RCN000027689
@VYAro ooV ypiong: IIAnpoeopics yia Tov ac0evi)

KEYTRUDA 25 mg/ml tokvé d1dAvpa 1o TopacKevl] S10A0RATOS TPOG £YXVo
[epmpoilovpdunn (pembrolizumab)

AP aoTE TPOGEKTIKA OLOKANPO TO QVALO 0ONYLDOV YP1ONGS TPLY 60 000el 0VTO TO PAPROKO,

00T TEPLAUPPEAVEL CNUOVTIKEG TANPOPOPIES Y10 GOC.

- Dvrd&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to dofdacete Eavda.

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

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO GOG.

- Edv mapatnpnoete kdmowo avemBOun T evEpyeLn, EVILEPDOTE TOV Y10TPO GOG. AVTO 1GYVEL
Kol ylo kGO mBav) avemiBounTn evEPYELD TOV JEV AVAPEPETAL GTO TAPIYV PVAAO 0NYIDV
ypnons. BAéme mapaypopo 4.

T Tepréyer 1o Tapév OALO 001 IOV

Tt etvar to KEYTRUDA xou wota givot i) xpiomn tov

T mpénet va yvopilete npv oag 000ei to KEYTRUDA
Ilog oag yopnyeitar to KEYTRUDA

[MBavéc avemBounteg evépyeleg

[og va purdcoete to KEYTRUDA

[Tepreydueva g cuoKeELAGING Kot AOUTES TANPOPOPIES

SNk L=

1. T givan To KEYTRUDA kot wowa givar n yp1jon tov

To KEYTRUDA 7epiéyet T 0pacTiki] ovcio TEUTPOALOVUAUTN, 1] OTtoia Elval £V LOVOKA®VIKO
avticopa. To KEYTRUDA dpa Bonfdvtag o avocomontikd 6ag GOGTNUE VO KATOTOAEUNGEL TOV
KapKivo oog.

To KEYTRUDA ypnoyionoteitar o€ eviiikeg yio ™ Oepomeio:

e £vOc €l00VC KOPKIvOy TOL dEPOTOC TOV OVOUALETOL LEAGVID O

e £vOC €I00VC KOPKIVOL TOL TVEDHOVO TTOL OVOUALETOL U1 UIKPOKLTTOPIKOG KOPKIVOG TOV TVEDLLOVA

e  &vic gldovg Kapkivov mov ovopdleTon Kakonbeg pecobniiopo vrelwkdta (MPM) 10 onoio
ennpedlel MV eMEVOLOT TOV TVELUOVOV Kot TOL BmPOKIKoD TOYMUATOG

e  &vic gldovg Kapkivov mov ovopdleTon kKAaowkd Aépempa Hodgkin

e  &vic €id0Vg KapKivov Tov ovoudleTal Kopkivog Tng ovpoddyov kOGNS (KopKivmpo Tov
ovpobniiov)

e £vOC €l00VC KOPKIVOL TNG KEPAANG KOl TOV TPAYNAOL TOV OVOUALETOL KOPKIVMUO KEPAANG KO
TPOYAAOL Ad TAOK®OIN KOTTOPO

e £viG €100VE KOPKIVOL TOL VEQPOL OV OVOUALETAL KAPKIVOLLL TOV VEPPDV

e  &vig gldovg KapKivov Tov mpoodiopileTar 6Tl £yl LYNAN pkpodopveopikh actdbeia (MSI-H) 1

avemdpkelo, emdOpOmong ataiplactov (evymv Pdoewv (AMMR) Gto mayd éviepo i 6to 0pho

(ovopaletar opfokoiikdg kapkivog), otnv uiTpo (ovopdleTol KapKivog Tov EVOouUnTpion), oTov

otopayo (ovopaletal yaoTpikog Kopkivog), 6To Aemtd éviepo (ovoudletal Kapkivog Tov AETTOD

EVIEPOVL), 1 TOL YOANPOPOL TOPOV 1 TNG XOANGOYOVL KOGTNG (ovopdleTor Kapkivog Tmv

KON POP®V 0dDV)

&vog €idovg Kapkivov mTov ovopdleTol KopKiveapo ToL 01G0QaYoV

€vOG¢ €i00V¢ KaPKIVOL TOL HaoTOD TOL OVOUALETAL TPITAG-0PVNTIKOG KOPKIVOG TOV LOGTOD

€v0G €100VG KAPKIVOL TNG UNTPOG TOL OVOUALETOL KOPKIVOLLO TOL EVOOUNTPIOD

£v0G €id0V¢ KapKivov oV ovopaleTal KapPKIvog TOL TPAYAOD TNG UATPOC

€vog €100VG KAPKIVOL TOL GTOUMYOV OV OVOUALETOL OOEVOKAPKIVIO LN GTOUMYOV )

YOG TPOOICOPAYIKNG CLUPBOANG

e &viG €100VE KOPKIVOL TOL YOANPOPOL TOPOVL 1 TNG XOANOYOV KHGTNG oL ovoudleTal
KOPKIVOUO YOANPOPOV 000DV
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To KEYTRUDA yprnowonoteitol o€ moidid kot epnfoug :

e mnliog 3 etV Ko Gvem yio T Bepameia gvog €idovg KapKivov Tov ovopaleTol KAUGTKO AEUPMLA
Hodgkin

e  nliog 12 etddv Ko ave yio TN Bepomeia evog €100v¢ Kapkivov Tov ovoudletal pehdvoa.

Or acBeveic Aappdvouv 1o KEYTRUDA 6tav o kapkivog toug €xet eEamimbei 1) 0tav dev pmopet va
apoipebel pe yeypovpyikn| enéuPoc.

Ot acBeveic Aappdavouv 10 KEYTRUDA, agpov vtoPAnBodv o yepovpyikn enEuPocn apaipeong
TOV HEAQVAUOTOC, TOV LI MKPOKVTTAPIKOD KAPKIVOL TOL TVEDLOVE 1] TOV KAPKIVADUOTOG TOV
VEQPPOV, DGTE VUL ATOTPEYOLV TIV EMOVEUPAVIOT TOL KapKivow Tovg (emtkovpikr| Bepameia).

Ot acBeveic Aappdavouv 1o KEYTRUDA mpiv v yeipovpyikn enéppact (VEOETIKOVPIKY oy®yn)
®oTe Vo, BepAmEBGOVY TOV UM UIKPOKLTTOPIKO KOPKIVO TOL TVEDLOVA, TOV TPITAG-0PVITIKO KOPKIVO
TOV LOGTOV ] TO KAPKIVOUO KEQUANG KOl TPAYNAOL 00 TAAK®OIN KOTTOPW, Kol ETELTO cLVEYILOVY
v Aym KEYTRUDA petd v yeipovpyikn enéppaon (ETKovpikn aymyr|) OGTE v anoTpEYouV
TNV ENAVEUPAVIOT] TOL KAPKIVOL TOVG.

To KEYTRUDA pnopei va 800gi 6e Guvovoouod pe GAAL OVTIKAPKIVIKA QAPHOKO LE 1] XOPIg
axtvobepaneio. Etvar onpoavtiko va dtofdacete emiong ta @OAAA 0dNYIOV XPAONG TOV GALDY OVTOV
Qopuaxkwv. Eqv éxete omoleodNToTE EPOTNGELG OYETIKA LIE AVTA TO PAPLOKI, POTHOTE TOV YLOTPO
o0,

2. Tvpéner va yvopilete npv ocag 600ei To KEYTRUDA

Agv 00 Tpéner vo ocag 600gi To KEYTRUDA:

- o€ mePImTON aAlepyiog otV TEUTPOALLOVUAUTN 1] GE OTOLOONTOTE AAAO OTTO TO GLGTOTIK
OVTOV TOV PAPUAKOL (avapEépoviot otV Tapdypapo 6, «Ilepieydueva TG CLGKELAGING KoL
Aowmég mAnpoeopiec»). AmevBuvleite otov yloTpd cog edv dev giote olyovpot.

I pocdomouoeig Kot TPOPVAGEELS
AmevBuveite otov yiatpd 1 10V vosokopo oag mpv AdPete to KEYTRUDA.

Ipwv mapete 1o KEYTRUDA, gvuepdote Tov yotpd 6ogG €6v:

- EYETE UI0L AVTOAVOOT] VOGO (LU0 KOTAGTAGT OOV TO GMUN EMLTIOETAL GTA S1KE TOV KOTTOPA)

- &xete TveLpOVia | PAEYUOVT OTOVG TVEVUOVEG 060G (T0V OVOUALETOL TTVELUOVITION)

- elyate AaPetl Tponyovpévag ipilimumab, éva GAAo appako yio. T Oepaneio Tov
LEAQVOLOATOG, KOl ELPAVICATE GOPOPES OvVETIBOUNTEG EVEPYELEG AGY® OLTOV TOV PAPLAKOV

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

- éxete M elyote xpovia 10yev] Aoipmén Tov NmaTog, cvumeptiappfavouévng g nrotitidag B
(HBV) 1 ¢ nratitdoag C (HCV)

- éxete Aoluwén amd Tov 10 ¢ avocsoavendpkelag Tov avipmmov (HIV) 1 1o chvdpopo tng
emikTN NG ovocoavendpkelog (AIDS)

- éxete NroTKn PAGPN

- éxete veppikn PAAPN

- éxete vmoPAnbei oe peTapdoYELOT GLUTAYOVS OPYAVOL M| O PETAUOGYEVGT LVEAOD TV OGTAOV
(apyéyovo kHTTOPO) GTNV OMOin YPNGIoTOMONKAY apYEyova KOTTAPO, ard d0TN (AAAOYEVIG)

To KEYTRUDA 6pa 6T0 0voGomonTikd cag ovotnue. Mmopei va, TpoKahéGEL GAEYIOVY GE UEPT|
oV 6OUATOG 6ac. O Kivouvog Gag Yo aVTEG TIG avemBOUNTEG EVEPYELEG Umopel Vo lvar VYNAOTEPOG
€dv NoN €yete o awtodvoon voco (pia KaTdoTaon 0oL To o emTiBETOL 0T 1310 TOL TOL
KotTopa). Eniong umopet va eppavilete ouyvég eEpoELS TNS LTOAVOGTG VOGOU GOG, TOL GTNV
TAELOVOTNTO TOV TEPIMTMOCEWDY VO EIVOL NTILEC.
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Orav napete 10 KEYTRUDA, pmopel va £xete opiopéveg coPapég avembounteg evépyetec. Ot
avemBOUNTEG QVTEG EVEPYELEG, UTOPEL OPIGUEVEG POPEG VAL YIVOLV OREIANTIKEG Y10, T (N Kot umopel
Vo 001 YNIo0VY 610 0AvaTo. AVTEC 01 AVETIBOUNTEG EVEPYELEG UTOPEL VO ELPAVIGTOVY OTOLAONTTOTE
OTIYUN KOTA TN O1dpKketa TG Bepameiag 1 akoun Kot Petd To T€Lo¢ g Bepaneiog coc. Mrmopel va
eppavicete neplocdTepes omd pio avemBounteg evépyeleg TaLTO POV

Edv &yete omowadnmote omd TG akdAovbeg KOTAGTAGELS, KAAEGTE 1 OElTE AUECHOC TOV YiaTpo Gag. O
Y1aTpdG GOG UTOPEL VO 00C SMOEL AL PAPLAKO Y10 VO EUTOIICEL TNV EUPAVIOT) L0 GORapdV
EMITAOKMOV KL Y10 VO LEIDGEL TOL GOUTTOMOTA G0G. O Y1oTpOC 60C UTOPEL Vo SLUKOWEL TNV ETOLEVT
d0oom tov KEYTRUDA 1 va cag otapathost ) Oepaneio pe to KEYTRUDA.

- QAEYLOVT] TOV TVELUOVOV, 1] 0TToio UTopel va meptAapfavel SVoTvola, TOVo 6To BdpaKa 1)
Pxe

- QAEYLLOVT TOV EVTEPOV, 1 OTTOL0 UTOPEL va TEPILOUPAVEL d1GpPOLa 1| TEPIGGOTEPES KIVIGELS
TOV €VTEPOL 0md OTL GVVHBWC, Padpa, o€ LOPEN TGOS, KOAAMDIN KOTPOAVA 1) KOTPOVOL [LE OlipLal
N PAEvva, coPapdc movog oto atoudyt 1 evausOnacia, vavtio, EHeTOg

- QAEYLOVT| TOV NTATOG, 1 omoio umopel va meptiapPavetl vootia 1 £ueto, aicOnuo Arydtepng
netvag, Tovo otr 6e£18 TAELPE TOV GTOUAYOV, KITPIVIGHO TOL OEPUATOC ) TOL AEVKOD TMV
0pOoAU®Y, cKOVPOYPOUE 0DPa 1] ALLOPPAYIN 1) LOADTES TO EDKOAL 0TO TO PLGLOAOYIKO

- QAEYLLOVT TOV VEQPP®OV, 1| oTt0i0 propet vo, mepthapPdvel petaforéc otny mocdTTA 1| GTO
YPOUO TOV 0VPOV GOG

- QAEYHLOVT] TOV OPUOVIK®OV adEVaV (101aitepa Tov Bupeoeldong, TG LIOPLGNG Kol TOV
EMVEQPBiV), 1| omoio umopel va TeptAapfaver Tayd kapdiokd Taud, andAeio, fapoug,
avénuévn epidpwon, adénorn copatikod BApovg, TpLOTTMOoT, aictnon yoypov,
dvokototnta, fabotepn ewvi, TOVol otovg poeg, LaAn 1 Amobupia, TovoképaAot Tov dev Ba
VIOY®PNGOLV 1| AGVVHOIGTOG TOVOKEPUAOG

- dwafrtng tomov 1, cupmeptrapPfovouévng g drapntikng ketocéwong (0&€a 610 aiplo ToL
Tapdyovtol omd Tov SafnTn), copuntdpata propet va tepthappdvouv aicOnuo peyoaivtepng
netvag M diyag amd 0Tl cLVNO®G, AVAYKN Y10 TO GLYVY OVPNOT N ATMAELD PAPOVS, aicOnua
Kovpaong N adtbeciag, TOVO 6To GTOUYXL, YPNYoPn Kot fabdeld avamvor|, cOyyvon,
acvvinOotn vvniio, pio YAUKIE popmdld 6TV avamvon oG, o YAVKIA 1] LETOAAIKT YELON
GTO GTOUO GOG, 1] [0 S1OPOPETIKT] OGN GTA 0VPA 1] GTOV WOPADTO GOG

- QAEYLOVT 6T UATIO, 1) OTTolo, UTopel va TeprAafavel LETOPBOAEC 6TV OpacT

- (QAEYHLOVT] GTOVG HOES, 1] omoia Umopel va mepthapfavel poikd movo 1 advvapio

- (QAEYLLOVT] TOV KAPSLOKOV [V, 1) omoio pmopel va TeptAapPivel SOGTVoLd, avOUAIAO KApSLOKO
ToAuo, aictnua kénwong 1 Toévo oto Bmpako (Lvokapditida)

- (QAEYLLOVT] GTO TAYKPENS, 1] OTTOi0 UITOPEL VO TEPIAAUPAVEL TOVO GTNV KOWALE, VOUTIO Kot EUETO

- QAEYLOVT] TOV O€pUaTOC, 1| omtoia, pumopel va mepthapPavet eEvOnua, kvnoud, ovcKAAES 6TO
dépua, Eeprovdiopa 1 TANYES, /Kot EAKT GTO GTOUA 1 6TO BAEVVOYOVO TNG LOTNG, GTO AGLLO
N GTNV TEPLOYT] TV YEVVITIK®OV 0pYaveV

- oxeTOLEVT] LLE TO OVOGOTOINTIKO OLOTOPOYT) IOV UTOPEL VAL EMNPEGGEL TOVG TVEVOVES, TO
dépua, To pLatia /Kot Toug AEUPAdEVES (GapKOEIdMOT))

- QAEYLLOVT] TOV EYKEQAAOVL, 1] OTtOl0 PUmopel va TepthapPdvel chyyvon, TopeTo, TPOPALOTH UE
TN VNN 1 ETANTITIKEG Kpioelg/onaciol (eykepaiitidon)

- OVOG, LOVdAGHA, pupunkiaon 1 advvapio ota xEpla 1 ota TOdo, TPOPANLATO LE TNV
0VPOJOYO KOOTN 1| LE TO EVIEPO GLUTEPIALUPOUVOUEVTG TG AVAYKTG Y10 TTLO GLYVI OVPNOT),
NG OKPATELNG 0VPMV, TG OVGKOAMOG GTNV 0VPNGCT KOl TG SVGKOIALOTNTAG (LVEAITION)

- (PAEYLOVT KOl ODAEG GTOVG YOANPOPOVG TOPOLG, 01 0Toieg pumopel va tepthapupdvovy mévo otnv
bvo de€ld TAeVPA TOL GTOLAYOL, OION O TOV TTATOG 1] TOV GTANVOS, KOTWGT, KVIGUAG 1)
KITPIVIOUO TOV OEPLATOC T} TOV AEVKOV TV 0QPBOAUGY (GKANPLVTIKY YoAoyyEUTION)

- QAEYLOVT] TOV GTOUGYOV (YooTpiTidn)

- Helopévn Agttovpyio Tov Tapabvpeoeldn adéva, 1| omoia pmopel va, TepIAapPavel LoiKég
KPAUTEG T} OTOGUOVE, KOTMON Kot aduvapio (VTorapabupeoetdlopog)

- QAEYHOVT TNG HLEUPPavG OV TTEPIPAALEL TNV KOPOLE, TOL PTOopel va, TEPIAAUPAVEL TOVO GTO
0opaka, dOvomvola 1 aicOnua Kénwong (TeptkapdiTidn)

- avTIOPACELS KATA TNV £YYLOT), Ol OTOiEG UTOPEL v TEPILOUPAVOLY dVGTVOLN, KVNOUO 1)
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e€hvOnuo, Cahn N Topetod

Emnhokéc, cvpmepriapfavopévig tTng vosou avtidpacis ToV HOGYEDNOTOS EVAVTL TOV SEVIOT
(GVHD) o€ avOpadmovg mov £xovv vrofin0el o€ petapndcycvon pveAod TV 06TOV (apyEyovo
KUTTOPO) 6TV 00l Ypnotpomotjdnkay apyéyova KOVTTapa amd 00ty (aAloyeviic). AvTég ot
emmhokég umopel va givat cofapég kot pmopet va 0dnynoovy 6to Bavoto. Mmopel va LpovicGTovY
gbv giyate vroPAnbdet oto TaPeABSV GE AVTO TO £100G TNG HEeTAPOGYEVONG 1) GV LITOPANBEiTE GTO
péAdov. O yatpog oag Ba cog maparkorlovbel yio onueio Kol CUUTTAOIOTO, TO OTTOl0 UTOPEL VOl
nepthappavouv deppotikd eEvOnua, Aegypovi oto Nrap, TOVO TNV KOWALd 1} dtéppota.

oo kon £enpor

Mn ddocete to KEYTRUDA o¢ moudud nAciog pkpotepng tov 18 etdv, pe e€aipeon to moudid:
- pe Khaowo Aéppopa Hodgkin nlkiog 3 etov kot dve

- pe peddvopa nlkiog 12 etdv Kot dve.

Adlha @éppoxa kor KEYTRUDA

Evnuepmote tov yiatpd cog

- Edv maipvete aAlo @dppoKo mov UTopel va KAVOLV TO (VOGOTOINTIKO GOG GUGTNLO TTLO
advvapo. [Tapadetypato avtdv propel va TepAapavouy To KOPTIKOGTEPOEION OTMG M
mpedvilovn. Avtd ta edppako uropet va ernpedoovy ) dpdorn tov KEYTRUDA. Qotoco
pnoAig AdPete ) Bepomeio tov KEYTRUDA, o yiatpdc cog pmopei va cog dmoet
KOPTIKOGTEPOELDTN Y10, VO LELDCEL TIG AVETIOOUNTEC EVEPYEIEC TTOV UTTOPEL VO EYETE LE TO
KEYTRUDA. Ta xoptikoctepogtdn umopel emiong va oag do0ovv mpv AMapete to
KEYTRUDA oc¢ cuvdvacuod pe ynuetodepameio, yio Tnv IpoAnyn KoV avIULETOTIOT TNG
VOUTIiOG, TOL EUETOV Kol GAAWDV aVETIHOUNTOV EVEPYELDV OV TPOKAAOVVTOL OO TN
ymueobepaneio.

- Edv maipvete, €xete mpdoeaTo TAPEL 1) LWITOPEL VO TAPETE GAAN PAPLLOKCL.

Kinon

- Aev péner va yproponomoete 10 KEYTRUDA edv glote yxvog ekt0¢ €8V 0 Y1oTpOg 6o,
GOC TO GUOTNGEL CLYKEKPIUEVOL.

- Edv elote éykvog, vopilete 01 pmopetl va glote £ykvog 1 oxedblete va oamokToeTe Toudt,
EVNUEPDOCTE TOV Y1OTPO GOG.

- To KEYTRUDA pmopei va mpokaiécel BAaPn 1 To Odvato oto ayévvnro popd cag.

- Edv giote yovaiko og avamopoymyki MAkio, TPETEL VO (PNCIUOTOINGETE EXAPKN
avTicOAANYT Yo 060 Sdotnpa AopPavete ) Oepaneio tov KEYTRUDA ot yio tovAdyiotov
4 unqveg petd tnv terevtaio 066M cog.

Onioopdg

- Edv nAdalete, evnuepdote Tov ylotpd cog.

- Mnv OnAdlete yio 660 didotnpa taipvete to KEYTRUDA.

- Aev gtvar yvootd eav to KEYTRUDA mepvé 610 puntpucod Yoo

001yNoN Ko YEPLOROS PNV LATOV

To KEYTRUDA éyet pukpn| enidpacn otnv wavotnta cog va odnyeite 1| va xepileote unyovipota.
To aicOnua (dAng, kOmmong N advvapiog sival mhavég avemBounteg evépyeieg tov KEYTRUDA.
Mnv odnyeite N xepileote unyoviuata aeod cag dobei 1o KEYTRUDA, ektog eav lote Giyovpot
oTL oBdvesTe KaAd.

3. g oac yopnyeitan to KEYTRUDA

To KEYTRUDA 0a cag d00ei 6€ vocokopegio | 6 KAWVIKY vd TV enifreyn evoc y1oTpov [e
gumepio otn Oepameio Tov Kapkivov.
- H ouvictdpevn 66om tov KEYTRUDA og eviiikec etvon gite 200 mg kabe
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3 gPfdouddec,400 mg kdabe 6 gfdopddec.

- H ovviotopevn 06on tov KEYTRUDA o€ moudid kot eprifovg nitkiog 3 Tdv Kot v e
Khoowo Aéupopo Hodgkin kot eprifovg nikiag 12 etmv kot Gvo pe peldvopa, givar 2 mg/kg
Bapovg capatog (LéExpt Eva péyioto tov 200 mg) kabe 3 efoopddes.

- O ywpog oag, Ba coc dnoet to KEYTRUDA péom éyyvong otn eAEPa cag (evoopieimc)
yia wepimov 30 Aemtd.

- O yotpog oag Ba anopacicel moceg Oepaneieg Oa ypelaoTeite.

Edv yacete o ovvedpia yro t Ayn tov KEYTRUDA
- Koléote apéome Tov Y1Tpo GOG Y10 VO, ETAVOTPOYPUUUATIGETE T1 CLVESPIN GOC.
- Eivar moAd onpavtikd vo unv mapoleiyete kamolo 6061 10V QopUdKov cog.

Edv otapoatioete va happavere to KEYTRUDA
H dwokom g Oepaneiog cogc umopel vo, GTARATAGEL TV EXIOPACT] TOV QUPUAKOL. MMV GTAUUTNOETE
1 Ogpamneio pe to KEYTRUDA, extdc kot ov 10 £xete GULNTNOEL UE TOV Y1OTPO GOG.

Edv &yete meprocdtepeg epOTNOELS GYETIKG Le TN Oepomeio Gag, pOTNOTE TOV YLOTPO GOC.

®o. Bpeite emiong awTEG TIC TANPOPOPIES otV KapTa 0.60EVOVG OV Gag Exel 000&l amd Tov YTpd
cag. Eivar onpoavticd vo guAdEeTte auth TV KAPTO KoL VO TV TOPOVCIAGETE GTOV GUVIPOPO GAG 1
o€ 660VG oag epovtilovv.

4. IMBavéig avemOOpNTES EVEPYELEG

Onwg dha To eappaKa, £TGL KoL 0VTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, OV
Kot OgV TOPOLGLALoVTaL GE OAOVE TOVG AvOPMTOVC.

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

Ot akdhovBec avemBOuNTEG evépyeleg Exovv avapepbei pe v mepmpoMlovpaunn uovo:

ITold ovyvég (umopel va ennpedoovy meprecoTepovg amd 1 otovg 10 avBpaomovg)
- peimon Tov aplfpov TV epubpokutTdpmy

- UELMUEVT OpaoTNPLOTNTA TOL BuPE0EId0C

- aioOnua Arydtepng meivag

- TOVOKEPUAOG

- dvonvola, Priyog

- dlappola, TOVOG 6TO GTOUAYL, VAVTIN, EUETOS, OVCKOIMOTNTA

- KVNopoc, deppotikd eEavonua

- TOVOG GTOVG [VES KOl 6Ta 00Td, TOVOG GpBpmaong

- aiocOnua kéTwong, acvVHOIoTN KOTMON 1 advvapia, oidnua, TVPETOHS

Yoyvéc (umopel va eanpedoovy £mg 1 otovg 10 avlpamovg)

- Aoipmén Tov Tvedova

- peimon Tov aplBpov TV apomeTaAMmV (0 0KOAN dNUOVPYio LOADTOV 1 TO EOKOAN
apoppayic), ueimon Tov aptdpod TV AEVKOKLTTAP®V (0VIETEPOPILN, AEUPOKHTTAPO)

- avTIdpaoelg Tov oyetilovtal U TNV £YXLGCT TOV QUPUAKOL

- vrePdpacTiPlog Bupeoedng, EEaym

- UELMUIEVO VATPL0, KAALO 1) aGPEGTIO GTO Qi

- TPOPANILOL LLE TOV DTTVO

- CaAn, eAeyHOVY] TOV VELP®V TTOL TPOKAAEL LOVAGHA, advvapio, popunkicon 1 TOVo Le
aioBnon kavoov ota xEpla Kot Todo, EAAENYT evEpyELag, LETOBOAN otV aicOnon g yevong
oag
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EnpoeBoipio

U1 QUGIOAOYIKOG KapOLoKOG puOLOC

VITEPTOOT)

QAEYLLOVT] TOV TTVELHOVOV

QAEYLOV TOV EVIEPOV, ENpocTopio

QAEYLLOVT] TOV NTTOTOG

KOKKIVO O10YKOUEVO eEAVON LA OPIGUEVEG POPEG UE POVCKAAES, PAEYHLOVT] TOV OEPLOTOC,
KNAISEG OEPOTOC TTOL £XOVV YAGEL TO YPMUN TOVS, ENPO, KVIGUMDIES OEPUM, TPLYOTTMOT,
dEPLOTIKO TPOPANL TTOV HOLALEL [E QKT

Luikdg Tovog, Tovol 1) evasinaio, TOVOS oTa ¥EPla N oTo O, TOVOG TNG ApOBpwoNG pe
oidnua

acBévelo TOTOL Ypimng, piyn

avénuéva enineda NrOTIKGOV EVEOU®VY 6TO aipa, avENUEVO aGPESTIO GTO aija, EAEYYXOG
VEQPIKNG AELTOVPYIOG U PUGIOAOYIKOG

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

UELMUEVOG aplOUOG AEVKOV apoc@alpiov (AevkokdtTopa), PAEYLOVOINC avTidpacT KATd TV
apomeTorinv, avénpévog aptBpog Aevk®v aptocsopimv (Nmotvoeii)

pio dtetapayn TOL VOGOTOWTIKOD GUGTNLATOS TOV UTOPEL VoL EXNPEGCEL TOVG TVEVLLOVES, TO
O€PLLO, TO, LATLOL KOUT TOVG AEUQadEVEG (GapKoEidmoT)

UELMUEVT] EKKPLOT] TOV OPLOVAV TOL TOPAYOVTOL Ot0 T EXLVEPPISLN, PAEYLOVH GTNV VTTOPLGT
mov Ppioketol atn Ao Tov eYKeEPALOV, PAEYHOVT| TOL Bupeoeldoig

dwafrtng tomov 1, cupmepriapfovouévng e drapntikng keto&éwong

pio katdotoaom katd Ty omoio ot uoeg e&acbevoiv Kot kovpalovtal EDKOAM, ETIANTTIKN
Kkpion (omacuol)

QAEYHOVT] TV 0QOAAUDY, TOVOS TOL 0PBOAL0D, epeBiodg, Kvnouog 1 epuBpodTnTa,
dvodpeatn evactncio oto MG, TO Vo PAETEL KATO10¢ OTiyUOTO

(QAEYLLOVT] TOV KAPSLOKOL [V, 1] 0TToi0 UITOPEL VO TAPOVGLAGTEL WG SVOGTVOLM, OVAUIAOG
KapdloKdc TaAnds, aichnua kénwong 1 Tévog 6to Bdpaka (LoKapdiTIdA), PAEYHOVT| TNG
UEUPPavNC TOL TEPIPAAAEL TNV KPS, 1] 0TToio UTOPEl VO TapoVG1ALETOL MG TOVOS GTO
Ompoaxka, dvemvolo 1 aicOnua kémwong (Ttepikapditida), GLECHOPEVGT VYPOV YOP® OO TNV
Kapdld

(QAEYLOVT] GTO TAYKPENS, PAEYLLOVI] TOV GTOUAYOV, EAKOG TOV OVOTTUGGETOL GTOV BAEVVOYOVO
TOV GTOUAYOV GOG 1N OTO AV® PEPOG TOL AETTOV EVTEPOV GOG

TUKVI/TTO(L8, OPIOUEVES POPES POAMOMDING aAvATTLEN TOL SEPUATOC, LIKPE dEpLLOTIKA
eEoykopara, 6fot 1 EAKN, aAlayr| YPOUATOS TPLYDV

(QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVC TEVOVTEG

QAEYLLOVT] TOV VEQPDV

avénuéva enineda apvidong, evog eviopov mov dacmd to Gpvio

Yravieg (pmopel va emnpeacovy £m¢ 1 otovg 1.000 avOpomovg)

QAEYLOVAOONG avTidpaon Katd TV epuBpokuTTdpmV, Lo KATAGTAGT oL ovoudletal
OLLOPOYOKVTTAPIKT AEUPOICTIOKLTTAPWOGCT KAT TV OO0 TO 0VOCOTOUTIKO GUGTNLLOL
dnuovpyel Tapa TOAAG KOTTAPO TOL KOTATOAELOVV TIG AOUMEELS, TO omoia ovoudlovtan
IOTIOKDTTOPO KOl AELLPOKVTTOPO TTOV LITOPEL VO, TPOKUAEGOLV O18POPO CLUTTOUOTA, AicON Lo
advvapiog, Mmobvpukn Tdon, SVoTVoLo 1) €0V TO dEPLa Gag Oeiyvel YAouod (onueia yopniov
EMTESOV TV EPLOPOKVLTTAPWOV, TOOVOV AOY® EVOC TOTOL OVALUING TOV OVOUALETAL OULYNG
amAacio TG epuBpdg GEPac)
pelopévn Agttovpyio Tov Tapabvpeoeldn adéva, 1| omoia propel vo ekdniwbel g puikég
KPAUTEG 1] OTOGUOL, KOTMOT] Kol 0duvapic
TPOCOPIVI] PAEYHOV] TOV VELP®V TOL TPOKOAEL TOVO, AdLVOLIN Kot TUPHAVOT TOV AKP®V
(oOvépopo Guillain-Barré), pieyuovi otov eyké@oiro, 1 omoio uropei va ekdnAwdel mg
GUYYVOT|, TVPETOC, TPOPANUATO, LE TN UVHUN | EMANTTIKEG Kpioelg/onaouol (eyke@aAitidn),
TOVOG, LOVJIAG O, HupunKioon 1 advvapio ota xEpla 1 ota TOd10, TPOPANUOTO LE TNV
0VPOSOYO KOOTN 1| LE TO £VIEPO GLUTEPIAAUPAVOUEVIG TNG AVEAYKNG Y10 TTLO GLYVH 0VPNOT),
NG AKPATELNG 0VPMV, TNG OVGKOAMOC TNV 0VPNGT KOl THG SVGKOIALOTNTAG (LVEAiTIdn), olonua
6
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TOV OTTIKOL VEVPOL TO OTOI0 LITOPEL VO 001 YGEL GE OMMAELD OPACNG GTOV £VA 1] KOl GTOVG
800 0@BoAp0VC, TOVO E TNV Kiviion TOV 0QOOAUOVY, T)/KoL OTOAELN TNG EYXPOUNG OPUCTG
(omTkn vevpitida), PAeyHOV TG LEUPPavng oL TEPPAAAEL TOV VOTIIO LVELD KOl TOV
€YKEPOLO, 1 OTTOl0L EVOEYETOL VO EKONADVETOL LE OKOLYI0 TOL QVYEVA, KEPOAOAYiD, TUPETO,
guoucnoia TV HOTIOV 6TO MG, voTio 1 ERETo (Unviyyitidn)

QAEYLOVT] TOV ALLOPOP®V oy yEi®V

EMeyn M Lelmon TV TETTIKOV EVEOI®V OV TopayovTal arnd To TayKpeas (eEmKPvg
TOYKPEATIKT OAVETAPKELX), O GTO AETTO £VTEPO, KOIMOKAKN (YopoakTnpileTon omd
CUUTMUOTO OTIMG GTOYIKO GAYOG, S10pPpOoLal Kol TUUTOVICUOS LETA TNV KATAVOAMGT] TPOPOV
OV TEPLEYOVY YAOVTEVT)

(QAEYLOVT] GTOVG YOANPOPOLG TOPOLG

KVNGUOC, POVGKAAEG 6TO dEpPLLa, EEPAOVIGHA 1| TANYEG, 1/KaL EAKT) GTO GTOUM 1} GTO
BAevvoyovo g POTNG, 610 AALUd 1 GTNV TEPLOYN TOV YEVWNTIK®OV 0pYAveV (GOVIPOLO
Stevens Johnson 1] To&1k1| emdep Ky VEKPOALGT), EvOICONTA KOKKIVA EE0YKOUATA KAT® OO
70 dépua

vOGOG KOTA TNV OTTOI0 TO 0VOGOTOMTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TTOV TAPAYOVV
vypoaoia 6to ocdua, dnmg ddkpva Kot caito (chvdpopo Sjogren)

QAEYLLOVT] TNG 0VPOOGYOV KVGTNG TTOL EVIEXETAL VO, EUPOVILETAL MG GUYVT KoL/ ETMOLVY
00PN, EXITOKTIKT OVPNOT|, KLUATOVPIN, GAYOC T} TTEST] GTNV KATM KOWAOKN YDpa

O1 ak6LovBeg avemBounteg evépyeteg Exovv avapeplel oe KAVIKEG HEAETES [E TNV
nepmpoMlovuaunTn o€ cLVOVAGUO pe ynueobepaneia, axtivobepaneia 1 ynueobepaneio pe
axtivobepameio:

IIoAb ovyvéc (umopel va exnpedosovy TePLecoTEPOVS 0t 1 6Tovg 10 avOpdmToVg)

Leimon Tov aptdpov TV epLOPOKLTIAP®Y, LEIOUEVOS APIOIOC AEVKDV ALLOCOUIPI®mY
(ovdetepdpira), peimon tov aplBpov TV aponeTtaiioy (o e0KOAN dNUoVPYic LOADTOV 1|
o VKON oLpLoppoyieL)

UEL®PEVT AgtTovpyio ToL BVPEOEIBOVG

LEL®UEVO KOALO 6TO aipa, aicOnua Arydtepng meivog

TPOPANLLO LLE TOV VTTVO

QAEYLLOVT] TOV VEVP®V TTOV TPOKOAEL LOVSIAG L, advvapia, popunkicon 1 Tovo ue aichnon
KGOV 010, XEPLOL Kot TOAL0, TOVOKEPAAOG

dvonvola, Priyog

duappota, vavTtio, EUETOG, TOVOS GTO GTOUAYL, OVCKOIAMOTNTA

deppotikd eEvinua, TpLOTTOGT, KVNGUOC

TOVOG GTOVG UVES KOl 6T 00T, TOVOS TNG ApBpmong

aioOnpa kémwong, acuvi ot KOT®MGN 1 adVVApid, TVPETOG, OO L

avénuéva eninedo 6To aiplo TOL NTOTIKOV VIOV APIVOTPAVGPEPAOT TNG OAAViVIG,
avénpéva eninedo oTo aipo ToL NIOTIKOV VEDLOV ACTUPTIKY) AUIVOTPAVGPEPAECT

Yuyvég (umopel va emnpedoovy £m¢ 1 otovg 10 avlpaomovg)

Aoipwén Tov Tvevpova

HELOUEVOG aptBdg AeVKDV Ooc@alpimV (0VOETEPOPILN) LE TVPETO, LELMUEVOS OPLOLLOC
AEVK®V OUOGPAPIY (AEVKOKVTTAPA, AEUPOKVTTAPO,)

avtidpacn mov oyetiletal pe TV £yXLCT TOL PUPHAKOL

HELOUEVT] EKKPLOT] OPLOVAV TTOV TOPAYOVTOL Atd TO EMVEPPIOLA, VITEPOPUCTNHPLOG BLPEOEIINC,
QAgyLOVI TOL Bupeoeldong

UEL®WEVO VATPLO 1) aGPEGTIO GTO i

CaAn, petafoln oty aicnon g yedong cag

Enpogboipuia

U1 PLGLOA0YIKOG KAPIIOKOG pLOLOG

VIEPTAOT)

QAEYLOVT] TOV TVELUOVOV

QAEYLLOVT] TOV EVTEPOV, PAEYLLOVT TOV GTOWAYOV, EnpocTopia,

(QAEYLOVT] TOV TOTOG
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KOKKIVO OL0YKMUEVO eEAVOT L0 OPIGIEVEC POPEC LE POVOKAAEC, PAEYLLOVT] TOV OEPUATOC,
depuatikd TpdPAnUa Tov potalet pe akpn, Enpd, KVNOUMIES dEpLLA,

HUKOG TOVOC, TOVOL ) evatsOnaia, TOVOC oTa ¥Epla 1 oTo O, TOVOG TNG ApOBpwong e
oilonua

o&ela veppikn PAGLN

acBévelo TomoL Ypinng, piyn

avénuévn yorepubpivn oto aipa, ovénuéva enineda 6To aipto TOL NTOTIKOD VEOHOV AAKOAKN
OMOPUTAOT), EAEYYOC VEPPIKNG AEITOVPYIOG UM PVGIOAOYIKOG, AVENUEVO 0GPEGTIO GTO aipa

Oy ovyvég (nropei vo emnpeacovy £mg 1 atovg 100 avlpamovg)

QAEYHOVAOONG avTidpaon Katd Tv epubpokuttdpov, £vag avénuévog aplipog Aevkmv
alpoceapiny (MOGOPILL)

QAEYHOVT OTNV VTTOPLGT TTOL PBpicketar TN PAOT TOL EYKEPAAOV

dwafrtng Tomov 1, cupmepriapfoavopévng g StapnTikng keto&éwong

QAEYLLOVT| GTOV EYKEPAAO, 1) OTtOl0, Liwopel Vo ekdNAmBbel wg cuyyvo, TupeTdc, TpofAnuaTo pe
TN WU M EMANTTIKEG Kpioelg/onacpol (eykeporition), eminmtikn kpion (omacpot),
EMdeym evépyetog

@AYoV TV 0QOUAUDY, TOVOC TOL 0pBuA0D, epebicudc, Kvnouog 1 epuBpdtnTa,
dvodpeatn evactncio oto MG, T0 Vo PAEREL KATO10¢ GTiyUOTO

(QAEYHLOVT] TOV KAPSLOKOV [V, 1] OTTOi0 UITOPEL VO TAPOVGLACTEL WG OVCTVOLM, OVAUAAOG
KapdloKoc maAnds, aioOnua kénwong 1 Tévog 61o Bdpaka (LLoKapdiTIdn), PAEYHOV TNG
UeUPPavNC oL TEPIPAAAEL TNV KapdLd, 1] omoio UmTopel va TapovcildleTal mg TOVOg 6TO
Bmpoxa, dvomvola 1 aicOnua kéTwong (tepikapditidan), GLGCHOPELET VYPOL YOP® OTd TNV
Kapdld

QAEYLLOVT] TOV QLLOPOP®V aryYEI®V

QAEYLLOVT] GTO TAYKPENS, EAKOC TOV OVOTTUGGETAL GTO BAEVVOYOVO TOV GTOUMYOV GOG 1) GTO
Gve PEPOG TOV AETTOV EVIEPOL GOG

TUKVI/TTOL6, OPIGUEVES POPES POMODING AVATTLEY TOV OEPUATOC, KNAIOEG OEPLOTOG TTOV
£YOVV YAOEL TO YPDUN TOVG, UKPE depUaTIKA eEoyKMduata, 6{o1 1} EAKN

(QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVS TEVOVTEG

QAEYLLOVT] TOV VEQPPOV, PAEYLOVT] TG KOGTNG, 1) OToio UITOpEl VoL TopovctaleTol Mg GLuYVY|
1/Ko1 EXMOVVT OVPNOT), ENXLTAKTIKY ODPNGT], ALLATOVPI, GAYOG 1 TEGN GTNV KOTM KOIANKT
ropa

avénuéva enineda apvidong, evog eviopov mov d1aomd to Gpvio

Yravieg (pmopel va ennpeacovy £mg 1 otovg 1.000 avOpomovg)

QAEYLOVAOONG avTIOPOOT KATA TOV TOV OLUOTETOAIDY

pio dtatapoyf TOL OVOGOTONTIKOD GUGTHLLOTOS IOV UTOPEL VAL EMNPEGGEL TOVG TVEVLOVES, TO
OEPLLO, TO LATLO KOUT TOVG AEPPAOEVEG (GapKoEidmaT)

pelmpévn Aettovpyio Tov Topabvpeoeldn adéva, 1 oroia propel vo ekdNiwbel mg poikég
KPALTEC 1| OTAGLOT, KOG Kot advvapio

plo katdotoon katd tnv omoia ot poeg e&ocbevovv kat kovpalovtat €bkola, pio Topodiky
QAEYLLOVT] TOV VEVP®V TTOV TPOKOAEL TOVO, aduvapia Kot Tapdivor 6To dKkpa (GUVOPOLO
Guillain-Barré), mdévoc, poddlacpa, LupUnYKIOGHO, 1] ddLUVOIIN 6T ¥E€pta 1 To TOdLA,
TPOPARATA TNG OVPOIGHYOV KVGTNG 1) TOV EVIEPOL GUUTEPIAAUPAVOUEVTG TG OVAYKNG YO
GLYVOTEPT 0VPNCT], OKPATELN 0VPWOV, SVGKOALD GTNV OVPNOT| Kot SVCKOIAOTNTO (LVEAITION),
010N U0 TOL OTTIKOV VEDPOL TO OTTOI0 UTOPEL VOL 00TV |GEL GE ATMAELN OPACT|G GTOV EVAL 1] KoL
6TOVG 000 0EOAAOVG, TOVO pEe TNV Kivion Tov oeBoAudv, /Kot ardAELD, TG EYYPOUNG
Opaong (OTTIKN VELPITION), PAEYUOVI OTNV UEUPPAVT YOP® OO TNV GTOVOLAIKT GTAAN Ko
TOV £YKEPAAO, 1| omoio umopel va Tapovotdletal mg duokapyio avyéva, KEPUAUAYi, TUPETOC,
gvototnoio opOuludV 6T0 MG, vawtio 1 Epetoc (unviyyitida)

M eyn M pelmon TV TETTIKOV eVEOU®V OV Topayovtal arnd To TayKpeas (eEKpvg
TOYKPEOTIKT OVETAPKELDL), 0T GTO AENTO £VTEPO, KOLMOKAKT| (YapokTnpiletor omd
CUUTTMUOTO OTIMG GTOLOYIKO GAYOG, S10pPpOoLal Kol TUUTOVICUOS LETA TNV KATAVOAMGT] TPOPOV
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OV TTEPIEXOVY YAOLTEVT))

PAEYLLOVT] TOV YOANPOP®Y 000V

KVNGUOGC, POVCKAAEG 6TO dEPLLO, EEPAOVIIGHA 1] TANYEG, 17/KaL EAKT) GTO GTOUA 1| GTO
PAevvoyovo g POTNG, 6T0 AALUd 1 GTIV TEPLOYN TOV YEVWNTIK®OV 0pYAvaV (GOVIPOLO
Stevens Johnson), evaicOnto KOKKIVA £0YKOUOTO KOT® 0mtd TO dEPUM, OAAXYT XPDUOTOC
POV

VOGOG KOTA TNV OTO10l TO 0lVOGOTTOUTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TOV TAPAYOVV
VYpOGio 6TO GO, OTMG dGKPLO. Kot cdAlo (cOVdpopo Sjogren)

Ot ax6AovBeg avembounteg evépyeteg £xouv avopepOel oe KAMVIKEG LEAETEC e TNV
nepmpoMiovudunn og cuvdvacud pe To axitinib 1 to lenvatinib:

oAb ovyvég (nmopei va exnpedoovy teprocdTepovg amd 1 otovg 10 avlpomovg)

0VPOAOIUADEELS (LENUEVT] GLYVOTNTO 0VPNOTG KO TOVOG KOTA TNV AmoBOAT 00pwV)
peimon Tov aptdpow Tov epudporkuTTdpmV

UEL®WEVT AgtTovpyio ToL BVPEOEIBOVS adEVa

aloOnpo Atydtepng metvag

TOVOKEQAAOC, LETABOAN otV aicOnomn g yevong cag

VIEPTOAOT)

dvonvola, Priyog

dugppota, TOVOG GTO GTOUAYL, VAVTIN, EUETOG, OVCKOIAMOTNTA

deppotikd e€avOnua, kKvnouodg

ovog TG ApBpmong, TGVOg GTOVG PVES KAl GTA 0GTA, HVTKOG TOVOS, TOVol 1 evaicinacia,
TOVOG OTA YEPLEL 1] OTOL TTOSLKL

aicOnua kéTwong, acVVHOIGTN KOTMON 1 advvapia, oidNUa, TVPETOHS

avénuéva eninedo Mmdong, evog eviOUov oV SeTd To, ATopd, aLENUEVO ETITESD NTOTIKOV
evlopov oto aipa, ELEYYX0S VEQPIKNG AEITOVPYIOG U] PLGLOAOYIKOG

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

Aolpwén Tov Tvevpova

LELOPEVOS aplBOG AEVKDV poc@alpimv (0VdeTEPOPILA, AEUPOKVTTAPA, AEVKOKVTTAPO),
peimon Tov aplBPov TV APOTETOM®Y (10 E0KOAN dNUIOVPYIC LOADTOV 1 TO EOKOAN
opopporyior)

avtidpaon Tov oyetiletat pe TV £yXLGCTN TOV PUPUAKOL

UELMUEVT] EKKPIOT] TOV OPLOVAV TOL TOPAYOVTOL OO T EXLVEPPISLN, VTEPOPUTTNPLOC
Bupeoeidng, pAeypovn Tov Bupeogdong

LEL®PEVO VATPL0, KAALO 1) acPEaTIo 6TO aipa

TPOPANUa e ToV HITvo

CaAn, eAeYLOV] TOV VEVP®V TTOL TPOKOAEL LOVAGH, advvapic, popunkicon 1 TOVo pe
aioBnon kavoov ota xEpLa Kot Toda, EAAENYT EVEPYELNG

Enpoobaipuia

U1 PLGLOAOYIKOG KAPIOKOS pLOLOG

(QAEYLLOVT] TOV TIVELLOVOV

QAEYLOVI TOV EVIEPMOV, PAEYLOVI GTO TAYKPENS, PAEYLLOVT] TOL GTOLAYOL, ENPOCTOLIN
(QAEYLLOVT] TOV NTOTOG

KOKKIVO O10YKOUEVO eEAVON LA OPIGLEVEG POPEG LUE POVOKAAESG, PAEYLLOVT TOV OEPUATOC, ENPO
dépua, OepuaTiKd TPOPANUA TOV HOtAleL e oK, TPLYOTTOGON

OVOG NS ApBpwonC e oidnua

QAEYLOVT] TOV VEQPDV

acBévelo TOTTOL Ypinng, piyn

ovénuéva eminedo apvAdong, evog evCdpov mov 01aemd to dpvro, avénuévn yorepvOpivn cto
aipo, avénpéva eminedo oTo aiplo TOL NIATIKOV VDOV YVOGTO MG GAKOAIKT QOCOOTACT,
avénuévo acPéotio 6To aipa
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Oy ovyvég (nmopetl vo. exnpedoovy £0g 1 atovg 100 avlpomovg)

- £vog ouENUEVOC aplBOG AEVK®Y oIOc@APi®Y (MOGTVOPIAN)

- QAEYLOVT GTNV VTTOPLGT TTOL PBpickeTar TN PAOT TOL EYKEPAAOV

- dwafrtng Tomov 1, cupmepriopfovopévng g StapnTikng keto&éwong

- po Kotdotoon Katd tnv omoia ot poeg e£acbevoiv kat kovpalovtal EDKOAN, PAEYLLOVH] GTOV
eYKEQPAA0, 1 omoia popel va ekdnAwbel wg chyyvon, TupeTdc, TPoPAHHOTA LE TN LVAUN 1
EMANTTIKEG Kpioelg/omacuol (eykepaAitidon)

- @AYoV TV 0QOUAUDY, TTOVOC TOL 0pBoA0D, epebicudc, kKvnoudg 1 epuBpdtnTa,
dvodpeotn evactnecio oto EMC, T0 Vo PAEREL KATO10C GTiyUOTO

- QAEYHLOVT] TOV KAPSLOKOV [V, 1] OTTOi0 UTOPEL VO TAPOVGLAOTEL G SVCTVOLM, OVAUIAOG
KapdloKoc TaApds, aichnua kénwong 1 Tévog 610 Bdpaka (LLOKAPIITISN), CUGCMPELOT
VYPOL YOP® OO TNV KapOLd

- QAEYLLOVT] TOV OLLOPOP®V arYYEI®V

- €\KOG IOV OVOTTOGGETAL GTO BAEVVOYOVO TOL GTOUGYXOL GOG 1) OTO AVE UEPOG TOV AETTOV
EVTEPOV COG

- ENpo, KVNGUMOEG dEPLUA, TUKVIY/TTAYLA, OPIGUEVEG POPESG POAIMONG aVATTLEN TOL dEPHOTOC,
KNAldeg SEpHATOC TOV £XOVV XAGEL TO XPAOLLA TOVS, kP depprotikd eEoykapata, 6Cot 1 €Ak,
oAAayn XPDOUOTOC TPLYDV

- QAEYLOVT] TOV EADTPOV OV TEPPAALEL TOVC TEVOVTEG

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

- UELMPEVT AetTovpyio TOL Topabvpeoeldn adéva, 1 omoia puropel vo ekdNAmOel m¢ PoiKkég
KPAUTEG 1] OTOGHOL, KOTMOT| Kot aduvapia

- 0101 LA TOL OTTKOD VEVPOL TOL UTOPEL VO, OO YNOEL GE UTMAELD OPOOTG GTOV £VaL 1] KOl GTOVG
00 0BoAHOVC, TOVO LE TNV Kivon ToV 0QOoAU®OVY, T)/Kot @ADL TNG EYXPOUNE OPUOTG
(omTkn vevpitida)

- 071 6TO AEMTO £VIEPO

- KVNGOUOC, POVGKAAES 6TO dépLLa, EeAoVdIGUA 1) TANYES, 1/KaL KT GTO GTOUA 1] GTO
BAevvoydvo g LOTNG, 6TO AGLUO 1) GTIV TEPLOYN TOV YEVWNTIKGOV 0pYOveV (TOEIKT EMOEPIIKA
vekpoivon 1 cvvdpopo Stevens Johnson)

- VOGOG KOTA TNV 0010l TO AVOGOTOMTIKO GUGTNIO EMLTIOETAL GTOVG AOEVES TOV TAPAYOLV
VYpoacio 6T0 GO, OTMG dGKPLO Kot 6dAL0 (cOVOpopo Sjogren)

- QAEYLOVT TNG 0VPOSGYOV KVGTNG, 1| 0Tola pmopel vo, ekdnAwmBel g cuyvn Ko endduvn
00pNoMN, EMTOAKTIKY OVPNOT|, OLLATOVPia, GAYOG 1] TTEST] OTNV KATM KOIAOKN XDpa

Aldreg avemOOUNTES EVEPYELES TTOV £XOVV AVAPEPOEL pE EVOLIEN «u1 TVOGTIG GLYVOTNTOS) (O€V

pmwopovv va ektiun0ovv pe faon ta d100écipa dedopéva)

- EMheyn N pelmon TV TENTIKOV eVEOI®V oV Topdyovtal arnd 1o TayKpeas (eEKPLVIG
TOYKPEOTIKT OVETAPKELD), KOTALOKAKT (XOpakTNpileTOl 0O CUUATMUUTO OTMG GTOUOYIKO
GAyog, d16ppota Kol TUUTOVIGHOG LETE TNV KATAVAAWDGT) TPOP®V TOV TEPEXOVLY YAOLTEVT)

To e&avnuo eppaviletar mo cuyva 6tav to KEYTRUDA yopnyeitan 6€ cuvdvacpo pe enfortumab
vedotin mapd 6tav 1o KEYTRUDA yopnyeitot povo.

Ava@opd avemBOunToVv gvepyeLdV

Edv mopatnpnoete kKamoo avemBOunt evEpYELn, EVILEPDTTE TOV YLOTPO G0G. AVTO 1GYDEL Kot Yl
K@0e mhovn avemBOunTN eVvEPyELa TOV OEV AVAPEPETAL GTO TTAPOV POAAO 0dNy1dV Y¥prione. Mmopeite
emiong va avoeépete avemBounteg evépyeteg amevbeiog (PA. AemTouépeiec mapakaT®). Méco TG
avaopdg avemBOunTov evepyeldv pumopeite va fondncete 61 cuALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS POPUAKOV.
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EAAGS:

Ebvikog Opyaviopog @apudxmy,

Meocoyeiov 284, GR-15562 Xoiapyodg, AGva,

TnA: +30 21 32040337,

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

Kompoc:

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 NHEPOLMVIa AMENG TTOL AVOPEPETOL GTO KOVTL Kol
oTNV MO UAVOT) TOL ELoAdiov petd To EXP. H nuepopnvia AMéng eivar 1 tedevtaio npépa Tov
UNVO. TTOL OVOQEPETOL EKEL.

dvidcoete og yoyeio (2 °C — 8 °C).
Mnv KoToyOYETE.
DuAdcceTe GTO OPYLKO KOVTL Y10 VO TPOGTATEVETOL OO TO MG,

Metd omd v TpoeToacio Tov SLoAdUOTOG TPOC £YYLoN

H ymukn ko puoikn otabepdtnto Katd ) xpnon £xet katoaderydel yio émg 42 nuépec otovg 2 °C
£€w¢ 8 °C 1 atovg 23 °C €wg 27 °C. Amd pukpofroroyikng amoyng, To mpoidv, apol apaiwndei, Bo
npénel va ypnoiponon el apéoms. To apatmpévo didhvpa dev TpEmel va Katoyvyetot. Eqv dev
ypnopomomOel apésme, ol Katd T ypnor yPovol eOAAENS Kot 01 GLVONKES TPV Omd TN YpNoM sivat
gubHvn Tov ypnoTn Kot Bo TPEmEL Kavovikd va unv vepPaivouv Tig 7 nuépeg otovg 2 °C émc 8 °C 1
11 12 dpeg o€ Bepuokpacio Sopatiov, EKTOG KAl av 1) 0poimon YIVE O ELEYYOUEVES Kol
EMKVPOUEVES Aonmteg cuvinkes. Eav éxet mponynBel woln, Ba mpémet va emtpamnel ta @loAide
Ka/f o1 6akol evooPAEPLag xoprynong va £pbovv o Bepuokpacio dwuatiov TPLY T ¥PHON.

Mn @UAGGGETE OTOLOSNTOTE AYPTCLLOTOINTO UEPOG TOV SIHADUATOC £YYVONG Y10 ETOUEVT] XPNOT).
Ka0e aypnoiponointo edpuoko 1 vVwdAEULO TPETEL VO AITOPPITTETOL COUPOVE, LUE TIC KATEH TOTOVG
LOYVOVGEG GYETIKES OLOTAEELG.

6. IIepreydpeva TS GVGKEVLUGINS KOl AOUTEG TANPOPOPIES

Tvepréyer to KEYTRUDA
H dpaotikn ovoia givar 1 tepmpoi{ovpdpm.

‘Eva gaAido tov 4 ml mepiéyet 100 mg mepmpoAl{ovpapmne.
Ka0e ml mokvod dtoddpotoc mepiéyet 25 mg mepnpoMLOVUAUTNG.

Ta dALa cvotatika gival 1 L-iotdivn, n L-1ot1divn vdpoyAwpikn povoidpikn, n caxyapodln, to
ToAVGopPio 80 Kat To VOWP Yo EVECIUAL.

Epg@davion oo KEYTRUDA kot epley0peva TG 6VGKELAGLOG
To KEYTRUDA egivat éva d1avyég €mg ehappdg 1p1dilov, ayxpouo Eog eAappdg Kitpvo didivpa, [e
pH 5,2 -5.8.
Eivan 6100éc110 o€ KovTid mov mepiéxovv va 1 000 YudAtva QLoAidia.
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Mmropei va, unv KoKAOPOpPOUV OAEG 0L GLOKEVAGIES.

Karoyog Adsrog Kvkhogopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OAAavoio

IMopaockevaotic
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyio

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMavdio

RCN000027689

T"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
MSD Belgium

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

Bbnarapus

Mepxk Illapn u oym bearapus EOO/L
Ten.: +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
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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)
malta_info@merck.com

Nederland

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

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

Norge

MSD (Norge) AS

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



E)\AGdo

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, 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: + 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.l.

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

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

cyprus_info@merck.com

Latvija

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

RCN000027689

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@merck.com

Portugal

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

Romania

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

To mapév evAro 00N LAV YpfioNS avadempOnke Yo TeEAevTaio Popd Tov OxTtdfpro 2025

Alreg INYEG TANPOYOPLAOY

Aemtopepeic TANPoPopies yio T0 PApUOKO avTo gival 100E61ES 6TO IKTLAKO TOTO TOV
Evponaikod Opyavicpov Ooapudkov: 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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