IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX
Pomalidomide Viatris 1 mg oxAnpd koyakio
Pomalidomide Viatris 2 mg oxAnpd koyakio
Pomalidomide Viatris 3 mg oxAnpd koyaxio
Pomalidomide Viatris 4 mg cxAnpd koyaxio

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Pomalidomide Viatris 1 mg oxAnpd xonydxia

Kabe orchnpd kaydkio mepiéyel 1 mg mopoidopionge.

Pomalidomide Viatris 2 mg ckAnpd kowdxio

Kdabe orxinpd koydkio mepiéyetl 2 mg mopoiidouiong.

Pomalidomide Viatris 3 mg ckAnpd kawdxio

Kdabe orxinpd koydkio mepiéyet 3 mg mopoiidouiong.

Pomalidomide Viatris 4 mg oxAnpd xonydxia

Kdabe orchnpd koydkio mepiéyet 4 mg mopodopiong.

INo tov T pn katdAoyo Tov exdoywv, BA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
ZKANPO Kayakio (kKonydkio)

Pomalidomide Viatris 1 mg oxAnpd xonydxia

Mmnke adlopavEg KAALUUA Kot ovolyTO KITPvo adlopaveg ompa, pe Ty emonuaven «VIATRIS»
enovo omd «PM1» og pabpo perdvi. To oxkAnpd kaydkio {ehativng éxel unkog mepirov 15,9 mm.

Pomalidomide Viatris 2 mg ckAnpd kawdxio

Mg adtopovEG KAV UO Kot ovoLyTtd TOPTOKOAL adlapaveg oo, pe v emionuovon «VIATRIS»
enavo omd «PM2» og pavpo perdvi. To okAnpd kaydkio Lehativng €xel unkog tepirov 15,9 mm.

Pomalidomide Viatris 3 mg cxAnpd xonydxia

Mre adlo@avEg KAAD UL Kot ovolyTo TPACIVO adlapaveg ompa, ue v emonpavon «VIATRIS»
endvo and «PM3» oe povpo perdvi. To okAnpd kayakio {elativng éxel pinKog mepimov 18 mm.

Pomalidomide Viatris 4 mg cxAnpd ko dia

Mrde adlo@avig KAALUUE Kot ovolytd Umde adtopavég coua, pe Ty emtonuavon « VIATRISY endveo
amo «PM4» ce pavpo perdvi. To okAnpd koydkio (elotivng €xel pnkog tepimov 18 mm.



4. KAINIKEX TIAHPO®OPIEX
41 OgpamevTikég gvosiselg

To Pomalidomide Viatris o cuvdvacud pe ) Poptelopipmn kot ™ de&apebalovn evdeikvotar yo
Bepaneia evnAikov acbevdv pe ToAATAO puédmpa, ot onoiot £xouv AdPel ToLVAG LGTOV Eval
TPOTYOVUEVO BepameVTIKO GYNIA, CUUTEPIAAUPOVOUEVTG TN AEVOAIOOUIONG.

To Pomalidomide Viatris o cuvdvacud pe m de€apedalovn evdsikvotar yia tn Ogpaneio evniikmv
acBevav pe vroTpomalov Kot avOeKTIKO TOAAUTAG PLVEA®LLO, Ol 070101 £X0VV AAPEL TOLAGYIGTOV VO
TPOTYOVLEVE, BEPATEVLTIKH GYNUOTO, CVUTEPIAAUPAVOUEVTG TOGO TNG AEVAAIOOUIONG OGO KoL TNG
Boptelopipmng, kot Egovv Tapovcldcel eEEMEN g vooov KoTd TNV Televtaia Bepaneio.

4.2  Aocoloyio Kol TPOTOG YOPYNONS

H évapén xon n Ttapaxorovdnon tng Oepaneiog mpénet va mpaypoTonoleitar vd v enifAeymn wTpdv
TEMEPOUEVOV 6TT] Dgpameiat TOL TOAAATAOD LVEADUOTOC,

H docoloyia cuveyiletar 1| tpomonoteiton pe Baon to KAvikd Kot epyastnplokd svpipota (PA.
napdypapo 4.4).

Aocoloyia

Houolidouion o ovvovaouo we Poprelouiunn xor deloucdalovn
H ocvvietdpevn d0om évapéng g mopaAidouidng ivar 4 mg Aapfovopeva and cToOUATOG Hid
0opa nuepnoimg kotd tig Huépec 1 éwg 14 emavoropPavopevov kdkiav 21 nuepdv.

H mopaAidopidon yopnyeitoan og cuvovaoud pe poptelopipumn kot de&apuedalovn, 6mmg eaivetol 6Tov
ITivaka 1.

H cuvictdpevn d6om évapénc e Poprelopinmng etvon 1,3 mg/m? evdoeréPia 1 vmodopia o
@Opa NUePNCimS, oTI¢ NUéEPES Tov Paivovtat otov [livaka 1. H cuvietdpevn doom de&apedalovng
givar 20 mg Aapfoavopevo amd GTOUATOG L0 POPA NUEPTCIMG, OTIG NUEPES TTOV PAIVOVTOL GTOV
ITivaka 1.

H Oepaneio pe mopoidopion og cuvdvacuo pe Boptelopipnn kon de&apedalovn Ba mpénet va
yopnyeitan puéxpt va mapovstaotel eEEMEN g vOsov 1| U arodekti To&oTnTa.

Iivakoeg 1. ZuvieTOPEVO 00G0LOYIKO GYN LA VIO TNV TORUAOONidN) 6 CVVOVAGUO NE
Boptelopipmn kot de&apedalovn

Koxhog 1--8 Huépa (kdxhov 21 nuepdv)
112|3/4/5/6|7|8|9/10(11(12(13|14|15|16|17/18|19|20|21

HopoAdopidn (4 mg) olo|o|e|ofe|e|efe] o] ]| o]

Boptelouiunn (1,3 mg/m?) | « . . .

Ae&opebalovn 20mg) * | o | o o | o | o | e

Korkhog 9 ko dve Huépa (koxiov 21 nuepaov)
112|3/4/5/6|7|8|9/10(11(12({13|14|15|16|17|18|19|20|21

HopoAdopidn (4 mg) olo|o|e|ofe|e|efe] o] ]| o]

Boptelopiunm (1,3 mg/m?) | « .

Ae&opebalovn 20mg) * | o | o o |

* T acBeveic nhikiag >75 etdv, PA. «Edkol mAinbvopoi».



Tpororoinon 11 010x0TH THNC 000NC THE TTOUOALIOUIONS

T v évapén evdg véou KOKAOL TOUAAOOUIING, 0 aptBUOC TV OVOETEPOPIA®Y TTPETEL VUL
etvon >1 X 1091 ko 0 ap1Opog Tov aponetadiov mpénet va sivar >50 x 1091,

Odnyieg draxomng 1 Heiwong g doomg Yo avemBouNTEC EVEPYELEG TTOL GYeTIlOVTOL UE TNV
TopaALSOLIdN TeptypdpovTal otov [Tivaka 2 kot ta enineda d6ong opilovrar otov [Mivaka 3

TOPOKATO:

Mivakag 2. Odnyisg Tpomomoinong TS 066NG TG TORAALIONIONS™

ToEwotnTo

Tporomoinen 666n¢

Ovoeteponevia*
ANC** <0,5 x 10%1 9| epmdpetn ovdeteponevia
(mopetog >38,5°C kar ANC <1 x 10%1)

Awokoyte T Oepamneio pe mopoidouion yio To
vdAomo Tov KukAov. Kavte CBC***
efoopadiaia.

Emotpoer) ANC oe >1 x 1091

Havapyiote ) Oepameio pe mopaidopion o
eninedo d6oNG YUUNAOTEPO KT Vo, amd TV
TporTyovueVn dOGT).

Mo kéOe endpevn Trdon <0,5 x 10%1

Awkoyte 1 Bepameio pe TOpaAOOpion.

Emotpoer) ANC oe >1 x 1091

Havapyiote ™ Oepameio pe mopaidopion o
eninedo d6oNG YUUNAOTEPO KT Vo, amd TV
Tpornyovuevn d6a).

Opoupomevia
ApOuédc opometoriov <25 x 1091

Awkoyte ) Ogpamneia pe mopoidopion ya to
vroAowmo Tov kvkAov. Kévte CBC***
efdouadiaia.

Emotpoon apBuod aponetolov o
>50 x 1091

Havapyiote ™ Oepameio pe mopaidopion o
eminedo d6oNG YoUNAOTEPO KaTd £va, amd TV
Tponyovuevn d6ao.

o kG0e emdpevn nrdon <25 x 1091

Awokoyte ) Oepameio e TOUAAMIOUION.

Emotpoon apBpod aponetalov ot
>50 x 10%1

Havapyiote ) Oepaneio pe mopaidopion oe
eninedo d6oNG YaUNAOTEPO KT Vo, amd TV
TPOT YOO LEVT OOOT).

E&avOnna
E&GvOnpoa = Babpot 2-3

E&etdote o vdeyOuevo dlakomng TG 60oNg M
dtoKomg tng Bepameiog pe mopoAdopion

E&GvOnpa = Babpob 4 1 pAvktaivddeg
(cvumephopuPovouévon ayyEl0010nIaTOC,
OVOQPUAOKTIKNG OVTIOPUGT|C, AITOPOALIMTIKOD 1
TOLPOAVYDO0VE e€avONLaTOC 1| GE TTEpimTmON
voyiog cuvdpouov Stevens-Johnson (SJS),
to&kng emdeppikng vekpoivong (TEN) 1
(QOPUOKEVTIKNG AVTIOPACTC LE NOCIVOPIALN KOt
ovotnuotikd copntopoto (DRESS))

Awoxoyte opilotikd ™ Oepameio (PA.
napdypapo 4.4).

Aldec
AlAec > BaBpod 3 avemBounteg evépyeleg
oxeTILOUEVES [LE TNV TOUOASOION

Awoxoyte ) Oepameio pe mopoidouion yio to
VTOAOUTO TOL KOKAOV. XTOV EMOEVO KOKAO,
Eavapyiote og eminedo 06oNG YapNAOTEPO KATA
éva omd Vv mponyovuevn d66on (M
avemBoun T evépyeln TPEMEL VO VITOYMPTNOEL Ny
va Bertimbel og < Bafpov 2 mpv

Eavalekiviiogl n yopnynon d6ong).

* Ot 0dnyieg Tpomomoinomg g 800Mg 6€ AVTOV TOV TivaKa 1IoYVOLY Y10 TNV TOHAASOUIdT o€ cuvdvacpo pe Boptelopipmn ko de&opebalovn

KoL ylo TV TopaAdopidn o cuvdvacuo pe degopedalovn.

* Y& mepInTon oLdETEPOTEVINGS, O 10TPOG Hal TPEMEL VoL EETATEL TO EVOEYOLEVO YPNOTG OVENTIKDV TOPALYOVIMV.

**ANC — AmoAvtog aplOpdg ovdeTeEPOPILMV,
***CBC — I'evikn e&€taon aipatog.




Iivaxoeg 3. Meimon g 0061G TG TONAALOONIONS”

Erinedo 06ong A661 0716 TOV GTONATOS TOUUALOOUIONS
Adon évapéne 4 mg
Eninedo doomg -1 3mg
Eninedo doomng -2 2mg
Eninedo doomnc -3 1 mg

“H peioon g 806G 6€ 0VTOV TOV TIVOKE IGYVEL Y10, TV TOUOAS0idN o€ cuvdvacuod e Boptelopipmn kot de&opebalovn kot
Yo TV TOpoAMSOUIdT o€ cuvdvacuo e degapedalovn.

Edv oopfodv avemBounteg evépyeteg PHETA TIC PEIOOELS TG 060M¢ 6T0 1 Mg, T0TE 1 Bepaneio Ba
TPEMEL VAL O10KOTE.

loyvpoi avaagrodeic rov CYP1A2

Edv woyvpoti avaotodreig tov CYPLA2 (m.y. cwmpogproacivn, evoacivn kot provfolapiivn)
ouyyopnyovvtol e TopaAdopion, 1 d6on g mopordopidng Oa wpémetl va peidveron katd 50%
(BA. mapaypagovg 4.5 ko 5.2).

Tpomomoinon 1 droxomn e doons ¢ Poprelouiumng

"o 0dnyieg dtokomg N pelmong tng 006NG Y10 avemBOUNTEG EVEPYELEG TTOL CYETICOVTOL UE TN
Boptelopiumn, ot wtpoi Ba mpémel va avatpéyovv atny [epiinym t@v XopaktnpioTik®Vv Tov
[poidvrog (IIXII) ywo n Poptelopipm.

Tpomomoinon 1 droxoni e doons ¢ deloucdalovng
Odnyieg dlaxomng N Heimong e dooMg Yo avemiBouNTe evépyeleg mov oyeTilovtal Ue T
de&apebaldvn youning doomg meprypdopovtar otovg Ilivakeg 4 kot 5 mapaxkdtm. Q61d60, 01

ATOPACELS O10KOTNG 1) EXAVEVAPENG TNG SOOTG EVOTOKEIVTAL GTNV KPIoT TOL 10TPOV GOUPOVA LE TNV

[epiinym tov Xapoaktnpiotikdv tov [poidvrog (TTXIT).

Iivakac 4. Odnyies Tpomomoinong TG 600N TG de&apedalovng

To&ikétnTa Tpomonoinon d661g

Avomeyio = Bafpot 1-2 Awipnon d6ong kat yoprynon Oepanciog pe
avToyoviotéc g wotapivng (H2) 1 1ooddvapo. Meubote
KT £vo, eminedo 600G oV EMUEVOVY TOL GUUTTMOOTOL.

Avoneyio > Babpod 3 Awkdyte ™ 0601 £m¢g dTov gleyyOovV TO GLUTTOUOTA.
[Ipocbéote avraymviot) Hz 1 woodbvapo kan Eavapyiote
o€ eninedo 600G YOUNAOTEPO KOTA VOl OO TNV
TPONYOVUEVT OOGT.

Oidnua > BaBpov 3 XpNo1ponomete S10VpNTIKA OTIMG vl amapaitnTO Ko
eloTToTE TN 060N KOTA £va EMinedo dOONG.

XHyyvon 1 dwtapayeg 61a0eong
> Bafpoov 2

AwkoyTe T 0601 £mG GTOL VTTOYWPNGOLVY TO. GLUTTMOUATO.
Eavapyiote og eninedo d66MG YOUNAOTEPO KATA £VOL OO
TNV TPOTYoLUEVT dOOT).

Mvikn advvapio > Babpov 2

AwkoyTte T 0601 £mG GTOL VTOYWPNGEL 1 LVIKT advvapuio
o€ < Babpov 1. ZEavopyiote og eninedo d66NG YOUNAOTEPO
Kot £vo, amd TV TponyovuevT dooT).

Ynepyhlvkorpio > Bafpot 3

Elottdote T 060M KoTd £va eninedo doong. Xopnynote
ay@yn HE WWGOVAIVI 1 0O TOV GTOUOTOC VITOYAVKOALUIKOVG
TopayovTeg OMWS amoTeiTal.




To&ikotnTa Tpomomoinen 660G

O&ela maykpeatitidn Awkoyte ™ de&apefalovn amd to BepamevTid Gy
AlAeg > Babuov 3 avemBounteg AwxoyTte ™ yoprynon 6e&apebaldovng €wg 6Tov
evépyeleg oxeTllOUEVES e VIOYOPNOEL N AvemOOUNTN evépyeln o€ < Babpov 2.
deapebalovn Eavapyiote og eninedo d6GNG YOUUNAOTEPO KATA EVOL OO

TNV TPONYOLUEVT dOGT.

Ed&v n avéxapyn anod tig to&ikdtntes tapatadel mépav tav 14 nuepav, tote 1 06on de&apedalovng Oa
Eavapyioel o€ enined0 HOOTG YOUUNAOTEPO KAUTA EVOL OTTO TIV TPOTYOLLEVT OOGT).

Hivakag 5. Meioon g d6ong g de&apedaldvng

Hhxkiog <75 et@v Hhkiog >75 gTdv
Aéon (kOkhog 1-8: nuépeg 1, 2,4, 5, | Adon (koxhog 1-8: nuépec 1, 2, 4, 5,
Eninedo o0ong 8,9, 11, 12 gvog kvkrov 21 nuepav | 8,9, 11, 12 gvog koK ov 21 nuep@v
Kvkhog >9: nuépec 1, 2, 8, 9 evig Kvkhog >9: nuépeg 1, 2, 8, 9 evig

KUKAOVL 21 nuepav) KOKA0V 21 nuepav)
Adon évapéne 20 mg 10 mg
Eninedo do6on¢ -1 12 mg 6 mg
Eninedo doomng -2 8 mg 4 mg

H de&apebalovn Ba npémel va drokdmteTonl av 0 acbevig dev gival og Béon va aveybel ta 8 mg edv
elvan nAiag <75 et@v 1 o 4 Mg edv givor nAkiog >75 eTmv.

e TePINTOOT OPIGTIKNG SLOKOTNG OTTOLOVONTOTE GLGTOTIKOD TOL BEPUTEVTIKOD GYNUATOG, 1 dIOKOTN
TOV VTOAOITOV PUPLOKEVTIKMV TPOIOVTIWOV EVOTOKELTOL TNV KPIoT| TOL 10TpOYV.

Houalidouion oe ovvovaouo e deloucdalovn
H ocvvietduevn d6om évapéng tng mopaildopiong eivar 4 mg Aapfovopeva and cTOUATOG Lid
©opa nuepnoimg Kotd Tig Nuépes 1 €mg 21 kabe KhKAOL 28 NuepGOV.

H ocvvietdpevn d6on deapedalovng eivar 40 mg Aappavopeva and cTOUATOG Lo GOPA NUEPNCIMG
Katd Tic nuépeg 1, 8, 15 ko 22 kdbe khxhov 28 nuepov.

H Oepoaneio pe moparidopion oe cuvdvacuo pe de&opebalovn Oa mpémel va yopnyeitar péypt va
TAPOoLGoTEL £EEMEN TNG VOCOV 1] U1 amodeKTh TOEIKOTNTA.

Tpomomoinon 1 droxomn s dOOHS TS TOUAAIOUIONS
Odnyieg draxomng N peiwong g doomg Yo avemBOUnTeg evépyeleg mov oyetilovtot pe v
mopoAdopidn meprypdooviat otovg Ilivakeg 2 ko 3.

Tpomomoinon 1 droxomn s doong e oelouedalovng

Odnyieg tpomomoinong g d6oMg Yo avemBOunTeG evépyeleg mov oyetilovtar pe tn de&opebalovn
neprypapovial otov [livaka 4. Odnyieg peimong g 600mG Yo avemBuunteg VEPYELES TOV
oyetiovion pe ) de&apebalovn meprypdpovtar otov [ivaka 6 Topakdto. Q6T060, Ol ATOPACELS
drokomng/emavévapéng tng 006MG EVATOKEIVTAL GTIV KPIiGT TOL 1Tpod cupPva pe v Iepidnyn tov
Xapaktnpiotik®v tov [Ipoidvrog (ITXI).



Iivaxag 6. Meimon g 000G TG 0eapuedaldvng

Hhlwkiag < 75 eTadv Hhlwiag > 75 grdv
Eningdo 00ong Hpépeg 1, 8, 15 kan 22 Hpépeg 1, 8, 15 ko 22
KG0g kKVKAOL 28 nuep®OV KG0g KOKAOL 28 nuep®V
Aodon évapénc 40 mg 20 mg
Eninedo doong -1 20 mg 12 mg
Eninedo doong -2 10 mg 8 mg

H de€apebalovn Ba mpénet va daxodmteTon av o acbevig dev givat g Béom va aveyBel ta 10 mg edv
elvar nAkiag <75 et@v 1 ta 8 mg edv eivon nAciog >75 gtdv.

Ewdwoi mAnbvopoi

Hlaiowuévor
Agv amaiteitol Tpocuppoyn e 606MG Y10 TNV TOUUAOOUId.

THouolidouion o ovvovaouo we Poprelouiunn xor deloucdalovn

Mo acBeveic nAwiag >75 etdv, 1 d6om Evapéng g deapebalovng siva:

. INa tovg koxkhovg 1 émg 8: 10 Mg o eopd nuepnoiong tic nuépeg 1, 2,4, 5, 8,9, 11 kai 12 kdébe
KOKAoL 21 nuepdv

o I'a Tovg KiKAovg 9 kot dve: 10 mg pa eopd nuepnoiong tig nuépeg 1, 2, 8 kot 9 kdbe kbdxAov
21 nuepov.

Tloualidouion ae ovvovaouo ue deCoucdalovn
INo acBeveic nAkiag >75 etdv,  d6om Evapéng g deapebalovng siva:
o 20 mg o popa nuepnoimg tig nuépeg 1, 8, 15 wan 22 kdbe khxkAov 28 nuepdv.

Hrartikn dvalertovpyio

Acbeveig pe olkn yorepuBpivn opod > 1,5 X ULN (avdTato 6plo Tov puoioloyikod 0poug)
gEapébniav amd Tig KMvikég pehétec. H nrotikr Suciettovpyia £yl pétplo emiopacn ot
QOPUOKOKIVITIKY] TNG TOopoAMSopidng (BA. mapdypopo 5.2). Agv amaiteiton Tpocaproy” g 66omg
évapéng g mopodopiong yio acheveic pe nratikn duciertovpyio dnmg opileTon amod ta kpLriplo
katd Child-Pugh. Qotdc0, o1 aobeveic ue nmatiky dvoiertovpyio Oa mpémnet vo mapakoiovbodvtat
TPOCEKTIKG, Y10 avemlBOUNTEC EVEPYELEC Kol Bol TPETEL VO YPNCIUOTTOLEITOL PEimON 1) TPOoowPIv)
dtokomn g 600MG TS TopaAdoUidng dTwG amatteitot.

Neppixn ovolertovpyio

Agv amaiteitol Tpocapproyn g 600mg TS TopaAdopidng yio acheveic pe veppikn duciettovpyia. Tig
nuépeg g opoxdBapong, ot acbeveic Ba mpémel va Aapfdavoovv T d6omM TG TopoAdopiong uetd tnv
alpokadapon.

Houdrazpiog winBvouog

Agv vITapyel GYETIKN YPNOT TG TOUAALOOUIONG o€ Todid nAtkiog 0-17 etdv yio tnv €vdeién tov
TOALATTAOD LVEADATOC.

Extog tv eykekpiuévav evieiedv g, 1 mopoidopuion £xel pelet el oe moudid nAkiog 4 £wg

18 etdv pe vrotpomidlovieg | e£EMOTOUEVOVS OYKOVG EYKEPAAOD, MOTOGO TO, OMOTEAEGLLOTO TMOV
UEAETOV OEV EMETPEYAV VO, GVUTEPOOEL OTL TAL OPEAT L0l TETOLAG XPTONG VIEPEYOLY T®V KvoLvmy. Ta
TapovTo dSfécia dedopéva TEPYPAPOVTOL OTIC Tapaypdeovs 4.8, 5.1 kot 5.2.

Tpomog yopynong

Amod otopaTOC YpNO.

To Pomalidomide Viatris okAnpd kaydxio Oa npénet va Aaufdvetar amd otépoTog Ty idlo dpa kaoe
pépa. Ta kaydiia dev Tpémel va avoiyovtal, vo ordlovtol 1 vo pacovtol (BA. mapdypapo 6.6). Ta



Kaydxio B Tpémel va Katomivovtol oAdKANpa, KATA TPOTIUNoN e vePO, e 1 Ympig payntd. Edv o
acBevic Egydioetl va dpet pia 0661 TOLAALOOIONG ol Lépa, TOTE 0 0oBevic Ba mpémel va mhpel TV
KOVOVIKT] cuvtayoypoaendeioa 6661 cOue®va e To Tpdypappo Ty endpevn nuépa. Ot acbeveic dev
0o Tpémel va TPpoGapIOGOVY T OGT Y10 VO, AVOTATPMOGOLVY TN dOGT TOL TAPEAEIYAV TIG

TPOTYOVUEVEG NUEPEG,.

Mo v agaipeon Tov kayoakiov amd TV KVWYEAN GuviaTdTol va TECETAL LOVO GTO £Val KPO TOV,
LELOVOVTOG KAT™ auTOV TOV TPOTO TOV Kivouvo mapapdpewong 1 Opadons tov kayakiov.

4.3 Avtevositag

. Konon.

. IMvaikeg oe avamopaymykn nAKio EKTOG AV IKOVOTOL0VVTAL OAEG O TPOUTOOETELS TOV
Ipoypapupotog [poinyng Konong (BA. mapaypdeovg 4.4 kat 4.6).

. Avdpeg acbeveic mov dev givarl og B€om va akoAovBncovV 1| vo GLLLOPP®OOLV LE Ta!
amottovpEva LETPO, avTicOAANYNG (BA. mapdypago 4.4).

o YrepevoioOnoio 6t dpactiki) ovsia 1] 6€ KAToto and Ta £KS0Y TOV aVIPEPOVTUL GTNV

mTapdypoeo 6.1.
4.4  E10ukég TPOELOOTOMGELS KOL TPOPLAGEEIS KATd TN (p1ion

Tepatoydvoc dpdon

H mopaAidopidn dev mpémet vo Aapfavetal kotd T odpKelo TG KONGONG, 0Ed0UEVIC TNG
AVOLEVOLEVNG TEPUTOYOVOL Midpacng tng. H mopolidouion oyetiletar Sopukd pe t Boidouion. H
Baldopidn tvan pio yvoot 1EpaTOYOVOS 0VGIN Y10 TOV AvBpwmo Tov TpoKakel coPapés cuyyeveic
dvomhacieg, ameAntikég yio, T (on. H mopoidopion anodeiydnke 1epatoydvoc o€ emipveg Kot
KoVikAOLG OTav yopnyNOnke katd v mepiodo g peilovog opyavoyéveong (PA. mapdypago 5.3).

O mpotimoBéaeig Tov poypapparog Ipodinyng Kimong npénet va tkovomotovvton Yo OAES TIg
acOeveic, extdc 4V vdpyovv 0&dTIcTe oToLKElR OTL 1| 06OEVNG dEV Eival G€ avamapayYIK NAKia.

Kpuripia yio yovoikee wov 6gv €ivol 68 aVOmopoy@yLKn NAKia

Mia yovaika ac0gvig 1 GOVTPoEog evog avdpa acbevovg Bempeitorl Tt dev £yl dLVOTOTNTA
TEKVOTOINGNG, €AV IKAVOTOLEITOL TOLAYLIGTOV Eva 0o Ta, akOAoVBa KpLTpLoL:

. Hlwcio >50 e10dv kot puostoroykd apnvoppoikn yia =1 €1og (1 aunvoppota petd and
aVTIKOPKIVIKY Ogpameia 1| koTd T didpkelo Tov ONAoouov dev amoKAEisl dSuvaTOTNTA
TEKVOTTOINGNC)

o [Ipdwpn wobnkikn avendpkela, exPefaiopuévn amod €101KO YUVOIKOAOYO

o [Tponyovuevn apeotepdTAELPT GOATLYYO®OOKEKTOUN 1] VOTEPEKTOUN

. XY yovotomog, cuvdpouo Turner, aysvecio e WRTPOC.

Evnuépwon

H mopoidopion avtevdeikvoutal 6g Yuvoikes 6€ avomapay®yiki nakio , eKTtog v IKavomTolovvToL
o\a To, axodAovBa KpLThpLoL:
. H aoBevng xatavoei Tov avapevopevo kivouvo tepatoydvov dpdong oto Eufpuo.
o Kotavoeil v avdykn ylo amoTeAEGUATIKY OVTIGOAANYY, adldAeutta, TovAdyiotov 4 gfdoudadeg
wpwv v Evapén g Oepameiag, kb’ OAn ™ didpkela ¢ Oepaneiog Kot TOVAGIGTOV
4 gBoopadeg petd v oAokAnpwon g Oepaneiog.

. Ao KOl TNV TEPITTMOT TOL L0l YUVOIKO O OVOmapoy®YIKn nAkior €xet apnvoppota,
TPENEL VO, akOAOLOEL OAEG TIC GLOTAGEIS GYETIKA LE TIV OMOTEAECUATIKT OVTIGOAANYT).

. H aoBevrg Oa mpémet va givan tkavi| Vo GUULOPOOVETOL PLE OMOTEAECUATIKG PETPOL
AVTIGOAANYTG.



. H aoBevng £xet evnuepmbel kot kaTovoel TIG EVOEXOUEVES GUVETELEG TNG KONONG KOl TNV OVAYKT|
ALEOTG EVIUEPMOOTC TOV 1UTPOV GE TEPIMTMOT TOL VILAPYEL KIVOVVOG EYKVUOGVUVIG.

o H aoBevng xatavoei v avaykn évapéng e Bepaneiog v apécmg petd ™
GLVTAYOYPAPN G TNG TOUUAOOMIONG, HETA ard apVNTIKY SoKLaGio KOMoNG.

. H aoBevr|g xatavoei Tnv avaykn kot d€xetal va vrofdAieTal o doKipaoio KHNong TOVAGYIGTOV
KG0e 4 efoopadec extdC 0md TNV MEPINTO®ON EMPEPALOUEVIC COATLYYIKNG GTEIPOOTG.

o H aoBevr|g BePardvet Tt katavoel Tovg Kivohvoug Kot TG amapaitnTes TPOPLALEELS TOV

oyetilovTol pe T ¥pNon TG TOUAAIOOUIONG.
O cvvtayoypde®v 1Tpdg TPEMEL VA, S10GPAAIGEL TO akOAOVO Y10 YUVOIKES GE AVOTAPAYOYIKT NALKio

. H aoBevig cvppoppmvetar pe tig mpodmobéaeic tov Ipoypappatog [poinyng Koneng,
copmepthapPoavopévng g emPePaimons 0Tt To £(EL KATAVONGEL ETAPKDG.
o H aoBevng £xel amodeyBel Tig Tpoavapepbeiceg mpoimobioels.

INo dvdpec aobeveic mov AapPdvovy TOUAAIOOUION, TO PAPUAKOKIVITIKA dedouéva Ede1&av OTL M
TOoHOAOOLIdN gival TopovGH 6T avOpOTIVO oI Kot TN dtdpkela g Bepamneiog. Qg mpoevraln,
Kol AapBavovtag vToyT Tovg e101KOVS TANOBLGLOVG e SLVNTIKE TAPOUTETAUEVO YPOVO ATOPOANGC, OTWS
o1 TAnBucpol pe Nrotiky SueAertovpyia, OAOL 01 Avdpeg 0o0gVELg OV AUUPAVOLY TOUOALOOUION
TPETEL VO, IKOVOTTOLOVV TIG akdAovbeg mpodmobéaelc:

o O acBevnic katavoel TovV avapeVOUEVO KiVOUVO TEPUTOYOVOL dpAomng 0V £xel GEEOVOAIKT ETAON
pe pio £yKvo yovaika 1 e pio yovoiko 6€ avomapoyoyikn nAkio .
o O acBevnic katavoel TNV avaykn ¥pNonNg TPOPLANKTIKOD EAV EYEL GEEOVUAIKT ETOPN LE Uio

£€YKvo yovaika 1 pe pio yovaiko 6€ avomapay®yikn nhkio. mov dev xpnoionotel
QTOTELEGUATIKT AVTICOAANYN, KaBOAN T d1dpKeta TG Bepoameiog, Katd v nepiodo
TPOCOPIVIG S10KOTNG TNG dOCTG KAl Yol 7 MUEPES UETA TIG TPOCOPLVES SOKOTES TG dOONG
Ko/ v oproTikn dtakonn tng Bepaneiog. [leptiapfavovror avdpeg mov Exovv vroPfAnbei o
EKTOWT GTEPUOTIKOV TOPOV, Ol 0T0i01 B0 TPETEL VAL YPNGYLOTOLOVY TPOPVAUKTIKO GE TEPIMTMOT)
6€E0VOMKNG ETOPNC UE £YKVO YUVOiKa 1] JE pio yOvaika 6€ avamapoyoyikn nAtkio , kKafog to
OTEPUATIKO VYPO EVOEYETAL VO TEPLEYEL KOO TOPLOALOOUIdON eAlelyel omeppatolmapimv.

. O acfeviig katavoel 611 o€ TEPIMTWGT OV TPOKVYEL KUTON OTr| GUVTPOPO TOV EVOGH AVTOG
Aappdver Topoddouion N Emg 7 NUEPEG UETA TN dtaKomT TS AMyng TopuaAdopuiong, Oa mpénet
VoL EVIUEPMGEL AUECMG TOV BEPATOVTA 10TPO TOV KOl EXIGNEC GLGTHVETAL 1) GOVTPOPOS TOV
acfevoug va Tapanepbel oe 1Tpd EOIKELUEVO 1) TEMEPOUUEVO OTIG OVOTANGIES SLATAACTG Yol
a&loldynon kot kabodnynon.

AvticOAANYM

O1 yovaikeg 6€ avomapay®yikn nAkio. TPETEL VO YPNCIUOTOOVY TOVAGYIGTOV UL OTOTEAEGUOTIKT|
uéEB0d0 avTIcOAANYNG Yo TovAGyIoTOV 4 gfdonddec mpv T Oepaneio, koTd T ddpKelo TG Ogpoameiog
KoL TOLAdIoTOV Yo EmG 4 efdouddeg petd ) Bepameio e TOUOALOOUION, KON KOl OE TEPIMTTOON
SLOKOTNG TNG 006MC, €KTOC €4V 1 acBevnc deouevTel yio amOALTN Kol GuveEYN amoyn, 1 omoia Oa
emPefardveral oe unviaio faomn. Edv dev ypnoipuomolel amoteAeoLOTIKT QVTIGOAANYN, 1| 000EVg
npénel va maponepeOel oe KatdAANAo eKTOIOEVIEVO ey YEALATIO VYELOCYLO OXETUKEG CUUPOVALG, £TCL
MOTE Vo, EEKIVIAGEL 1 OVTIGOAANYT).

Ta akdrovBa propovv va Bewpnbodv wg mapadeiypota KatdAANAoy HeBdd®V avIIGOAANYNG:

. Epgotevpa

Evdountpikd cvotnuo anelevdépmong Aefovopyestpéing

«Amonin» o&ikNg uedpo&umpoyecsTEPOVIG

ZOATYYIKY| oTelpmOoN)

Ye€ovolikn emae LOVo pe dvdpa mov £xel viroPfAnbdei oe extoun oreppaTiKov TOpov. H extoun
TOV GTEPUOTIKOV TOPOV TPENEL VO, EXPEPatmBbel pe 500 apvnTiKég avaADGELG CTEPLOTOC.

o Xdamo avacTtoAng g woppnéiog mTov TEPEYOVV HOVO TPOYECTEPOVT (T.). OEGOYECTPEAN)



Abdy® Tov avEnpévov Kvdvvouv pAePikng OpopPoepnoing o acBeveic pe TOAAOTAO poélmua ot otoiot
Aapfavouv mopoAdouion Kot deEapedalovn, Ta omd GTOHOTOC GLVOVAUCUEVH OVTICLAANTITIKA YAmio
dev cuviotmvral (PA. emiong mapdypoeo 4.5). Eqv pio acBevig xpnoiponotel omd oToUatog
YOPNYOOUEVN GUVOVAGHEVT OVTIGOAANYT, 1 0G0EVIC TPETEL VAL LETOTAGCETOL OE Wid omd TIG
amotelecpatikés pebddovg mov mapatifevrol mapoandvem. O kivovvog erePikng Bpopfoeuforng
ovveyilel va vopiotatat Yo 4—6 efdopddeg petd tn doKkon| TG arnd GTOUATOS XOPNYOOUEVNS
GUVOLOCUEVIC AVTIGVAANYTG. H 0moTedecuatikdTTo TV GTEPOEIOMY OVIIGCVAANTTIKAOV EVOEYETAL VAL
peiwBei katd ™ duapkeia g Oepameiog pe cvyyopnynon de&opedalovng (BA. mapdypapo 4.5).

Ta gpeuTedpaTo Kot o VvOoUNTPIKG cuoTnuaTe aneAevBépmaonc Aefovopyeatpéing oyetiloviot pe
avENUEVO Kivouvo AoTméng kaTd TNV ToToBETNOT TOVG KOl AKOVOVIGT KOATIKT| GLLOpPOyic.
IIpopuraktikr] AMym avtifotikdv Ba mpénet va egtdleTat, KA oty TepinTwon aclevov pe
0VOETEPOTEVIOL.

H eicaymyn evéountpik®dv cuokev®v amelevfépmong yaiicoh dev GUVIGTATOL AOY® TOV EVOEXOLEVOD
KvdUuvou AolH®ENG KaTd TV TOTOOETNGT TOVS Kot KOTOUNVIOG OTMAELNG AiaTOG, 1 ooia UTopel va

PAdyer acBeveic e coPapn ovdetepomevia 1 coPapn OpouPomevia.

Aokwacisc Kdnonc

ZOUQOVA LE TNV TOTIKN WTPIKT TPOKTIKY], TPETEL VO TPAYLLOTOTOIOVVTOL VIO 10TPIKT EMifAeym
dokipacieg kdnong pe eldyrotn evarcOnoio 25 mIU/ML ya yovaikeg o€ avamapoyoykn nikio |
OTIMG AVOPEPETOL TOPAKAT®. AVTH 1| AaiTnoT GVUTEPIAAUPAVEL YOVOIKEC GE AVOTAPAYOYIKT NALKi0
o1 omoieg epapudlovy amdivtn Kot cuveyn omoyn. [davikd, n dokacio kKdnong, 1 GuvTayoypaenon
Ko 1 xopniynon Ba mpénet va mpaypatoroinfovv v idia nuépa. H xoprynomn g mopadopiong oe
YOvaikeg g avamapoy®ykn nikio  Ba wpénet va yiveror evtdg 7 nuUep®V and T cLVTOYOYPAQENOT).

Lpw v évapln e Oeporeiog

Orav cuvtayoypageitor | mopoidopidn, Oa npénet va npaypotomoteitol pio dokipacio kKinong vro
0TPIKN emPAeyn Kotd T SIUPKELN TNG EVIUEPMOOTG, ] OTO JIAGTNUA TOV 3 NUEPDV TPV TNV EMICKEY
GTOV GLVTAYOYPAPOVTO, LUTPO, EPOGOV 1] 0COEVNG EYEL YPT|CULOTOU|GEL ATOTEAEGLLOTIKY OVTIGUAANYT
v TovAdyoTov 4 gfdouddes. H doxpacio npénet va emPefaidverl 6tL n acbevig dev givar £€ykvog
otav apyilel tn Oepaneio pe TOPOALOOUION.

HoparxolodOnon kor oloxipwon g Oeporeiog

Mia dokipacio KOMong vd TPk eXiBAeY TpEnel va exavolapPaveTal TOLAGYIoTOV KAOE

4 gBoopadec, kabmg kot Tovddyiotov 4 gfdonddec LeTE TNV OAOKAN PO TG Depameiag ekTOC 6TV
nepintoon eniPefotdpévng caATLYYIKNG OTEIP®ONC. AVTEC 01 SOKIIOGIEG KONONG TPETEL VA,
TPOYLLOTOTOLOVVTAL KOTA TV NUEPQ TNG EMIGKEYTG GLVTAYOYPAPNONG 1] £vTOG 3 NUEPDV TPV ATO TNV
EMOKEYT GTOV GLVTAYOYPAPOVTA 10TPO.

Emmpdobetec mpoourdeic

O1 acOeveic TpEmEL v EVIUEPOVOVTOL VO, U1 STVOLV TTOTE TO TO PUPUAKEVTIKO TTPOTOV 68 AAAOVG Kol
VoL EMGTPEPOVY TVYOV U1 YPNOYLOTOUEVE KOWAKLY GTOV (POPLOKOTOL0 TOVG GTO TEAOG TNG
Oepamneiog.

O1 acBeveic dev mpénel va ddcovy aipo, omépua 1 oreppotolmdpia kotd T didpketo te Ogpomeiog
(ovumeprlopPovouévev Kot TV S10GTNUATOV TPOCOPIVIG OL0KOTNG TG dO0NS) KoL Y10 TOVAN(IGTOV
7 NUEPES UETA T SLOKOTT| TNG TOLLOAOOUIdNC.

O1 emaryyehpotieg vysiog Kot o dropa mov povtilovv acbeveic O mpémel va popodv yavtio piog

xPNoe®g 0Tav ¥epilovrotl Tnv KuywéAn 1 to Koydkio. Ot yuvaikeg mov givor £€ykveg 1 mhavorloyovv 0Tt
umopet va givan éykveg dgv mpémel vo, xepiloviot Ty KoyéAn 1 1o kaydakio (BA. Tapdypago 6.6).

10



Exma1deutikd VAMKA, TEPLOPLGUOL GLVTOYOYPAPNONC KAl YOPYNong

[pokeywévov va fondncet Toug acbeveig va amopvyovy v £kbeon euPpvwv otnv TopoAdouion, o
Kdatoyog g Adetag Kukiopopiog Oa mapdoyel ekTatdgvTiKd VAKO GTOVG EXAYYEAIOTIES LYELNGS,
TPOKEEVOL VO TOVIGEL TIG TPOEOOTOUGELS GYETIKE LLE TOV OVALEVOUEVO KIVOLVO TEPATOYOVOL
dpdiong g TOPaALSOUIONG, VA TPOCPEPEL GLUPBOVAES GYETIKE LE TNV AVTIGOAANYM TPty TV €vapén
g Oepameiog Kot va mwap€yel KaBodnynon oYeTIKA He TNV avaykn yuo dokiacieg komong. O
GLVTAYOYPAPOV 1ATPOG TPETEL VOL EVI|LEPDVEL TOV OGHEVT] GYETIKE LLE TOV OVAPEVOUEVO KIVOLVO
TEPATOYOVOV OPACTG KAl TO AVGTNPA HETPA TPOANYNG KONoNG, 01w Kabopilovrtal oto [Ipdypappa
[Ipdinync Kdnong, kot va mapéyel otoug 0o8eveic To KATAAANLO EKTOIOELTIKO VAIKO COLPOVA LIE TO
€0vikd epappolopevo cuotnua. [davikd,  dokiuacio KOOGS, 1 GLVTAYOYPAPNOT| Kot 1) Xop1ynomn Oa
TpENEL va, Tpaypatorotnfovy v idwa nuépa. H xoprynon tng mopaildopions oe yvvaikeg oe
avamapoy@ytkn nAtkio  Oa Tpémel va yivetotl evioc 7 nUEP®V O TN GLVTUYOYPAPNOT Kol PLETH amd
pio opynTiKn dokipacio komong vd wtpikn enifieyn. H cuvtayoypdenon yio yovaikeg o€
avamapoy@yk Nikio  pmopel va éxel péyiom dbpkela Bepaneiog 4 foopddmv cupPOVa e To
EYKEKPLUEVA dOGOLOYIKA oynpaTa TV evoeifewv (PA. Tapdypapo 4.2), Kol Ol GLVTAYOYPUPTCELS Yol
OAov¢ Tovg AAAovg acheveic umopei va Exovv péyiom ddpketa 12 gfdopdadmv.

Awotoloyika cuufavo

H ovdetepomevia Ntav 1 cuxvOTEPL OVAPEPOUEVT] ALLOTOAOYIKT avemBOunt evépyeia Babuov 3 i 4
o€ acbeveig pe vrotpomalov/avheKTiKod TOALUTAS P ®ULA, akoAovBoVEVN OO avorpLiol Kot
Opoppomevia. Ot acbeveig Oa mpémet va mapaKoAovBovvTaL Y10 ALOTOAOYIKEG aVETOOUNTES EVEPYEILEC,
Wwitepa ovdeTePOTEVia. Ba TPETEL VO, YIVETOL GVGTACT GTOVE UCOEVEIS VO AVAPEPOVY ETELGOIIN,
mopetov apéomc. Ot atpol Ba mpémel va mapatnpovv Tovg acbevelg yio onpeio apoppayiog
ocopmepthapPoavopévng g eniotalng, Wiaitepa L TV TAVTOXPOVT] YPNOT POPUUKEVTIKAOV TPOTOVTIOV
7OV €ival YVmoTo 0T av&dvouy Tov kivouvo aupoppayiog (BA. mapdypago 4.8). o mpémel va yivetan
TapoKoAovONGN YeVikNg e£€TOONG QULOTOC KOTA TNV EMICKEYT avapOopas, Efdopadtaio Yo TG TPMTES
8 efoopadeg ko unviaio éktote. Mrmopel va anatteitan tpomomoinon g doong (BA. mapdypapo 4.2).
O1 aoBeveic umopet va. ypNnlovv vIooTHPIENG TAPAYDY®V CipaTog /Kot GVENTIKGV TOpUyOVIMV.

Opoufoeuforiikd couBdva

Ot acBeveic mov hAappdvovv mopoidouion gite oe cuvovaoud e Poptelopipmn kot de&ouedalovn gite
og ouvdvaoud pe deEapebalovn eppdvicayv eiepikd Bpoppoepuporikd cupfavta (kupimg ev 1o Babet
oAefucnr| OpouPwon kot mvevpovikn pPoin) Kot aptnplakd Opopfotikd coppdvra (Epepaypa Tov
HLOKAPSIOV Kot ayyEloKd eYKEQOMKO enelc0d10) (BA. mapdypago 4.8). O acbeveic pe yvootong
mapdyovteg kKivdvuvou OpopfosuPoing - coumepiiapfovopuévou 1otoptkod Tponyoduevns Opoupfoong -
Bo mpémel va mopakorlovBovvtar otevd. Qo mpénet va AneBoldv pétpa yio TNy mpocmddeio
gAay1oTomoINoNC OAMV TV TaPAYOVTOV KIVOUVOL TOV dUVOVTUL VA TPOTOToN0ovV (.Y, KATVIGUA,
VIEPTOOT] KOl VEEPAITIOAUUI). ZVVIGTATOL GTOVE AoDEVEIS Kal TOVG 1TPOVS VO TPOGEYOVY Yo GTEin
ot cvpmropata Opopfoepforng. Ot acbeveic Ba mpenet va cupfoviedovtar va {ntovv wTpkn
Bonbeia edv gppavicovy cuumTOUATO OTMG dVGTVOLN, BwPaKikd GAYOg Kal 0IdNUL TOV AVe 1| KATO
dxpov. Zvvietdrar avTinktiky Oepomeia (exTd av avtevdeikvutat), (OTMG aKETLAOGOUAKVALKO 0ED,
Bapoapivn, nmapivn 1 kKAomdoypérn), 10101TEPmG o€ acbeveis e TpocheTovg Tapdyovies Kivohvou
Opoupwonc. H andpaon yio tn Ayn Tpo@uAoKTiK®V HETP@V Bo Tpénet va Aapfdvetal HETA amo
TPOGEKTIKN 0ELOAOYNOT TOV VIOKEIUEVOV TOPAYOVIMV KIVOHUVOL TOL KAOe ac0evons. Xe KAVIKEC
ueAéteg, ot acbeveic Ehafav TPOELAUKTIKN ay®Y UE OKETVAOGUATKVAIKO 0&D 1 EVOALUKTIKN
avtiBpoppatikn Oepaneio. H xpion epubponomtikdv topayoviov evéyet vav kivouvo Bpoppatikdv
cuuBaviov copmeprropupavouévng g OpouPoeuporns. Erouévmg, ot epvbpomonrikoi mopdyovreg,
KaOOC Ko GALOL TOPAYOVTEG TTOL UTOPOLY Vo, avENGovy Tov Kivouvo Bpopfosuforikdv coupdviav,
Oo TPETEL VO YPNOLOTOLOVVTAL LLE TTPOGOYN.
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Awtapayéc Tov Bupeogdong

"Exovv avaeepbei mepimtdoelg vTofupeoedioon. XuvioTdtol BEATIOTOG EAEYYOG GLVVOCT POV
KATOOTACE®V OV emnpedovv TN Aettovpyio Tov Bupeoeldovg Tptv amd v Evapén g Bepaneiag.
YovieTtdton opykn Kot cuveyllopevn mapakorlovBnon g Aettovpyiag tov Bupeoeldovg.

[eprpepkn vevporddeia,

O aoBeveic e eEghoodpevn mepipepiky) vevporddeia >Babuov 2 eEapébnkav and KMvikés perétes
pe mopoAdopion. Ararteitan Tpoooyn otav e&etaleton To evoeyouevo Bepaneiag anTdv TV acbevov
pe TopoAdopion.

2NUAVTIKH KOPILoKY SUGAEITOVPYIO

Ot acBeveic pe onuavtiky Kapdtakt SuGAELTOVPYia (CLLPOPNTIKY KOPILOKT AVETAPKELL

[Katmyopia I 1 1V katd NY Heart Association], épgpaypa tov pookapdiov eviog 12 umvav omd v
Evapén g HEAETNG, 0oToON 1 OVETOPKDS ELeYYOUEVT oTNOAYYN) e€anpédniay amd KAVIKEC PHeEAETEG
pe mopoddopion. Exovv avapepBei kapdiod coppdavta, copmeptlopBavopréving e GUUPOPNTIKNG
KOPOOKNG AVETAPKELNG, TOV TVELHOVIKOD OWONUATOG KO TNG KOATIKNG Hoprapuyng (BA. Tapdypago
4.8), xuping oe acbeveig pe Tpoimapyovca Kapdlomdeia 1 Kapdlokovg TopayovTeg Kvovvov.
Amarteiton mpocoyn 6tav e€etdleTon To gvdgydueVo Bepameiog TETOIOV AGHEVOVY [IE TOUAAIOOMUION,
GUUTEPTAAUPOVOLEVIG TNG TEPLOOIKNG TTAPAKOAOVONOTG Yio oNUEin 1] GUUMTOUATO KOPIOKDY
oLUUBAVTOV.

2Hvdpouo Aonc OyKov

YynAotepo kivouvo cuvopopov AV OYKOL SLoTpEXouv ot 0oOEVEIS e VYNAO POopTio OYKOL TPV ad
1 Bepameia. Ot ouykekpuévol acbeveic Oo mpénet vo mopakoiovfodviol 6TeEVa Kot vo Aapfavovtal ot
KATOAANAES TPOPLAAEELS.

Agbtepec mpwTomadsic kKakondeieg

Agbtepeg mpoTonabeic Kaxkonbeleg, OTMG 0 [N LEAAVOUOTIKOG KOPKIVOG TOV OEPUATOG, £YOVV
avaeepbel og acbeveic mov Aapupdvouv mopoidouion (PA. mapdypago 4.8). Ot atpoi Oa wpénel va
a&1oA0yoVV TPOooeKTIKG TOVG acbeveic TPV Kot Katd T didpkela TG Oepameiog yp1oILOTOIOVTOG
TPOTLTN €€€TOOT KOPKIVO Yo eppdvion debTepV TpOTONTAdOV KakonBeldv kot va EEKvovy
Oepamneia, Ommc evoeikvoTal.

AMepyikéc avtdpaoelc kKot cofapéc dEpUATIKES AVTIOPAGELC

"Exovv avaeepOel oyyelooidn o, ovaQLANKTIKY avTidopaoT kot coPapég SepUATOAOYIKES OVTIOPACELS,
ovpmepthapfavopévev SIS, TEN xar DRESS, pe m xpnon mg mopoidouiong (BA. mapaypago 4.8).
O1 acBeveic Oo TPEmEL VoL EVIIULEPDVOVTOL Y1 TO GTUEID, KOL TO, GUUTTOUATO, CVTMYV TOV AVTIOPAGEDY
a7t TOVE TOV TOVG GLVTAYOYPUPOVY TO Papuako Kot Oa wpémel va Aapupdvovy odnyieg va avalntodv
dpeca otpikn fonbea o mtepinTmon oL EKONADGCOVY awTd To cuuTTOpaTo. H Bgpaneio pe
TOLLOAOOUION TTPETEL VO, SIOUKOTTETOL GE TEPIMTWGT ATOPOALOWDTIKOD 1] TOUPOAVYMDIoVE e€avOLOTOC 1)
og vroyia SJS, TEN 11 DRESS kot dev Oa mpémet va Egkiva ek vEov Petd amd dlokom AOY® TETolmV
avtidpdoewv. AcBeveic [e TPOTYOVLEVO 1GTOPIKO GOPUP®Y OAAEPYIKMV OVTIOPACE®VY OV GYeTI{ovVTal
pe Baidopion M Aevolidopion e&apédnkav amd kKhvikég perétec. Avtoi ol acBeveic evoéyetat va
SraTpéyovv vyYNAOTEPO Kivouvo ovTidpdcemy vrepevactnaciog kot dev Oa wpémet va Aapupdvovv
TopoAdopidn. o mpémel va e£eTaleTal TO EVOEYOUEVO TPOCOPIVIG 1| OPIOTIKNG OLOKOTNG TNG
TopoAdopidng Yo deppatico eEavOnua Babpot 2-3. H mopaiidopidn npénel va dokonel optoTikd yio
AYYEL00ION AL KOl OVOQUAGKTIKY aVTIOpaoT).

12



74\ xou cOLYyvon

Z4An Kol CLYYLTIKT KOTAoTOoT £X0uv avapepBel pe v mopaAidouion. Ol acbeveig tpémet va
ATOPEHYOVV KOTAGTAGELG 6oV 1] {AAN N 1] GUYYVOT EVOEXETAL VO, ATOTEAEGEL TPOPAN LA Ko dev Bal
TPENEL VO, TALPVOLV GALL QOPUOKEVTIKE TPOIGVTO TOV PIOPEL VO TPOKAAOVY COAN 1 GUYYLOT| Y®PIG va
avalnNTnoovy TPAOTO 1LTPIKT GUUBOVAN.

Avdueon mvevpovorddeio (AIT)

"Eyel mapatnpnOei pe v mopaiidopidn All ko oyetilopeva coppavta, opmepAopupovouévmy
TEPICTATIKMOV TVELUOVITIONG. Oa TPENEL VO, TPOYLLOTOTOLEITAL TPOGEKTIKY] 0EOAGYNOT TV 060evdV e
oela évapén N avenynt emdeivon TV TVELHOVIK®V GUUTTOUATOV Yia Tov amokisiond g AIL. H
TopoAdopidN Ba Tpénet va, Slakomel TPOoWPIVA EmG TNV EEETOCT] AVTMOV TOV GUUTTOUATOV KoL 0V
emPePforwbei n vrapén All, Ba npénet va Egxvioet katdAnAn Beponeio. H mopodopion Ba wpémnet
va EEKVIIOEL €K VEOL HOVO LEeTd amd pia 61e€001KT a&loAdYNGT TOV 0PEADY KOl TOV KIVOUVMV.

Hrotucég dwatapayéc

"Eyxovv mopatnpndel onuavtikd avénpéve exinedo apvoTpavePepdons tg alavivig Kot yoAepuOpivng
og acbeveig mov éhafav Bepaneio pe mopaAiidouion (PA. mapdypapo 4.8). Yanp&av emiong
TEPICTATIKA NTATITIONG TOV OONYNOAV GE OPLOTIKT] SLHKOT TG TOUAUAOOMIONG. ZVVIGTATOL TAKTIKY|
TOPUKOAOVONGN TNE NTOTIKAG AEITOLPYING YO TOVS TPDOTOVG 6 UNveg TG Bepoameiog pe mopodouion,
Kol €peENG OTMOC EVOETKVLTAL KAVIKA.

Aowdéelg

"Exet avapepbei ondvia enavevepyomoinon g nroatitidag B og acBeveic mov Aappdvovv
TopoAdopidn og cuvovacud pe defapedaldvn ot omoiotl Exovv poAvvOel 6To TAPEADOV LE TOV 10 TNG
nratitdoag B (HBV). Mepikég and avtég Tig meputtmoelg £xovv e&elybel o€ o&ela nmotiky
OVETMAPKELD, e AMOTEAEGHO TN dtaKoTn NG Topaldopiong. H katdotaor tov 100 g nratitidoc B 6a
npénel va, kabopiotel mpv v Evapén g Bepameiag pe mopaiidopion. o acbeveic pe Betic dokiun
v Aoipmén and HBV, cuvictdrol n cupfovin watpod pe dikevon ot Oepancio e nratitidog B.
Oa pémet va divetal mpocoyn Otav 1 TopaALdopidn oe cuvdvacud pe deapebalovn ypnotponoteiton
o€ acbeveig pe mponyoduevn Aoipwén and HBV, copnepirapfavopévav acbevov mov givar avti-HBC
Oetucol oAha HBSAQ apvntikoi. Avtoi ot acOeveic O mpémel va mapakoiovBodviol otevd yio onueio
K0l GUUTTOUATO, EVEPYOD Aoipuméng and HBV kad’ 6An tn didpkela tng Oepameiog.

[Ipoiovoa moivesTiokn Asvkoeykeparomadeio (ITITA)

Me v mopahdopion éxovv avagepBel TEPIGTATIKA TPOTOVCAG TOAVEGTIOKNG AEVKOEYKEPOUAOTADELNG,
peta&d tov omoiwv kot Bavatneopa. H ITIA avaeépOnie apretohs pnveg Emg Kot apKeETA Ypovia
uetd tnv évapén g Bepomeiog pe mopoidopion. To mepioTatiKd apopovcay yevikd acbeveic Tov
Adppavav tavtoypova deEapedalovn 1 elyav AaPel TponyoLHEVOG GAAT AVOGOKOTOGTOATIKN
ynueobepaneio. Ot wotpoi Tpémel va mapakorlovBody Tovg asbevelg ava TaKTd Xpovikd S10eTHLOT
kot vo, e&gtalovv 1o evdeyouevo vmopéng IIIA oto mAaiclo dla@opikng didyvmong oe acheveic pe
VEEG N EMOEIVOVEVEG VEVPOAOYIKES, YVOGTIKEG 1] GCUUTEPIPOPIKES eVOEIEELS 1 cupmTdpota. [Tpémet
EMIONG VO GLVIGTATOL GTOVG 0GOEVELG VOl EVILEPMDVOLY TOVG GLVTPOPOVG 1) TA ATOLM TTOV TOVG
opovtilovv oyetika pe tn Bepameio Tovg, S10TL TO GTopo aVTd Oo UToPOHGAV VO TAPATNPTICOVY
CUUTMOUOTO T 070l Ogv avtilauPavovtal ot idlot ot acBeveic.

H a&ohdynon g [IIA npénetl va Baciletor o€ veoporoyikr| eEETAON, OMEIKOVIOT LOYVITIKOD
OUVTOVIGLOU EYKEQAAOD Kol avAAVeT £YKEQPOAOVMTIAIOL VYPoD yio To DNA tov 100 John
Cunningham (JC) péow aivcidmtng avtidpacng torvpepdons (PCR) 1 og Ployia eykepdlov pe
g&étaon yia tov 16 JC. To apvntikd anotéiesua otnv PCR tov 100 JC dev amoxieiet tnv vmapén
IITA. EMetyet evolhakTikng otdyvmong, uropet va, aratteital Tpdodetn mopakoiovdnon kot
a&loAoynon.
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e mepintoon voyiag IIIA, tpémel vo SaKOTTETOL 1] YOPTYNOT TOL PAPUAKOV EMG OTOV OTOKAEIOTEL
To gvogyouevo vropéng IIIA. Edv emiPefaiwbdei n IIIA, 1 yoprynon mTopoidopidng tpénet vo.
OLOKOTTETOL OPLOTIKA.

IIepektikdTnTa 6 vaTplo

To @apuokevTiKd 0vTO TPOIOV TEPLEYEL MYOTEPO ad 1 mmol vatpiov (23 mg) avd kaydkio, eivat
ot oL ovopdlovpe «eAevBepo vaTpiovy.

45 AlMiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTH KO AALES HOPPES aAANAemiopaong

Enidpaon tne mopaidouidnc o€ AL QOPLOKEVTIKA TPOiOVTO,

H mopoidopion dev avapéveral vo TpokaAEGEL KAIVIKG ONUOVTIKEG QOPUOKOKIVITIKEG
AAAAETIOPACEIS AOY® 0vasTOA)G TOoV 160evivpov P450 1 emoyoyng 1] ava.sTOAMG TMV HETAPOPEDV
OTOV GLYYXOPMYEITAL LIE VITOGTPMUATA QVLTAOV TV EVEDHOV 1 TV peTapopéwv. H duvatdtnta tétoimv
AAANAETIOPACEDY, GUUTEPIAAUPAVOUEVNS TNG OVVNTIKNG EXIOPACGTC TG TOLOALOOUIdNG OTN
(QOPUOKOKIVITIKY] TOV 0O TOL GTOUATOG CUVOVAGUEVAOV AVTICVAANTTIK®V, OgV £xel a&toAoynOel
KAMviKa (PA. Topdypapo 4.4 «Tepatoydvog dpaon»).

Emnidpaon GAA®V QUpUOKEVTIK®OV TPOTOVIMV GTIV TOLUUAOOUION

H mopaAidopodn petaporiletor pepikmg amd to CYPLA2 ko to CYP3A4/S5. Anotehet emiong éva
VrooTPpOU Yo TNV P-yAvkonpwteivn. H cuyyoprynon mopoidopiong pe ketokovaldAn, Evav ioyvpd
avactoréa tov CYP3A4/5 kar g P-gp, 1 pe kopPapalenivn, évav ioxvpd enoyoyéa oo CYP3A4/5,
dev giye KhMvikd onpavtiky entdpaor oty €kbeon og mopaiidopidn. H cuyyoprynomn erovPoéapivng,
€vog 1oyvpov avactorén Tov CYPLA2 ue nopolidouion o€ mopovcio ketokovaloAng, avénoe ) péon
€xBeon og mopaidopidn kot 107% pe sdotnua epmotoouvns 90% [91% g 124%] og ohykpion
pe mopoAdopion pall pe Ketokovaloan. Xe pia 0g0Tepn HEAETN Yo TV aE0AGYN O TG GLUUPOANG TNG
povobepomeiog evoc avactorén Tov CYPLA2 g allayéc Tov petafoicpnod, 1 Guyxopnynon
povoBepomeiog eAovfo&apivng pali pe mopoidouion avénoe ) péon £kbeon oe mopoAdouion katd
125% pe drbotnua epmotocivng 90% [98% émg 157%] oe oOykpion pe ) povobepamneio e
mopoAdopion. Edv woyvpol avactolreig tov CYPLA2 (1.y. curpopro&acivn, evo&acivn Kat
@AovPo&apivn) cuyxopnyodVToL LE TOUOAOOUION, LEIDOTE TN OGN TG TOUAAdOUIONG Katd 50%.

Ag€apebaldvn

H ovyyopnynon moAhaniov docemv £mc 4 mg mopodouiong pe 20 mg émg 40 mg de&apedaldvng
(evdg acBevovg Emg pétprov emaymyéa dapopwv eviopmv CYP cuurepiiapfovopévou kot tov
CYP3A) o¢ acbeveig pue molhamho poéhopa dev eiye Kopio ExidpaoTn 6T EOPUAUKOKIVITIKY TNG
TOLOAOOUIONG O€ GUYKPLION UE TN YOPNYNON HovoDepameing TOUAAIOOUIONG.

H enidpaon g de&opebalovng otn Papeapivn eivar dyvootn. Zuviotdtol 6Tev Topakoiovdnon g
ovykévipmong Papeapivng katd ™ didpkela ¢ Oepameiog.

4.6 Tovipétnra, kOMon km yorovyio

Tvvaikec og avomapaywyky nAkio  / AviicOANYN o€ AvOPEC KO YUVOIKEC

O1 yovaikeg 6€ avomopay®yikn nAkio. TPETEL VO YPNCILOTO0VY UTOTELECUATIKN UEDOSO
AVTICLAANYNG. X€ TEPITTOOT TOV TPOKVYEL KONGT G pia yuvaika 1 omoio Aapfavel Oepameio pe
mopoAdopion, n Oepaneio mpémet va diacomel kot 1 acBevig Tpénet va moponepedel og 1Tpod
E10IKEVUEVO 1] TEMEPAUEVO OTIG OVGTAAGIES OLamAaong Yo a&loldynon Kot Kabodinynon. Ze
TEPIMTOGT TTOL TPOKVLYEL KON GT GE GUVTPOPO AvVOPa 0oOEVOVE TOL AAUPAVEL TOUOAOOUION,
ouvieTdtol 1 cOVTPoPog ToV acbevoic va TapamePOel oe 1Tpd EBIKEVUEVO 1) TETELPUUEVO GTIC
dvomhacieg drdmiaong yuo agloloynon kot kafodnynon. H mopoiidopion sivor mapodoa oto
avBpdmvo oméppa. Q¢ TpoPLAAL, OA0L 01 Avopeg aoBeveic Tov Aappdvovy mopoidopidn Ba tpémet
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Vo YPNOHOTOI00V TPOPLANKTIKA KaB® OAN TN didpkela TG Bepameiag, Katd Tn ddpkela S10KOTNG TV
d00cemV Kal ylo 7 nuépeg petd ™ AMEn g Bepameiag, edv 1 cHVTPOEHS Tovg givor £ykvog N givor og
avoTopoy®YKn nAkiokat dev ypnoipomrotel avticOAANYM (PA. mapaypdpovc 4.3 kot 4.4).

Kvnon

H tepartoyovog enidpaom g mopodopiong oe avOpdmovg sivar avapevopevr. H mopoaidopion
avtevoeikvutal katd T d1dpKela TG Kimong kabdg Kot 6€ Yovaikes avamapoy®ytkng NAKiog ektog
av TANpoLVTAL OAEG oL TPoUTOBETELS Yo TNV TPOANYM TG KONong (BA. mapaypdpovg 4.3 kot 4.4).

Oniooudg

Agyv givol yvooto 6v 1 TopaAdopuidn amekkpivetat 0to avOpdmivo yéia. H mopaiidopion
avVIYVELTNKE GTO Yo ONAalovToV emipvev PHetd amd yoprynon ot untépa. Adywm g mbavotnrag
avemBountov gvepyeldv and v topaidouidn o Ppéen mov Inidlovv, mpénet va amopaciotel e6v
Ba drokomel 0 OnAacpog 1| Ba dtakonel To PapUAKELTIKO TPOTOV, Aopfdavovtag vdyn T0 OPELOG TOV
Oniaopo yio to Toudi Kot To 6pelog ¢ Bepameiag yio TNV yovaiko.

Tovipétnta

H mopaAidopidn Ppédnke 611 emnpedletl apvntikd tn yovipudmra kot ivar tepatoyovog o€ (do. H
TOUOAOOLLION SUTEPVA TOV TAUKOVVTA Kol OV VEVTNKE 0€ EUPPLIKS aiplo PHETA amd YopnyNoN o
£ykvovg Kovikhovg (BA. mapdypago 5.3).

4.7 Emopaoeig 6TV IKOVOTNTA 001]Y1|61G KL YELPICHOD M OVI|LATOV

H mopaAidopion €xet pikpn 1| LETPLOL EXIOPACT) GTNV IKAVOTNTA 0ONYNONG KOL YEIPICUOD UNYOVILATOV.
Konwon, ennpeacpévo eninedo cuveionong, cuyyvor kot {aAn £xovv avaeepbel Katd ) ¥prion e
TopoAMOoUidNG. e mePIMT®ON TOL 01 0oHEVEIS TAPOLGIAGOVY T TAPUTAVE® GUUTTMOUOTA, B0 TPEMEL
VO EVILEPDOVOVTOL MGTE VO, UMV 001 YOV GVTOKIVITO, VoL U YPTCLLOTOIOVV IUNYOVILLOTO KO VO, UV
EKTEAOVV EMIKIVOLVEC EpyOoieg KOTA TN didpketo TG Oepomeiog Pe TOpoAOOUIdN.

4.8 AvemOOunteg evépyereg

2HVown TOL TPOOIA acOaAeioc

THoualidouion o ovvovaouo we Poprelouiunn xor deloucdalovn

O1 cuyvOTEPH AVOPEPOUEVES SLOTAPAYES TOV QULLOTOG KO TOV AEUPIKOD GUGTHUATOS NTAV
ovdetepomnevia (54,0%), Opoppomevia (39,9%) kot avorpia (32,0%). AAdeg cuyvoTepa avapEPOUEVES
avembounteg evépyeleg mepIAauBavay Teplpepikn oiontiky vevporddeia (48,2%), kénwon (38,8%),
dappoa (38,1%), dvokotmomra (38,1%) kar Teprpepicd oidnpa (36,3%). Ot cuyvotepa
avapepoueveg avemBOunTeg evépyeleg Babpov 3 1 4 ftav StatapoyEg ToV aiploTog Kot ToV AEUPIKOD
GLOTHOTOG GuuTEPLapUPavopévng tng ovdeteporeviag (47,1%), tng BpopPomreviag (28,1%) kot g
avopiog (15,1%). H cuyvotepa avaeepopevn coPapr avembountn evépyelo Tav 1 Tvevpovia
(12,2%). Alrec coPapég avapepbeioeg avemBounteg evépyeleg ovumeplapPavay mopeéio (4,3%),
AOTUOEN TOV KATMOTEPOL avOTVELSTIKOV (3,6%), Ypint (3,6%), Tvevpovikn eppoin (3,2%), KOATIKY
pappopvyn (3,2%) kot ofeio veppikn BLAPN (2,9%).

Touoidouion oc aovovaouo ue delopedolovn

O1 cuYVOTEP AVOPEPOUEVEC OVETIOVUNTEG EVEPYELES GE KAMVIKEG UEAETEC, NNTOV JATOPOYES TOV
aipLOTog Kol TOV AEUPIKOD GLGTAOTOC cVuTEPLaUBavouévnc TG avouiag (45,7%), g
ovdetepomeviog (45,3%) kot tng Opopfomeviog (27%), yevikég datapoyEg Kol KOTOGTAGELS 6T Béom
yopnynong ocvumepthapupavopévng tng kommong (28,3%), g mope&iag (21%) Kot Tov TEPLPEPIKOD
o1oMuatog (13%), kabdc Kot AOUDEELS KOl TOPAGTTDGELS, CLUTEPIAOUPBAVOUEVIG TNE TVEVUOVIOG
(10,79%). AvemBOunteg evépyeleg meplpepikng vevporadetog avapéptnkav o 12,3% tov acbevav kat
avemBounteg evépyeteg eAefikav epfoikav 1 Opoppatikedv coppdviov (VTE) avapépdnkav o
3,3% 1oV acBevav. Ot cuyvotepa avapepoueves avemBounteg evépyeteg Babpov 3 1 4 ftav
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SaTapayEC TOV AATOG KO TOV AEUPIKOD GUGTHHOTOS GUUTEPIAALPOVOLEVIG TN 0VLOETEPOTTEVING
(41,7%), ™g avaiog (27%) kot g OpopPomeviag (20,7%), AoudEELS KAl TAPUCITOGCELS,
oopmepthapfavouévng g Tvevpoviog (9%), Kabmg Kot YeVIKES SloTapayEc Kol KaTaoTdoelg ot 0éon
yopnynongs, sopmeptiappavouévng g kommong (4,7%), g mupe&iog (3%) Kot Tov TepLpeptkod
ownpatog (1,3%). H cuyvotepa avoapepdpevn cofapn avemBOunTn evépyela Tav 1 mvevovia
(9,3%). Al\ec coPapéc avapepbeioeg avemBOUNTES EVEPYELEG CLUTEPIAGUPOVOY EUTOPETN
ovdeteponevia (4,0%), ovdeteponevia (2,0%), Opoupomevia (1,7%) kot avemBOunteg evépyeieg
orefkmv gpfoikadv M Opoppotikdv coppaviov (VTE) (1,7%).

Ot avemBounteg evépyeteg £Tevay vo uUPaivouy To ouyva Eviog TV TpdTeV 2 KOKAmV Oepameiog

UE TOHOALOOUION.

[Tivokog avemBOUNTOV EVEPYEIDV

O avemBounteg evépyeteg ol omoieg mapatnp|Onkay oe acBeveic mov ElaPav Bepaneia pe
mopoAdopidn og cuvovacud pe Boptelopipmn kot degopedalovr, TopaAdopidn 6€ GUVILAGUO LE
de&apebaldvn, kot amd TV TOPUKOAOVONGT TOL TPOTOVTOC LETA TNV KVKAOQOpia Topatifevtal oTov
[Tivaxka 7 avé katnyopio/opyavikd cOGTNHO KOl GLYVOTNTO Yo OAES TIG AVETOVUNTES EVEPYELES Kot
Y TG avemBounteg evépyeteg Babuov 3 1 4.

O1 ouyvotnTEG 0pilovTol GOUPOVA UE TNV 1eYOLOVOA 00N Yia MG TOAD cvyvéig (=>1/10), cuyvég (>1/100
émg <1/10), oyt ovyvég (>1/1.000 mg <1/100) Kot pun yvooTég (1 cvuyvoTTo dgV PITopet va

TPOCIOPIOTEL).

IMivaxkoeg 7. AvemOvpnteg evépyereg (AE) mwov ava@épOnkoy o€ KMVIKEG SOKLPEG KO PETE TNV
KUKAOQopio TOV TPoidvTog

Yuvovaonog Ospanciog

Mopardopion/

Hopaidopion/ de&apedalovn

Boptelopinmn/octapnedalovn

Katmyopio/opyavikd Oeg AE BaBpov | Okeg AE
ocvotnpa /Ilpotipcdpevog ot AE 34 ov AE Padpov
o6pog 34
AOPNDEELS KU TUPUCITACELS
[vevpovia [ToAd Guyvéc IToAd cuyvée | - -
[Tvevpovia (Baktnplokéc, - - [ToAd cuyvég Yuyvég
LOYEVELG KO LUKTTLOGIKES
AodEels,
GUUTEPTAAUPAVOUEVDV TOV
EVKALPLOK®V AOUMEEWDV)
Bpoyyitida [ToAb cvuyvéc Xuyvég Xuyvég Oy ovyvég
Aoluwén g avmdtepng [ToAd cuyvéc Suyvég Suyvég Suyvég
QVOTVEVGTIKNG 0000
loyevng Aoipmén Tov [ToAvd cuyvéc - - -
OVATEPOV OVOTTVEVGTIKOV
Inyorpio Xuyvég Xuyvég - -
Itk kotomAinéio Xuyvég Xuyvéc - -
Ovdetepomevikn onyaipio - - Xuyvéc 2uyvéc
KoAitida ano Clostridium Yuyvéc Yoyvéc - -
difficile
Bpoyyorvevpovia - - Zoyvéc 2uyvéc
Aolpwén g avamveuoTikng | ZuyvEg Xuyveég Xoyvéc 2uyvEC
0000
Aolpwén tov KatdTEpOL Xuyvég Xuyveéc - -
OLVOTIVEVGTIKOV
Aoluwén tov mveduova Xuyvég Oy ovyvég - -
I'pinn [ToAd cuyvéc Yuyvég - -
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Yuvovaonog Ospanciog Mopardopion/ Hopaiidopion/ de&apedaléovn
Boptelopinmn/octanedalovn
Koatnyopia/opyoavikd ‘Oleg AE BaBpod | Okeg AE
oVvotnpa /IpoTipodpevog oL AE 3—4 ol AE padpod
o6pog 34
Bpoyyrohitioa 2uyveéc 2uyvéc - -
Aolpwén ovpomomtikon [ToAV cuyvéc Xuyvég - -
GLOTNUOTOG
Pwooeapuyyitida - - Zuyvég -
‘Epmng Lootpog - - Xuyvég Oy ouyvég
Enravevepyonoinon - - Mn yvootég* Mn
nratitdog B YVOOTEGH

Neomhaopoto Koron0n, Kakon0n Kat pn KeopLopuéva (GUUT. KOGTEMVY KOl TOADTOdMV)

Boocwoxvttapukod Xuyvég Oyt ouyvég - -
KopKivouo
Boocuokvtropuco - - Oy ovyvég Oy ovuyvég
KOPKIVOUO TOV OEPUOTOC
Kopxivopa déppatog amod - - Oy ovyvég Oy ovuyvég
TAOK®OES EMONAL0

AwTopoy£S TOV GipOETOS KOL TOV AELOIKOU GUGTILATOS
Ovdetepomevia [ToAd Guyvéc [ToAd cuyvée | TToAdd cuyvég [ToAd cuyvéc
®popPonevia [ToAd cuyvéc [ToAd ouyvég | TTodd cuyvég [ToA cuyvég
Agvkomevia IToAb cuyvéc 2oyVvEC IToAb cuyvéc 2oyvEC
Avapio IToAb cuyvéc IToAb cvyvég | TToAd cuyvég IToAD cuyvéc
Eumopetn ovdetepomevia Xuyvég Xuyvég 2uyvéc 2uyvéc
Agpopomnevia Xuyvég Xuyvég - -
[Mavkvttapomevia - - Yuyvéc* Yuyvéc*

Al Tapay£S aVOGOTOTIKOY GUGTIHATOS
Ayyelooionua - - Yuyvéc Oy cuyvéc*
Kvidmon - - Yuyvéc* Oy ouyvéc*
Avo@uloKTiKn avtidpaon Mn yvootéc* | Mn yvootéc* | - -
AmOppIyn LOGHEVUATOG Mn yvootég* | - - -
suumayovg opydvov

Evookpwikég dratapoyég
Yrobvpeoetdiopnog | Oy ovyvéc* | - | - -

MeTafolkég Kol O1ATPOPIKES SLATAPAYES
Y moxaAonpion [ToAd cuyvéc Xuyvég - -
Yrepylokopio [ToAd Guyvéc Suyvég - -
Ymouayvnoloapio Xuyvég Xuyvég - -
YroacBeotionpio Suyvég Suyvég - -
Ymopwopotopio 2uyvEQ 2uyvEQ - -
Yrepkaioio Xuyveég Xuyveég Xuyvéc Xuyvéc
YrepacPeotionpio Xuyveég Xuyvég - -
Ymovatpopio - - Zoyvéc 2uyvéc
Mewopévn 6peén - - [ToAV cuyvég Oy ouyvég
Yrepovpryoio - - Yuyvég* Yuyvég*
2Hvopouo Aong OYKoL - - Oy ovyvéc* Oyt ovyvéc*

Poyotpikés drotapayés
Avnvia IToAb cuyvéc Xuyvéc - -
Kozabiwym Yuyvég Yuyvég - -
ZUYYLTIKN KOTdoToon - - Xuyvéc Xuyvéc

A Topay£S TOV VELPIKOD GLGTHNATOG
[epupepixn arcOnTikn IToAb cvyvég Xuyveéc Zoyvég Oy ovyvég
VELPOTADELLL
74\ [ToAd Guyvéc Oy ovyvég Zuyvég Oy suyvég
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Yuvovaonog Ospanciog Mopardopion/ Hopaiidopion/ de&apedaléovn
Boptelopinmn/octanedalovn
Koatnyopia/opyoavikd ‘Oleg AE BaBpod | Okeg AE
oVvotnpa /IpoTipodpevog oL AE 3—4 ol AE padpod
o6pog 34
Tpdpog IToAb cuyvéc Oy cvyvée 2uyvéc Oy ovyvég
2VyKomn 2uyveéc 2uyvéc - -
[Teprpepucn Xuyvég Xuyvég - -
oI TIKOKIVITIKY
vevpomddeial
TTopaicOncio 2uyveéc - - -
Avcyevcia Xuyveég - - -
Kotaotohn emmédov - - Zoyvég Yuyvég
cuveidnong
Evdokpoviakn apoppoyio - - SoyvécH Oy ovyvéc*
Ayyeloxd eyKeQOAKO - - Oy ouyvéc* Oyt ovyvéc*
EMELTO10
Awtapayés Tov 000aipov
Koatappdktng | 2oyVEC | 2oyvEC | - | -
Awtapoyés Tov MTOS Kol Tov Aafupivlov
Thyyog E [ - | Suyvég | Zuyvég
Kapowkéc owatapayéc
KoAmikn pappapoyn [ToAd cuyvéc Xuyvég Yuyvéc* Yuyvéc*
Koapduokn avemdprelo - - Soyvéck Soyvéck
‘Epgpaypo tov pookapdiov | - - Suyvégk Oy ouyvéc*
Ayyewokég drotTapayég
Ev to BdBer pAefucn Yuyvég Oyt ovuyvég Yuyvég Oy ovyvég
Opoupwon
Ymotoaon Xuyvég Xuyvég - -
Ynéptaon Xuyvég Xuyvég - -
AvantvevoTikESg, 0paKiKES O1aTapayES Ko O10TapayES TOV neEGofmpuxiov
Avonvola [ToAd cuyvéc Xuyvég IToA cuyvég Yuyvég
Bryoc [ToAb cuyvéc - IToAb cuyvég Oy ovyvég
Ivevpovikn gpPoin Suyvég Suyvég Suyvég Oy cuyvég
Emiotaén - - Yuyvéc* Oy ouyvéc*
Avgpeon mvevpovomdfela - - Yoyvect Oyt ovyvéc*
Toaotpevrepikéc oraTapayég
Augppola [ToAd cuyvéc Xuyvég [ToAV cuyvég Xuyvég
‘Epetog [ToAd Guyvéc Xuyvég 2uyvéc Yuyvéc
Noawtio [ToAd cuyvéc Oyt ouyvéc IToAd cuyvég Oy ouyvéc
Avckotdtnta [ToAd cuyvéc Yuyvég [ToAV cuyvég Yuyvég
Kothokd dAyog [ToAd cuyvéc Yuyvég - -
Alyoc dve KotMoKkNg yopag | ZuyvEg Oy ovyvég - -
Yroparitido Suyvéc Oyt ouyvéc - -
Enpoactopuio Xuyvég - - -
AldToon g KOG Xuyveég Oy ovyvég - -
Awoppayia yootpeviepukold | - - Xuyvéc Oy ovyvég
HnroatoyohMkég ovatapayés
Yrepyorepvbpvarpio - - Oy cuyvég Oy ouyvég
Hrartitida - - Oyt ovyvéc* -
AwTapoyéc Tov dEPIATOS KOL TOV VITOSOPLOV 16TOV
E&dvOnua [ToAd cuyvéc Yuyvég Xuyvég Yuyvég
Kvnoudg - - Zoyvég -
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Yuvovaonog Ospanciog Mopardopion/ Hopaiidopion/ de&apedaléovn
Boptelopinmn/octanedalovn
Koatnyopia/opyoavikd ‘Oleg AE BaBpod | Okeg AE
oVvotnpa /IpoTipodpevog oL AE 3—4 ol AE padpod
o6pog 34
Avtidpaon 6g QAPUAKO LE - - Mn yvootég* Mn
NOGWOPIAL Kot YVOOTEGH
GLOTNUOTIKA CUUTTAOLOTOL
To&w| emdeppkn - - Mn yvootég* Mn
vEKPOALGT YVOOTECH
YHvdpopo Stevens-Johnson | - - Mn yvootég* Mn
YVooTég*
AWTapay£S TOV PVOGKEAETIKOV GUGTILOTOS KO TOV GUVOETIKOD 1GTOV
Muikn advvopio IToAb cuyvéc 2uyvéc - -
T16voc o€ pdym IToAb cuyvéc 2uyvéc - -
OoTikd GAyog Yuyvég Oyt ouyvég [ToAd cuyvég Suyvég
Mvikoi oracpol [ToAd Guyvéc - [ToAd cuyvég Oy ouyvég
Al TOpayES VEPPDV KUl 0VPOTOLNTIKOD CUGTIUATOS
Oé&eia veppikn PAGRN 2oyVEC 2oyvEC - -
Xpovio veppikn BAAPN Suyvég Yuyvég - -
Kotaxpdtnon ovpwv Xuyvég Xuyvég 2uyvéc Oy ovyvég
Neppikn averdpKeLo - - 2uyvéc 2uyvéc
AW TapoyéS TOV AVATAPAY®OYIKOD GUCTILOTOS KOL TOV LAGTOV
AAyog Tuélov | | 2oyvEC | 2oyvEC
I'evikég owotapayéc Kol KUTAoTAGELS 671 0E0m Yop1yNoNg
Komwon [ToAd Guyvéc Suyvég [ToAd cuyvég Suyvég
IMvpetia [ToAd cuyvéc Xuyvég [ToAd cuyvég Xuyvég
[epupepid oidnua [ToAd cuyvéc Xuyvég [ToAV cuyvég Xuyvég
Mn kopdiokd Bmpokikd Yuyvég Yuyvég - -
GAyoc
Oidnua Suyvég Suyvég - -
Awgpeovijosig
AvEnuévn 2uyVvEG 2uyVvEC Xuyvéc XuyvEC
QUVOTPOVGPEPACT] TG
aAavivng
Mewwpévo Bapog 2uyVvEQ 2uyvEQ - -
Mewwpévog aptBpoc - - XuyvEc XuyvEC
0VOETEPOPIA®V
Melouévog aptOudc - - 2uyvég YuyvEc
AEVKOKVTTAPWV
Mewwpévog aptBpoc - - Xuyvéc XuyvEc
aoTETAM MV
Ovpkod o0& aipartog - - Toyvéck Oy ovyvéc*
avénuévo

Kéaxoon, onintnpicon, kot emurhokég katd Ty enéufaon

IItoon

| Suyvég

Xoyvég | -

* Avagépnkav katd tn ypion petd v kukiopopia,
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Tleprypaon smdeyuévayv avemBountwyv EVEPYEIOY

O1 cUYVOTNTEG GE QLTI TNV TAPAYPUPO TPOEPYOVTAL OO KAIVIKEG PEAETEG O acbeveic Tov AduPavay
Oepaneio pe mopoidopion oe cuvdvacpo gite pe Poptefopipmn kot de&opefalovn (Pom+Btz+Dex)
eite pe de€apebalovn (Pom+Dex).

Tepozoyovog dpdon

H mopoidopion oyetiCeton dopucd pe m Boidopion. H Boidopion eivor o yvootn 1epatoydvog
dpaotikn ovoia yio Tov avBpwno mov tpokorel coPapés cuyyeveilc SuoTAaGies, AMEIANTIKES Yo T
Con. H mopaAidopidn amodeiydnke tepatoydvog oe eMiPvES Kl KOVIKAOLS OTOV YopNnynonke Katd v
nepiodo g peilovog opyovoyéveong (PA. mapaypdeovg 4.6 kot 5.3). Le mepintmon mov M
mopoAdopidon Anebetl Katd ™ dibpkela TG KONONG, N TEPATOYOVOS EMIdPAON TNG TOROAOOUIONG GTOVG
avOpdmovg eivar avouevopevr (BA. Tapdypago 4.4).

Ovdeteporevio kot Opouforevio

Ovdetepomevia gppaviotnke £mg kot 610 54,0% (Pom+Btz+Dex) tov acBevav (47,1%
(Pom+Btz+Dex) Bafuov 3 1 4). H ovdeteponevia 001ynoe o€ TepUATIOUO TNES TOUOASOUIONG GTO
0,7% tov acBevodv Ko fitav oraving cofop.

Eumopet ovdetepomevia avapépbnke oe 3,2% (Pom+Btz+Dex) tov acbevov kot 6,7% (Pom+Dex)
TV acevov kot ftav coPapn oto 1,8% (Pom+Btz+Dex) tov acbevav kat 4,0% (Pom+Dex) tov
acBevov (BA. mapaypdpovg 4.2 kot 4.4).

Opopponevio upavictnke oto 39,9% (Pom+Btz+Dex) tov acbevav kot 27,0% (Pom+Dex) tov
acBevav. H Bpoppornevia rav Babpot 3 M 4 o 28,1% (Pom+Btz+Dex) tov acbevdv kor 20,7%
(Pom+Dex) tov acevdv, 0dMynoe o teppoticpud g mopaidopniong o 0,7% (Pom+Btz+Dex) tov
acBevav kot 0,7% (Pom+Dex) tov acbevav, kot tav cofapn oe 0,7%(Pom+Btz+Dex) xat 1,7%
(Pom+Dex) tov ac0evav (BA. Tapaypdpovg 4.2 kot 4.4).

H ovdetepomevia kot 1 OpouPomevia Etetvay va cupfaivovy mo cuyva eviog TV TPOTOV 2 KOKA®V
Oepamneiog pe mopaAdonidn o cuvdvacud site pe Poptelopiumnm ko de&apedalovn site pe
de&apebalovn.

Aoiuwin
H Xolpwén rav n mo cuyvn pn apatoAoyikn to&ikdmra.

Aoilpuwén epepaviotke oto 83,1% (Pom+Btz+Dex) tov acbevav kot 55,0% (Pom+Dex) tov aobevodv
(34,9% (Pom+Btz+Dex) kot 24,0% (Pom+Dex) Babuob 3 1| 4). H Aoipwén g avodtepng
OVOTIVELGTIKTG 000V Kol 1) TVELHOVIX NTaV 01 cLYVOTEPQ ERPOVILONEVES AOUMEELS. BavatnPOpeS
rouméelg (Babpod 5) supaviomrav oe 4,0% (Pom+Btz+Dex) tov acbevdv kat 2,7% (Pom+Dex)
v aoBevov. Ot hotpuméelg odnynoav o€ teppotiond g mopoidopiong oe 3,6% (Pom+Btz+Dex)
v acbevov ko 2,0% (Pom+Dex) tov acOsvav.

Opoufosufiorixa coupavia

H mpopoiaén pe aketvlocaitkviikd o&d (ko GALo ovTImnKTIKG o€ acbeveic vymAod KvdhHvov) fTav
VIOYPEMTIKT Y10 OAOVG TOVG 00eVeEiS 08 KMVIKEG HEAETEC. ZUVICTATOL AVTITINKTIKN Oepamneio (KTOG av
avtevodeikvotar) (BA. Tapaypogo 4.4).

DdrePfkd OpopPoeuPorikd cvuPavra (VTE) eppaviomnkay oto 12,2% (Pom+Btz+Dex) ko 3,3%
(Pom+Dex) tov acOevav (5,8% (Pom+Btz+Dex) kot 1,3% (Pom+Dex) Babuot 3 1| 4). drefika
Opoppoepporikd copfavra avapéptnkav mg coPapd oto 4,7% (Pom+Btz+Dex) kot 1,7% (Pom+Dex)
TV acevov, dev avaeépbniay Bavatneopeg avtidpacelg Kot To pAePucd Opopfoepuporid coppavta
OEV GYETIOTNKOV LLE TEPLOTIGHO TNG TOUAAIOOUIONG £m¢ kot 6T0 2,2% (Pom+Btz+Dex) Tov acOevav.

Leprpepixn vevponadBsia - Toualidouion o ovvovaouo ue Poprelouiunn xor deloucdalovn

O1 aoBeveic pe eEehooopevn mepipepikn vevporddeia > Babpov 2 pe dhyog evtog 14 nuepdv mpv
Ao TNV TLUYOLOTOINGCT AmoKAEloTNKAY ammd KAMVIKEC doKIIES. Teprpepikn vevpomadeio eppovioTnKe

20



610 55,4% 10V acbevav (10,8% Babpov 3, 0,7% Babuov 4). Ta mpocappocuéva pe faon v £kBeon
TO0GO0TA NTa cvyKpiotpa petald tov okehdv Bepamneiag. [lepimov to 30% v acbevodv Tov
TOPOVGINCE TEPIPEPIKT VELPOTADELN ElYE 10TOPIKO VEVPOTADELNG KaTd TNV enickeyn avapopdg. H
TEPLPEPIKT VELPOTADELD 001 YNGE G TEPUOTICUO TNG PBoptelopipnng mepinov oto 14,4% twv acbevov,
™G mopaAdopiong oto 1,8% wau g de&apebalovng oto 1,8% tov acbevdv 6To oKéELOG
Pom+Btz+Dex kot 610 8,9% t0v acbevav oto okéhog Btz+Dex.

Lepipepixn vevpomabeia - [opodidouion o ovvovaouo ue deloucbolovn

Ot acBeveic pe eEehocdpevn tepipeptkn| vevpordOeia > Babpov 2 amoxieiomray amnd KAVIKEG
peréteg. I[eprpepikn vevporabdeia sppaviomke o 12,3% tov acBevav (1,0% Babuov 3 1 4). Kopia
avtidpaon TEPLPEPIKNG vevpomdhelag dev avapépOnkKe ¢ Gofopn Kot 1) TEPLPEPIKT VEVPOTADELL
odnynoe ot teppotiopd g Bepanciog og 0,3% tov acbevov (BA. mapdypapo 4.4).

Awoppayio,

"Exovv avaeepOel opoppayicés dtatapayEg e v Topoidopion, wiutépms oe achevelg pe
TOPAYOVTEG KIVOUVOL OTIMG 1 GLYYOPTYNON POPUAKEVTIKAOV TPOIOVTIMV TOL ov&avouy v gvatsncio
o€ apoppayio. Xto apoppayikd cvuPavia Exovv copmeptAnedei n exictaln, 1 EVOOKPAVIOKN
alpoppayio Kot 1 aLoppayio TOL YUGTPEVIEPLKOD.

AN epyikéc avTiopaoels kol cofOpPES OEPUATIKES AVTIOPAOELS

"Exovv avaeepbel ayyelooidnua, avaQLAaKTIKY avTidopaoT kot coPapég SepUaTIKEG AvTIOPAGELS,
ocvumeptrapPavopévev SIS, TEN kar DRESS, pe ) gprion g mopoidopiong. Ot acBeveig pe

16T0pIKO GoPapov eEavOnuatoc Tov oyetiletar pe Aevaldopion 1 Oaidopion dev Ba npémet va
Aappavovy mopaAdopion (BA. mapdaypogo 4.4).

Taidrazpiros minBoeuog

Ot avemBduntec evépyeleg mov avagpépbnkay o madaTpikove aobeveic (Mikiag 4 émg 18 etdv) pe
VROTPOTIALOVTEG 1 E£EMOCOUEVOVG GYKOVG EYKEPAAOD NTOV GUVETEIC LLE TO YVOGTO TPOPIA ac@AAELNG
™G TopaAdopioNg oe evihikeg acbeveig (PA. Tapdypago 5.1).

Avaopd mbovoroyodpuevev avemfountmy evepyeiov

H avagopd mBavoroyodpeveov avemBOunTmyv evepyeumv PETH amd T YopnyNnon adelog KukAopopiog
TOV PAPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Emtpénet tn cuveyn mapakolovnon g oxéong
0PEALOVC-KIVODVOL TOV QUPIOKEVTIKOD TPOTOVTOC. ZnTeital and Tovg ExayyeAUoTieES VYEiNG va
avVaQEPOLVY 0TO1EGONTOTE THUVOAOYOVEVES OvETBOUNTES EVEPYELES MECH TOV EOVIKOD GUOTILOTOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.

4.9 Ymepdooolroyia

Adcelg mopoldouidng vVyoug £mg 50 Mg wg epamal doon oe vyieic e0ehoviég Exovv peretn0el yopig
va €ovv avaeepbei coPapéc avemBounteg evépyeieg Tov vo oyetilovtal pe vaepdocoroyio. AGGELC
VYoug €mg kot 10 Mg moALATAGY 0O6GE®V Hia popd NUePNGimg og aoBeveic e TOALOTAS PLEA®UL
€yovv peletnBel yopic va éxovv avapepbel coPapég avemBounteg evépyeieg mov va oyetilovton pe
vrepdocoroyio. H docomeplopiotikn] ToEIKOTNTA TOV 1] LOEAOKATAGTOAY|. X€ UeAETEC, Ppébnke Ot N
TOHOASOIdN amopakpVuviNKe HEc® apnokafapong.

2V TEPITT®ON VIEPSOGOAOYING, GUVIGTATAL VITOGTNPIKTIKN Bepomeia.

5. DAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appoxodvvopkis 1010TNTES

Doppokobepamentikn katnyopic: AVoGoKATAGTAATIKOL TapdyovTec, AAAOL 0VOCOKATAGTOATIKOL
mapdyovteg, kwdikdg ATC: LO4AX06
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Mnyoviopdc dpdonc

H mopoidopion €xet Gueon aviiveOTAAGHOTIKT dPAGCT] KOTO TOV LVEAMUOTOC, AVOCOPPLUOLICTIKES
dpdoelc Kot avaoTEALEL TN GTAPIEN TOV CTPOUATIKOV KLTTAPMVY Y10l TNV AVATTUEN TOV KAPKIVIKMV
KUTTAP®V TOV TOALUTAOD PVEADUOTOG. ZVUYKEKPIUEV, T) TOLAALOOUION AVAGTEALEL TOV
TOALOTANGLOG O KoL ETAYEL TNV OTONTOGT TOV KLTTAP®V OPICUEVOV CLATOTOMNTIKMOV OYK®V.
EmnpdcBeta, n mopoidopidn avacTtéALEL TOV TOAALATANGIOGUO TOV KUTTOPIKOV GEPOV TOAAATAOD
PueAdpatog avhekTiK®V 6TN Agvaldopion kot cuvepyel pe ) deEapebaldvn 1660 og gvaicOntec o
Aevoldopion 660 Kot 6€ avOEKTIKES 6T AEVOAIOOUION KLTTAPIKES GEPES Y10 VAL ETALYEL TNV OOTTAOO)
TOV KVTTAPV ToL 6yKkov. H mopaiidopidn evicyvel v avocio mov pecsorafeiton péom twov T
KUTTAP®V KOl TOV QUGIKOV poviK®dV kuTtdpmv (NK) kot avactéAel TV Topaymyn TpoPAEYLOVOIDV
Kutokvav (m.x. TNF-a kot IL-6) amd ta povokvtropa. H mopoidopion avactéAiet eniong v
AYYEYEVEST EUTOSILOVTOC TN UETAVAGTEVGT] KOL TNV TPOSKOAANOT TV EVOOONAOK®OV KUTTAP®V.

H mopoidopion mpocdévetar angvbeiog otnv npwteivn cereblon (CRBN), 1 onoia amoteAel pépog tov
ovumiokov ¢ E3 AMydong mov nepilaufavel tny mpmteivn 1 tpdodeong otn PAAPN (DDB1) tov
deo&upipovoureikod o&Eog (DNA), tnv kovAivn 4 (CUL4) kai tov puBuiet tov kovlvav 1 (Rocl)
Kol pmopet va avaoteilel v avto-ovfikitivacn g CRBN evtdc tov supmidkov. Ot E3 Arydoeg g
ovfikttivng givarl vTeLOLVEG Yo TNV TOAVOVPIKITIVOGT U0 GEIPAS TPMOTEIVOV-VTOGTPOUATOV Kol
EVOEYOUEVMG EENYOVV €V UEPEL TIG TAEIOTPOTIIKEG KVTTAPIKEC OPAGEIC TOV TAPOTNPOVVTAL LE TN
Bepamneia pe mopoidopion.

Y& mopovoio ¢ mopaAldouiong in vitro, ot tpwteivec-umoostpdpata Aiolog kot Tkapog
GTOYOTOLOVVTAL Y10 OVPIKITIVAOGT] KO ETAKOA0VON amOIKOOOUN O 0O YDVTOG OE AUEGES
KUTTOPOTOEIKESG KOl VOGOTPOTOTOINTIKES Opaoels. In vivo, n Bepaneia pe TopoAidopuion odnynoe og
peimon tov emmédwv g Trkapog oe acbeveig pe vrotpomidlov aviekTikd ot AeVaAISOUioN TOAAATAO
ININQTTTA

KAMviki) omoTeAeoLaTikOTNTO KOl 0GQAAELD

Houolidouion o ovvovaouo ue Poprelouiunn kor deCoucdalovn

H amotelecpotikdmmra kot 1 ac@dieio e Topordopiong oe cuvovacud ue Poptelopipmn kot
de&apedalovn yauning doomng (Pom+Btz+LD-Dex) cuykpiOnke pe avtmv g Poptelopipmng Kot g
de&apebaldvng yapnAng 06ong (Btz+LD-Dex) e o @dong 111, molvkevipikn, Toyotomoimuévn,
avolktig emonpavong perétn (CC-4047-MM-007), og evijhikeg acbeveic e TOAOTAO PUEAMUL TTOV
glyav mponyovpuévag vmofAndei oe Bepaneia, Kot ot omoiot iyov AAPBEL TOLVAUYIGTOV £Va TPOTYOVLEVO
oYNUO, CUUTEPIAOUPOVOUEVNG TNG AEVOAOUIONG KOt Elyay TapOoLGLAcEL EEMEN TG VOGOV KOTA TNV
dudpkela N petd v tedevtaio Bepaneia. Zuvolikd 559 acBeveig eyypdonikoy Kot TuyatoTotfnikay
ot perét: 281 oto okéhoc Pom+Btz+LD-Dex kot 278 oto okéhog Btz+LD-Dex. To 54% tov
acOevav NTav dppevec pe dlapueoT NAKia Yo To GuVoAkd TANBVGUS Ta 68 £t (eAdy., Huéy.: 27,

89 &t). [lepimov 1o 70% tov acBevav Nrav avBektikol otn Agvaidopion (71,2% oto Pom+Btz+LD-
Dex, 68,7% oto Btz+LD-Dex). ITepimov to 40% tov acbevav Bpickovtav otnyv 1M vmotponn ko
nepimov 1o 73% tov acBevav eiyov AdPel Poptelopipnn wg tponyovpevn Bepamneio.

21006 aobeveig oto okéhog Pom+Btz+LD-Dex yopnynnikov 4 mg amd oTtoHTOg TOUAAOOMIONG TIG
nuépeg 1 dog 14 ke korhov 21 nuepdv. H Boptelopipmn (1,3 mg/m?/86on) yopnyhonke oe acOeveic
Kol ot 600 okéEAN TG neAétng Tig Huépeg 1, 4, 8 kot 11 gvog kdvxdov 21 nuepodv yuo tovg Korhovg 1
€wc 8 xan tig Huépeg 1 ko 8 evdg kdhxhov 21 nuepmv yio tovg Kdxrovg 9 kot dve. H deapedalovn
younAng d6ong (20 mg/muépa [nAkiog <75 et@v] f 10 mg/Mmuépa [nAikiag >75 etmv]) xopnyndnke oe
acOeveic kot ota dVo okéAn ¢ uerétng tig Huépec 1,2, 4, 5, 8, 9, 11 ko 12 evog kokiov 21 nuepdv
v Tovg Koihovg 1 émg 8 ko Tig nuépeg 1, 2, 8 kan 9 kébe endpevov kbxkiov 21 nuepmv and Tov
Korho 9 kot ve. Ot 66ce1g petmbniay kai 1 Ogpomeio SlaKOTNKE TPOGSMOPIVA 1) GTAUATNCE OTMC
amatthinke dote vo aviipetoniotel 1 to&ikotnta (PA. mapdypago 4.2).
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To mpTEVOV KOTOANKTIKO ONUEID GYETIKA [LE TNV OTOTEAECUATIKOTNTA NTAV 1] EMPimon yopic eEEMEN
¢ vooov (PFS) mov a&loloyndnke and po AveEdptntn Emotnpovikny Emtponn) A&ioAdynong
(IRAC) ovugpova pe ta kprmpia g Atebvovg Opadoc Epyaciag yia 1o Muéhopo (IMWG) pe ypion
Tov TAnBvouov pe tpdbeon Bepaneiog (ITT). Metd amd didpeon mapakorlovdnon 15,9 unvav, o
dbpecog ypovoc PFS frav 11,20 prveg (95% CI: 9,66, 13,73) ot0 okéhog Pom+Btz+LD-Dex. 210
okéhog Btz+LD-Dex, o didpecog ypovog PES firav 7,1 uiveg (95% CI: 5,88, 8,48).

SHvoyn Tov 6£S0UEVEOV GUVOAIKNG OTOTEAECLATIKOTNTAG Tapovataletal atov [Tivoka 8 pe
nuepounvio arokonng v 26" OxtwPpiov 2017. H xapmvin Kaplan-Meier yio tnv PES yia tov
mnOvopd ITT mopéyetar oto Zynua 1.

Mivakag 8. Zovoyn ToV £d0UEVOV GUVOMKNG OTOTELEGLATIKOTNTAS

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

(N =281) (N =278)
PFS (puvec)
Aldpesoc® ypovog (95% CI) P 11,20 (9,66, 13,73) | 7,10 (5,88, 8,48)
HR (95% Cl), tiunq p° 0,61 (0,49, 0,77), <0,0001
ORR, n (%) 82,2% 50,0%
sCR 9(3,2) 2(0,7)
CR 35 (12,5) 9(3,2)
VGPR 104 (37,0) 40 (14,4)
PR 83 (29,5) 88 (31,7)
OR (95% CI)®, tiun p°* 5,02 (3,35, 7,52), <0,001
DoR (urveg)
Aldpesoc® ypdvoc (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 = Boptelopipmn, Cl = didompa gpmiotocivng, CR = mnpng amdkpion, DOR = didpketo amdxpiong, HR = oyetikdg kivouvog,

LD-Dex = de&opebalovn youning 86ong, OR = Ldyog mbavomteov, ORR = 10600510 cuvokikig andkpiong, PFS = emiPioon yopic e&éhén
™mg vooov, POM = mopodopion, PR = pepwn amdipion, SCR = ardrvtn mhnpng andxpion, VGPR = mold koA Lepikn andkpion.

“ H iGpeon tyn PasiCetar oty ektiunon Kaplan-Meier.

P 95% CI yio T S1épueon T,

¥ Me Bdaon to povtého avaroyuod kivdbvov Cox.

8 H nipn p Pacileton oe otpmpatonompévn Sokipacio log-rank.

¢ O Adyog mbavottov givar yio Pom+Btz+LD-Dex:Btz+LD-Dex.

" H ry p PooiCeton og dokpacio CMH (Cochran-Mantel-Haenszel), stpopotorompévn kotd nikio (<=75 évavtt >75), Tponyovpevo
apBpod oynpitov katd tov poekdpatog (1 évavt>1) ko fta-2 pukpooeatpivy otn dwhoyn (<3,5 mg/l évavti>3,5 mg/l, <5,5 mg/l {vavt
> 5,5 mg/l).

H dudpeon dudpkela g Bepaneiog nrav 8,8 urveg (12 xoxrot Oepaneing) oto okélog Pom+Btz+LD-
Dex kot 4,9 punveg (7 xoxhot Oepameiog) oto okéhog Biz+LD-Dex.

To mheovéxktpa PFS Ntav nepiocotepo éxdnio oe acbeveig mov Elafav povo pia mponyovievn
ypopuun Oepomeiog. e acbeveic mov EAafav 1 TponyodUev YPOUUY KOTO TOL LOEADUOTOC, O SIOUESOC
ypévog e PFS ftav 20,73 punveg (95% CI: 15,11, 27,99) oto okéhoc Pom+Btz+LD-Dex kot

11,63 pveg (95% ClI: 7,52, 15,74) oto oxéhog Btz+LD-Dex. Meimon tov kivohvov katd 46%
napatnpiOnke pe  Bepancio. Pom + Btz + LD-Dex (HR = 0,54, 95% CI: 0,36, 0,82).
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Type 1. Xpoévog empinong yopis eEEMEN ™G vooov copeova pe v aéordéynoen me IRAC ywa
v omékpion pe faon to kprripro IMWG (6tpopotorompuévny doxipasia Log Rank)
(A Ovopog ITT).

@@ 1. POM+BTZ+LD-DEX

1.0 & & a& 2:BTZ+LD-DEX
0.9 1 Soppavra: 1 =154,2 =162
' y Logrank p-value = <.0001 (SuAric karedBuvonc)

2 o 1 ' HR (1vs 2) (95% Cl): 0.61 (0.49, 0.77)
s KM &iapeco oe pveg (95% ClI): 1 =11.20 (9.66, 13.73)
s 2=7.10 (5.88, 8.48)
g 0.7
o
<3 06
&
Z 05 |
=3
> {
g 0.4
& ] foes \‘.
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0.0 1 ApOpoc Achevov oe Kivsuvo

PFS — Xpo6vog amd v Toyaomoinon (Mnveg)
Amokonr| dedopévav: 26 Okt 2017

H el avdivon yia ) cuvolikn emiBioon (OS), pe nuepounvia arokomng t 13" Maiov 2022
(dréipeon mepiodog mapakorovdnong 64,5 unvav), o diduecog ypoévog OS amod tig extiunoelg Kaplan-
Meier ftav 35,6 piveg yuo 1o okéhog Pom + Btz + LD-Dex kot 31,6 pnveg yuo to okédog Btz + LD-
Dex, HR = 0,94, 95% ClI: -0,77, 1,15, ue cvvoiikd mocootd cvoupavtaov 70,0%. H avaivon yo tnv
OS dev TpocaplOGTNKE MG TPOG TOV GLVVTOAOYIGHO EMOEVOV Bepaneidv mov ANeONKavy.

Houalidouion oe ovvovaouo e deloucdalovn

H amoteieopatikdTno Kot ao@AAELR TNG TORAASOUIONG 68 cuvdLacUo pe T de&apefalovn
a&oroynOnkav og pia @aong I, moAvkevpiki, TUYOOTOMUEVT], AVOIKTHG EMICTLOVOTG LEAETT
(CC-4047-MM-003), 6mov 1 Oepomeio TopaAidouiong pe younin do6on de&apedaldévng (Pom+LD-
Dex) ovykpiOnke pe povobBepameio vyning d6ong de&apebalovne (HD-Dex) oe evidikeg acleveic pe
VOTPOTIALov Kot avOeKTIKO TOAAATAO LVEAMLLO, TTOV YoV TpoNyoVUEVMG VITOPANOEl o€ Oepameia, ot
omoiot elyav AaPel TOLAGYIGTOV VO TPOTNYOVUEVE OEPATEVTIKA GYNLLOTO, CUUTEPIAAUPOVOUEVIC TOGO
NG AeVaALdopidNG 660 Kot Boptefopipmng Kot eppdvicay eEEMEN T vOGoL oty Tehevtaio Oepamneia.
Yuvolkd 455 acBevelg eyypdonkav otn perém: 302 oto okéhog Pom+LD-Dex xan 153 oto oxérog
HD-Dex. H m\eioynoia tov acBevav ftav dppeves (59%) ko Agvkoi (79%), n didpeon nikia yio to
oLVoAKO TANBLGO NTav 64 £t (ldy., péy.: 35, 87 €m).

Y1ou¢ aobeveig oto okéhog Pom+LD-Dex yopnynnkav 4 mg omd otopatog TopoAdouidng Tig
nuépeg 1 £o¢ 21 kaOe kdxhov 28 nuepmdv. H LD-Dex (40 mg) yopnynhnke po gopd nuepnoing Tic
nuépeg 1, 8, 15 xar 22 gvdg kokhov 28 nuepav. I'a 1o okéhog HD-Dex, n de&apebaldvn (40 mg)
yopnynOnke amag nuepnoing tig nuépec 1 éwg 4, 9 éwg 12 kar 17 g 20 evog KOKAOL 28 Nuep@V.
Aocbeveig nhkiog >75 etmwv Eexivnoay Bepaneia pe 20 mg de&apebalovng. H Bepancia cuveyiotnke
£€m¢ 0Tov o1 acBeveic elyav eEEMEN TG vOGOUL.
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To mpTEVOV KOTOANKTIKO ONUEID GYETIKA [LE TNV OTOTEAECUATIKOTNTA NTAV 1] EMPimon yopic eEEMEN
™G vooov cvppwva e to kprripto IMWG. T tov mAnBuoud pe npoddeomn Bepamneiag (ITT), o
duapecoc xpovog PES coppmva pe tnv avackonnon and v IRAC, pe Baon ta kprripro IMWG ftav
15,7 gfdopadec (95% CI: 13,0, 20,1) oto oxérog Pom+LD-Dex. To extiudpevo mo60oTo enifioong
26 efdopddmv ympig cupfavra nrav 35,99% (£3,46%). Xto okéhog HD-Dex, o diauecog ypoévog PFS
nrtav 8,0 efdopadec (95% Cl: 7,0, 9,0), to ektipudpevo mocooto eniPimong 26 efSopddmv ywpig
ovpupavta rav 12,15% (+3,63%).

H PFS a&oAoynOnke cg d10popeg OYETIKES VITOOUASES: YEVOG, PLAT, Katdotacon artddoong ECOG,
TAPAYOVTEG OTP®UOTOTOINOTG (MAKia, TANBVGHOG VOGOL, Tponyodueves Bepaneiec Katd Tov
poelodpatog [2, >2]), emAeypéveg mapaeETPOL TPOYVAOGTIKNG onpaciog (ewinedo avapopis g

BNto-2 pikpooeaipivng, xinedo avapopis TG AEVK®UATIVIG, VEPPIKT SLGAEITOVPYIN OVAPOPAS Kot
KUTTOPOYEVETIKOG KIVOUVOC) KOl TNV EKOECT] KOl TNV 0VTOY1| G€ TPOMYOLLEVEG Beparmeieg KOTA TOV
pueddpatoc. AveEdptnta amd v afloloyodpevn vroopdda, n PFS ftav yevikd coupwvn pe v PFS
7ov mopatnpnOnke otov TANBuepd ITT yio aupdTepeg TIc opadeg Oepamneieg.

H PFS cvvoyiletot otov ITivaka 9 yia tov mAnboopd ITT. H xapmdin Kaplan-Meier ywo v PFS yua
tov TAnBuopo ITT mapéyetor oto Zynuo 2.

ivakag 9. Xpévog emPimong yopig e£€MEN TS VoGOV cop@va pe Ty avackornon g IRAC
pe paon ta kprepre. IMWG (etpopatorompévy doxkpasio Log Rank) (minBvepig

ITT)
Pom+LD-Dex HD-Dex
(N=302) (N=153)
EmBioon yopig eEEMEN g vooov (PFS), N 302 (100,0) 153 (100,0)
AoyokpiOnkav (Censored), n (%) 138 (45,7) 50 (32,7)
EEEMEN g vOGou/Odvatog, N (%) 164 (54,3) 103 (67,3)
Xpdvog emPimong ympic eEEAMEN g vooou (EBdouddE])
Avgpeon” 15,7 8,0
At katevBuvong 95%CIP [13,0, 20,1] [7,0,9,0]
Zyetkog kivovvog (Pom+LD-Dex:HD-Dex) diurhng 0,45 [0,35,0,59]
katevbouvong 95% CIY
T P doxipaciog Log-Rank durthic katevbuvonc® <0,001

Znuelmcsn Cl=didompa epmotooivng, IRAC=Ave&aptn Emompovikn Emtpory A&oddynong, NE = Mn a&oroynoipo.

H diGpeon rpn Basiletar otnv extiunon Kaplan-Meier.
b 95% d1doTNpa EUTIGTOGVVIG GYETIKA Le TO S1deco ypdvo emiPicnong xmpic e&EMEN g vocov.
Y Me Béon to povtédo avaroykod kivdhivov COX Tov GUYKPIVEL TIG GUVAPTHGELG KIVdHVOL Tov oxetiCovtan e Tig OEpamenTikég
OUAdES, OTPOUOTOTOMUEVES KoTA NAia (X75 évavtt >75), TAnBuopd vocwv (avBekTikd T060 68 AeVOALdopidN 0G0 Kot o€
Boptelopiumn Evavtt pn avhekTikoD o€ OUPOTEPES TIG SPOUCTIKEG OVGIES) KOl TponyoVpevo aptBud Bepomeiag Katd Tov
poghdporog (=2 évovtt >2).
H tyn p Basileton og otpopatonompévn dokipacio log-rank pe toug idiovg mapdyovieg oTpopaTonoinong OT®G To TAPUTAVED
pnovtédo Cox.
Amoxont| dedopévav: 07 Tem 2012

)
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Typae 2. Xpévog empinong yopig eEEMEN ™G vooov copeova pe v avackornon g IRAC pe
Baon ta kprefproe IMWG (etpopatorompévny dokipacio Log Rank) (min0vepoc ITT)

1,0
HD-DEX
= === POM+LD-DEX
0,8 =
3 06+
@
3
s}
<
Ne)
e
S
& 049
s)
=
0,2
POM + LD-DEX évavtt HD-DEX & & _
Logrank p-value = < 0,001 (dutAng katevbuvong) =0=G=1
HR (95% CI) 0,45 (0,35, 0,59) b ——p
00 - Zoppavto: POM+LD-DEX=164/302 HD-DEX=103/153

T T T T T |
0 13 26 39 52 65
Xpovog emPinong yopig eEEMEN ™G vooov (efdopddes)
Amokonr| dedopévav: 07 Ter 2012

H ocvvolikn emPicoon Ntav 10 Bactkd dEVLTEPEVOV KATAUANKTIKO GNUELD TG LEAETNG. Zuvolkd 226
(74,8%) amod tovg acbevelg oe Pom+LD-Dex ka1 95 (62,1%) tov acBevav o HD-Dex frav Covravol
v nuepounvio amokonng (07 Xexw 2012). O 314 uecog ypdvoc GUVOAKNG ETPIOONC OO TIC EKTIUNCELS
Kaplan-Meier dgv éxet emrevydei yua to okéhog Pom+LD-DeX, oAld ovapévetat va givat TovAdyiotov
48 gBdopadeg, mov givar to KaTmtepo Opto Tov 95% Cl. O dudpecsog xpdvog cuvorikng emPiowong yio
10 okéhog HD-Dex fitov 34 gfdopddeg (95% Cl: 23,4, 39,9). To moc0oo16 1 £100¢ Ywpic cvuPfdvioa
ntav 52,6% (£5,72%) ywo 1o okéhog Pom+LD-Dex kot 28,4% (£7,51%) ywa to oxéhog HD-Dex. H
dopopa 6TN GLVOAIKN emPicon peTaéd TV 000 okeAdY Bepameiog NTOV GTATICTIKA GNUAvTIKY (P
<0,001).

H ovvolikn emiPioon cvvoyiletar otov Iivaka 10 yia tov mAnbvoud ITT. H kapndin Kaplan-Meier
v ™ OS yua tov mAnbuopd ITT mapéyetor otnv Zynua 3.

Me Bdion To 0moTEAECUATO, OUPOTEP®Y TOV KOTAANKTIKGOV onueiov PFS kot OS, n Enttporn
IMopaxoAiovOnong Aedopévmv mov cuoTAONKE Yio LT TN HEAETN GLVEGTNGE VO, OALOKANP®OEL 1)

peAétn kot o1 acbeveig oto okéhog HD-Dex va mepdoovv oto okéhog Pom+LD-Dex.

Mivaxag 10. Xvvolki empioon: IinOvopoég ITT

2TATIOTIKY) Pom+LD-Dex HD-Dex
(N=302) (N=153)
N 302 (100,0) 153 (100,0)
Aoyoxpibnkav (Censored) n (%) 226 (74,8) 95 (62,1)
AneBiocav n (%) 76 (25,2) 58 (37,9)
Xpbévog emPioong Aldpecog® NE 34,0
(efdopnadeq)
Aumng katevbovvong [48,1, NE] [23,4, 39,9]
95%CIP
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YTATIOTIKY) Pom+LD-Dex HD-Dex
(N=302) (N=153)
Zyetikoc kivévvog (Pom+LD-Dex:HD-Dex) 0,53[ 0,37, 0,74]
[6umAng xatevBuvong 95% CIY]
Ty P doxuaciog Log-Rank during <0,001
katevduvonc®

Inueiowon: Cl=Adompa gpmictoodvng. NE = Mn a&lodoyfiopo.

“ H didpeon tiun BaciCetor oty extipunon Kaplan-Meier.

P 95% S16.0TNHo, EUTIGTOGVUVIG GYETIKA [E TO SIAUECO GVVOAIKS YpdVo emiBimong.

Y Mg Baon 1o povtédo avadoyikod Kivdivov COX 10 0moio GuYKpIveL TIg GLUVOPTHCELS KIVEHVOL, TOL GYETICOVTOL HE TIG NAMKLOKEG OPLADES.
8 H iy p Booiletar o€ pn otpopatonompévo doktpacio log-rank. Amokomn dedopévav: 07 Zex 2012

Tympe 3: Kaprodn Kaplan-Meier sovolkig empioong (in0vopég ITT)

1,0
HD-DEX
— — ~ POM+LD-DEX
0,8
2
S 06
£ .
< DGO — - —BE— —5 —
©
g
g 047
=
3]
POM + LD-DEX évavtt HD-DEX
024 Log rank p-value = < 0,001 (3utAng katevbuvong)
HR (95% CI) 0,53 (0,37, 0,74)
KM Siépeco POM+LD-DEX=NE [48,1 NE]
KM Suépeco HD-DEX = 34,0 [23,4, 39,9]
Soppavto: POM+LD-DEX=75/284 HD-DEX=56/139
0,0
1 1 1 1 1 1
0 13 26 39 52 65

Xuvohkn| emPimon (efdopddec)
Hpepounvia anoxomnng: 07 Xer 2012

Hodazpukde TAnOvoudS

e o daong 1, evog 6KEAOVG, OVOLKTHG EMCTLOVOTG LEAETT) KAMUAK®GNG TNG 006NC, 1) LEYIOTN
avekt 60on (MTD) f/kat 1 cuviotdpevn d6on @aong 2 (RP2D) ¢ mopoaidouiong o moaudtatpikong
acOeveic kabopiomke og 2,6 mg/m?muépa, xopnyoduevn amd otdpatog tnv Huépa 1 £mg vy

Huépa 21 gvog emavarapfovopevon kokiov 28 nuepav.

Agv xotadelyOnke amotedespotikdtnTo otn PAong 2, TOAVKEVTPIKY, AVOIKTAG EMCTLOVOTG LEAETN
TAPUAANA®V OpAd®V, 1 ool die&Nyon o 52 madatpucog acbeveig vd Bepameia pe TOUAAIOOUION,
niwiog 4 éwc 18 etdv pe vmotpomalov N e&gMocdpevo yAolopa vynAov Babuov koakondetag,
pvelofrdotopa, erevovumpa | yAolopa eykepaitkov otedéyove (DIPG) ue npmtonadn torobecio
670 KEVTIPIKO veupikd cvotnua (KNX).

¥t pedétn @daong 2, og dHo aobeveic otnv opddo yrolidpatog vyniod Pabuod kakondeiag (N=19)
gmtevyOnke avramoxpion 6mwg opiletal and 10 TPOTOKOAAO. e Evay amd avTovg ToVG aobeveic
emtevyOnke pepkn avramokpion (PR) kot otov dAho acBevn emttevybnie pokpoypdvia otabepn
v660g (SD), 1 omoia katéAnée o T0600TO avTIKEUEVIKNG avTamdkpiong (OR) kat pokpoypoviag SD
g ta&ng tov 10,5% (95% Cl: 1,3, 33,1). Z¢ évav aobevi otnv opdda erevdvuduatog (N=9)
gmtevyOnke poakpoypovia SD n ool katénée o€ mocootd OR kot pakpoypoviag SD tng tééng tov
11,1% (95% CI: 0,3, 48,2). Aev mapatnpnonke emPePoropévn OR N pokpoypovia SD ce
OTOLOVONTIOTE OO TOVE 0ELOAOYNGLLOVG 0oBEVEIC €lTE GTNV ORLAON YAOIDHOTOC EYKEPAAKOD GTEAEYOVG
(DIPG) (N=9) gite otnv opdada poerofractopotog (N=9). Kouio amd tig 4 mapdAinieg ouddeg mov
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a&loroynOnkav o avtr ) pelétn @dong 2 dev TANPOVCE TO TPMOTEVOV KATUANKTIKO CMLUELD TOV
TOGOGTOV OVTIKELLEVIKNG OVTATOKPIONG 1 LOKPOYpOVIaS oTabepng vOsov.

To cuvorikd TPOPIL 0CPAAELNG TNG TOUAAIOOWMIONG OE TOIATPIKOVG 0GOEVEIG TAV GUVETEG LLE TO
Yvootd Tpodil acpdrelag og evihkes. Ot mapdpetpot papuakokvntikng (PK) a&orloynnkav oe
pa odokinpopévn avdivon OK tov peietdv @dong 1 kot Odong 2 kot Samiotdinke 0TL dev £xovv
ONUOVTIKN S1apopd amd avTég oL TapatnpnOnKay o eviilkovg acbeveic (BA. Tapdypago 5.2).

5.2  ®uppokoKIvNTIKEG 1O10TNTES

Amoppdonon

H mopoidopion amoppopdrat pe  PEYLotn ocLykEVIpmon TAAGHaTog (Cmax) va eppaviCeton petald 2
Kol 3 0p®V Kol 0moppoPpATal KOTO TOVAGYIGTOV 73% PETA OO TOV GTOLOTOG YOPNYNoN EPATOE
d6onc. H cvotnukn ékbeon (AUC) 6 TopaAldopion avEAvel TEPITOV YPALUKA KOl OVOAOYIKA LE TIG
avENOELS 6T 000T. Metd and TOAAATAESG HOGELS, 1) TOULAAOOUIdN £YEL TOGOGTO GLGCOPEVONG 27 €S
31% omv AUC.

H ovyyopnynon padi pe éva yedbpo vynio og Aimog kot vynid og Bepuideg peidvet to Paduod
amoppdPNoNC, 0dNYmdVTAG G€ Ui peinon mepimov 27% ot péon uéylot cuykéEVTp®oN Cmax TOV
TAAOUATOG ALY EYEL EAAYIOTN EMIOPAOT GTO GUVOMKO Pabud amoppoenong pe 8% ueimon ot péon
mepoyn Katw amd v kaprdAn (AUC). Eropévmg, n mopaiidopion uropet va xopnyn0el ave&dptra
Ao TNV TPOGANYT TPOPHG.

Koazavoun

H mopoidopion éyxet péco parvouevo dyko katavouns (VA/F) peta&d 62 kot 138 L og otabepn
KatdotooT. H TopaA1dopidn KatavEUETOL GTO GTEPLO VYLDV OTOUWOV O GLYKEVTP®GT TTEpimov 67%
TOV EMMEOV TAAGHOTOC 0 4 DdPeG PETA TN 0001 (TEPITOV Tmax) LETA A0 4 MUEPES YOPNYNONG dOOTG
dma& nuepnoing twv 2 mg. H in vitro déopevon tmv evaviiopep®v TG TopoAMSOUIdNG 6TIC TPOTEIVES
oV avBpdmIvov TAGGATOG Kupaivetal omd 12% Emg 44% ko dev e&aptdtat amd T GVYKEVTIPWOOT).

Buoustaoynuotiondg

H mopaidopidn etvor to KOp1o cuototikd mov kKukhopopel (mepimov 70% tng poadievépyetog
TAGGUTOG) IN VIVO o€ vy dtopa ov Edafav o epdmas and Tov 6TOHATOC SO0

[ C]-ropaidouidng (2 mg). Aev vafipyov petaPoriteg oe >10% oe oyéon e T UNTPIKA 1) TNV OMKNH
POSIEVEPYELD OTO TAAGLAL.

O1 k0pieg petaforikég 0001 amoParrouevng padievépyetog ival vdpo&vAinon (e exakdAovin
yAovkovpovidimon 1 vdpodivon. In vitro, o CYPLA2 kot CYP3A4 tavtonomnkay wg to kopia
évlopa mov gvéyovtat otny véposvAineom g TopaAdouidng péow tov CYP, pe tpochetn eddyiom
ovpporn tov CYP2C19 kot tov CYP2D6. H mopoidopion sivar emiong éve vrdéotpope g P-
yAvkompwteivng in vitro. H cuyyopriynon mopoidouiong pe ketokovaloin, £vav 1oxvpo ovacToria
tov CYP3A4/5 xan tng P--gp, N pe kapPapalenivn woyvpd enaywyéa tov CYP3A4L/S dev giye khvikadg
onuavtikn enidpacn otnv ékbeomn o mopodopion. H cuyyopnynon erovpolapivig, evog 1oyvpod
avaotorén Tov CYPLA2 ue mopolidopion, mapovoiao ketokovaloing avénoe ) puéon ékbeon oe
mopoAdopion kot 107% pe didotnpa epmotocvvig 90% [91% émg 124%] oe cbykpion pe
mopoAdopidn pall pe ketokovaloAn. Xe pia 0e0Tepn HeAETN Yo TNV a&oAOYN O™ TG GLUPOANG TG
uovoBepomeiog evoc avactoréa tov CYPLA2 g aldayéc Tov HeETOOAMGOD, 1| GLYYOPTYNON
povoBepameiog eAovfolapivng pali pe mopoidopion avénoe ) péon £kbeon oe mopoAdopion katd
125% pe drdompa gumietocvvng 90% [98% émg 157%] oe obykpion pe ) povobepamneio e
mopoAdopidn. Eav woyvpoi avactoreic tov CYPL1A2 (11.y. cumpopro&acivn, evolacivn kot
@AovPo&apivn) cuyxopnyodvTol LE TOUOAOOUION, LEIDOTE T 006N TG TopMaAdouidNg katd 50%. H
YOPNYNOT TOUOASOUIONG OE KATVIGTEG, IE YVOOTN TNV EXAy®YN TG toopopeng tov CYPLA2 amd 1o
KATVIGHO KOTTVOD, deV glye KAVIKA onHavTIKn eXidpact oty ékfeon oe mopoAdopion og chyKplon
pe v ékbeon og mopaAdoUidn Tov TopATNPNONKE GE UM KATVIGTEC.
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Me Béon ta in vitro dedopéva, 1 Topaidouion dev givol avacToAENG 1 ETAY®YEAS TOV
160eviipmv P450 xutoypdpatog Kot eV avaGTEALEL KOVEVOY OTO TOVG UETAPOPELS PAPUAKOL TOV
perethOniav. Kivikd oyetikég aAANAemdpaoelg dev avapévovtal 0ToV 1) TOUOALO0UION
GUYYOPNYELTAL UE VTOGTPAOUATO OVTMV TOV 00MV.

AmofoAn

H mopoidopion anofdiretar pe dibpecso ypdvo nuilong mthdcopotog nepimov 9,5 mpdv 6g vy dtopa
Kol wepinov 7,5 wpov og acbeveic pe moAlamid poélopo. H mopodidopion £xel péor oAkn kabapon
(CL/F) mepimov 7-10 L/dpo.

Metd amd epdmal xopriiynon and otopatog [HCl-mopoidopidng (2 mg) oe vy drouo, tepinov 73%
ka1 15% tng padievepyod 60omg amofAnbnke ot 0vpo KoL TO KOTPAVA, avTioTol a, Le Tepinov 2%
Kol 8% TOL YOpP1YOLUEVOL PadIEVEPYOL AvOpaka Vo AmOPAAAETOL MG TOUOALOOUION GTOL OVPOL KoL TOL
KOTPAVa.

H mopoidopion petaforiletor eKTEVAOS TPV amd TNV OMEKKPLON, LE TOVG TPOKVTTOVTEG UETAPOAITEG
va amofdAlovtal kuping ota ovpa. Ot tpelg KOprot petaPoiiteg ata ovpa (mov oynpatiloviotl pécm
VOpOAVENG 1 VEIPOELAIOTG e emakOAoVON YAovKOVpoVIdimoT) evBuvovTon Yia Tepimov 23%, 17%
ka1 12%, avtictotya, Tng 600Mg 00 0VPO.

O e€aptapevor amd to CYP petaforiteg evBovovror yia mepimov 43% g OAKNG 0moBaAlOpEVNC
padievépyelag, eva ot un eEaptmpevol omd To CYP vopoivticoi petafolriteg evbdvovrat yia 1o 25%,
Kot ) amooAn g apetdPAntng mopaidopidng evfovetar yio to 10% (2% ota ovpa kor 8% ota
KOTPAVaL).

Dapuokokvntikn tAnbvcsuot (PK)

Me Bdon ™ OK avaivon minbucuod mov ypnoiuonolel £va oviélo 600 dapeptopudTmy, vy droua
kot acBeveic pe TIM eiyav cvykpioun eawvouevn kabapon (CL/F) kot povouevo kevipikd 6yko
katovounc (V2/F). X nepipepikong 16100¢, 1 TopaAldopidn tpoceAoin katd tpotiunon amd dykovg
pe @awvopevn kabapon mepipepiknc koravoung (Q/F) kot povOuEVo TEPIPEPIKO OYKO KATAVOUNG
(V3lF) 3,7 ko 8 popég vynhotepa, avtiotoryo, omd 0,Tl 6€ EKEIVA TOV VYLDV ATOU®MV.

Houdwtpikde TAnbovoude

Metd amd pio. povi amd oTOUNTog 600T) TG TOUUALSOUIONG G TOIdLH KOl VEOPOVG EVAAIKES LIE
vrotpomidovta 1 eEEMoGOpEVO TPMOTOTOON GYKO EYKEPAAOV, 0 d181ec0g Tmax NTAV 2 €00C 4 dPEG
UETA TN 600 KOl AVTIGTOLYOVGE G TIUES YEMUETPIKOD HEGOV Cmax (CV%) g tééng Tov 74,8 (59,4%),
79,2 (51,7%) xar 104 (18,3%) ng/mL oto ernineda §6onc 1,9, 2,6 ko 3,4 mg/m?, avtiotora. Ot AUC,.
24 Kot AUCo.inf akolovOncav Tapdpoleg Tdoels, pe T cuvolikn £kBeon oto gbpog twv mepimov 700
¢m¢g 800 heng/mL o1ig pukpdtepeg 2 d6o¢€1g kot tov nepimov 1.200 heng/mL oty vynin d6om. Ot
EKTIUNGELG TOV YPpOVOL NL®NG NTOV GTO €DPOG TV TEPITOL 5 €mG 7 MPOV. Agv VINPYAY CAPEIS
TAGEIS OMOSOTEEG OTY GTPOUOTOTOINGT KaTd NAkia kot Tn ypnon otepoedav otnv MTD.

YuVoAIKd, To dedopéva cuviatovy 6t | AUC avéndnke oyedov avoaloyikd pe v avénomn g 60omg
NG TOUAALSOUIdNG, VD 1 aENGT TNG Cinax NTOV YEVIKE AYOTEPO GO AVOAOYIKT).

H @oppakoktvntiki g mopoAdouiong Uetd amd xopryovpuévn amd otoUaTog 000T ETTEOV

1,9 mg/m?muépa éog 3,4 mg/m?muépoa kabopiotnke o 70 acOeveic nhikiog 4 émc 20 etdv oe
oAoKAnpopévn avaivon perémg @aong 1 kaw Odaong 2 o vrotpomidlovteg Kot eEEMGTOUEVOVG

OO TPIKOVS OYKOVG YKEPAAOV. Ta TPoPIA GUYKEVIPOGONG-YPOVOD TNG TOUAAIOOUIONG TEPTYPAPN OV
EMOPKDG LE EVOL LOVOSAUEPIGUATIKO LovTélo DK pe amoppognon kat amofoin Tpdtng taéng. H
TOLOAOOUION emédelEe ypappukn kal ypovikd apetdfintn OK e pétpia petafintotra. Ot
avTITpocOTELTIKES TIHEG TV CL/F, VC/F, Ka, ypovov votépnong e mopaitdopiong nrov 3,94 L/h,
43,0 L, 1,45 h't ka1 0,454 h, avrtictorya. O ypodvoc nuilmng tehkng amoforfic Tne mopodopidng nrav
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7,33 dpec. Extog and v empaveia copotoc (BSA), kapia amo tic e€etaldueves cuppetafAntéc
ovumepthapavopévng g nikiog Kol Tov eOAoL dev giyav enidpaon otnv OK g mopaidopiong. Av
ka1 1 BSA mpocdiopictnie o¢ o 6Totiotikd onpovtikny coppetopint tov CL/F kol VC/F g
mopoAdopidng, n enidpaon g BSA otic napapétpoug £xbeonc de BempnOnke KAvikd Guvaeng.

T'eviké, dev vrdpyer onuavtiky dapopd oty OK g mopaidopiong peta&d Tmv Todldy Kot Tov
EVIIAIK®V 000EV@V.

HAuwuopévor

Baoel poppokokiyntik®dv avaideemv TANOLGHoD og vy dropa Kot ac0eveic e TOALUTAO HOELMLLOL,
dev mapatnpnnke onpovtikn enidpacn g nikiag (19 éwg 83 étn) oty amd oToH0TOG KAOAPOT TNG
TOLOAMOOUIONG. Z& KMVIKEG LEAETEC, dEV amanTHONKE TPOGAPOY SOCTG GE NAIKI®UEVOVS (NALKioG
>65 g1mv) acbeveic extedepévoug oty mopoidopidn (PA. mapdypago 4.2).

Negppikn dvoretrtovpyio

Ot avaAdGEeLg PoPUAKOKIVNTIKNG TANBLGHOD £081EavV OTL 01 PAPLOKOKIVITIKEG TTOPAUETPOL TNG
TopoAMOopidNG dev ennpedotniay onuaviikd o€ acBeveig e veppikn dvsisttovpyia (opiletor amd tnv
KGOapon KpeaTIVivig 1} TOV EKTIUOUEVO pOUO ortelpapatikng omdnong [eGFR]) e cbykpilon pe
acbeveig pe puotoroyikn veppikn Aettovpyio (CrCl >60 ml/ientd). H péon kavovikomomuévn ékeon
AUC og mopadopion nrav 98,2% pe didomua epmotosvuvns 90% [77,4% éwg 120,6%)] oe acBeveig
e pétpra veppikh dusettovpyio (EGFR >30 swg <45 ml/Aentd/1,73 m?) 6e cOykpion pe acOeveic pe
QLOI0A0YIKT VEPPIKN Agttovpyia. H péon kavovikomomuévn ékbeon AUC oe mopolidopion rav
100,2% pe draotnpa epmotooivig 90% [79,7% £wg 127,0%] o acBeveic pe coPapn veppin
dvchertovpyia mov dev anarrovv apokddopon (CrCl <30 1) eGFR < 30 ml/kentd/1,73 m?) oe
ovykplon pe aobeveic e puotoroyikn veppikn Asttovpyia. H péomn kavovikomomuévn éxbeon AUC
o€ mopoAMdoUidN avénonke katd 35,8% ue diotua epmictocvvng 90% [7,5% éwg 70,0%] oe
acBeveig pe coPapn veppikn dvciertovpyio mov amattovyv apokdbapon (CrCl <30 ml/Aentd mov
amattel apokdbapon) oe cOyKplon pe acbeveic pe PLO10A0YIKN VEPPIKN Agttovpyio. Ot uéoeg
aArayég oty ékbeomn oe mopaldopuion o Kabepio omd aVTEG TIG OUASES VEQPPIKTG OVGAELTOVPYING OV
glvar T€to1ov Hey€0ove oL Vo amattohV TPOSUPROYES TG OOONG.

Hratwkn dvcAsttovpyia

O1 @aproKkoKVNTIKES TopAapeTpol petafindnkay petpiog oe aobeveis e nratiky dvoiettovpyia
(6mmg opiletar amd to kprripla katd Child-Pugh) e ohykpion pe to vy dropa. H péon éxbeon og
TopaALSOLIdN avéndnke katd 51% pe Stdotnpa epmotocvving 90% [9% émg 110%] oe acBeveig pe
N0 NTATIKY OVGAELTOLPYIO 6€ GUYKPIoT HE Ta vy dtopo. H péon ékBeon oe mopodidopion
avéndnke kotd 58% pe drdotnua epmotoocvvng 90% [13% Emg 119%] oe acBeveig pe péTpla nmatiky
dvodettovpyio o cVYKkpLon pe Ta vy dropo. H péon éxbeon oe mopaiidopion avéndnke katd 72%
e drbotnpa gumotocivng 90% [24% émg 138%] oe acbeveic pe cofapn nratiky duciertovpyia o
ovykpion pe to vy dropa. To péyebog tov pécwv avénoewmv oty £kbeon og mopoldopion oe
KaBepio amd ovTEG TIC OPAdEC dSVoAELTOVPYING gV VUL TETOL0 TTOV VO, ATOLTOVVTOL TPOGOUPLOYES GTO
Tpoypapa 1 T 66om (BA. mapdypago 4.2).

5.3 IIpoxkivikd dedopéva yio TNV d6QIAEL0

To&woroyikéc nedétec emovarapuBovouevov 60cEmv

e emipveg, M ypovia yoprynon mopoidouiong oe dooeig 50, 250 ko 1.000 mg/kg/muépa yio 6 uiveg
Nrov kaAd ovekty). Aev Tapatmpnionkay avembounto svpipoto og d6ceig £og 1.000 mg/kg/muépa
(175mAGo1a avaroyio ExBeonc oe oyéomn pe TV KAV d6om 4 mg).
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e mBMKovg, N TopaAdouidN a&lodoynOnke oe peAéteg emavarauPovopevng d0omG SLapKELOG

9 unvav. e oavTég TIc HEAETEG, ol TinKol £de1&ov peyolutepn evaictnecio oTic EMOPAGELS TNG
TopoAdopidNG o€ oyéon pe toug emipvec. Ot kbpileg To&kOTNTEG TTOL TOPATPNONKOY o€ TONKOLG
oyetilovTav UE TO AUOTOUTIKO/AEUPOITIKTUMTO GUGTNIA. TNV 9 unvev peAétn o€ Tinkovg pe
d6oe15 0,05, 0,1 kon 1 mg/kg/mpépa, Tapatnpridnke voonpdmta ko Tpmdun evbavacio 6 (Omv otn
d6on 1 mg/kg/mpépa kot amoddbnkay 6g 0voGOKATACTAATIKEG EMOPACELS (CTAPVAOKOKKIKT AOTH®EN,
UELMUEVO AEUPOKVTTOPO TEPLPEPIKOD OUATOG, YPOVIO PAEYUOVT] TOL TOYE0S EVIEPOL, IGTOAOYIKN
Aeppogdn| EAkenym kat vrokvttapofpifela Tov pLELOD TOV 00TMV) 6 VYNAES EKBEGELG
mopoAdopidong (15mtAdoia avaroyia £ékBeong oe oyéon pe v KAMvikn 66om 4 mg). Avtég ot
OVOGOKOTAGTOATIKEG EMOPACELS 0dNYNOOV GE TPpOIUN gvbavacio 4 TONK®V AOY® KOKNG KOTAGTUGNG
g vyeiag (Voapn KOTPAVa, avopesia, LEIMUEVN TPOGANYT TPOPNS Kot oAl Bdpovg). H
otonaforoyikn agloldynon avtdv TV (Oov £3€1EE ¥pOVIa GAEYLLOVT TOV TOE0S EVTEPOL Kl
ATPOPIN AOYVAV TOL AETTOV EVIEPOV. LTAPLAOKOKKIKT AOTU®EN Tapatnpndnke oe 4 mdnKove. Amod
avtd ta {oa 3 avtamokpifnkay otnv aviifrotikn Bepomeio kot 1 anefiooe yopig Oepaneia.
Emmpdobera, evpnpata wov tavtiCovron pe ofegla poehoyevi Agvyopio odnyncav og evbavacio

1 mBnKov. O KAvIKEG TapaTNPNGELS KOl 01 KAWVIKEG TABOAOYIKES OALOIDGELS 1] KOl 01 AAAOLDGELS TOV
HLELOD TV 06TMV TTOL TaPaTNPNONKAY G€ aVTO T0 (DO GLUPOVOVV UE AVOGOKOTOGTOAN. EAdyiot 7
Nmio vepmiacio YoANeopwv Topwv pe oxetilopeves avénoelg twv ALP ko GGT mapatnpndnkov
emiong o€ 60om 1 mg/kg/muépa. H a&oldynon tov {dmv mov avéKopyoy £3e1EE OTL OMOL TOL GYETIKG. [E
T Oepameio gvpruoTa NTOV AVOSTPEYILO LETE amd 8 efdouGdeg d10K0mTNG TN OOOTG, EKTOG OTd TNV
VIEPTANGIO TOV EVOONTATIKMDY YOANPOP®V TOP®V TTOL TopatnpnOnke oe 1 {®o atnv oudda 660mg

1 mg/kgmuépa. To avdtato eninedo 610 0moio dev mapatnpNONKay avemBOUNTES EVEPYELES
(NOAEL) ftav 0,1 mg/kg/muépa (0,5tAdo1a ovaroyia Exbeonc o oxéon pe v KAvikn d6omn 4 mg).

Tovoto&ikdtnTo/KapKivoyEveon

H mopaAidopion dev ftay petoAra&loydvog oe Tpocdlopiopods LETOAAGEE®Y PakTnpioy Kot
OnhooTiK®V Kot dgV TPOKAAEGE YPOUOCOUIKEG OVOUUAIEG GE avOpDTIVO AEUPOKHTTOPO TEPLPEPIKOD
a{LOTOG 1] OYNUOTICUO HKPOTUPNVOV GE TOAVYPOUATIKA EPLOPOKVTTOPA GTO LVEAD TOV 0GTAOV GE
EMIUVES 6TOVG 0ToioVE YopMYNONKaVY 80celg Emg 2.000 mg/kg/muépa.

Meléteg Kaprvoyéveong dev Exovv de&ayDet.

Tovdnro Kot Tpdin uBpuikn ovartuén

e o LeAETN YOVIHOTNTOG KO TPOIUNG EUPPLIKNG AvATTUENG GE EMIUVES, 1] TOUAAIOOUION
yopnynOnke oe appeveg kot OAelg oe dooelg 25, 250 kot 1.000 mg/kg/muépa. H e&étaon tng uitpog
v Huépa 13 g Kdnong katédei&e pia peiowon otov péco apoud frociuoy epuppiwy Kot o
abENOT OTNV ATMAELN LETE TNV EUEVTELOT G€ OAa Ta. eMineda d0cews. Enopévmg, to NOAEL yw
aVTEG TIC TOpoTNPOodUEVEG emdpdoelg Nrav <25 mg/kgmuépa (n AUC.a fitav 39.960 ngeh/mL
(vavoypappudplae®pa/yiMocTtOMTPR) 68 QVTH TN YOUNAOTEPT 00T TOL SOKIUAGTNKE Kal 1) avoloyio
éxBeonc Nrav 99mhdora og oyéon pe o KMvikr d6om 4 mg). Otav ta apoegvikd mov vrofAndnkay o
Oepamneia o avtn ™ perém Cevydpmoay pe OnAvkd mov dev vrofAnOnkay o Oepameio, OAES Ot
TOPAUETPOL TNG UNTPOC TAV CLYKPIGIUES LE TOVG HapTLpeS. Me Bdom awtd ta amoteléouata, ot
TOPOTNPOVUEVEG EMOPACELG amodidovtay otr Oepaneia TV OnAémy.

Avartvén sufpvov

H mopoidopion Bpébnke 6T tay TEpATOoYOVOG TOGO GE 0povPaiovg 0G0 Kol 68 KOVIKAOVS OTaV
yopnynOnke v mepiodo g peilovog opyoavoyéveonc. Xtn nelém avartulokng ToEIKOTNTOC
euPpdov oe emipveg, TapatnpnONKay avopeiieg amovciog ovpoddyov KHGTNG, amovaing Bupeogldong
adEVa Kot GUYKOAANONG Kol KOKNG EVOVYPAUUIOTG 0CQLIKOV Kol 0mPOaKIKGOV GTOVOLAIK®Y GTOtYElMV
(kevTpka M kot veupika to&a) o A Ta emineda d0cemc (25, 250 kot 1.000 mg/kg/muépa).

Agv mopatnpnnie toikoTnTa Yo T untépa o€ autn ™ peAétn. Eropévamg, to untpucd NOAEL ftav
1.000 mg/kg/muépa kot to NOAEL yia avartvéloxn toéidmto frav <25 mg/kg/muépo (n AUCn
Nrov 34.340 ngsh/mL v Huépa 17 tng Konong o avth t xauniotepn d66n mov SOKIUAGTIKE KoL 1)
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avaloyia €ékBeong NTav 85mAdcia o€ oxéon e pia KAvikn 66om 4 mg). Xe KovikAovg, 1 TOLaAdoUidN
og 60c€1g oL Kupaivovtol oamd 10 £mg 250 mg/kg npokdieoay avoporieg oty avantvuén sufpivov.
Avénuéveg kopdlakég avmparieg mapatnpiOnkay og OAEC TIG 0OGELG LE CUAVTIKES HLENGELS GTaL

250 mg/kg/muépa. Zto 100 xon 250 mg/kg/muépa, vanpyxay eEAAPPIEG 0VENGEIC TNV OTMAELD LETH TV
ELOVTEVOT KO EAAPPIEG HEDOELS 6TAL COUOTIKG Bapn Tev eufpomv. Xta 250 mg/kg/muépa, ot
euPpuikég avoparies nepleAdpupavay avopories dpov (Kekappéva Kavr TeploTpoupéva Tpdchia 1
Kol omicO1a GKpa, | TPOGOPTUEVO 1| AtOV OAKTUAO) Kol GYXETILONEVEG OKEAETIKEG avmUaAies (U
0GTEOTOUUEVO PETAKAPTIO, KOKT EVBVYPALUIOT GAAXY YOG KOl LETAKAPTION, OTOLGIO dOKTOAOL, U
0GTEOTOMUEVT ULy Kot Ppayelo (1] OGTEOTOMUEVT 1) KEKAUULEVT KVIUN), LETPLAL SLATOGT TG
TAAY10G KOO TOV EYKEPAAOV, LN UGI0A0YIKT BEom Tng 6e&1dg vTokAeidiag aptnpiag, omovcio
EVOLAUEGOV TTVELLOVIKOD AP0V, yaunin B€om veppov, OALOIOUEVT] LOPPOLOYIO HTTOTOC, ATEAMS
0GTEOTOMUEVT] TOEAOG 1 L1 00TEOTOMUEVT THEAOG, AVENUEVOG HEGOG OPOS VIEPAPON®Y B PaKIKMV
TAELPAOV KOl LEIMUEVOG LEGOG OPOC 0GTEOTOINOTG TopcoV. EAappld peimon oty adénon copoticon
Bapovg e UNTEPAC, CNUAVTIKY LEI®OT GTO TPIYAVKEPIOIO KOl GNUAVTIKT LEIMOT GTO ATOAVTO Kot
oxeTIKO Papog omAnvog mapatnpiOnkoy oto 100 kot 250 mg/kg/muépa. To untpicé NOAEL nrav

10 mg/kgmuépa kot to NOAEL yio v avamtoén frav <10 mg/kgmpépa (n AUC24n fTav

418 ngeh/mL v Huépa ¢ Konong 19 og avti ) xopunioteprn d66m mov SOKIUAGTNKE, 1| 0010, fToy
TOPOUOLN E EKEIVI OV EANEON 0o e KAvikn d6om 4 mg).

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Katahoyog exdoymv

[Iepieyduevo Koywokiov

Apvro, TpoleraTivomomuévo
IMvpitio, koAXogWEC GVLOPO
ZTEATIKO LAYVGl0
Moavvitoan

Natprodyog kpookapueAdln

KéAvooc kowakiov

Pomalidomide Viatris 1 mg, 2 mg oxinpd. kayadxio.
Zghativn

A0&gidio tov titaviov (E171)

Koékkwvo o&gidio tov oidnpov (E172)

Kitpwvo 0&gidio Tov odnpov (E172)
Ivdwcoxappivio (E132)

Pomalidomide Viatris 3 mg oxAnpd koydkio
Zghativn

A10&gidio Tov trtaviov (E171)

Kitpivo 0&gidio tov odnpov (E172)
Ivéwokappivio (E132)

Pomalidomide Viatris 4 mg oxAnpd xaydxia
Zghativn

A10&gidio Tov trtaviov (E171)
Ivéwokapuivio (E132)
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MeAdvt ekTOHTOOoNS

Pomalidomide Viatris 1 mg, 2 mg, 3 mg, 4 mg oxAnpd koyaxio
Koupea Adkog

Mavpo o&eido tov cdfpov (E172)

IIpomvAievoylvkoin

Yépo&eido tov appwmviov

6.2 AocvpPatotnreg

Agv gpapuodletat.

6.3 Audpkera Long

2 ypovio

6.4 Idwitepeg TpoPuAaels KoTA T POAAEN TOV TPOTOVTOG

To pappokevTikd ovtd TPoidv dev anattel Wwaitepes cuvONKeEg POAAENC.

6.5 ®Yon Ko GLOTUTIKA TOV TEPLEKTN

To Pomalidomide Viatris diatifeton otig £€ng cvokevaocieg:

Yvokevooio koyehodv and PVC/PCTFE pe gOALo alovpvivov mov mepiéyxet 14 1 21 okinpd konydiio.
Yvokevooio kuyehdv povadag d6ong and PVC/PCTFE pe goALo akovpviov mov mepiéyet 14x1 1
21x1 xonydxa.

Mmropei va, punv KuKAOQPOpPOUV OLEG Ol GLOKEVAGIES.

6.6 Idwitepeg TPOPUVLAEELS aTOPPLYNG KOL AALOS YEIPLGNOG

Ta xayaxia dev Bo Tpémet vo avoiyovton 1| va Opvppartifovtat. Eqv kdvig omd mopaiidopion épbet o
EMOEN UE TO dépa, TO dépUa Oa TPETEL VO, TAEVETOL AUECHOC KOl GYOANCTIKA UE VEPO KOl Gamovvi. Edv
1 TopaAdopidT €pBet oe emaen pe Tig PAevvoydvoug pepfpavec, avtéc Oa Tpémel va EemAévovtan
GYOAUOTIKA LE VEPO.

O1 emaryyehpotieg vysiog Kot To dropa mov povtilovv acbeveic Oa mpémel va popobv yavTio, piog
YPNOE®G OTAV ¥EPILOVTOL TNV KUYWEAN 1 TO KOWAKLO. XTI GLVEXELD TO YavTia Bo Tpémetl va
aQaPOVVTOL TPOGEKTIKA £TG1 DGTE VO OTOPELYETOL TVYOV EkOECT] TOL OEPUATOC, VO, TooDeTOVVTOL GE
c@PaYILOUEVT] TAUGTIKT GOUKOVAQ, 0td TOAVAIOVAEVIO KOl VO 0TOPPITTOVTOL GOUPMOVA, LE TIC KOTE
TOMOVG 10YHOVGEG OYETIKEG OATAEELS. 2T GLVEXELN TaL YEPLOL B TPEMEL VoL TAEVOVTOL GYOAUCTIKA LE
camovvt Kot vepo. Ot yovaikec Tov gival £ykveg 1 mbavoloyovv 0Tt propel va givar £yKveg dev TPEMEL
va xewpilovtor Tnv Koyén 1 1o kaydkio (BA. mapdypago 4.4).

Kabe aypnoiponointo eopuokeuticd Tpoidv 1 VIOAEWLUO TPETEL VO OTOPPITTETAL GOUPOVOL LE TIG

KaTd TOMOVG 16 HO0VGES GYETIKEG STAEELS. TO 0yPNCUOTOINTO POPUAKEVTIKO TPOIOV TPETEL VO,
EMOTPEPETOL GTOV PAPUOAKOTOLO GTO TEAOG TG Oepameiag.

33



7. KATOXOX THX AAEIAYXY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphovdia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

Pomalidomide Viatris 1 mg ckAnpd kawdxio

EU/1/23/1785/001
EU/1/23/1785/002
EU/1/23/1785/003
EU/1/23/1785/004

Pomalidomide Viatris 2 mg ckAnpd kawdxio

EU/1/23/1785/005
EU/1/23/1785/006
EU/1/23/1785/007
EU/1/23/1785/008

Pomalidomide Viatris 3 mg ckAnpd kawdxkio

EU/1/23/1785/009
EU/1/23/1785/010
EU/1/23/1785/011
EU/1/23/1785/012

Pomalidomide Viatris 4 mg oxAnpd xonydiia

EU/1/23/1785/013

EU/1/23/1785/014

EU/1/23/1785/015

EU/1/23/1785/016

9. HMEPOMHNIA IMNPQTHE ETKPIZHYX/ANANEQXHY. THX AAEIAX
Huepopnvia mpodng €ykpiong: [HH wvag EEEE]

Huepounvia tedevtaiag avavémong: [HH pqvag EEEE]

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

[MM/EEEE]

AemTopEPEIC TANPOPOPIES Y0 TO TUPOV PUPUUKEVTIKO TPOTOV Elvar Slabéoieg otov SIKTLaKO TOTO TOL
Evponaikod Opyovicpod Gapudkmv: hitp://www.ema.europa.eu.
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IHAPAPTHMA 11

IMAPAXKEYAXTHX(EYX) YHIEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
ITAPTIAQN

‘Ovouoa kot d1evfvvon tov(tav) TopackevaoTN(@V) Tov givor vTedOuvoc(ot) yio TV OTOdEGLELCT) TOV
ToPTIdV

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

61352

Teppovia

Mylan Hungary Kft. / Mylan Hungary Ltd.
Mylan Utca 1

Komarom

2900

Ovyyapia

270 £VTUTTO UALO 0JNYLDV XPNOTG TOV PAPHLOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAQETOL TO OVOLLOL
ka1l M S1ev0vVoT TOL TAPUCKELAGTH TTOV Eival VTEVOLVOG Y10 TNV ATOSEGUEVGOT TNE GYETIKNG TAPTIOAS.

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

DoppokevTikd TPoidv Yo T0 0moio amatteitan TePLOPIoUEVN aTtpikn cuvtayn (PA. tapdptmua I:
[Mepiinyn tov Xapaktnpiotikdv tov [Ipoidvtoc, mapdypagoc 4.2).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
o Ex0¢os1g Teprodiki mapakorovdnong e asearerons (PSURS)

Ot anoutioetg yo tnv vrofoin twv PSURS yo to ev Adym gappokevtikd tpoiov opilovror oTov
KATAAOYO e TG nuepounvies avapopds s Evoong (katdloyog EURD) mov mapatifetor otnv
Tapdypoeo 7, Tov dpbpov 107y, g odnyiag 2001/83/EK kot kdOe emakdlovdng emkaiporoinong
OT®G OMULOGIEVETAL GTIV EVPAOTAIKT SUCTLOKT] TOAT Y10l TO PAPLLOKCL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

o Yyéo10 owayeipiong kivdovvou (ZAK)

O Karoyog Adelag Kukhopopiag (KAK) Ba die&aydyet Tig amaitodpeveg SpacTnploTnTESG Kot
TAPEUPAGELG PUPLOKOETAYPVTVIIONG OTTG Tapovcidlovtal 6to cuppovndév XAK nov mapovsialetot
omv evomra 1.8.2 ¢ adelag KuKAOQOPIOG Kol OTTOIEGONTOTE ETUKOAOVOEC EYKEKPIUEVEC
avaBempnoeig tov TAK.

‘Eva. emcatportompévo LAK Oa mpénet va, kototedet:

. Metd and aitnpa tov Evponaikov Opyoavicpod Gapudxmv,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O SLOYEIPIONG KIVOHVOD, E101KE MG OTOTEAEG LA AN
VE®V TANPOQOPIDV TTOV UTOPOVV VAL EMLOPEPOVY GNUAVTIKT GAANYT GTN GYECT] 0QELOVC-KIVHVOL
N ©¢ omoTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD 0POCTHOV (POPUOKOETOYPVTVIIOT 1}
glayiotomoinon Kvévvov).
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o EmnpéoOeta pétpa ehaytotomoinong Kivovvov

1. O KAK 0o copoovioet Tig Aentopépetes vOg mpoypappatog eheyyOuevng tpdcsPaong He Tic
EBvucég Appodieg ApyEg Ko TPETEL VO, DAOTIOUGEL AVTO TO TPOYPOUUN G €0VIKO eMinedo dGTE
va dtoo@oitloTel OTL:

o [Ipw amd ™ cvvtayoypdenon (6mov amatteital, Kol 6€ Guue®vio e v EBvikn Appodia
Apyn)), 6Aot ot emaryyelpaties vyeiog TOL TPOKELTUL VO GLVTAYOYPAPTGOLV (KoL VoL
Swaveipovv) v mopaAidouion Ba Aapovv éva Exmodevtuco ITakéto tov Enayyeipatio
Yyelag, To omoio Ba mepiéyet Ta akdAovba:

o Exmondevtcd euArdodio tov Erayyeipatio Yyeiog

Exmoidevticd puALade yro acBeveig

Kdépteg acbevoic

"Evtumo evnuépmong yio Ktivduvoug

[TInpogopieg yio To mov pmopel va Ppet kaveic v mo tpdcearn Ilepiinym tov

Xapakmnpiotikov tov [Ipoidvrog (ITXIT)

2. 0O KAK 6a vionomost éva Ipoypappo TTpdinyng Komong (Pregnancy Prevention Programme,
PPP) o¢ kabe Kpdtoc Méloc. Ot Aemtopépeteg tov PPP Oa mpémet va cuppmvnBodv pe tig
EBvucég Appodieg Apyés oe kaBe Kpdtog Mélog kot va 1e8obv og 1oy0 Tpv amd tnv
KuKAoQOpia, TOV TPOIOVTOG.

3. 0O KAK 0a mpénet va suppoviocet 1o tepieyouevo tov Exmaidevtucon [akétov tov
Enrayyeipatio Yyeiag pe v EOvikn Appodia Apyr oe kéBe Kpdrog Mérog, Tptv and v
KUKAOQOPIo, TOV PUPLOKEVTIKOD TPOIOVTOC, Kat Vo, S10GQAAIGEL OTL TO, VAIKE cupmepAapupdvovy
T0, KOpLoL oToyEl, OTWS TEPLYPAPOVTOL TOPUKATE.

4. O KAK 0o pémet va Gupp@VviceL OGOV apopd TV VAOTOINGT TOL TPOYPAUUATOS ELEYXOUEVIS
wpocPacng oe kdbe Kpdtog Méroc.

O O O O

Kvpwo 6torysio mov npingl vo coumeptin@dovy

To Exroudcvtino Ilaxéro tov Erxayyeinario Yyeiog

To Exnadevtico [axéto tov Emayyeipotio Yyeiog 0o mepiéyet ta akdrovba ototyeia:

Exroiocvtine pviidoio tov Erxayysiuatia Yyeios

o ZUVOTTIKO 1GTOPIKO TNG TOUAALSOMIONG
. Méyiotn S16pKeLd THG CLVTAYOYPAPTONG
o 4 £fO0UAdES Y10 YOVOIKEG GE AVATOPUY®YIKT NALKI0L
o 12 gfdopadec yio avopeg Ko YOVaikeg Ympic SuvaTtdTNTO TEKVOTOINGoNS

o H avéykn vo amopevy0ei n éxbeon euPpoov Adym g TEPATOYOVOL dPAGTC TNES TOUAASOUIONG
ota {da Kot TNG OVOUEVOLEVNS TEPATOYOVOL dPACTG TNG TOUAAOOUIONG GTOVS AvEpMOTOLG

o KaBodnynon oyetikd pe tov xelptopd e KoyeAng i tov koyakiov tov Pomalidomide Viatris
Y0l TOLG EMOYYEALATIEG VYELOG Kot Ta dTopa oV PpovTilovy acbeveig

. YoypedOELS TOV ETAYYELUOTIOV VYEIOG TOV TPOKELTOL VO GUVTAYOYPOAPTGOLV 1] VO SIOVEILOVY
TNV TOLOALOOUION
o AvAayKn TopoyNG OVAALTIK®Y 0dNY1OV KOl EVI|UEPOOTG OTOVS 0oOEVELG
o AvoyKoldTnTo GUUHOPPMONG TV AGHEVOV LIE TIG OTOLTIGELS Y10, TV 0CQOAN
YPNOMN NS TOUAASOUIONG
o AvayKn Tapoync oTovg 060EVELS TOV KOTAANAOD EKTOIGELTIKOD PUALUSIOV

acBevoug, g KapTag achevong KoV 1603VVAOD EPYOAEIOL

o Yrodeileig acpareiog Tpog OAoVG Tovg acBeveic
o [eprypaon) kar drayeipton g Opouforeviag copnepropuPoavouévmy tmv
TOGOCTMOV EUPAVIONG OO KAIVIKEG HEAETEG
o [eprypaon kot dloyeipton Tng KOPOIOKNG AVETAPKELOG
o Tomikég pubuicelg yio kdbe ydpa yio T cLVTUyoYpaenoT TOUUAS0oUioNG TPOg
dlovoun
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o O11 6Ma T aypnopomointo Koyakio 0a TPEMEL VA, ETICTPAPOVY GTOV QAPLAKOTOLO
070 TEAOG TG Oepameiog
o Ot 0 aoBevrg dev Tpémetl va dmoeL aipo Kot ) dtdpkela g Oepaneiog (kabmg
KoL KT T S1GPKELD TPOCHPIVAOV SOKOTMV TNG 600TG) KoL Y10 TOVAGYIGTOV
7 nuépeg petd tn dwakonn tov Pomalidomide Viatris
o Ieprypaomn tov PPP kou kotnyopromoinon tev acBevav pe Bdon o @OAo Kot T duvatdtnto
TeEKVOTOINGNG
o) AlydpBpoc yia tnv viomoinon tov PPP
o Op1opOG TV YOVOUKADV GE OVATOPAYMYIKN NAMKIL Kot EVEPYEIEG OTIC OTOlES
TPENEL VO, TPOPEL 0 GUVTAYOYPAPOV 10TPOG EAV dEV Eival GlyoLPOS
o Yrodeiferg ac@areing yio YOVOIKEG 08 avamapay®ytkn nAkio
o) Avaykn va aropevydei | ékBeon epfpdov
o [Teprypaen) tov PPP
o AvAyKN Y10 OTOTEAECUATIKN AVTIGOAAN YT (KOO Kot EGV ) Yovaiko EYEl
aUNVOPPOLA) KOl OPIGUOG TNG OMOTEAECUATIKNG AVTIGOAAYNG
o Ot edv yperaotel va 0aALAEEL 1] VO GTAUOTAGEL VA pNoLponotel T puéBodo
AVTIGVAANYNG TNG B0 TPETEL VO EVIUEPDTEL:
" Tov wTpd oV GuvTayoypaPel TNV AVTIGLAAN YT TNG OTL Elval G aywyN e
TopoAdopion
. Tov wTpd oV GuVTHYOYpaPEL TOUAADOUION OTL EYEL GTANATIOEL 1 £XEL
oALGEEL TN 1EBOSO OVTIGVAANYNG TNG
o [IpoypoupaTIGHOG TECT EYKVHOGHVNG
. Y7odei&elg yio To KatdAANAo TEGT
. [pw v évapén g Bepoameiog
" Kotd ™ dibprela g Bepaneiog avaroya pe tn pé€B0S0 avTicOAANYNG
" Metd v oAokAnpwon g Bepaneiog
o Avaykn Gpeong StoKomNE TG TOUOAMOOUIdNG 6€ TEPInT®ON LITOYinG KONGNS
o Avérykn dpeong evnuépmong Tov Bepanovog 1Tpov 6 TEPIMTMOT VITOYING
Konong
° Yrodeifeic acoareiac yio Toue AvOpec
o Avaykm va, amopevybei 1 ékBeomn epuPpdmv
o Avérykn xpMomng TPOPLANKTIKAV €AV 1] 6EEOVAAIKT GUVTPOPOGS Elvat EYKVOG M
YOVOIKO GE AVOTOPAYOYIK] NAKIOL OV €V YPTCILOTOLEL OTOTEAECLATIKNY
avTIGVAAN YT (aKOUa Kot oV 0 Gvapag £xel vToPAnbel oe EKTOUT GIEPUATIKOD
OpoL)
. Kotd m dibpkela g Oepaneiog pie mopoAidopuion
" INo pio efdopada petd tnv tehkn 06on
o Ot dev mpémel va, dMoel oTEPUA 1| oTEPUOTOL®APLN KATE TN OLAPKELL TNG
Bepamneiog (KaBMOG Kot KOt TN SIEPKELN TPOSOPIVOV SIUKOTAOV TG dO0MG) Kot Yol
7 nuépeg uetd tn drokonn g Oepaneiog pe TopoAdouion
o Ot 0o evnuepwbei dpeoa 0 Oepdmmv 10TpOg GE TEPITTMOOT TOV 1] GHVTPOPOS TOV
aoBevoug peivel £€ykvog evocm o acBevic Aapupdvel Topaiidopion 1 o pKpo
YPOVIKO SIUCTNUO PETA T1 OL0KOTH TNG TOUAAIOOUIONG
. Amnoutoelg o€ mepinTmon knong
o Odnyieg yuo dpeomn S10K0m TG TOUAAIOOUIONG O TEPITT®ON VIOYiaG KONONG, OF
TEPIMTOOT YOVAUIKOV 0G0eVDV
o AvAyKN TOPAmoUmnG Tov/ g 0c0evolc 6€ 10TpO EIGIKEVIEVO 1| TETEIPAUEVO GTIG
dvomhacieg dtdmAaong Kat Tn S1dyveaon Toug Yo a&loAdynon kot kafodrynon
o Tomkd otoryeina emkov@viog Yo TV aueon avagopd kdbe vroyiog KONoNG
o Doppa ovoeopds Kimong
o Tomikd cToryeio emKovaviag yio TV ova@opd avemBiunT®y evepyeumdv
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Exroudcvtind pviiddia yia acOsveic

Ta exmodevticd QLALGSIL Yo acBeveic Bo Tpémet va eivar 3 TOmOV:

DvArGdo Yo yovaikes aoBeveic oe avamapayoyiki nAkio Kot Tov cOVTIPOPO TOVG
DvALAdo Yo yovaikes aoBeveic mov dev Exovv duvatoHTNTA TEKVOTOINGNGS
DvArGS0 Yo vopec aobeveic

Ola ta ekmadevtiKd puALAdIa Yo acBeveic Tpémel va mepiéyovv Ta axoAovba atoyeio:

Ot 1 mopaMdopidn éxet tepatoydvo dpdor ota {da Kot avOUEVETOL VA £XEL TEPATOYOVO dpdon
GTOVG avOpdTOVG

Ot mopaMdopidn propel va tpokarécet Opopfomevia Kot TV avaykn yuo TOKTIKES
ALOTOAOYIKEG EEETACELG

[Meprypaen g kaptag ac0evods Kot TG avoyKotOTNTAS TNG

KaBodnynon oyetikd e Tov XEPIGUO TNG TOUAASOUIONG Y10 TOVG 0lGOEVELS, TOL GITOLO TOV TOVG
opovtifouv kat T PEAT TNG OIKOYEVELOG

EOvikéc 1 dAleg 1ohovoeg e101kég puOUIoELS Yo T GLVTAYOYPAPNOT| TNG TOUAALSOUIdNC TTOV
TpoKerTon va, dtovepn el

Ot 0 acBevig dev mpémel va ddoel TOPAAOOpUIdN 68 GAAOVG

Ot 0 aoBevng dev pémel va dmoet aipa Katd ) dudpkela g Oepaneiog (kabdg kot Katd T
SLIPKELN TPOCOPIVAY SLOUKOTOV TNE SOOTG) Kot Yo 7 NUEPES LETA TN dlaKoTn TG Oepameiog pe
TOLOAOOLION

O11 0 000evig TPETEL VO EVIUEPDGEL TOV 1TPO TOL Y10 OTOLEGONTOTE OVETIBVUNTEG EVEPYELEG
Ot 6Aa T 0ypNOIUOTOINTA KOWAKLO B0 TPETEL VAL EMGTPAPOVY GTOV POPUAKOTOLO GTO TEAOG
g Bepomeiog

Ot topakdto TANpogopieg Oa Tpénel emiong va. TapEYOVTOL GTO AVTIGTOLXO PLAAASIO:

DuALAS0 Y10 YVVOIKEC 0cOevEic 6 avamapay YK NAKIo

Avaykn va amopevydei n ékBeom euPpdov

[Ieprypaepr| tov PPP

AVAyKn Y100 OTOTEAEGUATIKY] OVTIGVAANYT] KO OPIGHOG TG OMOTEAECUATIKNG OVTIGOAAYNG
O gav ypeaotel va odratel 1 va otapatiost va xpnoonotel m pébodo avticOAAN w1 g fa
TPEMEL VO EVILEPDOEL:

o Tov 1tpd mov cuvTayoypaEel TNV AVTIGOAAN YT TNG OTL £lvat GE arymyn UE
TOpOAOoUioN
o Tov wTpd oV GuVTHYOYPAPEL TOUAAIOWION OTL EYEL OTANATAOEL 1] £XEL OALAEEL TN

péBodo avTIGOAAYNG TNG
[TpoypopaTIGHOC TEGT EYKLUOGUVNG
o [pw v évapén g Bepameiog
o Kotd ™ didpkela g Oegpaneiog (kabdg Kot Katd Ttn SLApKELN TPOCHPIVADV
SLOKOTMVY NG dOGNC), TOLAGYIoTOV KAOE 4 efdonddec, EKTOC 0o TNV TEPITTOON
emPePforopévng coAmyykng oteipmong
o Metd v olokAnpwon ¢ Bepomeiog
Avaykn Gpeong SloKomNg TG TOUOAIOOUIONG o€ TEPImT®ON vIToYiog KONoTg
Avéyxn dpeong emkowvmviag Le Tov 1atpd o€ TEPinTon vwoying KOMong

DuALGASI0 Yo Avdpec acDeveic

Avayxkn vo, amoeevydei | ékBeom euPpdmv
Avayxn xpMong TPOPLANKTIKAOV GV 1) 6E0VAAIKT] GOVTPOQPOC glvat £yKvog 1 yuvaiko o€
AVOTOPOYOYIKN MAKIOL  TOV JEV YPTCIUOTOLEL OVTIGVAAN YT (OKOUA KoL oV O AvOpag ExEL
voPANOel o€ EKTOUN OTEPLOTLKOD TOPOL)
o Katd t didpkera g Oepomeiog pe mopoiidopion (kabmg kot Kotd T didpkeio
TPOCHPIVAV SOKOTAOV TNG dOOTG)
o Mo 7 nuépeg petd v tehikn 66om
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. Ot edv 1 oOVTIPoPOS TOV pEIVEL £YKVOG TPETEL VAL EVILEPADOEL AUEGH TOV BepdmovTa 10Tpod TOV

o Ot dev mpémnel va ddoet oméppa. 1} oreppatolmapia Kotd T didpkela tng Oepanciog (kabbg kot
KaTd TN O1EPKELN TPOCOPIVAV SLOKOTMV TG 000MS) Kot Yo 7 NUEPES LETA T HLOKOTY| TNG
Bepamneiog pe mopaAldopion

Kapta a60gvovc 1 16060von0 £pyaicio

H kdpta acBevoide mpénet va mepiéyet Ta axoiovba otoyyeio:

. EmBePaionon ot £xel mpaypatomomBel KatdAAnAn evnuépwon

. Texpunpioon g katdotaong SvVaTOTNTAG TEKVOTOINGNG

. Kovrtdxt (] kKGtt mapopoo) to onoio o Bepdmmv wTpdg onueldveL Yo va emPefardoet 6Tt 0
ac0EVIC YPTOYLOTOLEL OTOTEAECUATIKN AVTIGOAAN YT (EGV 1) YUVOIKE EIVOL GE OVOTOPOY@YTKT
niio )

o Hpepopnvieg Kot anote éHOTO TOV TEST EYKVLOGVVNG

"Evruna Evipépoong yua Kivovvoug

Ta évtuma evnuépmong yio Kivduvoug TTpémet va., givor 3 TOTmv:

o INo yuvaikeg o€ avomapaymyikn naio
o I yovaikeg wov dev £xovv dSuvaTOTNTO TEKVOTOINGNS
o I'o dvopa acBevn

Ol to évtoma evnuépmaong Yo Kivdvvoug Ba tpémel va, teptéyovy ta. akdlovba ototyeia:

- TPOELSOTOiNo™ Yo ToV Kivduvo TEpATOYOVOL dPAGNS

- ot acBeveig Aapfdvovy v KaTdAANAN evnuépmon tpv TNy évapén g Oepaneiog

- emPePaicnon Tng KoTavoONoNe ToL 0chev 6€ OTL 0POPA TOV KivOUVo pe TOUOASOpION Kot Ta,
PPP pétpa

- nuepopmvia eviuépwong

- AETTOUEPELEC Y10, TOV OGOEVT], VTOYPAPT KOL NUEPOUTVIN

- OVOLLOL TOV 10TPOV TTOL GLVTAYOYPOPEL, VTTOYPOAPT KO TILEPOUN VIO

- 6T10Y0G 0VTOV TOL €YYPAPOV, OT®G avapépetatl 6To PPP: «Z1dy0g Tov VTOTOL EVNUEPMOOTG YO
Kvduvoug gival n Tpoctacio Tov achevdv Kot Tov mhavav euppiv Stacaiiloviag 0Tt ot
acOeveic elvarl TANP®G EVUEPOUEVOL KOl KOTAVOODY TOV KIVOUVO TEPUTOYEVEST|G KO AAA®Y
AVETOOUNTOV EVEPYEIDY TOL GYETICOVTOL e TN XPTOT) TNG TOLAAMSOUIdNG. Aev amoteiel
oupfaon kot dgv AmUALACCEL KAVEVOY A0 TIG EVOVVES TOV GYETIKA LLE TNV ACOOAN YPNOT TOV
TPOTOVTOG Kal TNV TPOANYT TG £kBeamnc tov gufpvov.»

Ta évtumo evpEP®ONG Yo KvdOVOUG Y10 TIG YOVAIKEG O OVATOPay®YIKN NAkia B mpémet va
nepthappavouy emiong:
. EmBePainon 61t 0 10tpog éxet cuintioet o akdAovba:
- TNV avayKn amouyng £kbeong tov eufpvov
- OTL €V €lvan £YKLOG 1) OKOTEVEL VOL LEIVEL, OEV TTPETEL VOL TAPEL TOUOUAIOOLIOT
- OTL KOTOVOEL TNV OVAYKT) OTOPLYNG TS TOUOAOOUIONG KATA T JdpKELD TNG KOTOTG Kol
TNV OVAYKN XPNOTG OTOTEAEGLOTIKOV UETPOV OVTIGOAANYNG, AOLAAELTTA, Y10
TovAdyiotov 4 gfdopadec Tpv TNV Evapén g Bepaneiog, Kab® OAN TN SidpKeLd TG
Oepamneiog xat yio TovAdyiotov 4 gfdouddeg PHeETA TNV OLOKANpwOT TG Bepomeiog
- OTL €AV YPEWOTEL VO IALAEEL ] VO GTAUOTNOEL VO XPNOLUOTTOLEL T 1E€O0J0 avTIGOAANYNG
g, Oa Tpémel va evUepOOEL:

. TOV 10.TPO TTOL TNG GUVTOYOYPAPEL TNV AVTICLAAN YT OTL 1] {510 AapPavet To
Pomalidomide Viatris
. ToV 1tpd 1oL NG cuvTayoypagei o Pomalidomide Viatris 6t 1 idia £xet

oTopaTnoEL 1] €yl aAldEel T péEB0dO avVTIGOAANYNG TG
- TNV avaykn oegaywyng TeoT €yKupocvvig, dniadn mtptv tn Bepamneio, ToOvAGyIGTOV KAOE
4 gfdouadec katd tn diapkela tng Oepameiag Kot petd ™ Oepamneio
- ™V avaykn aueong dwaxomnrg tov Pomalidomide Viatris oe nepintwon vroyiog komong
- ™V avaykn GUECTG EMKOWVMVING LE TOV 10TPO TOVG GE TEPIMTMOT LITOYING KOTONG
- OTL dgv TTPEMEL VO LOLPALETAL TO POPUOKEVTIKO TTPOTOV TNG e AALOVG
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011 dev TTpémel va dmaoet aipa Kotd tn ddpkela g Oepaneiog (Kabdg kol Kot ™
OLAPKELN TPOCOPIVDV OLOKOTMV TNG 0OGNC) KoL Y10l TOVAAYIGTOV 7 MIEPES LETA TN
dwaxomn g Oepameiag pe Pomalidomide Viatris

OTL TPETEL VUL EMOTPEYEL TO, OYPT|CLLOTOINTO KOYAKLO GTOV QOPIOKOTOLd GTO TEAOG TNG
Bepamneiog

Ta évtomo evUEP®ONG Yo KIVOUVOG Y10 TIG YOVAIKEG X0Pig SOLVOTOTNTA TEKVOTTOiNoTG O Tpémel val
nepthappdavouy emiong:
o EmpePaioon 61t 0 10tpog Exel cuinthoet Ta axdAovba

OTL dev MPEMEL vaL LO1PALETAL TO PAPUOKEVTIKO TPOIOV TNG Ue dALovg

0T dev Pémel va. dMoeL aiplo Katd tn dudpkela g Oepaneiog (kabdg kot katd
SLIPKELN TPOSOPIVMY SOKOTOV TNE dOGNG) KoL Y10, TOVAAYIGTOV 7 NUEPES PETA TN
daxomn g Oepamneiog pe Pomalidomide Viatris

OTL TPETEL VUL EMCTPEYEL TO, OYPT|CLLOTOINTO KOYAKIO GTOV QOPIOKOTOLd GTO TEAOC TNG
Oepamneiog

Ta évtuma evnpépmong yuo Kivdivoug yia avdpeg acbeveig Oa mpénet va meptlapfavouy eniong:
o Empefaionon 6t o 101pog éxel cuintnoet To axdAovba

TNV avayKkn amouyng £kbeong Tov eufpvov

OTL 1 TopoAdoLLidN givor Topovsa 6T AVOPOTIVO CTEPLN Kt TNV avAayKT Vol
YPNOLOTOLEL TPOPLAAKTIKO OV 1) GEEOVAALKT] TOL GUVTPOPOG vl £YKVLOG 1| yuvaika o€
AVATOPUY®YIKT NAKIK OV OEV YPTCILOTOIEL OTOTEAEGUATIKT OVTIGUAANYT) (AKOUOL Ko
av o dvopag £xel vmoPAnbei oe exTOUN GIEPUATIKOD TOPOV)

OTL GV 1 GUVTPOPAS TOL peivel Eykvog Ba Tpémet 0 1010 VoL EVIUEPDGEL AUECHS TOV
Oepdmovta 1Tpd TOV KoL VO, XPNGLLOTOLEL TAVTO TPOPLANKTIKO

OTL OeV TPETEL VA, LOIPALETOL TO PAPUUKEVTIKO TPOTOV UE AAAOVG

OT1 dev mpémel va. dwpicel aipa 1 omépua katd T didprela g Oepaneiog (kabbg Kot
KATA TN S1EPKEL TPOCOPIVAV SLIKOTMV TNG 00GNG) KO Yo TOLAGYIGTOV 7 NUEPEG LETA
™ dwaxonn ¢ Oeponeiog pe Pomalidomide Viatris

OTL TPETEL VUL EMGTPEYEL TO, OYPTCLLOTOINTO KOWYEKIO GTOV POPILOKOTOLd GTO TEAOG TNG
Oepamneiog
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MMAPAPTHMA I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 1 mg okAnpd konydxio
TOROAMOOLLIdN

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

Kabe orchnpd kaydkio tepiéyel 1 mg mopoidopionge.

3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

ZKANPO KOYAKLO

14 oKAnpd Koydxio
14x1 cKnpa KoyaKio
21 oxAnpd Koo
21X1 oxAnpa Koydxio

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

A6 6TOUATOC YPNIOoT
AwPaote T0 QUALO 0INYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

[7.  AAAH(EZL) EIAIKH(EX) HPOEIAONOIHZH(ELY), EAN EINAI ATIAPAITHTH(EY)

IMTPOXOXH: Kivévvog coPapdv cuyyevev dtapaptiddv. No pn yp1olLoTotleital Katd Ty Konon 1
yorovyia. ITpénet va axorovbeite to TTpodypappa Ipoinyng Koneng tov Pomalidomide Viatris.

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

To oxpnoLHOTOINTO PUPUAKEVTIKO TPOIOV TPEMEL VOL EMGTPEPETOL GTOV PUPLOKOTOLO.

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphovdia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/23/1785/001
EU/1/23/1785/002
EU/1/23/1785/003
EU/1/23/1785/004

APIOMOX IMAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

I'ENIKH KATATAZH I'TA TH ATAGEXH

OAHI'IEX XPHXHX

IHAHPO®OPIEX XE BRAILLE

Pomalidomide Viatris 1 mg

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

<A160106T0TOC YPUUU®TOC KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVASTKO avVayVOPLOTIKO

KOO1Ko.>
18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX —- AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
PC
SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 1 mg xoydxia
TOLOAOOLLION

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Viatris

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pomalidomide Viatris 2 mg okAnpd konydxio
TOROAMOOLLIdN

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

Kabe orxchnpd kaydkio mepiéyel 2 mg mopoidouione.

3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

ZKANPO KOYAKLO

14 oKAnpd Koydxio
14x1 cKnpa KoyaKio
21 oxAnpd Koo
21X1 oxAnpa Koydxio

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

Ao otOUATOC YPNIOT).
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

[7.  AAAH(EZL) EIAIKH(EX) HPOEIAONOIHZH(ELY), EAN EINAI ATIAPAITHTH(EY)

IMTPOXOXH: Kivévvog coPapdv cuyyevedv dtapaptiddv. No pn yp1olLoTotleital Katd tnv Komon 1
yorovyia. ITpénet va axorovbeite to TTpodypappa Ipoinyng Koneng tov Pomalidomide Viatris.

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX

a7



10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

To oxpnoLHOTOINTO PUPUAKEVTIKO TPOIOV TPEMEL VOL EMGTPEPETAL GTOV PAPULAKOTOL).

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphovdia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/23/1785/005
EU/1/23/1785/006
EU/1/23/1785/007
EU/1/23/1785/008

APIOMOX IMAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

I'ENIKH KATATAZH I'TA TH ATAGEXH

OAHI'IEX XPHXHX

IHAHPO®OPIEX XE BRAILLE

Pomalidomide Viatris 2 mg

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

<A160106T0TOC YPUUU®TOC KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVASTKO avVayVOPLOTIKO

KOO1Ko.>
18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO)
PC
SN

NN

48




EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 2 mg xoydxia
TOLOAOOLLION

| 2. ONOMA KATOXOY THX AAEITAY KYKAO®OPIAX

Viatris

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 3 mg okAnpd konydxio
TOROAMOOLLIdN

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

Kabe orxhnpd kaydkio mepiéyel 3 mg mopoAdouiong.

3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

ZKANPO KOYAKLO

14 oKAnpd Koydxio
14x1 cKnpa KoyaKio
21 oxAnpd Koo
21X1 oxAnpa Koydxio

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

Ao otOUATOC YPNIOT).
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tondid.

[7.  AAAH(EZL) EIAIKH(EX) HPOEIAONOIHZH(ELY), EAN EINAI ATIAPAITHTH(EY)

IMTPOXOXH: Kivévvog coPapdv cuyyevav Stapaptidv. No pn yp1ooToleiTol KaTd TV KONon 1 )
yorovyia. ITpénet va axorovbeite to TTpodypappa Ipoinyng Koneng tov Pomalidomide Viatris.

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

To oxpnoLHOTOINTO PUPUAKEVTIKO TPOIOV TPEMEL VOL EMGTPEPETAL GTOV PAPULAKOTOL).

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphovdia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/23/1785/009
EU/1/23/1785/010
EU/1/23/1785/011
EU/1/23/1785/012

APIOMOX IAPTIAAZX<, ETOIXEIA AOTH KAI KQAIKOI TPOIONTOX>

I'ENIKH KATATAZH I'TA TH ATAGEXH

OAHI'IEX XPHXHX

IHAHPO®OPIEX XE BRAILLE

Pomalidomide Viatris 3 mg

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

<A160106T0TOC YPUUU®TOC KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVASTKO aVayVOPLOTIKO

KOO1Ko.>
18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANGOPQIIO)
PC
SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 3 mg xaydxia

TOLOAOOLLIdN

| 2. ONOMA KATOXOY THX AAEIJAY. KYKAO®OPIAX

Viatris

|3.  HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX MMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Lot

5.  AAAA ILTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 4 mg okAnpd konydxio
TOROAMOOLLIdN

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

Kabe orxchnpd kaydkio mepiéyel 4 mg mopoidouione.

3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

ZKANPO KOYAKLO

14 oKAnpd Koydxio
14x1 cKnpa KoyaKio
21 oxAnpd Koo
21X1 oxAnpa Koydxio

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

Ao otoUaTOC YpNOT).
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOVY Kot dgv TPooeyyilovv Ta Taldld.

[7.  AAAH(EZL) EIAIKH(EX) HPOEIAONOIHZH(ELY), EAN EINAI ATIAPAITHTH(EY)

IMTPOXOXH: Kivévvog coPapdv cuyyevev dtapaptiddv. No pn yp1olLoTotleital Katd Ty Konon 1
yorovyia. ITpénet va axorovbeite to TTpdypappa Ipoinyng Kdnong tov Pomalidomide Viatris.

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX
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10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

To oxpnoLHOTOINTO PUPUAKEVTIKO TPOIOV TPEMEL VOL EMGTPEPETAL GTOV PAPULAKOTOL).

| 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Viatris Limited
Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphovdia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/23/1785/013
EU/1/23/1785/014
EU/1/23/1785/015
EU/1/23/1785/016

APIOMOX IMAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

I'ENIKH KATATAZH I'TA TH ATAGEXH

OAHI'IEX XPHXHX

IHAHPO®OPIEX XE BRAILLE

Pomalidomide Viatris 4 mg

17.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

<A160166T0T0G YPAUP®TOG KdwKaS (2D) mov @épet Tov TeptnebEvTo Lovadikd avoyvopiloTiKo

KOOKO.>
18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
PC
SN

NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pomalidomide Viatris 4 mg xoydxia
TOLOAOOLLION

| 2. ONOMA KATOXOY THX AAEITAY KYKAO®OPIAX

Viatris

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAZX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

Lot

5. AAAA XTOIXEIA
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B. ’YAAO OAHI'IQN XPHXHX
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Pomalidomide Viatris 1 mg exAnpd koydxuo,
Pomalidomide Viatris 2 mg exAnpd koydxuo,
Pomalidomide Viatris 3 mg exinpd koaydxo
Pomalidomide Viatris 4 mg exinpd koydxo

TOLOAMOOLIdN

To Pomalidomide Viatris avapévetar va tpokaiécst cofapéc ocvyyeveig dvomhocics Kar
gvoéyeTaL va 0dnynoel o€ Odvaro Tov gpfpiov.

. Mnv mtapete avtd TO PApUOKO AV €ioTE £YKLOG 1 B PTOpOVGATE VO, PETVETE £YKVOC,

o [pénet vo axoAovBeite TIGg GUGTAGELG AVTICLAANYTG TTOV TEPLYPAPOVTAL GE AVTO TO GVAAASLO.

Awpdote TPooeKTIKG 0AOKANPO TO PVIAO 00N YIAV YPTONG TTPLV APYICETE VO TAIPVETE AVTO TO

PappoKo, o10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

- DordEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dopdcete Eava.

- Edv &yete mepartépom amopiec, poTNoTE TOV Y1OTPO, TOV PAPUAKOTOL0 1) TOV VOGOKOLO GOC.

- H cvvtayn v avtd 1o edppoko xopnynonke amokAEoTIKA Yio 60G. Agv TPEMEL VO ODGETE TO
@apuoKo o€ AoV, Mmopel va Tovg TPOKAAEGEL BAAPT, KOO KOl OTOV TO, GUUTTOUOTO TNG
acBévelog Tovg eivar 1d1a pe ta Ok Gog.

- Edv mapotnprioete kamoo avemBOUnTn evEpyeLd, EVIUEPMDGTE TOV YATPO, TOV PUAPLOKOTOLO 1|
TOV VOGOKOLO GOG,.

- Av10 1oyet Kot Yo kdOe mhavr avemBountn evépyeLa TOL OEV AVOPEPETAL GTO TOPOV PUALO
odnywdv ypnons. Biéne mapdypoapo 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T eivon to Pomalidomide Viatris kot o givon 1 yprion tov

T npémetl vo yvopilete mpv ypnowonomoste to Pomalidomide Viatris
ITo¢ va napete To Pomalidomide Viatris

[MBavég avemBounteg evépyeteg

Io¢ va pvidooete to Pomalidomide Viatris

[epreydpeva g cvokevasiog Kot Aomég TANpopopieg

Uk wd P

1. T givon To Pomalidomide Viatris kot wowa givar n xpien Tov

T givor To Pomalidomide Viatris

To Pomalidomide Viatris mepiéyetl ™ dpoaotikn ovsio «mopaiidouidn». Avtd to eapuaxo oyetiletan
pe ) OoMdopuion Kot aviKeL GE [0, OpAdH QOPUAK®Y OV EXNPEALOVY TO OVOGOTTOUNTIKO GOGTNHO (TN
QLOIKN GPLVE TOV COUATOG).

ITow givar 1 ypfon Tov Pomalidomide Viatris
To Pomalidomide Viatris ypnowonoteitor yio m Oepancio evniikov acBevav pe évay tHmo kapkivov
oV oVOUALeTol «TOAAATAD LVEAWD O,

To Pomalidomide Viatris ypnoylonoieiton gite pe:

. 000 alha appaxa tov ovoudlovrol «Poptelopipmny» (évog TOmOC papudiov
ynueobepameiog) kot «de&apefaldvny (Eva avIIpAEYHOVAOOEG PAPLOKO) GE ATOUN TTOV £YOVV
AGBel tovAdyiotov pio GAAN Oepameio, copmepiapufoavouévng e Aevoiidouiong.

. RE éva aAho @appaxo mov ovopdletal «de&ouefalovny o€ dropo TV omoimy T0 HUEAMUA £XEL

emdevmbel, TapdTt Exovv AaPetl TovAdyiotov dvo dAleg Bepaneiec, copmepAapPavouévng e
Aevoldopiong ko g Poptelopinmng.
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Th givan To TOALOTTAO poédopa

To molhamAhd poédmpo etvat €vog TOmog Kapkivov mov ennpedlel £va GUYKEKPILEVO TOTTO AEVK®V
ALLOCEUIPI®VY (TOV OVORALOVTOL KKODTTOPO TAGGHATOC?). AVTA TO KOTTOPO OVATTOGCOVTOL
aveEELeyKTa Kol GLGGMPEVOVTOL GTO HVEAD TV 0GTAOV. AVTO 00N YEl 6€ BAAPT TOV 0GTOV KAl TOV
VEPPOV.

I'evikd 1o ToAamAO poéhopa dev umopei va Bepanevbei. Qotdco, N Bepameio pmopel vo ELATTIOGEL TO
ONUELN KOt TO CUUTTOUOTA TNG VOGOL 1] va Ta KAvel va eEapavicTtoy yia éva poviko didotnpa. Otov
ovpPaivel avtd, ovopdaletal «avTamTOKpLoT.

Iog dpa. To Pomalidomide Viatris
To Pomalidomide Viatris dpa pe pia og1pd amd S1apopeTIKoNg TpOTOVG:

. GTOHOTAOVTOG TNV AVATTLEYN TOV KUTTAP®OY TOV PVEADUOTOS
. EVEPYOTOUDVTOG TO OVOGOTOUTIKO GUGTNUA BGTE va emtedel oTa KapKIVIKA KOTTOPO
o SLKOTTTOVTAG TO GYNUATICUO TOV QUOPOP®V AYYEI®V TOL TPOPOSOTOVV TO KAPKIVIKG KOTTAPA.

To 6pehog g ypnong tov Pomalidomide Viatris pe Boptelopipnn kon deopedaldvn

Orav 1 mopoAdopion ypnowonoteital pe ) Poptelopipnn ko ) deEapebalovn oe dropa mov £xovv

AdPel tovddyiotov pio GAAN Oepameio, PTOpEl VO GTAUATAGEL TV EMOEIVMOGT TOL TOAAATAOD

HVELDUOTOC:

o Katd péso 6po, n mopoiidopion otav ypnoonomdnke pe t Poprelopipmn kot
de&apebaldvn diékoye TNV EXAVELPAVICT] TOV TOALATAOD pPuEAdMOTOS Yo £0¢ kot 11 pnveg og
oVYKpLoN pe 7 unveg Yo exeivoug Toug acbeveig ot omoiot ypnoiponotovcay povo Boptelopipm
Ko 6e&opefalovn.

To 6pehog ¢ ypnong tov Pomalidomide Viatris pe de€apebalovn

Otoav 1 mopoidopion ypnoonoteital pe t oe&opebaldvn o€ dtopo mov Exovv AdPel TOLAGYLIGTOV

dvo dddec Bepameiec, umopel va GTANNTNOEL TNV EMOEIVOGT TOV TOAAUTAOD HVEADUOTOG:

o Katd péoo 6po, o Pomalidomide Viatris 6tav ypnoipomomOnke pe t deEapebaldvn diékoye
TNV EXAVEUPAVIOT] TOL TOAAATAOD HUEADUATOG Y10 £0G KOl 4 PVEG 6€ cVYKPIoN LUE 2 UAVES Yol
ekeivoug Tovg acsbevelg ol omoiot ypnoiponotovoay povo deEapedalovn.

2. T wpéner vo yvopilete Tpv wapete To Pomalidomide Viatris

Mnyv mapere To Pomalidomide Viatris:

. €dv glote €ykvog 1 vopilete 0T umopel va giote £ykvog N oxedidlete vo ueivete €ykvog, 610TL T0
Pomalidomide Viatris avapévetan va mpokarécer Brapn oo Epppuo (Ot dvdpeg kot o
YOVOIKEG TTOL AoUBAvoLY aVTd T0 PApuaKo Tpénet va, Stafdoovy Ty mapdypago, «Konon,
AVTIGLAAN YT Kot ONAAGUOG — TANPOPOPIES Yo YUVOIKES KOl AVOPESH TOPUKAT®).

. €4v pmopeite v peivete £ykvog, eKtog v AapuPavete O o To, amapaitnTo LETPO Y0 VO
gumodioete o evogyopuevn komon (PA. «Komomn, avticoAinym kot Onlacpdc — tAnpopopieg yio
yovaikeg Kot dvopeg»). Edv umopeite va peivete €ykvog, o yatpds cog Ba kotaypawyet pali pe
KGOe cuvtayn 6Tl Exovv ANeoei To amapaitnta LETpa Kot Bo oag YopMnyNoEL QLT TV
emPePainon.

o o€ MEPIMTO®ON AALEPYIOG OTNV TOUAALOOWUION 1) GE OTO10ONTOTE GALO OTd TOL GLGTATIKA CVLTOV
TOV PappAKoL (avapépovtatl oty Tapdypago 6). Edv vopilete 6t1 pmopei va £yete alAepyia
070 QApLOKO, cvufovievdeite Tov YaTpd GOg.

Edv dev elote BEParot edv omoladnmote amd TIC TOPATAVE® TPOUTOBESELS 1oYVEL Yo €4S, anevBuvheite
GTOV YITPO, TOV POPUAKOTOL0 1 TOV VOGOKOWO 60¢ TTpoTtod Ttapete to Pomalidomide Viatris.
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IIposgidomou|oelg Kon TPoPLAGEELS

AmevBouvBeite ooV Y10TPO, TOV PUPLOKOTOL0 1] TOV VOGOKOUO Gag Ttpty tapete to Pomalidomide

Viatris gév:

o elyate katd to maperbov Bpoupovc oto aipa cag. Kotd ) dibpkela e Bepaneiog pe to
Pomalidomide Viatris vapyet avénpévoc kivouvog va dnpovpyndodv Bpoppacelg otic eAEPES
Kol otig aptnpieg cac. O yiatpog oag pmopel va oag cLGTNoEL va AdPete Tpocbeteg Bepaneieg
(m.y. Bapeapivn) N va pewdoet tn d6om tov Pomalidomide Viatris yio va petwbei n mbavomro
dnuovpyiog Opopupwv cto aipa.

o glyate TOTE EPLPAVIGEL AALEPYIKT OVTIOpOIOT OTT®G £EAVON LA, KVNGoUO, 0idnua, (oAn 1 duokoAia
GTNV avamvor| Katd tn Stdpkela AMynG GYETIKOV @apudkmv mov Aéyovtal ite «BaAiidopuion» 1
<« evaAdopidn».

. glyate o Kopdlokn TpocPodn, £xete KAPOLUKY| OVETAPKELX, EYETE OVGKOMES ovamvor|g 1 €6V
kanvilete, Exete VYNAN apTNPLOK TESN 1| VYNAL ENiTEdA YOANGTEPOANC.

. £€xete VYNAO GLVOALKO POoPTio GYKOL G€ OAO TO GO, GUUTEPIAAUPAVOUEVOD TOV HVEAOD TOV

00TAV 00G. AvTo O PTOPOVGE VO, 0O YNOEL GE UK KATAGTOOT) OTTOL 01 OYKOL OITOS0UOVVTOL KO
TPOKAAOVV 0GLVION EMIMESA YNUKOV 0OVCIDV GTO Aio TOV PUITOPOVV VAL 0NYGOLY GE VEPPIKT
avendpkelo. Evoéyetar emiong vo epeavicete évav akovovioTo Kapdlako puiud. Avti n
KaTAoTOoN AEYETOL GUVOPOUO ADONG GYKOL.

o €yete M eiyote vevpomdbeia (vevpikn PAAPT OV TPOKAAEL LOPUYKIOGLO 1) TOVO GTA YEPLOL 1|
ota O 0OG).

o £xete N eiyote moté Aoipwén oo nrotitida B. H Oeponeia pe Pomalidomide Viatris umopei va,
TPOKAAEGEL TNV EXAVEVEPYOTOINGT TOV 10V NG Nratitdag B og acBeveic mov pépovv tov 10, e
amotéAecpa TV enavep@dvion e Aoipwéng. O yatpdc oag Bo mpémet vo eréyéel edv giyate
moté Aolpwén and nratitda B.

o EKOMADOETE 1| EYETE EKONADGEL GTO TAPEADOV £VOV GUVIVAGUO 0TO OTOLUONTOTE ATTO TAL
axolovba cvoprtdpota: eEavOno oto TPOoWOTO 1 eKTETAUEVO eEAVON LA, €pBpPd dEpLa, VYNAO
TUPETO, CUUTTMOLOTO YPUTTMDOOVE GUVOPOUNG, SIOYKOUEVOLG AEUPAOEVEC [onueia pog cofapng
OEPLOTIKNG avTIOpAoN S TOV OVOUALETAL POPUAKEVTIKT OVTIOPAGT) HE NOCIVOPIAL Kot
ovotnuatikd cvpntopato (DRESS) 1 cbvdpopo vrepevochnciog oe gapporo, To&ikn
emdepuikn vekporivon (TEN) 1 obvdpopo Stevens-Johnson (SJS). BAéne emiong mopdypago 4
«IMBavég avemBouNnTEG EVEPYELEDY.

Eivar onpavtikd va emonpaviel 611 acBeveic pe moAlomid poéimpa mov Aappdvovv Bepaneio pe
TOLOAOOUIdN evoEyeTal va avarTOEOVY TPOGHETOVE TOTOVG KOPKIVOL Kol ETOUEVAC 0 Y1aTpdg Gag Oa
TPENEL VO, AELOAOYTGEL TPOGEKTIKA TO OPEAOG KOl TOV KIVOLVO OTOV GOG GUVTOYOYPAPELTAL 0VTO TO

QapLOKO.

Evnuepoote dueca tov yatpo 1 TOV VOGOKOUO GOG, OTOIONTOTE GTIY U KATE T S1APKELN TNG
Oepamneiog N petd and avtv, o€ TEPIMTOOT TOV TAPATNPNoETE BOAN OpaGT), ATOAELD OPOCNG T
dumhonio, Suvokorio otV opidio, advvapio ota ¥Epla N ot TOd1N, dALAYT GTOV TPOTO PAdiong 1
TPOPANUATA LGOPPOTING, EMILOVO HLOVIICUO, LEIMUEVT aicOnon 1 atdAela aicOnong, andAgio,
pvAung 1 obyyvon. Ola avtd puropel vo amoTeA0VV GUUTTOUATO H0G GOPapTSg Kot SUVNTIKG
Bavatneopag mahnong Tov eyKePAAOL YVOOTNG G TPOIOVGO TOAVEGTIOKT AEVKOEYKEPAUAOTAOELL
(TITIA). Edv eiyote ta copmtdpota avtd tpv amd ) Bepaneio pe to Pomalidomide Viatris,
EVNLEPDOOTE TOV YOTPO GOG GYETIKA LLE OTOLOONTOTE GALOYT) OTO GUUTTMOUOTA CVTAL.

10 téA0G TG Depameiag, TPEMEL VO, EXGTPEYETE OLOL TO, LT YPT|CULOTONUEVO, KOWYAKLY, GTOV
QOPLOKOTO10.

Kinon, aviicOAinyn ko Onraopdg — TApopopieg yia yovoikeg Kot avopeg

Ta mapokdto tpénet vo akoiovBodviat dmwg avapépetol oto [pdypappe IpdoAnyng Kimeng tov
Pomalidomide Viatris. Ot yovaikeg kot ot Gvopeg mov maipvovy to Pomalidomide Viatris dev mpénet va
HEIVOUV €YKVEG Kot 01 AVOPES OeV TPETEL VAL TEKVOTTOGOVY. AVTO Y1oTi 1) TOUAAISOUION avapuéveTal va
PAdyet o EuPpuo. Eceic kot o (1) ohvtpopog cag Oa Tpémel va YpNCIUOTOIEITE AITOTEAEGUATIKEG
ueBd0vg AVTIGCOAANYNC EVOCH® TOIPVETE OVTO TO PAPLLOKO.
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Tuvaikeg

Mnv népete to Pomalidomide Viatris ev giote £ykvog, vouilete 6t unopsi va giote éykvoc q
oyeo14leTe va petvete £ykvog. AvTo Yol To eApROKO avTd avapévetal vo PAdyet o uPpuo. TIpotov
apyioete tn Oepaneia, Tpénel vo meiTe GTOV Y1OTPO GG EAV UTOPEITE VO PEIVETE £YKVOG, OKOLLOL KOL OV
vopilete 6t awTo givar amiBavo.

Edv pumopeite va peivere éyxvoc:

o TPENEL VO, YPTCILOTOIEITE OMOTEAECUATIKEG HEBOOOVG AVTIGOAANYNG Y10 TOVAGYIoTOV 4
eBdopddeg mpv v Evapén g Bepameiog, yio OAN T didpkela mov AapPavere Bepameio Ko
TovAdylotov péxpt 4 efdopdideg petd to téhog g Bepancioc. MiAnote pe Tov yloTpd Gog yio
TNV KaAOTEPT LEBOSO AVTIGVAANYTG Y10 EGAG.

. KéBe popd oV 0 YaTPOG Gag YPAPEL Lo cuvTayT, avTog Oa Tpénet va Peforwbel o1 katavoeite
TOL OTTOPAITNTO LETPO TTOV TTPETEL VOL AOUPAVOVTOL Y10 TV GTOPLYN TNE KON OTG.

. 0 Y1Tp6g c0g Bo Kavovicel va KAVETE TEGT EYKVIOGVVIG TPV Ao TN Oepameio, TOVAGYIGTOV
KkéOe 4 efdopadec katd tn didpkela g Bepameing Kot TovAdyioTov 4 efdopddeg LeTd T0 TEAOG
g Oepomeiog.

Edv peivete éyxvog mapd ta pé€tpa mpoAnyng:

. TPENEL VO, OTAPATHOETE TN Oepameios AUESMG KOl VO EVIUEPDOETE TAPOVTO TOV YIUTPO GUGC.

Onloouog

Agv givar yvwot6 €av to Pomalidomide Viatris mepva oto avBpdmvo untpikd yora. Evnuepdote tov
yYwTpd cog edv Onralete 1| okomedete va Onidcete. O yiatpdg cag Ba oag cupfovAievoet edv Ba
TPENEL VO, CTAWOTIOETE 1) VO GLVEYITETE TO ONAacud.

Avdpec

To Pomalidomide Viatris nepvd oto avBpmrivo orépua.

. Edv n oOvtpopdc cag sivar £ykvog 1 pmopel va petvel £ykvog, mpémet va ypnoLomoleite
TPOPLAOKTIKA Yio OAN TN d1dpKeta mov AopPdvete Oepaneio kot yio 7 nUEPES LETA TO TEAOG TNG
Oepamneiog.

o Edv 1 o0vtpopdg cag peivel £ykvog evoowm maipvete to Pomalidomide Viatris, evnuepmote tov

ywTpd cog apécms. H ocdhvtpopog cag Oa mpémetl emiong va evUePMGEL TOV YLOTPO TNG AUECHC.

Agv Ba mpénel va ddoete onéppa 1 omeppotolmapia katd tn ddpketa tng Bepomeiog Kot yio 7 nuEPES
uetd to téhog g Bepameiag.

Ayodocio ko eEETAGES AipATOG

Agv mpénel vo dwpicete aipo Katd ) dudpkela g Oepameiog kot yio 7 nUEPES UETA TO TENOG TNG
Oepameiag.

Ipw kou katd ) ddpkeia tng Oegpameiog pe to Pomalidomide Viatris Oa kévete tokTikég
alpatohoyiKéG e€etdoeic. Avtd yiati To PApUAKO GOG UTOPEL VoL TPOKOAEGEL ElOT TOV aplfpod Tmv
alpoceopiov mov fonbovv oty katamoréunon Aouméemv (Asvkokdtrapa) Kot Tov aptduol Tov
KUTTOP®V oV Ponbovv ot dtakom ¢ opoppayiog (AHoTeETaALD).

O yiatpog oag Oa mpénel va cag {ntnoet vo, kdvete eEETaON aipatoc:

o npv ) Bepomeio
o Ké0e efoopdda yia Tig TpdTEG 8 EBdoNAdEG TNG Bepameiog
o TOVAGYIoTOV KAOE pnva Petd oo ovtd To Stdotnpa, Yo 6co taipvete o Pomalidomide Viatris.

Q¢ OmOTEAEG O AVTOV TOV EEETACEMV, O YIUTPOG GOG UTOPEL VO, TPOGAPUOGEL T dOGT TOL
Pomalidomide Viatris 1 va otapatmoet m Oepaneio cac. O yatpog umopei exione va TpocopUOcEL T
d001M M va SLoKOWEL TO PAPLOKO AOY® TNG YEVIKNG KOTAGTAONG TNG VYELNG GOC.

Howowd xon £pnpor
To Pomalidomide Viatris dev cuvictdrtat yia yprion og Toudid Kot vEéoug Katm tmv 18 etdv.

60



Alha @appoxe kar Pomalidomide Viatris

Evnuepmote Tov yiatpd, TOV QOpUOKOTOL 1) TOV VOGOKOUO GOG EAV TAIPVETE, EXETE TPOGPATO TAPEL N
umopet va. mdpete dAla pappoko. Avtd ogeiletatl 6to yeyovog 6Tt to Pomalidomide Viatris pmopei va.
EMNPEACEL TOV TPOTTO dpAonc oplopévav AAA®V eapudakwyv. Emiong, opiopéva dAha appaka Hropovv
Vo, ETNPEACcOLY ToV TpOTo dpdiong tov Pomalidomide Viatris.

Ewdikdtepa, evnuep®OTE TOV Y1ATPO, TOV PUPIOKOTOLO 1 TOV VOGOKOWO GOG TTPLV TAPETE TO
Pomalidomide Viatris av naipvete omo10dnmote amd to akdolovda eappoKa:

. OPIGUEVO OVTIHVKNTIOOIKG OTG 1) KETOKOVALOAN
o optopéva avtiBlotikd (Yo mopdadetypa oumporofacivn, evoacivn)
o GUYKEKPIULEVO AVTIKOTAOAITTICG OTtog 1) pAovfoSapivn.

O ynon ko yEPLoROg pNYaAvVNRATOV

Opiopéva atopa arsddavovral kommon, CoAn, Amobopia, cOyyvon 1 OTL EYOLV UEIMUEVT] EYPIYOPOT
otav maipvovv to Pomalidomide Viatris. Av avtd cvufei og eodg, unv odnyeite N un yepileote
gpyoieio N unyovnuata.

To Pomalidomide Viatris wepiéyel varpuo
To @appakeutikd avtd TPoidv mepiEyel Ayotepo omd 1 mmol vatpiov (23 mg) avé koydkio, givor
aVTO TOL OVOUALOVLE «EAEVOEPO VaTPioLY.

3. Hog va mapere To Pomalidomide Viatris

To Pomalidomide Viatris npénet vo yopnyeitar 6€ €6G¢ and Evav yloTpd TEREPAPEVO GTNV
QVTIUETMTIOT] TOV TOAAUTAOD HVEADUATOG.

[Tévtote va maipvete Ta PAPLOKE GOG VOTNPA COUE®VA LE TIG 00N Yieg TOV Yiatpol cag. Edv éyete
apPIPoAiES, pOTAGTE TOV YATPO, TOV PUPLOKOTOLO 1] TOV VOGOKOUO GOG.

Iote va mapete To Pomalidomide Viatris pe Ghha pappoko.

To Pomalidomide Viatris pe Bopteopipmn ko de&apedalovn

o AvatpéEre ota pOALN 0O YOV YpNoNg TG Poptelouipnng kat tng deapedalovng yia
TEPIOCOTEPEG TANPOPOPIEC GYETIKA LE TN YPNON KU TIG EMOPACELS TOVC.

o To Pomalidomide Viatris, 1 Bopteopipmn kot 1 de&opedalovn Aapufdvovior o€ «kOKAOVG
Oepanciogy. Kabe koxhog dapkei 21 nuépeg (3 fO0UAdES).

o Kottdére Tov mapokdtom mivaka yio vo deite Tt va Tapete kaOe nuépa Tov KuKAOL 3 efdopddmV:
o Kdabe nuépa, xorrd&te tov mivaka kot fpeite T 60T NUEPA Y10 VO SEITE TOLOL PAPLOKOL
VoL TOPETE.
o Kémotec nuépec, Oa maipvete xon ta 3 Qappoka, KATOES NUEPES LOVO 2 PapuraKa 1)

1 papproKo Kot KATOLES NUEPES KAVEVQ.
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POM: Pomalidomide Viatris, BOP: BopteCopiunn, AEE: AcEapebaldvn

Kvkhog 1 éwg 8 Kvxhog 9 ko ave
‘Ovopa gappdxov ‘Ovopa poppaxov
Hpépa | POM BOR DEX Hpépa POM BOR DEX

1 v v v 1 v v v
2 | N v 2 v v
3 | 3 v

i A v v g v

5 V N 5 3

6 V 6 3

7 V 7 \

8 V N N 8 3 N N
9 V V 9 V N
10 N 10 \

11 V N N 11 3

12 3 N 12 N

13 N 13 \

14 N 14 N

15 15

16 16

17 17

18 18

19 19

20 20

21 21

Metd v ohoxAnpwon kdbe koxlov 3 efdopddmv, Eekiviote Evav vEo KOKAO.

To Pomalidomide Viatris povo pe de&apebalovn

AvatpéEte 6T0 PUALO 0dNYIDV XpNomg TG deEapnedalovng Yia TeplocdTEPES TANPOPOPIEg
GYETIKA UE TN YPNON KO TIC EMOPACELS TNG.

To Pomalidomide Viatris ko 1 de&apefalovn Aappavovion o «kdkiovg Bepanciocy. Kabe
KoK oG dapkel 28 nuépeg (4 eBOOUAES).

Kotd&re tov mapakdtm wivako yio vo ogite Tt vo tapete Kabe nuépa tov kOkAov 4 eBSopddmv:

o Ka&Be nuépa, kortdre tov mivaka kat Ppeite ) oot NUEP Yo va SelTe TOW PAPLOKOL
VoL TOPETE.
o Kdmoteg nuépec, Oa maipvete kot o 00 PAPLOKA, KATOEG NUEPES LOVO 1 papuaKo Kot

KATOlES NUEPES KOVEVAL.
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POM: Pomalidomide Viatris, AEE: Ae&apebalovn

‘Ovopa @oppdxov
Huépa POM AEE
N

O INO|ORWIN

9
10
11
12
13
14
15
16
17
18
19
20
21
22 N
23
24
25
26
27
28

2l (222|222 |2 (2 (2]

o Metd v oloxAnpwon kdbe kixlov 4 efdopddmv, Eekiviote Evav vEo KOKAO.
IMoeo Pomalidomide Viatris va mapete pe ahha appoxo.

To Pomalidomide Viatris pe Boptelouiumn won deéauedaldvn
o H ovviotdpevn 86on évapéng tov Pomalidomide Viatris givat 4 mg v nuépa.

o H ocvvietdpevn d6on évapéng tng Poptelopipnng Oa vroloyiotel amd Tov yroTpd cog Kot O
Basiletar oto Hyog kat To Papoc cag (1,3 My/m? emedvelog cHOUATOS).
o H ocvvietdpevn doom évapéng tng deapebalovng eivar 20 mg v nuépa. Qotdco, dv giote

v tov 75 etdv, 1 cuvietouevn doon Evapéng ivar 10 mg v nuépa.

To Pomalidomide Viatris povo pe de&apebalovn

o H cuvictdpevn 6601 tov Pomalidomide Viatris ivatr 4 mg v nuépa.

o H ocvvietdpevn doom évapéng tng deapebalovng eivar 40 mg v nuépa. Qotdco, dv giote
v Tov 75 etdv, 1 cuvietouevn doon Evapéng ivor 20 mg v nuépa.

O yuwTpdc oag pnopei vo xpelootel va peidoet ) 661 tov Pomalidomide Viatris, g Boprtelopipmng
N ¢ de&apebaldvne N va GTOUOTNOEL £Va. 1] TEPLGGOTEPO. Ad OVTE Ta. PApUaKe pe Baon To
OTOTEAEGLLOTO TV OLOTOAOYIKMV GOG EEETAGEMV, T1| YEVIKT GOG KOTAGTOGOT, GALO QAPUAKO TOV
umopel va maipvete (T.y. oumpoero&acivn, evo&aoivn kot eAlovBoapivn) kabmg emiong kot edv
gpeavicete avemBounteg evépyeteg (aitepa eEdvOnua | TprH&po) and  Bepaneia.
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Edv mdoyete and nratikd N veepikd tpoPfAnpota, o yiatpdc cog 0o eAéyyel TohD TPOCEKTIKA TV
KOTAGTACY GOG EVOO® AAUPAVETE ALTO TO PAPLLOKO.

Iog va mapete To Pomalidomide Viatris

. Mnv ondlete, avolyete | pocdte to Koydkio. Edv n okovn and éva omacpuévo kayakio Epbet
G€ €MLY LLE TO OEPUA, TAVVETE TO SEPLOL AUECHOS KOL GYOANCTIKA LE VEPO KOL GOTOVVL.
o Ot emaryyehpotieg vyeiog, To dtopo mov epovtilovv acheveic kot Ta péAN g okoyévelag Oa

TPENEL VAL POPOVV YAVTLIAL Liag xpnoems otav yepiloviar TNV KOYEAN 1 TO KAyAaKlo. X
GUVEYELD TO YOVTIO B0 TPETEL VAL BLPALPOVVTOL TTPOCEKTIKG £TGL MGTE VO, ATOPEVYETAL TUYOV
£€kBeom Tov déprartog, va TomobeTovvial e EPaylLoUEVT] TAAGTIKT GOKOVAN OO
TOALOBVAEVIO KOt VO ATOPPITTOVTOL GOUP®VOL LE TG KATO TOTOVS IGYVOVGES GYETIKEG
dotaéelg. T ovvéyeln To xépla Ba Tpémel va TAEVOVTOL GYOAAGTIKA Ie oamohvt Kot vepd. Ot
YOVOIKEG TTOV eivar £ykvec 1| TOovoLoyohV OTL mopel va eivar éykveg dev mpémet va yepilovral
™V KOYEAN 1 TO KOEK1O.

. [Ipémel va Katamivete To KooKl OAOKANpa, KOTA TpoTipnon He vepo.
o Ta xaydxio propovv va AneBovv gite pe gite yopig Tpoen.
o [pénel va maipvete to Pomalidomide Viatris nepinov v {610 dpa kabe pépo.

Mo ™mv agaipeon Tov kKayokiov amd TV KVWYEAT, TEGTE UOVO T Hio GKpT TOL KOWOKIOU MOTE Vo
eEéMBel amd o OALO clovpviov. Mnv ackeite mieon oto k€vTpo Tov Koyakiov, kabmg avtd pumopet
VO TPOKOAEGEL TO CTAGIUO TOL.

—

i e M

O yuoTpdc oag Oa cag GLUPOVAEDGEL GYETIKA UE TO TMOG Kal TO TOTE Vo, Thpete To Pomalidomide
Viatris gav £xete veppikd mpofinuato kot vrofdileote og Oepancio pe apokabapon.

Awapkero, ¢ Ogpamreiog pe Pomalidomide Viatris
Ba tpémel va cuveyioete Tovg KUKAOVG Bepaneiog £mg OTOV 0 Y10TpOS GG GAG TEL VO GTAUOTIOETE.

Eav napete peyordtepn d6on Pomalidomide Viatris amé tnv kovoviki
Av mapete peyorotepn d6on Pomalidomide Viatris and v kavovikn, WANoTe pe évay yatpd M
petafeite apéowc oto vosokopeio. [lapte T cvokevacio Tov eapudikov pali cag.

Eav Egyaoete va mapete o Pomalidomide Viatris

Eav Eeydoete va mapete to Pomalidomide Viatris puo pépa evéd Oa énpene, mipte t0 EXOUEVO KOWYAKLO
¢ ovvnBwg TNV enouevn uépa. Mnv avénoete tov aplBpud Tov Koywokiov mov ToipveTe yio vo
avomAnpooete To Pomalidomide Viatris mov dev mipate tnv mponyoduevn nuépa.

Edv éxete meptocoTEpPEG EPOTNOELS GYETIKA LLE T YPNOT AVTOL TOV PUPUAKOV, POTHOTE TOV Y1UTPO 1)
TOV QUPLOKOTOLO GG,

4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVG AVOPOTOLG,.
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YoPapég avemBOUNTES EVEPYELEG

Yropamiote va moipvere o Pomalidomide Viatris ko dgite apéomg éva yiotpo, av
TAPUTIPNCETE OMOLUONTOTE OO TIG TUPUKAT® cOPapES avemOOUNTES EVEPYELES — PTOPEL VO
yperdleote eneiyovoa watpikn Oepameio:

ITvpeto, piyn, mdvo 610 Aopd, Prixa, TANYES 6TO GTOLA 1] OTOLONTOTE GALD GUUTTAOHOTO
Aotlpwéne (AOym petpévov aplfpod AEVK®Y UoGEAPimY, TOL KOTATOAELODY TN Aoipumén).
Ayoppayio ] LOAOTES YOPIG Vo, VTEAPYEL alTio, CUUTEPIAAUPAVOUEVIC prvopparyiog Kot
aipoppayiog and 1o vtepo N To oTopdyL (AOY® TG EMIOPOAONG 6T KOTTAPO TOV CULOTOS TTOV
AEYOVTOL OLULOTETAALO).

I'piyyopn avamvon, yp1yopog ToALOG, TUPETOG Kat piyn, ToAD Aiyn 1 kaBdriov obpnon, vavtia
Kol EUETOG, GVYYVOT], ATMAELN GLVEIONOTG (AOY® AolmENG Tov aiplTog Tov ovopdleTot
onyaio 1 onmtikny Kataminéio).

Yofapn, emipovn N apoppayikn d1dppota (TBAVAOS e GTOUAYIKO TOVO 1) TUPETO)
npokorovpevn and Paktipia wov ovopdaovton Clostridium difficile.

[16vog 610 Bdpaxa 1 6Ta KATO GKkpa Kot TPYELHO, 1O10ATEPA OTO KATM TUNLO QVTAOV 1) TG
yaumeg (mov Tpokoiobvtar amd OpouUPovg Tov aiptoTog).

Avonvola (amd coPapr| Aoipwén tov Bdpaka, PAEYLOVY| TOV TVEDLOVA, KOPOLOKT OVETAPKELD 1)
Opoupo tov aiparog).

IIpr&yo tov TPoo®TOV, TOV YEMMY, TNG YAMCGOS KOl TOV ANLLOV, TO OO0 UTOPEL Vol
TPOKAAEGEL OVGKOAA 0TIV avarvor (Ady® cofapmdv TOTMV aAAEPYIKNG avTiOpaoTS OV
ovopdfovTol aryyEl0010M Lo KO OVOPLACKTIKT avTidopao)).

Optopévol Tomot Kapkivov Tov déppartog (kapkivopa and TAakmdeg emnAlo Kot
BacikokuTTopikd KopKivepa), ot 0Toiol LTopovy Vo TPOKAAEGOUY OAAAYEC GTNV ELPAVIGT TOL
dépuatdc cog N eoykdpata oto dépua oag. Edv mapatnproete omoladfmote oliayn oto dEppa
oag evd Aappavete Pomalidomide Viatris, evnuepmote tov yatpd 6og 10 GLVIOUOTEPO duvaTo.
Enraveppdvion Aoipwéng amd nratitida B, mov pmopei va mpokoAEécel KITpivIGHO TOV SEPHOTOG
KOl TOV LATIOV, KOQE GKOVPOYP®UN 00pa, KOIALKO TOVO 6T 0e€1d TAEVPE, TUPETO Kol
aicOnpa vavtiog N adabecio. Evnuepmaote Tov y10tpd G0¢ OUEGMG EAV TOPATNPNCETE KATO10
oo VT TO GLUTTOUATA.

Audyvto e£avOnpa, vynAn Beppokpacio COUNTOC, SIOYKOUEVOL AEUPAUIEVES KOl GULLUETOYN
GAA®V 0pYEVOV TOL CHOUATOS (PAPUOKEVTIKN avTIOPACT] UE NOCIVOPIAIL, KO GUCTNUATIKA
cuumT®poTa, 1 omoia givat emiong yvootn g DRESS 1 6uvdpopo vrepevaictnciog oe
QappoKo, TOEIKTN emdepIKN vekpOivon 1 cuvopopo Stevens-Johnson). Zropatiote va
YPTCULOTOLEITE TNV TOUOAOOWIOT 6V EKONADGCETE VT TO GUUTTOUATO KOL ETUKOVOVIOTE LE
ToV Y1Tpd oag 1 avalnote apéowng wtptkn fondela. BAéne eniong mapdypago 2.

Yropotioete vo taipvere To Pomalidomide Viatris kot dgite apécmg Eva yroTpo av mapatnpioete
0TOL0ONTTOTE 07O TIC GOPOPEC OVETIOVUNTEG EVEPYELEG TOV AVOPEPOVTUL TAPUTAVED — UTOPEL VOl
ypelaleote enciyovoa wtpikn Oepameia.

Addeg avemMOVUNTES EVEPYELEG
IToAd ovyvig (avTég EVOEYETOL VO ETNPEACOVY TTEPLGGOTEPOVE 0mtd 1 oTovg 10 avOpdmovg):

Aoydviacpo (dvomvola).

AoudEelc Tv Tveupovay (Tvevuovio Kot Bpoyyitida).

AoDEEIC TNG PVOG, TOV PVIKOV KOATOV KOl TOV AGLLOD, TPOKUAODUEVES amd PakTipla 7] 100G,
Zoumtopoto Tapdpota pe g ypinng (ypinn).

XounAog aptduog epubpdv a1poceoipimvy, Tov UTopel vo TPOKAAEGEL avoruia, 1) omoio 0dnyel
0€ KOT®OT KOl AOLVOLLIOL.

XounAd eminedo KoAiov 610 aipo (VITOKOALLI), TOL UTOPOVV VO, TPOKAAEGOVY 0 dVVALLIa,
LUTKEG KPAUTES, HVTKOVS TOVOLGS, aicOnua «pTepoLYicHATOG) GTNV Kapdid, aicOnua
TOUTNUATOG 1 povdtaoua, dSuemvola, aAlayég ot d1abeo.

YynmAd eninedo caxydpov 6To aijLo.

I'pfyopog Kot aKovOvIeTog KOPOtaKOC TAAUOC (KOATIKY HLOpUOpLYN).

Anoiela 6peénc.
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Avcrotiotnta, d1dppota 1| vavTia.
Adwbeoia (€peTog).
Kot\okog movog,.

"EAAenym evepyntikoOTNTOC.

Avckolia vo kowunOeite 1| va mapapeivete Koyuspévor.

Z4An, TPEPOVALIC AL

Mvikoi oacpol, poikn advvopia.

Ootikdg mOVog, TOVOg oTN PEOT).

Mobdwopa, aichnua topumpatog  aictnpa Kavcov 6To dEPE, TOVOL GTA XEPLA 1) 6T O
(meprpepikn ooONTIKN vEvpOTADELR).

I'evikevpévo mpn&yo, copmeptAapufovoprévon Kot Tov TpNEILNTOS TV Gvm 1 KATO GKP®V.
E&avOnuarta.

Ovporoipmén, mov umopei va TpoKoAEcEL aicOn e KadGoV KOt TV 00pNGoT 1 7O GUYVY
avaykn yio ovpnon.

Yoyvég (auTtég evdgyetal va ennpedoovy €oc kot 1 atovg 10 avBpdmovng):

[Ttdon

Awoppayio evtog tov Kpaviov.

Mewopévn tkovotnto kiviiong 1 aictnong otig ToAGUES, oTovg Bporyioveg, To TEAUATO KO TO
OO, AOY® vevpikng PAAPNS (Teppepikn acOnTIKOKIVITIKY] VEvpoTdOeia).

Mobdwao e, Kvynopog Kot éva aictnpa Toumnuatov and PeAdveg oTo dEpUO GOG
(mopocOnoio).

AloOnpo teptotpoPng 610 KEPAAL TOL KaB1GTA SVGKOAN TN S10THPNOT TNG LGOPPOTING KO T
(QVLOIO0AOYIKT Kivnom.

IMprn&uyo mov pokaAeital amd vypo.

E&avOnua (kvidwon).

Kvnoudc oto dépua.

"Epnng Cootipag.

Kapdiokr TpocPoln (mévog otov Odpaka wov e£amidvetol 6Tovg Ppayioveg, Tov avyéva, T
yvabo, pe aicnon Wpota kot Svcrvolag, aicbnon vavtiog 1 £UeTO).

[16voc otov Bdpaxa, Aoipwén Tov Bdpaka.

AvEnuévn aptnplokn mieon.

Meiwon otov aptBpd tev epuhpoKVTTAPOV Kot AELVKOKLTTAP®V, KOl OHOTETAAIDV TAVTOYPOVA
(movkutTopomevia) Tov Bo oag ONUOVPYHGEL AVENUEVT TAGCT] Y10, ALOPPOYIC KOl LOADTES.
Mmopei va aieBovOeite KOT®ON Kot advvopic, Kot SVGKOAIN GTNV aVOTVOR Kol akOUn Hmopel
va €xete avénpévn mBavoTNTA VO, EPEAVICETE AOUMEELG.

Melopévog aptOpog AeueokvTTapmV (£vag TOTOG AEVKOKLTTAP®Y) TOL GLYVE TPOKUAEITOL 0Td
Aotlpwén (Aepgpomevia).

XopunAa erinedo poyvnoiov oto aipo (VTopoyvnoloico), Tov PTopel va TPOKOAEGEL KOTWOT,
YEVIKELUEVT] adVVOUIN, UVTKEC KPAUTES, EVEPENGTOTNTA KL UTOPEL VL 0N YN GEL GE YaUNAd
enineda aoPectiov 010 aipo (VTacPeotionpio), TPAYUO TOV UTOPEL VO TPOKAAEGEL LOVOIOGHLO 1)
aicOnpo TOUMALOTOC TOV XEPLOV, TOV TOJDV 1] TOV XEIMMV, WOTKEG KPAUTES, HOikn advvapio,
Téon MmwoBupiog, cOyyvon.

XopunAo eninedo pOSPOPOL GTO Aipd (VTOPOCPUTALIC) TOV UTOPEL VO TPOKAAEGEL LVTKT|
advvopio kot evepediotodTnTa 1 chyyvon.

YynAo eninedo aocPectiov 610 aipa (vrepacPeotiaipio) mov Urtopel va TPOKUAECEL TTO apydL
AVTOVAKAQGTIKG KO 00VVOLIO TOV CKEAETIKDY OOV,

YynmAd eninedo Kohiov 610 aiplo TOL PTOPEL VO, TPOKOAEGOLY AVAOUAAO KapdlaKo puoud.
Xopunid eminedo vatpiov 6To aipo Tov UTOopPEl Vo TPOKAAEGOVY KOTMGT KOl GUYYLOT, LUTKES
GLOTAGELS, KPioELS (EMANTTIKEG KPIGELS) 1) KDL

YymAd eninedo ovptkov 0EE0G GTO Lol TOL UTOPEL VoL TPOKOAEGOVV pio Lopen apBpitidag mov
ovopdleton ovpikn apOpitida.

XounAn aptnplokmn wieon mov propet vo, mpokaiécel (GAn 1 Mwobupia.

II6vog oto otdpa 1| Enpootoptia.

Alayéc oty aicOnon g yevonc.
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ITpnopévn Kotd.

Aicbnon ovyyvong.

[Meopévn d160gom (kotabAurtikn d1Gbgom).
AndAeo ouveidnong, Auwobupia.

BOA®IO TOV HATIOV G0G (KOTOPPAKTNG).
BAapn ota veppa.

Advvapio ovpnong.

Mn puc10AoY1KéEG NTOTIKEG SOKILOGTIEG.
[16vog oty oo,

Arndreo fapovg.

Oy ovyvég (avtég evdéyetal va emnpedoovy €mg kot 1 otovg 100 avBpdmovg):

o Ayyeloxd eyKe@oAMKo enelcdoto.

. DLeypovn Tov Nratog (Mratitidn) Tov propel vo TPOKaAEGEL KVIIGUO GTO OEPLLOL, KITPIVIGLLO TOV
OEPLLOITOC KOl TOL AEVKOD T®V HOTI®V (TKTEPOG), AVOLYTOYPMUO KOTPAVE, CKOVPOYPMOUA 0VPA.
Ko KOtAoko movo.

o H amoddunomn tov KopKIviKav KUTTApOV £XEL MG ATOTEAEGLO TNV AmeAeVEipman ToEIK®Y
EVOCEMV OTNV KuKAoPopia Tov aipatog (cOvdpopo Avong dykov). Avtd pmopei va 00y oeL o€
VEQPIKA TPOPALOTA.

o YroAettovpyio Tov Bupeoeldovg adéva Tov Pmopel va TPOKAAEGEL GUUTTOUATO OTOG KOLPAOT),

ABapyo, poikn advvapio, opyod Kopdlakd puoud, avénon Tov couatikov Papovc.

Mn yvootég (n cuyvotnTa dev pumopel va ektiun el pe faon ta Stabécipa dedopéva):
o Amdpprym LoGYEOUATOG GLUTAYOVS 0pYAvOL (OTIMG KapOLAG 1) NTTATOG).

Ava@opd avemOOunTOV gvepyEL®OV

Edv mapotnpricete Kamowo avemBOUnTn eVEPYELL, EVIUEPDOCTE TOV YIATPO, TOV PAPLOKOTOLO 1] TOV/TNV
VOGOKOWO GaG. AVTO 1GYOEL Kot Yo KEOe Thav avemBountn evEPYELD TOL OEV AVOPEPETOL GTO TUPOV
@OALO 00MY1IDV Yprionc. Mmopeite eniong va avaeépete avemBounteg evépyeleg anevbeiog, LEC® TOL
€BviKoL cVGTNUATOG aVaPOPAS TToL avaypdeeTol oto [apdpnua V. Méom g avapopdg
avemBOUNTOV EVEPYEIDV pmopeite va Pondnocete 6T GLALOYN TEPIGGOTEP®V TANPOPOPIDYV GYETIKA
UE TNV 0CQAAELN TOV TOPOVTOG PUPILEKOV.

5. Mog va pvidcsoete To Pomalidomide Viatris

To @apuoko ovtd TPETEL Vo LAACCETAL GE PLEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLV TOL TOdLA.
Na un ¥pnoIULOTOLEITE 0V TO TO PAPUOKO UETE TNV NUEPOUNVio, ANENGS TOV AVOQEPETAL GTNV KVWEAT Kol
670 KOouTi petd Vv évoeiEn «EXPy». H nuepounvia Anéng eivor n tekevtaio nuépa Tov piva Tov
OVOQEPETAL EKEL.

To @apuaxo avtd dev amattel Waitepeg cuvOnkes eOAAENGS.

Na un xpnoiponoteite avtd 10 PAPUOKO AV TapaTnPNoETE TVYOV EOoPQ 1 {yvn mapaficcng o
GLGKELOGIL.

Mnv metdite EAPUAKN GTO VEPD TNG OMOYETELONC T OTO OKLOK(A amoppippota. Ola o pn

YPTCULOTOUNUEVE, PAPLOKO TPETEL VUL EMIGTPEPOVTOL GTOV QOPLOKOTOLO GOG 6TO TELOG TNC Oepameiog.
Avtd o pétpa Ba fondnicovv oty mpoctacio Tov TEPPAALOVTOG.
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6. Iepreydpeva TS GLOKEVAGIOG KO AOLTTEG TANPOPOPIEg

T agpréyer to Pomalidomide Viatris

- H dpaoctikn ovoia gival 1 TopoAdopidn.

- Ta dAha cvotatikd givon mpolehativomompévo dpvio, KOAAOEWDES dvudpo Tupitio, GTENTIKO
HOyVIGLo, HOVVITOAN Kol vatptotyog Kpookapapeloan.

- To peldvi eKTOTOONC TEPLEYEL: KOUUEN AdKag, uéday 0&eidio Tov oidnpov (E172),
TPOTVAEVOYALKOAN Kot VOPo&eidio Tov appmviov.

Pomalidomide Viatris 1 mg oxAnpd koyaxio:

- Kabe xoydxio mepiéyet 1 mg mopoAidopuiong.

- To kéhvpog kayakiov Tepiéyet: Celativn, d1o&eidto Tov titaviov (E171), koxkivo 0&gidio Tov
onpov (E172), xitpvo 0&eidio tov o1dnpov (E172) kon wvdwkokapuivio (E132).

Pomalidomide Viatris 2 mg cxinpd koyaxio:

- Kdabe koydiio mepiéyet 2 mg mopoAidopiong.

- To kélveog koyakiov mepieyet: Lelativn, d10&eidio Tov titaviov (E171), kdkkivo 0&gidio Tov
o1Mpov (E172), kitpwvo 0&gidio tov o1dMpov (E172) kar wdikokoppivio (E132).

Pomalidomide Viatris 3 mg oxinpd koyaxio.:

- Kd&be xaydxio mepiéyet 3 mg mopaAidopiong.

- To kéhveog kayakiov mepiéyetl: Lelativn, d10&eid10 Tov Titaviov (E171), kitpivo o&eidio Tov
ownpov (E172) ko wvdwokapuivio (E132).

Pomalidomide Viatris 4 mg okAnpd koo

- Kdabe koydio mepiéyet 4 mg mopoiidopiong.

- To kélvpog koyakiov mepiEyet: Lelativn, d10&eid10 Tov Titaviov (E171) kot wdikokapuivio
(E132).

Epgavien tov Pomalidomide Viatris kou epieyopeva g 6vokevociog

Ta Pomalidomide Viatris 1 mg okAnpd konydixia £x0uv umhe adlopoveg KAADULO, KOl 0votyTod KiTpivo
adlopavég ompa, pe v emonuavon « VIATRIS» endveo amd «PM1y.

To Pomalidomide Viatris 2 mg okAnpd koydxio £40vv PmAe od10pOVES KAAVLLO KOl 0VOL TO
TopToKOaM adtapavég coua, pe tnv emonuavon « VIATRISy endve and «PM2»y.

To Pomalidomide Viatris 3 mg okAnpd koydxio £ovv ke adtopovES KAADLLO KOl ovot T Tpacivo
adlopavég ompa, pe v emonuavon « VIATRIS» endveo amd «PM3».

Ta Pomalidomide Viatris 4 mg okAnpd konydxia £x0uv UmAe adlopovEeS KAAD IO KOL OVOLYTO WAL
adlapavég ompa, pe v entonpoaven « VIATRISy endvo amd «PM4y.

To Pomalidomide Viatris diotifeton g cvokevacicg koyéing mov mepiéyovv14 1 21 okAnpd koydxia
N ddTpnTeg cuokevacieg KOWEANG pe 14x1 1 21x1 okinpd kayaKia.

Mmropei va, pnv KuKAOQOpPOUV OAEG Ol GLOKEVAGIEGS.

Karoyog Adsrag Kvkhogopiag
Viatris Limited

Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

Iphavdia
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Mopackevaotig(£c)

Mylan Hungary Kft. / Mylan Hungary Ltd.

Mylan Utca 1
Komérom
2900
Ovyyopia

Mylan Germany GmbH
Benzstrasse 1

Bad Homburg

61352,

Teppavia

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VO

amgvBouvbeite otov Tomikd avimpdocwno Tov Katdyov g Adstog Kukiopopiog:

Belgié/Belgique/Belgien
Viatris
Tel/Tel: + 32 (0)2 658 61 00

Boarapus
Maiinar EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.o.
Tel: + 420 222 004 400

Danmark*
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti i
Viatris OU
Tel: + 372 6363 052

E\M\Gda
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espaia
Viatris Pharmaceuticals, S.L.U.
Tel: + 34 900 102 712

France
Viatris Santé
Tél: +334 37257500

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 1 23 50 599

Lietuva
Viatris UAB
Tel: +370 5 205 1288

Luxembourg/Luxemburg
Viatris

Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: + 36 1 465 2100

Malta
V.J. Salomone Pharma Ltd
Tel: + 356 21 22 01 74

Nederland
Mylan BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418

Polska
Mylan Healthcare Sp. z 0.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 214 127 200

Romania

BGP Products SRL
Tel: +40 372 579 000
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Ireland Slovenija

Mylan Ireland Limited Viatris d.o.0.

Tel: +353 1 8711600 Tel: + 386 1 23 63 180

Island Slovenské republika
Icepharma hf. Viatris Slovakia s.r.o.

Simi: +354 540 8000 Tel: +421 2 32 199 100

Italia Suomi/Finland

Viatris Italia S.r.l. Viatris Oy

Tel: + 39 (0)2 612 46921 Puh/Tel: +358 20 720 9555
Kvbztpog Sverige

Varnavas Hadjipanayis Ltd Viatris AB

TnA: +357 2220 7700 Tel: +46 (0)8 630 19 00
Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited
Tel: +371 676 055 80 Tel: +353 18711600

To wapov OALo 03N YLOV yprions avadeopnOnke Yo teElevtaio gopd ot [MM/EEEE].
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTANpoopieg Yo To0 pApROKO avTd givarl dtaféoiec 610 d1kTLOKS TOTO Tov Evpmmaikod
Opyoavieopod ®oappdkev: http://www.ema.europa.eu.
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ITAPAPTHMA 1V

HHOPIXMATA XXETIKA ME THN OMOIOTHTA KAI THN ITAPEKKAIXH ITIOY
IMAPOYXIAXTHKAN AITIO TON EYPQIATKO OPTANIZEMO ®APMAKQN



Hopiocpate mov TapovsiacTnKay 0ré Tov Evponaiké Opyovicpnd @oppdkov yio:

e  Opowdmra

H CHMP Bewpei 611 To Pomalidomide Viatris givotl mopdopolo pe To eyKEKPIUEVA OpPAVA POAPLLOKCL,
v7td TV évvola tov apbpov 3 tov kavoviopov (EK) apif. 847/2000 ¢ Enttponig, dmwg
eneényeiton tepartépw otnv Evponaikny Anpoocia ExBeon A&ioldynone.

o [opékkiion

H CHMP Bewpet 611, copowva pe 1o dpbpo 8 tov kavoviopov (EK) apf. 141/2000, n axcdrlovdn
mopEKkAon mov opiletatl 6To ApBpo 8 Tapdypapog 3 Tov 1310V KaVOVIGHOV 1oYLEL OTTMC eneénysitol
nepattépm oty Evponaixkn Anpocia 'Exbeon A&oloynong:

0 KATOY0C TG AdeLng Kukhopopiag Tov Imnovid €xel dmoel T GuYKATAOEGT TOV GTOV AITOVVTO.
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