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Huepida Meteknaidbeutkd ®povuothpia Oykonoyias
3°ppovuothpio FTENIKH OFKOAOTIA: EEEAIZEIZ TO 2021

XaIPEUOUOS
Ayanntof ouvadeApol,

Me 161aitepn xapd oas npookadoUpe otnv tpitn ekdnAwaon tns véas npoondBeias eniotn-
povikns 61adpacukns cuvepyaoias pe ekNalBEUTIKO Xapakthpa.

MNa pia akdpa eopd Ba die€axBei €€’ oNokAnpou diadiktuakd Adyw Twv NEPIOPICTIKDV
p€tpwY s navonpias kal Bépata yevikoU evoia@épovios, OUPOYEVWNTIKOU Kal YOOTPEVIEPI-
KoU kapkivou, kaBws Kal vedtepes eenitels tou 2021.

Ykonos pas €ival n avadeign evdiagpepdviwy Bepdtwy tns enikaipdtntas Kal n oudhtnon
névw o ap@ifeydpeva Béuata kal Bepansutikd SiApuaTa.

O1 elonynaoeis Ba eivar ws eni 1o nAgiotov Ppaxeies Kupiws ekNaIGEUTIKOU XapaKmpa Kal
anguBuvovtal og €161koUs kal e1dikeudpevous nabonoyikhs oykondoyias kal cuvepyaldpe-
vV €16IKOTATWY.

Euenniotoupe o€ enoikobountkd S1dAoyo Kal CUPPEToXN, YE okond v avantuén evés
diktou eniotnpovikhs anAnAenidpaons Kal cuvepyaoias.

H ouppetoxn oas Ba pas upnoel 161aitepal

Me ektipynon,

A. Mn

MaBondyos — OykoAdyos,
A’ MaBonoyikh Oykonoyikh KAvikn,
Avukapkiviké Noookopeio ©gooanovikns
«O¢eayéveio», Beooanovikn
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Aeutépa 6 AekepPpiou 2021
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1" evétnta: NMpéAnyn - Ynootnpikukn oykofdoyia

MNpoedpeio: Enpow M, Mnéviou K., Pios T.

MpdéAnyn yuvaikoAoyikoU KapKivou - Baoikes apxés NéBPBa .
Mpénnyn Kapkivou nvedpova - Nedtepa debopéva Aapnakn .
Survivorship - EniBicoavies naidiatpikol Kapkivou PiCos I.
Yulhtnon

Arddgippa

2" gvétnta: Faotpeviepikds kai Ouponoioyevvntikds Kapkivos

Mpoedpeio: Zoupépns K, Bayiwvds A., NikoAdién A.

YtoxeUouoad Bepaneia oto xonayyelokapKivwpa PiCos T.

MpokAnoels atnv véa enoxn Slaxeipions twv acBevav pe HKK.
Moles eivarl ol BéAtotes Bepaneutikés eninoyEs
petd v 1" ypapph; Ap. Bayiwvas A.

sponsored by % IPSEN

Innovation for patient care

177 Lu PSMA
H oupponn s avoooBepaneias ota KApKIVMUATA ToU
QVATEPOU NENTKOU.

KafaBas ©.

Aalapibns I'.
sponsored by (I Bristol Myers Squibb’

Yulhtnon
Arddgipgpa

3" evétnta: Mopiakin Biofoyia kal otoxelouoes Oepaneies
MNpoedpeio: Alapaviénouios N., NacioUdas, I, Manadénoufos B.

ManabonoUdou E.
Avépeabou A.

Yyph Bloyia, napdv kal péAdov
ALK+ kapkivos nveupova - BéAuotn addnAouxia

Avaotoneis CDK4/6 otov npwipo ER+/HER2-

Kapkivo paotou Pdwtapéiin A.
Yulhtnon

KAeiolpo - fupynepdopata
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Eniotnpovikoi TitAol

Avdpeadou A. Mabonoyos - Oykondyos, Empedntpia A’, T' Oykodoyikh KAvikn,
A.N.©.»Beayévelo»

Bayiwvds A. MD, MSc, PhDc, MaBoAddyos - Oykonodyos, Enotnpovikés Zuvepydns
Mveupovonoyikns KAivikhs AMG, I.N. «I" MNManavikoAdou»

Ailapaviénoudos N. MD, MSc, PhD, NMaBoAdyos - Oykonoyos, A,N,© «OEATENEIO»
Kafla®das ©. MD, MSc, Empeanths A’ Mupnvikns latpikns, A.N.© «Beayéveio»

Aalapiéns I'. MD, PhD, EA MaBondyos - Oykonodyos, KAvikh MaBonoyias - OykoAdoyias
A.N.e., IN.e «[Manayswpyiou»

Aapndakn X. MD, PhD, MNveupovondyos, Akadnuaikéds Ynotpopos AMO, Mveupovonoyikn
KAvikn ANG, Tuhpa Hugpnolas Noondgias XMO T.T «I.ManavikoAdou»

AéBPa X. MD, MSc, PhD, MaBoAdyos - Oykonodyos, latpikd AlaBankavikd Kévipo &
BiokAivikh ©eocoanovikns, ©go/vikn

Mnoéviou K. AkuvoBepaneguths - Oykonodyos, Enipedntpia A, A.N.© «Beayéveion,
©eooanovikn

NaoioUdas I. PhD, Chief Scientific Officer, Genekor Medical S.A
NikoAdidn A. MaBoAdyos - Oykondyos, Oykodoyikh kAvIKA «MHTEPA»
Enpou M. Nabonoyoavatduos, AleuBuvipia EXY, A.N.©. «Beayéveio»

MNanaddénouios B. MabBonddyos - Oykododyos, Enipednths A’, Oykodoyikh KAvikh M.1.N.
Aaépioas, Aépioa

ManadonoUnou E. PhD, Leader of Molecular Genomics, Genekor Medical S.A
PiCos T. MaBofdyos - Oykondyos, Oykofoyikn KAvikh 424 FENE

Toupiépns K. laotpevieponodyos, EnipeAntns A’ E.X.Y, Faotpevieponoyikn KAvikn
«Oeayévelo» Avukapkiviké Noookopgio Becoanovikns

PwrapéAin A. MNMabondyos - Oykonodyos, Enipedntpia B', I Tuhpa KAivikhs OykoAdoyias
A.N. Beayéveio

Bongfore va yivouv Ta gdpyaxa mo aogaky

K AvagEpETE Mpw m ouvtayoypdgnan aupBouleutsite ™y Mepinyn Tov Xapakmplotkdv tou Mpoidviog
OAEZ Tig QvETTIUITEG EvEpYEIE 1 oroia undpyet HaBeowmn and my etapeia, epooov gymeei.
110 OAA T @dppiaka
SuuAnpsivovas Ty «KITPINH KAPTAS
KAK
TevaB.V,, Zuv-npo@Bnon:
Swensveqg 5, INNOVIS PHARMA A.E.B.E.

4
A. Knguaiag 44, 15125 Mapotar ATtk
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Future health today wiwwinnovisghanma.gr
Tpamog SidBeong: Mepopiopévn aTpikn cuvrayr. H Gidyvwon &/ n évapgn g
Bepaneiag yiveral ot voookopeio kai pTropei va guvexideTal eKTOg VoooKopEeiou uTrd
vogokopeiakr] TapakoAodBnar.
AIANIKH TIMH (Aeio tipdov 02/2021): 638,65 € LoN-Rueen




KEYTRUDA

pembr0|lzumab) for Infusion 100mg

MNepamépw mAnpogopieg diatiBeviar amé Tov KAK, katémv anfoewg, f TEPIAQpBAvoVTal OTr GUVOTITIKY TIEPIYPAQT| XAPAKTNPICTIKWY TOU TTPOIGVTOG
MepiAnyn XapakmpioTikwy Tou Mpoiéviog KEYTRUDAS, 24 louviou 2021
KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.610,63 € (X.T) 2.836,45 € (A\.T) 2.347,25 € (N.T)

MSD

INVENTING FOR LIFE

MSD ADBEE, Ayiou Anpntpiou 63, AAipog 17456, ATTIKr
Ap. FTEMH 121808101000

BonBrote va yivouv Ta gpdppaka o acgalr kai Avagépete OAEE Tig avemBuunTeg
evépysieg yia OAA Ta pappaka ZupmAnpwvovtag Tnv «KITPINH KAPTA»

GR-KEY-00449 1205-20092021-KEY

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE KEYTRUDA 25 mg/m| mrukvoé Siakupia yia mapackeui Siakipatog mpog éyyuon. 2. MOIOTIKH KAI MTOZOTIKH EYNOEEH Eva giakidio Twy 4 ml mukvol
Siakdparog mepiéxel 100 mg pembrolizumab. KaBe ml mukvol iadparog repiéxer 25 mg pembrolizumab. To pembrolizumab eivai éva efavBpwmomoinpéve povekAwvIKS avTiowpa KaTa Tou TpoypapLanapévou
KkuTTapikod Bavdrou-1 (PD-1) (IgG4iooTUTIoG KATITA Le oTaBepoTroinTIk akayh Tng aMnhouyiag o mepioxf) Fe) To omoio Trapayetal ot KUTTapa woBAkng Kivedikol kpiknToU (Chinese hamster) pe
Texvohoyia avacuvduaapévou DNA. Tia Tov TARen katdhoyo Twv ekdoxwy, BA. Tapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H MMukvo didhupa yia mapaokeun diaAiparog mpog éyxuon. Alauyég éwg
ehagpug 1pIBIov, éypupo éwg ehagpuig kiTpivo Biakupa, pe pH 5,2 - 5.8. 4. KAINIKEZ MAHPO®OPIEE 4.3 Avrevbeifei Ymepeuaiobnaia om SpacTiki eusia i oe kémolo amd Ta ékBoxa Tou avagépovral
oy Tapdypago 6.1. 4.4 EiSikég mpoeiBomoIoeis Kai Tpo@uAageig kar T Xphon lynAdgiudTnTa Mpokeipévou va BeATioBei i I(vnAGaILOTTA Twy BIOAOYIKIY QABHAKEUTIKGV TIpOIOVTWY, To dvopid Kal
0 apiBudg mapTidag Tou yopnyolpEvou @apudkou TIPEME! va KaTaypdageTal pe oaghveia. AfloAdynan g ékgeaang Tou PD-L1 Kara v afioAdynan e exwpawnc Tou PD-L1 1ou ovxou EIVCII Unuuvnxo va
emMéyeral pia kahig emkupwpévn Kai 1oXupn peBododoyia wate va ehayioToonBolv of weudlig apvnTikoi f ol Weudig BeTikoi Tpoadiopiayoi.

ZyeTI{OPEVES E TO AVRTOTIOINTIKO QVETIBUMNTES EVERYEIES, CUHTIEQIAGMBAVOEVWY TOBAPWY Kal Bavammopwy TIEPITTATIKWY, EXOUV EUPAVITE Ot aoBevEi TTou Aapp 0P i b. O

ayenfopEveq pe o avogomomikd avemBOUNTES evépyeleg Tou epgavioTnkav katé ) Siapkeia Tg Bepatieiag we pembrolizumab frav avaaTpéwileg kal avipeTwTigTKay Pe Siakorrég Tou pembrohzumab
XOpiyNaT) KOPTIKOGTEPOELIBLIV Kallf) UTIOGTAPIKTIKA QpovTida. IXETICOPEVEG PE TO AVOCOTTOMTIKG QVEMBUNNTEG EVEPYEIEC EXOUV ETTONG EPQAVIOTE PETG TV TeAeuTaia Boorn Tou pembrolizumab. Iyem{opeve pe
T0 QVOOOTIOINTIKO aVETHBUKNTES EVEPYEIES TToU ETMPEATOUV TIEQIGEOTEPA ATIO £va OPYAVIKA GUOTAWATA, UTTOPeUV VA ERQavIaToly Tautdypova. M mBavoloyoUpeves OXETICOPEVES He TO QVOTOTIOINTIKG
avemBUpnTeC evépyeie, Ba mpémel va SlacgalioTei n emapkr agloAoynan wate va emBeBaiwbei n amohoyia i va amokAeiaToiv aMkeg arries. Me paon m cofapdtnta mg avemBipnmg evépyeiag, Ba Tpémel
va yiver maton Tou pembrolizumab kal oprynon koprikeaTepoeidiv. Me m BeAtiwan o BaBpo < 1, Ba mpémer va yivel n évapén e BaByiaiag iwang Tou KopTikoaTepoz IS00c Kal va GUveIaTei yia didaTnyia
Touhayiatov 1 prva. Me Bacn 1a mepiopiopéva Gedopiva amo kMvIKEG pehéTeg o aaBeveic, aToug eTmioug o1 OYETICOEVES LE TO QVOTOTIOINTIKG avemBUpNTES EvEpyeles, Bev pmopoUaay va eAeyyBolv pe
¥pron koprikooTepoeidolc, Lmopei va efeTaoTei To evBeyBpEVO XopRynoTg aMwv cuomuanikey avoookaraoTaATikwy. Emavévapén tou pembrolizumab pmopei va yiver eviog 12 epBopadwy peta my TeAeuraia
8oan Tou KEYTRUDA, egooov 1 avemBUpnTm evépyeia umioywpioer oe Babo < 1 kai 1 8601 Tou KoprikoaTepoeiBois éxel peiwdei oe < 10 mg rpedvilovng | 10080vapou avé nuépa. To pembrolizumab 8a
TIpETE] va diakomETal uplmm’x o€ omoiadiore BaBjol 3 ayendopevn e To avoaomoinmike avemBUpNT evépyeia Tiou emavepigavideral kablg kal ot omoiadimore BaBpol 4 oeTI{opEVn e To avoooToINTIKO
TogIKOTNTa AT ¢ HNTN EVEPYEIT, E6QIPOUPEVIV TV EVE v, 0 OTTOIEG EAEyYOVTa |iE OpLIOVES UTTokaTaoTaang (BA. mapaypagoug 4.2 kai 4.8). Zxen(opevn i€ T0 QVOTOTOINTIKG MVEUOVITIOa
‘Exel avagepBei mveupovinda o aoBevic oy Aquﬂclvouv pembmllzumab 1BA Tapaypago 4.8). 01 acBeveic Ba TpEMe! va EhEyyovTal yia onueia kal CUpTITWHATa TTVEUpoviTIdag. MiBavohoyolpevn TIveupovitida

Ba mpémel va empepai: 13 Y bvian Kai va Aei Gheg aitieg. Xoprynon kopTikooTepoeiBiv Ba mpémel va yiveral ot cuppapara BaByol = 2, (apyik 86on Twv 1-2 mglkg/
nuepnaiLg 'rlpebw:ovng | 16030Vajou ukomueouycvn ame BaBiaia peiwon), Ba TRETE! val yivel TaUoN Tou per 02 BiBjiol 2 TIVEUOVITIB Kell OpIOTIKA BlaorT Tou o BBl 3, Babliod 4 f o
afouca BaBuou 2 mveupovi (BA. G 4.2). Zyendouevn we to avogomomrikd koAirida ‘Exer avagepBei kohinda gt agBeveic ou Aaup pel (BA. . 4.8). 01

aoBeveic Bal TPETEl va eAEyyovTal yia onjgia Kol GUTITLaTA koAiTISag kal va amrokiovTan GMEG armieg. Xophynom kopTikoaTepoeidiv Ba mpémel va yiveral ot oupBapaTa Bablol 2 2 (apyikA 860 Twy 1-2
mglkg/nuepnaing mpedviZovng f 1g0dUvaou akohouBoupevn amod BaBuiaia peiwon), Ba mpémel va yivel Tradon Tou pembrolizumab o BaBuou 2 i BaBuou 3 koAimda kai opioTiki Siakor Tou ot BaBuol 4
o umorpemadouca BaBpoy 3 koAimiGa (BA. mapaypage 4.2). O miBavog kivBuveg diaTpnang Tou yaaTpeviepikel owhiva Ba mpémel va AapBaverar umoyn. Jyen{Guevn e ro 0 nmaringa Exel
avagepBei nmarinda oe aoBeveig mou Aaupavouv pembrolizumab (BA. mapdypago 4.8). O aoBeveic Ba mpémel va ehéyyovtal yia petaBorés amy nariki Aeitoupyia (katd Ty évapén Tg Bepameiag, Tepiodikd
Kard m didpkeia g Bepameiag kai oTwg evBeikvutal we Baan Ty kAiviki aflohdynan) kaBg kal yia gupTITwPaTa naTindag kal va amokAsiovial GAEeg arrieg. ©a mpémel va yivel Xopynan KopTIKoaTEPoEIBiY
(apxikn 8oon Twy 0,5-1 fiwg [oe Babpol 2 oupBapara] kar 1-2 mglkg/npepnoiwg (oe BaBuol 2 3 cupBapara) mpeduidovng 1 iooBivapou axkehouBolpevn amd Babpiaia peiwon) kai pe faon
GoBapdTIIa TG aBENaNG Twy TGN Tw NaTIK@V ev(ijwy, Ba Tipénel va yive o f Siakom Tou pembrolizumab (BA. mapéypago 4.2). Zyendouevn e 1o 6 vegpinida Exel avagep8ei veqpinda
oe acBeveig ou AapBavouv pembrolizumab (BA. mapaypage 4.8). O1 acBeveic Ba mpimer va ehéyxovTal yia peraBoAés an vegpiki) Aemoupyia kai va amokAeioval ahhes armieg vegpikijs Suohemoupyiag
Xopfiynam kopTikoaTepoeidv Ba wpémel va yiveral o oupBdpara BaBpol 2 2 (apyiki Séon twv 1-2 mg/kginuepnaiwg mpedvifovng 1y 1oo80vapou akohouBoupevn amo Babpiaia peiwon) kal pe Baon
coBapatia Mg atinang Twv 1|umv Tn; szmlwvng Ba Tpémel va yivel Tavon Tou pembrolizumab oe BaBuol 2 kal opiaTiki Gmkonn Tou OE Buauau 3noe Bueuuu 4 vegpinida (BA. mapaypago 4.2).
Zyendopeves e 10 ‘Exouv TapampnBei oofapég evBokpivomiabeleg pe v aywyr pe p pmepiAapBavopévng TG EMVEQPIBIOKTG QVETAPKEIDS, TG
umoguoinidag, Tou aakyapwdoug diaBim Tomou 1, T SiaBnTikAg KeTOGEWONG, TOU L P pBuf 0 Muxpoxpovlu Bepareia oppoVIKAG UTIOKATACTACNG PTTOPET va Eival
aTIapaiTTN OF TIEITTWAOEIC OXETICOUEVIV HE TO avogoTToInTIke evdokpivoTiaBeiwy. Exel avagepBei emveppidiaki averrdpkeia (mpwrotalg kai deutepotrabng) ot agBeveig rou AapBavouv pembrolizumab.
Exer i emiong umoguainda ot aobeveic Tou Aappa pembrolizumab. (BA. mapaypago 4.8). Or acBeveig Ba mpémer va eAéyyovtal yia onpeia kal GUTITWUATE EMVEQPIBIAKTG QVETIGPKEIAG Kal
i (oupmepihapBavopévou Tou pUTICHO) Kal va AEi aMAeg aitieg. Oa TIPETIEN va yivETal XOPrYNOT) KOPTIKOOTEPOEIBLY yia Tn Bpamieia me £MIVEQPIBIOKAC QVETIAPKEIAE kaBL Kal

ahhng oppovikig uTiokaTacTaang omwg £vdeikvutal khivika. Madon Tou pembrolizumab 8a mpemer va yiver oe BaBuol 2 emveppidiaki avemdpkeia 1| ot uTioguoimida pexpl va emimeuyBsi EAeyxog Tou
BapaTog pe oppoviki aotaon. Madon f Siakor Tou pembrolizumab Ba wpémel va yivel o BaBod 3 i 4 emveppidiakr avemapkeia f) oupmwpaTiki umroguoitida. Zuvéxion Tou pembrolizumab
pmopEi va egeTaoTei, peta ) BaBpiaia psiwon Tou koprikooTepoeidolg, £av ypeiadetal (BA. Tapaypago 4.2). H Aemoupyia g umopuong kai Ta eTimeda Twy oppoviv Ba TipETEl va eAéyyovTal WoTe va
efaopahiorei n karaMnAn oppoviki) umokaraoTaon. Zakxapwdng diapimg Timou 1, oupmepihapBavopévng g diaBnTikig ketofiwang, Exel avagepBei ot aobeveic Tou AapBavouv pembrolizumab (A
Tapaypago 4.8). O1 acBeveic 6a mpémel va eAEyxovtal yia uepyAukaiia fy GhAa onpeia kai cupTTwpaTa SiaBAT. Ga TPEME va yivel XopAynon waoulivng ot BlaAm TUTTou 1 kai va yivel madan Tou
pembrolizumab ot mepimTwoElg diofim Timou 1 Tou oyeTiovian pe BaBuol = 3 umepyAukaipia f keTogEweon péxpl va emmeuyBei peraBolikog Eeyyog (BA. mapaypago 4.2). Eyouv avagepBei diatapayég Tou
BupeoeiBoug, aupmepiAapBavopévwy Tou umoBup 3100, Tou uTrepBup Lo kai Mg BupeoeiBindag, oe acbeveig Tou AapBéavouv pembrolizumab kai pmopolv va eppavioToly oTroIaBATIOTE XPOVIKT
GTIVHA KaTd Tn Sidipke i TG aywyig. O uToBupeoeIBIopoS avapépBke o auxvé at aoBeveig Pe kapkiviwpa ke@aRig kal Tpayfihou ek TAakwSWY KuTTapwy (HNSCC), rou éxouv AdBel mponyelpevn Bepamia
akTivoPohiac. O1 aoBeveic Ba mpémel va eAéyxovTal yia peTaBoréc aTn Aemoupyida Tou Bupcomﬁoug (kara v évapdn Tng Bepameiag, meplodika kara Tn didipkela g Bepameiag kar O evdeikvutal e Baon Ty
KAWIKA aEI0AGYNOT) KABWG Katl Yial KAIVIKG OTHEidl Kal GUTITwHaTa v Tou o] p UG HTTOPE] vl QVTIUETWTTIOTE e BEpaTTEia UTOKATAGTAGNG XWPiG T SIAKOT TG aywyAg kai
YWpig ™ XopAyNon KepTikoaTeEpoeIdu. O UTepBUPECEIBITUOS UTTOPET Vel QVTIUETWITIOTE GUUTITWHATIKG. Oa TIpETE! va yivel Tavon Tou pembrolizumab ot umiepBupeoeidiopo BaBuol = 3 péxpr m BeAtiwon Tou
oe BaBuol < 1. H Aemmoupyia Tou BupeoeiBols kai Ta emimeda Twv eppoviv Ba TpEel va eAéyxovral woTe va e§aopahiaTel n katahAnAn oppoviki uiekatdoTaon. Ze aodeveic pe Babuol 3 f Babuel 4

€vBoKpIvoTIaBEIEG TIoU i ot Babpol 2 fy AO Kail eAEyyovTal Pe opHOvIKr) UTokaTdaTaon edv evBeikvuTal, Pmopei va e§eTacTel 1) auvéxion Tou pembrolizumab, perd T BaBpicia peiwaon Tou
KoprikeoTepoeiBolg, edv xpeiaderal. AMidg 8a mpimel va Siakotei ) Bepameia (BA. mapaypagoug 4.2 kai 4.8). Zyen{oueves ue 10 0 avemBUunTEC Ot £ av‘uﬁpdﬂzl Zxcn((‘)uwsg e TO
avoooTomiko goapig Sepparikés avmdpaceig Exouv avaepei oe aoBeveic Tou AapBavav To pembrolizumab (BA. mapaypago 4.8). O1 aaBeveic Ba TpETel va Tapakoh yia

ooPapég Seppatikég avmidpdoeig kan Ba Tipémel va amokheiovial aleg artieg. Me Baon T goBapdTnra mg avemBiunTG evépyeiag, Ba TpEmEl va yivel Tadan Tou pembrolizumab oe BaBpod 3 Esppm\ksg
avTiSpAgElS PEXPI TV UTTOXWPNaT) ToUg O Baepou <11 opiatikij Siakom) oe Buapnu 4 Bepparikés aviBpaaeis kal a TpETel va XopnynBolv kopTikoaTepoedh) (BA. apaypago 4.2). MepioTaTika guvBpapiou
Stevens Johnson (SJS) kai ToIkA¢ € pohuang (TEN) éyouv i oE aoBeveic mou Aappavav To pembrolizumab (BA. mapaypapo 4.8). Ze mepimwon méavehoyoipevou SJS fy TEN, Ba mpémel
va yivel madon) Tou pembrolizumab kar o acBevig Ba ﬂpETIE! va rapamepgBei ot e§ideIkeupivn povada yia agiehoynon kai Bepameia. Eav emiBePawdei o SJS i n TEN, 1o1E Ba wpeme! va yivel opioTiki diakorn
Tou pembrolizumab (BA. mapaypago 4.2). Ga mpémel va emdekvieral Tpoooyy orav eéetaleral n xprion Tou pembrolizumab oe évav aoBevr, o oToiog £xel eppavioer oTo TapeA§ov pia Uoﬂupq ] crnsl)\mmq
yia ™ {wn avemBopnT deppamiki avTiépaar kara ) Afyn mponyoUpevng Bepameiag pe aloug avooodieyepTikolg avtikapkivikoUg Tapayovres. AMeg oyendoueves pe 1o
svxgymg O mcm\luﬂsq €mmpooBeTeg KAVIKG onpnwmcg OYETICONEVEG JIE TO QVOOOTTOINTIKO QvemBUNTEG £VEpYEIES Exouv avaepBei ot KAIVIKEG HEAETEG | kaTd Tr) xpfiom Tou TipoiovTog peTa T kukhogopia
, apBpiTida, |uoGiTIda, [uokap inda, ouvdpopo Guillain-Barré, puacBeviké auvBpoyo, QIHOAUTIKA avaipia, capkoeidwan, eykegaAitida, puehinda, ayyeimda, oxkAnpUVTIKG
xoz\awtlméa Kl Vdo‘rpméu (BA. mapaypapoug 4. 2 ka4 8). Me ﬁucrn N GOBApOTTA Kal Tov TUTIe MG avemBULNMG evépyelag, Ba Tpémel va yivel madon Tou pembrolizumab o BaByou 2 A Badyiol 3
gupBapara ko xopfynan kopTikoaTepoeidiy. Mmopei va yiver emavévapén Tou pembrolizumab eviég 12 efdopdduv perd my teheutaia dan Tou KEYTRUDA, egdaov n avemBUpnm evépyeia uoxwpiioe! ot
BaBpo < 1 kai n 80T ToU KOPTIKOOTEPOEIBOUG EXEl LelwBei ot < 10 mg TpedvIZovng ) 160B0vajiou avé nuépa. To pembrolizumab Tpémel va iakoTei opioTika ot omoladimore Babuou 3 oyengopevn e To
QVOGOTTOINTIKG avETBUNNTY EvEPYEI TTOU EMaveEHavileTal kaBug kal o€ ommoiadnmoTe BaBuol 4 oxemndopevn |e To avooomoinTiko avemBopnTn evépyeia. To pembrolizumab Ba mpémel va diakomei opIaTikG
oe BubBpol 3 1) 4 puokapdinda, eykegalinda i oivdpopo Guillain-Barre (BA. mapaypagoug 4.2 kai 4.8). Zyendoueveg ue peraudayeuan avemiBUUnTeC evipyeies Amoppiyn Hoayeduaros ouumayols opydvou
Zm don Tou émetal Mg XopAynong adelag kukhopopiag avagépBnke amoppiyn HooxelpaTog cupmayols opyavou ot agBeveic mou éhaBav Bepameia pe avaaTodeig PD-1. H Bepameia pe pembrolizumab
Wmopei va aufiioel Tov kivBuvo ambppiwng Tou GURTIaYoUS 0pYavoU OTOUS ammodEKTeS HoTXEUUaTWY. £t auTols Toug aoBevei mpemel va eferaleral n axéan ogéhoug g Bepameiag pe pembrolizumab évav Tou
Kivd0vou miBaviig amoppIyng Tou opyavou. EmmAokés g atdoyevols Merapd Apyéyovuwy A rikav Kurrdpwy (HSCT) Ahhoyevig HSCT perd amo aywyi) pe pembrolizumab Mepimuioeig vogou
avtiBpaong Tou pooyelpaTog évavTi Tou Geviom (GYHD) kar gheBoamogpaktikig nratonabeiag (VOD) éxouv mapammpnBei ot acBeveig pe khaaiko Aépgwpa Hedgkin (cHL) mou umroBakhoviar o ahhoyevr
HSCT pera amo mpenyelpevn ékBean oe pembrolizumab. Fug otou katactolv SiaBiaipa mepioodrepa Gedopéva, Ba mpéme va Sievepyeital mpoaekTikn eEETaom Twv evBexopeviwv ogeAwy amé Ty HSCT ka
Tou mBavig au§npévou KIVBUVOU EPQAVIONG GYETICOPEVWY JE TN HETAPOGYEUGT) ETTITIAOKWY Yia kaBe mepimwon §exwploTd (BA. mapdypago 4.8). Ahoyeviic HSCT Tipiv amd aywyr pe pembrolizumab Ze
aoBeveic pe 1oTopikd ahhoyevolg HSCT, xel avagepBei ofgia GVHD, cupmepihauBavepivng Bavameopou GVHD pera amo aywyi pe pembrolizumab. AoBeveig ou epgavigav GVHD pera amo emépfaan
HeETapooyEUaNE HITopEi va £xouv aufnpévo kivBuvo epgaviang GVHD pera amd aywyr pe pembrolizumab. Ga mpémer va egeraderal To dpehog amd m aywyn e pembmllzumab évavri Tou mlavol Kivdlvou
sppaviong GVHD or aoBsveig pe 1oTopiko akoyevoig HSCT. Zyen(opeveg pe my éyyuon aviidpaoeig ToBapig OXETIOPEVES pE TV EyXuaT) avTIBPACEIG, CUpTIEPIRAPBAVOpEVNG TG UTTEp \oiag kal mg
avaguhagiag, Exouv avagepBei o aoBeveig Tou Aapavouv pembrolizumab (BA. mapaypago 4.8). & BaBpou 3 i 4 avnidpaceig kata mv éyxuor), Ba TIPETEN va oTapaTioEl n EyxuoT Kai va HIakoTIE opIoTIKa
10 pembrolizumab (BA. mapaypago 4.2). AoBeveic pe BaBpold 1 i 2 avtiGpaon kata mv éyyuon pTopolv va ouvexioouv va AapBavouv To pembrolizumab pe oev) mapakohoiBnan. To evBeyopevo
TIPOQAPHTKEUTIKAG AYWYIG HE QVTITTUPETIKO KaI QVTIIOTARIVIKO UTopEi va eGeTaaTei. [IpoguAatei eidikeg we Tipog T vogo Xprjon rou pembrolizumab ot aobeveic e kapkivwia 1ou oupoBnAiou, ol omoior Exovy
AdBer mponyouLrevy aywyr xnueiofepansiag mou mepieiye mAariva O1 1arpoi Ba Tipémel va AuuBuvouv uTréyn My Kueumtpncm omv évapén e Spaong Tou pembrolizumab Tipiv éekivicouy TV aywyh oe
AGBEVEIC € YEIPOTEPA TIDOYVWBTIKG XAPAKTNPIGTIKG f/kall eTIBETIKA V6G0. 110 KApKivwyia Tou oupoBnAiou, Tapampnks ey £0g IpIBYIAG Bavémwy evg BIACTAATOE 2 VGV e To pembrolizumab oe
auykpion pe T xnpetoBepareia (BA. mapdypagoe 5.1). O mapéyovieg mou ayeTidovTal pe Toug TpwIHoUs Bavéroug Atav n Taxéwg e{zl\locop:vq voaog ge TiponyoUpevn Bepameia pe TAATiva Kal o1 NTATIKEG
petaoTaceic. Xorian Tou pembrolizumab ge agBeveic L kapkivwlIa TOU OUj liou, o1 orroiol Bev BewpolvTai KardAAnAol yia £100E0aTIEIAC TOU TEDIEXE] GITTTATIV KAl TwV OTIOIWV 01 GYKOI
£kppadouy 1o PD-L1 g CPS 2 10 Ta XapakTneIGTIKG avapopds KAl Ta TROYVWOTIKG XApAKTNPIGTIKG TG VOTOU yid Tov m\nﬂuvuom( HeAémg KEYNOTE-052, mepihapBavay £va TTogogTo aoBeviy Tou RTav
KarGAAnAol yio guvBuaaTiki ¥npelcBepameia pe Baon tnv kapBomAartivn, yia Toug ommoioug To OgeAog €xel afiohoynBel ot pia guykpiTiki WeAétn (KEYNOTE-361). Zmv KEYNOTE-361, Tapatnerenke
peyakiTepog apiBpég Bavamuwy evig Elac'mucrrog 6 pnvaov amé Ty évapén me aywyig, To omoio akohouBABNKe ad éva pakpoypdvio dpelog emBiwong aToug aoBeveig Tou éaBav T povoBepareia e
pembrolizumab g€ Glykpion We T XnueoBep (BA. " 5.1). Aev ymo ) va TautomoinBei(olv) guykekpIuEvn(es) Tapauerpog(ol) Tou va oxeTiCeTai(ovial) ue Toug Tipwikoug Bavdmoug, O1
BeparmovTeg 1aTpol Ba TipEmel va p\uﬁow umoyn Toug v kaBuaTepnpévn Evapén g emidpacng Tou pembrolizumab piv Eexiviigouv My aywyi ot agBeveig pe kapkivuwpa Teu oupoBnAiou, ol otoiol Bewpolvral
karaAnhol yia ouvBuaoTiki ynpeloBepameia pe Baon tnv kapBomharivy. H KEYNOTE-052 aupmepiéAae emiong aoBeveic ou Atav katdhnAel yia xnpeioBepameia pe povoBepaTid, yia Toug omoioug Bev
eival Gio8Eaipa dedopéva Tuyaiotreinang. Emmpoa8iTwg, dev umdapyouv diaBéaipa dedopiva ao@akelag kal amoreAeapaTIKOTNTAC o€ euTTaBEaTepoug aaBeveis (T1.Y. kataaTaan Aeroupyikamrag kara ECOG
3) mou Bev Bewpolvral karahnAor yia ynpe . Amouaia auiv Twv dedopéviwy, To pi izumab Ba wpéTel va iral pe Tpoooy ot auTd Tov TANBUOHG PETa amd TTpoaEKTIK eSETaar) Tou




mBavol Kivdlvou-opEhoug ot egatopikeupEvn Baon. Xprjon rou pembrolizumab yia aywyr) mpwr 16 O aoBevei IKPOKUTTApIKO KapKivo Tou mivedpova (NSCLC) Mevika, n ouyvotnra Twy
auemBULNTWY EVEPYEIDY Je TNV ouvBUaaTIKA aywyr pe pembrolizumab, Tapamnpefran 61 €ival peyahiTepn ae oyéan pie m i pameia pe p I Am pareia pove, aviavakhwviag m
aUpBoM) KaBEVG aT6 aUTA Ta SUGTATIKA (BA. Tapaypapoug 4.2 kai 4.8). Aev sival Biabéaipn pia apeon clykpion Tou pembrolizumab 6tav xpnaipoToleital ot cwéuacuo Jie xnueioBepanmeia ot ayéon pe T
povoBepareia pe pembrolizumab. O 1arpoi Ba Tpémel va AauBavouv umoyn  axéan opéhoug/kivoivoy Twy diabéaiuwy Bepameutikwy eTAoywy (HovoBepameia We pembrolizumab A pembrolizumab oe
ouvduaoud pe xnpeiodepameia), TpIv TNV évapgn TG aywyi¢ ot acBeveis Pe LN PIKpoKUTTapIKS kapkivo Tou mivedpova (NSCLC), Twv omoiwy ol dykor ekppadouv To PD-L1 kai o1 omoior Bev éxouv AdBel
mponyoljievn Bepaeia.
Zmv KEYNOTE-042, mapatnphénke peyahltepog apiBuog Bavarwy eviog Siaamuarog 4 Hnviy améd Ty évapln g aywyng, To omoio akoAouBnenke amd éva pakpoxpovio dgehag emBiwang oToug agBeveic
Tou éAaav m povoBepameia e pembrolizumab ot clykpion He Tn xnueloBepameia (BA. mapdypago 5.1). Ta Sedopéva amoreeopankomrag ka acoaheiag yia abeveig nhikiag 2 75 eTwv eival meplopiopéva.
Ze aoBeveic nhikiag = 75 £rav, n wuvéuucm m uvwvn e pembrollzumab eu ﬁpETIE\ va xpnmuowmwul e WDOQ'OXI‘I HETG QO TIpOOEKIIKr] s{mqun TI‘|§ oyéong mBavol o@éhoug/kIvBUVOU GE ECTONIKEUEVD
paan (BA. mapaypage 5.1). i i 8 Tevika, n GuxvoTITA TWV QVEIBOUNTWY
EVEPYEIWV [ TNV oUVBUTOTIKA aywyr) PE pemhmllzumab Tmpmnpmm 6Tl gival peyakOTepn o€ a)(mn e Tr] povoecpmm pe pembrollzumab r| 1r| xnpcloespcncm povo, aviavakA@vIag T gUPBoA KaBevg
amd auta 1a guotarka (BA. mapaypago 4.8). O1 atpoi Ba TpETEl va AapBavouv uTioyn Ty axéon opehoug/kivBivou Twy BiaBéapwy BepatreuTikiy emhoywy (HovoBepareia pe pembrolizumab i) pembrolizumab
o€ ouvBuaopo pe ynpeloBepameia), Tipiv v Evapln S aywyric ot aaBeveic pe kapkivwpa kegakng kai Tpayihou ex TAakwdwv kurmapwy (HNSCC), Twv omoiwy o1 dykol ekppalouy 1o PD-L1 (BA. mapaypago
5.1). Xerjon rou brol b yia ] Beparreia aoBeviv pe peddvwya NapampnBnke pia Taon auuévng cuyveTnTag Twv cofapiv avemBopnTwy evpyeiwy ot aoBeveig nhikiag = 75 erav. Ta
Bedopéva aogakeiag yia Te pembrolizumab oy emkoupiki) Bepameia yia To peAavwpa ot aaBeveic nhikiag = 75 eTwv, eival TeEplopiopéva. Xprion Tou pembrolizumab o guvduaouo e axitinib wg aywyr
TpWING ypappirc o€ aofevers pie kapkivwua Twv veppwy (RCC) Exouv avagepBei peyakitepeg amo Tic avapevojieves auyvomies epgavions Baduou 3 kai 4 auéfoeig mg ALT kai g AST o€ aoBeveig pe
TIpOXWPNHEVO kapkivwpa Twy vegpuv (RCC), otav To pembrolizumab diveral padi pe o axitinib (BA. mapaypago 4.8). Ta nrarika év{upa Ba mpemel va EAcyxovml IV TV cvup&r] Kai TTepiodika kara m diapkeia
g Bepameiag. Mmopei va efeTaaTei 1o eviexOpEVO IO oUYVOD sAEv)(uu Twy qn(xmmv evlUpwy, O GUYKPIOT) |iE TO 0TV T QAPHAKA Xpnoij wg pareia. O fpieg odnyies yia My
1aTPIKA QVTIPETWTTIA Kal Yia Ta 500 pappaka Ba TpEmel va akoA vial (BA. mapaypago 4.2 kai avagepBeite omv MXM 1ou axitinib). Xpgon 1ou pembrolizumab we aywyr TpWING yeaINS 08 AoBEVEIS LE
MSI-HIIMMR opBokoixé kapkivo (CRC) Ernv KEYNOTE-177, Ta TogoaTa kivdivou yia oupBapara guvolikng smBiuwong Arav peyahitepa g To pembrolizumab auykpimika pe T xnueioBspameia aToug
Tipwioug 4 prveg TG aywyrs, Ta omroia akohoudriBnkav amd éva pakpoxpdvio dpehog emBiweong e To pembrolizumab (BA. mapaypago 5.1). Xprian rov pembrolizumab we aywyr n@ 16 VQuIS a8 ao@svet;
e Kapkivwia Tou 01ao@dyou Ta BeBojiéva ATTOTEAEGHATIKATATAG KAl doaAEIag yia acBeveig nAikiag = 75 ertv eival meplopiopiéva. Ie aoBeveig nAIKiag = 75 £T6v, n guvd ) aywyh pe p
Ba TIPETIE! VO XPNOINOTICIEITAI WE TIPOTOY HETA QIO TIPOTEKTIKA eETaon ¢ axéong mBavou ogéhoug/kivdivou ot egatopikeupévn Baon (BA. Tapaypago 5.1). AgBeveic Trou amokAeioTnkav amd kAIKES
WeAETEC AdBeveiG e TIC axoAoUBEG KaTAOTAOEIG amokAEiTTRaY MO KAIVIKEG LEMETEG: e evepyEg peTaaTacelg oTo KNE, pe BaBuoloyia kataoTaong Aemoupyikémiag kard ECOG 2 2 (efaipoupéviv Tou
KOPKIVWHATOS Tou 0UpoBnAiou Kal Tou KapkIvipaTog Twv vepwy (RCC)), He Aoipwgn HIV, pe Aoipwén nmarindag B f nmarindag C, pe evepyd GuoTnuarTikn autodvoon vogo, pe diauean TiveupovomaBeld, e
TiponyeUpevn TIveupeviiBa Tieu amaiToloe CuaTNUATIK BepaTieia pe KopTIKOTTEPOEIBES, He IaTopikd coBapnc umepeuaiodnaiag ot GMo povekhwviké avriowpa, ou AapBavav Bepamreia avoookaracToAng
Kal e IaTopIKG ToBapwv, OXeTI{OPEVWY e To avogomoinTikd avemiBlunTwy evepyeiwy amd Bepameia pe ipilimumab, Tou opiletal wg omoladimote Baduol 4 Tofikdémra fj TofkdémTa Babuol 3 mou amamei
Bepameia pe kopTIkoaTePOEIBES (> 10 mg/nuepnaiwg mpedviZovng f 100B0vapou) yia TEpIgaoTEpo aTid 12 epBouades. ABEVEC e evepyEC AOIMWEEIS amokAeigTay aTTo TIC KAIVIKES MEAETEC Kal aTauTriBnKe va
Bepametaouv 1) Aoipwén Toug TpIv T Afyn Tou pembrolizumab. AoBeveig Tou epgaviaay evepyég hopwéeig kard m Sidpkeia Mg Bepameiag pe pembrolizumab avriperwmioTkay pe kar@hndn 1arpiki
Bepameia. AaBeveig e kAivika anpaviikég vegpikeg (kpearivivy) > 1,5 x To avitepo guatohoyikd opio (ULN)) i nirarikég (xohepuBpivn > 1,5 x To avirepo guaiohoyikd opio (ULN), ALT, AST > 2 5 x 1o aviwrepo
quaioheyiko opie (ULN) e amousia nmankdy peragtagewy) avwpahies kata Ty évap, amokheioTnkay amd Tig KAIVIKEG HeAETES kal ETTOPEVIIC €ival TIEPIOPITEVES Of TIANpo@opies Ot aaBeveig Le aoBapr
VEQPIKT Kal péTpia éwg ooBaph nmaiki ducAeitoupyia. Ymdpyouv meplopiopéva SeBopéva yia Ty acpdheia kal amroteheapatikémia Tou KEYTRUDA o& aoBeveig pe opBahpikd peAdvwya (BA. mapaypago
51).To HTIOPE va XpNoip 19¢i pe kaTahAnAn aTpiki QvTILETWITION O€ auTelg Toug aoBEVEiS, KAaTOIV TIPOCEKTIKNAG ECETaang Tou evdeyapevou aunuévou kivoivou. Kapra mposidomoinang
10u_aabevy OAoi o yiarpoi ou ouviayoypagolv 1o KEYTRUDA ipéTe va eivan efoikeiwpévor pe Tig MAnpogopieg yia Tov MNarpd kai 1 OBnyieg Aiayeipiong. O yiaTpog Tou 1o ouviayoypagei TIpETel va
oulnmae! pe Tov aoBevn Toug kivBuvoug Tng Beparreiag Tou KEYTRUDA. ©a mpéTel va Trapéetal oTov acBevn ) kapta mpogidoTroinang Tou acBevi pe kabe ouviayoypagpnor. 4 8 AvEmHupr]rLg EVEDYEIEG

NepiAnwn Tou powik agealeiag Te pembrolizumab £xel ouvBeBei o guyva pe OXETIZOHEVES HE To QVOTOTIOINTIKG aveTTIBUpNTES evEpyEles. O TIEPITTOTEPEG ATTO aun:g, m Twv gofapuv
avemBUPNTWY EVepyeHDY UTIOXWPNTaV [era Ty évapdn g karaAnAng iaTpikrg Bepameiag i mg mateng Tou pembrolizumab (BA. «Mepiypagn Y} i amw). H aogaleia

Tou pembrolizumab, wg poveBepameia, £xel afjohoynBei ot kAvikég peAreg, o€ 6.185 aoBeveic pe mpoywpnpEvo peAavwpa, pe peAdvwpa Zadiou |1 mou £xel eaipeBei (cmmup\xn Beparreia), pn JIKPOKUTIAPIKG
kapkivo Tou Trveupova (NSCLC), khaoiko Apgwua Hodgkin (cHL), kapkivupa Tou cupoBnhiou, kapkivwpa kepahng kai TpaxnAou ek mhakwdwy kurtapwy (HNSCC) ) opBokohiko kapkivo (CRC) ot Tiooepig
Booec (2 mglkg BY kabe 3 epdopadeg, 200 mg kabe 3 efdopadeg i 10 mglkg BE kabe 2 1) 3 efopadeg). Or ouxvornieg ou mepihapfavovtal mapakarw kai otov Mivaka 2, Baoilovrar ot oheg Tig avagepbeioeg
avemiBUpNTES £vEpyEIEg, avebapTTwg TG agiehoynang g aimwdoug oxEaTg aTmo Tov epeuviT. Ze auto Tov mAnBuopo aoBevivy, o BIapEdog xpovog Tmp(lml\uuequng fArav 7,6 prveg (0pog: 1 npsp(l £wg 47
PVES) Kal o1 o ouyvéEg avemBipnTeg evEpyeieg e To pembrolizumab drav kémwon (32 %), vautia (21 %) kar Siappaia (21 %). H mAeioyngia Twv MWV EVEPYEIWV TIOU avagépbnkav pe m
JHovoBeparTeia ATav copapomrag Baspwv 1A 2. 01 Mo ooBapic avemiBOPNTES EVEPYEIEG ATaV GXETICOLEVES [IE TO AVOGOTIOINTIKG QVETIBU|INTES EVEPYEIES KAl COBOPEG OXETICOMEVEC e TNV EyyUon avTIBpaceIg
(BA. mapaypago 4.4). H acgaheia Tou pembrolizumab ot guvbuaopd pe ynpeioBepameia, éxel agiohoynBei ot kAivikég peAétes, ot 1.437 aoBsveig e NSCLC, HNSCC A kapkivwua Tou oigogdayou ou AduBavay
200 mg, 2 mg/kg BE 1) 10 mg/kg BZ pembrolizumab k&Be 3 efdopades. O ouyvétreg Tou mepiAapBavovial mapakétw kai aTov Mivaka 2, Bacilovial oe dAeg Tig avagepbeioeg avemBpnTeg evépyeleg,
AveGIPTATLIG TG AgIoAOYNaNG TG AIMILBOUG TYETNG A6 Tov EPEUVATA. Z¢ ATO Tov TANBUGHO ATBEVV, 0 THO GUXVEG AVEMBUNTES evépyeleg ATav vauTia (55 %), avaipia (51 %), kémwan (39 %), BuckohiémTa
(37 %), perwpévn opedn (34 %), dicppoia (33 %), oudetepoievia (29 %) kai €UeTog (28 %). O1 guyvomTeS EppAaviong avemBUpnTwy evepyelv Babuwy 3-5 ot aoBeveic ue NSCLC frav 67 % yia  guvbuaoTiki
aywyn pe pembrolizumab kai 66 % yia T ynpeloBepareia povo, ot acBeveig e HNSCG fitav 85 % yia T ouvduacTiki aywyn pe pembrolizumab kai 84 % yia T xnueioBepameia padi pe cetuximab kal oe
agBeveig Pe KapKivwpa Tou o1go@ayou frav 86 % yia m cuvduacTiki aywyi pe pembrolizumab kai 83 % yia m ynpeiobepareic uovo. H aoadeia tou pembrolizumab ot ouvduagauo pe axitinib, éxel afiohoynBei
oe pia khiviki pehémn pe 429 agBeveig pe mpoywpnpévo kapkivwpa Twv vegpiv (RCC), Tou AduBavav 200 mg pembrelizumab kéBe 3 efdopddeg kai 5 mg axitinib Slo gopég nuepnoiwg. Ze autd Tov mAnduoud
aoBeviyv, o TTo GUYVEG aveTIBUPNTES evépyeleg fTav Bidppola (54 %), uméptaon (45 %), koTrwar (38 %), uoBupeotIBiouds (35 %), pelwpévn oped (30 %), olvdpopo mahayo-TreAuaTiaiag epuBpoducaiobnaiag
(28 %), vauria (28 %), aufnpévn ALT (27 %), aufnuévn AST (26 %), Buoguvia (25 %), Bixag (21 %) kai Suckoihiomia (21 %). O quyvamTeg eppaviang averiBOpnTwy evepyeiwy BaBuwy 3-5 Arav 76 % yia m
ouvduaoTiki aywyr pe pembrolizumab kan 71 % yia m povoBepameia pe sunitinib. Zuvormikde mivakag avemBopnTwy evepyeiwy O avemBUpnTeS evépyeleg TTou TrapatnpiBnkav oe KAIVIKES LENETEG Tou
pembrolizumab wg povoBepareia A e cuvduaopo pe xnueioBepameia r pe aha oykohoyika @appaka f avagépBnkav kara T xpraon Tou pembrolizumab peta mv kukhogopia, mapariBevial otov Mivaka 2. O1
avemBUpnTEC EVEPYEIEG TTOU £ival yvwoTo on epgaviloval e To pembrolizumab f e Tig npeloBepaTieieg XopnyolpEves HOVES TOUG, HTTOPE] va eppavIaTolV Kara T SIGpKEId TS aywyrg Je auTA Ta GapUaKeUTIKA
TIpoidVTa OF CUVBUaOHG, aKGpN Kal EAv auTég ol avniGpactig Bev avagipBnkav o KMVIKEG PENETEG pE ouvBuaaTik aywyr. AUTEG o avem BUNTES EVEPYEIEC TTAPOUCIAZoVTaI ava Kammyopia opyavikd ciaTnua
Kkai ava ouyvernTa. Or ouyvamnTeg opilovial wg: ToAD auyvig (= 1/10), ouyvig (= 1/100 fuwg < 1/10), oy1 ouyvég (= 1/1.000 £wg < 1/100), emravies (= 1/10.000 £wg < 1/1.000), oA oavieg (< 1/10.000) kai pn
yvwaTeg (Bev popolv var ekTipnBolv pe Baon Ta Siabéoipa dedopéva). Eviag Tg kabe kamyopiag ouyvommTag, o1 avemBipnTes evépyeieg Tapousialovial kata oeipa ghivousag oofapomrac. Mivakag 2:
AvemiBOpnTEg evEpyeieg o€ aaBeveig Tou Ehapav To pembrolizumab*

| MovoBepameia | ZuvBuaopog pe xnueioBeparreia | ZuvBuaopog pe axitinib
Alarapayég Tou Veupikol ouaTApaTog
Mol guyvig Kkegahahyia Zahn, ) veupoméibela, Kegahahyia kegahahyia, Suoyeuaia
Zuyvig gﬁ}‘qr‘]{w UIT:]EPWEFIK" veupamtieid,  Mibapyog, Guoyeuaia, AnBapyog Lahn, MBapyog, TepigepIk veupoTiaBela
Oy ouyveg smAnyia eykepahinda, emAnyia JuaoBevike oivdpopo*
Zmavieg iﬁfgg:‘ J:zq;‘ﬂzg\’ﬁp?}fo Gslmai[:f:rg l:ff“:lﬁﬂ”. oUvBpopo Guillain-Barré
OgBaApikés diarapayég
Zuyvic fpogBalpia EnpogBalpia EnpogBaipia
Oy ouyvég payoeidinda’ payoziBinida’
Imavieg popo Vogt-Koyanagi-Harada
KapBiakég Siatapayég
Tugvéc mpﬁmm nppueum' (aumpl)\uppmuusvng g | kapdiak appuBpia’ (oupmepikapBavopevng g | kapSiakn uppueplu' (aupmepihapBavopévng Mg
KOATTIKC HapLapuy KOATTIKAC papuapuyc) KOATTIKC Pappapuyic
Ox1 guyvég ﬁ:“r::ﬁéﬁzuﬂ mplmpﬁqu ouboy, Huokapdimdat, mepikapdiakh aukoyr Juokapdimda
Imavieg Tepikapdinda
Ayysiakig Siarapayig
Mol guyvig uTiépTaon
Tuyvig uTépTaon ayyelimda’, umépraon
Zmavieg ayyelinida

Aiarapayig Tou avamveuoTIKoD uoTAPATog, Tou Bwpaka Kai Tou pecobwpakiou

TMoAG guyvég

| dlomvoia, Brxag

| BuoTvola, Brixag

| duomvola, Bxag, Suggwvia

Zuyvig

| TvEUpovinida”

| TveupoviTida”

Aiarapaygg Tou yaoTpeviepIKod

diappoia, kohiakd  akyog?,  vautia,  EpETog,

vautia, diappoia, EpeTeg,  kolhiakd  GAyog”,

Siappoia, kohiake  alyog?, vautia, EpETog,

Johnson, ofwe¢ eplBnua

Mok ouxvéc duokoiAibmra SugkoihioTnTa SuakoihiotnTa
TUYVEG koAiTida’, EnpoaTopia kohiTida’, npooTopia, yaotpitida kohinda’, npooTopia, yaoTtpimida
Ox1 ouyvég :quxg:{”éw' Yootpinida, - yaoTPEVIERIK] Taykpearimda’, yaoTpeviepikn efEAkwon” Taykpeatinda’, yaoTpeviepik e Akwan’
Imavieg diarpnon Tou AeTTol eviEpou
Aiarapayig Tou fmaTog kai Twy
Zuyvig nmarimda* nmarinda®
Ox1 quyveg nmarinda®
Zmavieg oKAnpuvTIKA yoAayyelinda orAnpuvTIki xohayyeiimda
Marapayég Tou Gépparog kai Tou uTroBOpIoU 10TON
. . . . . . . clvbpopo Tiakayo-meAycTiaia
Mol ouyvig efavBnpa’, kvnopog? ebavBnua¥, ahwmekia, kvnapog? coUB pggu oaioBnoia, eEavenua K\';' o b“ <
oofapeg  deppamikég  avmdpaoeic”,  epliBnua, . . . . | oofapég Oepparikég avmdpaoei®, depparimda
Zuyvig Bepparinda,  §podeppia,  Aeikn™,  Exlepa, (m.ﬁpm; ﬁspuuy\xsg avndpdaeic’, fpodeppia, oumu(omm pe akun, depparinda, {npodepyia,
. . 3 . epUBnpa, depparinida
ahwekia, depuatinda opeiafouda e akpn ahwmekia, éxlepa, epiB
0 : ywpiaon, Aeiynveeidng  Kepémwon®, Bharida, wwp\uaq, hedkn®™, cKi&pﬂ,Ezppﬂmlﬁu opoiafouaa | ahayh xpwuumg rp\xwv AerynvoeIBAg kepémwan,
X GUXVEG P .
ahhayf) Ypwuarog TpIXwY ¢ aku, Bharisa, Aeiynvoeid Tt AariGa, Yupicon, Al
Tnivieg Tofikr) emideppiki vekpoAuom, olvdpopo Stevens aNAay YpapaTog TpIyav

Aiarapayig Tou puookeAETIKOU CUOTANATOS Kal Tou oUvBETIKOU 10TO0

JUoOKeEAETIKGG  TTOVOG™, apBpalyia, TOVOg Twv

Mokt ouyveg PUoCKeAETIKOG Trovo™, apBpadyia HuookeAeTIKOG TIOVOC™, apBpalyia Grpuy

Zuyvig TIOVOg Twv (KpwY, puoaimda®, apbpitida™ puogimda®™, maveg Twv akpwv, apBpitida™ puoginida®, apBpimida™, Tevovtednkinida®
Ox1 auyveg TevovioBnkinda® i alvBpopio Sjegren

Imavieg ouvbpoio Sjogren o0vBpolo Sjogren

Aiarapayig Twv VEQPWY Kal TWY 0UPOYOPWY 0BWYV

Luyvég ] [ ofgia veppikn BAGRN ] ofgia veppikn BAGBN, veppinda™

Oy quyveg | vegpinda™ | ve@pinda™

Tevikég Biatapayés kan karagraoeig Mg 0ol xopiynong

| pameia N TuvBuagpoc e xnp: p | b1 16 pe axitinib
AoIperg kal TapagITRoElg
oAU ouyvé [ [ mveupiovia |
Zuxvt; | TIVEUROVid \ | TIVEUovia
POXES TOU Qi 1TIKOU Kail TOU AEPQIKOU GUOTHPaTOg
TMoAu Zuyvig avaipia avaipia, oudereporrevia, BpopBomevia
ZUyvEg popBoTevia, oudeepomevia, Aeppoevia epmUpeTn oudETEpOTEVia, ia, Aepgomrevia | avaipia, ouderepotievia, Aeukotevia, Bpop
Oy quyvég Aeukomievia, nwavogidia nuovogikia Aepomevia, nwavoikia
avogohoyikn BpoyBorevia, urpo)\uﬂm avaiia, uuwﬁg
Zmavieg amiagia ™G €pUBPAC TEIRAS, CIMOQAYOKUTTCIKT
hepgoioTiokuTapuwon
Alarapayég Tou 1 fuarog
Tuyvig OXETICOpEVN [E TNV EyXUaT) avTiGpaon® aXen{OpEv) e T Eyxuon avtidpaan® oyen{opEvn P TV Eyxuon aviidpaon®
Oy1 guyvés gapkoeiduon
Mr] YVWOTEC 0 Tou pooyedpaTog gupTayolc opyavou
payég Tou evokpIvIKo) cuaTAaTog
Mokt ouyvég p ot PEOEIBIIOG uTTEpAUp 16g, f uoc"
ZUyvig uTrepBupeoeIdIopag, BupeoediTidal umepBupeoeidiopog® :E?T?:cﬁl:g?(' Bupeoeidindat,  emvegpidiak]
Oyt quyveg emvegpiBiaki) avemdapkeia’, umoguaindal ;Sognuci’ﬁlﬂlﬁ;; " emwegpibiad| - avemdpieic,
Aiarapayég Tou petafohiopol kai Tng Bpéyng
TMoAU guyvég EIwpEvn opetn uTovarpiciapia, urokaAiaiic, Pelwpévn opedn pelwpévn opefn
Zuyvig uTrovarpiaipia, umrokahiaipia, umaoBeoTiaipia umacBeaTiaipia utrokahiaipia, uTrovaTpiaipia, yracBeaTiaiyia
Oyt quyvég a Bng Biaping Timou 17 oakyapwdng Siaprimg Tomou 1 o L8ng SiaBrmg Tomou 1
pIkEg Biarapayég
TMoAb ouyvég | N aumvia |
Tuyveg | aimvia | autvia

Mol guyvig komwar), efaaBivion, oidnpa®®, Tupefia | komwon), efaivian, upegia, oidnua® | komwar), efaaBivion, Tupetia
ZUyveg Gpopn, piyn | YpITTiBng GuvBpopn, pivn | oidnua, yprmmisng guvbpoud, piyn
MapakAIVIKES £§eTaTEIG
apivorpavogepdon ¢ aAavivng  augnpévn,
Mol guyvig Kpeamviv) aipatog au§npévy aAgTICPTIKA apvetpavagepdon augnuévn,
kpeamvivn aiyaroc auénpévn
aoTTapTIK apvoTpavaepd augnpévn, . . .
ﬂplvofpﬂ\:llrpﬁpdﬂuq rprp; q;uﬁu\?i.eng uuasévg, aoTopTIK - apivorpavagepdon auénpévn, . ) ) )
Zuyvig uTepacfeoTiaipia, akkahikn) pwogaraan aiparog UT;EpQUﬁEOTIquIIG‘ avoTpavogEpaon - Mg akkahi puogataon = diparog auiqug\/n,
aufnpvn,  yolepuBpin  ciatog  auguv, ahavivrg auénpévn, .(!)\KKI‘I\IKI] guogarion aijarog uepaofeaTialpia, XoAepubpivn aipatog auinuévn
kpeamyiv) aijaroc auEnév augnuévn, xohepuBpivn aiparog augnuévn
Oy guyvég apuAdon auénpévn apuAdon auénpévn apuhdon auinpévn
*01 ouyvOTNTEG TWV aVETBUPNTWY Evepyeiy Trou Trapouaialovial atov Mivaka 2 propei va pnv amodidovral TAfpwg povo ato pembrolizumab, ahka poepei va nspl)\npbuvouu m ﬁup&a}\n mg um(slpwqg
vogeu 1) AWy QapUAKEUTIKWY TTPGioVTWY TTou Ypnaipetoiedvial wg auvduaoTiki aywyr. TMe Baan éva Tumomompéve epimpa (standard query) gupmepih Twv Kal Tav
w)(uuppuﬁmmv O1 akdhouBol dpol avTIMpoawTEoUY i ouabu OYETTOUEVWY GUBANGTWY TTOU TEpIYpGQOUY neplauoupn mu 1aTpIK xmumauq Tapd Eva PEPOVWHEVD GUBAV: d. OETICOEVT pE THY
£yyuon paan (utep 10 -mwupuu&o f avtidpaon, avapuhakTeeidrg avridpaan, \gia kai gUvap! o ¢ kuTTapokiviu), . umoBupeoziBiopag (putidnpa), y.
BupeoeIdiTida a f 16a kal | Tou Bupeoeidolc), 8. uTief I0G (VOTOG TOU , E. Pp i avenrapkeia (vooog Addison, ofeia phoicemveppiBiakr averdapkeia,
BeutepomiaBbig [NETI!]pKEICI Tou q;}\uluu Twy Emvtwplblwv) . umoguoinda (Unuunuzpumupog) n- Uuk)(upmﬁng 6|c|er]g Tmou 1 (Eluﬁqnm keTogewan), B. eyreqalinda (auroavoor) eykepahinda) | uuvﬁpo}m
Guillain-Barré (afoviki veup 11 aTmop porraBeia), k. puehinida (o HEVNG TG EYKaApaIag puehindac), A. Juvépupo ([ évela gravis, oupmepiAapBavopévng
NG Tapoguveng), . agnmrm pnviyyinda (pnviyyitida, qhorumﬁqgw yyinida), v. ¢ (xopioappiBAnaTposidinda, ipinda kai ip , & puokapdinida a pdinda), 0. ayyelimda

(aryyeriTida Tou KeVTPIKOU VEURIKOD GUOTAPATOG), Tr. TvEUpoviTIda (Biapeon Wsuuovonaetlcl Kal opyavwrIKA TIveupovia), p. koikiakd ahyog (kothiokn duapopia, alyog avw Kowqmq Ywpag kal ahyog kamw
Kolhiakfg xupag), 0. kohinda (pikpookomiki koAiTida, eviepokohinda, aipoppayiki eviepokoAinda, autoévoon KoAiniBa kal emaydpevn amd To avooomomTikG evrepokoAindal, T. maykpearinda (autedvoon
TraykpeariTida kal TraykpeariTida ofeic), U. yaoTpevTERIKT EEEAKWON (YOTPIKG EAKOG kel BuwBekaBaKTUNIKG EAKOG), §. ATTCTITIBA (AUTOAVOGT NTATITIBA, ETTaYGLEVR TG TO QVOTOTIBINTIKD NTTaTITISA, EMayopevn
oo apuako nTranikn BAGRN kai ofgia nmarinida), x. e§avBnua (epuBnuamwdeg eEavonua, efavBnia Bulakiwdeg, efavBnua knhidwdeg, eavBnua knAiBoBAaTIBWdES, efavBnua BAaTIBudeC, e§avBnua KvnopwdES,
efavBnua eAukTaviadeg kan efavBnpa yevnTIkiv opyavwy), . kvnapog (kvidwaon, kvidwen BAaTIBLBNG kal kvnapog yevunTikw opyavwy), w. copapég deppatikég avniBpaceig (Sepuatitida TopgoAuywdng,
YEVIKEUPEVT CTTOGONIBWTIKY BeppiamiTide, amogoABWTIKG e5avenpa, TENQIYa Kal Basuol 2 3 Twv akoAoUBLV: oftid eLTIUPETN OUBETEPOPIAN B PPATWON, PWALMAG, £AKOG KATAKAIOEWS, ATTOQOMBWTIKA
Bepuarinda, yweiacduopen depuarinida, gappakeutikd efavnua, ToAIuopo £pUBNUG, iKTEPOS, ORAAGS Aixhvag, opaAdS AEIXAVAG ToU OTOPATOS, TIEUQIYOEIBES, KVNTUGS, KVNTHOS YEVVNTIKWY opyavwy,
efavenua, wbeg efavBnpa, knhidoBhanduseg efavenpa, kvnopwdeg efavenua, eEavenua pAuktaivideg, PAGRn déppiatog, véxkpwan Béppatog kai Tofiké eéavBnpa B pparog), aa. AeUkn (cmmoypwpam opég
BEpuarog, 0¢ BEpUaTOS Kal aniopog Bheapuwy), af. Aexnvoeiding kepdmwan (opahdg Aeixivag kar okApuvTIKOS Aeixivag), ay. HUooKeAETIKOC TIOVeS (JuookeAeTik dugavedia,




oopualyia, puookeAETIKA duokapyia, PuookeAETIKGG TTOVOG Tou Bwpaka kar paifokpave), ad. puoginda (puakyia, puoTa P f puooinida, PEupaTIK IO Kaip HUOA , ae. apBpimda
(oidnpa apBpwang, moAuapBpitida kai efidpwpa apBpwang), al. TevovioBnkiTida (mvov‘mléﬂ upevinida kar ahyog Isvmm} an. veppinida (qumqvncn vsq:pméa émpmn vscppmbﬂ lmv 0UpPOPOPUWV
GwAnvapioy Kal vepIKA QVETIAPKEID, OFia VEGPIKA aveTrapKeia f ogeia veppikn BAAPN e evBeigeIs veppiTBag, veppwoike oUVBPOL0, GTIEIPALIATOVEPITIBA Kall ey Bpaviwdng oTrel papaToveppimda), ab. oidnua
(mepigepIkd 0idnpa, YeviKEUREVO 0iBNpa, UTIERQOPTWOT HE LYPA, KATaKPATON UYPGY, Oidnua BAEQARPOU Kai 0idnua XEAéwy, 0idnua TIRosLTIoU, EVIOTTIOEVO oidNpa Kal TEpIKoYXIKO cidnua) [epiypagn
emAeypévwy avemBopnTwy evepyelwy Ta Bedopéva amd Tig akdouBeg ayeNiopeves pe To avoaoToInTIke avemBipnTeg evépyeieg Paoifovian o acBeveic o1 oTeiol éhaBav To pembrolizumab omig Téaoepig
Boaohoyieg (2 mg/kg kabe 3 epdopiddeg, 10 mg!kg KéBe 273 e[!ﬁcuué:t; 1} 200 mg k@6t 3 cBéouabtg) ot KMVH(EQ ue,\mq (BA. napavpu@o 5.1). 01 kameuBuVTApIEG 0BNYiEC Yia TV AVTIPETWTION AUTAY TwY
avemigg EVEPYEICIV TIE agovTal oy Tapaypago 4.4 YETICOMEVI [IE TO GvoooTTomTIKG Tveupovinda Mveupovitida
epgpaviomke oc 286 (4,6 %) aobeveig, oupmepihapBavopévwy TepioTamikiv Babuol 2, 3, 4 7 5 oe 128 (2,1 %), o€ 73 (1,2 %), oe 17 (0,3 %) ka1 o 9 (0,1 %) acBeveig avrioroiya, Tou Aappavav To
pembrolizumab. O JiGpegog Xpoveg Ewg TV TpWwM euedvion mg Tiveupovinidag Atav 3,5 uAveg (eVpog 2 Auepes éwg 26,7 unveg). H didpean didpkeia Arav 2,0 pives (edpos 1 nuépa éwg 33,0+ pAve). H
TveupoviTida epgaviomke o ouyva ot aoBeveig pe 10Topikd TiponyeUuevng akmiveBoliag aTo Bwpaka (8,2 %) oe oxEon pe aoBeveig Tou Bev EhaBav ponyoUpevn akTivofokia oTo Bwpaka (4,2 %). H
Tveupovinda odfynce ae diakomr Mg aywyng Tou pembrolizumab oe 117 (1,9 %) aoBeveic. H Tveupovinda umoxwpnoe ot 166 aoBeveic, oToug 4 pe emmhokég. Ze aoBeveig pe NSCLC, Tveupovinda
suwvmnx}: oe 160 (5,7 %), Uuun&p\lupﬁcvapzvmv mplcmmmv BaBpol 2, 3, 41 5 0e 62 (2,2 %), oe 47 (1,7 %), oe 14 (0,5 %) kai ot 10 (0,4 %) aoBeveic avrigToiya. Ze aoBeveig pe NSCLC kai pe 10T0pIkd
Bohiag aTo Bupaka, " ioTnke ot 8,9% Twv aoBeviv. Ze acBeveic pe cHL, n ouxvamia eppaviang mg mveupovimidac (Aol ol BaBjoi) Tapousiaoe éva elpog ama 5,2 %
su)g 10 8 "/u oe aoBeveig pe cHL omv KEYNOTE-087 (n: ( -210) kar oy KEYNOTE-204 (n=148) avrigaixa. Zxen{opevn pe 1o avogomouriko kodinda Kohinda spgaviomke ot 121 (2,0 %) aoBaveic,
oupmepiAapBavopévwy epiaTarikuy BaBuol 2, 3 n 4 oe 35 (0,6 %), ot 67 (1,1 %) ka1 ot 5 (0,1 %) aoBeveic aviioTorxa, Tou Aappavav 1o pembrolizumab. O Siauegog ypovog Ewg My TRWTT ERpAvian g
koAiiBag firav 4,7 prveg (edpog 7 nuépeg éwg 24,3 priveg). H Siapeon Siapkeia frav 1,0 privag (edpog 1 nuépa £wg 12,4 prjveg). H kokinda odiynot o Siake g aywyrg Tou pembrolizumab o 34 (0,5 %)
acBeveic. H kohinda umoywpnoe oe 99 aobeveig, aToug 2 pe emmhokeg. X aoBeveig pe opBokoiko kapkivo (CRC) mou ehaBav 1o pembrolizumab wg povoBeparisia (n=153), n cugvornra eppaviong mg
KoAimidag firav 6,5 % (6Ao1 o1 Babyoi) pe 2,0 % Babpol 3 kai 1,3 % Babyol 4. Syendauevn pe ro avogomomika narinéa Hiarinda epgavioTnke ot 61 (1,0 %) aoBeveic, oupmephapfavopévy TepioTaTikiv
BaBpol 2,314 o 8 (0,1 %), oe 41 (0,7 %) kau o€ 8 ( 0,1 %) aoBeveig avrioTorxa, ou AdpBavav 1o pembrolizumab. O diapecog xpovog Ewg TV TipuwTT £ppavian g nrarindag Atav 3,8 prveg (E0pog 8 npépeg
£wg 26,3 prveg). H diapeon diapkeia Arav 1,1 prveg (e0pog 1 npépa éwg 20,9+ pRveg). H nmatimda odiynoe ot diakotn Mg aywyng Tou pembrolizumab ot 24 (0,4 %) acBeveig. H nmatinda umoywpnoe at 46
aoBeveig. Zyenddpevn e 1o avosomoinikd veppinda Nepinda eppaviomke ae 25 (0,4 %) acBeveig, oupmepihayBavopévuy mepioTaTikiyv BaBpod 2, 3 7 4 oe 5 (0,1 %), o 15 (0,2 %) kai oe 2 (< 0,1 %)
aoBeveig avTioTolya, Mou AdpBavav To pembrolizumab we PovoBepemeia. O BlapET0g XpOVOS Eug TV TP eUoavIoN TG veppimdag Aav 5,1 pAveg (e0pog 12 npépeg éwg 21,4 pfive). H Bideon Sidpkeia
nrav 3,3 piveg (evpog B npépes twg 19,6 pnveg). H veppinda odiynoe ot diakom Tng aywyng Tou pembrolizumab ot 10 (0,2 %) aoBeveic. H veppinda umoxwenae ot 15 agBeveic, otoug 4 pe emmAokég, e
aoBeveig pe pn Aakwdn NSCLC, mou éhaBav To pembrolizumab ot uvBuaopo pe ynpeioBepameia pe TepeTpedion kan mhativa (n=488), N guyvaTa ELGAVIGNG TG VeppitiBag Arav 1,4 % (6hol of Babpoi) pe
0,8 % BaBuol 3 kai 0,4 % Babol 4. ZxenfoLieves [e To avogomomnTiko svdokpivomdBeies Emveppidiakn avemdpkeia epgaviatnke ot 52 (0,8 %) aaBeveig, oupmeplAapBavopévwy TepiaTamikwy Baduou 2, 3
04 0e23 (04 %), o 21 (0,3 %) kan ae 4 (0,1 %) acBeveig avriaToixa, mou AdyBavav To pembrolizumab. O Sidpeaog xpdvag Ewg T Tipwm eppdavion mg emvegpiSiakng avemapkeiag Arav 5.5 piveg (edpog 1
npépa éwg 23,7 prveg). H Siapeon Sidipreia dev emmedxBnke (eUpog 3 nuépeg éwg 32,4+ Pveq). H emveppiSiakn avemrdpeia odiynoe at Siakot m¢ aywyhg Tou pembrolizumab ot 5 (0,1 %) aoBeveig. H
eMvEQRIBICKT aveTTapkela uTioywongoe e 18 aoBeveic, aToug 5 pe emmAokés. Ymoguoinda eupaviomke oe 38 (0,6 %) aoBeveic oupmepidapBavoptvwy TepioTaTikiy BaBuob 2, 37 4 oe 15(0,2 %), oe 19(0,3
%) ka1 ot 1 (< 0,1 %) aoBeveig avriaTorya, mou AdpBavav 1o pembrolizumab. O iapeaog xpovog Ewg Ty T eppavian TG uteguaimdag frav 5,9 pive (edpog 1 npépa éwg 17,7 prveg). H diapean Siapkeia
nrav 3,6 prveg (e0pog 3 npépeg éwg 30,4+ prveg). H umoguainda odiynoe ot Siakom Tng aywyrg Tou pembrolizumab oe 9 (0,1 %) aoBeveig. H umoguaitida umoywpnoe ot 17 aoBeveig, aToug 8 pe emTAokEg
YnepBupeoeidiopag eppaviomye oe 261 (4,2 %) aoBeveic oupmepihapBavopevwy TepioTarikdby Babpoed 2 1} 3 ae 64 (1,0 %) ki oe 7 (0,1 %) acBeveig avtioToiya, mou Aduavav To pembralizumab. O Siapecog
XPOVOC Ewg TNV TIPATN eppAviaT) Tou uTrepBupeoeiBiopol Arav 1,4 pAveg (e0pog 1 npépa éwg 23,2 priveg). H Sidpeon Sidpkeia frav 1,8 prveg (e0pog 4 nuépeg éwg 27 6+ pveg). O umepBupeoeiBiopog odiynoe
oe GiakoT g aywyng Tou pembrolizumab oe 3 (< 0,1 %) aoBeveic. O umepBupzoeidiouog uaywpnoe ot 207 (79,3 %) aobeveic, otoug 5 pe emmmAckg. YmoBupeoeiBioucs epgaviommke ot 699 (11,3 %)
aoBeveig oupmepihapfavopévwy Tepiotatikwy Babpod 2 1 3 oe 510 (8,2 %) ka1 oe 7 (0,1 %) aoBeveic avtioToiga, mou AdpBavav 1o pembrolizumab. O Biapeniog Xpovog £wg TV TIPUIT EJQAVIOT) TOU
uwuﬂup!oe\ﬁmpou frav 3.4 prveg (!upog 1 npspu img 25,9 prjveg). H Siapeon diapkeia dev emmedyBnke (e0poag 2 nuépeg Ewg 53,9+ prveg). Avo acBeveig (< 0,1 %) Bikowav v aywyn Tou pembrolizumab Adyw
Tou pnoe ot 171 (24,5 %) acBeveic, atoug 14 pe emmhokeg. Ze aoBeveic pe cHL (n=389), n emimmwon umoBupeoeidiopat fitav 17 %, pe BaBuo coBapomrag 1
1) 2 o€ GAeC TIG mplmmuilg e aoBevei pe HNSCC mou éhapav aywyr povoBepareiag pe pembrolizumab (n=909), n emimuwen umoBupeoeiBiopiol firav 16,1 % (yia dhoug Teug BaBpols cofapamac) pe 0,3
% yia BaBpou 3. Ze aaBeveic e HNSCC Tou £haBav to pembrolizumab ot ouvduaopo e xqpuoﬁzpunelu HE Thariva kai 5-pBopiooupakiin (5-FU) (n=276), n emimmwon Tou uoBupeoeidiopod frav 15,2 %,
e BaByot 10 2 0% 6heg TIG TEPITTWOEIS. ZYeN{OEvES pE 1TIKO avemiBoLInTEs Gepy < PAOEIS LYETICOEVES |IE TO QVOTOTIOINTIKO ToPapEs dEppaTIkES avTIdpacEis sppaviatnkay ot 102 (1,6
%) aobeveic, oupmepihapBavopévwy TepioTarikwy BaBot 2, 3 1y 5 oe 11 (0,2 %), o€ 77 (1,2 %) kai o€ 1 (< 0.1 %) aobeveic avrioToixa, mou Adpfavav 1o pembrolizumab. O Sidpeaog xpovog £wg v Tpam
epgavion Twv oofapwv depparikwy avidpacewy Arav 3,5 prveg (£0pog 3 npEpeg Ewg 25,5 prveg). H Siapeon diapkeia qtav 1,9 phveg (0pog 1 npépa wg 33,0+ prveg). Or aoapég deppartikég avTidpaoeig
obiynoav ot Siakomn Tou pembrolizumab ot 13 (0,2 %) aoBeveig. O1 ooPapé depuarikég avnidpaoeig umoxwpnoav ot 71 aoBeveic, otov 1 pe emmAokég. Emavia mepioTarika SJS kai TEN, opiopéva ano Ta
omoia pe Bavameopo EkBaon, Exouv TapammpnBei (BA. Tapaypagoug 4.2 kai 4.4). EmimAckée me aMoyevolic HSCT gTo KAagiko Aé @ Hodgkin (cHL) ATr6 Toug 14 acBeveic oty KEYNOTE-013 Trou
Tipoxwpnoav o ahhoysviy HSCT pera amo aywyn pe pembrolizumab, ot 6 agBeveis avagépdnxe ofgia GVHD kai ot 1 aoBevr avagépBnke xpdvia GVHD Kayic amo Tig 017015; dev frav Bavomeopa. Avo
aoBeveig Tapouaiaaav gAeBoemoppakTiki véao Tou Amratog VOD, n pia amé Tig omoieg firav Bavatngdpa. Evag acBevig mapouaiage 10 GvBpopo epg 16 HeTé T peTapéoyeuoT. Ao Toug 32 aoBeveig
amy KEYNOTE-087 mou mpoy@pnoav o¢ akhoyeviy HSCT peré amd aywyi e pembrolizumab, o 16 acBeveic avapépdke ofeia GVHD kai oe 7 aaetvzlg avagépdnke xpovia GVHD amd TIg oToieg ol 5o
nrav Bavarngopeg. Kavévag aadeviig dev mapougiaoe pAeBoamoppakTiki voge tou fAatog VOD. Kavévag aoBeviig dev mapougiage 1o oivBpopo eupUTEUONS HETa T HeTapOTYeuaT. Ao Toug 14 agBeveig
amy KEYNOTE-204 Tiou Tpoxwpnoav o¢ ahhoyevi) HSCT Lerd amod aywyi pe pe , ot 8 aodeveis avaepBnke oftia GVHD kal oe 3 acBevei avagépBnke xpovia GVHD, kaia amé Tig omoicg dev
nrav Bavatngeopa. Kavivas aoBeviig Sev mapougiace gheBoamoppakriki vogo Tou fmates VOD. Evag aoBevig Tapougiaas 1o gUvBpouo euQuTeuans Perd m perapdoxevon. Aulnuéva nrarikd év{upea kard
10 ouvBuaguo rov pembrolizumab we To axitinib oto kapkivwua rwv vegpwy (RCC) Te pia kAvik peAém aoBeviv pe kapkivwpa Twy veppiyv (RCC) mou Sev eiyav Aafer mponyolyevn Bepameia kan AdpBavav
T0 pembrolizumab o cuvBuacpd pe To axitinib, TapampiBnke peyaRUTepn aTmo TV avapevoevn ouyveTTa Eppaviang BaBuwv 3 kai 4, au§npévn ALT (20 %) kai au§npévn AST (13 %). O BiGpeaog xpovog éwg
TV mpwm) epeavion g aufpévng ALT frav 2,3 prveg (edpog; 7 nuépeg Ewg 19,8 piveg). Ze aoBeveig pe ALT= 3 gopég 1o aviwrepo guaichayikd apio (ULN) (BaBuai 2-4, n=116), n ALT umoxuipnoe ot BaBpolg
0-1 o710 94 %. NoooaTo Tevivia evvéa Toig ekatd Twy aoBeviv pe auénpévn ALT, éhaBe cuonuarikr Beparreia e kopTikoaTepoe i) Ao Toug aaBeveig Tou avappwaav, atoug 92 (84 %) éyive emavévapén e
iag &ite Tou broli b (3 %) eite Tou axitinib (31 %) ) kai 1wy 5o (50 %). Ao autols Toug acBeveic, To 55 % Gev eixe kapia uTrotpoTim g ALT> 3 @opég 1o avirepo guaiohoyiko apio (ULN)
km amo ekeivoug Toug aoBeveig pe uietporiy Tng ALT> 3 gopég To avirepo guatoloyiko apie (ULN), Aol avappweav. Aev utrijpSav nmraika oupBavra BaBpol 5. Mn guaiadoyikéc epyaammpiarés e Te
acBeveic Tou éAapav povoBepameia e pembrolizumab, Ta Togo0TA TWY A0BEVIY TTOU ERPAVIcaY PETaBoA] O pn guaioloyikr epyacnpiakn Tiuf Babuol 3 ) 4 ot axgon pe my évapn e PEAEMG fav Ta
axohouBa: 10,8 % pe peiwpiva Aepgpokimrapa, 8,3 % pe pelwpivo varpio, 6,4 % pe pewpevn aipoopaipivn, 5,4 % e peiwpiva puapopikd, 5,0 % pe auinuivn yhukodn, 3,1 % pe auinpévn AST, 3,0 % pe au§npvn
ALT, 2,7 % pe auénuévn akkahiki puoearaon, 2.4 % pe peiwpévo kahio, 2,1 % pe peiwpéva oudetepdpira, 2,0 % pe penwpéva aiporeraia, 1,9 % pe auénpévo aaféomo, 1,9 % pe aufnpévo kakio, 1,9 % pe
augnpévn yohepuBpivn, 1,6 % pe peiwpivn Aeukwparivi, 1,5 % pe paiwpivo aoBeatio, 1,5 % pe augnuévn kpeariviv, 0,9 % pe peiwpéva AeuxokOtrapa, 0,7 % pe augnpévo payvioio, 0,6 % pe peiwpgvn yhukoln,
0,2 % pe peiwpévo payviaio kai 0,2 % pe augpéve varpio. Ee agBeveig mou éAafav pembrolizumab e ouvduaouo pe ynueioBepareia, Ta TogoaTd Twv aoBeviov Tou epgavioav perafoln ot pn guoicAoyiki
epyacTpiak TR Badjol 3 A 4 o oyéon e TV Evapgn TG peAEMG ATav Ta akoAouBa: 33,0 % e PelwpEva oUBETEPGRIAT, 25,5 % i pelwpiéva AepgokTIapa, 20,3 % e PEIWpEVN aloogaipivr, 19,3 % e
Jenwpéva AsukokiTrapa, 13,9 % pe peiwpiévo vaTpio, 10,8 % pie peiwpiva aipometaNia, 9,7 % jie Peiwpiva pueopIKa, 8,4 % pe [iwpiévo KaNIo, 7,6 % pie augnuévn yAukoln, 39 % pe augnuévn AST, 3,8 % e
aufnpévo kahio, 3,7 % pe peiwpévo aoéario, 3,6 % e augnpévn ALT, 3,1 % pe augnuévn kpeamvivn, 3,0 % pe peiwpévn Aeukwparivn, 2,2 % pe aulnuévo aoBéoTio, 1,6 % pe augnuévn ahkakiki uogaraon,
1,2 % Ve augnpévn yohepuBpivn, 0,8 % e pelwpEvn yAuka(n kal 0,4 % Le augnpévo vampio. Ze aoBeveic Tou éhaBav To pembrolizumab ot cuvBuacyo pe To axitinib, Ta TOOOOTE TWV ATBEVIIY TTOU ElgaVIcaV
HeTaBOAR g€ pn QuaiohoyIkA EpyaoTnpiakn TR BaBpod 3 i 4 Arav Ta akdhouBa; 20,1 % pe augnuévn ALT, 13,2 % pe auBnuévn AST, 10,8 % pe peiwpéva Aepgokimrapa, 8,9 % e aubnuévn yAukadn, 7,8 % pe
Helwpévo varpio, 6,4 % pe peiwpiva pwogopikd, 6,2 % pe aufnuévo kaho, 4,3 % pe avnuivn kpeariviv, 3,6 % pe petwpévo kaAio, 2,1 % pe augnpévn xoAepuBpivn, 2,1 % pe pelwpévn alpoogaipivn, 1,7 % pe
aulnuévn akkakik pwogardan, 1,5 % pe augnpévn v ivn AleBvolg Opak 1uévng Exéong (INR), 1,4 % pe peiwpéva AeukokuTiapd, 1,4 % e peiwpéva aipomerahia, 1,2 % pe Taparetapévo xpovo
evepyomoinuévng uepikig BpopBomAactivng, 1,2 % pe peiwpéva oudetepdpira, 1,2 % pe aufnpévo varpio, 0,7 % ue peiwpévo agBéamio, 0,7 % ue aubnuévo aoBéaTio, 0,5 % e peiwpévn Acukwparivn kai 0,2 %
e petwpévn yAukogn. AvogoyovikdTnra Ze khivikég pehéTeg oe aoBeveig ou éhapav pembrolizumab 2 mglkg k&Be Tpeig efdopddeg, 200 mg kale Tpeig efBopadeg i 10 mglkg kaBe dlo ) Tpeig efBopadES, WG
povoBepareia, oe 36 (1,8 %) amo Toug 2.034 aoBeveic Tou afjohoyiBnkav, avixvelBnkav aviigwpata, Ty aywyn e pembrolizumab, amé Toug omoioug o1 9 (0,4 %) aoBevei eiyav efouderepwika avTiowpata
Kata Tou pembrolizumab. Aev utrpée kapia évBeif) peraBolig g @appakekivnTikig 1) Tou Tpogik aodAelag e TV avammuéy o HATWY KaTd Tou p ' b 1} efoude OV QVTITWCATWY.
NaiSiarpikdg mhnBuopoc H acgdleia Tou pembrolizumab we povoBepareia éxer aflohoynBei ot 161 maidiatpikelc aoBeveic nAikiag 9 pnvav éwg 17 eTiv pe Tpoxwpnuévo peAGvwya, AEpgupa f
Tipoxwpnuévoug, utiotpoialovie 1) avBekTikolg aupmmayeic oykoug pe BeTiki ékppaar Tou PD-L1, aTa 2 mglkg kabe 3 efdopadeg om peAem Paang |/l KEYNOTE-051. O mhnBuaudg Tou kAagikol Aepguiparog
Hodgkin (cHL) (n=22) oupmepiéhape aobevei nhikiag 11 éux 17 erwv. To mpoik aopaleiag oe Taidiarpikolc aoBeveic frav yevika Tapopiolo e ekeivo Tou TapampriAnke ot evijAikeg mou éhafav my aywyr
pe pembrolizumab. O1 o ouyvig avemBupnTeg evipyeies (avapipBnkav ot TecoaTo TouhdayioTov 20 % twv maidiarpikwv acBeviwv) nrav Tupegia (33 %), éperog (30 %), kepahahyia (26 %), koikiako akyog (22
%), avaipia (21 %), Bixag (21 %) kai duokoikiotra (20 %). H AeiovomTa Ty avemBUpNTWY EVEPYEIWV TIOU avagepBIKay jie T ji paneia frav cofapomrag Babpol 1 A 2. ERSopivia £§ aobeveic (47,2
%) eixav 1A MEpIoTOTEPEG avemBUNTEG EvEpyEIEg BabBpol 3 Ewg 5, amd Toug oTroioug o1 5 aoBeveic (3,1 %) eixav 1A mepIoooTEpEG avemBUpNTEG EVEpYyEIEG TIou oBfynoav aTo Bavato. O1 ouyvoTnieg Baaijovral
ot 6Aeg TIg avagepBeioeg avemBUNTES £VEPYEIES ToU Qapuakou, aveéapTiTwg TG agioAdynong g amwdoug axEang amo Tov epeuvnT). Avagopd TriBavohoyoupevuy avemBopniwy evepyeiwy H avagopa
mBavoloyoUpeviwv avermBOpnTwV evepyetyv Leté amé T xoprynan adeiag kukhogopiag Tou QappakeuTIKOD TIpoivTog eivan anpavTiki. Emmpémel m ouveyf TapakoAolBnom Tng oxéong ogpéAoug-kivBivou
TOU QApHEIKEUTIKOU TIpoiovTog. ZNTeiTal aré Toug eTTayyeALIATIES UyEiag v avapépouy oTIoleaBATToT TBavVohoyoUpEves aveTriBUjnTES evépyeieg oTov EBIk Opyaviopsd Pappidkuwy, Mecoysiuv 284, GR-15562
Xohapydg, ABiva, Tnh: + 30 21 32040380/337, ®af; + 30 21 06549585, loreromog: hitp://www.cofgr. 7. KATOXOE THE AAEIAZ KYKAO®OPIAT Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN
Haarlem, OMavbia 8. APIOMOE(OI) AAEIAZ KYKAO®OPIAZ EU/1/15/1024/002 9. HMEPOMHNIA MPQTHZ EFKPIEHL/ANANEQEHE THI AAEIATY Hpepopnvia mpumng éykpiong: 17 loukiou 2015
Huepopnvia Teeutaiag avavéwang: 24 Mapriou 2020 10. HMEPOMHNIA ANAGEQPHEIHZ TOY KEIMENQY 24 louviou 2021 TPOMOL AIAREEZHE IMepiopiapévn 1arpiki guvtayn. Mévo yia Nogokopeiaki
Xerian amd yiarpd pe katGAnAn eidikevan kai epmeipia. Mia my TAnen mepiAnyn Twy XARAKTNPIGTIKWY Tou TRofdviog, TapakaAolue va ameuBiveae atov Tomikd Avtimpoowo MSD A®BEE, Ayiou
Anunrpiou 63, 174 56, Ahipog, EAMGSa, Ap. Mnrpiou TEMH 121808101000, TnA.: +30 210 9897 300, dpoc_grecce@merck.com
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1. Waks GA and Winer EP rev, Breast Cancer Treatment; JAMA. 2019; 321: 288-200
2.lm SA et al, Overall Survival with Ribociclib plus Endocrine Therapy in Breast Cancer; N Engl J Med. 2019 Jun 4. doi: 10,1056/NEJMoa1903765
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ETKEKPIMENO MAEON KAITIA TON METAZTATIKO OPMONOEYAIZOHTO KAPKINO TOY MPOZTATH (mHSPC)
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*3" ZEKINHETE MEXTANDI™

'Otav o1 acBeveic oag napouocialouvv mpoXwpnpévo KapKivo ToU IpooTAaTn Eival Kapadg yia dpdon.
To XTANDI™ gival ict oo ToU OTOUATOS Xopnyouevn Beparmeia e amodedelyévn anOTEASTHCTIKOTNTA OTNV TIPWTN
ypappr Tou mHSPC, tou ugnAot kivdivou nmCRPC kal Tou acUITTWHATIKOU / Ama cupmwatikot mCRPC®

@APMAKEYTIKO MPOION 1A TO OMOIO AMAITEITAI IATPIKH EYNTATH

H gtvtopn MXM tou ipoitvtog SNUooIEETal 0T GENEX wu... TOV TIAPAVTOG EVIUTIOU.

Ta neparrépw mnpogopieg oupPouleuTsite v MXM now SiomiBetal and v Astellas Pharmaceuticals AEBE, katémv ammjoswe,
Noaoropeiaxn Tipi (Kouti x 112 emkalupipéva iz Aemd upévio Siokia - 40 mg /TAB): €2.261,67

O mhéov ouyvéc avemBopnTeg evépyeteg eivar eSaobévion/komwon, eSaperc, unéprao, Katdypiata, Kai mon',
mHSPC: petaotanxsg oppovoeuaiontog Kopmvo(mu npootarn, nmCRPC: pn pevaotankdg, avBeKka 1oV EuvoUyIBO, KapKivog ToupooTaTr,
mCRPC:j , avOeKTIKGG oTor U0 KapKivog Tou MpoaTd

1. Neplhnyn Xapaxnpionikiov MNpoidvioc XTANDI™, 2.Sternberg CN etal. N Engl ) Med 2020; 382: 2197-206, 3.Beer TM et al. Eur Ural 2017, 71: 151-54
4Armstrong AJ etal.J Clin Oncol 2019; 37(32): 207486, 5.Hussain Met al. N Enql J Med 2018; 378(26): 246574
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Y Xtandi

astellas

Astellas Pharmaceuticals A. E. B. E.
Aynohdov6-8, 151 23 Mapouo, ABfva
TnA. 2108189 900, Fax: 216 8008 998
www.astellas.com/gr

enzalutamide

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

Y Xtandi
: enzalutamlde

fravopéviuy Ty Ko Opuw iou Tapampriinkav gt Tou-
yiatov biio aobevel; oe rwmunonph/ac ENEYGHEVEG e EIKOVIKG (PAPHAKD
eNETeg pan 3: amyyn, oTepaviaia voao, Euppaypa Tou Juokapdioy, ofy
éppayya Tou puokapdiou, o€ msnvuwmo advbpopo, aotalic ommbdyyn,

1 ONOMAIEMDYOAPMM(EYTIKDY I'IPOiONTOZ fHn dwxousvn unépraor. Auto IIpﬂIELWMIpBGVEmL unon av 1o Xtandi ov-

tandi Do VrayoypagefTal o auTodg oG aoBeveic H ol anokheicod
Xtandi-80mg ﬂmcamw.léva mkmé upéwa Oloxia ;ﬂogdwmmﬂw 0 6vﬁcrrnm QL. Zzuoeevtic pe mopmof}mop&] napayé
2,M0IOTIKH KAIMOZOTIKH EYNGETH N
andi-40mgemahy £ )\ﬂnou 10 bigkia Tai(pow qluppumrrlmnpowm Tou ev&xérulva jpare B Jua
Kafe epiéye1 40 mg enzalutamic Q, o1 Bepénovteg yiatpoi npénet va afjokoyodv 1o 1oa{lyio o Givou

tandi- 801 mg mmm u;wm UpVo Biokia
KeBe emuauppivo e Ao uyévio Sioiio mepieyet 80 mg enzalutamide
3, OAPMAKOTEXNIKHMOPOH
Emyaluppévo ps hemmd pvio Bioxio.
Xtandi-40 mg emkahupyéva e hemto upiEvio diokia

0)aaTou puosapd fowon otepavalacapmplag

QUTEpABNGHENS T TEVETITOC 40 pn KONKTK TYUKOPOI oo

Gk pmiiou (Torsade de pointes) mptv v évapén Tou Xtandi.

Yorion e ynpietoBepamelo; Huc:oa)m Kain cnouhecumomm mcmurmo
e xpriong Tou Xtandip

oupepryon T enza\mmde &v:xa Kﬂplﬂ K onpavi mﬁpocq om

Kitpnvaampoyyuld - emiaupéve e Ao upévio lokia, Yapayyéva e To E40.
tandi - 80 mg emkahupéva e hemto upévio Siokia

Kitpvarofih - emkahuppiéva e Nemo upiévia oo, Yapaypva i 1o 80,

4. KNINIKEZ NAHPO®OPIEE

(pag | evdophép 6. Qordao, Sev pmopel va ano-
mm\mm g ouBetepomeviag enaydyievncand T viooetatén.

@an&g uﬂggauanﬂgmm Avrbpamc unepevaofoiag ekbnhivovral e
oupmipana Tiow mepihapBavouy, akhd Gev mepiopi{ovar oldnpa npostoy,

4,1 OepmeuTikéG veitei Yoo, Yehoug 1 pdpuyyes, 1y eGavenpia éyouv mapampnBe e enzalitamide
ToXtandi evSeliouraiyic: (Bhémemapaypago48).
) Bepanela Tou pemmﬂm(ou oppnmuamﬂqmu KapKivou Tou TpOOTAT Exow ﬂvmpfpﬂsl aeﬁ(xpsq 5Eppmw£;avsmeupmsq avridpdaei (SCARS) pe Ty
(mHSPC) 0z ouvbuaao pe By prion; avdpoyovuy (ADT) o evijikec Yoypdprion, of acBeveic Ba npémel va eviepino-
(vbpec. VIOl i Ta cnuew Kcu TO| GULITTCD CITet KV TAPEKOMNOUBOUVTCN aTevel Yict Gep-
«Tr) Bepanela Tou i peTaTamikod el KYGIVOU avBEKTIKOU OTOV EWOUY- — HaTIKES aVTIOPACEIC,
O KepkivOU TOUTpOOTT 1CRPC) e evhikeq (vBpeC 4.8 AvemBujpnTes vépyeieq
= fep (0 CRPC oe evrjhikec duipeg Nepiknyn Tou mpoxpih acgdkeiag O mhéov auv avermBinTes evépyes eival
ool i \nq szunam:a'ﬁpqumav efaobévionykomuon, eyl UMEpTaoN, KaTAypaTa, Kl TTwOT. AMEG onjia-
6pc,' v Kal TTOUG 0TIolouG ) neioBepanei OparhvkG,  Vaikég Uprreg evepyeteq nephayipavouy voryaiy Siatopay kat oulete-
- Bspammoupzmmmmoé(ﬂl’(us EVrNKeCAVOpeC Ty mmvnvnuo(zle pfmavul Em)qrmm Kpian) mpuumﬂtm]wz 010 0,5% Twy u:reamw Tou hafbav
€CehiyBei kanam didpreia | peraand epaneia pe viooetatéhn, o100,1% OppHaK0 Kal 010 0,3%
43 AvrevBeideic TwvdoBevan mou £hafav Pikahoutaidn. Exouv uvuguspﬂa OTIGVIEC MEPITILO0EKC

‘fntpsumoﬁlwic om épucm‘] ouaia r} g kamoto and ta éxdoye. Lvaikes mou
sval qpﬂopzlmuﬁwﬁw.{wm@
4A4EdikéCTp Kqamp

Kivbuvoc emhryrniciv xgacuw H xpnnr] me enza\ulamlde é)(a QUOYETIOTEl e
emdrymakéc kploeig (B napdypapo 48). H anégaon yia m ouvéyon Ty Bepo-
Tela e aoBevels row epigaviow emAnkéc kpioe; mpénel va MapBdveTal avi
TepimTuwon.
Jivdpopo_omiofiac_avaapély Keqahombe
Encephalopathy Syndrome-PRES): Eyouy avepepBel ondvieq avapopéc Tou auw-
Gpdpov omioBiag wumpeww chwa)muesm: (PRES) o€ aoBeveic oy Ny

Posterior Reversible

“Tou aWpoyou oriobiag avaoTpéyinG eykepalondbein ot aotieveic o eha-
Bavenzalutamide (3\éne napdypago44).

Kardhoyoc avembiynTu evepyexiv ot opgivaka

O| uvemeﬁunm evépvs»ac Tiov nupmnpﬁ&qmv Katdm &ﬂpKEU] KAMIKGY peke-
TV mopaT rageppavang Or kemnyopl-
EQOUNITTOG mqmvnnc opioviat ux arohoiBu T TUIVEG £10), QUREC
(21/100 g < 1/10), 61 ouyvec (> 1/1.000 éwg < 1/100), onavieg (> 1/10.000 éwe
<1/1.000), okt omawiec (< 1/10.000), i ywaiatéc (bev pmopoiy va exnBotv pe
bdon) 10 iabéoia Sedopéva). Evrdg kdbe kamyopiag ouxvoTmTac eppéviang, ol
avmxauwmcevspmicmpuuesm KardgpBivouga oapqcoﬁapowrmc

favou Xtandi (Béne Tiapdypago 4 8). To PRES eivar iia ondvia,
vsupohoyikr) Graapa(y n orioia pnopet va.skdrubel pe paydaia E&M(iuoum
ouympana, aupmepilapfavojéway aaopiy, kepaahyiog, abyxuon Tphes-
oG K NV oK Kal Veupohoyikiv 6mopuxw T3] )(wpK UXEH(WEWI

unépraany Hidywaor Tou PRES anartef et e ebETa0EK
a\ou, KaTa npoti ToU dhou (MR, Zu-
YKE POTLINON KAV TOROYpacp yrep
Biakom Tou Xtand oe aoBeveic UV PRES.

Mg Kugu; Kamﬂsm; Exow AVIGEPDET MEPIOTTIKG SEUTEpOYEWN
KUpIw KaKon lutamide ot Khwikéc Pehéreq, e
KAVIKEC iENETEC (oG 3 T o oupud m.mpspops\au oupipavra oe aofevei nou
Ehapav enzalutamide kon peyahdTepa and To EIkovikd QapHaKo, frav kapkiveg,
oupodoyou klomg (0,3%), adevorapkfpia mayéog evigpou (0,2%), kapkivayia
a6 petafamo emiihio (0,2%) kan peraPamxd kapkivwpa oupoddyou KioTrG
(0,19%). Or aoBevei Bt mpéne v oupouledovia dyieoa To yiatpod Toug edv Ta-
paTprioouy onBdi YeTpEVTEpIKTC aoppays paKpooKomi) apatouplary
dhha oupmcpata 6w Susoupia 1 emrakTie) avykn obpronG katd T didp-
kel Beparieiag e enzalutaride.

Taundgpoun ypon e Mk gopyoseurs oo Henzaltamide e évag
0upoC EnayuEag tv(l')pw a jmopei v odnyrioer oe amuleia TG anoteke-
Upmmmnmc no)ww eupelag ypno{mc QGUIPHAKEUTIKGN TIpOIOVTLY. TUvemu

i ¢ (0 POV TpéTE v
é[iﬂyﬂm Krrmmv smpEn n](&pml&mg p&enzalutarmda H Hrautdypon xnnm]
G enzalutamide e papy mpoidvTa

ok petapohikiv w(lev 1) peTagpopeic npéna YeVIKa Vo avloepeuym :ﬁuq
Bepameuriki] Toug Spdon efvat peydhng onpaoia yia Tov aoBevr, kal edv ol mpo-
cappoyéc g GoanG Gev pmopodv edxoha va npayatononBodv Baoel TG na-
pakohouBnon T anoTeNsapaTKATIIAG I} Twy ouyKevTpaoswy oTo hdoia. H
VOO e Bpgapiv Kl VI KT OpIGOVT e KOO Mpénel vt
anogeuyeal. Eav o Xtandi auyyopnyeitat e éva avrmngtikd mov petaBohiCetar
an6 o CYP2C9 (6muc Poppapivy m&vmcoupﬂpoml, npénslva BieCayBel em-
npdofem nag (6o me Aestvoic Oy c Zyong (Intemational
Normalised Raﬂo-\NR).

; Anatttal npodoy) oe aoBkvel; e oofapr] vegpie]
mepym kaBag 1y enzalutamide Gev £xel pehemnBel o€ autd Tov mnBuapo

Lagn qna'nxn Sualeroupyia: Mia abénon Tou ypdvou nploeiag (i me
enzalutamide éyel napampnei g€ acBeve pe ooPapri nramis) uaheroup-
‘yia, mBav ouoyer(ayiewn He T auépév Katavop oToug oTodc. H ki
Gnpaoia Q¢ TG naparipnang napayével aywworr. (o100, avapéveral eva
mpmaupévo)(pwmb&ﬂo‘muuvmw @rioouvol mmz\npuoﬂgo‘m otabepo-
TIOMEVR KTATTOOT Kallo YPOvOS Hép! 1) Héy
dpdon kaBidx ki o Ypdvol yia Ty évapé kat uawq e av(uuzm( ammqg
|mopeiemiong va auénfol.

Mpéagpam ggp@gwgum v6o0C En( uEMTsc paong 3 anokheloTnrav aoBeveic
HEMpogTo 1gpayua Tob puokapbioy (katd tous Teheutaiou 6 e fiaota-
] oy (KT Tous TEAEUTaouS 3 e, KpBioKi vEnGpek Kayopic
I} 1V ke New York Heart Asseciation (NYHA) extoc av to kAdojia e§iinong
apiotepric koo (Left Ventricular Ejection Fraction-LVEF) > 45%, Bpadukapbia

Nivaka 1: AvemBipres evépyeie; mou avayvwploTnKay oe ENEyy6y
KAWIKEG SoKipté Kau peTd Trv KukhogopiaiTou papyidkow

Kamnyopin/opyavid
oot pmw peto | AvemBjnTeg evépyelec KatouyvaTTa

Alarapayéc . . -

mpmrou'|'rlfx;un'U kel ToU OaUC AR AU
e Mnyvwaréc Bpopponevia

Aol ouoTaTOg

AwapayécTou YVUOTEG: 0idpa npoowmou, 0|6r}un

QVOGOTIONTIKOU CUTTIHOTOR, '()\wooac oidnuayehous, olbnia papuyya

¢ UYVEC dyyoc

Wuarpicc Simapayéc 0)(\ cuyveG omukr| PeudaioBnon

Tugvec kepaahyi, empeaopién v,

ajvnole, -Suoymlu, Eu:rmpoo(n crrgv

; 5 Tipooox, obvpopo oSV

Aiaapayécrou veupkol ‘Oy1 UyVEG vorTIKI} Gmupaxn, EmNTTIKES
QuaTnpatog Kpioer

Mn ywuotég: aivSpopo omiaBiag

avoaTpEpING EykepalonaBeiag

) ) Tuvéc oy kapBiak) vboog
Kapiawéc Siarapayéc Mnyvoatéc’: nopéraon Tou Siaopatog QT
(B napaypépoucd 4 kard )
Ayyeiakéc Sicmapayéc Toh0 auyvéc, e€éieic, uméptaion
AwrtapayéTou L g .
YOOTPEVIEAKOY Mnyvuotég:vautia, épietoc, Sidppoia
AwtapayécTou déppato  ZuyveG Gnpodeppia, koo
Kall Tou umoGpiov 10100 M yvuwoTég: ebavenua
Aatapayég o Tohd ouyvec kardypota’
Hwoakehenkol ouotfjanog M ywuotec: puakyia, kol onaopo,
KAl ToV OUVOETIKO U 10T0U Juikr) abuvapia, oopuakyia
Aarapayéc Tou
v UYVEG Y

CUOTIATOG Kl TOU HaoTol
Teviécdiaapayéckal
KaaoTdoE TG 0dol Tohd auvéc; eédvinan, kémwon
yopriymang
Kaxdoeig, nhmoidoeig
Kan enmokég Bepaneutikiv oMo ouyveg o
Yeiplopi

* AUEDITEC V0 gOpES OO TIN €MD ETG TV KUKAOKOPIIToU Gappdkoy
¥ O, a§iohoyriBike and urononéva epwtipiata MedDRA (SMQs) v
UGN GUUTED Mpﬁavopmvxw TGN, cmwuw vsvmeuuwncem
Nthiag, oivBeTwy eoTiakdw enthy Kpioewy, eamakiv emhy ioe-
ww kau status epilepticus. Auto mepikapBaver OMAVIEG TEPITTUIOEIC EMANTITIKGN
Kplogwv e emmokég iou odnyolv oe Bévarto.

+ 0 aiohoyiBnke ané Tumonoinjéva spuwipona MedDRA (SMQs) <Ey
paypa Tou puokapdiou kar sARN ok Kapdiakr vooo, oupmepihaj-

#Mephapa o Tou, TN opoucusmwmwwm

TTeptypctpf) EThevuEvey QvEMBULINTUNY EvE VEIN: EmAnmaake) kolom: ETiG EheyG-
Leveg kAwikéG Hehéne, 22 (0.5%) amd Toug 4168 aoBeveic mou umophiBkav oe
Bepaneia e npieprioia 6oor 160 mg enzalutamide ejxpavioay mhrmui kpior),
e TpelaoBevelg (0,1%) mou Ehafay eixovikd pdppao ka dvag aoBevr; (03%)
Tiov Ehae Pikalovtapibr gev ki kpion, Hdoan gai
Tehel ONAVTIK TIPOYWOTIKG TIpayOVIE TOU KvBUVOU EjipavIon emihrymmikric
Kplang, ému aviwamonpiear and Ta mpokhivika SeSopéva kai and Ta dedo-
pva amd i pehé Khikwong T Bdong. Egeheyyopeveq KwikEG pehéteg
efapéBav ot aofleveic e mponyoupevn) mhnmuki] kpion 1 e Mapayovieg
KvBUvoU yia T epipévian emhryike; Kplong. Ze pia ok} povol oxéhoug
9785-CL-0403 (UPWARD) yia v aiohdynan g enfmmuang Tuv emyTkey
Kpioeww oz aofeveic e poBinBeotolc mapdyovreg yia ekbiihuon emhnm-
KV Kploewy (amd Toug omoloug 1,6% elyav 1oopikd emhnmd Kplaewv), 8
a6 366 (2.2%) aoBeveic nov éhaPav Bepaneia e enzalutamide eppdvioay pia
emhnmer) kpion). H idyiean didpkeia g Bepaneiag frav 93 prvec, Aev eival
WWGTO O HNyaVIBHOG péat) Tou omoiou N enzalutamide pmopefva peitaoe TovV
00 T emhnmrikiv kpioewy, ala Ba mopouoe va oxeniot e Ta Gedopiéva
amo invitro ehreg mou deiyvouy om ) enzalutamide ki o svepyoc jieTaBoAg
¢ mpoadévovat kot mopel va avaote oy SpaoTwdTTa Twv Sy T
10vIy yhopiouTou GABA.
oy kapdiaki} vooog: Ze Tuyoiomoinveq. kNVIKEG PeNETEG EheyyOpeveq
e EIKoVIKO ppiaiko, 1 [oycipiki] Kepdlaka] vOooG EppaviaTrke oTo 3,7% Twv
aoBeviv ou éhafiav enzalutamide ko ADT ouykprka pe 1,5% Twv coBeviv
Tiou haPav oo qppiaxo kat ADT. Aekanéve (0,4%) aoBeveic mou éhafiav
enzalutarmide ko 2 (0,1%) aoBevei mou EhaBav eovikd gapjiake eygdviaay

G oxa kG kapiak ic voou miou odiiyoe o Baverto.

d m 0 avemBipryTaw evepyetin: H avapopd mBavoho-
vouumw VEMBOMTUV EVERYELN PETd camd T yopriynon ddetag kurhogopia
TOU (pappaKEUTIKO( TpaidvToc elva onpiaviik}. Enmipénet ) owey) napako-
Moo TG axéam OpENGUCKIVD IVOU T (GopHaKEUTIKOD TpaicvTog, ZnTeftal
o ToUG ETayyeNaTieg Uyeiag va avagépouy oTioleabiiiote MBCVONGYOUHEVES.
avemBUjINTEC EVEQYEIE Lécur
EMdBa: EBviké Opyavioy i Qappidiv, Meooyekuw 284, GR-15562 Xohapyd,
ABive. Tk + 30 21 320403807337, Qo + 30 21 06549585, lodonoc; hitp://
wwweofgr
Kimpog, Qappaxeurikéc Ymnpeaieg, Ynoupyelo Yyeiag, CY-1475 Aeukwaio. Tk
+357 22608607, 0 + 357 22608669, latdromog wwwmoh gov.cy/phs
7.KATOXOZTHZ AAEIAZ KYKAOOOPIAE
Astellas Pharma Europe B, Sylviusweg 62, 2333 BE Leiden, Ohavia
8. APIOMOE(OI) AAEIAZKYKNODOPIAZ
EU/1/13/846/002 (40 ma emkcihupaév i Aemeo upévio Biokia)
EU/1/13/846/003 (80 mg emkcuppéva e Aemed upévio Buokia)

9. HMEPOMHNIA MPQTHE ETKPIEHZ/ANANEQEHE THE AAEIAZ
Hyepopnvia npdrme éykpranc 21 lowviou 2013

Hyiepopinvia tekeuraiag avavéwang: 8 Qeppouapiou 2018

10. HMEPOMHNIA ANAQEQPHZHE TOY KEIMENOY: 30 Anpikiou 2021

Nemojiepeic MnOOPIE Yia TO TIAPAY aIpHAKEVTIKG Tpoidw eival Siodéoneg
oo dikTuaKd 16710 Tou Eupamaikod Opyaviayiod apjicacuv: http:/wwwema.
europagy,

OAPMAKEYTIKO MTPOIONTIA TO OMOIO AMAITEITAIATPIKH EYNTATH

EAhdSa*
NeplekTiomra MéyeBogauokeuasiag Nogokopstak Ty
40mg/TAB Koutt X112 smykauppéva €226167
MeREMTO Uéviodigkia
Kimpoc* B
NMepiektioma MéyeBog ouokeuasiag Moo Ty pe ONA
40mq/TAB Kouti X 112 emyciuppéva €300925
pehemoupiviodiokia
Kuhogopoly pévota40mg pehemouyévio Biokla

BonfiriaTe va yivouv Ta @dppiaka nio aopakd kar
Avagépete
OAEE i aveniBpnTeq evepyetec yia OAATa gdippaxa
Lupninpdvovrac tnv «KITPINH KAPTA»

astellas

Astellas Pharmaceuticals A.E.B.E.

Aynothéiou 68, 15123 Mapodan, ABrvaTn). 2108189900, Fax: 216 8008998
wwwastellas.com/gr

Tomkdc Avampéourog/Aiavopéag npoicvty Astellas o Kimpo:
Novagjem Ltd, T\-00357 22483858
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loTopia, a§lonioTiaq,

O SuiAog BIANEZ yia pia akdpn Xpovid aTnv Kopupn
TnG EAANvVikAg ®appakofiounxaviag.

O1 a&jeqg kal To dpapa Twv 18puTdyv TG BIANEE anoTeholv oxeddov €vav aidva Tnv KIVNTrpio dUuvapn yia Tnv
avdnTuEn kal Tnv eunuepia TG eTaipiag oe SAoug Toug Topeig TG SpaaTnpIdTnTds TnG. Me moAueTh,
duvapikry napousia, n BIANEZ éxel avanTU&el 1I0XupoUg SecpoUg e TNV EAANVIKN 1ATRIKN KAl PAPUOKEUTIKN
KovoTNTa aANG Kal e TNV NaykOopia gapuakofiopnxavia, PEcw onuavTiky SIEBVIV CUVEPYACIDY.
Impilouevn oe yepég Baoeig, n etaipia ouvexilel otabepd Tnv avodiki TNG nopeia oe eyxwpia kai Siedvih
ayopd. Me oTpaTtnyikoUc oxediaouous, CUVEPYASIES KUPOUG KAl NApoUsia OE NEPICOOTEPES Ano 56 XWpeg, o
‘Opidog napouoidlel kEBe xpdvo anuavTikr avanTugn, cupBdaiiovrag napdAAnAa otnv €Bvikr olkovopia. ZTa
TEOoEPQ unepoUyxpova epyoatdoia Tng BIANEZ anacxolouvTal ndvw anod 1240 epyalduevol, apiBudg nou
pévo au&dveral Tnv TeAeuTaia SekagTia. Méoa and To oeBAoHS yia TNV I0TOPIA, TNV NOISTATA NAPAYWYAG KAl
™ @povTida yvia tov dvBpwno, n BIANEZ kartapépvel va diatnpei Tov nNyeTike NG poAo otnv EAAGDq,
npocofBAénovTag Ge £va akopn I6XUPOTEPO PEAAOV.

l\ BIANE=..

BIOMHXANIA  DAPMAKON

WWW.VianEX.gr ETAIPEIA TOY OMIAQY FIANNAKOMOYAQY

VE-21190
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