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®Vrho ooV ypions: [IAnpoeopicg Yo Tov acdeviy

KEYTRUDA 25 mg/ml Tokvé o1dAvpa Y10 TopaoKELY] OLOAVIATOS TPOS EYYVON
[eumpoilovudumn (pembrolizumab)

AP acTe TPOGEKTIKA 0AOKANPO TO PVLAO 0ONYIAOV YP1IoNG TTPLY 60S d00£l VTé TO PappaKo,

ooty Teprhapfavel onpuavtTikég TANPOPOPiEs Yo Gac.

- DvAGETE VTO TO PUALO 0OMYIDV ¥p1ioNS. Towg ypetaotel va To dtafdoete Eavd.

- Etvar onpovtikd va puAdEete v kapta poll cog kotd ) owdpkela e Oepameiog.

- Edv éxete mepartépm amopiec, potioTE TOV Y10TPO GOLC.

- Edv mopatnpnoete kKamoto avemiBOunt evépyeln, EVIUEPDOTTE TOV YLOTPO GOG. AVTO 1oYDEL
Kot yuo KaOe mhovn avemiBOuntm EVEPYELD TTOL JEV UVAUPEPETOL GTO TOPOV PVUAAO 0O YLDV
ypnone. BAéme mapdypago 4.

T epréyerl 1o Tapodv @UAA0 00N YLOV

T etvan to KEYTRUDA xou oo v n xpnomn tov

T mpénet va yvopilete npwv oag dobei to KEYTRUDA
Ilog cag yopnyeitar to KEYTRUDA

[TBavéc avemBounteg evépyeteg

[log va purdooete to KEYTRUDA

[epreydueva TG cLOKEVAGING Kol AOUTES TANPOPOPIES

AN S e

1. T eivor o KEYTRUDA ko o givan 1 yp1jo1n tov

To KEYTRUDA mepiéyet ) 0pactiki) ovcia TeUTpoAlLovpdann, 1 oroia glvon £va LovOKA®VIKO
avticopa. To KEYTRUDA dpa fonfdvtag To 0vosomonTikd 6og GOGTNUE VO KOATOTOAEUNGEL TOV
Kapkivo cog.

To KEYTRUDA ypnowonoteiton oe evijlikeg yia ) Bepomeio:
e &vic €1d0Vg KapKivov Tov dEPPOTOS TOL ovopdaleTat LeAdvm Lo

evog €1d0VG Kapkivov Tov TvedoVa TOV OVOUALETOL UN PIKPOKVTTAPIKOG KOPKIVOG TOV TVEL OV

[ ]

e  &vic ldovg Kapkivov Tov ovoudletor kKhaowkd Aéueompo Hodgkin

e &vOc €ld0Vg KapKivoy Tov ovoudleTol Kopkivog Tng ovpoddyov KHGTNG (KapKivmpo Tov
ovpobniiov)

e &vOG €100VE KOPKIVOL TNG KEPAANG KO TOV TPAYNAOL TOV OVOUALETAL KOPKIVOLLO KEPAANG Kol
TPOYAAOL ATd TAOKMOIN KOTTOP

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

e  &vic gidovg Kapkivov Tov Tpocdiopiletarl 6Tl £xel VYNAN UKpodopLEopikn actdbeto (MSI-H) 1

avemdpkeln emdopbmong ataipractov (evyov faoemv (AMMR) oo moyd éviepo 1| ot0 0pHo

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

otopayo (ovopdaletal yaoTpkog Kopkivog), 6to Aemtd évrepo (ovoudletal Kapkivog Tov AETTON

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

YOANPOP®V 0dDV)

£vOG¢ €100V¢ KaPKivov TOV OVOUALETOL KOPKIVMION TOL 01G0QAYOV

€vOG¢ €i00V¢ KaPKIVOL TOL HaoTOD TOL OVOUALETAL TPITAG-OPVNTIKOG KOPKIVOG TOV LOGTO

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

evog €idovg Kapkivov mov ovopdletal KapKivog Tov TPay A0 TG UATPOGS

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

YOG TPOOICOPAYIKNG CLUPBOANG

e &Vl €00VC KOPKIVOL TOL YOANPOPOV TOPOV 1) TNG XOANSOYOV KOHGTNG OV OVOuAleTaL
KOPKIVOUO YOANPOPOV 000DV
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To KEYTRUDA ypnoiponoteitor 6e mondid kot epipoug :

e  nliog 3 eT®V kot dvo yio T Bepaneia evog €100V¢ KapKivov mov ovopdletol KAACTKO AELPLLOL
Hodgkin

e mnliog 12 etdv kot dvo yio T Oepaneio evog idovg Kapkivov Tov ovoudleTol LeAdvmpa.

Ot acBeveic Aappdvouv 1o KEYTRUDA 6tav o kapkivog toug éxet eEamimbei ) 0tav dev pmopet va
apalpebel pe xepovpyikn| emépuPaom.

Ot acBeveic Aappdvouv 1o KEYTRUDA, apov voPfAnBolv ce yeipovpyikn enépfoon apaipeong
TOV HEAOVOOTOC, TOV U KPOKDTTOPIKOD KOPKIVOL TOL TVEDLOVE, 1] TOV KOUPKIVADUOTOG TOV
VEQPPOV, DGTE VO OTOTPEYOLV TNV ETOVEUPAVION TOL KOPKIvow Tovg (Emkovpikr Oepameia).

Ot acBeveic Aappdvouv 1o KEYTRUDA mpiv v yeipovpyikn enépfoot (VEOETIKOVPIKY| ay®yn)
moTe vo, BepamELGOLY TOV UN PIKPOKLTTOPIKO KAPKIVO TOL TVELHOVO 1] TOV TPITAA-OPVNTIKO KOPKivo
TOV poeToL Kot émerta cuveyiCouv v Ayn KEYTRUDA petd v yepovpyikn enépufoocn
(emKovpKN Ay®Y) OGTE VO OTOTPEYOLV TIV EXOVEUPAVIGT] TOL KOPKIVOL TOVG.

To KEYTRUDA propet va 600¢i oe cuvovaoud pe dAia oviikapkivikd eappoka. Eivat onpovtuco
va dwuPdoete emiong o PUALC 0dNYIDV XPNONG TOV AAA®Y 0VTOV opudkev. Edv éxete
OTOLEGONTOTE EPMTNGELS GYETIKA LE VT TOL PAPLLAKO, POTIOTE TOV YIOTPO GO,

2. Tvrpéner va yvopilete nprv oug 600ei To KEYTRUDA

Agv Ba mpénet va cog dobel to KEYTRUDA

- o€ mepintwon aAlepyiog otV TEUTPOAILOVUAUTN 1] GE OTOLOONTOTE AAAO OTTO TO GLGTOUTIK
ovToL TOL PapuaKoL (avagépovior oty Tapdypao 6, «Ilepleydpeva g cuokeLOGING Ko
Aowég mAnpopopiec»). AmevBuvleite otov yloTpd cog edv dev giote olyovpot.

IIpogdomou|oelg Ko TPOPVAGEELS
AmevBuveite otov yiatpd 1 1oV vosokopo cag mptv AdPete to KEYTRUDA.

IIpw wépete 10 KEYTRUDA, evipuepmote tov yiatpd Gog 0v:

- EYETE Y10 VTOAVOOT] VOGO (LU0l KOTAGTAGT OOV TO GMUN EMLTIOETAL GTO S1KE TOV KOTTOPA)

- éxete Tvevpovia 1 GAEYLOVI 0TOVG TVEVUOVEG GaG (TTov ovordleTal TVELLOVITION)

- elyate AaPet Tpornyovpévag ipilimumab, éva GAAo dappako yio ) Oepameia Tov
HEAVOLATOG, KOl ELPAVICATE GOPAPES OvETBOUNTEG EVEPYELEG AOY® OLTOV TOV PAPLAKOV

- elyate po ahdepyikn avtidpacn ce dALec Oepameieg e LOVOKA®VIKG OVTIGMUOTOL

- €xete M eiyote ypovia 0yevh Aoipmén Tov Hmatog, cuureptiapfavouévng g nrotitidog B
(HBV) 1 ¢ nratitdoag C (HCV)

- éxete Aolpwén and Tov 10 g avocsoavendpkelag Tov avBpomov (HIV) 1 1o chvdpopo tng
enikTNING ovocoavemdpkeog (AIDS)

- éxete NmoTkn PAGPN

- éxete veppikn PAAPT

- éxete voPAnbei oe peTAUOGYELOT GLUTOYOVS OPYAVOL N O PETAUOGYEVCT LVEAOD TV OGTOV
(apyéyovo KOTTEPO) oTNV omoia YpNouomomOnKay apy€yove KOTTapa omd 30T (GALOYEVIC)

Orav napete 10 KEYTRUDA, pmopel va éxete opiopéveg coPapés avembounteg evépyetec. Ot
AVETOOUNTEG VTEG EVEPYELESG, UTOPEL OPIOUEVES POPES VAL Yivouy amelintikég yio T {on kot pmopel
VoL 001 YNGoLVY 670 OdvaTo. AVTEC 01 AVETIBVUNTEG EVEPYELEG UTOPEL VO ELPAVIGTOVY OTTOLOONTTOTE
oTIYUN KoTd TN dudpkela ¢ Oepameiog 1 akoun kot PHETd To TéA0G TG Oepameiag cag. Mrmopetl va,
EUPOVICETE TEPIGGOTEPEC OO Lo OVETIOVUNTEG EVEPYELEG TAVTOYPOVA.

Edv &yete omowadnmote and 115 akdAovbeg KOTAGTAGELS, KOAESTE 1| dgite Apéoms Tov Yiatpd cag. O
YWITPOG GOG UTOPEL VO, GOG OMOEL AL PAPILOKE Y10, VO EUTOSICEL TNV EUPEVION TTLO GOPapdv
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EMITAOKDOV KO Y10 VO LEIDGEL TO GOUTTOMOTA G0G. O Y1TpO¢ 0C UTOPEL VA SIUKOWYEL TNV ETOUEVT
o001 tov KEYTRUDA 1 va cag otapathost ) Oepaneio pe to KEYTRUDA.

QAEYLLOVT] TOV TIVELHOVOV, 1| omtoio umopel va meptlapfdvel dvorvola, Tévo oto Bmpoka 1
Prxo

QAEYLOVT] TOV EVIEPMV, 1] 0Ttoial uTopel va TepthapPavel S1appota 1 TEPIGGOTEPES KIVIIGELG
TOV EVTEPOL 0md OTL GVVHBWC, Padpa, o€ LOPEN TGOS, KOAAMDAN KOTPOAVA 1) KOTPOVOL JLE OlipLal
N PAévva, coPapdg TOVog 610 oTopdyt | evauctnaia, vovtia, £UeTog

QAEYLLOVT] TOV NTTATOC, 1| OToio puwopel va Teptlapfdver votia 1 £peto, aicOnuo Atydtepng
netvag, Tovo otr 6e£10 TAELPE TOV GTOUAYOV, KITPIVIGHO TOL SEPLATOC 1] TOL AEVKOD TMV
0POOAL®Y, CKOLPOYPOLE 0VPa 1] CLULOPPAYIT 1) LOADTESG O EDKOAN OO TO PLGLOAOYIKO
QAEYLLOVT TOV VEQPP®OV, 1| 01010 propet va, mepthapPdvel petaforés otny mocdTTU 1| GTO
YPOUA TOV 0VPOV GOG

(QAEYHLOVT] TOV OPUOVIK®OV adEV@V (1d1aitepa Tov Bupeoeldong, TG vTOPLONG Kot TV
EMVEQPLOiV), 1 oTolo umopel va TepAapfaver Tayd Kapdlokd Talud, andAela, fapoug,
avénuévn epidpwon, avénon copatikod Bapovs, TpLydTTmoT, aicinen yoypov,
dvokothotnta, Babvtepn ewvn, mévor oTovg noeg, {aAn 1 Mmobupia, movoképaiot mov dev Ba
VIOY®PNHOOLV 1] AGVVHOIGTOG TOVOKEPAAOG

dtafrTng tomov 1, cupmepiiapfovouévng e dapnrikng ketocéwong (0&€a 61O aipo Tov
Topdyovtol omd Tov SaPnTn), CuUTTOUHAT PTopel va TepAapBavouy aicOnuo peyaivtepng
netvag N dtyag amd 6Tl cuVNO®G, AVAYKN Y10 TLO GLYVE OVPNOT 1| ATMAEL PApovg, aicOnua
Kovpoong N adtobeciag, TOVo 6To GTOUYL, YPNYopn Kol fabdeld avamvor|, cOyyvon,
acvvinOiotn vavniia, pio YAUKLE popmdld otV avamvon oag, o YAVKIA 1] LETOAAKT YEOON
GTO GTOUN GOG, 1 Ui SLOPOPETIKT OGUN GTA 0VPA 1} GTOV WOPADTO GOG

QAEYLOV 6T UdTia, 1) omolo umopel va Tepriapfavel LeTaBoréc 6Ty Opact

QAEYLOVT] GTOVG LOEG, 1] OTTOl0 UTOPEL Vo TEPILOUPAVEL DTKO TOVO 1) adVVapia

(QAEYLLOVT] TOV KAPSLOKOV [V, 1) ontoio popel va meptiapPivel SOoTVol, avOUAAO KapdloKO
TaApd, aictnpa Kénmong 1 Tdvo 6to Bdpaxa

(QAEYLOVT] GTO TAYKPENS, 1| OTTOi0 UITOPEL VO TEPIAAUPAVEL TOVO GTNV KOWALE, VOUTio Kot EUETO
(QAEYLOVT] TOV 0EpLOTOC, 1| ool pumopel va mepthapPavetl eEGvOnua, kKvnoud, ovoKAres 61O
oépua, Eeprovdiopa 1 TANYES, 1)/Kol €AKT 6TO GTOUA 1 6TO PAEVVOYOVO TG LOTNG, GTO ACLUO
N GTNV TEPLOYT TOV YEVVITIK®OV 0pYavav

oyeT{OUEVT LLE TO AVOGOTOLNTIKO SLOTOPOYT) TOV UITOPEL VOl EMNPEAGEL TOVG TVEVUOVEC, TO
dépua, Ta patio /Kot Toug AePPadEVES (GapKoeidmoT)

(QAEYLOVT] TOV EYKEQAAOV, 1] OTtOl0 pUmopel va mepthapPdvel ochyyvon, Topetd, TPOoPALOTH e
TN VAN 1 ETANTITIKEG Kpioelg/onacpol (eykepaiition)

VoG, LOVdIAGHA, pupunkiaon 1 advvapio ota xEpla n ota TOdo, TPOPANLATO LE TNV
0VPOJOYO KOGTN 1] E TO £VIEPO GLUTEPIAAUPAVOUEVTS TG AVAYKTG Y10 TTLO GLYVH OVPNOT),
NG AKPATELNG 0VPMV, TNG OVGKOAOG GTNV 0VPNGCT KOl TNG SVGKOIAOTNTAG (LVEAITION)
(QAEYLLOVT KoL ODAEG GTOVG YOANPOPOLG TOPOLG, 01 0Toieg pmopel va tepthapupdvovy Tévo oty
bvo de€Ld TAEVPA TOL GTOUAYOV, OION O TOV HTTATOG 1] TOV GTANVOS, KOTWGT), KVNGUAG 1)
KITPIVIGUO TOL OEPUOTOC 1) TOV AEVKOV TV 0QPBAAUDY (GKANPLVTIKY YOAoyYEUTION)
(QAEYLOVT] TOV GTOUMYOV (YaoTpiTdn)

pelouévn Agttovpyio Tov Tapabvpeoeldn adéva, 1 omoia pmopel va, meptAapuPavetl Loiké
KPAUTEG 1) GTOGUOVE, KOTMON Kot aduvapio (VTorapabupeoetdiopog)

avTIOPACELS KATA TNV £YYLGCT, Ol OTTOiEG UTOpEl va TEPIAaUPavovy dueTvola, Kvouo 1
eEavOnuo, CaAn 1 Topetd

Emmhokéc, cvpmepriapufavopévig g vosou avtiopacis TOV HOGYEVNATOS EVUVTL TOV EEVIGTY
(GVHD) o¢ avOpomovg wov £xovv vofin0si 6g petapdoyevon poeiod TOV 06TOV (apyEyovo
KUTTOPO) 6TV 0TToid ypnoipomot)|0nkay apyéyova kOTTopa omd 00T (aAloyEVIS). AVTEG O1
emmhokég umopel va givatl coPapéc kot pumopet va 0dnynoovy oto Bavorto. Mmopet vo epueovictovy
eav glyate vroPfAndei oto mapeABOV e owTO TO €160C TNC HETOUOGYELGONC | GV VTTOPANOEiTe GTO
péAlov. O yatpog cag Oa cog Tapakorovbel yio onpeio Kol GUUTTONOTO, TO, OTTOIN UTOPEL VOL
nepthopPavouv deppotikd eEGvOnua, reyuovy oto Nrap, TOVo 6TV KOWALd 1| ddppota.
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o ko £enpor

Mn dwoete o KEYTRUDA o€ moudid niwciog pukpdtepne tov 18 etmv, pe e€aipeon to motdid:
- pe Khaowo Aéppopa Hodgkin nlkiog 3 etov kot dve

- pe peddvopa nlkiog 12 etdv Kot dve.

Alro pappoxo koo KEYTRUDA

Evnuepoote tov yuotpd cog

- Edv maipvete dAla @dppoxo mov propel va KAvouv 10 avoGoToNTIKO GG GUGTNLLO TTLO
advvapo. [opadeiypata avtdv propel va tepthapavouy o KopTiKosTEPOELdN OTMS N
wpedvilovn. Avtd To pappoko uropei va ennpedoovv T dpdon tov KEYTRUDA. Qotoco
poAc AdPete 1 Oepaneio too KEYTRUDA, o yotpog cag pmopel va 6og 0MoEL
KOPTIKOGTEPOELON] Y10l VO, LELMCEL TIC OVEMBOUNTEG EVEPYELEG TTOL UTOPEL VOl EYETE LIE TO
KEYTRUDA. Ta xoptikootepogtdn Umopel emiong va oag dofovv mpv AaPete to
KEYTRUDA ¢ cuvdvacuo pe ynuetodepameio, yio Tnv IpoAnyn KoV ovVIULETOTICT TNG
VOLTIOG, TOL EUETOV Kol AAA®Y OVETIBOUNT®V EVEPYELDY TOL TPOKAAOVVTAL OO TN
ynueobepaneio.

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

Kinon

- Aev péner va ypnoponomoete 1o KEYTRUDA edv eiote éykvog ektdC €0V 0 Y10TpOG GO,
G0G TO GLGTIOEL GUYKEKPLUEVA.

- Edv giote éyxvog, vopilete 6T umopel va glote £ykvog 1 oxedlalete Vo amoKTNOETE TOLdi,
EVIUEPDOTE TOV Y1ATPO GOC.

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

- Edv giote yovaika og avomopoymyikn nikio, TPETEL Vo YPNCUYLOTO|CETE EMOPKT
avTIGVAAN YT Yo 660 ddotnue AauPavete tn Oepaneio tov KEYTRUDA kot yio TovAdyietov
4 unqveg petd tnv tedevtoio 066M cag.

Oniaopdg

- Edv On\alete, evnuepdote Tov ylotpd GoC.

- Mnyv 6nialete yua 6c0 ddotnua naipvere to KEYTRUDA.

- Aev gtvan yvooto eav to KEYTRUDA mepvé 610 puntpikd yéia.

Odnynon Ko (EPLOROS POV RATOV

To KEYTRUDA é£yet pukpn enidopacn otnv ikavotnta 6og vo odnyeite 1| va yxeipileote pnyovipata.
To aicbnua {ading, kKOmwong 1 advvapiog etvor mbavég avemBountes evépyetec tov KEYTRUDA.
Mnv odnyeite N xewpileote unyoviuata aeod oag dobei to KEYTRUDA, ektog edv eiote Giyovpot
0T aoBdveoTe KAAQ.

3. o oag yopnysitor to KEYTRUDA

To KEYTRUDA 6a cag d00gi 6€ vocokopegio 1| 6 KAVIKTY vd TV enifreyn evOc Y1aTpoD [E

eumeipio otn Oepameio Tov KapKivov.

- H ocvvietdpevn 66on tov KEYTRUDA g evilikeg givar gite 200 mg ke 3 efdoudodeg, site
400 mg kéBe 6 efoouddec.

- H ocvvietdpevn d6om tov KEYTRUDA o¢ moidud kot eprjfouvg niikiog 3 et@v Kot dvo pe
KAhooko Aépeoua Hodgkin kot eprifouvg niikiog 12 et@v kot dvo pe peddvoua, eivar 2 mg/kg
Bépovg capatoc (Léxpt Eva péytoto twv 200 mg) kabe 3 efdoudoss.

- O yatpog oag, Ba cog dmoel To KEYTRUDA péocwm €yyvong otn eAéPa oag (evooprePimg)
v tepimov 30 Aemtd.

- O yatpog oag Oa anopacicel moceg Oepaneieg Oa ypelaocteite.

Eav yéoere pua cvvedpio yia ™ Ajyn oo KEYTRUDA
- KoAéote apéoms Tov Y1Tpod GOg Y10 VO ETAVOTPOYPAULATIGETE TN CLVEDPIL GOG.
- Eivon moAd onuavtikd va pnv mapoieiyete kdmolo 001 TOV QopUAKoL Gag.
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Eév ctopatiocere vo Aappavere to KEYTRUDA
H dwokom g Oepaneiog cog umopet vo GTAPATAGEL TNV EXIOPOACT] TOV POPUAKOL. M1V GTOUOTNCETE
™ Bepaneia pe 1o KEYTRUDA, extog Ko v 10 €xete 6u{NTHOEL LIE TOV Y1IOTPO GG,

Edv éyete meprocdtepeg epoTNOELG OYETIKA Le TN Bepomeia Gag, pOTNOTE TOV YLOTPO GOC.

®a Bpeite eniong avTéG TIG TANPOPOPiEg oTNV KapTa 0cBeEVOVG TOL Gag £YEL 000l amd Tov YTpd
cag. Etvan onpovtico va guAdEete auth TV KAPTO KOl VO TNV TOPOVCIAGETE GTOV GOVIPOPO GAG 1|
6€ 600VG 0aG PPOvVTILovV.

4. IMBavéc avemBounTeg evépyereg

Onwg 6ha To eApuaKa, £TGL KOL AVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kot 6gv Tapovctalovtal 6€ OAOLG TOVG AVOPMOTOLG.

Orav napete 10 KEYTRUDA, pmopel va éxete opiopéveg cofapés avemBounteg evépyetec. Aeite
™V Tapaypoeo 2.

Ot ax6AovBeg avemBounteg evépyeteg £xovv avapepei pe v tepnpolovpaunn povo:

oAb ovyvéc (umopel va ennpedoovy mePLecdTePovs 0o 1 6tovg 10 avOpdmovc)
- peiwon Tov aplfpod twv epudporkvtTdpnv

- LEL®UEVT OpaoTNPLOTNTA TOL Bupeoedoic

- aioOnua Arydtepng meivag

- TOVOKEPUAOG

- dvomvola, Pryog

- dldppota, TOVOG GTO GTOUAYL, VAVTIO, EUETOG, OVCKOIAMOTNTA

- KVNOUOG, OEpLOTIKO eEGvON L0

- TOVOG 6TOVG MOEC Kol GTO 06TE, TOVOG ApBpmong

- aioOnpa kéTwong, acVVNOIGTN KOT®ON 1 advVapia, OidN U, TVPETOHS

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

- AolpmEN Tov Tvedova

- ueimon tov aplBpod TV apoTETOM®Y (10 E0KOAN dNUOVPYIC, LOADTOV 1) TO EDKOAN
aoppayic), peimon Tov aptBpod TV AEVKOKLTTAP®V (0VOETEPOPILN, AEUPOKHTTAPO)

- avTdpAaoelg Tov oyetTilovtal Pe TV £YXLGT TOV PUPUAKOL

- vrepdpacTplog Bupeocidng, EEaym

- UELMPEVO VATPL0, KAALO 1) 0GPECTIO GTO Qi

- TPOPANLLO LLE TOV DTTVO

- CaAN, EAEYLOVT] TV VELP®V TTOL TPOKUAEL LOVOLAG, advvauia, popunkicon 1 TOVo ue
aioOnon kavoov ata yEpLa Kot Todta, EAAENYT eVEPYELNG, LETOPOAN otV aicbnon g yevong
oag

- Enpopbodipuia

- U1 QLGLOAOYIKOG KAPILOKOS pLOUOG

- VIEPTAOT)

- (QAEYHLOVT] TOV TVELHOVOV

- QAEYLOV TOV eVTEPOV, ENpocTouia

- (QAEYLOVT TOV NTOTOG

- KOKKIVO O10YKOUEVO eEAVON LA OPIGHEVES POPES LLE POVCKAAES, GAEYLLOVT] TOL OEPUOTOC,
KNAIOEG dEPLOTOG TTOL £XOVV YAGEL TO YPDUN TOVS, ENPO, KVIGUMDIEG OEPUM, TPLYOTTMON,
OEPLOTIKO TPOPAN L TOL HOLALEL [E QKUY

- puikdg Tovog, Tovol 1) evousinaio, TOVoOg oTa ¥EPla N oTa TOSLK, TOVOG TNG GpOBpwONG Le
oidnua

- acBévelo ToTTOL Ypinng, piyn
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ovénuéva enimedo NTOTIKOV eVEOUOV 6TO Oipa, avENpévo aoBEsTo 6To aipa, EAEYYOC
VEQPIKNG ALTOVPYiOG U PUGIOAOYIKOG

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

HELOUEVOG aplBpdg AeVKDV Ooc@apinV (AEVKOKITTOPN), PAEYLOVOONG AVTIOPUCT KATA TV
OHOTTETAAI®V, OVENUEVOS ap1OOG AEVKDV OLOTPALPI®Y (MOGTVOPIAN)

pio dtotapayf TOL OVOGOTONTIKOD GUGTHILOTOG TOV UTOPEL VoL EMNPEAGEL TOVG TVEVUOVECS, TO
O€PLLO, TO LATLO KOUT TOVG AEHPAOEVESG (GOpKoEidmoT)

UELMUEVT] EKKPLOT] TOV OPLOVAV TOL TOPEYOVTOL At0 T EXLVEQPISLO, PAEYLOVH GTNV VTTOGLGT
7ov Ppioketorl atn Ao Tov eYKEPALOV, PAEYHOVT] TOL Bupeoeldoig

dtafrtng tomov 1, cupmepriiapfovopéving e Stafntikng Keto&éwmwong

uio katdotaomn katd Ty omoio ot uoeg e€acbevoiv kot kovpalovtat EDKOAM, ETIANTTIKN
Kkpion (omacuot)

QAEYHOVT] TOV 0QOAAUDY, TOVOS TOL 0PBOAL0D, epebioudg, Kvnoudg 1 epuBpodTnTa,
dvcdpeotn evactncio 6To MG, TO Vo PAENEL KATO10G GTiYHOTO

QAEYLLOVT] TOV KAPSLOKOD LV, 1| OTTOi0 UITOPEL VO TOPOVGLUGTEL WG SVOTVOLA, UVAUAAOG
KapdlakOs TaAUOG, aichnua kOTWong 1 TOVOG 6T0 BMPaKa, CLGCOPELCT) VYPOL YOPW UTO THV
Kapdld, Aeypov e pepPpévnc mov tepiPdiiet v kapdid

QAEYLLOVT] GTO TAYKPENS, PAEYLLOVI] TOV GTOUAYOV, EAKOC TOV OVOTTUGGETOL GTOV BAEVVOYOVO
TOV GTOUAYOV GOG N OTO AV® PEPOG TOL AETTOV EVTEPOV GOG

TUKVI/TTO(L6, OPIOUEVES POPES POAMDOMING AVATTLEN TOL HEPUATOC, LIKPE dEpOTIKA
e€oykopara, 6Lol N EAKN, aALAYT| YPOUATOS TPLYDV

QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVC TEVOVTEG

QAEYLLOVT] TOV VEPPOV

avénuéva enineda apvidaong, evog eviopov mov daomd to Gpvio

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

L0 KATAoTOoT) TOV OVOUALETAL OLOPAYOKVTTOPIKT AEUPOIGTIOKLTTAPMGT] KATA TNV 0ol TO
OVOGOTOUNTIKO GUGTN O OTLLOVPYEL TAPA TOAAG KOTTOPO TOV KOTOTOAEUOVV TIC AOTUMDEELS, TO
omoio ovopdlovTol 1I6TIOKVTTOPO Kol AEUPOKVTTAPO, OV UTOPEL VO TPOKOAEGOVV O1ApOopa.
CUUTTMOUOTO, PAEYHOVAOING avTidpacn Katd Tov epubpokuttdpmv, aictnua advvapiog,
AMmoBupukn téon, dbomvola 1 €6v To dEpUa oag deiyvel YAoUo (onueio yoauniod exmédov TV
gpvBpoKrvTTdp®V, TOAVOV AdY® VO TOHTOV avapiog mov ovoudletol apyng amriacio TG
epLOpdg oepdc)

pelmpévn Aettovpyia Tov Topadvpeoeldn adéva, 1 oroia propel vo ekdNAwOel wg poikég
KPOUTEG 1] OTOGUOL, KOTMOT] Kol 0duVapia

TPOCOPIVI PAEYLOVI] TMV VELP®V TOL TPOKOAEL TTOVO, AdLVOUIN Kol TUPIAVGT TOV AKP®V
(oOvdpopo Guillain-Barré), pAeypovn otov eykéeairo, 1 omoia propel va ekdnAwbel mg
GUYYVOT], TVPETOC, TPOPANUATE, LLE TN UVAUN 1) EMANTTIKEG Kpioelg/onacol (eykepaAitidn),
7TOVOC, LOVJIAGLO, Lupunkiaon 1 advvapio ota xépla 1 ota wOd10, TPoPARUOTO LE TNV
0VPOdOY0 KOGTN 1| LLE TO £VIEPO GLUTEPIAAUPOVOUEVIG TNG AVEYKNG Y10 TTLO GLYVE OVPNOT),
NG OKPATELNS 0VPMV, TG OVGKOAMAG TNV 00PNGT KOt TG SVGKOIALOTNTAS (LVEAITION), 0ldnpa
TOV OTTTIKOL VEDPOL TO OTO10 UITOPEL VO 001 YNOEL GE AMMAELD OPOGTIC GTOV £VOL 1] KL GTOVG
300 0@BAALOVG, TOVO e TNV KivoT TV 0QOaAL®V, T)/Kal amdAELN TNG £YXP®UNG OPACTC
(omTikn vevpitda), eAeypovi TG LepPpdvng mov mepPariel TOV VOTIOL0 LLEAD Kot TOV
€YKEPOLO, 1) OTTOl0L EVOEYETOAL VO EKONADVETAL E OKOLYI0 TOL AVYEV, KEPOAOAYiD, TUPETO,
guooOnoia TV HaTIOV 6T PO, vauTio 1 peto (Unviyyitida)

QAEYLOVI TOV ALLOPOP®V Oy yEi®V

071 GTO AEMTO £VIEPO

(QAEYHLOVT] GTOVG YOANPOPOLG TOPOVC

KVNGUOC, POVOKAAES 6TO dépLa, EePAovdIGA 1) TANYEG, 1/Kal EAKT 6TO GTOUA 1| GTO
BAevvoydvo TG TG, 6T0 AGLUO ) GTIV TEPLOYN TOV YEVWNTIKMOV 0pYavev (GVVIPOUO
Stevens Johnson 1| T0&1K1 emdep iy veEKpOALGT), evaicONTO KOKKIVA EE0YKOUATA KAT® OO
70 dépua

VOGOG KOTA TNV OTTOI0l TO VOGOTOMTIKO GUGTNIO ENLTIOETAL GTOVG AOEVEC TTOV TAPAYOVV
VYpOasio 6TO GO, OTMG ddKPLO Kot 6dAl0 (cOVdpopo Sjogren)

164



RCN000026601GR

QAEYLLOVT] TNG 0VPOSGYOL KOHGTNG TOV EVOEXETAL VO ELPUVILETOL G GLYV KAUT| ETDIVV
00pNOTN, EMTOKTIKT OVPNOT|, OLUATOVPIN, GAYOG 1] TTEST] OTNV KATM KOIAOKN XDpa

Ot akdhovBec avemBOuNTES evEpPYELEG EXOVV avapepBel oe KAVIKEG LEAETEG LE TNV
TEUTPOMLOVUAUTY] GE CLVOLAGLO UE YNUEBepameio:

oAb cvyvéc (umopel va exnpedosovy TeEPLecoTEPOVS 0td 1 6ToVg 10 AVOPOTOVC)

peimon Tov aptdpov TV epuOPOKLTIAP®Y, LEIMUEVOS APIOIOC AEVKDV ALULOCOUIPI®mY
(ovdetepopira), peimon Tov aplBpov TV apoTETOAIMVY (T0 E0KOAN dNUIOVPYIC LOADTOV 1|
7o €VKOAT oLoppoyict)

UEL®WEVT AetTovpyio ToL BVPEOEIBOVG

LEL®UEVO KOALO 0TO aipa, aicOnua Arydtepng meivog

TPOPANLLO LLE TOV VTTVO

QAEYLLOVT] TV VEVP®V TTOV TPOKOAEL LOVIAGLLO, advvapia, popunkicon | movo ue aichnon
KGOV GTa, XEPLO Kot TOAL0, TOVOKEPAAOG

dvonvola, Priyog

duappota, EUETOC, vavTio, TOVOC GTO GTOMAYL, OVCKOIAMOTNTA

TPLYOTTMOOT|, KVNGUOG, OepUATIKO e&avOnua

TOVOG GTOVG UDEG KOl 6T, 00TA, TOVOG TNG Apfpmaong

aiocOnpa kéTwong, acvVNOIoTN KOTMON 1 advVapia, TVPETOG

avénuéva emineda 6To aiplo TOL NTOTIKOD VIOV AUIVOTPAVGPEPGOT TNG OAAVIVIG,
avénpéva eninedo 6To aiplo TOL NTOTIKOV VDOV ACTUPTIKY OUIVOTPOVGPEPACT

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

Aoipwén Tov Tvevpova

LELOPEVOG aplOOG AEVKDY oLOCPULpimV (0VOETEPOPIAA) LLE TUPETO, HELOUEVOS OPLOUOGC
AEVK®V OHOGPAPiOV (AEVKOKVTTAPA, AEUPOKDTTAPO)

avtidpacn mov oyetiletal pe TNV £yXLOT TOV PUPIAKOL

LELOPEVT] EKKPLOT] OPLOVAV OV TTOPEYOVTOL armd T EMVEPPIdLa, AEYLOVT TOL BupeoEdOVC,
VIEPIPAGTNPLOG Bupeoetdng

UELMWUEVO VATPLO 1| aGPESTIO GTO aipa

CaAn, petafoln otnv aicOnomn g yevong cog, EALEWYT EVEPYELNG

Enpopbaipuia

U1 PLGLOAOYIKOG KAPILOKOS pLOLOG

VIEPTAOT)

(QAEYLLOVY] TOV TVELHOVOV

(QAEYLLOVY] TOV EVIEPOV, PAEYLLOVT] TOV GTOUAYOV, EnpocTopio

(QAEYLOVT TOV NTOATOG

KOKKIVO O10YKOUEVO eEAVON O OPIGHEVES POPES LLE POVCKAAES, PAEYLLOVY| TOL OEPLOTOC,
OEPLOTIKO TPOPAN LA TTOL HOLAEL e akpn, ENpo, KvNoumOes dEpua

Lukdg TOVOG, TOVOL 1) evansinaio, TOVOg oTa ¥EPla N 6Ta O, TOVOG TG ApBpwong pe
oidnua

o&ela veppikn PAGLN

oidnua, achévela Tomov ypinng, piyn

avénuévn yorepuOpivn oto aipa, cvénuéva eninedo oTo aiplo TOL NIATIKOV VIOV GAKOAIKN
QEOCPATAOT), EAEYYOG VEQPIKNG AELTOVPYIOG U1 PVGIOAOYIKOC, avéNéEVo acPBEoTIo 6To aipal
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Oy ovyvég (nmopetl vo. ernpedocovy £0¢ 1 atovg 100 avlp®dmTovg)

évag avénuévog apludg AVK®V apos@alpiny (MOovoeila)

QAEYLOVT GTNV VTOPLGT TTOL Ppicketal TN PACT TOL EYKEPGAOV

dPng Tomov 1, cupmepthapfovorévng g daPnTiking KeToEEMONC

QAEYLOVT] GTOV EYKEQPAAO, 1] oToia propel vo ekdnAwbel wg chyyvon, TupeTdC, TPOPANLOTL LE
TN VNN 1 EMANTTIKEG Kpioelg/onacpol (eykepoAition), emAnmtikn Kpion (onacpotl)
QAEYLOVT] TOV KAPSLOKOD L, ] OTTOi0 UITOPEL VO TOPOVGLUGTEL WG SVOTVOLM, OVAUAAOG
Kapdlokoc TaAude, aicOnua kénwong 1 Tovog 610 BdpaKa, GLGCOPELGT VYPOD YOP® OO TV
Kapdld, AEYUOV TG HEUPpavng Tov mepBAAleL TV Kapdld

QAEYLLOVT] TOV OLLOPOP®V arYYEI®V

QAEYLLOVT] GTO TAYKPENS, EAKOC TOV OVOTTUGGETUL GTO BAEVVOYOVO TOV GTOUMYOV GOG 1) GTO
v PEPOG TOV AETTOD EVIEPOL GOG

TUKVI/TTO(L8, OPIOUEVES POPES POAOMING AVATTLEY TOV OEPUATOC, KNAIOEG OEPUOTOG TOV
£YOVV YAOEL TO YPDUO TOVG, UIKPE depuaTikd eEoykmpata, 6{ot 1 EAKn

QAEYLLOVT] TOV EADTPOV OV TEPPAALEL TOVC TEVOVTEG

(QAEYLLOVT] TOV VEPPDV, PAEYHOVN TNG KVGTNG, 1| 01010 umopel va Tapovstdletal mg Guyvi
1/Kal ETOOVVY 0VPNOT), ENXLTAKTIKT OVPNGT, ALLATOVPIa, GAYOS 1) TEGN GTNV KOTM KOIALNKT
rdpa

avénuéva enineda apviaong, evog eviopov mov daomd To Gpvio

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

QAEYLOVAOONG AvVTIOPAOT KATE TOV OUOTETAM®Y 1 T®V £€PVOPOKLTTAP®V
pio dtotopoyf TOL BVOGOTONTIKOD GUGTHLLOTOG TOV UOPEL VOl EMNPEAGEL TOVG TVEVLOVES, TO
OEPILO, TO, LATLOL KOU/T TOVG AEPQOEVES (GOpKOEId®mOT)
UELMWEVT AetTovpyio TOL Topabvpeoeldn adéva, 1 omoia propel vo ekdNAmOel w¢ PoiKkég
KPAUTEG 1] OTOGHOL, KOTMOT| Kot aduvapia
plo katdotoon katd tnv omoia ot poeg e&acbevovv kat kovpalovtat ebkola, Lo TopodKy
QAEYLLOVT] TOV VEVP®V TTOV TPOKOAEL TOVO, advvapia Kot Tapdivor 6to dKpa (GUVOPOLO
Guillain-Barré), oidnpo tov ontikoh vehpov To 0moio pmopel va 00N yNoEL G€ ATMAELD OPAGTG
GTOV V0. 1] Kol 6TOVG dV0 0POAALOVG, TOVO LE TNV Kivon TV 0QBoAU®V, 1)/KOL ATMAELD TNG
Eyypoung 6pacng (omTikn vevupitida)
QAEYLOVT TV 0QOAAUGDY, TOVOS TOL 0PBOAL0D, epebicuOg, Kvnoudg N epubpoTnTa,
dvcdpeotn evactncio 6To MG, To Vo PAENEL KATO10G GTiYHATO
071 GTO AEMTO £VTEPO
QAEYLLOVT] TV YOANPOP®V 0DV
KVNGOUOC, POVGKAAES 6TO dépLa, EePAovdicua 1) TANYES, /KAl AKT GTO GTOUA 1] GTO
BAevvoydvo g piTNG, 610 AALUd 1) GTNV TEPLOYN TV YEVWNTIKOV 0pyaveV (GOVIPOLO
Stevens Johnson), evaicOnto KOKKIVA E£0YKOUATO KAT® 0O TO SEPUM, OAANYT XPDOUOTOG
POV
VOGOG KOTA TNV OTO10 TO AVOGOTOWTIKO GUGTNIA EMLTIOETAL GTOVG AOEVES TOV TAPAYOLV
VYpOcic 6TO GOU, OTMG dGKPLO Kol GAAL0 (cOVOpopo Sjogren)

Ot akdhovBec avemBOUNTES eVEPYELES EYOVV avapepBel o€ KAMVIKEG LEAETEG LE TV
nepmpoMlovudunn o€ cLVOVAGUO pe To axitinib 1) To lenvatinib:

oAb ovyvég (umopeil va ennpedoovy nepiecdTepovs amd 1 atovg 10 avOpadmovg)

OVPOAOIUMEELS (ALENUEVT) GLYVOTNTO OVPNONG Kol TOVOG KATE TNV AtoBOAT 0VP®V)
peimon Tov apBpov tv epubporkutTapmV
Helopévn Aettovpyia Tov Bupeoeldovg adéva
aioOnua Mydtepng meivag
TOVOKEPOAOGC, LETABOAT otV aicOnom tng yevong cog
VIEPTAOT)
dvonvola, Priyog
dlappota, TOVOS 6TO GTOUAYL, VOUTIO, EUETOC, OLGKOIAMOTNTO
depproTikd eEdvinua, Kvnopog
ovog ¢ apHpmaong, TdVog GTOVE UDES Kal 6T 0GTA, LVIKOG TOVOG, TOVOoL 1 evaicincia,
TOVOG OTA YEPLOL 1 OTOL TTOSLNL
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aioOnua kémwong, acvvBeTH KOTTMo™ 1 advvopio, oidno, TVPETOS
avénuéva eninedo Mmdong, evog eviOpov Tov SeTd To. ATapd, ALENUEVO ETITESD NTATIKOV
evQOuV oTo aipa, ELEYYOG VEPPIKNG AEITOVPYING [T PLGLOAOYIKOG

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

Aolpwén Tov Tvevpova

UELMUEVOG aPOUOG AEVKOV aocPalpimV (0VdeTEPOPIL, AEUPOKDTTAPO, AEVKOKVTTAPO),
ueimon tov aplfpov TV aporeTorMmy (10 0KOAN dNUIOVPYIC LOADTOV 1) TO EDKOAN
opoppayior)

avtidpaon mov oyetiletan e TNV £yYLCT TOV POPLAKOL

UELMUEVT] EKKPLOT] TOV OPLOVAV TOL TAPGYOVTOL OTT0 Ta, EXLVEPPISLO, VTTEPOPUCTNPLOC
Bupeoedng, preypovn Tov Bupeogldong

LEL®UEVO VATPL0, KAALO 1) aGPECTIO GTO aipta

TPOPANO UE TOV DTTVO

CaAN, EAEYLOVT] TV VEVP®V TTOL TPOKAAEL LOVALAGH, advvauia, popunkicon 1 TOVo ue
aiocOnomn kavcov oTa XEPLa Kot TOdL, EAAELYT EVEPYELNG

EnpogBoipuia

U1 PLGIOAOYIKOG KAPIOKOC pLOUOG

(QAEYLLOVT] TOV TIVELHOVOV

(QAEYLLOVT] TOV EVIEPAOV, PAEYLLOVT] GTO TAYKPENS, PAEYLLOVI] TOV GTOLAYOV, ENpocTopio
(QAEYLLOVT TOV NTTATOG

KOKKIVO O10YKOUEVO eEAVON LA OPIGUEVES POPEG LUE POVOKAAESG, PAEYLLOVT TOV OEPUATOC, ENPO
dépua, depUaTiKO TPOPAN U TOV HOALEL Pe KT, TPLYOTTMOT)

ovog ¢ apHpmong e oidnua

QAEYLLOVT] TOV VEQPDV

acBéveln TOTOL Ypimng, piyn

avénpéva enineda apvAaong, evog evEdpov mov dlaoemd to dpvro, avénuévn yorepvdpivn oto
aipa, avénuéva eninedo oto aipo TOL NIATIKOD VIDUOD YVOGTO MG GAKOAIKT QOCOOTACT,
avénpévo acPéotio 6To aipa

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

évag auénuévog aplduog AeVKOV apoc@apiov (Noctvoeiio)

QAEYLOVT] 6TV VTOPLGT oL PBpickeTat 6T PAon ToL eyKEPGAOV

dtafmTng tomov 1, cupmepiiapfovouévng e dSafntikng KeTo&Ewmong

J10 KaTdotaoT Kot Ty omoia ot poeg e&acbevoiv kot kovpalovtat E0KOAM, PAEYUOVT GTOV
eyképoho, 1 onoio propel va ekdnAmbel mg ohyyvom, mupetds, TPOPANLATA LE TN (VAN 1)
eMANTTIKES Kpioeil/omacpol (eykepaiitidon)

QAEYHOVT] TOV 0QOUAUGDY, TOVOG TOL 0PBOALOD, epebicOg, Kvnoudg N epuBpoTNTa,
dvcdpeotn evactncio 6To S, To vo fAETEL KATO10G GTiyHATO

(QAEYLLOVT] TOV KAPSLOKOL [, 1) omoio piopel va Tapovctlactel wg SVoTvol, ovAUAAOG
KapdloKOC TaAUOS, aioBnua kénwong 1 TOVog 610 BdpaKE, GUGGMPELGT VYPOL YVP® OO TNV
Kapdld

QAEYLOVI TOV ALLOPOP®V Oy YEIWV

€AKOG TOV OVOTTTOGGETOL GTO BAEVVOYOVO TOL GTOUGYOL GOG 1) OTO AV UEPOG TOV AETTOV
EVTEPOV GOG

ENpo, KyNGUMOES OEPLLO, TUKVIY/TTAYLA, OPIGUEVES POPES POAOMONG OvATTVLEN TOV JEPUATOGC,
KNAOEg 0EPLOTOC TOL £XOVV YACEL TO YPDLO TOVG, LIKPE deppoTikd eEoykdpata, 6Lot 1 EAKN,
oAloyn XPDOHOTOS TPLYDOV

QAEYLOVI TOV EADTPOL OV TTEPIPAALEL TOVG TEVOVTEG

Yravieg (nmopei va exnpedoovy £0g 1 otovg 1.000 avlpdmovg)

pelmpévn Aettovpyio Tov Topabvpeoedn adéva, 1 oroia propel vo ekdNAmOel g poikég
KPOUTEC 1| GTOOUOTL, KOTMON Kot aduvatio

010M L0l TOV OTTTIKOV VEVPOL TTOL UTOPEL VO, 0ONYNOEL GE ATMAELN OPOCT|G GTOV £V 1} KOl GTOVE
dV0 00BuAOVC, TOVO UE TNV Kivon ToV 0eOaAU®V, 1)/Kot AT®AELR TNG EYXPOUNG OPOOTG
(omtikn vevpitida)

07N 6T0 AEMTO £VTEPO
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- KVNOUOG, POVGKAAES 6TO dEpua, EePAoboioa 1 TANYEG, /Kot EAKT GTO GTOUA 1 OTO
BAevvoyovo g POTNG, 6T0 AALUO 1) GTIV TEPLOYN TOV YEVVNTIKGOV 0pYAvAV (TOEIKT] EMOEPIIKY
vekpoAvon 1 cvvdpopo Stevens Johnson)

- vOGOC KOTA TNV OTTOi0l TO AVOGOTOMTIKO GUGTN IO EMLTIOETOL GTOVG AOEVEG TTOV TOPEYOUV
VYpOGio 6TO GO, OTMG dGKPLO. Kot cdAL0 (cOVdpopo Sjogren)

- QAEYHOVT TNG 0VPOdGYOV KVGTNG, 1| oTola pmopel va ekdnAwmBel g cuyvn Kovn enddvvn
00PN 0o, EXTOKTIKY 0OVPNGN, ALLATOLPin, GAYOG 1) TEST) GTNV KAT® KOWALOKN YDOPOL

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnproete Kamoto avemBOpUnTn eVEPYEL, EVILEPDOGTE TOV YOTPO GAG. AVTO IGYVEL KO Yol
KG0e Thav avemBounTn EVEPYELX TTOV OEV AVOPEPETAL GTO TAPAY PUALO 0ONYIDV Yprions. Mmopeite
emiong va avagépete avemBOuNTeg evépyeteg anevbeiog (BA. Aemtouépeleg mapoakdtm). Mécw g
ovoQopag avemBiunTOV evepyeldv unopeite va fondnoete 6t cuALOYN TEPIGGHTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOC POPLAKOV.

EAAGS:

EBvikdc Opyaviopuog @apudkwmv,

Meooyeiov 284, GR-15562 XoAapydc, ABva,

TnA: + 30 21 32040337,

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

Konpoc:

DQoapuaxevtikég Yanpeoieg, Yrovpyeio Yyeiog, CY-1475 Asvkwoio,
TnA: +357 22608607, ®a&: + 357 22608669

Iotétomog: www.moh.gov.cy/phs.

5. Hog va gvraccete 1o KEYTRUDA
To @dppoako avtd TPETEL VO, PUAACGETOL GE PEPT TTOL OgV TO PAETOVLY Kot dgv TO POEVOLY T TaLdLdL.

Na pn ypnotponoteite avtd 10 PAPUAKO HETE TNV NUepOUnvia ANENG TOV aVaPEPETOL GTO KOVTL Kot
oTNV EMGNUAVOT TOL PLoAdiov petd to EXP. H nuepounvia Anéng sival n televtaio nuépa tov
U1VO. TTOL OVOQEPETOL EKEL.

dvAdocete o€ yoyeio (2 °C — 8 °C).
Mnv KoToyOYETE.
DuAGcoETE GTO OPYLKO KOVTL Y10 VO TPOGTATEVETOL ATTO TO MG,

A6 pikpofroroyikng amoyng, To Tpoiov, apov apoiwbei, Oa mpénel va ypnoorombei apéomng. To
apUIOUEVO dtdAv A dev TTPETEL Vo Kotonpvyetat. Edv dev ypnolporomn el auéomg, n ynkn Kot
ovoikn otabepdtnta 1o KEYTRUDA katd tn yprion, éxet katadetyel yia 96 mpeg otoug 2 °C émg
8 °C. Avtog 0 ¥povog OANENC TV 96 ®pdV Umopel va TepAapPavel péypt kot 6 mpeg puAatn o€
Oeppokpaocia dmpatiov (otovg 25 °C M yaunAdtepn). Edav éxer mponyndei woén, Oa npénet va
emrpamnei To eLoAidI0 Ko o1 odikotl evOoAEPLaG yoprynong va. EpBouvv 6e Beppokpacio dmuatiov
TP ) Xpfion.

Mn @UAGGGETE OTOLOONTOTE OYPTCLLOTOINTO PEPOG TOL SIHAVLATOC £YYVOTG Y10 ETOUEVT] XPTOT).

Ka0e aypnoipomointo @appoko 1 VITOAELLO TPETEL VO, ATTOPPITTETOL GOUPMVA LIE TIG KATH TOTOVG
oY VOVOEG GYETIKEG dluTdEELS.
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6. Iepreydpevo TS GLVOKEVAGIOG KO AOTEG TANPOPOPIEg

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

"Eva graAido tov 4 ml mepiéyet 100 mg mepmpoiilovpdpmne.
Kdabe ml mokvov dohdpartog mepiéyet 25 mg mepnpoAlLovapmng.

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

Epg@évion tov KEYTRUDA kot epiey0peva TG 6VGKELAGLOG

To KEYTRUDA egivat éva d1oavyég €mg ehappdg 1p1dilov, ayxpouo Eog eAappdg Kitptvo didhivpa, e
pH5,2-5.8.

Eivon 0100110 o€ K0uTId TOL TEPIEXOLV £VA YOAAIVO GLOAIS10.

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

2031 BN Haarlem

OMavdia

Mopackevaotic
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Bélyo

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavdia

I"a omoladnmote TANPOPOPio. GYETIKA LE TO TOPOV POUPUUKEVTIKO TPOidV, TapaKoAeicOs va
angvBuvbeite otov TomiKo avtimpoésmmo tov Katdyov tng Adeiag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel. +370 5278 02 47
dpoc_belux@msd.com msd_lietuva@merck.com
bbarapus Luxembourg/Luxemburg
Mepk Illapn u loym Bearapus EOO/1 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
Danmark Malta

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

EALGoa

MSD A.0.B.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)
medicalinformation.it@msd.com

Kvbmpog

Merck Sharp & Dohme Cyprus Limited
TnA.: 800 00 673 (+357 22866700)
cyprus_info@merck.com
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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
msdnorge@msd.no

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

Roménia

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@merck.com
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Latvija United Kingdom (Northern Ireland)
SIA Merck Sharp & Dohme Latvija Merck Sharp & Dohme Ireland (Human Health)
Tel: + 371 67364224 Limited
msd_lv@merck.com Tel: +353 (0)1 2998700
medinfoNI@msd.com

To wapdév UAA0 00N YLOV Yp1ioNS avaBe®p1OnKe Y0 TELEVTOIO POpd Tov 03/2024
Alreg INYEG TANPOPOPLAOY

Agmntopepeic TANpoopieg Yio T0 pApHoKo avTd eivar StaBéoipes 6To SIKTLOKS TOTO TOV
Evponaikod Opyavicpod @appdkov: http://www.ema.europa.eu.
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O TAnpo@opisg Tov aKkorovhovv amrevdivovTal povoy o€ erayyeApoTieg VYElUG:

IIpoetoipacia kot yopnynon g £yxvong

Mnv avokiveite 1o QroAidto.

Agnote 10 PLoAido va 1oppomnaoel og Beppokpacio dwpotiov (otovg 25 °C i yaunAotepn).
[pwv v apaimon, 10 PaAidlo pe To VYpO pmopel va, peivel ktog yoyeiov (og Beppokpacieg
25 °C 1M yapnAdtepeg) Yo £m¢ 24 dpeg.

Ta oppraKELTIKAE TPOIOVTA TAPEVTEPIKNG XPNIONG O TPEMEL VO EAEYYOVTOL OTTTIKA Y10t
COUATIOW KOl Y10 OTOYPOUHOTICUO TPV T Yopnynon. To mukvo ddAvpa givor Eva dtanyég £mg
eAappac 1p1diov, dypmuo Emg ehappmg Kitptvo dtdivpa. AToppiyte To PLOALSI0 GV
mopatnpnBovV onTIKA COUATIOW.

AdPete Tov amaitovuevo dyko émg 4 ml (100 mg) Tov ToKVoD SLHADUOTOG KOl LETOPEPETE TOV
€VTOG EVOC 0AKOV EVOOPAEPLOG YOPIYNONG TOL TEPLEYEL YAWPLOVYO vaTpro 9 mg/ml (0,9 %) 7
yAvkoln 50 mg/ml (5 %), doTe Vo TAPUCKELAGTEL EVAL APUIOUEVO STOAVUO LE TEAIKT
ovykévipmon €0povg amd 1 émg 10 mg/ml. Kabe groridio mepiéyet pa nepicoeia 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 LLE TTTLOL AVOGTPOPT.

Amo pukpofroroyikig dmoyng, To mpoidv, apod apaiwbei, Bo tpénel va ypnoyomom el
opéowc. To apatwpévo dtdAlvua dev mpémel va katoyvyetal. Eqv dev ypnoiponombei apéowc,
N ¥k kot euoikn otafepdmra tov KEYTRUDA katd ™ ypnion, &xet kotaderyOel yia

96 mpeg otoug 2 °C wg 8 °C. Avtdg 0 Ypovoc POAAENG TV 96 @pdV Umopel va TEpAapPiver
puéExpt kai 6 dpeg puAaén oe Beppokpacio dwpatiov (otovg 25 °C 7N xapnAotepn). Edv €xet
mponynOei yoén, Oa wpénel va emttponei To Qrodidio Koy ot odkotl evooeAERLag YopnyNoNG
va €pBovv pornyovpévag oe Beprokpacio dopatiov mpwv tn xprion. Hudapavn émg Aevkd
TPOTEIVIKA copotiown propet vo mapatnpnbodyv 6to apatmpévo dtdivpo. Xopnynote
evdopAERimg To dtdivpa Eyyvong o 30 Aemtd, ypnolomolwvtag £va ev-o€lpad (in-line) 1
emmpocbeto (add-on) oteipo, PN TVPETOYOVO, YOUNANG TPOTEIVIKNG GUVOESNC, GIATPO
peyéovg mopov 0,2 ¢ 5 um.

Mn cuyyopnyeite GALQ QOPUAKEVTIKA TPOIOVTA LEC® TNG 110G YPOUUUNG £YYLONG.

To KEYTRUDA egivai povov yia epdmnaé ypnon. AToppiyte 0mol0dNToTE Un|
YPTCULOTONEVO TPOTOV TTOV £)YEL TAPAUEIVEL GTO PLAAIDI0.

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