdN pmopel va avartHEOVY TPAGHETOVE TOTOVG KAPKIVOL, EMOUEVAS O Y1oTpdS GoG o Tpémet
va 0ELOAOYNGEL TPOGEKTIKG TO OPEAOC KOl TOV KiVOUVO OTOV GAG GLUVIOYOYPUPEITAL VTO TO PAPUAKO.

Evnuepdorte dueca tov yiorpd 1 Tov VOGOKOUO GOG, OTO0ONTOTE GTIYUN KATA T OAPKELL TG
Oepameiog N LETA amd oVTHV, €GV: ELPaviceTe BOAN OpaoT), AT®AEL Opacnc ) SITAN OPAGT, SLGKOALN
oTNV oM, advvapia oto xépla 1 ota Tod, aAdayn oTov TPpOTo Padiong 1 TpofAnaTe He TNV
100PPOTIO GOG, EMILOVO LOVILOGHE, HEIWUEVN aicOnon 1 atdAela aictnong, ammAgio LA UG M
ovyyvon. Ola avtd propel va amoTEAOVV CUUTTMOUOTO LL0G GOPapNS Kot SuvnTiKa Bovatneopag
TEOMONE TOV EYKEPALOV YVOOTH MG TPOioVoa TOAVESTIOKT AevKoeykepaiondOeio (TTTIA). Edv eiyate
TO. GUUATOWOTO QVTA TPV ad TN Oepoameia pe To Pomalidomide Krka, evnuepmote tov yiotpo 6og
GYETIKA LLE OTOLOONTOTE CALOYT] GTO GUUTTMOUOTO AVTA.

210 téA0G NG Bepameiog, Bo Tpémet va eMOTPEYETE OA T 0YPNCLOTOINTO KOWYEAKIO GTOV
(POPUAKOTOL0.

Kinon, avrieOAinyn ko Onriacpog — TAnpo@opies Yo yovaikes Kot avopeg

Ta mapaxdto Tpénet va akolovbodviat dmwe avapépetal oto [poypappa [TpdAnyng Kimong tov
Pomalidomide Krka. Ot yuvaikeg ko o1 dvdpec mov naipvovv to Pomalidomide Krka dev mpémet va
HEIVOUV EYKVEG KO OL AVOPEG EV TPEMEL VAL TEKVOTOGoVY. AVTO Y10Ti 1| TOUAAOOUION avapEVETAL VO,
BAdwer o ayévvnto popo. Eogic kot o(1) ovvipopog cag Oa mpémel va ypnoonolEite
OTOTELEGHATIKEG HEBOSOVE AVTIGOAANYNG EVOGM® TTOIPVETE QVTO TO PAPLLOKO.

Tuvaikeg
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Mnv népete to Pomalidomide Krka edv giote éykvog, vopilete 01 pmopei va giote £ykvoc q
oyediilete va peivete £€ykvog. AvTd yloti To EAPUAKO AVTO OVOPEVETOL VO BAAWEL TO ayEvvNTo HOPO.
[pw apyicete tn Bepaneio, Tpénel va Teite GTOV YIOTPO GOG EAV UTOPEITE VO LEIVETE £YKVOGC, AKOLLOL
Ko €dv vopilete 0Tt awtd givon amiBavo.

Edv pmopeite va petvete éykvog:

- TPETEL VOL YPNCLOTOLEITE AMOTEAEGUOTIKEG LEBOOOVG AVTIGOAANYNC Yot TOVAG)IGTOV 4
efdonddec mpwv v évapén g Bepoameiag, yio OAn T didpkelo Tov Taipvete T Oepameio Ko
Yo, TOLAGYIoTOV PEYPL 4 gfdopddes petd to téhog tng Bepameioc. AmevBuvleite otov YoTpd c0g
Yo TNV KOAVTEPT HEBOSO AVTIGLAANYNG Y10 EGOLG.

- KdOe PopA TOL 0 Y1ATPOS GaG YPAPEL e cuVTOYT], ALTOS o Tpémet va. Peforwbel OTL Katavoeite
TOL OTOPOLTITO PHETPOL TTOV TPETEL VO AOUPAVOVTAL Y10, TV OTOPVYT| EYKVLOGHVIG.

- 0 Y1Tpdc oag Ba Kavovicel vo KAVETE TEGT £YKVHOoUVNG TPty and T Bepameio, TOLAAYIGTOV
K0 4 gfdouadeg kaTd T ddpkela TG Oepameiog kot TovAdyiotov 4 €fSoUddes PLETA TO TEAOG
¢ Oepameiog.

Edv peivete éyxvog mopd o pétpo mpdAnymg:
- TPEMEL va oTOUATNOETE TN Depomeio apécmg Kot va eviIep®oETe amevBeiag Tov Y1aTpd cog.

Onloouog

Agv givarl yvoot6 €av to Pomalidomide Krka wepvd oto avBpdmvo pntpikod yoia. Evnpuepdote tov
ywTpd oag edv OnAdlete 1 oxomevete va Bnidcete. O yiatpog oag Oa o cupfoviedoet edv Ba
TPEMEL VO GTALOTIOETE 1) VO GLUVEYIGETE TOV OMAAGHO.

Avdpeg
To Pomalidomide Krka nepvd 6to avBpmmivo oréppa.

- Edv n oOvtpopog cog eival £ykvog 1 pmopet var petvel £yKvog, TpEMEL VoL (PN GILOTOLEITE
TPOPLAOKTIKG Y10 OAN TN S1dpKeLn OV TaipveTe T Bepameio Ko yio 7 nUEPEG HETA TO TEAOG TG
Oepaneiog.

- Edv n obvtpoedc cog peivel Eykvog evocm maipvete to Pomalidomide Krka, evnuepmote tov
ywrpd cag apéowc. H odvipopdc oag Ba mpénet emiong va evUEPDTEL TOV Y1ATPO TNG AUECWC.

Agv Ba pémel va dwpioete onéppa 1 oneppoatolwdpio katd T didpkela g Oepameiog kot yuo 7
NUEPES HETA TO TEAOG TG Bepameiag.

Awyodocio ko e€etdoeis aipatog

Agv Ba mpémel va dwpioete aipa Katd ) didpkelo e Oepomeiog Kot yio 7 nUEPEG LETA TO TEAOG TNG
Oepanciog.

Ipwv xan katd tn ddpkela e Oepaneiog pe 1o Pomalidomide Krka Oo kdvete ToaKTIKES OUATOAOYIKES
e€etdoelg. Avto Yol 10 PAPHOKO GOG UTOPEL Vo TPOKOAECEL TTAOGT) TOV aplOLOY TOV aposapinv
7ov Ponbovv oty KoTomoréunon Aopnnéemy (AevkokHTTapa) Kot TOL oplfpod TMV KUTTAP®Y TOV
BonBovv o1t dtokomn TG apoppayiog (AHOTETAAMA).

O ytpog cag Ba Tpémel va oag (ntnoet va kdvete eEETaoN aipaTog:

- pwv ) Bepameio

- K0 efdoudda Yo Tig TpdTEG 8 £BSoUAdES TG Oepameiog

- TOVAGYIoTOV KABE pver petd amd avtd To dtdotnpa, Yo 660 maipvete to Pomalidomide Krka.

Q¢ oamoTELECSUO OVTAV TOV EEETAGEWDV, O YIOTPOG GOG UTOPEL Vo TPOSAPUOGEL TN SOCT] TOL
Pomalidomide Krka 1 va otapamoet ) Oepaneia cag. O yiotpog pmopel enions vo mpocaplocet )
30601 1 VO OTOUATAGEL TO PAPUAKO AGY® TNG YEVIKNG KOTAGTOONG TNG VYEING GOC.

Mowowa kan £épnpor
To Pomalidomide Krka dgv cuviotdton yio yprion o€ modid kot veapd atopo nAkiog KOTm Tov
18 etmv.

62



Alha pappoxa kor Pomalidomide Krka

Evnuepmote tov y1otpd, T0V QOPROKOTO0 1| TOV VOGOKOWO 0aG E4V TaipveTE, £ETE TPOGPATA TAPEL 1|
pmopel vo Tapete GAAQ AppHoKa. Avtd opeidetatl 6to Yeyovog 6t to Pomalidomide Krka pmopel va
EMNPEGGEL TOV TPOTO OPACNG OPICUEVOV GAL®Y Papurdkwv. Etiong, opiopéva dAha pdppoka pmopodv
va ennpedoovy Tov Tpomo dpdong tov Pomalidomide Krka.

Ewdwcotepa, evnuep®dote TOV YoTpo, TOV QOPLOKOTOLO 1| TOV VOGOKOLO GG TTPLV TAPETE TO
Pomalidomide Krka edv naipvete omolodnmote omd to akdAovbo eappoKaL:

- OPICULEVO OVTILVKNTIOC KA OTTmG KEToKOValOAN

- opLopEVa. avTIBLOTIKG (Yo Topadetypa oumpoprobacivn, evo&acivn)

- GUYKEKPIHEVA AVTIKATAOAMTTIKG OTTg pAovPoSapivn.

0o ynomn Kol YE1PIoRos pNyoavLaTov

Opiopéva dropa aisBavovral komwon, (aAn, Mmobopia, cOyyvon 1 6TL £(0VV PELOEVT EYpriyopoT
otav maipvovv to Pomalidomide Krka. Edv avté copet oe ecdg, punv odnyeite 1 unv yepileote
gpyoreio ) unyaviuoTo.

To Pomalidomide Krka mepiéyel vatpilo kot ioopoititoin

To Pomalidomide Krka mepiéyet Aiyotepo amd 1 mmol vatpiov (23 mg) avd kowydkio, givatl ovutd mov
ovopdlovpe «ehevbepo vatpiovy.

To Pomalidomide Krka mepiéyet icopartitodn. Edv o yiatpog cag, oag evnuépwoe 0Tt Exete
dvcavelio o OpIoUEVH GAKYOPO, ETIKOIVOVIOTE LE TOV YIOTPO GG TTPLV TAPETE OLTO TO PAPLOKO.

3. og va tépete To Pomalidomide Krka

To Pomalidomide Krka npémnet va cag yopnyeiton omd yatpd pe epmelpior TNV aVIIUETMTIGT TOV
TOAAATAOD LVEADOTOG.

[Mavtote va maipveTe TO PAPHOKO OVTO OLGTNPE COLPOVA LE TIG 0dNYieg TOL YaTpoL cag. Edv xete
oUEIPOAIEG, pOTAOTE TOV Y1OTPO, TOV PAPLOKOTOLO 1] TOV VOGOKOUO GO,

I167e vo wdpete To Pomalidomide Krka pe aila ¢appoxa

To Pomalidomide Krka pe Boptelopiumn kon de&opefaldvn
- Avartpé&te ota @OAAL 001 YLV Ypriong TG Poptelopinmng kKo g de&apedalovng yo
TEPLOGOTEPES TANPOPOPIEG GYETIKA LE TN XPNOT KOl TIG EXOPAGELS TOVG.
- To Pomalidomide Krka, 1 Boptelopipmn kot 1 de&apebalovn Aappavovtal 6e «KOKAOVG
Oepameiagy. Kabe kokhog dwaprel 21 nuépeg (3 eBOopAdEC).
- Kowtd&te tov mapokdtom mivaka yio vo Seite Tt va Tapete Kabe nuépa Tov kukhov 3 efdopddwv:
- Ka0e nuépa, xortdEte Tov mivaka kot fpeite T 6ot NUEPA Y10 VoL SEITE TO0. PAPLLOKAL
Vo ThPETE.
- Kdamotec nuépec, Ba maipvere kot o 3 eappoKo, KAmoleg NUEPES LOVO T, 2 PAPLLOKO. 1] TO
1 pappoko kot KAmoleg NUEPES KAVEVOL.
POM: Pomalidomide Krka, BOP: Boptelopipmn, AEE: Aeapebaldvn

Kvkrog 1 é0¢ 8 KvkAiog 9 ko dve
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Ovopacio gappakov Ovopacio gappakov
Hpépa| POM BOP AEE Hpépa POM BOP AEX
1 v v v 1 v v v
2 v v 2 d v
3 V 3 v
4 v v v 4 v




5 N N 5 N

6 N 6 N

7 N 7 N

8 N N N 8 N N N
9 N \ 9 N \
10 N 10 N

11 N N N 11 N

12 N N 12 N

13 N 13 N

14 N 14 N

15 15

16 16

17 17

18 18

19 19

20 20

21 21

- Metd v olokAnpmon kabe kokhov 3 efdouddwy, Eekiviote Evay véo KOKAO.

To Pomalidomide Krka pévo pe de€opebalovn
- AvoatpéEte 610 OUAAO 0O YLDV Ypriong TG deapefalovng yio meprocdTepeg TANPOPOPieg
GYETIKA LLE TN XPNOT| KoL TG EMOPACELS TNG.
- To Pomalidomide Krka kot n de&apefaloévn Aapfdvovior og «icvrhovg Oepameiocy. Kabe
KOKAOG dlapkel 28 Nuépeg (4 efOOpAdES).
- Kowtd&re tov mopakdto mivoka yio va dgite TL va mhpete ke nuépa tov kukiov 4 fdopddwv:
- KdaBe nuépa, xortdEre Tov mivaxa kot fpeite T oot NUEPA Yo vaL OEITE TOL0L PAPLLOKOL
Vo ThPETE.
- Kdamoeg nuépeg, Oa maipvete kot ta Vo @appaxa, kdmoleg nuépeg povo 1o 1 pappoxo
KOl KOTTOLEG NUEPES KOVEVAL.

POM: Pomalidomide Krka, AEE: Ag&apefalovn

Ovopoaoia
POPRAKOV
Hpépo | POM | AEE
1 \ \
2 \
3 \
4 \
5 \
6 \
7 \
8 \ \
9 \
10 \
11 \
12 \
13 \
14 \
15 \ \
16 \
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17
18
19
20
21
22 \
23
24
25
26
27
28

2|2 (=2 (2 (=2

- Metd v ook pwon kdOe KOikAov 4 gfdopddwv, Eekiviiote évay vEo KUKAO.
I[léoo Pomalidomide Krka vo mapete pe dhha @appoxa

To Pomalidomide Krka pe Boptefopipmn xon de&apebaldvn

- H ocvviotodpevn 66om évapéng tov Pomalidomide Krka givor 4 mg v nuépa.

- H ocvvictopevn 66om Evapéng g PBoptelopipmng 6o vroroyiotel and Tov yotpd cog Kot o
Booiletot 6To Vyog kat o Papoc cag (1,3 mg/m? empavelac GOUOTOC).

- H ocvvictopevn 66om Evapéng g de€apedalovng ivarl 20 mg v nuépa. Qotdco, edv elote
nAkiog avm tov 75 £Tdv, 11 cuvieTOUeVN 606N évapéng eivan 10 mg v nuépa.

To Pomalidomide Krka pévo pe de€opebalovn

- H ocvvictodpevn 66om tov Pomalidomide Krka givar 4 mg v npépa.

- H ocvvictodpevn 66om évapéng g de€apedalovng ivar 40 mg v nuépa. Qotdco, edv elote
NAkiag aGve Tov 75 €@V, 1 GLVIGTOUEVT 060M Evapéng etvor 20 mg v NUépa.

O ywtpog cog pmopei va ypelactel vo petmaoet tn 66om tov Pomalidomide Krka, g foptelopipmng 1
¢ de&apefaldvng N va oTapaTAGEL £Val 1] TEPIOGATEPA AO QLT Ta PApLaKa [LE Bdom Ta
OTTOTELEGLLOTOL TV OLUATOAOYIK®V GOG EEETAGEWMV, T YEVIKT GOC KOTAGTAGN, GAAN GAPLLOKA TOV
pmopel va taipvete (m.y. oumpopro&acivn, evoEacivn kol plovPoéapivn) kabmg emiong Kot Gv
eppavioete avembounteg evépyetec (10waitepa eEvOnua ) Tpnépo) and ™ Bepameio.

Edv mdoyete amd nrotikd 1 veppikd TpofAnuata, o yiutpdc oag 0o eAEYEL TOAD TPOCEKTIKA TNV
KaTAoTAoN 00G EVOGM AQUPAVETE AVTO TO PAPLLOKO.

g vo tapete To Pomalidomide Krka

- Mnv ondlete, avoiyete 1§ pacdte to koyakio. Eqv n oxdévn amd Eva omacpuévo koydkio £pbst
o€ EMOPN LE TO SEPLUA, TAVVETE TO SEPLOL AUECHOS KO OYOAIGTIKG LLE GOTOVVL KOt VEPO.

- Ot emayyehuatieg vyeiag, ot POVTIGTEG Ko Ta. LEAT TG O1KOYEVELNG Dol TPETEL VAL POPOVV
yavTio piog ypioewc otav yewpiloviot v KoyEAN 1 TO KayaKlo. XTn cuvéyela Ta yévtia Oa
TPETEL VO OPOIPOVVTOL TPOGEKTIKA £TCL MGTE VO, ATOPEVYETOL TVYOV EKOEGT TOL dEPLATOG, VOl
tonofeTovvToL 68 GEPAYILOIEVO TAAGTIKO GAKO 0O TOAVABVAEVIO KOl VAL 0ToppinTovTot
GOLPOVA LE TIG KOTA TOTOVS IOYVOVGEG OYETIKEG OATAEEIC. XN cuvEYELo Ta XEpla Ba Tpémet va.
TAEVOVTOL GYOMUOTIKG [LE GOmOVVL Kat vEPO. Ot yuvaikeg mov eivor £ykveg 1 mBavoroyohv 6tL
pmopel va etvan £ykveg dev mpémet va xepilovral Ty KuyéAn 1 10 Koy aKio.

- No Kotomivete To KooKt OAOKANPa, KOt TpoTiunon pe vepo.

- Ta kaydaxkio propodv va Aappdvovton gite e gite yopig Tpoen.

- Noa maipvete To Koydkid cog nepimov v 1010 dpa kaOe nuépa.

ANyn avTov TOL PUPPAKOD
Mnyv npootafnoete vo omp®OEETE TO KOWAKIO HECH O TNV KUWEAT.
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Mo va apopéoete 10 KOWAKLO Ao TV KOYEAN:

1. Kpatiote T cvokevooio KOWEANG amd TG AKPEG Kot oYioTe Amold KaTd HKOG TV
SuTpntv onpeiov yo va dtaympicete pio povado KowEANG amd TIg VITOAOUTES.

2. Tpapn&re v dicpn Tov PUALOL TPOGS TO TAVEO KO APOIPESTE TO PUAAO TEAEIWG,.

3. Axovunnote T0 KOYAKLO TAVEO GTO XEPL GOG.

4. Kotameite to xaydikio oAdKANpo, KoTd TPOTiUNon He vepo.

O ywtpdg 6og Bo cog cupPovAedoetl GYETIKA LLe TO TAC Kot To mOTE Vo, mhpete To Pomalidomide Krka
edv €yete veppikd TpoPAnpato Kot vtoPailecte og Bepameia apokabopong.

Awdpkero g Ogpaneiog pe To Pomalidomide Krka
Ba mpémel va ouveyioete Tovg KOKAOLG Bepameiag £0¢ 6TOV 0 YOTPOS GOG GG TEL VO GTALOTIGETE.

Eav napete peyorvtepn 66on Pomalidomide Krka amé tv kavoviki
Edv mépete peyorvtepn 66om Pomalidomide Krka amd tnv kavovikn, angvbuvbeite o€ yiotpod 1
nnyaivete opéomc oto voosokopeio. [Tapte ™ cvokevacio tov pappdrkov puali cog.

Eav Eeydoete va napete To Pomalidomide Krka

Edv Eexdoete va mapete to Pomalidomide Krka pio nuépa evod Oa Enpene, mpte 10 endpevo KoWaKio
®¢ cuvnbmg TV emdpevn nuépa. Mnv awénoete tov aplipd TmV KoWoKimv Tov TOIPVETE Y10 Vo,
avaminponcete to Pomalidomide Krka mov dev mpate v mponyoduevn nuépa.

Edv éyete mepioocdtepeg EpOTNOELS GYETIKA LIE T YPNON CLTOV TOL POUPUAKOV, POTHGTE TOV YIATPO N
TOV POPLOKOTOLO GOG.

4. IMBavég avemOOuNTES EVépPYELEg

Onwg 6la ta eappoka, £TCL KoL 0VTO TO PAPUAKO PTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
ka1 0ev mapovstalovtal 6 GAOVG TOVG AvOPOTOVG.

Yopapéc avemOOunTEg EvépyELEg

Yrapotiote vo taipvete 1o Pomalidomide Krka kou ogite apéowg évav yiatpod, edv
TOPUTIPNGETE OTOLAONTOTE U6 TIC TUPUKATO GOPupés avemOOUNTES EVEPYELES — UTOPEL VO
yperdleote eneiyovoa wotpik Oepoameia:

- [Mopetd, piyn, TOVO 610 AdLd, Py, TANYEC GTO GTOO 1] OTOLECINTOTE AAAEC EVOEiEELg
Aolpwéne (AMOy® ToV HEIOHUEVOL aplBoD AEVKAOV LOGOOLPI®YV, TO OTO10L KATOTOAELOVV TN
Aolpwén).

- Ayoppayio 1| peAdviacpo yopic vo vdpyel oitic, GOUTEPIAAUPOVOLEVOV TNG PLVOpPaYioG Kot
g apoppayiog arnd 1o £viepo N 10 oTopdyl (AOY® TV EMSPACE®V GTO KOTTAPO TOV ALLOTOG
7OV OVOUALOVTOL KOUHOTETAALL).

- I'piyopn avamvor|, ypNyopo ToAUS, TUPETO Kot piyn, TOAD Aiyn 1 kaBOAov 0VpNGN, VOUTIO Kot
£lLETO, GVYYVOT, AT®AELD cVVEIdNONG (AOY® Aoipuméng Tov aipatoc mTov ovoudletal onyaipio M
onmTiK KatomAn&ia).
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- YoBapn, enipovn N aoppayikn déppota (TOBovVMG Pe CTOUOYIKO TOVO 1) TVPETO) TOV
npokaAgitor omd Paxtnpra wov ovopdlovron Clostridium difficile.

- [T6vo oto otifoc 1| TOVO oTa TOd10 Kot TPNELO, 1010iTEPO GTO KAT® TUNHO QVTMV 1) TIG YOUTESG
(mov mpokarovvtal and Bpdupoug Tov aipnaTog).

- Avcrvolo (amd cofapn Aoipmén Tov Bdpaka, EAEYLOVI TOL TVEVLOVE, KOPIIHKT OVETAPKELL 1)
Opoppo Tov aipaTog).

- [IprH&Yo Tov TPOSHOTOL, TV YEIMDV, TNG YADCOCOS KOl TOV AQL0D, TO 07010 umopel vo
TPOKOAESEL SUGKOAIN TNV avamvon (Ady® cofapmdv TOT®MV CAAEPYIKNG AVTIOPOGCTG TTOV
ovopalovtal oyyEL00idN o KOl AVAQUAOKTIKY avTidpao).

- Op1op€Vong TOTOVG KOPKIVOL TOV SEPLATOC (KopKivopo amd TAAK®MOES ETONA0 KoL
BoactkokuTTaptkod KapKivola), ol 0Toiol HITopPovV VoL TPOKAAEGOVV ALAYES TNV EUPAVIOT TOVL
dépPaTog oag N e€oykmpota 6To dépua 6ag. Eqv mapatmproete onotadnmote aliayn oto 6Epua
oag evo maipvete 1o Pomalidomide Krka, evnuepdote tov y1atpd cog to cuvtopdtepo duvato.

- Emavepgdvion Aoipwéng ond nroatitida B, n onoia puropei va mpokoarécel Kitpiviopa tov
SEPHOTOG KOL TOV UATIDV, KOPE GKOVPOYPMLLO 0VPa, KOTMOKSO TOVO 011 de&1d TAgLpd, TUPETO
xat aicOnpa vavtiog 1 adbesio. Evnpepdote tov y1a0tpd cog apécms eV TapatnproeTe
KOO0 0O OUTA TO GUUTTOUOTOL.

- Extetapévo eEavOnua, vynin Beppokpacio coUATOS, S10YKOUEVOUG AEUPAIEVES KoL
GUUUETOYT GAL®V opydvav Tov copatog (Avtidpacn oe Papuaxo pe Hoowvoeihio kot
ZVOTNUATIKA Zuumtopota, 1 onoia givan eniong yvoot) og DRESS 1 cbvopopo
vrepevactneiag oe appoko, To&ikn Emdeppikn Nekpodivon 1 ohvopopo Stevens-Johnson).
ZTOUOTAOTE VO, YPTOYLOTOLEITE TNV TOUOALOOUION EAV EKONADCETE OWTH TO GUUTTAOLATO KO
EMKOWVOVNOTE e TOV YTpd oag 1 avalnmore wtpikn fondeta apéoms. BA. emiong
TapaypaQo 2.

Yropatiote va woaipvete To Pomalidomide Krka kot dgite apéomg évav yratpd eav mopatnpnoete
0mo10dNTOTE Ao TIG GOPOPES AVETIBVUNTEG EVEPYELEC TOV OVAPEPOVTAL TAPATAV® — UITOPEL VoL
ypewleote enciyovoa wTpikn Bepameia.

Alrec avemBOuNTES EVEPYELEG

IMoAv ovyvég (umopel va emnpedoovy meptocdtepa amd 1 ota 10 dropa):

- Aoydviaopa (dvomvoln).

- AopdEeIC TV Tvevudvmv (Tvevpovia Kot Bpoyyitida).

- AOUDEEIS TNG LOTNG, TOV PIVIKAOV KOATMOV KOl TOV AOLLOD, TOV TPOKAAOVVTOL atd BakTipio n
1006,

- I'pumdon copmtdpata (ypinn).

- Xopnidg apfpdc epudpdv apospopiov, Tov Uropel vo TPOKAAEGEL OVOLUIN 00N YDVTOS G
KOO Kol advvaLpia.

- XopnAd enimedo KoAlov 610 aipa (VToKaAaLic:), Tov UToPoHV v TPOKOAECOVY advvaia,
LVIKES KPAUTES, LVTKOVG TOVOLS, AicONIO TOAU®DY, LOPUAYKIOGHO. 1] LOVSIOcHa, SOGTVOLA,
aAlayég otn d1dbeon.

- Yy eninedo cokyapov 6To aipa.

- I'pyopoc kot aKavOVIGTOG KapdIoKOG TOAUOG (KOATIKT] LOPHOPVYT).

- Andren 0peEng.

- Avckoimdmra, diéppota 1 vavTia.

- Adwbeoia (épeTog).

- Kot\axog movoc.

- "EXhenym evépyerog.

- Avokoiia vo, koyunOeite 1 va Tapopeivete KOYWGUEVOL.

- Z6An, TPEROLAO.

- Mvikoi oracpol, poikr advvatio.

- [Tovog 6t0 067Td, TOVOG GTIV TAGTY.

- Movdwopa, aicOnpo puppnyKIaoHOTOS 1 KADGOL GTO dEPLLA, TOVOL 0T, XEPLL 1) OTa TOSL
(meprpepikn aoONTIKY vevpoTadEeL).

- IIprH&yo tov 6MOUTOS, CLUTEPIAAUPAVOLEVOL TOL TPNEIROTOS TOV XEPLBY 1| TOV TOSUDV.

- E&avOnpata.
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Aolpm&n Tov 0VPOTOMNTIKOY GLGTILOTOS, TTOV UTOPEL VO TPOKAAEGEL GO L0 KOVGOL KaTd TNV
00pNoM N TO LYV AVAYKT] YioL OVPNOT).

Yoyvég (umopel va emnpedoovv €oc kKot 1 ota 10 dtopa):

[Ttdon

Ayloppayia €vTog Tov Kpaviov.

Melopévn wavotnta kiviong 1 aicbnong otic TaAduee, ot XEPLo, oTa TEALNTO Kol GTO TOSL0L
AOY® veupikng BAAPNS (Teproepikn ausONTIKOKIVITIKY VEVPOTADELX).

Movdwooua, eayodpa Kot aicOnpo TeUTNUATOV ooV omd Kapeitoes Kot BEAGVEG 6TO dEPLLN GOG
(ToporcOnoia).

AloOnpa mep1oTpoPng 6To KEPAA 6aG Tov Kabiotd d0oKolo To va onkmbeite kKot va kivnOeite
(PVGLOAOYIKCL.

[IprH&yo mov wpokoeitor amd vypo.

E&GvOnpa (kvidmon).

dayovpa oto dépa.

"Epnng Cootpoc.

Kopdiakn pocforn (mdvog oto 6thog Tov eEamimveTal oTa XEPLa, GTOV QLYEVA, 0T YVabo,
pe aictnon wWpota kot dvorvolas, aichnua vovtiog 1 HLETO).

[Tovoc 610 othbog, Aoinwén tov BdpaKo.

AvEnuévn aptnploxn mieon.

Meiwon otov aplfud Tov puOpoKVTTAPOV KoL AEVKOKVTTAP®OV TOV GU[LOTOG KOl TMV
OHLOTTETOAM MV TAVTOYPOVO (TOVKVTTOPOTTEVIR) OV B GOg dNUIOVPYAGEL AVENEVT TAON Yol
apoppayia Ko peddviaouo. Mropel va arcBavleite Kdmmon Kot advvoptio, Kot SuokoAio TNV
avamvon Ko ewiong umopel va, £xete ovénuévn mhavoTNTO Vo ELPAVIGETE AOUMEELG.
Melopévog aptfpog AepeokLTTépwV (€vag TOTOG AEVKOKLTTAP®Y TOL GILOTOG) TOL GLYVAL
npokoreitor and Aoipwén (Aeppomnevia).

XopnAd erimedo poyvnoiov oto aipo (LTopayvNnolonpio) Tov Uropel vo TPoKaAEGEL KOTMON,
YEVIKELUEVT] 0dVUVaLLieL, PVTKEG KPAUTES, EVEPENTTOTNTO KO LITOPEL VO 00N YHGEL GE YaUNAQ
enineda acPectiov oto aipo (vracPeotionpio), TPAYHO TOL PTOPEL VAL TPOKOAEGEL LOVIIAGLLOL
Ko, 1 LOPUAYKIOOHO GTO XEPLOL, OTO TOd 1} oTaL XEIAN, HViKEG Kpdpumes, poikn advvapia, Téon
MmoBupiag, cOyyvon.

XopnAd eninedo ¢oo@opov 610 aipa (VTOPOCPEATOLLIN) TOV UTOPEL VO TPOKAAEGEL LUVTKN
advvopio Kot evePERGTOTNTA 1) GVYYVOT).

Yynio eninedo acPeotiov 6to aipa (vrepacPestionptior) Tov pnopel va TPOKOAECEL TO apyd
OVTOVOKAOGTIKG KO 0SVVOUI0 TOV CKEAETIKOV LVMV.

Yynid enineda kaAiov 61O aiplo TOL PTOPEL Vo TPOKUAEGOVV OVAUOAO Kapdlakd puoud.
XopnAd enimedo vaTpiov 610 aiplo Tov UIopel Vo TPOKAAEGOVV KOTMOT Kol GUYYLOT, LUTKES
OLOTAGELC, KPIoELS (EMANTTIKES KPIGELS) 1| KMLLOL.

Yynid enineda ovpucod 0&€0g 610 aipa Tov Propel va TPokaAEGOLV i Lopen apBpitidog Tov
ovoudletal ovpikn apBpitida.

XopnAn aptnplokn tieorn mov propet va mpokaiécel {dan | Amobupia.

[Tévog ot0 oToua 1 ENPO oTOUA.

Alayéc otnv aicBnon g yevong.

IIpnopévn Kotkié.

AicOnua ovyyvong.

[Teopévn d160eom (katabiurtiky Siabeon).

Andrela cuveidnong, Amobupio.

OOA®LA TOV HOTIOV 60G (KOTOPPAKTNG).

BAdafn otovg veppoic.

Avikavotto ovpnong.

Mn @uG1oA0YIKES NTTATIKEG SOKILAGTEC.

[T6vog oty TodEO.

AndAeD COUOTIKOV Bapovg.

Oy ovyvég (umopet va emnpedoovy €wg kot 1 ota 100 droua):

Ayyelakd eYKEQUALKO ETELGOD1O.
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- dAreypovi Tov Mratog (NTOTITION) TOV PTOPEL VoL TPOKOAESEL POyOVPO. GTO dEPUA, KITPIVIGHD
TOL JEPLOTOG KAl TOL AEVKOD TUAHATOS TOV HATIOV (IKTEPOG), AVOLYTOXPOILL KOTPOVA,
GKOVPOYPOLA 0VPO KoL TOVO GTNV KOALAL.

- H amoddpnon tov kapKivik®@v KuTtdpov el ©G amoTtéAesLo TNV anedevfépwon To&ikdv
EVOCEMV GTNV KUKAOQOPIo TOV aiplotog (GOVEpopo ADomg 0YKov). AVTO PTOpPEL Vo 001YNOEL GE
VEQPIKA TpoANLaTaL.

- Yrolertovpyia Tov BuPEOEIBOVG AOEVH TTOV UTOPEL VO TPOKAAEGEL GLUTTOUATA OTMG KOVPUGT,
MBapyo, poikn advvapia, apyd Kopdiokd puiuod, adENcn Tov COUATIKOL Bdpovg.

Mn yvootiig ovyvotnTag (1 cuyxvotnTo dev Umopel va extiunOei pe Baon ta dabécia dedopéva):
- ATOppIyY”n HOGYEVLOTOS GLUTTOYOVS OPYEVOL (OGS KapdLAG 1 NTATOG).

Avo@opd avemBOuNTOV EVEPYELOV

Edv mapatnpnoete kamotlo avemiBount evEpyEL, EVILEPMGTE TOV YLOTPO 1) TOV POPLOKOTOLO Ty
TOV/TNV VOGOKOWO G0G. AVTO 1GYVEL KOt Yo KABe mhovi avemBOuntn evépyela Tov dev avopEPETaL
070 TOPOV PUALO 00N YLV ¥p1iong. Mropeite emiong va avapépete ovemBounteg evépyeteg amevbeiog,
LEG® TOV EOBVIKOV GLGTNILOTOG AVOPOPAS TTOV ovaypdpetal 6to [apdpmmpa V. Mécm tng avoapopdic
avemBounToVv gvepyelmv pnopeite va fondnoete 6T cLALOYN TEPIGCOTEPOV TANPOPOPLOY GYETIKA
LE TNV AGPAAELD TOV TOPOVTOG POPLAKOV.

5. [og vo puidooete To Pomalidomide Krka
To @approKO aVTO TPENEL VAL PLAACCETAL GE PEPT TTOL eV TO PAETOLY KoL OV TO POAVOLY TaL TAd1G.

Noa pn gp1neYOTOLEITE AVTO TO PAPHOAKO UETE TV NUEPOUN VL ANENC TOV OVAPEPETAL OTI GLOKEVAGIN
petd v évoelgn «kEXP». H nuepounvia AMEng eivon 1 tedevtoio nUépa ToOv UNvaL oV avopEPETL
exet.

To pdppako avtod dev amortel Wiaitepeg cuvOnreg Beppoxpaciog yio v VALY Tov. PVALGGETE
GTNV 0PYLKN] GLGKELOGIA Y10 VO TPOGTATEVETAL OTO TNV VYPAGIaL.

Mnyv metdte PApUOKO 6TO VEPO TNG OMOYETEVONG 1 6TO OKloKG omoppipparta. Kabe aypnoonointo
QAPLOKO B0 TPETEL VO EMOTPEPETOL GTOV POPLOKOTOLO GOG 0TO TEAOG TG Oepameiag. Avtd ta pétpa
Bo Bonbncovv otV TPOGTUGiC TOV TEPIBAAAOVTOC.

6. Iepreydpeva TS GVOKEVOOLOG KOl AOWTES TANPOPOPIEg

Tvwepréyer to Pomalidomide Krka

- H dpaotikn ovsia givor n mopaAidopion.

- To GAA0 GLOTATIKA TOV TEPLEYOUEVOD TOV KOyaKimV elvat 1GoLaATITOAN, KpoomoPiddvn (Throv
A), V3POELTPOTVAOKVTTOPIVI YUUNANG VTOKATAGTACNG KOl VATPLO GTEATVAOPOVLOPIKO.

Pomalidomide Krka 1 mg oxinpad koydxio.:

- Kd&Be oxdnpod kaydkio mepiéyel 1 mg wopoldopidng.

- Ta 6AAe GLOTATIKE TOV KEADPOVS TOV KayaKimv eival: {ehativn, Titaviov dto&eiowo (E171),
o1dnpov o&eidio kitpwvo (E172), wwowokappivio (E132) kot pekdvi ektommong (KOppea AAKKag,
o1dnpov o&eidro pérav (E172), xaiiov vdpoteidro).

Pomalidomide Krka 2 mg oxAnpd koyadxio:

- Kdabe oxdnpo koydkio mepiéyetl 2 mg mopoldopiong.

- To GAA0 GLOTATIKA TOV KEADPOVG TV Kayokiov ivar: {elativr, Titaviov dro&eido (E171),
o101 pov 0&egidio kitpwvo (E172), sidnpov o&eidio epubpd (E172), wdwokappivio (E132) ko
peAdvt extimmong (kdppea Aakkag, Titaviov o1o0&eidto (E171), kokiov vépo&eidio).
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Pomalidomide Krka 3 mg oxlnpd xawdxio.:

- KdBe orxinpo koydikio tepiéyel 3 mg TopoAdopuiong.

- To GAA0 GLOTATIKA TOV KEADPOVS TV Kayokiov gival: {elativn, Titaviov dto&eidro (E171),
ownpov o&eidro kitpwvo (E172), wowoxappivio (E132) kon perdvi ektinwong (KOUUED AAKKOC,
Titaviov 010&gidio (E171), kadiov vdpo&eidio).

Pomalidomide Krka 4 mg oxinpa koyoxio.:

- Kd&Be oxdnpod kaydkio mepiéyel 4 mg mopodopiong.

- Ta GAAe GLOTATIKE TOV KEADPOVG TOV KawaKimv gival: {ehotivn, Titaviov dto&eidwo (E171),
wowokapuivio (E132) ko pehdvi ektommong (koppeo Adxkag, titaviov dto&eidio (E171),
KaAlov VOPOEEidLO).

BA. mapdypago 2 «To Pomalidomide Krka mepiéyet vaTpilo Kot 1GOUAATITOAN.

Epg@évion tov Pomalidomide Krka kol aegpigyépeva tg svokevaciog

Pomalidomide Krka 1 mg okinpd kowdkio (konydicia):

Zinpa kaydxa Cehativng, peyéboug 2. Mrkog kayaxiov: 17,3£0,5 mm. To cdpa tov Koyakiov
etvan avoryto kitpivo €mg Kaotavokitpvo pe v évoeldn 1 og pavpo ypaopa. To kamdikt Tov Koyakiov
etvan umAe. To mepieydpevo Tov Koyakiov givatl avolytn kitpivn £0¢ Kitpvn okovn.

Pomalidomide Krka 2 mg oxkAnpd kowaxio (koydkio):

Zinpd kayaxkio Lehotivng, peyébovg 2. Mnkog kayakiov: 17,3+0,5 mm. To cdpo Tov Koyakiov
etvon ToptokaAl £w¢ KAGTAVOTOPTOKAAL e TNV €vdEIEn 2 6€ Aevko ypdpa. To Kamdkt Tov kayakiov
etvan pmAe. To mepieydpevo Tov Koyakiov givat avorytn kitpivn £og Kitpvn okovn.

Pomalidomide Krka 3 mg cxAnpd Konydxio (Koyakia):

Zinpd kayaxkio Lehativng, peyéBoug 2. Mnkog kayakiov: 17,3+0,5 mm. To codpa Tov Koyakiov
eivan yoralompaovo pe tnv £voelén 3 o Aevko ypopa. To kamdkt Tov koyakiov sivor prie. To
meplEXOUEVO TOL Kayakiov elvat avorymn kitpivn €mg kitpvn okdv.

Pomalidomide Krka 4 mg oxinpd xowdkio (kKonydiia):

Zidnpd koyaxkio Lehativng, peyéBoug 2. Mnkog kayakiov: 17,3+0,5 mm. To codpa Tov Koyakiov
etvar avorytod pumhe pe v €voeltn 4 o€ Asvko ypopa. To Kamdkt Tov koyakiov ivor paie. To
TEPLEYOLEVO TOV KAWOKIOV givar ovoryt| Kitpvn mg Kitpvn okdvn.

To Pomalidomide Krka dwotiBeton o kovtid wov mepiéyovv 14 x 11 21 x 1 okAnpd Koydxio o€
OTOCTIMEVES, SLATPNTEG KOUWELEG LOVAS®V dOONG, AcPareiog yio mondid (MUEPOAOYINKT) GUOKELOGIL).

Mmnopei va pnv KokAo@opovv OAEG 01 GUOKEVAGIEC.

Karoyog Aderog Kvkrhogopiag
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, XAoBevia

Mopaockevaostig
KRKA — FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, Kpoatio
TAD Pharma GmbH, Heinz-Lohmann-Straf3e 5, 27472 Cuxhaven, ['eppavia

Mo omoladnmote TANPOPOPIiN TYETIKA LLE TO TAPOV POPLOKEVTIKO TPOIOV, TAPUKOAEIOTE VO
amgvbuvleite otov Tomkd avtimpoécsmmo tov Katodyov tng Adsiag Kvkhopopiag:

Belgié/Belgique/Belgien Lietuva

KRKA Belgium, SA. UAB KRKA Lietuva
Tél/Tel: + 32 (0) 487 50 73 62 Tel: +370 5236 27 40
Bbbarapus Luxembourg/Luxemburg
KPKA Bbwarapus EOOJ KRKA Belgium, SA.
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Ten.: + 359 (02) 962 34 50

Ceska republika
KRKA CR, s.r.o.
Tel: +420 (0) 221 115 150

Danmark
KRKA Sverige AB
TIf.: + 46 (0)8 643 67 66 (SE)

Deutschland
TAD Pharma GmbH
Tel: +49 (0) 4721 606-0

Eesti
KRKA, d.d., Novo mesto Eesti filiaal
Tel: +372 (0) 6 671 658

Elrada
BIANEZ= AE.
TnA: +30 210 8009111

Espaia
KRKA Farmacéutica, S.L.
Tel: +34 911 61 03 80

France
KRKA France Eurl
Tél: + 33 (0)1 57 40 82 25

Hrvatska
KRKA - FARMA d.o.o.
Tel: +385 16312 101

Ireland
KRKA Pharma Dublin, Ltd.
Tel: +353 1413 3710

Island
LYFIS ehf.
Simi: + 354 534 3500

Italia
KRKA Farmaceutici Milano S.r.1.
Tel: +39 02 3300 8841

Kvmpog
KI.PA. (PHARMACAL) LIMITED
Tnhk: + 357 24 651 882

Latvija
KRKA Latvija SIA
Tel: +371 6 733 86 10

Tél/Tel: + 32 (0) 487 50 73 62 (BE)

Magyarorszag
KRKA Magyarorszadg Kereskedelmi Kft.
Tel.: +36 (1) 355 8490

Malta
E. J. Busuttil Ltd.
Tel: +356 21 445 885

Nederland
KRKA Belgium, SA.
Tel: + 32 (0) 487 50 73 62 (BE)

Norge
KRKA Sverige AB
TIf: + 46 (0)8 643 67 66 (SE)

Osterreich
KRKA Pharma GmbH, Wien
Tel: +43 (0)1 66 24 300

Polska
KRKA-POLSKA Sp. z 0.0.
Tel.: +48 (0)22 573 7500

Portugal
KRKA Farmacéutica, Sociedade Unipessoal Lda.
Tel: + 351 (0)21 46 43 650

Romania
KRKA Romania S.R.L., Bucharest
Tel: +4 021 310 66 05

Slovenija
KRKA, d.d., Novo mesto
Tel: +386 (0) 1 47 51 100

Slovenska republika
KRKA Slovensko, s.r.o.
Tel: +421 (0) 2 571 04 501

Suomi/Finland
KRKA Finland Oy
Puh/Tel: + 358 20 754 5330

Sverige
KRKA Sverige AB
Tel: + 46 (0)8 643 67 66 (SE)

To Tapév pvAro 0dNYLAOV Yp1)oNg avaBewpOnKe Yo TELEVTAIO POPA TOV



Aldeg TNYES TANPOPOPLOV

AEMTOUEPEIG TANPOPOPIES Y10 TO PAPLOKO aVTO gival dabéoieg 6To dikTvokd TOTo Tov Evpwmnaikon
Opyovicpov @appakov: https://www.ema.europa.eu.
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