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@VYAro ooV piong: IIAnpoopics yia Tov ac0evi)

KEYTRUDA 25 mg/ml tokvo didivpa Y10 TapacKevt] SO10A0patog Tpog £yoon
nepnpoMlovudunn (pembrolizumab)

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYIDOV YPTONS TPLY 60 000el 0VTO TO PAPROKO,
o0ty TeprhapPavel onpuavTikég TANPOPOPIES Yo Gac,

Ddurd&te avTo To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dofdcete Eavda.

Eivon onpovtikd va uAdéete v kapta poll cog katd tn didpkeia tng Bepomeiog.

Edv éxete mepartépm amopiec, potrote TOV Y10TPO GOG.

Edv mapotnpioete Kamoto ovemBountn evEpyela, EVNUEPDOGTE TOV Y1OTPO GaG. AvTO 1GYVEL
Ko Yo kaBe mbovi) avemBounn evEPYELN TTOL deV AVAPEPETAL GTO TOPGV POALO 0N YLDV
ypnonc. BAéme mapdypago 4.

T Tepréyer o Tapév AL 001 IOV

SNk L=

1.

Tt etvan to KEYTRUDA xou wota givot i) ypion tov

T pénet va yvopilete mpv cag dobel to KEYTRUDA
Ilog cag yopnyeitar to KEYTRUDA

[MBavéc avemBounteg evépyeieg

[og va pvrdcoete to KEYTRUDA

[Tepreydueva tng cLoKEVAGING Kol AOUTES TANPOPOPIES

T eivar o KEYTRUDA ko o givan ) yp1jon tov

To KEYTRUDA 7epiéyet T 0paoTiki] ovcio TEUTPOAILOVUAUTN, 1] 0Ttoia Elval £V LOVOKA®VIKO
avticopa. To KEYTRUDA dpa fonfdvtag To 0vosomonTikd 6og GOGTNIE, VO KOUTOTOAEUNGEL TOV
KapKivo oog.

To KEYTRUDA ypnowonoteiton oe evijlikeg yia ) Bepomeio:

€vO¢ €100VC KAPKIVOL TOL SEPLOTOC TOV OVOUALETOL LEAGVIDLOL
€vO¢ €100VE KOPKIVOL TOL TVEDUOVO TOL OVOUALETOL U1 UIKPOKVTTOPIKOG KOPKIVOG TOV TVEDLLOVA
€vog €idovg kapkivov mov ovopdaletal kaxkombec pecobniiopa vrelmrkote (MPM) 1o omoio
ennpedlel NV eMEVOLOT TOV TVELUOVAV Kot TOL B®mPOKIKOD TOLYMUATOG
evog €idovg kapkivov mov ovopdaletar kKhaowo Aépupoua Hodgkin
evog €1d0vg kapkivov mov ovopdletal KapKivog TG 0vpoddyov KVGTNG (KAPKIVOLLO TOV
ovpobniiov)
€vO¢ €100VE KOPKIVOL TNG KEPAANG KO TOL TPAYNAOL TOV OVOUALETOL KOUPKIVOUO KEPAANG KO
TPOYAAOL aO TAOK®DIN KOTTOP
€vog €1d00VG KapKivov Tov VEQPOL oV OVOPAleTal KAPKIiVOLL TOV VEPPOV
evog €idovg kapkivov mov mpocdopiletar 6Tt el LYNAN pikpodopveopikh actdbeian (MSI-H) 1
avemdpkelo emdOpOmong ataiplactov Levymv Bdoswv (AMMR) oto mayd éviepo 1 oto opho
(ovoudletar opBokoAikog Kopkivog), oty untpa (ovopdaletal Kapkivog Tov voountpiov), 6Tov
otopayo (ovopaletal yaoTpikog Kopkivog), 6To Aemtd éviepo (ovoudletal Kapkivog Tov AETTOD
EVTEPOV), 1 TOL YOANPOPOV TOPOV 1 TNG XOANIOYOVL KOGTNG (ovoudleTon Kapkivog Tmv
YOANPOP®V 0dDV)
evog €id0vg Kapkivov Tov ovopdaleTol KopKiveapo ToL 01G0QAY0V
€vog €1d0Vg KapKivov Tov paoTod TOL OVOpALETAL TPITAG-OPVITIKOG KOPKIVOG TOV HLOGTOV
£vOG €100VE KAPKIVOL TNG UNTPOG TOL OVOUALETOL KOPKIVMLLO TOL EVOOUNTPIOD
€v0g €id0v¢ KapKivov Tov ovopaleTal KapKivog TOL TPAYAOD TG UATPOC
€vOG €100VE KAPKIVOL TOL GTOUGYOV TOV OVOUALETOL OOEVOKAPKIVO LN GTOUMYOV 1)
YOG TPOOICOPAYIKNG CLUPBOANG
€v0g €100VG KAPKIVOL TOL YOANPOPOL TOPOL 1 TNG XOANOOYOV KVGTNG TOL OVOUALETAL
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KapKivoua yoAnedpwv 0dmv

To KEYTRUDA yprnoionoteitol o€ moidid Kot epnfoug :

e  mnliog 3 etV Ko Gvm Yo T Bepameia gvog €idovg KapKivov Tov ovopAleTol KAUGTKO AEUPM LA
Hodgkin

e  nliog 12 et@v kot dvo yio ) Bepaneia evag eldovg Kapkivov mov ovopdletor peAdvopa.

Ot acBeveic Aappdavouv 1o KEYTRUDA 6tav o kapkivog toug £xel eEomimbei 1 0tov dev pmopet va
apoipebel pe yeypovpyikn| eréuPoc.

Ot acBeveic Aappdvovv 10 KEYTRUDA, agpov vroBAnBovv oe yepovpyiky| enépfacn apaipeong
TOV UEAQVAUOTOC, TOV LI IKPOKVTTOPIKOD KOPKIVOL TOL TVEDLOVE. 1] TOV KAPKIVAOUOTOG TOV
VEQPPOV, DGTE VAL ATOTPEYOLV TNV EMOVEUPAVIOT TOL KapKivow Tovg (emkovpikr| Bepameia).

Ot acBeveic Aappdavouv 1o KEYTRUDA mpiv v yeipovpyikn enéppoct (VEOETIKOVPIKY 0y@yn)
®oTe Vo, BepAmELGOVY TOV UM UIKPOKLTTOPIKO KOPKIVO TOL TVEDLOVE, TOV TPITAG-0PVITIKO KOPKIVO
TOV HOGTOV 1] TO KAPKIVOLO KEQUANG KOl TPAYNAOL 0t TAAKOIN KOTTOPW, Kot ETEITa cuveyilovv
v Ayn KEYTRUDA petd v yeipovpyikn enéppaon (ETKovpikn aymyr) OCTE v 0noTpEYouV
TNV EXAVEUPAVIOT] TOL KAPKIVOL TOVG.

To KEYTRUDA propei va 800gi 6e Guvovaouod pe GAAL OVTIKAPKIVIKA QAPHOKO LE 1] XOPIg
axtvobepaneio. Etvar onpoavtiko va dtofdacete emiong ta @OAAA 0dNYIOV XPAONG TOV GALDY OVTOV
ooapudkwv. Eqv éxete omolecdnToTe EPOTNGELG CYETIKA LE ALTA TO PAPLLOKIL, POTNOTE TOV YLOTPO
o0,

2. Tvpémer va yvopilete nprv ocag 600ei To KEYTRUDA

Agv 0o mpémer va oag 600ei 1o KEYTRUDA

- o€ mepintoon aAlepyiog oTNV TEUTPOAMLOVUAUTN 1) GE OTOLOONTOTE AAAO OO TO GLGTOUTIKY
ovToL TOL PaPLAKoL (avagépovtor oty Tapdypago 6, «Ilepieydueva g cuokevOGiog Kol
Aowmég mAnpopopiec»). AmevBuvleite otov yloTpd cog edv dev giote olyovpot.

IIpogdomou|oels Ko TPOPVAAEELG
AmevBuveite otov yiatpd 1 10V vosokopo cag mptv AdPete to KEYTRUDA.

IIpw mépete 10 KEYTRUDA, evipepmote tov yiatpd cog 0v:

- EYETE UI0L VTOAVOCT] VOGO (LU0l KOTAGTAOT OOV TO GMUN EMLTIOETAL GTA S1KA TOV KOTTOPA)

- €xete TveLOViD, | PAEYUOVT OTOVG TVEVUOVEG 60 (T0V OVOUALETOL TTVELUOVITION)

- elyate AaPet Tponyovpévaog ipilimumab, £va GAAo dappako yio tn Oepameio Tov
LEAQVOLOATOG, KOl ELPAVICATE GOPOPES OvVETIBOUNTEG EVEPYELEG AGY® OLTOV TOV PAPUAKOV

- elyate pa addepyikn avtidpaon og GALeC Bepameies e LOVOKA®VIKE OVTIGMUOT

- éxete M eiyote ypovia 0yevh Aoiumén Tov Hatog, cuureptiappavouévng g nrotitidag B
(HBV) 1 ¢ nratitidoag C (HCV)

- &xete Aoluwén amd Tov 10 ¢ avocsoavendpkelag Tov avipmmov (HIV) 1 10 chvdpopo g
eMikTNING avocoavemdpkelog (AIDS)

- éxete NroTkn PAGPN

- éxete veppikn PAAPN

- éxete vwoPAnbei oe peTaUOGYELOT GLUTOYOVS OPYAVOL 1| O LETAUOGYEVCT LVEAOD TV OGTOV
(apyéyovo kHTTOPO) GTNV OmOin YPNCIoTOMONKAY apYEyova KOTTAPO, amd d0TN (AAAOYEVIG)

To KEYTRUDA 6pa 610 avoconomtikd 6ag cvotnud. Mropel va tpokarécel preypovn oe népn
oV oOUaToG 6ac. O Kivouvog Gag Yo aVTEG TIG avemBOuNTEG EVEPYELEG Umopel va elvar VYNAOTEPOG
€dv NoN €yete o awtodvoon voco (pia KaTdoTaon 0oL To o emTiBeToL 0T 1310 TOL TAL
KkotTopa). Eniong umopel va eppavilete ouyvég €Gpoelg TS 0uTOAVOGN S VOGO GOG, TOL GTNV
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TAELOVOTNTO TOV TEPITTMOGEMV VA EIVOIL NTTLEC.

Oroav napete 10 KEYTRUDA, pmopel va £xete opiopéveg coPapég avembounteg evépyetec. Ot
avemBOUNTEG QVTEG EVEPYELEG, LTOPEL OPIGUEVEG POPEG VOl YIVOLV OREIANTIKEG Y10, T (N Kot umopel
va 00N yNoovv 6To Bavato. AVTEC Ol avemBOUNTEC EVEPYEIEC UTOPEL VO ELPAVIGTOVV OTTOLAONTTOTE
oTLYUN KoTd TN dtdpkela g Oepameiog 1 axoun kot petd to téAog g Bepaneiog cag. Mropel va
eppavicete meplocdTePeS omd pio avemBounteg evépyeleg TALTOYPOVAL.

Edv &yete omowadnmote omd TG akdAovbeg KOTAGTAGELS, KAAEGTE 1 OElTE AUECHC TOV YiaTpO Gag. O
YTPOG GOG UTOPEL VO GOG ODTEL GAAL PAPLOKE, Y10 VO EUTOSICEL TNV EUPAVIOT] TTL0 coPapmV
EMITAOKMOV KOL Y10 VO LEIDGEL TOL COUTTOMOTA G0G. O Y1TpOC 60C UTOPEL VA SIAKOWEL TNV ETOLEVT
d0oom tov KEYTRUDA 1 va cag otapatnost ) Oepaneio pe to KEYTRUDA.

- QAEYLLOVT] TOV TVELHOVOV, 1| oTtoio uropel va meptlapfavel dvorvola, Tévo oto Bmpoka 1
Pxe

- QAEYLOVT] TOV EVIEPMV, 1] OTtoio pTopel va TeptAapPavel S1appota 1| TEPIGGOTEPES KIVIIGELG
TOV €VTEPOL 0md OTL GVVHOBWGC, Padpa, o€ LOPEN TGOS, KOAAMDIN KOTPOAVH 1) KOTPOVOL LLE OlipLal
N PAEvva, coPapdc movog oto atoudyt 1 evausOnacia, vavtio, ELETOg

- QAEYLOVT| TOV NTATOC, 1 omoio umopel va meptlapfaverl vootia 1 éueto, aicOnuo Arydtepng
netvag, Tovo ot 6e£18 TAELPE TOV GTOUAYOV, KITPIVIGHO TOL SEPUATOC ] TOL AEVKOD TMV
0POOAU®Y, CKOLPOYPOUA 0VPa 1] ALULOPPAYIO 1) LOADTESG O EDKOAN OO TO PLGLOAOYIKO

- QAEYLLOVT TOV VEQPP®OV, 1| oTt010 propet vo, mepthapPdvel petaforéc otny mocdTTA 1| GTO
YPOUO TOV 0VPOV GOG

- QAEYHLOVT] TOV OPUOVIK®OV adévaV (101aitepa Tov Bupeoeldong, TG LIOPLGNG Kl TOV
EMVEQPLBiV), 1| omoio umopel va TeptAapfaver Tayd kapdiokd Tarud, andAeio, fapoug,
avénuévn epidpwon, abénon copatikod Bapovs, TpLyoOTTOoT, aicinen yoypov,
dvokototnta, fabotepn ewvi), TOVol otovg poeg, LaAn 1 Amoboupia, Tovoképaiot Tov dev Ba
VIOYWPTNCOLV 1| 0oLV HIGTOC TOVOKEPUAOG

- dwafrtng Tomov 1, cupmeptrapfovouévng g drapntikng ketocéwong (0&€a 61O aiplo ToL
Tapdyovtal omd Tov SafnTn), copuntdpate propet va tepthappdvouv aicOnuo peyaivtepng
netvag M dtyag amd 0Tt cuVNO®G, AVAYKN Y10 TO GLYVY OVPNOT N ATMAEL BApovg, aicOnua
Kovpaong N adtbeciag, TOVO 6To GTOUYXL, YPYoPn Kot fabdeld avamvor|, cOyyvon,
acvvnOietn vavniia, pio YAUKIG popmold 6TV avamvon 6ag, o YAVKIA 1] LETOAAKT YEOGON
GTO GTOUO GOG, 1] [0 SLOPOPETIKT OGN GTA 0VPA 1} GTOV WOPADTO GOG

- QAEYLOV 6T UATIO, 1) OTTolo, Umopel va Tepriaufavel LETOBOAEC 6TV OpacT

- QAEYLLOVT] GTOVG UDEG, 1 OO0 UTTOPEL VO TEPILOUPAVEL LDTKO TOVO 1) adVVapia

- (QAEYLLOVT] TOV KAPSLOKOV [V, 1) onoio pmopel va TeptAapPfivel SOGTVOLL, avVOUAAO KApSLOKO
TaApo, aicOnpa kénwong 1 tdévo oto Bmpaka (Hvokapditida)

- QAEYLOVT] GTO TAYKPENS, 1| OTOl0 UTOPEl Vo TEPIAAUPAVEL TOVO GTNV KOWALE, VOUTio Kot EUETO

- QAEYLOVT] TOV 0€pUaTOC, 1| omtoia, pumopel va mepthapfavet eEvOnua, kKvnoud, ovcKAAES 6TO
dépua, Eeprovdiopa 1 TANYES, 1)/Kot EAKT 6To 6TOUA 1 6TO0 PAEVVOYOVO TG LOTNG, GTO ACLUO
N GTNV TEPLOYT TV YEVVNTIK®OV 0pYaveV

- oyeTI{OUEVT] LLE TO BVOGOTOLNTIKO SLOTOPOIYT) TOV UITOPEL VOl EMNPEGGEL TOLG TVEVUOVEC, TO
dépua, To pLatia /Kot Tovg AEUPadEVES (GapKOEIdMOT))

- QAEYLLOVT] TOV EYKEQAAOVL, 1] OTtOl0 Umopel va epthapPdvel chyyvon, TopeTo, TPOPALOTH UE
TN VNN 1 ETANTTIKEG Kpioelg/onacol (eykepaiitidon)

- OVOG, LOVJIAGHA, pupunkiaon 1 advvapio ota xEpla 1 ota TOd0, TPOPANLATO LE TNV
0VPOdOY0 KOGTN 1| LE TO £VIEPO GLUTEPIAAUPOVOUEVNS TG AVAYKNG Y10 TTLO GLYVI OVPNOT),
NG AKPATELNG 0VPMV, TNG OVGKOAMOG GTNV 0VPNGT KOl TG SVGKOIALOTNTAG (LVEAITION)

- (QAEYLOVT KOl ODAEG GTOVG YOANPOPOVG TOPOLG, 01 0Toieg pumopel va teptiapupdvovy mévo otnv
bvo de€ld TAevpd TOL GTOUAYOL, OION O TOV HTTATOG 1] TOV GTANVOS, KOTWGT), KVIGUAG 1)
KITPIVIGHO TOV SEPIOTOC 1] TOV AEVKOV TV 0POAAUDY (CKANPVVTIKY YOAoyYEUTION)

- (QAEYLOVT] TOV GTOUMYOV (YaoTpiTidn)

- Heltopévn Agttovpyio Tov Tapabvpeoeldn adéva, 1| omoia pwopel va, TepIAapPavel LoiKég
KPAUTEC 1| OTAGLOVG, KOT®OoN Kot advvapio (VTomapabupeoedicog)

- QAEYHOV TNG HLEUPPavTG OV TTEPIPAALEL TNV KOPOLE, TOL PTopel va TEPIAaUPAVEL TOVO GTO
0opaka, dOvomvola 1 aicOnua Kémwong (TeptkapdiTIOn)
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- avTIOPAcELS KOTA TNV £y)YVoT|, Ol omoieg pmopei vo teptloppdvovy duomvola, Kvnopo 1
eEhvOnuo, Cahn N Topetod

Emmhokéc, cvpmepriapfavopévig Tng vosou avtidpacis ToV HOGYEDNOTOS EVAVTL TOV SEVIOT]
(GVHD) o€ avOpamovg wov £xovv vofin0si 6g petapdoyevon poeiod T@v 06TOV (apyéyovo
KUTTOPO) 6TV 07Toia Ypnoporon)nkay apyéyove KOTTopa amxd 00Ty (aArloyevig). ALTEG Ol
emmhokég umopel va givat coPfapég kot pmopet va 0dnynoovy 6to Bavato. Mmopel va eLpovicTovV
€av elyate vtoPAndei oto TopPeABOV o AVTO TO €100C TNG HETAUOGYELONG 1| GV VITOPAnDEeite GTO
péAdov. O yiatpog oag Ba cog mapakorlovdel yio onueio Kol GUUTTAONOTO, TO OTTOlN UTOPEL VOl
nepthappavouy deppotikd eEavOnua, Aeypovi oto Nrap, TOVo 6TV KOWALA 1} dtdppota.

o kor £éenpor

Mn ddoete to KEYTRUDA o6¢ moudud nAkiog pikpdtepng tov 18 etdv, ue e€aipeon to moudid:
- pe Khaowo Aéppopa Hodgkin nliog 3 etov kot dve

- pe peddvopa nlkiog 12 etdv Kot dve.

Alha @appoxa kor KEYTRUDA
Evnuepmote tov yiatpd cog
o Edv maipvete GAAO QAPUOKE TTOV UTOPEL VO KAVOLV TO 0lVOGOTOUTIKO GOG GUGTILLO TTLO
advHVOLO.

- Hopoadsiypato avtdv pumopei va tephopuBavouy o KOPTIKOGTEPOELON OTMS N
TpedviLovn.

- Avutd to eapuako uropei va exnpedoovy T dpdorn tov KEYTRUDA.

- Qotdco pokic Aapete tn Oepaneio tov KEYTRUDA, o ylotpdg cog pmopet vo cog
dMOEL KOPTIKOOTEPOELDN] Y10l VO LELMGEL TIG AVETIBVUNTEG EVEPYEIEG TTOL UTTOPEL VL
éxete pe 1o KEYTRUDA.

- Ta xoptikooTtepoedn umopel emiong va cag 6obovv mpwv AaPete 1o KEYTRUDA oeg
cuvovaoud pe ynpeodepaneio, yio Ty TPOANYN KOUT AVTILETOTION TNG VOUTIOG, TOV
£UETOL KOl GAA®V aveETBOUNTOV EVEPYELDV TTOV TPOKOAOVVTOL OO TN
mueobepaneio.

o  Edv maipvete, £xete mpoOcOATO TAPEL 1) UTOPEL VO, TAPETE AALO PAPLLOKAL.

Kinon

- Agv mpémet va ypnoonomoste o KEYTRUDA gdv giote £yv0g ekt0g £6v 0 Y1aTpOG GO,
00, TO GUOTICEL GUYKEKPLUEVOL.

- Edv giote éykvog, vopuilete Ot pmopel va giote £YKvog 1| oYeOALETE VO, AMOKTNOETE TLdi,
EVIUEPDOTE TOV Y1ATPO GOC.

- To KEYTRUDA pmnopet va npokaiécel BAGPN 1 o Bdvato oto ayévvnrto pmpd cag.

- Edv giote yovaike og avamopoymykn nAkio, TpETEL Vo ¥PNCIUOTOMGETE EMAPKT
avTIGVAANYT Yo 660 ddotnua AauPavete ) Oepaneio tov KEYTRUDA ot yio TovAdyiotov
4 pnveg petd v terevtaio 66oM cag.

Oniaopdg

- Edv OnAdlete, evnuepdote tov ylotpd Gog.

- Mnv Onidlete yio 660 dibdotnpa taipvete to KEYTRUDA.

- Agv givar yvoot6 bv to KEYTRUDA 7mepvd 6to puntpucd yoro.

Oonynon kot yEPGROS PNy avRdTOV

To KEYTRUDA é£ye1 pikpn enidopacn otnv ikavotnta 6og vo odnyeite 1§ va yepileste unyoviuata.
To aicOnpa {dAng, kOmwong N advvapiog sivor mbavég avemBounteg evépyeteg tov KEYTRUDA.
Mnv odnyeite N xepileote unyovipata aeob cag dobei to KEYTRUDA, ektog €dv elote giyovpot
0TL auc0dvecTe KOAQ.

To KEYTRUDA nwgp1éyel molvcopPuco 80
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Av16 10 PapuaKeLTIKO TPOidV Teptéyel 0,2 mg molvcsopPikov 80 og kabe ml Tukvov daAvpatog. Ta
TOAVGOPPIKA Umopel va TPOKAAEGOVY aAAEPYIKES avTIdpdoels. Evnuepdote tov ylo1pd cog eqv
€XETE YVOOTEG OAAEPYIEC.

3. o cag yopnysitor to KEYTRUDA

To KEYTRUDA 80 cagc 606¢i o€ vocokopeio 1 6€ KAVIKT VIO TNV @PpovTida VOGS Y1aTpoD Ue

eumepio ot Bepameio Tov Kapkivov.

- H ocvvietdpevn d6om tov KEYTRUDA o¢ eviilkeg givon gite

o 200 mg x&Be 3 efdopdosg,
o 400 mg kdBe 6 efdopadec.

- H ocvvietdpevn d6om tov KEYTRUDA og moudud kot eprjfouvg niikiag 3 et@v Kot dvo pe
Khooko Aépueoua Hodgkin kot eprifovg niikioag 12 et@v kot dvo pe peddvoua, eivar 2 mg/kg
Bépovg capatoc (Léxpt Eva péyioto twv 200 mg) kabe 3 efdoudoss.

- O y1atpoc oag, Oa cog dmoel To KEYTRUDA péocwm €yyvong otn eAéPa oag (evooprePimg)
yw tepimov 30 Aemtd.

- O y1atpocg oag umopei va oALGEet Tov Tpdmo yopnynong g Bepamnciag cag, omd Eyyvon Tov
KEYTRUDA o1t ¢ AéBa cag og éveon tov KEYTRUDA kdtm amnd 1o déppo cog.

- O y1atpdg oag Ba amopacicel moceg Oepaneieg Oa ypelaoTeite.

Edv yaoete pua ovvedpio yio tn Ayn too KEYTRUDA
- KoAéote apéome Tov Y1Tpod GOG Yl VO, ETAVOTPOYPUUUATICETE TN cLVEDPIL GOC.
- Eivo moAd onuavtikd va pnv mopoieiyete kdmotlo 001 TOV QapUAKoL Gag.

Eév otapotioete va happavere to KEYTRUDA
H dwokomn g Oepaneiog cog pmopet vo GTAPATACEL TNV ETIOPACT] TOV PUPHAKOL. M1V GTAHOTNCETE
) Ogpamneio pe to KEYTRUDA, extdc kot ov 10 £xete GuLNTNOEL UE TOV Y10TPO GOG.

Edv &yete neprocdtepeg epOTNGELS GYETIKG e TN Bepomeio Gag, pOTNOTE TOV YLOTPO GOC.

Képra ao0evoig

®o Bpeite emiong awTéG TIC TANPOPOPiES otV KapTa 0c0EVOVG IOV Gag EYEl 000el amd Tov YTpd
cagc. Eivar onpoavtikd vo guAdEeTte outh TV KAPTO KoL VO TV TOPOVCIAGETE GTOV GOVIPOPO GAG 1
o€ 660VG cag Epovtilovv.

4. IMBavéig avemOBOuNTES EVEPYELEG

Onwg dha Ta eapuoKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
Kot OgV TOPOLGLALoVTaL GE OAOVG TOVG AvOPMTOVC.

Orav napete 10 KEYTRUDA, pmopel va €xete opiopéveg cofapés avembounteg evépyetec. Agite
™mv Topdypopo 2.
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Ot ak6rov0eg avemOOuNTES Evépyereg Exovv avagepOei pe to KEYTRUDA pévo:

IToAd ovyvég (umopel va ennpedoovy meprecodTepovs amd 1 otovg 10 avOpaomovg)
- peiwon Tov aplfpod twv epubpoxvtTdpwv

- LEL®UPEVT] OpacTNPLOTNTA TOL Bupeoedoic

- aioOnua Mydtepng meivag

- TOVOKEPUAOG

- dvonvola, Priyog

- dudppota, TOVOG GTO GTOUAYL, VAVTIN, EUETOG, OVCKOIMOTNTA

- KvNouoc, deppotikd eEavonua

- TOVOC GTOVG LDEG KOl GTO, 00TA, TOVOC ApHpmong

- aiocOnpa kéTwong, acvVNOIoTN KOTMON 1 advvapia, oidN U, TVPETOHS

Yoyvég (umopei va ennpedoovy £m¢ 1 otovg 10 avlpomovg)

- Aolpwén Tov Tvevpova

- peimon Tov aplBpov TV apoTETAM®VY (0 0KOAN dNUIOVPYIC LOADTOV 1 TO EDKOAN
apoppayic), peimon Tov aptBpod TV AEVKOKLTTAP®V (0VIETEPOPILN, AEUPOKHTTAPO)

- avTdpaoelg mov oyetilovtal L TNV £YYLGCT TOV QUPUAKOL

- vrepdpacTiplog Bupeoctdng, EEaym

- LEL®UEVO VATPL0, KAALO 1) aGPECTIO OTO it

- TPOPANLLO LLE TOV DTTVO

- CaAn, EAEYLOV] TV VEVP®V TTOV TPOKAAEL LOVSLAGHO, advvapia, popunkicon 1 TOVo ue
aioBnon kavoov ata xEpla Kot Todo, EAAENYT evEPYELNG, LETOPOAN otV aicBnon g yevong
oag

- EnpopOoipuia

- U1 PLGIOAOYIKOG KAPILOKOS pLOUOG

- VIEPTOOT)

- QAEYLLOVT] TOV TIVELLOVOV

- QAEYLOVT TV EVTEPOV, ENpocTopio

- (QAEYLLOVT] TOV NTOTOG

- KOKKIVO O10YKOUEVO eEAVON LA OPIGUEVES POPEG LUE POVCKAAES, GAEYLLOVY| TOV OEPUOTOC,
KNAIOEG OEPLOTOG TTOL £XOVV YAGEL TO YPMU TOVS, ENPO, KVIGUMDIEG OEPUM, TPIYOTTMON,
OEPLOTIKO TPOPANL TOV HOLELEL e Ok

- poikdg Tévog, Tovol 1) evasinaio, TOVOg oTa ¥EPla N oTa TOdLKL, TOVOG TG ApOBpwONG e
oidnua

- acBévelo TOTOL Ypimng, piyn

- avénpéva eninedo NTOTIKGOV EVEOU®VY 6TO aipa, avENEEVO aoPESTIO 0TO aipa, EAEYXOG
VEQPIKNG AELITOVPYIOG U1 QLGIOAOYIKOG

O ovyvég (nmopetl vo. exnpedoovy £0¢ 1 atovg 100 avlpdmTovg)

- UELMUEVOG aplOUOG AEVKOV apocpalpiov (AevkokhtTopa), PAEYLOVOINC avTidpacT KaTd TV
aiponetadinv, avnuévog aplipdg Aevk®mv apocs@arpiny (Nootvoeiia)

- pio dtotapayf] TOL BVOGOTONTIKOD GUGTHILOTOG TOV UTOPEL VoL EMNPEAGEL TOVG TVEVUOVECS, TO
OEPLLO, TO, LATLO KOUT TOVG AEPQadEVEG (GapKoeidman)

- UELOUEVT] EKKPIOT] TOV OPUOVAOV TOV TOPEYOVTOL OO T, EXVEPPIOLO, PAEYLLOVI] GTNV VITOPLOT)
7oL Bpickeron ot Pdomn Tov eyKePAAOL, PAEYLOVI TOL BLPE0EIB0V]

- dwafrtng tomov 1, cupmepriapfovopévng e SofnTikng Keto&€wmong

- pia kotdotoon Katd tnv omoia ot poeg e£acbevodv Kol Kovpalovtal EDKOAN, ETIANTTIKN
Kkpion (omacuot)

- QAEYHOVT TV 0QOUAUDY, TOVOS TOL 0PBOAN0D, epebicopdg, Kvnouog N epuBpodTnTa,
dvodpeotn evacincio 6To E®G, TO Vo PAETEL KATO10G OTiyHOTO

- QAEYLOVT] TOV KOPSOKOV 10, 1 0moio Uropel va Tapovctactel ¢ S0oTvola, avAIOAOG
KapdloKOC TaAUOG, aicOnua Kénwong 1 Tévog 610 Odpaka (LLoKapIITIdN), PAEYHOVT| TNG
HeUPpavNc Tov TEPIPARAEL TNV Kapdid, 1] omoio UTopEl Vo TapovG1aleTal ™G TOVOG GTO
Ompaxka, dvomvolo 1 aicOnua kénwong (rteptkapditidan), GLECHOPEVGT VYPOV YOP® OO TNV
KapdLd
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QAEYLOVT] GTO TAYKPENS, PAEYLOVI TOV GTOUAYOV, EAKOG OV OVOTTOCCETOL GTOV PAEVVOYOVO
TOL GTOUAYOL GOC 1 OTO Ve PEPOC TOV AETTOV EVIEPOL GO

TUKVI/TTO1E, OPIOUEVES POPES POAMOMING AVATTLE TOL OEPUATOC, UIKPE OEPLOTIKA
e€oykopata, 6Lol N EAKN, dALOYT YPOUATOG TPLYDV

QAEYLOVT] TOV EADTPOL TTOL TTEPIPAAAEL TOVE TEVOVTEG

QOAEYLOVT] TOV VEQPOV

avénuéva enineda apvAaong, evog evopov mov d106md To ApLAO

Yravieg (umopel va exnpedsovy £m¢ 1 otovg 1.000 avOpaomovg)

QAEYHOVAOONG avTIOpaoT KOTE TV EpLOPOKLTTAP®V, L0 KATAGTACT TOL ovoudleTal
OLLOPOYOKVTTOPIKT AEUPOIGTIOKVTTAPMON KOTA TIV 0010 TO (VOGOTOINTIKO GUGTILLOL
dnuovpyel Tapa TOAAG KOTTAPO TTOL KOTAUTOAELOVV TIG AOUMEELS, TOL omToio ovoudlovrtal
1OTIOKDTTOPO KO AEUPOKVTTOPO TOV PTOPEL VO, TPOKAAEGOVV SLAPOPO. CLUTTONOTO, aicOnua
advvapiog, MmoBupikn tdor, dvomvola 1| GV T0 OEpU Gog delyvel YAmud (onpeia xopuniov
EMTESOV TV EPLOPOKVLTTAPWV, TOOVOV AOY® EVOC TOTOL OVALUING TOV OVOUALETOL OULYNG
amAacio ¢ epuBpdc oEPac)

Letwpévn Aettovpyio Tov mapabupeosdn adéva, 1 onole propel vo ekdnimBel o¢ Luikég
KPAUTEG 1) OTOGUOL, KOTMOT] Kot aduvapio

TPOCOPIVI PAEYLLOVT] TOV VELP®V TOL TPOKOAEL TOVO, adLVOUIN Kot TUPUAVGT TOV AKP®V
(o0vdpopo Guillain-Barre), pAeypovi otov eyképaro, n omoia propei vo ekonAwndel og
GUYYVOT], TUPETOC, TPOPANUATA e TN VAN 1) EMANTTIKEG Kpioelg/onacpol (eykepaAitidn),
7TOVOC, LOVJIAGLLO, Hupunkiacn 1 advuvapio ota xEpla 7 ota wOd10, TPoPANUOTO e TNV
0VPOdOY0 KOOTN 1 € TO £VIEPO GLUTEPIAAUPOVOUEVIG TNG AVAYKG Y10 TTLO GLYVI OVPNOT),
NG OKPATELNG 0VPMV, TG OVGKOAMAG GTNV 0VPNGCT KOl TG SUGKOIAOTNTAS (LVEAITION), 0ldnpa
TOV OTTTIKOL VEHPOL TO 07010 UITOPEL VO 001 YNOEL GE ATMAELD OPUGTC GTOV £VOL 1] KO GTOVG
300 0pBoAp0VC, TOVO LE TNV Kivion ToV 0QOoAUGOVY, T)/Kol OTOAELN TNG EYXPOUNG OPUCTG
(omTkn vevpitida), pAeypovr| g LepPpdvng mov tepPaiiel Tov votiaio LLEAD KoL TOV
€YKEPOALO, 1 omoio EVOEYETOL VO EKONADVETAL [LE OLGKOUWIO TOV aVYEVA, KEPOAOLYiN, TUPETO,
guoloOnoia TV HaTIOV 6T POC, vauTio 1 ueto (Unviyyitda)

QAEYLLOVT] TOV OLLOPOP®V aryYEi®V

EMenyn M pelmon TV TENTIKOV eVEOI®V oV Topdyovtal arnd 1o TayKpeas (eEKPLVIg
TOYKPEOTIKT OVETAPKELDR), 0T GTO AETTO £VTEPO, KOIMOKAKT| (YapokTnpiletol omd
GUUTTMUOTO OTTMG GTOLUYIKO GAYOG, S10pPOoLal KO TUUTOVICUOG LETA TNV KATAVAAMGT] TPOPOV
OV TEPLEYOVY YAOLTEVT)

QAEYLLOVT] GTOVG YOANPOPOLG TOPOLVS

KVNGUOC, POVGKAAEG 6TO dEPLLO, EEPAOVIIGHA 1) TANYEG, 17/KaL EAKT) GTO GTOUA 1| GTO
BAevvoydvo g pdtng, 610 Aatpd 1 TNV TEPLOYN TOV YEVWNTIK®OV 0pyAveV (GOVIPOLO
Stevens Johnson 1| T0&k1| emdep ik vekpoOALGN), evaicOnTa KOKKIVA EE0YKOUATA KAT® Omd
T0 dépua

vOGOG KOTA TNV OTO10l TO AVOGOTOMTIKO GUGTNLLO EMLTIOETAL GTOVG AOEVES TOV TAPAYOLV
vypacio 6To GO, OTMG ddKkpva Kot cdAlo (cOvdpopo Sjogren)

QAEYLOVT] TNG OVPOOGYOV KVGTNG TTOL EVOEXETOL VO, EUPOVILETAL MG GUYVT KA1 ETMOLV
00pNoT, EMTOKTIKT OVPNOT|, OLLATOVPIN, GAYOG 1] TTIEST] OTNV KAT®O KOIAOKN XDPpQ

Or axo6rov0eg avemBOuNTES EVEpyELeg £xovv avapepOsel o kKhvikég peréteg pe 1o KEYTRUDA
0€ GUVOVUGNO pe ynueodepancia, axtivodepameio 1 ynueodepansio pe axtvodepameio:

ITold ovyvég (umopei va ennpedoovy neprecodTepovg amd 1 atovg 10 avOpadmovg)

Heimon Tov aptfpov TV epuOPOKLTIAP®Y, HEIOUEVOS APIOLOG AEVKADV LOCOAPimY
(ovdetepdpira), peimon tov aplduUod TV a1poTETAA®VY (10 E0KOAN dNUIOVPYIC, LOADTOV 1
7O €VKOAN opopparyic)

LElpEVN Agttovpyio Tov Bupeogdovg

LEL®UEVO KOALO 0TO aipa, aicOnua Arydtepng meivog

TPOPANUO UE TOV DTTVO

QAEYLLOVT] TV VEVP®V TTOV TPOKOAEL LOVSIAGLLO, advvapia, popunkicon | movo ue aictnon
KGOV 0T XEPLO Kot TOSL0, TOVOKEPAAOG

8
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dvomvola, Pryog

dappota, vautia, EPETOC, TOVOS GTO GTOUAYL, SLGKOIMATNTO

deppotikd eEavinpa, TpydnT®ON, KVNoudg

TOVOG GTOVG LDEG KOl GTO, 00TA, TOVOG TG Apdpmong

aioOnua kémwong, acvviBieTn KOTTMo™ 1 advvapio, TVPETOC, oldnua

ovénuéva enimeda oTo aipo Tov NTATIKOV VOO0V QUIVOTPOVGPEPACT) TNG OAaVivIG,
avénuéva eninedo 6To aiplo TOL NTOTIKOV VDOV AGTOPTIKY OUIVOTPOVGPEPACOT

Yoyvéc (pmopel va exnpedosovy £m¢ 1 otovg 10 avOpamovg)

Aotpwén Tov Tvevpova

UELOUEVOG aPOOG AEVKDV OLOCPUIPImV (OVOETEPOPIAR) LLE TUPETO, LELOUEVOS OPLOUOC
AEVK®V oUOG@APimV (AEVKOKVTTAPO, AEUPOKVTTAPO,)

avtidpaon mov oyetiletat pe TV £YXLCT TOV PUPIAKOL

LEL®PEVT] EKKPIOT] OPHOVAV OV TOPAYOVTOL amd To EMVEQPIOLNL, VIEPIPASTNPLOG BLPEOELON,
QAEYOVT TOV BLPE0EIdONE

UELMUEVO VATPLO 1| aoPESTIO GTO aipa

CaAn, petafoln oty aicnon g yevong cag

Enpopboipuia

U1 PLGIOAOYIKOG KAPIOKOC pLOUOG

VIEPTOOT)

(QAEYHLOVT] TOV TVELHOVOV

QAEYLLOVT] TOV EVTEPOV, PAEYLLOVT] TOV GTOUMYOV, ENpocTouio

(QAEYLLOVT] TOV NTOTOG

KOKKIVO O10YKOUEVO eEAVON LA OPIOUEVES POPEG e POVCKAAES, GAEYLLOVY] TOV OEPLOTOC,
OEPLOTIKO TPOPATLLOL TTOL HOLALEL PE aKun, ENPO, KVNOUMOES dEPLLQL

HUukdg TOVoG, TOVoL i) evatstnaio, TOVOC ota ¥EPla N 6Ta O, TOVOG TG GpOpwong e
oidnua

o&elo veppucn PAGPN

acBévelo TOTOL Ypinng, piyn

avénpévn yorepuBpivn oto aipa, avénpéva enineda oto aipto ToL NIATIKOD VOOV AAKOAKN
QOOPATACT), EAEYYOC VEPPIKNG AEITOVPYIOG U1 PVGLOAOYIKOG, 0VENUEVO 0GPEGTIO GTO aipa

O ovyvég (nmopetl vo. exnpedoovy £0¢ 1 atovg 100 avlpdmTovg)

QAEYLOVAOONG avTidpacn Katd Tov epubpokuttdpmv, Evag avnuévog aptudg Aevkmv
aocQapiny (MOSIVOPILY)

QAEYLOVT GTNV VTTOPLGT TTOL Ppicketar 6N PACT TOL EYKEPGAOV

dwafrtng tomov 1, cupmepiiapfovopévng e dtafnrtiking ketoEfmwong

(QAEYLLOVY] GTOV EYKEQPUAO, 1| OTtoln pmopel vo ekdNAwBel ¢ cuYyvOoT, TVPETOC, TPOPAN AT e
TN VNN M EMANTTIKEG Kpioelg/onacpol (eykepoditidon), emAnmtikn Kpion (cnacpot),
ENheym evEpPYELNG

QAEYLOVT] TOV 0QOaAUDV, TOVOS TOV 0PBOAL0D, epeBiopdg, Kvnoudg N epuBpodTnTa,
dvodpeotn evactncio 6To MG, TO Vo PAETEL KATO10G OTiYHOTO

(QAEYLOVT] TOV KAPSLOKOD [V, T OTTOi0 LITOPEL VO TOPOVGLOGTEL WG SVOTVOLM, OVAUAAOG
KapOLOKOC TAAUOG, aioOnua KOTwong 1 Tévoc 6to Bdpaka (LvoKapditidn), AEYLUOVH TNG
UeUPPavNC TOL TEPIPAAAEL TNV KapILd, 1] oTToio UTOPEl VO TapOoVGLALETAL MG TOVOG GTO
Ompaxka, dvomvoln 1 aicOnua kénwong (Teptkapditida), GLGCHOPEVST VYPOL YOP® OO TNV
KapO1d

QAEYLOVI TOV ALLOPOP®V Oy YEI®V

(QAEYHOVT] GTO TAYKPENS, EAKOG TOV OVOTTUGGETAL GTO BAEVVOYOVO TOL GTOUMYOV GOG 1] GTO
VO HEPOC TOV AETTOD EVIEPOV COG

TUKVI/TTOU( L0, OPIOUEVES POPEC POAMOMING aVATTVEN TOV BEPUATOC, KNAIOES OEPUOATOC TOV
€YOVV YACEL TO YPDUA TOVG, KPP depUaTiKa eEoyKkmpata, 6{ot 1 EAkn

(QAEYLOVT] TOV EAVTPOL OV TEPPAALEL TOVG TEVOVTEG

QAEYLOVI TOV VEQPADV, PAEYLLOVT] TNG KVOTNG, 1] 0010 LITopEl var TopovstaleTal ¢ GuYVN
1/Ka1 ETOOVVY 0VPNOT), ENLTAKTIKT OVPNON, ALLKTOVPId, GAYOS 1) TEGN OTNV KOTM KOIALNKT
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pionld
ovénuéva enimeda apvAidongs, evoc evibov mov dlomd To AUVAO

Yrawvieg (pmopel va emnpedoovy £0g 1 otovg 1.000 avOpdmTovg)

PAEYLOVAOING OVTIOPAOT] KATA TOV TOV ULILOTETOMMOY

pia dtaTapayy] TOL AVOGOTOINTIKOD GUGTILLOTOG TTOV LITOPEL VA, EMNPEAGEL TOVG TVEVLLOVEC, TO
d€pLLO, TO LATLO KOUT TOVG AEHPAOEVESG (GapKOEidmOT))

UELMPEVT AgtTovpyio ToL Topabvpeoeldn adéva, 1 omoia pmopel va ekONA®OEL ¢ puikég
KPAUTEG 1 OTTOGUOL, KOTMOT Kot aduvapio

pio katdotoon katd tnv onoia ot poeg e&acbevoiv kat kovpalovtat €0KkoAa, pia TopodiKy
QAEYLLOVT] TV VEVP®V TTOV TPOKOAEL TOVO, aduvapia Kol Tapdivor 6to dKpa (GUVOPOLO
Guillain-Barré), mévoc, Lovdlaco, pupunyKlaco, 1 advvouio ot yépto 1 ta oo,
TPoPARHOTA TNG OVPOIGHYOV KVGTNG 1) TOV EVIEPOV GUUTEPIAAUPAVOUEVTG TG AVAYKTG Y10
GLYVOTEPT 0VPNGT], AKPATELN 0VPWOV, SVGKOAIN GTNV OVPNOT| Kot SVCKOIMOTNTA (LVEAITION),
0101 L0l TOL OTTTIKOD VEVPOL TO OTTOI0 LITOPEL VO 00N YNOEL GE OTMAELN OPOCTG GTOV £VOL 1] KOl
G6TOVG 000 0EOAAOVG, TOVO LE TNV Kivnon Tov 0eBoAudv, 1)/Kot ardAELr, TG EYYPOUNG
Opaong (omTikn vevpitida), pAeyLOV otV LeRPPdvn YOp® amd TV GIovOLALKY GTHAN Kot
TOV £YKEPOAO, 1| OTTOoi0L EVOEYETAL VO EKONAMVETAL WG SOLCKAYiD avyéva, KEQoAoLyia,
TVPETOG, vactnacio oEHUAUDOY 6TO PMG, vavTio 1 £ueTog (UNVIYYiTIdo)

EMeyn M Lelmon TV TENTIKOV VEOIOV OV Tapdyovtal arnd To TayKpeas (eEKpvg
TOYKPEOTIKT OVETAPKELRL), 0T GTO AENTO £VTEPO, KOLMOKAKT (yapoktnpiletor omd
CUUTTMUOTO OTMG GTOUUYIKO GAYOG, S10pPOLa KOl TUUTOVICUOG LETA TNV KATAVAAMGT] TPOPOV
OV TEPLEYOVY YAOLTEVT)

QAEYLLOVT] TOV YOANPOP®OV 0DV

KVNGUOC, POVGKAAEG 6TO dEPLLO, EEPAOVIGIA 1) TANYEG, 17/KaL EAKT) GTO GTOUA 1} GTO
PAevvoyovo g OTNG, 6T0 AU ) GTIV TEPLOYN TOV YEVWNTIK®OV 0pYAveV (GVVIPOUO
Stevens Johnson), evaicOnta KOKKIVA £0YKAUOTO KAT® amd TO dEPLLML, OAROYT] XPDHOTOG
POV

vOGOG KOTA TNV OTTOI0l TO 0VOCOTOUTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TTOV TAPAYOVV
vypacio 6To GO, OTMG ddKpLa Kot cdAlo (cOvdpopo Sjogren)

O axk6rov0eg avemOOuNTES EVEPYELES EY0VV OvaPEPOEL o€ KMvikég peréteg pe To KEYTRUDA
o€ oVVOVaoN0 nE To axitinib 1] to lenvatinib:

oAb ovyvég (umopei va ennpedoovy neprecdTepovs amd 1 atovg 10 avOpamovg)

0VPOAOUADEELS (LENUEVT] GLYVOTNTO OVPNOTG KO TOVOG KOTA TNV AmoBOAR 00pwV)
peimon tov apBpov tov epubporkvtTdpmv

pelmpévn Aettovpyio Tov Bupeogldong adéva

aioOnua Arydtepng meivag

TOVOKEPAAOGC, LeTAPOAT otV aicOnon g yevong cag

VIEPTAOT)

dvonvola, Priyog

dldppota, TOVOG GTO GTOUAYL, VAVTIO, EUETOG, OVCKOIAMOTNTA

depuatikd eEAvOM LN, KVNOUOC

oVog TG ApHpmong, TGVog GTOVE PVES KAl T 0GTA, HVTKOG TOVOG, TOVOL 1 evaicinacia,
TOVOG OTA YEPLXL 1] OTOL TTOSIKL

aioOnua kémwong, acvvnBieT KOTT®o™ 1 advvapio, oidnuo, TVPETOG

avénuéva erimeda Amdong, evog eviOoL mov dtaemd o Mmapd, avEnpuéva emimeda NIOUTIKGOV
evQOpwVv oto aipa, ELEYYXOG VEQPIKNG AEITOVPYIOG (U] PLGLOAOYIKOG

Yoyvéc (pmopel va exnpedosovy £m¢ 1 otovg 10 avlpamovg)

Aotlpwén Tov Tvevpova
UEL®UEVOG aplOUOG AEVKDOV opocPalpimV (0VdeTEPOPILN, AEUPOKVTTAPO, AEVKOKDTTAPO),
ueimon Tov aplBpo TV aoTETOM®Y (10 E0KOAN dNUOVPYIC, LOADTOV 1) TO EDKOAN
opopparyio)
avtidpaon mov oyetiletat pe TV £yXLCT TOV PUPHAKOL

10
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UELOUEVT] EKKPLOT TOV OPUOVAOV TOV TOPEYOVTOL OO T EXVEPPIOLN, VITEPOPUCTIPLOG
Bupeoeldne, eAeypovn Tov Bupeoeldong

LEL®UEVO VATPL0, KAALO 1) aGPECTIO GTO it

TPOPANLLO LLE TOV VTTVO

CéAn, eheypovi] T@V VEDP®VY TTOL TPOKAAEL LOVSLOGHLO, advvapia, popunkiocon | TOVo pe
aioOnon kadoov ota yEPLa Kol TOdL0, EALELYT EVEPYELOG

Enpopbaipia

U1 QLGIOA0YIKOG KAPIOKOC pLOUOG

QOAEYLOVT] TOV TVELLOV®OV

QAEYHLOVT] TOV EVTEPAOV, PAEYLLOVT] GTO TAYKPENS, PAEYLLOVI] TOV GTOUAYOV, ENpocTopio
(QAEYLLOVT TOV NITATOG

KOKKIVO J10YKOUEVO eEAVON U 0PIGUEVES POPEG LUE POVOKAAES, PAEYLLOVT TOV OEPUATOC, ENPO
dépal, depUATIKO TPOPAN A TOV HOTALEL PE KT, TPLYOTTMOT)

ovog TG ApBpmong pe oidnpa

QAEYLOVT| TOV VEQPDV

acBévelo TOTOL Ypimng, piyn

avénuéva emineda apvAdong, evoc evibov mov dtoomd to dpvio, avénuévn xorepvBpivn oto
aipa, avénuéva eninedo oTo aipo TOL NIATIKOD EVIDUOD YVOGTO MG GAKOAKT QOCQOTAGCT,
avénuévo acPécTtio 6To aipa

'Oy ovyvég (umopei va eanpedoovy £og 1 otovg 100 avlpdmovg)

évag avénuévog aplipog AEVKOV apocalpiov (NOctvoeiia)

QAEYHOVT] TNV VTOPLGT oL PBpicketal TN PAon TOL eyKEPGAOV

Sdwafrtng Tomov 1, cvpmepriapfovopévng g dapntikng keto&éwong

U0 KaTdotooT Katd Ty omoio ot uoeg e&acbevoiv kot kovpalovtat EDKOAM, PAEYUOVT GTOV
gYKEQOLO, 1 omoio umopel va ekdNAmBel mg oOyyLGN, TVPETOG, TPOPANLOTA UE TN VAU 1
eMANTTIKES Kpioelg/omacuol (eykepaiitidon)

QAEYHOVT] TV 0QOUAUDV, TOVOS TOL 0PBUALOD, pediordg, KVNoUog 1| epuBpdTnTa,
dvodpeatn evactncio oto MG, TO Vo PAETEL KATO10¢ OTiYUOTO

(QAEYLLOVT] TOV KAPSLOKOV [V, 1] 0TToiol UITOPEL VO TAPOVGLAGTEL WG SVOTVOLM, OVAUIAOG
Kapdlokdc maApde, aiohnua kénwong 1 Tévog oto Bdpaka (LLoKapdITIdA), GLGCMPELOT
VYPOL YOP® OO TNV KapOLd

QAEYLLOVT] TOV QLLOPOP®V arYYEI®V

€\KOG OV OVOTTTUGGETAL GTO BAEVVOYOVO TOL GTOUAXOL GOG 1) GTO AVE UEPOG TOV AETTOV
EVTEPOV GOG

ENpo, KVNGUMOESG OEPUAL, TUKVIY/TTAYLA, OPIGUEVEG POPEG POAOMONG AVATTTLEN TOL dEPHOTOC,
KNAideG dEPLOTOG TTOL £XOVV YAGEL TO YPMUA TOVS, LKPE depuatikd eEoykmpata, 6{ot 1} EAKn,
oAhayn XPOUOTOS TPLYDV

(QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVC TEVOVTEG

YXrdwviec (nmopei va emnpedoovy £0g 1 otovg 1.000 avOpdmTovg)

UEI®PEVT AgtTovpyio TOL Topabdvpeoeldn adéva, 1 omoia puropel vo ekdNA®OEL g poikég
KPAUTEG 1) OTOGUOL, KOTMOT] Kol oduvapic

010N 0L TOL OTTTIKOV VEDPOL TTOL UTTOPEL VL 0ONYNOEL GE UTDAELN OPOUGTC GTOV £VOL 1] KOl GTOVG
dV0 09BoAOVC, TOVO LE TNV Kivon ToV 0QOoAN®OV, 1)/Kot aT®AELD TNG EYXPOUNG OPUOTG
(omTikn| vevpitidn)

07N 6T0 AEMTO EVIEPO

KVNGUOC, POVOKAAES 6TO dépa, EePAovdIGUa 1| TANYES, 1/Kal EAKT 6TO GTOUN 1| GTO
BAevvoydvo g POTNG, 6TO AGLUO 1) GTIV TEPLOYT TOV YEVVNTIKGV 0pYAVeV (TOEIKT| EMOEPLIKN
vekpoAven i 6uvopouo Stevens Johnson)

VOGOG KOTA TNV 0TTOi0l TO AVOGOTOMTIKO GUGTNIA ENLTIOETAL GTOVG AOEVEC TTOV TAPAYOLV
VYpOsic 6TO GO, OTMG ddKPLO Kol GdAL0 (cOVOpopo Sjogren)

QAEYHOVT] TNG 0LPOSGYOV KVGTNG, 1| 0Tola pmopel va ekdnAwBel g cuyvn Kovn enddvuvn
00pNGTN, EXTOKTIKT OVPNOT|, OLUATOVPIN, GAYOC M| TTiEST] OTNV KAT® KOWMOKN Ydpa
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AMLeg avemMOVUNTES EVEPYELES TOV £YOVV OVAPEPOEL PE «UN YVOGTI] GVYVOTNTO» (OEV pTOopPovV

va, ekTiun00vv pe faon ta dwobéopa dedoopsiva)

- g eyn M pelmon TV TETTIKOV VEOUMV OV TapayovTal arnd To TayKpeas (EE0KPIVIG
TOYKPEOTIKT OVETAPKELDRL), KOTAOKAKT (XopakTNpileTol 0md CUUATOUATH OTMG GTOLOYIKO
GAYOC, O14ppolal Kot TOUTAVICHOG LETH TNV KATOVAAMOT) TPOPOV TOV TEPLEYOLY YAOVTEVN)

To e&avOnua eppaviletor mo cuyva 6tav to KEYTRUDA yopnyeital € cuvdvacpo pe enfortumab
vedotin mapd 6tav 10 KEYTRUDA yopnyeitot povo.

Ava@opd avemOOunTmV evepyetdv

Edv mapotnpioete Kamota ovemiBuunTn evEPYELD, EVILEPDOGTE TOV Y1aTPO c0C. AVTO 1oYDEL KOt Yol
Kk@0e mBovn avemBounTn evépyela TOV SeV AVAPEPETAL GTO TAPOV VAL 0ONYIDV Ypriong. Mmopeite
eniong va avoaeépete avemBounteg evépyeteg amevbeiag (PA. AemTopépeieg TapaKaTm). MEcO TNG
avaQopdg avemBOUNToOV evepyeldv pumopeite va fondncete 6T GLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLLAKOL.

EAAGS:

EbBvikog Opyaviopog apudrxmy,

Mecoyeiov 284, GR-15562 Xoiapyodg, AGva,

TnA: +30 21 32040337,

Iotétomog: http://www.eof.gr , http://www Kkitrinikarta.gr

Kbmpoc:

Oapuaxevtikég Yanpeoieg, Yrovpyeio Yyeioc, CY-1475 Agvkwoio,
TnA: +357 22608607, ®a&: + 357 22608669

Iototomog: www.moh.gov.cy/phs

5. IMog va pvridoocete To KEYTRUDA

Mn avorypévo @lorido
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.

No pn ¥pMoLUOTOLEITE AVTO TO PAPLOKO LETE TNV NHEPOLMVIC AENG TTOL AVOPEPETOL GTO KOVTL Kol
oTNV MO UAVOT) TOL ELoAdiov petd to EXP. H nuepounvia AMéng sivor | tedevtaio npépa Tov
VO, TTOL OVOQEPETOL EKEL.

®viraccete o€ Yyoyeio (2 °C — 8 °C).
Mnyv katoyvyeTe.
DuAacoeTe GTO OPYLKO KOVTL Y10 VO TPOGTATEVETOL OO TO PMG.

Metd omd v TpoeTolacio Tov SLoAdUOTOG TPOG £YYLoN

H ymukn ko puoikn otabepdtnto Katd ) xpnon £xet katoaderydel yio émg 42 nuépec otovg 2 °C
€w¢ 8 °C 1 otovg 23 °C émg 27 °C. Amo [ukpoPlodoyikig dmowng, To Tpoidv, apov apoimbetl, Oa
npénel va ypnoiponon el apéoms. To apatmpévo didhvpa dev TPEmel va Katonyvyetot. Eqv dev
ypnopomomel apésme, ol Katd TN ypnor yPovol eOAAENS Kot 01 GLVONKES TPV omd TN YpNoM sivat
gvBvvn Tov YpNoT Kot Bo TPEmEL Kavovikd va unv vepPaivouv Tig 7 nuépeg otovg 2 °C émc 8 °C 1
T1G 12 dpeg o€ Bepuokpocio Sopatiov, EKTOG KL av 1) 0poimon YIVE O ELEYYOUEVES Kol
emKLpOUEVES donmteg ouvOnkec. Eav éxel mponynOel woén, o mpénet vo emtpamnel ta @LoAidia
Ka/f o1 6akol evooPAEPLag yoprynong va. £épbovv o Bepuokpacio dwuatiov TP T ¥PHON.

Mn @UAGGGETE OTOLOSNTOTE AYPTCLLOTOINTO UEPOG TOV SIHAVUATOC £YYVONG Y10 ETOUEVT XPNOT).
Ka0e aypnoiponointo edpuoko 1 VdAEUILO TPETEL VO AITOPPITTETOL COUPOVE, LUE TIC KATEH TOTOVG
oY VOVCEG GYETIKEG dtaTdEels.
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6. Mepreydpeva TG GVOKEVOGING KO AOWTEG TANPOPOPIES

T wepréyer to KEYTRUDA
H époaotikn oveia eivarl n wepmpoirlovpdipmn.

"Eva gaAido tov 4 ml mepiéyet 100 mg mepmpoiilovpdpmne.
Ka0e ml mokvov dtohdpatog mepiéyet 25 mg teumpoALOVUAUTNG.

Ta dAAa cvotatikd givar n L-1o11divn, 1 L-1iot1divn vdpoyrmpikr| povoddpikn, n cakyapoln, to
moAvcopPikd 80 Kot To VWP Yo EVECIL.

Epg@évion tov KEYTRUDA kot epley0peva. TG 6VOKELAGLOG

To KEYTRUDA eivai éva d1007E¢g €m¢ ehappdg 1pdilov, aypouo £0c EAappas Kitpvo S1GAVUA, LE
pH 5,2 -5.8.

Eivan 6100¢0110 6 KOUTIA TOL TTEPLEYOVY £va 1] VO YVAAMVA PLOAIdLA.

Mmropei va, pnv KuKAOQOpoUV OLEG 0L GUGKEVAGIES.

Karoyog "Adsrog Kvkhogpopiag HopookgvacTiig
Merck Sharp & Dohme B.V. Organon Heist bv
Waarderweg 39 Industriepark 30
2031 BN Haarlem 2220 Heist-op-den-Berg
OMavdia Bélyo
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
OMavdia

IMo omoadnmote TANPOPOPIO. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOidV, TapaukaieicOs va
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. +370 5 2780 247
dpoc_belux@msd.com dpoc_lithuania@msd.com
bbarapus Luxembourg/Luxemburg
Mepxk Illapn u Joym bearapus EOO/L MSD Belgium

Ten.: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@msd.com dpoc_belux@msd.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.

Tel: +420 277 050 000 Tel.: +36 1 888 5300
dpoc_czechslovak@msd.com hungary msd@msd.com
Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited
TIf.: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@msd.com dpoccyprus@msd.com
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Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: +372 614 4200
dpoc.estonia@msd.com

E\rada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espaifia, S.A.
Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: + 33 (0) 1 804640 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: + 38516611 333
dpoc.croatia@msd.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: +800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvnpog
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)

dpoccyprus@msd.com
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Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 32 20 73 00
medinfo.norway@msd.com

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@msd.com

Polska

MSD Polska Sp. z o.0.
Tel: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com

Romainia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@msd.com
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Latvija
SIA Merck Sharp & Dohme Latvija

Tel.: +371 67025300
dpoc.latvia@msd.com

To mapév @vAro 00N LAV YpfioNS avademp1Onke Yo TeELevTaia Popd Tov Nosufpro 2025

Addeg TNYEG TANPOPOPLOV

Agntopepeic TANPoeopieg Yo T0 pAPLOKO avTod eivarl S1aBéciieg 6To SIKTLOKS TOTO TOV
Evponaikod Opyavicpov Gapudkov: https://www.ema.europa.eu.
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O TAnpo@opisg Tov aKkorovdovv amresvdivovTal povoy o€ erayyeApoTiES VYELOG:

IIpoetoipacia kot yoprynon g £yyvong

Mnv avokiveite 1o QroAidto.

Aopnote 0 eLodidio va 1coppomnoel o€ Beppokpacio dwpatiov (otovg 25 °C N yauniotepn).
IIpwv v apainomn, o eraridio pe to vypd pmopel va peivel ektdg yoyeiov (o€ Beppokpacieg
25 °C 1 yapnAdtepeg) Yo £m¢ 24 dpeg.

Ta PopUAKELTIKA TPOIOVTO TOPEVIEPIKNG XPTIONG O TPEMEL VoL EAEYYOVTOL OTTTIKA Y10
COUATIOW KOl Y10 OTOYPOUHOTIGHO TPV T xopnynon. To mukvo ddAvpa givor Eva dtanyég £mg
elappmg 1p1dilov, dypmuo £ng ehappac KiTptvo dtdAvpa. AToppiyte T0 PLOAIOL0 GV
mapaTnPeNOovV OTTIKA GOUATIOW.

AdPete Tov amartovuevo dyko £mg 4 ml (100 mg) Tov ToKVoD SLHAVUOTOG KOl LETOPEPETE TOV
€VTOG £VOC 0aKOV EVEOPAEPLAG YOPTYNOTG TOL TTEPLEXEL YAWPLovY0 vatpro 9 mg/ml (0,9 %) 7
yAvkoln 50 mg/ml (5 %), doTe Vo TAPUCKELAGTEL EVOL APUIOUEVO dTOAVUO e TEAIKT
oLYKEVTPp®GOT] €0povg amd 1 émg 10 mg/ml. Kabe proridio mepiéyet pa mepicoeia tov 0,25 ml
(ovvohikod mepieydpevo ava elariowo 4,25 ml) mote va eEacpariotel | avdktnon twv 4 ml tov
TUKVOV OLOADOTOG. AVAULYVOETE TO OPOLOUEVO SIAAVLLO LE TTLOL AVAGTPOPT).

H ynpua ko puoikn otabepotnta katd T Xpnomn £xel katadery el yio £wg kot 42 nuépeg
otoug 2 °C €wg 8 °C 1 otoug 23 °C €wg 27 °C. Amd pukpofloloyikig dmoyng, 1o Tpoidv, apov
aparwbei, Bo Tpémel va ypnoomomOei apécmc. To apatwpévo didAvpa dev Tpémetl va
Kkatoyvyetol. Edv dev ypnoyomomOei apéowms, ol katd tn ypnon xpovor eOANENG Kot O
ouvOnKeg TPy and T ypnomn sivar evddvn Tov ¥pNoT Kot Bo TPETEL KAVOVIKA VO, Unv
vrepPaivovv Tig 7 nuépeg otovg 2 °C €wg 8 °C, N t1¢ 12 dpec o€ Beppokpacio dmpatiov,
€KTOG €0V M pOimOT EYIVE GE EAEYYOLEVEG KO EMKVPMUEVEG Gonmtec cuvOnkes. Edv éyet
mponynOei yoén, Oa wpénel va emttponel To Qrodidio Koy ot cdkotl EvooeAEPLag YopnyNong
va €épBouvv Tponyovuévag oe Beprokpacia dopatiov mpy ™ yxpnon. Hudroeovn £wg Asvkd
TPOTEIVIKA copoTiown propet vo mapatnpnbodv 6to apatmpévo dtdivpo. Xopnynote
evoopAePimg to drhvpa £yyvong o€ 30 AemTd, YPNOYOTOIOVTOS Eva EV-GElpa (in-line) 1
emnpocOeto (add-on) oteipo, PN TupeToYdHVO, YOUNANAG TPOTEIVIKNG 6VVdEoNC, PIATPO
peyéovg mopov 0,2 ¢ 5 um.

Mn cuyyopnyeite GALO QOPUOKEVTIKA TPOIOVTO LEGM TNG 1010 YPOUUUNG EYYLONC.

To KEYTRUDA egivai povov yio epdmnaé ypnon. AToppiyte 0mol0dNToTE Un|
YPNOUOTONUEVO TTPOTOV OV £XEL TOPAUEIVEL GTO PLOALIDL0.

Ka0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEWUO TPETEL VO, ATOPPITTETOL COUPOVO LE TIG
KOTO TOTOLG 1GYVOVGEC GYETIKES SLOTAEELG.
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@VYAro ooV ypiong: IIAnpoeopics yia Tov ac0evi)
KEYTRUDA 395 mg gvéoipo dvaiopa

KEYTRUDA 790 mg gvéoipo dvaiopa
nepmpollovudunn (pembrolizumab)

AP aoTE TPOGEKTIKA OLOKANPO TO QVALO 00N YLDV YP1ONS TPLY 60 000€l 0VTO TO PAPROKO,
o0ty TeprhapPavel onpuavTikég TANPOPOPIES Y0 GO,

Durd&te avTo TO EOALO 0dNYIDV Yprone. Towg xpelaotel va to dofdacete Eavda.

Eivar onuavtikd va puraéete v kapta poli cog Katd ) ddpkela g Oepaneiog.

Edv éxete mepartépo amopieg, poTNOTE TOV Y10TPO GOG.

Edv mapatnpnoete kamowo avemBOuntn evépyelo, EVLEPDOTE TOV Y10TPO GOG. AVTO 1GYVEL
Kol ylo kGOe mBav) avemiBounTn evEPYELD TOV JEV AVAPEPETAL GTO TAPOV PVAAO 0NYIDV
ypnonc. BAéme mapdypago 4.

T Tepréyer 1o Tapév AL 00N IOV

SNk =

1.

T etvar to KEYTRUDA xou ota givot ) xpiomn tov

T mpénet va yvopilete mpwv oag 600ei to KEYTRUDA
Ilog cag yopnyeitar to KEYTRUDA evéowpo didAvpa
[MBavéc avemBounteg evépyeleg

[og va pvrdcoete to KEYTRUDA

[Tepreydueva tng cLoKEVOGING Kol AOUTES TANPOPOPIES

T eivor o KEYTRUDA ko o givan 1 yp1jo1n Tov

To KEYTRUDA zepiéyet T 0pacTiki] ovcio TEUTPOALOVUAUTN, 1] OTtoia Elval £V LOVOKA®VIKO
avticopa. To KEYTRUDA dpoa fonfdvtag To 0vosomonTikd 6og GOGTNUE VO KOTOTOAEUNGEL TOV
KapKivo cag.

To KEYTRUDA ypnowonoteiton og evijlikeg yia ) Bepomeio:

€vOG¢ €100VE KOPKIVOL TOL SEPLOTOC TOV OVOUALETOL LEAGVID LA
€vOG¢ €100VE KAPKIVOL TOL TVEDUOVO TOV OVOUALETOL U1 UIKPOKVTTOPIKOG KOPKIVOG TOV TVEDLLOVA
€vog €idovg kapkivov mov ovopdaletal kakombeg pecobniiopa vrelwrkodte (MPM) to omoio
ennpedlel MV eMEVOLOT TOV TVELUOVOV Kot TOL B®POKIKoD TOYMUATOG
evog €idovg kapkivov mov ovopdaletar kKhaowo Aépupopa Hodgkin
evog €idovg kapkivov mov ovopdletal KapKivog TG 0vpodoyov KVGTNG (KAPKIVOLLO TOV
ovpobniiov)
€vOG €100VE KOPKIVOL TNG KEPAANG KOl TOL TPAYNAOL TOV OVOUALETOL KOUPKIVOUO KEPOANG KO
TPOYAAOL At TAOKMIN KOTTOPO
€vog €1d0Vg KapKivov Tov VEQPOL oV ovopdleTal KapKivod TV veppdv
evog €idovg kapkivov mov mpocdopiletat 6Tt el LYNAN Hikpodopveopikh actdeia (MSI-H) 1
avemdpkelo emdOpbmong ataiplactov (evymv Bdoswv (AMMR) oto mayd éviepo 1 oto opbo
(ovopaletar opBokoiikdg kapkivog), otnv uiTpo (ovopdletol KapKivog Tov EVOoUNTPion), oTov
otopayo (ovopaletal yaoTpikog Kopkivog), 6To Aemtd éviepo (ovoudletal Kapkivog Tov AETTOD
EVTEPOV), 1 TOL YOANPOPOV TOPOV 1 TNG XOANIOYOVL KOGTNG (ovoudleTon Kapkivog Tmv
YOANPOP®V 0dDV)
evog €idovg Kapkivov mov ovopdletol KopKivapo ToL 01G0QAYoV
€vog €1d00Vg KapKivov TOL HaoTO) TOL OVORALETAL TPITAG-OPVNTIKOG KOPKIVOG TOV LOGTOV
€v0G €100V¢ KAPKIVOL TNG UNTPOG TOL OVOUALETOL KOPKIVOLLO TOL EVOOUNTPIOD
€v0G €id0V¢ KapKivov oV ovopaleTal KOPKIvog TOL TPAYAOD TNG UATPOC
€v0G €100VE KAPKIVOL TOL GTOUMYOV TOV OVOUALETOL OOEVOKAPKIVIOUN GTOUMYOV 1)
YOG TPOOICOPAYIKNG CLUPBOANG
€v0g €100Vg KAPKIVOL TOV YOANPOPOL TOPOL 1 TNG XOANOOYOV KVGTNG TOL OVOUALETL
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KapKivoua yoAnedpwv 0dmv

Ot acBeveic Aappdvouv 1o KEYTRUDA 6tav o kapkivog toug £xet eEomimbei 1 0tov dev pmopet va
apoipebel pe yeypovpyikn| enéuPocm.

Ot acBeveic Aappdvovv 1o KEYTRUDA, agpov vroBAnBodv oe yelpovpyiky| enépfacn apaipeong
TOV HEAQVAUOTOC, TOV LN KPOKVTTAPIKOD KOPKIVOL TOL TVEDLOVE 1] TOV KAPKIVADUOTOS TOV
VEQPPOV, DOTE VO OTOTPEYOLV TNV EMOVEUPAVION TOL KaPKivow Tovg (mkovpikr| Oepameia).

Ot acBeveic Aappdavouv 1o KEYTRUDA mpiv v yetpovpyikn enéppoct (VEOETIKOVPIKY oy@yn)
®oTte vo, BepamelcovV TOV U UIKPOKLTTOPIKO KOPKIVO TOL TVELUOVA, TOV TPITAG-apVNTIKO KOPKivo
TOV HOGTOV 1] TO KAPKIVOLO KEQUANG KOl TPAYNAOL 0t TAAKMIN KOTTOPW, Kot ETEITa cuveyiLovv
v Ayn KEYTRUDA petd v yewpovpyikn) enéppaon (ETKovpikn aymyr|) OCTE v 0noTpEYouV
TNV EMAVEUPAVIOT) TOV KOPKIVOL TOVG,.

To KEYTRUDA pnopei va 800gi 6g Guvovoouod e GAAL OVTIKAPKIVIKA QAPHOKO LE 1] XOPIg
axtivoBepamneio. Etvar onpavtiko va dwofdcete emiong ta ¢OAAA 0dNYIHOV XpHONG TV GAA®DY QVTOV
ooapudkev. Eqv éxete omolecdnmoTe EPOTNGELG CYETIKA LE AVTA TO PAPLLOKIL, POTNGTE TOV YLOTPO
o0G.

2. Tvrpéner va yvopilete nprv oog 600¢ei To KEYTRUDA

Agv Ba mpémer va oag 600ei 1o KEYTRUDA

- o¢ mepintwon aAlepyiog oTnV TEUTPOMLOVUALUTN 1) GE OTOLOONTOTE AALO OO TO. GLGTAUTIKA
OVTOV TOV PAPUAKOL (avapEPOVTOL TNV Topdypapo 6, «Ilepieydueva TG CLGKEVAGING KoL
howmég mAnpoeopiec»). AmevBuvleite otov yloTpd cog edv dev giote olyovpot.

IIpogdomou|oels Ko TPOPVAAEELG
AmevBuveite otov yiatpd 1 Tov vosokopo cag mptv AdPete to KEYTRUDA.

IIpw mépete 10 KEYTRUDA, evipepmote tov yiatpd cog 0v:

- EYETE UI0L AVTOAVOOT] VOGO (LU0l KOTAGTAOT OOV TO GMUN EMLTIOETAL GTA S1KE TOV KOTTOPA)

- éxete Tvevpovia | GAEYLOVI GTOVG TVEVLOVEG GaG (T0V OVOrAleTal TVELLOVITION)

- elyate AaPet Tponyovpévag ipilimumab, £va GAAo appako yio tn Oepameio Tov
LEAQVOLATOG, KOl ELPAVICATE GOPOPES aveEmBOUNTEG EVEPYELEG AGY® OLTOV TOV PAPUAKOV

- elyate pa addepyikn avtidpacn oe dALeC Oepameieg e LOVOKAMVIKE OVTIGMULOTOL

- &xete M eiyote ypovia 0yevh Aoipmén Tov Hratog, cuureptiappavouévng g nrotitidag B
(HBV) 1 ¢ nratitidoag C (HCV)

- éxete Aolpwén and Tov 10 g avosoavendpkelag Tov avBpmmov (HIV) 1 10 chvdpopo tng
enikTNING avocoavemdpkelos (AIDS)

- éxete NroTKn PAGPN

- &xete veppikn PAAPN

- éxete vmoPAnbei oe peTapdGYELOT GLUTOYOVS OPYAVOL 1| O PETAUOGYEVCT] LVEAOD TOV OGTAOV
(apyéyovo kbTTOPO) GTNV OmOin YPNCIoTOMONKAY apyEyova KOTTAPa, and 30T (AAAOYEVIG)

To KEYTRUDA pa 6to avocomontikd cag ovotnie. Mropel va Tpokahésel AEYLOVY GE LEPT
oV 6OUaToG 6ac. O Kivouvog Gag Yo avTEG TIG avemBounTeg evépyeleg umopel va etvar vYNAOTEPOG
€4v oM éyete pa awtodvoon voco (Uia KaTdoToon 0ToL To O, ETLTifETOL 6TO 1310 TOV TOL
KkotTopa). Eniong umopel va eppavilete ouyvég £GpcELS TNS BLTOAVOGNS VOGO GOG, TOL GTNV
TAELOVOTNTA TOV TEPIMTOCEWDV VO EIVOL NTLEC.

Orav ndpete to KEYTRUDA, pmopet va £xete opiopéves cofapéc avembounteg evépyetec. Ot
avemBuUNTEG OVTEG EVEPYELEG, UTOPEL OPIGUEVEG POPEG VAL YIVOUV amEIANTIKES Y10 T (N Kot propel
Vo 001 YNG0VY 670 0AvaTo. AVTEC 01 AVETIBVUNTEG EVEPYELEG UITOPEL VO ELPAVIGTOVY OTOLAONTTOTE
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OTIYUN KOTA TN O1dpKeta TG Bepameiag 1 akoun Kot Petd To TEA0C TG Bepaneiog coc. Mrmopel va
EUPAVICETE TEPIGGATEPES OO Uio OVETIBOUNTEG EVEPYELEG TAVTOYPOVAL.

Edv éyete omowadnmote amnd T1g akOA0VOEG KOTAOTACELS, KOAEDTE 1 Ogite apécwmg Tov yaTpd cag. O
YWTPOG GO UTOPEL VO GOG ODGEL AAAL PAPLLOAKE, Y10 VO EUTOSICEL TV EUPAVIOT] TO coPapmv
EMITAOKOV KO Y10 VO LEIDGEL TOL GUUTTOMOTA G0G. O Y1oTpO¢ 60C UTOPEl va SIKOWEL TNV ETOLEVT
d6om tov KEYTRUDA 1 va 6ag stapatost ) Bepaneio pe to KEYTRUDA.

QAEYLOVT] TOV TVELHOVOV, 1| omtoio uropel va meptlapfavel dvorvola, Tévo oto Bmpoka 1
Prixe

QAEYLLOVT TOV EVTEPMV, 1 OTTOL0 UTTOPEL Vo TEPILOUPAVEL O1GpPOLa 1] TEPIGGOTEPEC KIVIGELC
TOV gVTEPOL 0md OTL GVVHOWC, Ladpa, o LOPEN TGOS, KOAAMDIN KOTPOVA 1) KOTPOVOL [LE OlipLal
N PAévva, coPapog mOvog 610 oToudyt | evanctnaio, vootia, £UeTog

QAEYLOVT] TOV NTATOG, 1 omoio uwopel va meptiapPavet vootia 1 £ueto, aicOnuo Arydtepng
neivag, Tovo ot 0g£10 TAELPE TOV GTOWAYOV, KITPIVIGH TOV OEPUATOC 1| TOL AEVKOD TV
0POoAU®Y, CKOLPOYPOLA 0VPA 1] ALLOPPAYIO 1) LOADTESG O EDKOAN OO TO PLGLOAOYIKO
QAEYLLOVT TV VEQPP®OV, 1| 0Tt0i0 pmopet vo, mepthapPdvel petaforés otny mocdTTA 1| GTO
YPOUO TOV 0VPOV GOG

QAEYHLOVT] TOV OPUOVIK®OV adEVaV (101aitepa Tov Bupeoeldong, TG LVTOPLGNG Kot TOV
EMVEQPPOiV), 1 omoio umopel va Teprtiapfaver Tayd kapdlokd Tapd, andieio, fApovg,
avénuévn epidpwon, adénon copatikod Bapovg, TpLyoOTTMoT, aicinen yoypov,
dvokotmotnta, Babvtepn pmvn, mévol oTovg noeg, {dAn 1 Mmobupia, movoképaiot mov dev Oa
VIOY®PNCOLV 1] AGVVIOIGTOG TOVOKEPAAOG

dwafrtng Tomov 1, cvpumepiiapfovouévng e dofntikng keto&éwong (0&Ea 6To aipa oV
Tapdyovtal oo Tov daPnTn), CoUTTOUATE PTopel va TepthapuBavouy aicOnua peyaivtepng
netvag M dtyag amd 6Tl cuVNB®G, AVAYKN Y10 TO GLYVY OVPNOT N ATMAEL BApovg, aicOnua
Kovpaong N adtbeciag, TOVO 6To GTOUAYL, YPYoPn Kot fabdeld avamvor|, cOyyvon,
acvvnOietn vavniia, pio YAUKIG popmold 6TV avamvon 6ag, o YAVKIA 1] LETOAALKT YEOON
GTO GTOUO GOG, 1] Lo S1POPETIKT OGUN GTA 0VPA 1} GTOV WOPADTO GOG

QAEYHOVY 6TO HdTI0, 1) oToio popel va meptiapfavel HETOBOAEC GTNV OpaoT

QAEYLOVT] GTOVG UDEG, 1 OO0 UTTOPEL VO TEPILOUPAVEL LDTKO TOVO 1) adVvVapia

QAEYLOVT] TOV KAPSLOKOD [V, 1) 0Toio Umopel va TeptAapPivel SO6TVOL, OVOUAAO KOPILOKO
oApo, aictnpa kénwong 1 tdévo oto Bmpaka (Hvokapditida)

(QAEYLOVT] GTO TAYKPENS, 1] 0TTOi0 UTOPEl Vo TEPIAAUPAVEL TOVO GTNV KOWALE, VOuTio Kot EUETO
QAEYLOVT TOV OEPUOTOC, 1) OTtoi0, pwopel va mepthapfavet eEGvOnua, kKvnoud, OVCKAAES GTO
dépua, Eeprovdiopa 1 TANYES, 1)/Kot €Ak 6To 6TOUA 1 6TO0 PAEVVOYOVO TG LOTNG, GTO ACLULO
1 OTNV TEPLOYN] TOV YEVVITIKADOV OPYEV®V

oxeTI{OUEVT] LLE TO BVOGOTOLNTIKO SLOTOPOYT) TOV UITOPEL VAL EMNPEAGEL TOLG TVEVUOVEC, TO
dépua, To pLatia /Kot Tovg AEUPadEVES (GapKOEIdMOT))

(QAEYLLOVY] TOV EYKEQAAOVL, 1] om0l popel va mepthapPdvel ohyyvon, Tupeto, TPOoPA LT LE
TN VAN 1 ETANTTIKEG Kpioelg/onacpol (eykepaitidon)

7TOVOG, LOVJIOGLO, LupunKioon 1 advuvapio ota xépla 1 ota wOd10, TPOPARUATO HE TNV
0VPOdOY0 KOGTN 1| LE TO £VIEPO GLUTEPIAAUPOVOUEVIS TG AVEYKNG Y10 TTLO GLYVE OVPNOT),
NG OKPATELNG 0VPMV, TG OVGKOAMOG GTNV 0VPNGT KO TG SVGKOIALOTNTAG (LVEAITION)
(QAEYLOVT KOl ODAEG GTOVG YOANPOPOVG TTOPOLG, O1 OT01EC Umopel va TtepthapuPdvovy Tovo otV
bvo de&ld TAevpd ToL GTOUAYOL, OION O TOV HTTATOG 1] TOV GTANVOS, KOTWGT), KVIGUAG 1)
KITPIVIGHLOL TOV OEPUATOC 1] TOV AELKOD T®V OPBUALMY (GKANPLVTIKY YOAOYYEUTION)
(QAEYLOVT] TOV GTOUAYOV (YaoTpiTidn)

Helopévn Agttovpyio Tov Tapabvpeoeldn adéva, | omoia pwopel va TepAapPavel Loikég
KPAUTEC 1| OTAGLOVG, KOTWOoN Kot advvapio (VTomapabupeoedioog)

QAEYHOV TNG LEUPPavTG OV TTEPPAALEL TV KOPOLE, TOL PTopel va, TEPIAAUPAVEL TOVO GTO
Ompoxka, dvomvolo 1 aicOnpa kKéTwong (Tepikapditioa)

avTIOPAGELS KOTA TNV £y)YVOT|, 01 0Toieg propei vo teptloppdvovy dSuemvola, Kvnopo 1
e&avonua, LoAn 1 Topetd
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Emnhokéc, cvpmepriapfavopévig tng vosov avtidopacis ToV HOGYEDNOTOS EVOVTL TOV SEVIOT]
(GVHD) o€ avOpamovg mov £xovv vrofin0el o€ petapndcycvon pverod TV 06TOV (apyEyovo
KUTTOPO) 6TV 070l Ypnoipomotjdnkay apyéyova KOVTTapa amd 00ty (aAloyevi|c). AvTéG Ot
emmlokég umopel va glvan coPapég kot pmopet vo odnyncovy 6to Bdvato. Mropel va eupavictody
gbv eiyoate vroPAndet oto TaPeABSV GE aVTO TO €100G TNG HETANOGYEVONG 1 GV LITOPANBEiTE GTO
péALov. O yiatpdg cag Bo oo¢ TapakoAovOel Yo onpeio Kol GUUTTMOIATO, TO 0ol Lopel va.
nepthappavouv deppotikd eEavinpa, Agypovi oto Nrap, TOVO TNV KOWALd 1} dtéppota.

Moword kon £pnpor

Mn odoete to KEYTRUDA gvéoipo didAvpo og mondid nikiog pikpotepns tov 18 etmv. AAAeg
HOPPEG ALTOV TOV PAPUAKOL UTOopEl va elval TEPIOGOTEPO KATAAANAEG V1o Tandid. Pwthote Tov
Y10TPO 1 TOV PUPLLOKOTOLO GG,

Adlha @éppoxa kor KEYTRUDA

Evnuepdote tov yatpd cog

- Edv maipvete aAlo @dppoKo mov PTopel va KAVOUV TO (VOGOTOINTIKO GOG GUGTNLO TTLO

0dVVOLO.

- TTopadetypoto ovtdv pmopel va, TePIAaUBEvouY To KOPTIKOGTEPOELDN OTWE M
TpedvILoVN.

- Avtd To pdppoka propei va ennpedcovy ) dpacn tov KEYTRUDA.

- Qotdc0 poic Aapete ) Oegpaneio tov KEYTRUDA, o yuotpdg cog umopet va, Gog
dMGEL KOPTIKOOTEPOELDN Y10l VO LELMGEL TIG AVETIBOUNTEG EVEPYELEG TTOL UTTOPEL VoL EXETE
pe to KEYTRUDA.

- Ta kopTiKocTEPOEWN Uopel emiong va cag 600ovv wpv AaPete 1o KEYTRUDA oe
ouvdvaoud pe ynuetobepomeiol, yio T TPOANYN KOUT OVTILETOTICT TS VOUTIOG, TOV
£UETOV KOl AAAWDV AVETIHOUNTOV EVEPYELDY OV TPOKAAOVVTAL A0 T YN He0Depameia.

- Edv maipvete, €xete mpdoeaTo TAPEL 1] LWTOPEL VO TAPETE GALN PAPLLOKCL.

Kinon

- Aev péner va ypnoponomoete 1o KEYTRUDA edv eiote éykvog ektd¢ €6V 0 Y10TpOG GO,
GOG TO GLOTNGEL GLYKEKPIUEVOL.

- Edv giote éykvog, vouilete 6t pmopel va giote £YK0oc 1| oYedALETE VO, OMOKTNOETE TTdi,
EVIUEPDOTE TOV Y1ATPO GOC.

- To KEYTRUDA pmnopet va npokaiécet BAGPN 1 o Bdvato oto ayévvnto pmpd cog.

- Edv giote yovaika oe avomopoymyikn nikio, TPETEL Vo YPNCUYLOTO|CETE EMAPKT)
avTIGVAAN YT Yo 660 ddotnua AauPavete ) Oepaneio tov KEYTRUDA kot yio TovAdyietov
4 unqveg petd tnv terevtoio 066M cag.

Oniaopdg

- Edv OnAdlete, evnuepoote Tov ylotpd 6og.

- Mnyv Onralete yua 6c0 ddotnua naipvere to KEYTRUDA.

- Agyv givanl yvoot6 bv to KEYTRUDA zmepvd 6to untpukd yoro.

Oonynon ko yEPGPOS PNy avRdTOV

To KEYTRUDA é£yet pikpn enidopacn otnv ikavotnta 6o¢ vo, odnyeite 1 va yeipileste unyovnuata.
To aiobnua {adAng, kOmwong 1 advvapiog etvar mbavég avemBounteg evépyetec tov KEYTRUDA.
Mnv odnyeite 1 yepileote pnyoavipata apob cag d0bel to KEYTRUDA, ektoc edv giote ciyovpor
0T1 auc0dveote KOAA.

To KEYTRUDA gvéoipo dtdivpa tepiéyel morvoopfiko 80

AVT106 TO POpRaKEVTIKO TPOidV TTepLEyel 0,2 mg morvcopPikov 80 oe kdbe ml draddpatog. Ta
TOAVGOPPIKa pumopel va Tpokarécovy aAAepYIKES avTdpdoslc. Evnuepmote tov yiatpd cog edv
€xete YVOOTEC oAAepYieC.
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To KEYTRUDA gvécipo d1divpa Tepiéyel vaTplo
To @dppako avtd mepiéyet Aydtepo amd 1 mmol vatpiov (23 mg) ava d6omn, eivat ovtd oL
ovopdlovpe «erebBepo vatpiovy.

3. Hag oag yopnyeitor to KEYTRUDA gvéoipo draiopa

To KEYTRUDA 00 cag 600t vtd tnv gpovtida evog yiatpo e gunelpio otn Bepaneio Tov

Kapkivov.

- H ocvvietdpevn d6om tov KEYTRUDA o¢ eviilkeg givon gite

o 395 mg kdéBe 3 efoopadeg M,
o 790 mg kéBe 6 efooudde.

- O yatpog oag, Ba cog dmoet to KEYTRUDA g éveon kdto amd 1o dépua (umoddpila) otnv
EPLOYN NG KOS (Kothlakh xdpa) 1 Tov punpov. H dwadikacio dwapkel 1-2 Aemtd.

- O y10TpOG 1 0 VOGOKONOG 6ag Ba YopnyRoovy e onueio mov dev Elval TPAVUOTIGUEVO,
ePEOIGUEVO, HEAOVIOCIEVO, E OVAEG, POMOMTO N e KOKKIVEG KNAdeG kal Oa emAEYoLY VEQ
0¢om yuo kKaBe Eveon.

- O y1atpocg oag umopei va aAlGEetl Tov Tpomo yopnynong g Bepaneiog oag, and o
KEYTRUDA g éveon kdto and 1o dépua coc oe KEYTRUDA g éyyvon ot eAépa coc.

- O yotpog oag Ba anopacicel moceg Oepaneieg Oa yperaoTeite.

Eav yaoete o ovvedpia yro ™ Ayn tov KEYTRUDA
- KoAéote apéome Tov Y1Tpo GOg Y10 VO, ETAVOTPOYPUUUATIGETE TN cLUVESPIN GOG.
- Eivo moAd onpoavtikd va pnv mopoaieiyete kdmotlo 001 0LTOD TOV QUPIAKOL.

Eav otapoatioete va happavere to KEYTRUDA
H dwokom g Bepamneiog cog pmopel vo GTAOTAGEL TNV EXIOPACT) TOV QOPUAKOL. M1V GTOUOTCETE
) Bepameia pe 1o KEYTRUDA, ext0g kot av To £xe1€ GLINTNOEL PE TOV Y10TPO GOG.

Edv éyete neprocdtepeg epOTNOELS GYETIKG e TN Oepoameio Gog, pOTNOTE TOV YLOTPO GOC.

Képra ao0evoig

Oo. Bpeite emiong awTéG TIG TANPOYOPiEg otV KapTa 0.60EVOVG OV Gag £YEl 000<l amd ToV YiaTpd
cag. Eivar onpoavticd vo guAdEeTe auTh TV KAPTO KoL VO TNV TOPOVCIAGETE GTOV GOVIPOPO GOG 1
o€ 660G oag epovtilovv.

4. MBavég avemBOunTeg evépysreg

Onwg dha To eApUOK, ETCL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 6gv Topovctdlovtal 6€ OAOVG TOVG AvOPMTOVC.

Orav napete 10 KEYTRUDA, pmopel va éxete opiopéveg cofapég avembounteg evépyeieg. Agite
™V Topdypopo 2.

Tomikéc avtdpdoelg ot 0om g éveong éxovv avaeepbel dtav 1o KEYTRUDA yopnyeitol o
éveon Kato and 1o dépua. H ovuyvotnta tov tomikedv avidpdoemv oty Béomn g éveong ivat

ovyvn (umopel va ernpedoovy £oc 1 otovg 10 avBpdmovg).

Ot avemBountec evépyeieg mov mapatnpovvtol e 10 KEYTRUDA otav yopnysiton wg £yyvon ot
oAéPa cag pmopet va gppaviotovy kot pe o KEYTRUDA g éveon kdto amd to dEppa.
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Or axo6rov0eg avemBOuNTES evépyareg £xovv avapepOsei pe To KEYTRUDA dtav yopnysitor og
&yyvon oty PAEPa cag povo:

oAb ovyvég (nmopei va exnpedoovy teprocéTepovg amd 1 otovg 10 avlpaomovg)

peiwon Tov aplfpod twv epubpoxvtTdpnv

UELOUEVT] OpacTNPLOTNTO TOL BUPE0EIB0VC

aioOnua Arydtepng meivag

TOVOKEPUAOG

dvonvola, Priyoc

dudppota, TOVOG GTO GTOUAYL, VAVTIN, EUETOG, OVCKOIAMOTNTA
KVNGopOG, deppotikd eEavonua

TOVOC GTOVG UDEG KOl GTO, 00TA, TOVOC ApHpmong

aiocOnua kémwong, acvvHtioT) KOTOGN N advvapia, oidNua, TVPETOHS

Yoyvég (umopei va ennpedoovy £m¢ 1 otovg 10 avlpomovg)

Aotlpwén Tov Tvevpova

ueimon Tov aplBpo TV aoTeTaMmVY (10 E0KOAN dNUIOVPYIC LOADTOV 1) TO EDKOAN
apoppayia), peimon Tov aptdpod TV AEVKOKLTTAP®V (0VIETEPOPILN, AEUPOKHTTAPO)
avTIOPACELS TOV GYETICOVTAL [IE TNV YOPNYNOT TOL POAPUAKOV

vrepdpacTiplog Bupeoetdng, EEaym

UELMUEVO VATPL0, KAALO | aGPECTIO GTO Qi

TPOPANLLO LLE TOV DTTVO

CaAn, eAeYHOVY] TOV VELP®V TTOL TPOKOAEL LOVAGHA, advvapio, popunkicon 1 TOVo Le
aioOnon kavoov Gt xEpLa Kot Todto, EAAENYT eVEPYELNG, LETOPOAN otV aicbnon g yevong
o0g

Enpopbaipia

U1 PLGIOAOYIKOG KAPILOKOC pLOUOG

VIEPTOAOT)

(QAEYLLOVT] TOV TVELHOVOV

QAEYLOVT] TV EVTEPOV, ENpocTopic

(QAEYLLOVT TOV NTOATOG

KOKKIVO O10YKOUEVO eEAVON LA OPIGUEVES POPES LLE POVCKAAES, PAEYLLOVY] TOV OEPUATOC,
KNALdEG dEPHOTOG TTOL £XOVV YAGEL TO YPMUA TOVS, ENPO, KVIOUMDIES OEPLLML, TPLYOTTMON,
OEPLOTIKO TPOPAN LA TTOV HOLALEL [UE QKUY

poikdg movog, Tovol ) evasOnacio, TOvVog ota ¥Epla N oTo TOdLL, TOHVOG TNG ApOBpwONG e
oidnua

acBévelo TOTOL Ypinng, piyn

avénuéva eninedo NIOTIKGOV EVEOU®Y 6TO aipa, avENIEVO aGPESTIO GTO aijLa, EAEYYXOC
VEQPIKNG Agttovpyiag U PUGLOAOYIKOG

Oy ovyvég (umopel va emnpeacovy £mg 1 atovg 100 avlpdmovg)

UEMUEVOG aplOUOG AEVKOV apocpalpiov (AevkokhTTopa), PAEYLOVOINC avTidpacT KaTd TV
apometaAinv, avénuévog aplinog AeVK®V apoc@atpiny (Noetvoeiia)
pio dtatapayf TOL AVOGOTONTIKOD GUGTHLOTOG OV UTOPEL VoL EMNPEGGEL TOVG TVEVLOVES, TO
OEPILO, TO, LATLO KOUT TOVG AEPPAOEVESG (GOpKOEidmOT)
UELMUEVT] EKKPIOT] TOV OPLOVAV TOL TOPAYOVTOL A0 TO ETVEPPIdLN, PAEYLLOVI] GTNV VTTOPLGT
7oL Bpickeron ot Pdomn Tov eyKeEPAAOL, PAEYLLOVI TOL BLPEOEI0VE
dPnng tomov 1, cvpmepthapfovorévng e SaPnTiking keToEEmong
plo katdotaon katd tnv omoio ot uoeg e&asbevoiv Kot kovpalovtan EDKOAM, ETANTTIKY
Kkpion (omacuol)
QAEYLOVI TOV 0PBOAUDV, TOVOG TOL 0QOaAL0D, EpeBIGHOC, Kymoudg 1 EpuOpoOTNTA,
dvcdpeotn evacincio 6To E®G, TO Vo PAETEL KATO10G OTiYHOTO
(QAEYLOVT] TOV KAPSLOKOD [V, 1] OTTOi0 UITOPEL VO TOPOVGLOOTEL WG SVOTVOLM, OVAUAAOG
KapOLOKOC TAAUOG, aioOnua KOTwong N Tévoc 6to Bdpaka (LvoKapditidn), AEYLUOVT TNG
pepPpdvng mov mepBaiiel Tnv Kapdid, 1 omoia pwopel va mapovstdleTon ®g TdVoS 61O
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0 paka, dOvemvola 1 aicOnua Kénwong (TepikapdiTidn), CLGGOPEVOT VYPOV YOPW ATO TNV
KapO1d

(QAEYLLOVT] OTO TAYKPENS, PAEYLLOVI] TOV GTOUAYOV, EAKOG TOV OVOTTUGGETOL GTOV BAEVVOYOVO
TOV GTOUAYOV GOG 1N OTO GV® HEPOG TOL AETTOD EVIEPOL GOG

TUKVI/TTo( LG, OPLOUEVES POPEC POMOMING avATTLEN TOV OEPUATOC, UIKPE OEPUOTIKG
gEoykmpara, 6Lot 1 EAKT, OAAOYT] YPDOLOTOS TPLYDV

QAEYLLOVT] TOV EAMDTPOL OV TEPPAALEL TOVG TEVOVTEG

QOAEYLOVT] TOV VEQPOV

avénuéva emineda apviaong, evog eviopov mov 3106w To GULAO

Yrdwvieg (pmopel va emnpedoovy £0g 1 otovg 1.000 avOpdmTovg)

QAEYLOVAOONG avTidpaon KAt TV epLOPOKLTTAPMV, LU0, KATACTUGT oL ovoudleTal
OLLOPOYOKVTTOPIKT AEUPOICTIOKVTTAPMON KOTA TIV 0010 TO (VOGOTOINTIKO GUGTILLOL
dnpovpyel Tapa TOAAG KOTTAPO TTOL KOTATOAELOVV TG AOUMEELS, TO omoia ovoudlovtal
1GTIOKVTTAPO, KO AEUPOKDTTOPO, TTOV UTOPEL VO, TPOKUAEGOLV SIAPOPO. CLUTTOUOTA, aicOnua
advvapiog, Amobuuikn tdor, dvomvola 1| GV To dEpUa Gog delyvel yYAmud (onueia younAiov
emmEdOL TV gpuhporvtTapmv, mbavov Adyw evog THnov avarpiog Tov ovoudletot apyng
amAacio g epuBpdc GEpac)

UEL®UEVT AgtTovpyio TOL Topabvpeoeldn adéva, 1 omoia pmopet va ekonAmOEl ¢ pikég
KPAUTEG 1] OTAGHOL, KOTMOT| Kot aduvapia

TPOCOPIVI PAEYLOVT] TOV VELP®V TOL TPOKOAEL TOVO, AdLVOLIN Kot TUPIAVOT TOV AKP®V
(oOvépopo Guillain-Barré), pAeypovn otov eyké@aro, 1 omoia umopei va ekONAwOEel mg
GUYYVOT], TVPETOC, TPOPANUATA e TN UVAUN 1) EMANTTIKEG Kpioelg/onacpol (eykepaAitidn),
TOVOGC, LOVJIAGH, pupunkioon 1 advvauico oto xEpLa 1 6Ta TOdL, TPOPANLOTA LE TNV
0VPOdOYO KOHGTN 1 LE TO £VIEPO GLUTEPIAAUPOVOUEVTG TNG AVAYKG Y10 TTLO GLYVY OVPNOT),
NG AKPATELNG 0VPMV, TNG OLGKOAMOAG GTNV 0VPNGT KOl TNG SVGKOIALOTNTAG (LEAITION), 0ldnuHa
TOV OTTIKOL VEHPOL TO OTO10 UTOPEL VL 001 YNCEL GE AMDAELD OPAGTIS GTOV £VA 1] KOl GTOVG
00 0@Boipove, TOVo pE TV Kivion TV 0eBoAUGOVY, 1)/Kot amdAELD TNG £YXPOUNG OPOUOTS
(omTikn vevpitida), PAEyOVT TNG LEUPpavng mov TEPPAALEL TOV VOTIIO LVELD KOl TOV
€YKEPOALO, 1 omoiol EVOEYETOL VO EKONADVETAL [LE OLGKOUYIN TOV aVYEVA, KEPOAOLYiN, TUPETO,
guoioOnoia Tov patidv 6To PO¢, vavTtia 1 peto (Unviyyitdo)

QAEYLLOVT] TOV QLLOPOP®V arYYEI®V

EMeyn N pelmon TV TETTIKOV VEOI®VY OV TopayovTal arnd To TayKpeas (EE0KPIVIG
TOYKPEOTIKT AVETAPKELRL), 0T 6TO AENTO €VTEPO, KOUMOKAKT| (Yapoktnpiletor omd
GUUTTMUOTO OTTMG GTOLUYIKO GAYOG, S14pPOLal KO TUUTOVICUOG LETA TNV KATAVAAMGT] TPOPOV
OV TEPLEYOVV YAOLTEVT)

(QAEYLLOVT] GTOVG YOANPOPOLG TOPOLG

KVNGOUOC, POLGKAAES 6TO dépLa, EeAovdicua 1| TANYEGS, 1/KaL EAKT GTO GTOUA 1| GTO
PAevvoyovo g POTNG, 6T0 AU 1 GTIV TEPLOYN TOV YEVWNTIK®OV 0pYAveV (GOVIPOUO
Stevens Johnson 1| To&k1| emdep ik vekpoOALGN), evaicOnTa KOKKIVA E0YKOUATA KAT® Omd
TO OEpLOL

VvOGOG KOTA TNV OTTO10l TO 0VOGOTOUTIKO GUGTNIO EMLTIOETAL GTOVG AOEVEC TOV TAPAYOVV
VYpoaGio 6TO GO, OTMG dAKPLO Kol 6dAl0 (cOVOpopo Sjogren)

QAEYLOVT] TNG 0VPOSGYOL KOHGTNG TOV EVOEXETAL VO ELPUVILETOL G GLYV KOUT| ETOIVV
00pNoT, EXTOKTIKT OVPNOT|, OLLATOVPIN, GAYOG 1] TTEST] OTNV KAT®O KOIAOKN XDPa

Ot ak6rov0eg avemOOuNTES EVEPYELES EY0VV OvaPEPOEL o€ KMvikéS perétes pe To KEYTRUDA
otav yopnyeitor g £yyvon 6ty PAEPa 60C 6€ LVVOLAGNO NE yNueodepaneia, axTivodepaneio
N ympewoBeponcio pe axtivodepaneio:

oAb ovyvég (umopel va ennpedoovy neprecoTepovg amd 1 otovg 10 avBpomovg)

peimon Tov aptfpov TV epuOpPoKLTIAP®V, HEIOUEVOS APIOOG AEVKADV dLOCOAPimY
(ovdetepopira), peimon Tov aplBpoy TV apoTeTaAioVY (To E0KOAN dNUoVPYio LOADTOV 1|
7o £0KOAT apopporyic)

UEL®UEVT AetTovpyio ToL BVPEOEIBOVG

LEL®UEVO KOALO 0TO aipa, aicOnua Arydtepng meivog
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TPOPANLa e ToV HItvo

QAEYLOVT] TOV VELP®V TTOV TPOKOAEL LOOOIAGHLO, advvapia, popunkioon 1 wovo Le aictnon
KGOV 0T XEPLO Kot TOSL0, TOVOKEPAAOG

dvonvola, Priyog

dlappota, vautia, EPETOC, TOVOS GTO GTOUAYL, SVGKOIMATNTO

depuatikd eEAVON UL, TPLYOTTOGCT, KVNGLOC

TOVOG GTOVG LDEG KOl GTO, 00TA, TOVOGS TNG Apdpmong

aiocOnua kéTwong, acvVHNIGTN KOTMGN 1 AdVVAUIN, TVPETOG, OO UM

avénuéva enineda 6To aipto TOL NTOTIKOD VIOV QUIVOTPAVGPEPACT] TG AAAVIVIG,
avénuéva eninedo 61O aiplo TOL NTOTIKOV VDOV AGTUPTIKY OUIVOTPOVGPEPACT

Yoyvéc (pmopel va exnpedosovy £m¢ 1 otovg 10 avBpamovg)

Aoipwén Tov Tvevpova

LELMPEVOG aPlOOG AEVKDV OLOCPULpimV (OVOETEPOPIAR) LLE TUPETO, LELOUEVOS OPLOUOC
AEVK®V oUOoGPAPimV (AEVKOKDTTAPO, AEUPOKDTTAPO,)

avtidpaon mov oyetiletal Le TNV YOPNYNoT TOL PP UdKoV

LLEWWHEVT EKKPLOT] OPHOVAV TOV TOPAYOVTOL amd TO EXVEPPIOLN, VTEPIPATTNPLOG BLPEOEING,
@AYoV TOV BLPE0EIdODE

UELMWEVO VATPLO 1| aGPESTIO 6TO aipa

CaAn, petafoln oty aicnon g yevong cog

Enpopbaipuia

U1 PLGIOAOYIKOG KAPILOKOS pLOUOG

VIEPTOOT)

(QAEYLLOVT] TOV TVELHOVOV

QAEYLOVT] TOV EVIEPOV, PAEYLLOVT] TOV GTOUMYOV, ENpocTopio

(QAEYLOVT TOV NTATOG

KOKKIVO O10YKOUEVO eEAVON LA OPIGUEVES POPES LLE POVCKAAES, GAEYLLOVY] TOV OEPLOTOC,
OEPLOTIKO TPOPAN LA TOL PO1AeL e akpn, ENpo, Kvnoumoes dEppa

Hukd¢ TOVOC, TOVOL ) evatstnaia, TOVOC oTa ¥EPla N 6Ta O, TOVOG TG pOBpwong pe
oidnua

o&ela veppkn PAGPN

acBévelo TOTOL Ypinng, piyn

avénuévn yorepubpivn oto aipa, avénuéva eninedo oTo aipo TOL NITOTIKOV VIOV GAKOALKN
QOOPATACT), EAEYYOS VEPPIKNG AEITOVPYIG U1 PUGLOAOYIKOG, AVENUEVO 0GPECTIO GTO Aol

O ovyvég (nmopel vo. exnpedoovy £0¢ 1 atovg 100 avlpdmTovg)

QAEYLOVAOONG avTidpacn Katd Tov epubpokuttdpmv, Evag avnuévog aptiudg Aevkmv
alposeapiov (MOsoOeILa)

QAEYLOV TNV VTOPLGT oL PBpickeTar TN PACT TOL EYKEPGAOV

dwafrtng tomov 1, cvpmepiiapfovopévig e dtafnrtikng ketoE€mwong

(QAEYLLOVY] GTOV EYKEQPUAO, 1| OTtole pumopel va ekdnAwBel g cuYyvoT, TVPETOC, TPOPAT AT pE
TN VAN N EMANTTIKEG Kpioelg/onacpol (eykepoditidon), emAnmtikn Kpion (onacpot),
ENdenym evépyelog

QAEYLOVI TOV 0PBUAUDV, TOVOG TOL 0QOaAL0D, EpeBIGOC, Kynoudg 1 EpuOpoOTNTA,
dvodpeotn evacincio 6To MG, TO Vo PAETEL KATO10G OTiyHATO

(QAEYHOVT] TOV KAPSLOKOD [V, 1] OTTOi0 UITOPEL VO TOPOVGLUGTEL WG SVOTVOLM, OVAOUAAOG
KapOLOKOC TAALOG, aioOnua KOTwong N Tévoc 6to Bdpaka (LvoKapdiTidn), AEYLOVH TNG
pepPpdvng mov mepBariel Tnv Kapdid, 1 omoia pwopel va mapovstdleTon ®g TdVog 61O
Bmpaxka, dvomvoln 1 aicOnua kénwong (Tteptkapditida), GLECHOPEVGT VYPOL YOP® OTTO TNV
Kapold

QAEYLOVI TOV ALLOPOP®V Oy YEI®V

(QAEYHOVT] GTO TAYKPENS, EAKOG TOV OVOTTUGGETL GTO BAEVVOYOVO TOL GTOUGYOV GOG 1] GTO
v PEPOG TOV AETTOD EVIEPOL GOG

TUKVI/TTOU( 1, OPIOUEVES POPEC POAMOMING avATTLEN TOV BEPUATOC, KNAIOES OEPUATOC TOV
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£€YovV YACEL TO YPDOO TOVG, LIKPA dEPLATIKA eE0yKMUaTA, 0L01 1 EAKN

- QAEYLOVT] TOV EADTPOL TTOL TTEPIPAAAEL TOVS TEVOVTEG

- QAEYLLOVT] TOV VEQPP®OV, PAEYLOVT] TNG KOGTNG, 1) OTOi0. UTOPEl VoL TopOoLGLALETaL MG GUYVT
N/Kal ETMOVVT OVPNOT), ENMLTAKTIKE OVPNCT], GLLATOVPI0, GAYOS ) TECT GTNV KATM KOIALNKT
YOpO

- ovénuéva enimeda apvAidongs, evoc evibov mov domd To AUVAO

Yravieg (umopei va exnpedsovy £m¢ 1 otovg 1.000 avOpaomovg)

- QAEYLOVAOONG avTIOPAOT KUTA TOV TOV OLUOTETAAIDV

- pio dlotapay] TOL OVOGOTOTIKOD GUGTNILOTOG TOV UTOPEL VoL EMNPEAGEL TOVG TVEVUOVECS, TO
d€pLLa, TO LATLO KOUT TOVG AEHPAOEVESG (capKoeidmaoT)

- UELMUEVT AgtTovpyio TOL Topabvpeoeldn adéva, 1 omoia umopet va ekONA®OEL ¢ puikég
KPAUTEG 1] OTOGOL, KOTMOT] Kot aduvapia

- plo katdotoomn katd Ty onoia ot poeg e&acbevoiv kat kovpalovtat €bkoia, pia TopodiKy
QAEYLLOVT] TV VEVP®V TTOV TPOKOAEL TOVO, adLVaia Kol TapdAvoT 6T dKpa, (GUVOPOLO
Guillain-Barré), mévoc, Lovdlacua, popunyKlaco, 1 advvouio ot xépto 1 ta o0,
TpoPANUATA TNG 0VPOSOYOL KOGTNG 1] TOL EVIEPOL CLUTEPIAUUPOVOLEVIC TNG AVAYKNG Yo
GLYVOTEPT 0VPNGT), OKPATELN 0VPWOV, SVGKOALD TNV 0VPNOT| Kol SVCKOAMOTNTO (LVEAITION),
0101 L0l TOL OTTTIKOD VEVPOL TO OTTOI0 LITOPEL VO 00N YNOEL OE OTMAELL OPOUCTG GTOV £VOL 1] KOl
6TOVG 0V0 0POAAOVG, TOVO pEe TNV Kivion TV oeBaAudV, 1)/Kol andAela TG EYYPOUNG
O0paong (OTTIKN VELPITION), PAEYLOVI OTNV UEUPPAVT YOP® OO TNV GTOVOLAIKT GTAAT Ko
TOV EYKEPOAO, 1) OTTOl0L EVOEYETOL VAL EKONAMVETAL WG SOLCKAYiO awyéva, KEQuAoLyia,
TVPETOG, Evactncio oEOUANDY 6TO PMG, vavTio 1 ELeTog (UNviyyiTido)

- EMeyn M pelmon TV TENTIKOV eVEOI®V IOV TTapdyovtal arnd To TayKpeas (eEKPvNg
TOYKPEOTIKT OVETAPKELDL), 0T GTO AETTO £VTEPO, KOIMOKAKT (YapokTnpiletal omd
GUUTTMUOTO OTMG GTOUUYIKO GAYOG, S10pPOLa KOl TUUTOVIGUOG LETA TNV KATAVAAMGT] TPOPOV
OV TEPLEYOVY YAOLTEVT)

- QAEYLLOVT] TOV YOANPOP®OV 0DV

- KVNGUOC, POVGKAAEG 6TO dEPLLO, EEPAOVIGHA 1) TANYEG, 17/KaL EAKT) GTO GTOUA 1} GTO
BAevvoyovo g pitNg, 610 Aad 1 TNV TEPLOYN TOV YEVWNTIK®V 0pyAveV (GOVIPOLO
Stevens Johnson), evaicOnta KOKKIVA ££0yKAPOTO KAT® amd TO dEPLLAL, OAROYT] XPDHUOTOG
POV

- vOGOG KOTA TNV OTTOI0l TO 0lVOGOTOUTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TOV TAPAYOVV
vypacio 6To GO, OTMG ddKpva Kot cdAlo (cOvdpopo Sjogren)

O axk6rov0eg avemOBOuNTES EVEPYELES EY0VV OvaPEPOEL o€ KMvikég peréteg pe To KEYTRUDA
oTav yopnyeitar og £yyvon oty eAEPa cac o€ cuvovacud pe to axitinib 1 to lenvatinib:

oAb ovyvéc (umopel va ennpedoovy TePLecdTePovs 0md 1 6Tovg 10 avOpdmovc)

- 0VPOAOUADEELS (LENLEVT] GLYVOTNTA 0VPNONG KOt TOVOG KOTA TNV AmoBoAT oVpwV)

- peiwon Tov aplfpod twv epubpoxvtTdpnv

- HEL®pEVT Agttovpyio Tov BupeOEIBOVG adEVa

- aioOnua Arydtepng meivag

- TOVOKEPUAOG, LETABOAN otV aicOnom Tng yevong cog

- VIEPTOOT)

- dvonvola, Priyoc

- d1appota, TOVOG GTO GTOUMYL, VALTIa, EUETOS, SVOKOIMATNTO

- depuatikd eEAvON LN, KNGO

- OVoG TG ApBpmong, TGVog GTOVE PVES KAl GTA 0GTA, HVTKOG TOVOG, TOVOL 1 evaicnacia,
OVOC 6TA ¥EPLL 1 OTOL TOSIKL

- aiocOnua kémwong, acvvitioT) KOT®OON 1 advvapia, oidNua, TVPETOHS

- avénuéva eninedo Mmdong, evog eviOHov oV SLGTA To. ATTaPd, ALENUEVO ETITESO NTATIKOV
evlopov oto aipa, ELEYYXOG VEQPIKNG AEITOVPYIOG U] PLGLOAOYIKOG

Yoyvéc (pmopel va exnpedosovy £m¢ 1 otovg 10 avlpamovg)
- Aoipwén Tov Tvevpova
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UELOUEVOG aplBdG AEVKDV OO @apieV (0VOETEPOPIAN, AEUPOKDTTOPA, AEVKOKVTTAPA),
peiwon Tov apldpod TV AOTETAAWDV (10 E0KOAT ONLOVPYIN HOADTOV 1| To €OKOAN
apoppayior)

avTidpaon mov oyeTileTan Le TNV XOPNYNOT| TOL PapLdKov

UELOUEVT] EKKPIOT TOV OPUOVAV TTOV TOPEYOVTOL OO T ETVEPPIOLN, VTEPOPUCTIPLOG
Bupeoeldng, eAeypovn Tov Bupeogldovg

LEL®UEVO VATPL0, KAALO 1) 0GPECSTIO GTO QLo

TPOPANUO LE TOV DTTVO

CaAn, @AEYLOV TV VEVP®V TTOV TPOKAAEL LOVLAGH, advvapica, popunkicon 1| TOVo ue
aioBnon kavoov ot xEPLa Kot TOdo, EAAENYT) EVEPYELNG

Enpopboipia

U1 PLGIOAOYIKOG KAPILOKOC pLOUOG

QAEYHOVT] TOV TVELUOVOV

QAEYHLOVT] TOV EVIEPAOV, PAEYLLOVT] GTO TAYKPENS, PAEYLLOVI] TOV GTOUAYOV, ENpocTopio
QAEYLOVT| TOV NTATOG

KOKKIVO O10YKOUEVO eEAVON U 0PIGUEVES POPEG LUE POVCKAAES, PAEYLLOVT TOV OEPUATOC, ENPO
dépua, depuaTiKO TPOPAN A TOV HOALEL Pe KT, TPLYOTTMOT)

ovog ¢ apHpmong e oidnua

QAEYLOVT| TV VEPPDV

acBévela TOTOL Ypimng, piyn

avénuéva enineda apvAaong, evog eviopov mov daond to dpvdo, avénuévn yorepudpivn oto
aipa, avénuéva eninedo oTo aipo TOL NIATIKOV EVIDUOV YVOGTO MG GAKOAKT QOCQOTACT,
avénuévo acPéctio oTo aipa

Oy ovyvég (nmopel vo. ernpedoovy £0¢ 1 atovg 100 avlpdmTovg)

évag avénuévog aplipog AEVKOV apocalpiov (Nootvoeiia)

QAEYLOVT] TNV VTOPLGT oL PBpicketal TN PAon ToL eyKEPGAOV

Sdwafrtng Tomov 1, cvpmepriiapfoavopévng g SapnTikng keto&€wong

pilo KatdotooT Katd Ty omoio ot uoeg e£acbevoiv kot kovpalovtat EDKOAM, PAEYUOVT GTOV
eyképolro, 1 omoia umopel va exkdnrimbel mg oOyyvon, TLPETOS, TPOPANLAT LE TN LV 1
emANTTIKES Kpioeig/omacuol (eykepaiitidon)

@AYoV TV 0QOAAUDV, TOVOS TOL 0PBOAL0D, epebicudc, Kvnouog 1 epuBpdtnTa,
dvodpeatn evactncio oto MG, TO Vo PAETEL KATO10G OTiYUOTO

(QAEYLLOVT] TOV KAPSLOKOV [V, 1] 0TToiol UITOPEL VO TAPOVGLAGTEL WG OVCTVOLM, OVAUOAOG
KapdloKoc TaApde, aichnua kénwong 1 Tévog oto Bdpaka (LLOKAPJITION), CLGCMPELOT
VYPOL YOP® OO TNV KapOLd

QAEYLLOVT] TOV OLLOPOP®V aryYEi®V

£€\KOG TOV OVOTTUGGETAL GTO BAEVVOYOVO TOL GTOUAXOL GOG 1) GTO AVE LEPOG TOV AETTOV
EVTEPOV GO

ENPO, KVNGUMOES dEPLLAL, TUKVIY/TALA, OPIGUEVEG POPEG POAIDONG AVATTTLEN TOL dEPHATOC,
KNAideG dEPLOTOG TTOL £XOVV YAGEL TO YPMUA TOVGS, LKPE depuatikd eEoykmpata, 6{ot 1} €Ak,
oAhayn XPDOUOTOC TPLYDOV

(QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVG TEVOVTEG

Yravieg (pmopel va ernpedoovy £0g 1 otovg 1.000 avOpdmTovg)

UE®PEVT AgtTovpyio TOL Topabdvpeoeldn adéva, 1 omoia propel vo ekdNAmOel wg poikég
KPAUTEG 1| OTAGHOT, KOO Kot advvapLio
010N 0L TOL OTTIKOV VEDPOL TTOL UTOPEL VL 00N YNOEL GE UTDAELN OPOUGTS GTOV £VOL 1] KOl GTOVG
900 09BoAOVC, TOVO PE TNV Kivon ToV 0QBoAN®OV, 1)/Kot aTdAELR TNG EYXPOUNG OPUOTG
(omtkn vevpitidn)
07N 670 AEMTO £VIEPO
KVNGUOC, POVCKAAEG 6TO dEPLLO, EEPAOVIIGHA 1) TANYEG, /KAl €AKT) GTO GTOUA 1] GTO
BAevvoydvo g POTNG, 6TO AGLUO 1) GTIV TEPLOYT TV YEVVNTIKGV 0pYAvVAV (TOEIKT| EMOEPLIKN
vekpoAvon i 6uvopouo Stevens Johnson)
VOGOG KOTO TNV OTTOi0l TO AVOGOTTOWTIKO GUGTNIO EMLTIOETAL GTOVG AOEVEC TTOV TAPAYOLV
VYpOcic 6TO GO, OTMG ddKPLO Kol GAAL0 (cVVOpopo Sjogren)
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- QAEYLLOVT] TNG 0VPOOGYOV KVGTNG, 1| 0Tola Uropel vo, ekONA®OEL ¢ cuyvn KoM endduvn
00PN 0o, EXITOKTIKT 0OVPNGN, ALLATOLPIN, GAYOG 1) TEST) GTNV KATW® KOWALUKN YDOPOL

Alreg avemOOuNTEG EVEPYELES OV £XOVV AVOQEPOEL PE «UN YVOGTI GUYVOTITO» (DEV HTOPOVY

va, ekTiun0ovv pe faon ta dwobéopa dedoopiva)

- EMeyn M peloon Tov TenTikdv evEOI®VY oL TapAyovToL amd To TAYKPeas (EEMKPIVIG
TOYKPEOTIKT OVETAPKELDRL), KOTAOKAKT (XopakTNpileTol amd GCUUTTOUATE OTMG GTOLOYIKO
&Ayog, d14ppota Kol TUUTOVIGHOG UETE TV KATAVAAWDGT) TPOQ®Y TOV TEPIEXOVY YAOLTEVN)

To e£avnua eppavietor mo cuyva 6tav to KEYTRUDA yopnyeitat € cuvdvacpo pe enfortumab
vedotin wapd 6tav 1o KEYTRUDA yopnyseitot povo.

Ava@opd avemOOunTOV EVvEPYELDV

Edv mopatnpnoete kamowo avemBount evépyeln, EVIIEPDOGTE TOV YLOTPO GOG. AVTO 1GYDEL Kot Yol
Kk@0e mBovn avemBounTn evépyela mov dev avapEPETAL 6TO TAPOV PUALO 0ONYIDV Ypriong. Mmopeite
emiong va avaeépete avemBounteg evépyeteg amevbeiag (PA. AemTopépeieg mapaKaTm). MEG® NG
ovoQopag avemBounTOV evepyeldv unopeite va fondnoete otn cuALOYN TEPIGGHTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TAPOVTOG POPLLAKOV.

EAAGSQ:

EbBvikog Opyaviopog apudxmy,

Meocoyeiov 284, GR-15562 Xoiapyodg, AGnMva,

TnA: + 30 21 32040337,

Iotétomog: http://www.eof.gr , http://www Kkitrinikarta.gr

Kbmpoc:

DQapuaxevtikég Yanpeoieg, Yrovpyeio Yyeioc, CY-1475 Agvkwoio,
TnA: +357 22608607, ®a&: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

5. Hog va gvraccete 1o KEYTRUDA

Mn avorypévo @laAido
To @dppako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEVOLY Ta TAdLdL.

No pn ¥pMoLUOTOLEITE AVTO TO PAPLOKO LETE TNV NEPOLMVIa AENG TTOL AVOPEPETOL GTO KOVTL Kol
oTNV EMGNUAVOT TOL ProAdiov petd to EXP. H nuepounvia Anéng sivar n televtaia nuépa tov
VO, TTOL OVOQEPETOL EKEL.

®dvidooete o€ yoyeio (2 °C - 8 °C).

Mnv KoToyOyETE.
DuAdcoeTe GTO OPYLKO KOVTL Y10 VO TPOGTATEVETOL OO TO PMG.
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Ipogtoacuévn copryya

A@ob petapepbel amd 10 PLoAid0 6T GOPLYYA, 1] ¥NHIKT Kol QLGIKT 0TaOEPOTNTA KATA TN YPNIoN
tov KEYTRUDA evéotipo dtdAvpa €xet kataderyOel émg kot 30 nuépeg otoug 2 °C émg 8 °C
(mpootatevpévo amd To P®G) Kot £m¢ kot 24 dpeg o€ Beppokpacio dopatiov (Vd TEPPOAAOVTIKO
QOOTIGIS). ATO LIKpoPlodoyikng dmoyng, To dtdivpa o Tpémet vo ypnoiponombel apécme HoAg
petoeepBel amd 10 Prorido otn cHptyya. Edv dev ypnoyomombel apécmc, ot Kotd tn ypnomn ypovot
@OAOENG Ko o1 cuvOT|KEG TPV 0md TN ¥priom gival evBOVN Tov ¥pNoTN Kot B TPETEL KAVOVIKA VoL Unv
vrepPaivovy Tic 8 dpeg og Beppokpacia dmpatiov N Tic 24 dpeg otovg 2 °C émg 8 °C , eKTOG KOl av
1) TPOETOUAGIN EYIVE GE EAEYYOUEVEC Kol EMIKVPOUEVEC donmteg cuvOnkec. H mepiodog tv 24 mpmv
umopel va mepthapfavel mg kot 8 mpeg o Bepuokpacio dopatiov (otovg 25 °C 1 youniotepn).
Amoppiyte T0 TPOioV £dv 0 XPpOVOC POAAENG vrTepPel avtd Ta Opta. Edv £yl mponynbei wHén, n
yeudtn cvpryyo B mpénet va, emitpamnel vo Epbel og Bepurokpacio dOUOTION Yo TOVANIGTOV

30 Aemtd wpwv amd ™ yopnynon. H yepdn cOpryya dev mpénet va, koo OYETOL.

Mn @UALGGETE OTOLOONTOTE OYPT|GLLOTOINTO HEPOG TOV EVEGILOV SLHADLOTOC Y10 EXOUEVT] ¥PNOM.
Kd&0e aypnoiponointo edppoko 1| VTOAELIO TPETEL VO, ATOPPITTETOL COUPOVA LE TIC KOTH TOTOVG
10OOVGEG OYETIKEG SLUTAEELS.

6. Mepreyépeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES

Tvepréyer to KEYTRUDA
H dpaoctikn ovoia givar ) mepmpoilovpdum.

‘Eva. @aAido tov 2,4 ml tov evéoipov dtoddpatog mepiéyet 395 mg nepnporlovpaumnc. ‘Eva
@LoAidio Tov 4,8 ml tov gvésipov dtodvpatog mepiEyet 790 mg TepmpoMLOVUAUTNG.
Kd&0e ml evéoyov draAvpotog mepiéyel 165 mg mepmpol{ovpdpumng.

Ta dALo cuoTaTIKA Elval 1) ovOcLVIVAGHEVN pepadaiovpoviddor ahea , N L-iotdivn, n L-1ot1divn
VOPOYA®PIKN povobdpikn, N L-pebetovivn, n caxyapdoln, 1o moAvcopPikod 80 kot o Héwp Yo
eVECTUOL.

Epg@évion oo KEYTRUDA ko1 epley0peva TG 6VGKELAGIOG

To KEYTRUDA egivat éva S1007£¢g £m¢ EAappds 1p1oilov, ayxpouo £0g eEAdpp®g KiTptvo S1dAvpa, e
pH5,3-5,9.

Eivau dta0éo1p0 o€ kouTid mov mepi€yovy Eva yYuodAvo glaiioto.

Katoyog Adcrog Kvkhoopiag HopookgvacTiig
Merck Sharp & Dohme B.V. Organon Heist bv
Waarderweg 39 Industriepark 30
2031 BN Haarlem 2220 Heist-op-den-Berg
OMavdia Bélyo
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
OMavdia
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T"o omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiogpopiag:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

bbarapus

Mepxk Illapn u oym bearapus EOO/
Tem.: +359 2 819 3737
info-msdbg@msd.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel: +420 277 050 000
dpoc_czechslovak@msd.com

Danmark

MSD Danmark ApS
TIf.: + 45 4482 4000
dkmail@msd.com

Deutschland

MSD Sharp & Dohme GmbH
Tel.: +49 (0) 89 20 300 4500
medinfo@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: +372 614 4200
dpoc.estonia@msd.com

EA\rada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc.greece@msd.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.

Tel: +34 91 321 06 00
msd_info@msd.com

France
MSD France
Tél: + 33 (0) 1 8046 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 6611 333
dpoc.croatia@msd.com
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Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5 2780 247
dpoc_lithuania@msd.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@msd.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
dpoccyprus@msd.com

Nederland

Merck Sharp & Dohme B.V.
Tel: 0800 9999000

(+31 23 5153153)
medicalinfo.nl@msd.com

Norge

MSD (Norge) AS

TIf: +47 32 20 73 00
medinfo.norway@msd.com

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@msd.com

Polska

MSD Polska Sp. z o.0.
Tel: +48 22 549 51 00
msdpolska@msd.com

Portugal

Merck Sharp & Dohme, Lda
Tel.: +351 21 4465700
inform_pt@msd.com

Roménia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 29 00
msdromania@msd.com



Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor ehf.
Simi: +354 535 7000

Italia

MSD Italia S.r.1.

Tel: +800 23 99 89 (+39 06 361911)
dpoc.italy@msd.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
dpoccyprus@msd.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel.: +371 67025300
dpoc.latvia@msd.com

RCN 000027786

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 520 4201

msd.slovenia@msd.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel.: +421 2 58282010
dpoc_czechslovak@msd.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@msd.com

To mapév ¢vAro 00OV YpiioNs avademp1Onke Yo TeELevTaia Popd Tov Nosufpro 2025

Aldreg INYEG TANPOPOPLAOY

Agmtopepeic TANPoPopies yio 10 PApUOKo avTo gival d100E61EC 6TO IIKTLAKO TOTO TOV
Evponaikod Opyavicpov Gapudkov: https://www.ema.europa.eu.

30


https://www.ema.europa.eu/

RCN 000027786

O TAnpo@opisg Tov aKkorovdovv amresvdivovTal povoy o€ erayyeApoTiES VYELOG:

IIpostowacia Kot yopnynon

To KEYTRUDA evécipo didAvpa Tpémet vo xopnyeitol povo and Evav enayyeipatio vysiog.
To KEYTRUDA gvécipo didAvpa givor Etolo mpog ypnon. Mnv apaidvete to KEYTRUDA
€VEOUO O1dAL AL

Mnv avokiveite 1o QroAidto.

IIpostowacio TNc cVLPLYYUC

Aopnote 10 rohioro KEYTRUDA evécipo dtdivpo va, 1Icopponioet 6€ Bepprokpacio
dopatiov yio tovAdyiotov 30 Aemtd.

To @radidio mov dev Exel drappnydel pumopel va peivel ektdc yoyeiov (og Beppokpacieg 25 °C
N YOUNAOTEPES) Yo £0G 24 DPEG TPV GO TNV TPOETOULAGIN YLoL YOPNyNon.

Ta PopUAKELTIKA TPOTIOVTO TOPEVIEPIKNG YPTIONG O TPEMEL VoL EAEYYOVTOL OTTTIKA Y10
cOUOTIOW Kot Yo amoypopationd tpv ) xopnynorn. To KEYTRUDA evéoiyuo didivpa givan
£€val SL0VYEC £mG EAAPPAS P10V, AYPOLO MG EANPPOS KiTpivo dtdAvpa. AToppiyte TO
QLoAid10 €6V TapatnPNOOVV ONTIKA COUOTIOW.

To KEYTRUDA gvécipo didAvpa givor copfatd pe vAKAE cOpyyos and TOADTPOTLAEVIO KOl
moAvavOpaKiko, KaBmg Kot pe PEAOVEC PETaPOPAS Kat Eveong omd avoleldwTo yaAvPa.
Avappopnote Tov arattovpevo 0yKo, gite 2,4 ml (395 mg) eite 4,8 ml (790 mg),
YPTCULOTOIDOVTOG L0 ATOCTEPOUEVT] GVPLYYO Kot e felova petapopdc (cuviotdton 18-
21G), coupmva pe T cuvieTopevn docoroyia. [ va aropvyete 10 ppagylo tng ferdvag,
oAAGETE T Berdva o pia 25-30G, 13 mm vrodepukn fEAOVO apESmS TPV amd TV VTOddPLL
éveon.

AmoOnkevon e TpoeTooc Ve GUPLYYOC

To wpoidv dev mepiéyel cuvInPNTIKO Kol TPEMEL VA, XPNCUOTOMNOEl ApES®mG PLETA TNV
amocvpor ond 10 PaAido. Edv dev ypnouonombel apéomc, amodnikedote T cvplyya Tov
nepiéyel 1o KEYTRUDA evéotpo d1dAvpa pe ™ BeAdva PETapopEc Kot TO T 6T 06om
Tovg (BA. xpdvo PUAAENC TNG TPOETOLUAGLEVNC GUPLYYOS GTNV TTAPAYPAPO 5).

Edv éxer mponyn et woén,n yepdn ocvpryya 0o mpénet va enttponel va £pbet o Beppokpacio
dopatiov yio TovAdyiotov 30 AemTd TPV TN YPTON.

H yepdn ovpryya dev mpémet va Katayvydet.

Xopnynon

Xopnynote 1o KEYTRUDA gvéoipio StdAvpo 6Tov virodopto 16Td Tov Unpov 1 TG KOWAKNG
YDPOG, ATOPEHYOVTOG TV TEPLOYN TOV 5 cm YOP® omd TOV OPPUAd. M1y yopnyeite o€ dépua
7OV EIVOL TPOVUATICUEVO, EPEOIGUEVO, LEAAVIOTUEVO, LE OVAEG, POAOMTO 1 £XEL KOKKIVEG
KnAideg. Xopnynote pia 66on 2,4 ml tov KEYTRUDA evéoio didAvpa (395 mg) vrodoping
Kk&Oe 3 efoopddeg yia 1 Aentd. Xopnynote pia 66on 4,8 ml tov KEYTRUDA evéoio
ddivpa (790 mg) vrodoping kdbe 6 gfdonddes yio 2 Aentd. Evaildoete ta onueio éveong
v TG emdpeveg evéoelc. Katd ) didpketa g Oepanciog pe to KEYTRUDA evéoio
StdAvpa, Uny yopnyeite QAL QOPUOKEVTIKA TPOIOVTA Y10 VTTOSOPLO YPNOT GTNV 1010 BEom
éveong pe to KEYTRUDA gvéoipo dtdivpa.

To KEYTRUDA egivai povov yio epdmnaé ypnon. AToppiyte 0mol0dNTOTE Un|
YPNOUOTONUEVO TTPOTOV OV £XEL TOPAUEIVEL GTO PLOAIDL0.

Ka0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOL COUPOVO LE TIG
KOTA TOTOVE 16YVO0VGEC GYETIKEG SLUTAEELS.
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