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@VYAro oYLV piong: IIAnpoopics yia Tov ac0evi)

KEYTRUDA 25 mg/ml tokvo d1divpa Y10 TapacKevt] O10A0patog Tpog £yvon
[epumpoiovpdunn (pembrolizumab)

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYIDOV YPTONS TPLY 60 000&l 0VTO TO PApPROKO,

00T TEPLAUPPEAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

- DurdEte avTo TO EOALO 0dNYIDV Yprione. Towg ypelaotel va to dofdcete Eavda.

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

- Edv éyete mepartépm amopiec, poTHOTE TOV Y1IOTPO COC.

- Edv mapotnpioete Kamoto ovemBountn evEpyeLa, EVNUEPDOGTE TOV Y1OTPO GaG. AvTO 1GYVEL
Kol ylo kGOe mBavr) avemiBounTn evépyeLa TOV €V AVAPEPETAL GTO TAPOV PVAAO 0NYIDV
ypnons. BAéme mapaypapo 4.

T Tepréyer 1o mTapév AL 001 IOV

Tt etvan to KEYTRUDA xou wota givoit ) xpiomn tov

T mpénet va yvopilete npv oag 000ei 1o KEYTRUDA
Iloc oag yopnyeitar to KEYTRUDA

[MBavéc avembBounteg evépyeleg

[og va pvidcoete to KEYTRUDA

[Tepreydueva g cuoKeEVAGING Kot AOUTES TANPOPOPIES

SNk L=

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

To KEYTRUDA 7epié€yet T 0pacTiki) ovcio TEUTPOALOVUAUTN, 1] 0ol Elval £V LOVOKA®VIKO
avticopa. To KEYTRUDA dpa Bonfdvtag o avocomontikd cog GOGTNUE VO KATOTOAEUNGEL TOV
KapKivo cag.

To KEYTRUDA ypnoyionoteitar o€ eviiikeg yio T Oepomeio:
e &vOc €l00VC KOPKIvOL TOL SEPIOTOC TOV OVOUALETOL LEAGVID O

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

e  &vic gldovg Kapkivov mov ovopdleTon Kakonbeg pecobnriopo vrelwkdta (MPM) 10 onoio
ennpedlel NV EMEVOLOT TOV TVELUOVOV Kot TOL H®POKIKOD TOLYMUATOG

e  &vic gldovg Kapkivov mov ovopdleTon kKAaowkd Aépempa Hodgkin

e  &vic €ldoVg KapKivov Tov ovoudleTal Kopkivog Tng ovpoddyov KOGTNG (KopKivmpo Tov
ovpobniiov)

e  £vOC €100VC KOPKIVOL TNG KEPAANG KOl TOV TPAYNAOL TOV OVOUALETOL KOPKIVMUO KEPAANG KO
TPOYAAOL aId TAOK®OIN KOTTOPO

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

e  &vig gldovg KapKivov Tov mpoodiopileTar 6Tl £yl LYNAN pkpodopvPopikh actdbeia (MSI-H) 7

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

(ovoudletar opHokoAikog Kapkivog), oty untpa (ovopdaletal Kapkivog Tov voountpiov), 6Tov

otopayo (ovopaletal yaoTpikog Kopkivog), 6To Aemtd évrepo (ovoudletal Kapkivog Tov AETTon

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

YOANPOP®V 0dDV)

evog €idovg Kapkivov Tov ovopdaleTol KopKivempo ToL 01G0QAYoV

£vOG €i00V¢ KaPKIVOL TOL HaoTOD TOL OVOUALETOL TPITAG-OPVNTIKOG KOPKIVOG TOV LOGTOV

€vOGg €100VE KAPKIVOL TNG UNTPOG TOL OVOUALETOL KOPKIVMLLO TOL EVOOUNTPIOD

€v0G €id0V¢ KapKivov Tov ovopaleTal KOpPKivog TOL TPAYAOD TNG UTPOC

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

YOG TPOOICOPAYIKNG CLUPBOANG

e &viG €100VE KOPKIVOL TOL YOANPOPOL TOPOVL 1 TNG XOANSOYOV 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 AU
Hodgkin

e nlxioag 12 et@v kot dvo yio ) Bepaneia evog eldovg Kapkivov mov ovopdleTar LeAdvopa.

O1 acBeveic Aappdvouv 1o KEYTRUDA 6tav o kapkivog toug éxet eEamimBei ) 0tov dev pmopet va
apaipebel pe xepovpyikn eréuPoc.

Ot acBeveic Aappdvouv 1o KEYTRUDA, a@ov vroPfAnBodv oe yeipovpyikn enépfoon apaipeong
TOV HEAQVAUOTOC, TOV LI UKPOKVTTAPIKOD 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 enéppact (VEOETIKOVPIKT 0y®yn)
®OoTE Vo, BEPUTEDGOVV TOV UN UIKPOKLTTOPIKO KAPKIVO TOL TVEDHOVO 1] TOV TPITAA-0PVITIKO KOPKIVO
TOV HoeToL Kot émerta cuveyiCouv v Ayn KEYTRUDA petd v yeipovpyikn enépfoon
(emKovpiKn ay®y”) AGTE VoL ATOTPEYOLV TNV EXAVEUPAVIOT] TOL KAPKIVOL TOVG.

To KEYTRUDA pnopet va 600¢i og cuvdvaoud pe GALO ovTIKAPKIVIKG QApLOKa LE 1] XOpig
axtvobeparneia. Eival onpovtico vo dwafdoete eniong ta OAAL 031N YDV YPNONG TOV GAA®Y 0VTOV
oopuakmv. Eqv éxete omoleodnToTE EPOTNCELG OYETIKA LIE AVTA TO PAPLOKO, POTACTE TOV YITPO
oG,

2. T péner va yvopilete apy ocag 600gi 1o KEYTRUDA

Agv Ba mpénet va cog 600ei to KEYTRUDA

- o€ mepinT®on aAlepyiog TNV TEUTPOAILOVUALUTN 1] GE OTOLOONTOTE AAAO OO TOL GLGTATIKA
OVTOV TOV PAPUAKOL (avapépoviotl otV Tapdypago 6, «Ilepieydpeva TG CLOKELAGING KoL
Aowmég mAnpoopiec»). Amevbuvbeite otov yloTpd Gog edv dev gioTe Giyovpot.

IIpogidomou|oelg kKo TPOPLAGEELG
AmevBuveite otov yiatpd 1 TO0V vosokopo oag mtptv AdPete to KEYTRUDA.

IIpw mapete 1o KEYTRUDA, gvnuepdote Tov y1o1po GoG €0v:

- €xete Yo aTOAVOoT| VOGO (La Katdotaon Omov T0 ompa enttifeton ot S1kd Tov KOTTOPN)

- &yete TveLUOVIO, | PAEYUOVT GTOVG TVEDUOVEC 60G (TTOV OVOUALETOL TTVELLOVITION)

- glyate AaPetl Tpornyovpévag ipilimumab, £va GAAo @appako yio tn Oepaneio Tov
UEAVOUOATOG, KOl ELQUVICATE GOPOPES OVETIOVUNTEG EVEPYELEG AOY® CLTOV TOV PAPUAKOL

- elyate o ahdepytkn avtidpaon og dAdec Bepameieg e LOVOKA®VIKA OVTIGMUOTOL

- €xete M eiyote xpovia 0yevn Aoipwén Tov HraTog, cvpumeptiapfoavouévng g nrotitidog B
(HBV) 11 ¢ nratitdag C (HCV)

- éxete Aoluwén and Tov 16 ¢ avocsoavendpkelag Tov avipmmov (HIV) 1 1o ochvépopo tng
enikt g avoocoavendpkelog (AIDS)

- éyete MmOtk PAGSN

- éxete veppikn PAAPN

- éxete vmoPAnOel oe PeTOUOGYELGT GLUTAYOVS OPYAVOL 1 O PETOUOGYEVGT LVEAOD TV OGTAOV
(apyéyovo KOTTEPO) GTNV omoia ypnoipomombnkay apyéyova KuTTapd ond 30t (AALOYEVIC)

Oroav mapete 10 KEYTRUDA, pmopei va €xete opiopéveg coPapéc avembounteg evépyetec. Ot
AVETOVUNTEG AVTEG EVEPYELESG, UTOPEL OPICUEVES POPES VO Yivouy ametdnTikég yia T {on Kot pmopel
va 00MYNooLvV 610 Bdvato. AvTéG 01 avemBOUNTEG EVEPYELEG UTOPEL VO ELPAVIGTOVV OTOLONTTOTE
oTLYUN KoTd TN dtdpkela s Oepameiog 1 aodun Kot petd to téhog g fepamneiog cag. Mmopei va
eppavicete mePocOTEPES OO Ui OVETIBOUNTEG EVEPYELEG TAVTOYPOVAL.
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Edv éyete omoladnmote amod Tig akdA0L0eg KoTaoTdoELS, KaAEoTE 1 Ogite apéowg Tov yatpd coc. O
Y1aTpdG GOG UTOPEL VO 00¢ SMOEL AALO PAPULAKO Y10 VO EUTOIICEL TNV EUPAVIOT) IO GORPOY
EMTAOKDV K01 Y10, VO LELOGEL TO GCLUTTOROTA 60G. O Y1TpOg G0 UTopel va, S1OKOWEL TNV EXOUEVT
o001 tov KEYTRUDA 1 va cag otapatrost ) Ogpaneia pe to KEYTRUDA.

QAEYLOVT] TOV TVELUOVOV, 1] OTtoial PTtopel va mepthapfavel SVGTvola, TOvo 6To Bdpako 1)
Prixe

QAEYHLOVT TOV EVTEPOV, 1 OTTOl0 UTOPEL va TEPILOUPAVEL 1GpPOoLa 1 TEPIGGOTEPES KIVIGELS
TOV EVTEPOL 0md OTL VVHOWC, padpa, o LOPEN THGGOC, KOAAMAN KOTPAVO 1) KOTPOVO, |LE OilpLa
N PAévva, coPapog TOVOC 610 oToudyt | evauctnaia, vovtia, EUETog

(QAEYLLOVT] TOV NTATOG, 1) OToio UIopel va TeptAapfdver vootia 1 EUETo, aicOnuo Atydtepng
neivag, Tovo otr 6g£10 TAELPE TOV GTOWAYOV, KITPIVIGHO TOV OEPUATOC 1| TOL AEVKOD TV
0O DY, cKOVPOYPOUE 0DPA T} ALULOPPAYIN T LOADTES TO EDKOAL 0TO TO PLGLOAOYIKO
QAEYHLOVT] TOV VEQPP®OV, 1] oTola pmopet va mepthapPdvel petaforég otny moGOHTNTA 1) GTO
YPOUA TOV 0VPOV GOG

QAEYLLOVT] TOV OPUOVIKDV adéVaV (101aitepa Tov Bupeoeldong, g LITOPLGNE KL TOV
emvePpdinv), 1 omoio pmopel va meprhapfavet Toyd Kapdiokd maApd, anmAgo fépovg,
avENUEVT €PLOPmOT, HENGT COUATIKOV BAPOLGS, TPLYOTTMOT, aichnon yuypov,
dvokotiotnta, abdtepn ewvy, Tévol atovg uoeg, CaAn 1 Amobupio, Tovoképaiotl Tov dgv Oa.
VIOY®PNHGOLV 1 AGVVHOIGTOG TOVOKEPAAOG

dwafrytng tomov 1, cvpmepiiapfovopévng g dapnrikng keto&éwong (0&€a 61O aipla Tov
TopAyovTal oo Tov O1opnTn), COUTTOUT UTopEl va TeEpIAauBavouy aicOnua peyaivtepng
neivag M diyag amd 0Tl cLVNO®G, CVAYKN Y10 TO GLYVY OVPNOT 1} ATMAELD BApovg, aicOnua
Kovpaong N adbeciag, mOVo 6To GTOUd)L, YPNyopn Kot fabdeld avamvor|, cuyyvon,
acvvinOietn vvniia, pio YAUKLE popmdtd 6TV avamvon oG, o YAVKIA 1] LETOAAIKT) YEOGN
GTO GTOUN GOG, 1 UL OLUPOPETIKT OGUN 6T 0VPA 1) GTOV WOPDTO GOG

QAEYLOV 6T UdTio, 1) omolo uropel va Tepriapfaverl LeTaforéc oty Opacn

(QAEYLLOVY] GTOVG HOES, 1] omoia umopel va mepthapfavel poikod movo 1 advvapia

QAEYLOVT] TOV KAPSLOKOD [V, 1) 0Toio umopel va TeptiapPfivel SOoTvold, avOUA0 KOpdLaKO
ToAuo, aictnua kénmong 1 Tovo oto Bmpako (Lvokapditida)

(QAEYLLOVY] GTO TTAYKPENS, 1| 0moio Umopel va TepAapfavel mOvo oty Kowlld, voutio Kot EUETOo
QAEYLOVT] TOV 0€pUaTOC, 1| omoia pumopel va meptapPavetl eEavOnua, kKvnopd, PovoKAres 61O
dépua, Eeprovdiopa 1 TANYEG, /Kol EAKT GTO GTOUA 1 6TO BAEVVOYOVO TG LOTNG, GTO AGLLLO
1| OTNV TEPLOYT| TOV YEVVITIKOV OPYAV®V

oyeT{OLEVT L€ TO AVOGOTOINTIKO OLOLTAPOIYT) IOV UITOPEL VAL EMNPEGGEL TOVG TVEVOVECS, TO
dépLa, TO LATLO T)/KOL TOVG AEUPADEVEG (GopKOEIdmOT))

(QAEYLOVT] TOV EYKEQAAOV, 1] OTtOi0 pUmopel va epthapPdavel ohyyvon, Topetd, TPOPALOT LE
TN pviun 1 ennrrikés kpioeig/onacpol (eykepaitidon)

TOVOG, LOVJIAGLO, LupunKioen 1 advuvapio ota xépla 1 ota wOd0, TPoPARUATO IE TNV
0VPOJOYO KOOTN 1] LUE TO EVIEPO GLUTEPIAAUPAVOUEVTG TG AVAYKTG Y10 TTLO GLYVH 0PN OT),
NG OKPATELNS 0VPMV, TG OVGKOANS GTNV 0VPNGT KOl TG SVGKOIALOTNTAS (LVEAITION)
QAEYLLOVT KOl ODAES GTOVG YOANPOPOLG TOPOLG, 01 0Toieg pmopel va mepthapufdvovy Tévo otV
v 0e&ld TAEVPA TOL GTOUAYOV, OION IO, TOV HTATOG 1] TOV GTANVOG, KOTWGT), KVIGUOG 1)
KITPIVIGHLOL TOV OEPUATOC 1] TOV AELKOD T®V OPBOALMY (GKANPLVTIKT YOAOYYEUTION)
QAEYLOVI TOV GTOUGYOV (YooTpiTidn)

UE®PEVT AgtTovpyio ToL Topabvpeoeldn adéva, 1 otoia propel va TEPIAAUPBAVEL LUTKES
KPOUTES 1) GTOCUOVE, KOTMON Kot aduvapio (VTorapabupeoetdiopog)

QAEYLOVI TNG HeUPBpbdvng Tov mepBaiietl TV Kapdid, Tov pmopel va teptioppdvel évo 6to
Ompaxka, dvomvola 1 aicOnua kénwong (Tepikapditida)

avTIOPACELS KATA TNV £YXLOT, Ol OTOiEG UmopEl va TepAapfavouy duemvola, Kvnopd 1
e€avonua, Cadn 1 Topetd



RCN 000026823GR

Emnhokéc, cvpmepriapfavopévig tng vosou avtidopacis ToV HOGYEDNOTOS EVAVTL TOV SEVIOTY
(GVHD) o€ avOpamovg mov £xovv vrofin0el o€ petapdcycvon pveLod TV 06TOV (apyEyovo
KUTTOPO) 6TV 00l Ypnotpomotdnkay apyéyova kKOTTapa amd 00ty (aAhoyeviic). AvTég ot
emmlokég umopei va glvar coPapés kot pmopet vo odnyncovy 6to Bdvato. Mropel va eupavictody
gbv eiyoate vroPAndet oto TaPeABSV GE AVTO TO €100G TNG HEeTANOGYEVONG 1) €AV LITOPANBEiTE GTO
péAlov. O yiatpog oag Ba cog maparkorlovbel yio onpeio Kol GUUTTAONOTO, TO OTTOlN UTOPEL VOl
nwepthappavouv deppotikd eEvOnpa, eAgypovi oto Nrap, TOVO TNV KOWALd 1} dtéppota.

Howowd xon £pnpor

Mn ddoete to KEYTRUDA ¢ moidud nAiciog pikpotepng tov 18 etdv, ue e€aipeon to moidid:
- pe Khaowo Aéppopa Hodgkin nlkiog 3 etov kot dve

- pe peAdvopo nikiog 12 et@v kot dvo.

Adlha @éppoxa kor KEYTRUDA

Evnuepoote tov yatpd cog

- Edv maipvete dAlo @AaprOKa TOL PHTOPEL VO KAVOVY TO OVOGOTOTIKO GO.G GOGTNUA, TTLO
advvapo. [apadetypato avtdv puropel va TepAapBAvouy To KOPTIKOGTEPOELON OTTMG M
pedvilovn. Avtd ta pdppako uropet va ernpedoovy ) dpdorn tov KEYTRUDA. Qotoco
oG AdPete ) Bepomeio tov KEYTRUDA, o yiatpdc cog umopei va cog dmaoet
KOPTIKOGTEPOELDN Y1 VO, LELDCEL TIG AVETIOOUNTEG EVEPYELEC TOV LITOPEL VOL EYETE LE TO
KEYTRUDA. Ta xoptikootepogldn umopel emiong va oag 6o0ovv apv AMapete to
KEYTRUDA oc¢ cuvdvacuo pe ynuetodepameio, yio Tnv IpoANyn KoV ovVIULETOTICT TG
Vo Tiog, TOL EUETOV Kol GAAWDV aVETIHOUNTOV EVEPYELDVY OV TPOKAAOVVTOL OO TN
ymueobepaneio.

- Edv maipvete, €xete mpdo@aTo TAPEL 1| LWTOPEL VO TAPETE GALN POPLLOKCL.

Kinon

- Agv péner va yproponomoete 10 KEYTRUDA edv glote €yxvog ektoc £dv 0 yoTpOg 6oc,
GOG TO GLGTHGEL GUYKEKPLUEVA.

- Edv elote éykvog, vopilete 01 pmopet va glote £yxvog 1| oxediblete va omokTioeTe Toudt,
EVNULEPMOTE TOV Y1TPO GOGC.

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

- Edv eiote yovaika og avamopoymyikn nikio, TpETEL Vo YPNCUYLOTOGETE EMAPKT
avtioOAAN YT Yo 660 ddotnpa AapPavete ) Oepaneio tov KEYTRUDA «ot yio tovAdyiotov
4 punveg petd tnv tehevtoio 606M Gog.

Oniaopdg

- Edv Inidalete, evnuepdote Tov yo1pd GOC.

- Mnv OnAdlete yio 660 didotnua taipvete to KEYTRUDA.

- Agv givarl yvooto ebv to KEYTRUDA mepvd oto pntpucd yoro.

0onyNoN KoL LEPIOROS PNV RLATOV

To KEYTRUDA é€yet pikpn| enidpacmn otnv wavotnta cog va odnyeite 1| va xepileote punyovipota.
To aicOnua {dAng, kOmwong N advvapiog ivorl Thavég avembdunteg evépyeieg tov KEYTRUDA.
Mnv odnyeite N xepileote unyoviuata aeod cag dobei to KEYTRUDA, ektog €dv giote Giyovpot
oTL oBdveoTe KaAG.
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3. Iog oag yopnyeitar to KEYTRUDA

To KEYTRUDA 6a cog d00ei 6€ vocokopeio 1} o KAiKN vd v emipreyn evog ylatpo pe

gumepio otn Oepameio Tov KapKivov.

- H ovvictodpevn 06on tov KEYTRUDA o€ eviiikeg sivon gite 200 mg ka0 3 efdopdosg, site
400 mg kdOe 6 efdopadec.

- H ovviotodpevn 06on tov KEYTRUDA o€ moudid ko epiovg nikiog 3 etdv Kot ave pe
Khoowkd Aéupope Hodgkin kot eprfouvg niikiag 12 etdv kat aveo e peldvopa, sival 2 mg/kg
Bapovg capatog (LéExpt Eva péyioto tov 200 mg) kabe 3 efoopddes.

- O yatpdg oag, Ba cog dmoel To KEYTRUDA péocwm €yyvong otn eAéPa oag (evooprePimg)
yia wepimov 30 Aemtd.

- O ywTpog oag Ba amopacicel moceg Bepaneieg Oa ypelaoteite.

Edv yacete o ovvedpia yro ™ AMyn tov KEYTRUDA
- KoAéote apéoms Tov Y1aTpo GOG Y10 VO ETAVOTPOYPAULATIGETE TN CLVEDPIL GOG.
- Eivot moAd onuavtiko va unv mopoieiyete kdmolo 6001 TOV QopUdKov cog.

Edv otapoatiosete va Aappdvere to KEYTRUDA
H dwokom g Oepameiog cog umopel vo, GTARATAGEL TV EXIOPACT] TOV QUPUAKOL. M1V GTAUUTNOETE
) Oepamneia pe to KEYTRUDA, extdc kot av 10 £xete GuINTNOEL L€ TOV Y1OTPO GOG.

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

Oo. Bpeite emiong awTEG TIC TANPOPOPIES otV KapTa 060EVOVG OV Gag ExEl 000&l amd ToV YTpd
oag. Eivar onpoavticd vo guAdEeTte auth TV KAPTO KoL VO TNV TOPOVCIAGETE GTOV GOVIPOPO GOG 1
6€ 000VG 060G PPOVTILovV.

4. IIBavég avemBOUNTES EVEPYELES

Onwg dha To eAappaKa, ETGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot 0gv Tapovctalovtal 6€ OAOLG TOVG AvEPMOTOVG.

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

O akdhovBec avemBOuNTES eVEPYELEg ExovV avapepbel pe v mepmpoMlovpaunn uovo:

oAb ovyvég (umopei va ennpedoovy neprecodTepovs amd 1 atovg 10 avOpadmovg)
- peiwon Tov apldpod tov epubporvtTdpwv

- LEL®UEVT dpacTnpLdTNnTe TOL Bupeoeldoig

- aioOnua Arydtepng meivag

- TOVOKEPOUAOG

- dvonvola, Priyog

- d1dppota, TOVOG GTO GTOUAYL, VAVTIN, EUETOG, OVCKOIAMOTNTA

- KVNGouUoc, deppotikd eEavonua

- TOVOG GTOVG UVEG KOl 6T 00TA, TOVOS ApOpmong

- aloOnpa kénwong, acvvi ot KOTWoN N advvapio, oidnua, TVPETOS

Xvyvég (umopei vo emnpedoovy £og 1 otovg 10 avBpamovg)
- AolpmEN Tov TVED OV
- Heimo™ Tov aplBPov TV AOTETAAM®VY (0 E0KOAN dNUIOVPYIC LOADTOV 1| TO E0KOAN
aoppayia), peimon Tov aptBpod TV AEVKOKLTTAP®V (0VIETEPOPILN, AEUPOKHTTAPO)
- OVTIOPAGELS TOL GYETILOVTOL LE TNV EYYVOT TOL PUPUAKOV
- VIEPOPOCTIPLOG Bupeoeldng, Eaym
- LEL®UEVO VATPL0, KAALO 1) aGPECTIO GTO Qi
6
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TPOPANLa e ToV HItvo

CéAn, eAeypovi] T@V VEDP®Y TOL TPOKAAEL LOVSLOGHLO, advvapia, popunkiocon | TOVo pe
aioBnon kavoov ata xEpla Kot Todo, EAAENYT) EVEPYELNG, HETAPOAN TNV aicbnon Tng yedong
oag

EnpopBoipio

L1 PLGIOAOYIKOG KAPILOKOS pLOLLOG

VIEPTOAOT)

QAEYLOVT] TOV TVELUOVOV

QAEYLOVI TV eVIEPOV, ENpocTopio

(QAEYLOVT] TOV NTOATOG

KOKKIVO OL0YKOUEVO eEAVON LA OPIGUEVES POPEG LUE POVOKAAES, PAEYLLOVT] TOV OEPLOTOC,
KNAISEG OEPOTOG TTOL £XOVV YAGEL TO YPMUA TOVS, ENPO, KVICUMDIES OEPUM, TPLYOTTMON,
OEPLOTIKO TPOPANLLA TOV HOLALEL e QKN

Luikdg TOvog, Tovol 1) evasinaio, TOVOG oTa ¥EPLa N 6To O, TOVOG TNG ApOBpwoNG pe
oionua

acBévelo ToToL ypimng, piyn

avénuéva emineda NroTkOY vEOpmV 610 aipa, avEnpévo acBEcTo 6To aipla, EAEYY0C
VEQPIKNG AELTOVPYIAG UM PUGIOAOYIKOC

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

UE®PEVOG aplBOg AeVKOV atpocpalpiov (AevkokhtTopa), AEYLOVAOSNS avTidpaon Katd TV
apometaAinyv, avénuévog aplipdg AeVK®V apoc@aipiny (Nmovoeila)

pio dtotapayn TOL BVOGOTOINTIKOD GUGTHILOTOC TOV UTOPEL VoL EMNPEAGEL TOVG TVEVUOVEC, TO
OEPILO, TO, LATLOL KOUT TOVG AEPQAOEVES (GOpKOEIdMOT)

LELMPEVT] EKKPLOT] TOV OPLOVAV TTOL TOPEYOVTOL O To ETVEPPIOLN, PAEYLOVI GTNV VITOPLGT
7ov Ppicketal atn Pdom Tov EYKEPALOV, PAEYLOVT TOL Bupe0ed0ohg

drafTng tomov 1, cvpumepiiapfovouévng e dafntikng Keto&éwmong

plo katdotaon katd tnv onoia ot poeg e&acbevoiv kot kovpdalovtat EDKOAM, ETANTTIKY|
kpion (omacpol)

QAEYLOVT] TOV 0QOOAUGDY, TOVOG TOL 0PBOAL0D, epebicOg, Kvnoudg N epubpoTnTa,
dvadpeotn evachncio 6To MG, To vo PAETEL KATO10G GTiyHATO

(QAEYLLOVT] TOV KAPSLOKOL [V, 1) 0Toio Popel va Tapovclactel wg SVoTVold, ovAUAAOG
KapdLoKOC TaANOC, aicOnua kénwong 1 Tévog 610 Bdpaka (LvoKapdiTIdn), PAEYHOVH TNG
HeUPpavNC oL TEPIPAAEL TNV Kapdid, 1) omoio UTopel Vo TapovclaleTal mg TOVOS GTO
Ompaxka, dvomvoun 1| aicOnua kdnwong (teptkapditidn), GLECAOPELGTN VYPOL YOP® OO TNV
Kapdd

(QAEYLOVT| GTO TAYKPENS, PAEYLLOVT] TOV GTOUMAYOV, EAKOC TOV OVOTTUGGETAL GTOV BAEVVOYOVO
TOV GTOUAYOV GOG N OTO AV® HEPOG TOV AETTOV EVIEPOL GOG

TUKVI)/TTOU L6, OPIOUEVES POPES POADOMING avATTLEN TOL SEPUATOC, LIKPE dEppOTIKA
eEoykopara, 6{o1 1 EAKN, aALAYT| YPOUATOG TPLYDV

(QAEYLOVT] TOV EAVTPOL OV TEPPAALEL TOVC TEVOVTEG

QAEYLOVI] TOV VEQPOV

avénuéva eninedo apvAaong, evog evidHov Tov d106Td To GULAO

Yravieg (nmopel va emnpeacovy £m¢ 1 otovg 1.000 avOpamovg)

QAEYLOVMOING OVTIOPOOT KATA TV EPLOPOKLTTAPWV, L0 KOTAGTOCT TOL ovoudleTon
OLLOPOYOKVTTOPIKT AEUPOIGTIOKLTTAPMGT KOTA TNV 0010 TO 0LVOGOTONTIKO GUGTN IO
dnuovpyel Tapa TOAAE KOTTOPO TOL KATATOAELOVV TIG AOUMDEELS, TOL 0T0i0, ovoudlovTon
IGTIOKVTTOPO KOl AELLPOKDTTOPO, TTOV UTOPEL VO, TPOKAAEGOVY O18.POPO CLUTTOUATA, AicON L
advvapiog, Mmobvuky téor, duemvola 1 edv To dEpLa cag delyVeL YAoUO (onpeio xouniod
eMNESOL TV EPLOPOKVLTTAPWV, TOUVOV AOY® EVOC TOTOL OVALUIOG TOV OVOUALETAL OULYNG
amAacio e epuOpac GEPac)
UelmpEVT Agttovpyio Tov Topabvpeoeldn adéva, 1 oroia propel vo ekdNAmOel g poiiég
KPAUTEG 1| OTOCHOL, KOT®MoN Kot aduvapio
TPOCOPIVI PAEYLOVI TOV VELP®V TOL TPOKOAEL TOVO, adLVaIC Kot TUPIAVGT TOV AKP®V
(oOvépopo Guillain-Barré), pieyuovn otov eykéeodro, 1 omoio umopei va ekdniwdel mg
GUYYVOT], TVPETOC, TPOPANUATA LLE TN UVIUN 1) EMANTTIKEG Kpioels/omacpol (eykepaAitidn),
7
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TOVOG, LOVSLIC LA, LpunKioon 1 advvapio ota yéptla 1 ota T, TPOPANLOTO [LE TNV
0VP0dOY0 KOGTN M e TO EVTEPO GLUTEPIAALUPOVOUEVTG TNE OVAYKTG Y10 TTLO GLYVH ovpN o,
NG OKPATELNG 0VPMV, TNG OVGKOANG GTNV 0VPNGCT KOl TG SVGKOIAOTNTAG (LEAITION), Oldnpa
TOV OTTIKOL VEHPOL TO OTO10 UTOPEL VO 001 YNCEL GE AMMAELD OPOCTIC GTOV £VOL 1] KL GTOVG
300 0BoALOVC, TOVO LE TNV Kiviion TOV 0QOOAUOVY, T)/Kot OTOAELL TNG £YXPOUNE OPUCTG
(omTkn vevpitida), pAeyov Tng LepPpdvng mov Tepariet ToV voTioio HLEAS KoL TOV
€YKEPOALO, 1 OTTOl0L EVOEYETOL VO EKONADVETOL E OKOYI0 TOL QVYEVA, KEPOAOAYiQ, TUPETO,
guoiotnoio TV LotV 610 POC, vavtio 1 ueto (Unviyyitda)

QAEYLOVT] TOV ALLOPOP®V oy yEi®V

EMeyn N pelmon TV TETTIKOV EVEOU®V OV TopayovTal arnd To TayKpeas (eEKPvg
TOYKPEOTIKY AVETAPKELR), 0T GTO AETTO EVIEPO, KOLMOKAKT (YapokTnpiletal omd
CUUTTMUOTO OTMG GTOUOYIKO GAYOG, S10pPOoLal Kol TUUTOVICUOS LETA TNV KATAVOAMGT] TPOPOV
OV TEPLEXOVY YAOVTEVT)

(QAEYLLOVT] GTOVG YOANPOPOLG TOPOLG

KVNGUOC, POVGKAAEG 6TO dEPLLa, EEPAOVIGHIA 1| TANYEG, 1/KaL EAKT) GTO GTOUA 1} GTO
BAevvoyovo trng potng, 1o AU 1) GTNV TEPLOYN TOV YEVWNTIKAOV 0pyévemv (cOVOpouo
Stevens Johnson 1 to&wn emdeppuky| vekporvon), evaicOnta kokKva eEoyKOpATA KATO 0nd
70 dépua

vOGOG KOTA TNV 07010 TO 0VOGOTOMTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TTOV TAPAYOVV
vypooia oto ocdua, dnmg ddkpva Kot caito (chvdpopo Sjogren)

QAEYLLOVT] TNG OVPOOGYOV KVGTNG TTOL EVIEXETAL VO, EUPOVILETAL MG GUYVT KA/ ETOOLVY
00pNOMN, EMTOKTIKT OVPNOT|, GLUATOVPIN, GAYOC T} TTEST] GTNV KATM KOWAOKN Dpa

Ot ax6AovBeg avemBounteg evépyeteg £xouv avopepOel oe KAVIKEG LEAETES PE TNV
nepmpoMlovudunn o€ cuVOVAGUO pe ynuetobepaneio 1| ynuetoepaneio pe axtvobepaneio.:

IIoAd ovyvég (nmopel vo emnpedoovy meprocdtepovs amd 1 otovg 10 avOpdmTovg)

HEImG™ TOL aplBRoD TV EpLOPOKLTIAP®Y, HEIOUEVOS APIOOG AEVKDV ALLLOCOUIPI®mY
(ovdetepopira), peimon Tov aplBUod TV AHOTETAAI®MVY (T0 E0KOAN dNUIOVPYIO LOADTOV 1|
o €VKOAT olpopporyior)

pelopévn Aettovpyio Tov Bupeogldong

UELMUEVO KOALO 6TO aipa, aicOnuo Arydtepng meivog

TPOPANLLO LLE TOV VTTVO

QAEYLLOVT] TOV VEVP®V TTOV TPOKOAEL povdlacua, advvapia, popunkiocon 1 wovo e aichnon
KGOV 0T XEPLOL Kot TOSL0, TOVOKEPAAOG, LAAN

dvonvola, Priyoc

dugppota, vavtia, EUETOG, TOVOS GTO GTOUAYL, OVCKOIMOTNTA

deppotikd eEdvinpa, TpiydnT®ON, KVNoudg

TOVOG GTOVG HVEG KOl 6TA 06T, TOVOS TNG ApHpmong

aioOnpa kémwong, acvvntioTn KOT®MGN 1 advvapia, TVPETOS, OidN L

avénuéva enineda 61O aipo TOL NTOTKOV VOOV AVOTPAVGPEPACT] TNG QAAVIVIG,
avénuéva eninedo 6TO aiplo TOL NTOTIKOV VDOV AGTOPTIKY OUIVOTPOVGPEPAOT

Yoyvéc (pmopel va exnpedosovy £mg 1 otovg 10 avlpamovg)

Aotpwén Tov Tvevpova
UELMUEVOG aPOOG AEVKODV OLOCPUIPI®mV (OVOETEPOPIAN) LLE TUPETO, LELWUEVOS OPLOUOGC
AEVKAOV opoc@otpiov (AevkokvTTapa, AEUPEOKHTTOPA)
avtidpaon mov oyetiletan e TNV £yYLCT TOV POPLAKOL
LELMUEVT] EKKPIOT] OPHOVAOV TOV TOPAYOVTOL amd To EMVEQPIOLN, VIEPIPASTNPLOG BLPEOELON,
@Aey oV TOV BupeoEldOvg
UEL®WIEVO VATPLO 1| aoPESTIO 6TO aipa
petafoin oty aicnon g yevong cog
Enpopboipia
U1 QLGIOAOYIKOG KAPILOKOC pLOUOG
VIEPTOAOT)
(QAEYHLOVT] TOV TVELHOVOV
QAEYLLOVT] TOV EVTEPWOV, PAEYLLOVT TOV GTOUAYOV, EnpocTouio
8
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QAEYLLOVT] TOV HTTOTOG

KOKKIVO OL0YK®UEVO eEAVOTLLOL OPIGIEVEC POPEG LE POVOKAAEC, PAEYLLOVT] TOV OEPUATOC,
OEPLOTIKO TPOPAN L TTOL HO1ALEL e akun|, ENPO, KvNopmOes dEppa

HPUKOG TOVOC, TOVOL 1) evatsOnaia, TOVOC oTa ¥EPla 1 oTa O, TOVOG TNG ApOBpwoNG e
olonua

oeio veppikn PAGPN

acBévelo TOTOL Ypimng, piyn

avénuévn yorepubpivn oto aipa, ovénuéva eninedo 6To aipto ToL NITOTIKOD EVEOUOV GAKOAKY
EMOPUTAOT), EAEYYOC VEPPIKNG AEITOVPYIOG UM PVGIOAOYIKOG, AVENUEVO 0GPECTIO GTO aipa

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

QAEYLOVAOONG avTidpaon Kot TV epubpokuttapmv, Evag avénuévog apliudc Aevkmv
alpocpapinv (MOooOPILa)

QAEYHOVT GTNV VTOPLGT oL PBpicketatl TN PAoT TOL EYKEPGAOV

dwafrtng tomov 1, cupmepiapfovouévng e dofnTikng keto&Ewong

QAeypovh 6TOV £YKEPEAO, 1) ontoia propel va ekdnimbel g ohyyvoT, TuPeTdS, TPOPA LT HE
™ Pvhn M emAnnrikes Kpioei/onacpol (sykeparitida), emAnmtikn kpion (onacuot),
ey evépyelag

QAEYLOVT TV 0QOAAUDY, TOVOS TOL 0PBOAL0D, epebicuog, kKvnoudg 1 epubpotnTa,
dvcdpeotn evactncio 6To E®G, To Vo PAETEL KATO10G GTiYHATO

QAEYLOVT] TOV KAPSLOKO [V, 1] OTTOi0 LITOPETL VAL TOPOVGLUGTEL WG SVOTVOLM, OVAUAAOG
KapdLoKOC TaAUC, aicOnua kénwong 1 Tévog 6to Odpaka (LLOKOPIITION), PAEYLOV TNG
HeUPpavNS Tov TEPIPAAAEL TNV Kapdid, 1) omoio Umopel va TapovcsildleTal mg TOVog 6To
Ompoaxa, dvomvola 1 aicOnua kéTwong (tepkapditida), GLGCHOPELGN VYPOL YOP® OTO TNV
KapdLd

QAEYLLOVT] TOV QULOPOP®V arYYEI®V

(QAEYLLOVY] GTO TTAYKPENS, EAKOG TOV OVOTTUGGETAL GTO BAEVVOYOVO TOL GTOUMYOV GOG 1] GTO
v PEPOG TOV AETTOD EVIEPOL GOG

TUKVI/TTO( 1, OPIOUEVES POPEC POAOMDING aVATTVET TOV BEPIOTOC, KNAIOEG OEPUOTOC TOV
€YOVV YACEL TO YPDUA TOVS, LKPE depUaTiKd eEoyKkdpata, 6{ot 1} EAKN

(QAEYLLOVT] TOV EAVTPOV OV TEPPAALEL TOVS TEVOVTEG

QAEYLOVT] TOV VEQPOV, PAEYUOVT TNG KOGTNG, 1) OTTOl0 UTOPEL VO TapOoLGLALETOL MG GLUYVN
1/Ka1 EXOOVVY OVPNOT, ENMLTAKTIKT OVPNOT, CLULATOVPID, AAYOG 1) TECT OTNV KAT® KOIALNKT
ydpa

avénuéva emineda apvAaong, evog evCdpov Tov d1067d To AL

Xrdviec (nmopei va emnpedoovy £0g 1 otovg 1.000 avOpdmovg)

QAEYLOVAOONG avTIOPOOT KOTA TOV TOV ALULOTETOAI®DY

pio dtotapayn TOL BVOGOTOTIKOD GUGTHILOTOG TOV UITOPEL VoL EMNPEAGEL TOVG TVEVUOVECS, TO
OEPUA, TO LLATLO, KOUT TOVG AEUQOEVES (GOPKOEIDWON)

pelmpévn Aettovpyio Tov Topabdvpeoeldn adéva, 1 oroia propel vo ekdNAwOel wg poikég
KPOUTEG 1| OTOCUOL, KOTMOT Kol o duvapio

pia kotdotoon Katd tnv omoia ot poeg eEacbevoiv kat kovpdlovtal E0KoAN, pia Topodikn
QAEYLOV] TOV VEDP®V TTOV TPOKOAEL TOVO, adLVALIN Kot TopdAVGT| 6Ta. dKpa (GUVOPOLLO
Guillain-Barré), mévog, Lovdiaco, pupunyKloca, | advvopio ot yépto 1 To Todo,
TPOPANHOTA TNG OLPOIGHYOV KVGTNG 1] TOV EVIEPOL GUUTEPIAAUPAVOUEVNG TG AVAYKNG Yo
oVYvOTEPT 00PN G|, OKPATELD OVPWV, SVGKOAMN GTIV 0OVPNGT Kot SVCKOIALOTNTO (LLEAMTION),
010110l TOVL OTTIKOD VEVPOL TO OTOI0 UTOPEL VO, OO YNOEL OE OTMOAELD OPOCTG GTOV £V 1] KOt
6TOVG 600 0POAAOVG, TOVO LEe TNV Kivion TV opBaAudV, /Kol aTdAELD, TG EYYPOUNG
Opaong (OTTIKN VEVPITION), PAEYUOVI TNV UEUPPAVT YOP® OTTO TV GITOVOLAIKY GTAAT Kot
TOV £YKEPAAO, 1| oToio, pumopel va Tapovotdletal mg dvokapyio avyéva, KePalakyia, TUPETOC,
gvoiotnoia opBodlpumv 6to G, vavtio 1 Epetog (unviyyitida)

gl eyn N pelmon TV TETTIKGOV EVEOU®V OV TopayovTal and To TayKpeas (EEOKPIVIG
TOYKPEOTIKT AVETAPKELQ), 0T 6TO AETTO £VTEPO, KOIMOKAKT (Yapoktnpiletol amd
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CUUTTOLOTA OTWE GTOUAYIKO GAYOG, S1PPOL KO TOUTAVIGIOG LETE TNV KATAVAA®GN TPOP®Y
OV TTEPIEYOVY YAOLTEVT))

QAEYLLOVT] TOV YOANPOP®OV 0DV

KVNGUOGC, POVCKAAEG 6TO dEPLLO, EEPAOVIIGHA 1) TANYEG, 17/KaL EAKT) GTO GTOUA 1| GTO
PAevvoydvo TG HOTNG, 6TO AAd 1] GTNV TEPLOYT] TOV YEVWNTIKOV 0pYAv®mV (GOVOPOLLO
Stevens Johnson), evaicOnta KOKKIVA ££0YKOUOTO KAT® 0td TO dEPLUM, OAROYT] XPDHOTOG
POV

vOGOG KOTA TNV OTTOI0 TO 0VOCOTOMTIKO GUGTNIA EMLTIOETAL GTOVG AOEVEC TTOV TAPAYOVV
VYPOGio 6TO GO, OTMG dGKPLO. Kot 6dAl0 (cOVOpopo Sjogren)

Ot axo6AovBeg avemBounteg evépyeteg £xouv avopepbel oe KAMVIKEG LeETEC UE TNV
nepmpoMlovudunn o€ cuVOVAGUO pe To axitinib ) To lenvatinib:

oAb ovyvég (nmopei va exnpedoovy tepiecétepovs amd 1 otovg 10 avlpdmovg)

0VPOAOUADEELS (ENUEVT] GLYVOTNTO OVPNOTG KL TOVOG KOTA TNV amofoARn 00VpwV)
peiwon tov apBpov twv gpudporvtTapwv

Lelpévn Aettovpyio Tov Bupeogldong adéva

aiocOnua Arydtepng meivag

TOVOKEPAAOC, LETAPOAT otV aicOnom g yevong cag

VIEPTOOT)

dvonvola, Pryoc

dLappola, TOVOG GTO GTOUAYL, VAVTIN, EUETOG, OVCKOIAMOTNTA

depuotikd eEdvinua, Kvnopog

ovog TG ApBpmong, TGVog GTOVG PVES KAl GTA 0GTA, HVTKOG TOVOS, TOVol 1 evaicnacia,
TOVOC 6TA ¥EPLEL N OTOL TTOSIKL

aiocOnua kéTwong, acVVHOIGTN KOTOON 1 adVvVapia, 0idN U, TVPETOHS

avénpéva eninedo Mmdong, evog evidov mov dtaeTd To ATapd, ALENUEV ETITESD NTATIKOV
evOuwv oto aipa, EAEYYXOC VEQPIKNAG AEITOVPYIOG (U] PLGLOAOYIKOG

Yoyvég (umopel va emnpedoovy £0¢ 1 otovg 10 avlpamovg)

Aolpwén Tov Tvevpova

UELMUEVOG aPlOUOG AEVKDOV HOGPalpimV (0VIETEPOPIAN, AEUPOKDTTAPO, AEVKOKDTTAPW,),
peimon tov apBpov TV aporeTaMmV (o e0KoAN dNpovpyic LOADTOV 1| To EOKOAN
opopparyior)

avtidpacn mov oyetiletal pe TV £yXLCT TOV PUPHAKOL

UELMUEVT] EKKPIOT] TOV OPLOVAV TOL TOPAYOVTOL OO T EXLVEPPIdLN, VTEPOPUTTIPLOC
Bupeoeidng, ereypovn Tov Bupeogldong

UELMWIEVO VATPL0, KAALO 1) 0GPECTIO 0TO i

TPOPAN QL LLE TOV DTTVO

CaAn, eAeyovi TV VEVP®VY TOL TPOKAAEL LOVSLOC O, adLVapia, pupunKioon | TOVo pe
aioBnon kavoov ota xEpLa Kot Toda, EAAENYT EVEPYELNG

EnpopBodipuia

L1 QUGLOAOYIKOG KapOLokOg puOpoC

QAEYLOVT] TOV TVELUOVOV

(QAEYLLOVT] TOV EVIEPOV, PAEYLLOVT] GTO TAYKPEAS, PAEYLLOVI] TOV GTOUAYOV, ENPocTopio
(QAEYLOVT] TOV NTOATOG

KOKKIVO O10YK®UEVO eEAVOMLLOL OPIGEVEC POPEC LIE POVOKAAEC, PAEYLLOVN] TOV OEPUATOC, ENPO
Oépa, OepUATIKO TPOPAN O TOV HOTALEL Pe AT, TPLYOTTMOT)

évog TG apHpmong pe oidnua

QAEYLOV] TOV VEQPOV

acBévelo TOTTOL Ypinng, piyn

avénuéva eninedo apvAGoNS, evog evEOLOL TOL O106Td TO GpvAo, avuénuévn yorepubpivn cto
aipo, avénpéva eminedo oTo aipo ToL NIATIKOV VDOV YVOGTO MG OAKOAIKT GOCOOTACT,
avénuévo acPéotio 6o aipo

10
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Oy ovyvég (nmopetl vo. ernpedoovy £0¢ 1 atovg 100 avlpdmTovg)

£€vog ouENUEVOG aplBog AeVK®V apLoc@opieV (MWovoeiAa)

QAEYLOVT GTNV VTOPLGT TTOL PpickeTal TN PACT TOL EYKEPGAOV

dtafrtng tomov 1, cupmeprlapfovopéving e StofnTikng Keto&€wong

pa Kotdotoon Katd tnv omoia ot poeg e£acbevoiv katl kovpalovtal EDKOAN, PAEYLLOVH] GTOV
eyK€poro, 1 omoio uropel va exkdnAmbel mg oOyyvoN, TLPETOG, TPOPANLOT LE TN VAN 1)
EMANTTIKEG Kpioelg/omacuol (eykepaiitidon)

@AYoV TV 0QOaAUDVY, TOVOC TOL 0pBoA0D, epebicudc, kKvnoudg 1 epuBpotnTa,
dvodpeatn evactncio oto MG, TO Vo PAETEL KATO10¢ GTiYUOTO

(QAEYHOVT] TOV KAPSLOKOD [V, ] OTTOi0 UITOPEL VO TOPOVGLAOTEL WG OVOTVOLM, OVAUAAOG
Kapdlokdc TaAude, aichnua kénwong 1 Tévog oto Odpaka (LLOKOPSITION), CLGCMPELOT
VYPOL YOP® OO TNV KOPOLA

QAEYLLOVT] TOV OLLOPOP®V aYYEI®V

€\KOG TOV OVOTTTOGGETOL GTO BAEVVOYOVO TOL GTOUAYOL GOG 1) OTO AVE UEPOG TOV AETTOV
EVTEPOV COG

ENpo, KvNoUMOES FEPLLAL, TUKVTY/TTOYLA, OPLICUEVES POPES POALODING AVATTLEN TOV BEPLLATOC,
KNAOEeS SEPLATOC TOV £XOVV YAGEL TO YPDOLL TOVS, pKpd depprotikd eEoykapata, 6Lot 1 €Ak,
oAhayn XPDOUOTOC TPLYDV

QAEYLLOVT] TOV EADTPOL OV TEPPAALEL TOVC TEVOVTEG

Yravieg (umopel va exnpeacovy £m¢ 1 otovg 1.000 avBpaomovg)

UELMWEVT AgtTovpYio TOVL Topabvpeoeldn adéva, 1 omoia puropel vo ekdNA®OEL ¢ poikég
KPAUTEG 1| OTOGHOL, KOTMOT Kot aduvapia

01010l TOL OTTIKOV VEDPOL TOL UTOPEL VO, 0ONYNGEL GE ATMAELD OPOCT|G GTOV £VAL 1] KOl GTOVG
00 09BuAOVC, TOVO UE TNV Kivion T@V 0QOaAN®V, 1)/Kot aT®AELR TNG £YXPOUNE OPUOTG
(omtikn vevpitida)

071 GTO AEMTO £VIEPO

KVNGUOC, POVCGKAAEG 6TO dEPLO, EEPAOVIIGHA 1) TANYEG, /KAl EAKT) GTO GTOUA 1) GTO
BAevvoydvo TG UOTNG, 6TO AGLUO 1) GTIV TEPLOYN TOV YEVVNTIKGV 0pYAvVeVY (TOEIKT EMIOEPLIKT
vekpoAvon 1 cuvopopo Stevens Johnson)

VOGOG KOTA TNV 0TOi0l TO AVOGOTOMWTIKO GUGTNHA EMLTIOETAL GTOVG AOEVES TOV TALPAYOLV
VYpOGic 6TO COUN, OTMG dAKPLO Kol GAAL0 (cOVdpopo Sjogren)

QAEYLLOVT] TNG OLPOOGYOL KVGTNG, 1 omoia pmopel va ekdOnAwmBel wg cuyvn KoV enddvvn
00pNo1, ETTAKTIKT OVPNOT, OaTovpia, GAYOG 1] ST OTNV KAT® KOWMOKN Ydpo

Addeg avemOOUNTES EVEPYELES TTOV £XOVV AvAPEPOEL pE EvOLIEN «un YVOGTIG SVYVOTNTOS) (O€V
pmwopovv va ektiun0ovv pe faon ta 100écipa dedopéva)

EMeyn M peimon TV TETTIKGOV eVEOU®VY OV TopayovTal and To TayKpeas (EEOKPIVIG
TOYKPEOTIKT OVETAPKELD), KOIALOKAKT (YopakTnpileTol and CUUTTOUATO OTMG GTOHUOYIKO
GAyog, 01Gppota Kol TUUTOVIGHOG LETE TNV KATAVAAWDGT) TPOP®V TOV TEPEXOVY YAOLTEVT)
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To e&avOnua epeavileton mo cvyvd 6tav 1o KEYTRUDA yopnyeitat oe cuvdvacud pe enfortumab
vedotin mapd 6tav 10 KEYTRUDA yopnyeitot povo.

Ava@opd avemOOuUNTOV EVEPYELOV

Ed&v mapotnprioete Kamowo avemBOUnTN evEpYEL, EVIUEPDOTE TOV Y1TPO GAG. AVTO IGYVEL KOt Yol
KkéOe mBovn avemBOunTN evépyetla mov dev avagépetal 6To TapdV EUALO 0ONYIBV ¥prions. Mmopeite
eniong va avaeépete avemBounteg evépyeteg omevbeiag (PA. Aemtopépetec mapakdtm). Méowo g
avaQopdg avemBOUNT®V EvePYEL®Y Umopeite vo fondnoete 0T GLAAOYN TEPLGCOTEPDV
TANPOPOPLDY GYETIKA LLE TV AGPAAELD, TOV TOPOVTOC POPUAKOD.

EXAGda:

EBvikdc Opyaviopog @apudxamv,

Meocoyeiov 284, GR-15562 XoAapyodg, ABMva,

TnA: +30 21 32040337,

Iototomog: http://www.eof.gr, http://www kitrinikarta.gr

Kompoc:
Dopuaxevtikég Yanpeoieg, Yrovpyeio Yyeiog, CY-1475 Asvkwoio,

TnA: +357 22608607, ®a&: + 357 22608669
Iototomog: www.moh.gov.cy/phs

5. IIog va pvridocete To KEYTRUDA

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

Na pn ypnoponoteite avtd T0 PAPUOKO UETE TV NUEPOUNVID ANENGS TOV AVOPEPETOL GTO KOVTL Ko
oTNV MO UAVOT) TOL ELoAdiov petd to EXP. H nuepounvia AMéng sivar | tedevtaio npépa Tov
UVA, TTOL OVOQEPETOL EKEL.

dvidcoete og yoyeio (2 °C — 8 °C).
Mnv katoyvyeTe.
DuAdcoeTe 6TO aPYLKO KOVTL Y10, VO TPOSTATEDETOL OO TO MG,

Metd amd TV TPOETOUAGin TOV SHADUOTOS TPOG EYYLON

H ynpua kot puoikn otabepotnta katd ) xpnon xel kataderydel yio £og 42 nuépeg otovg 2 °C
€w¢ 8 °C 1 otovg 23 °C émg 27 °C. Amo [ukpoPlodoyikig dmowng, To Tpoidv, apov apaimbel, Oa
npémel va ypnoporomel apéocmws. To apatmpévo dtdivpa dev Tpémel va, Kotayvyetol. Edv dev
ypnopomomOel apésme, ol Katd T ¥pnor yPoOvol eOAAENG Kot 01 GLVONKES TPV omd TN YpNoM sivat
gvBvvn tov ypnotn kot Ba Tpémer Kavovikd va pny vepPaivouy tig 7 nuépeg otoug 2 °C émg 8 °C 1
T1¢ 12 dpec o€ Oepuokpocio Smpatiov, EKTOS Kol av 1) 0paimon £YIVE 6 EAEYYOUEVES KoL
emKvpouéveg donmteg ouvinkec. Eav éxet mponynOel woén, o mpénet vo emttpamnel ta @loAidia
KoM o1 6akol evooPAEPLag xoprynong va £pbovv oe Bepokpacio dwpaTiov TPV TN ¥PNHON.

Mn @UAGGGETE OTOLOJNTOTE OYPTCLLOTOINTO HEPOG TOL SIUAVLATOG £YYVOTG Y10 ETOUEVT] XPTOT).
Kda0e aypnoiponointo edppoio 1 VIOAEUIO TPETEL VO ATTOPPITTETOL GOUPOVE, LE TIG KATA TOTOVG
1GYVOVCEG GYETIKEG dtuTdEels.
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6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTEG TANPOPOPIES

T nepréyer to KEYTRUDA
H dpaoctikn ovoia givar | tepmpoi{ovpdpm.

"Eva aAido tov 4 ml mepiéyet 100 mg mepmpoiilovpdpmne.
Kda0e ml mokvov dohdpartog mepiéyet 25 mg mepnpoAlLovUaUmnG.

Ta dAAa cvotatikd ivar n L-1ot1divn, 1 L-1iotidiv vdpoyrmpikr povoddpikn, n cakyapoln, to
ToAVGopPiko 80 Kat To VOWP Yo EVESTULAL.

Epg@évion too KEYTRUDA kot epiey0peva TG 6VOKELAGIOg

To KEYTRUDA egivat éva dtavyég €mg ehappdg 1p1dilov, ayxpouo Eog eAappdg Kitpvo didhivpa, e
pH 5,2 -5.8.

Eivon 01006110 6€ K0UTId TOL TEPIEXOLV Eva 1] 0VO YVAAIVA PLOAIDLA.

Mmropei va, unv KuKAOPOPOLV OLEG Ol GUGKEVAGIES.

Karoyog Adcrag Kvkiopopiog
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OMowvdia

Hopaockevaotg
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyo

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMLavdio

T"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amevBuvbeite otov Tomikd aviumpoésmmo Tov Katdyov g Adstoc Kvkiogopiag:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. : +370 5 278 0 247
dpoc_belux@msd.com dpoc_lithuania@msd.com
Bbnarapus Luxembourg/Luxemburg
Mepxk Ilapn u Joym bearapus EOO/L MSD Belgium

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

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.
Tel: +420 233 010 111 Tel.: +36 1 888 5300
dpoc_czechslovak@merck.com hungary msd@merck.com
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Danmark

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

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: +372 6144 200
dpoc.estonia@msd.com

EArada

MSD A.®.E.E.

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

Espaiia

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

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

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 6611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

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

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.l.

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

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

cyprus_info@merck.com
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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

Osterreich

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

Romania

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

Slovenija

Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386 1 5204 201

msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.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 @vALo 00OV YpioNS avabemp1Onke Yo TELEVTALR POpa ToV Ampilio 2025
Addeg TNYEG TANPOPOPLOV

Aemtopepeic TANPoPopies yio T0 PApUOKO avTo gival 100661ES 6TO IIKTLAKO TOTO TOV
Evponaikod Opyavicpov Goapudkov: https://www.ema.europa.eu.
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O TAinpo@opisg Tov aKkorovdovv aresvdivovTal povoy o€ erayyelpoTieg vyeiog:

IIpoetoipacia kot yopnynon g £yyvong

Mnv avokiveite 1o QroAidto.

Agnote 10 PLaAid0 va 1oppomnaoel og Beppokpacio dwpotiov (otovg 25 °C i yaunAotepn).
IIpwv v apainomn, o eraridlo pe to vypd pmopel va peivel ektdg yoyeiov (o€ Beppokpacieg
25 °C 1 yapnAdtepeg) Yo £0¢ 24 dpeg.

Ta PopUAKELTIKA TPOIOVTO TOPEVTEPIKNG YPTIONG O TPEMEL VoL EAEYYOVTOL OTTTIKA Y10
COUATIOW KOt Y10 OTOYPOUHOTICHO TPV T Yopnynon. To mukvo ddAvpa givor Eva dtanyég £mg
eAappag 1p1diov, dypmuo Emg ehappmg Kitptvo StdAvpa. AToppiyte To PLOALSI0 GV
mapaTneNovV OTTIKA COUATIOW.

AdPete Tov amaitovuevo dyko émg 4 ml (100 mg) Tov ToKVoD SLHAVUATOG KOl LETOPEPETE TOV
€VTOG £VOC 0oV EVEOPAEPLAG YOPTYNOTG TOL TTEPLEEL YAPLovYo vatpro 9 mg/ml (0,9 %) 7
yAvkoln 50 mg/ml (5 %), doTe Vo TAPUCKELAGTEL EVOL APUIOUEVO SLOAVUO e TEAIKT
oLYKEVTPpmGOT] €0povg amd 1 émg 10 mg/ml. Kabe proridio mepiéyet pa mepicoeia tov 0,25 ml
(ovvohikod mepieyxdpevo ava elariow 4,25 ml) mote va eEacpariotel | avdxktnon twv 4 ml tov
TUKVOD SHADHOTOC. AVOLLYVOETE TO APOIOUEVO SIEAVLLO LE TTTLOL AVOGTPOPT.

H ynpua ko puoikn otabepotnta katd T Xpnomn £xel katadery el yio £wg kot 42 nuépeg
otoug 2 °C €wg 8 °C 1 otovg 23 °C €wg 27 °C. Amd pukpofloloyikig dmoyng, 1o Tpoidv, apov
aparwbei, Bo Tpémel va ypnooromOei apécmc. To apaiwpévo didAvpa dev Tpémetl va
Kkatoyvyetol. Edv dev ypnoyomomOei apéowms, o1 katd tn ypnon xpovor eOA0ENG Kot Ot
ovvOnKkeg Tpv amd TN xpnon eivor evBHVN ToL YPNoTN Kot Ba TPEMEL KAVOVIKE Vo Pnv
vrepPaivovv Tig 7 nuépeg otovg 2 °C €mg 8 °C, N t1¢ 12 dpec o€ Beppokpacio dmpatiov,
€KTOG €0V M 0pOimOT EYIVE GE EAEYYOLEVEG KO ETKVPMUEVEG donmtec cuvinkeg. Edv éxet
mponynOei yoén, Oa wpénel va emttponei Ta Qrodidio Koy ot odkotl EvooeAERLuG YopnYNoNGS
va €épBovv Tponyovuévag oe Beprokpacia dopatiov mpy ™ xpnon. Hudroeovn £wg Asvkd
TPOTEIVIKA couatidw puropel va topatnpndodv 6to apatdpévo dtdivpa. Xopnynote
evoopAePimg to drdhvpa £yyvong oe 30 AemTd, YPNOYOTOIOVTOS Eva EV-GElpa (in-line) 1
emnpocOeto (add-on) oteipo, Un TupeToyYdVO, YOUNANAG TPOTEIVIKNG 6VVOEoNC, PIATPO
peyéovg mopov 0,2 éc 5 um.

Mn cvyyopnyeite GALO QOPUOKEVTIKA TPOIOVTO LEGM TNG 1010 YPOUUUNG EYYLONC.

To KEYTRUDA eivai pdvov yia epdmoé ypnion. AToppiyte omolodnmote un
YPNOUOTONUEVO TTPOTOV OV £XEL TOPAUEIVEL GTO PLOAIDL0.

Kda0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEWUO TPETEL VO, ATOPPITTETOL COUPOVO LE TIG
KOTO TOTOVG 1GYVOVGEC GYETIKEG SLOTAEELG.
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