®YrAo ooV ypions: [IAnpogopics yia Tov yprioTn

Sutent 12,5 mg koydxwo oxinpd
Sutent 25 mg koyaxio ckipa
Sutent 37,5 mg koydxio ckinpd
Sutent 50 mg koyaxio ckipa
covvitvipnn (sunitinib)

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TPV UPYIGETE VU TAIPVETE AVTO TO
PaPROKO, OL0TL TEPLAUPPAVEL GNUAVTIKES TANPOPOPIES YIX GAS.

DdordEre 0vTd TO PUALO 0dNYIDV YpNonG. Towg ypelaotel va to draPdacete Eavd.

Edv éxete mepartépom amopies, pOTNOTE TOV Y1OTPO 1] TOV QAPLAKOTOLO GOG.

H cvvtayn yio avtd 10 pdpproako xopnyndnke amokAeloTkd yio oag. Agv TPEMEL VO SDCETE TO
QApHOKO 6€ AAAOVG. Mmopel Vo Tovg TPoKaAEGEL BAAPT, AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldc Tovg eivart 101 e T, KA GO,

Edv mapatmproete kKamoto avemBOunTn evépyela, EVIUEPADOTE TOV Y1OTPO 0aG. AVTO 10YVEL Kot
v K60 Thavn avemiBouNT EVEPYELD TTOL JEV AVAPEPETOL GTO TAPOV POAAO 0ONYIOV YPTONG.
BA\éne mopdypago 4.

T epréyer To mapoév pvAro 0dNYLOV:

ANk L=

1.

T elvan To Sutent kot o gfvon n xp1on ToL

T mpéner va yvopilete mpv mdpete to Sutent

[Tdg vo mdpete To Sutent

[MBavég avemBounteg evépyeteg

[og va pvidocoete to Sutent

[epreydpeva TG GLOKEVAGING Kol AOUTEC TANPOPOPIES

T eivon To Sutent kot wowe gival 1 prion Tov

To Sutent wepiéyet T dpACTIKN OLGi0 covvitviumn (sunitinib), wov givat €évog avacToAENS
TPOTEWVIKNG Kvaong. Xpnotuonoteitot yio T Oepomeio Tov Kapkivov, e avasToln TG SpacTIKOTNTOG
HL0G E01KNG KOTNYOPIaG TPOTEIVOV, 0L 0TOIEC VAL YVOOTEG OTL EUTAEKOVTOL GTNV AVATTVEN Kol
aHENOT TOV KOPKIVIKOV KUTTAPOV.

To Sutent ypnoyomoteitor yia tn Oegpaneio TV evniikov yio Tovg akdAoLOOVG TOTOVE KAPKIVOL:

ZTpopatiKoc 6ykog Tov yaotpeviepikov (GIST), évag tHnog kapkivov Tov GTopdy oV Kol TOV
EVTEPOV, GTOV OTO10 OEV EMOPA TAEOV 1| HATVIUTN (EVOL AALO AVTIKOPKIVIKO GAPLOKO) 1) Yo
TOV 07010 OEV EVOEIKVLTOL | AW LLOTIVIUANG.

Mertaotatiko veppokvttoptkd Kapkivopo (MRCC), évag Tomog Kapkivov Tov ve@poL ov £xel
eEamlmBel Kot o€ AAAL OpYOVE TOV GOUOTOG,.

IMoykpearikoi vevpoevdokpvikoi 0ykol (pNET) (6yKotl TV 0pUOVOTOPAYDY®DY KUTTUP®Y TOV
TAYKPENTOC), TOV TOPOVGLALOVY TPO0OO VOGOV 1) TOV 0TToimV gV €ival SUVOTN 1) XEPOLPYIKN
aQoipeoT.

Edv &yete amopieg oyetikd pe tov tpomo dpdomng Tov Sutent 1 10 AOYO Y10 TOV 07010 GOg
ouvtayoypoennke avtd T0 PAPHAKO, POTHOTE TOV YIOTPO GUGC.



2. Tvnpéner va yvopilete mpv wapete To Sutent
Mnyv napete To Sutent

- Y mepinton aAAepylag OTn GOVVITIVIUAN 1] G€ 0TO0ONTOTE GALO OO TAL GUGTATIKA TOL Sutent
(avapépovtatl oty Tapdypago 6).

[pocdomomceis Ko TPOPUVAAEELS
AmevOvuvlsite otov YioTpo cug pLy TapeTe TO Sutent:

- Eav égete vynig aptnproxn wieon. To Sutent umopel va mpokorécel adEnomn tng apTnpLoKng
wieonc. O y10tpog oG UTopel va EAEYYEL TNV QPTNPLOKT GOC TTIEGT KOTA TN SIGPKELDL TNG
Oepomeiog pe Sutent kot evOgyoUEVOC Vo, Gag yopnynbovdy edpuaxo yio ) peimon g
OPTNPLOKNG TTECTG, EAV YPELUCTEL.

- Edv £&xete M elyote kdmowo apatoroyikn vooo, Tpépfinpa arpoppayiog 1 poromEg
(nekaviég). H Bepameio pe Sutent pmopel va €xel ¢ amotéAeopa avénuévo Kivovvo apoppayiog
N umopel va 00y oel o€ PeTABOAT TOV aplBoD OPICUEVOV KVTTAP®V GTO G0, TPOKOADVTOG
étol avouio N emnpedlovtog v kavotnta TENg tov aipatog Edv Aapfavete Bapeapivn 1
O0CEVOKOVHOPOAT, T OTTO10L EIVOAL PAPLLOKO APOi®GTG TOL AiLOITOG Y10 TIV OITOTPOTH TOL
oynuaticpov Opoupwv, evdeyouévamg va vrdpéel avénuévog kivouvog atpoppayiag. Evnuepoote
ToV Y10Tpd 00G, EAV TUPOLGLACATE Uoppayio KoTa T didpketo e Oepaneiog pe Sutent.

- Eédv éyete kapowokd wpopfifqpata. To Sutent pmopel va mpoxarécetl Kapdiokd TpofAnparta.
Evnuepaote tov yuotpd cog edv aicBdveote Evtovn KOnwon), edv £xete SuoKOoAio GTNV avVOTVOT
N €av elvan TpNouéva To TOd0 KOl Ol AoTPAYaA0l GOC.

- Edv mapovoralete pn puororoyikés petaforéc Tov kKaporakov pvOpov. To Sutent pmopei va
TPOKAAEGEL U1 PUGLOAOYIKO Kapdiakd puOpod. O yiatpog cag pmopel vo de&ayet
NAEKTPOKOAPIIOYPAPALLOATA Yo TV aELOAOYNGT AVT®V TOV TPOPANUATOV KOTA TN SLEPKELL TNG
Oepaneiog cag pe Sutent. Evnuepmote tov y1atpd cag edv arcbdaveote (dAn, AmoBopia 1 ebv
TOPOTNPNOETE U1 PVOIOAOYIKOVG TOAUOVCE, EvOom Aapfavete Sutent.

- Eav giyate npécoata mpéPinpna oynpaticpov 0poppov otic oréfec ka1 Tig apTpisg cog
(TOTOL POPOP®V AYYEIMV), COUTEPAUPPAVOREVAOV TOV EYKEPUAIKOD ETELGOOI0V, TNG
KOpOwKiG Tpocfoing, TG epufoing 1 g Opoppmonc. Koaréote apéonc tov yiotpod cag, E6v
TOPOVCIAGETE CLUTTMUATO, OTWS TOVO 1 Tieon oTo 6T H0C, TOVO GTa YEPL, OTNV TAATN, GTOV
avyéva 1 ot yvabo, SuoKoAio otV avamvor, povdlacpo 1 advvapio amd ) 1 TAevpd Tov
oOUOTOG 060G, OLOKOAN oTNV oM, TTovokEPaAo 1 A KoTd T dtdpkela e Oepameiag e To
Sutent.

- Edv éyete f giyote kKatd 10 TOperO6v avevpuopa (616ykmon kot eEacOéviion Tov
TOLMONOTOS GLRLOPOPOV AYYEIOV) 1] OLUYMPLGUO TOV TOLYDUOTOS ULLOPOPOV ayYEIOV.

- Edv £xete M eiyote po PAAPN ot pikpoTepa arpo@opa ayyeia, mov gival yvooty 0g
Opoppotii] pikpoayysromadero. Evipepdote Tov yotpd cog edv epeovicete Topeto,
Koo, oicOnua Kovpaong, LOAMTES, aoppayio, TPNEWO, GOYYVON, ATMOAEL OpAcNS M
EMAMTTIKEG KPIGELC.

- Eav éyete mpofinpata pe Tov Ovpeogtdn adéva. To Sutent umopei va mpokorécet
wpoPAnuata otov Bupeosidn adéva. Evnuepdote tov yotpd cog edv kKovpdleote evkoAOTEPQ,
€av ouoBdveote 10 KPHO MO £VTOVA 0O TOV VITOAOITO KOGLO 1| €4V 1] G®VN 0aG YIVEL TO PUIAoW
evoom Aappavete To Sutent. Oa mpénet vo eheyyOel n Aertovpyia Tov Bupeoeldovg cag TPy
AaPete to Sutent Kot ava TOKTA POVIKA SLGTAKOTA KAT T d1dpKeLn, TG Bepameiog oag e
avtd. Edv o Bupeocidng oag adévog dev mopayel apketn Bupeogldtkn opudvn, evOEYoUEVOC VoL
oag yopnynOei Oepameio 0pHOVIKNG VTOKOTAGTACNG.



Edv éyete 1 giyote maykpeatikés Statapayss 1 Sratapayés TS Yor 000V KOGTNC.
Evnuepaote tov ylatpd 060G £V TAPOVGIAGETE OTOLOONTOTE GO TO TAPUKATED CNUEIN Kot
CLUUTTOUOT: TOVO GTIV TEPLOYN TOL GTOUAYOL (Avm KotAia), vavtia, Eueto Kot Topetd. Ola
OVTA PUTOPOLV VO, TPOKANB0DV ad PAEYLLOV TOV TOYKPEATOG 1] TG XOANOOYOV KUGTNG.

Edv &xete M eiyote nroatikd tpofinparta. Evyuepmaote tov yatpd 6og 0V TOPOLGLAGETE
OTOLOONTOTE OO TO, TAPOUKATD OTUEIN KOl CUUTTOUATO NAATIKOV TPOPANUATOV KOTA TN
dudpkela g Bepaneiog pe Sutent: payovpa, KITPIVIGUO TOV HOTIOV 1] TOL dEPUATOG,
OKOVPOYPOUE. 0VPA. KoL TOVO 1| SuCoEOPio 6TO EXAV® OeEL TUNILO TNG TEPLOYXNS TOV GTopdyov. O
ywTpdg cag Oa mpémel va dievepynoet eEETAGELS ALATOC, TPOKEWEVOL Vo, EAEYEEL TNV NTOTIKY
Aertovpyia cog, TPV Kot KoTd T drdpkela g Oepaneiog pe Sutent ko 0nwg evogikvuton
KAWVIKGL.

Eav éyete q giyate veppika wpofinqpoata. O yotpog cag Oa mapakorovbei T veppikn
Aertovpyia cog.

Eév npoxertar va vropin0Osite o yeipovpyucn enéppaon 1 vropindikore tpécpata o
xewpovpykn exépPaocn. To Sutent propel vo ennpedoel Tov TPOTO ETOVAMGCTC TOV TPOVUATOV.
YuvBwg, dtokdmtetor 1 Ogpaneia pe Sutent 6€ TEPITTOGT TOL ATOLTEITOL XELPOVPYIKT|
eméuPoon. O yatpog oag Oa amopacicel tote Oa Eekivnoet kat woAl 1) Oepaneio pe Sutent.

Evogyopévag vo ocag ovotn0si évag 0dovTiaTpikog Eleyyog mpy amd Tnv Evapén g

Oepoameiog pe Sutent.

- Edv vroeépete 1 vogépate amd mOvo 6To oToHa, To HOVTIN KavT T Yvabo, arnd mpnéipo
N o TANYEG OTO E0MTEPIKO TOV GTOUOTOC, AV alcBdvesTe povdacpa i T yvabo cag
Boptd N Eva 06VTL YoAapd, EVIUEPDGTE AUECMS TOV YIOTPO KL TOV 000vTiaTPd GOC.

- Edv yperaletar va vopinOeite oe emepPotikn odovtiatpiky Oepameio ] 6€ 000VTINTPIKA
YEPOLPYIKN EXEUPAOT, EVIIUEPDOTE TOV 000VTIOTPO GoG OTL AapPdvete Bepaneio pe
Sutent, bwaitepa edv Aapupdavete mapdAinia N €xete AdPet evoopréPia dipwopovikd. Tao
SPMOCPOVIKG €ival APLOKO TOL ¥PNCULOTOLOVVTAL Y10 TV TPOANYT TOV ETTAOKDY GTA
00Td Kol pmopet va Exovv yopnynei yio pio GAAN wTpikn Katdotaon.

Eav éyete q eiyate drotapaysis Tov OEPUATOG KAl TOV VTodopLov 1otov. Katd tn didpkeia
AMYNG awTOL TOV PAPUAKOL, UTOPEL VO EPPAVIGHET «yaryypatvddes TLOdEPUO (ETDIVYT
eEEMK®OT TOL SEPUATOG) 1 «VEKPMTIKN TTEPLTOVITION (AOTL®EN TOL SEPUOTOC/TOV LOAAKDV
16TOV OV eEOMADVETOL TOYOTATO KoL 1] OTTO10 EVOEYOUEVMG VO EIval ameNTIKT Yo T (on).
Emkovoviote apuécmg Ie ToV YoTpo GOGC, EAV TOPATNPTOETE GCUUTTOUATO, AOTUMENC YOP® OO
K010 TPav L TOV SEPUATOG, GCUUTEPIAAUPAVOUEV®Y TOV TUPETOV, TOVL TOVOL, TNG
gpuOPOTNTOC, TOL TPNEIUATOG 1 TN TAPOYETEVGNG TOOL 1| AUUOTOC. AVTO TO TEPIGTATIKO Eival
YEVIKA avOOTPEYLILO UETE od SLOKOTTN TG GOLVITIVIUANG. Zofapd depuatikd eEavOnuota
(oOvdpopo Stevens-Johnson, To&ikn eXOEPUIKT VEKPOAVOT|, TOADHOPPO £pVON L) ExovV
avaeepbel pLe TN ¥Pp1OT COVVITIVIUTNG, ELEOVILOLEVE GTNV APy OG KOKKIVOTEG KNAIDEG TOL
potalovv e 6TdYoVE 1| KUKAMKEG KNAMOEC GUYVA UE KEVTIPIKEG POVOKAAES GTOV KOpWo. To
e&avOnpuo pmopel va e€elybel oe eXTETANEVEG POVOKAAEG N ATOAETIOT TOV SEPUOTOG KOl UTOPET
va glvar omelnTiko yuo ) {on. Av avortoocete e£avOnua 1 To SEPUATIKE 0VTO GUUTTAOUATO,
ovppovievteite apécmg Evay yoTpo.

Eadv éyete q giyote eminntikég kpioels. Eidomomote tov y1atpd 060G T0O GUVTOUOTEPO SLVATO,
€AV TAPOVOIAGETE VYNAN aPTNPLOKY TECT], TOVOKEPOAO 1 ATTMAELN TG OPUOTG.

Eév éyete owpnitn. To eninedo Tov caxydpov aipatog o dafntikovg acbeveic O mpémel va
EAEYYOVTOL TOKTIKA, TPOKEUEVOL VoL eKTIUNOEL GV YpetdleTal TPOSUPLOYT| TNG OOCNG TNG
avtidwpnrikng Oepaneiog, dote vo, ehayiotomomOel o kivouvog eueaviong Yauniod caxydpov
aipartoc. Eidomomote Tov y1otpo Go¢ TO GUVTOUOTEPO dLVATO, EAV TAPOVCIAGETE OTOLONTTOTE
onpeio Kol CUUTTAOUATO XOUNAOD GOKYAPOL aipaTog (KOTWST, aicOnua TaAludy, epidpmon,
eV Kol 0mMAELL GLUVEIONOTG).



Howowd xon £pnpor
To Sutent dgv cuviGTATOL Y10 YPTION OE ATOUA NAKING KATO TV 18 eTdV.
Alho @appoxo. kot Sutent

Evnuepdote tov yotpd 1 1OV QOpULOKOTOW0 oG 4V Taipvete, £ETE TPOGPOTA TAPEL 1] Uropel val
TapETE GALA PAPUAKO, CUUTEPIAAUPAVOUEVAOV TOV POPUAK®V TOL TpoundedovTal yopig cuvtayn,
aKOUT KoL EKEVAV TTOL OEV GLVTUYOYPUPOVVTAL.

Kdmow gdppoxa puropodv va ennpedoovy ta enineda Tov Sutent oto copa cog. [Ipénet va

EVILEPMGETE TOV YIOTPO GOC EAV AUPAVETE PAPLLOKA TOV TEPLEXOVV TIG AKOAOVOEG dPACTIKEG OVGiES:

KkeTokovalOAN, 1tpakovalOAn — yp1CILOTOoVVTOL Yio TN Bepameio LUKNTINCIKOV AOUDEEDY

gpvbpopvkivr, KAapBpopukivn, proopmikivn — xpnoionotovvTot yio ™ Oepaneio Aopnaemv

prtovaBipn — ypnoonoteitol yio ) Oepaneio tov HIV

oeEapebalovn — Eva KOPTIKOOTEPOELDEG TOV YPTCLUOTOIEITAL Y10l S1dipopeg Tadnoelg (OT™G,

OAAEPYIKES/ AVATVEVGTIKEG OLUTOPOYEG 1) 0COEVELEC TOV SEPLLOTOC)

. eowvutoivn, kappapalenivn, eavoPapPirdin — ypnotponotodviot yio tn Oepameio g
emunyiog Kot GAA®Y VELPOAOYIK®OV Tafnocemv

. QUTIKG okevdopota Tov wepéyovv St.John’s Wort (Hypericum perforatum) — ypnoyiomolovvrol
v TN Bepoameio TG KATAOAWY™G KO TOV dyyoLG.

To Sutent pe TpoP1] ko1 TOTO
Oa TPETEL VO, ATOPEVYETE VO, TIVETE YVUO YKPEWEPOVT Katd T dtdpkela ¢ Oepameiog pe Sutent.
Kinon kot Oniaopog

Edv elote éykvog 1 Onhalete, vouilete 6T umopel va giote £ykvog N oxed1aleTe VoL AmOKTNGETE UL,
{ntote T GLUPOVAN TOL YIATPOL 1] TOV POPLAKOTOLOD GO TPV TAPETE AVTO TO PAPLLOKO.

Edv vapyet o evdeyduevo gykopocvvng, Oo mpémel va ypnopuonoteite pia a&iomiot pébodo
AVTIGVAANYTG KOTA TN dtdpkela TG Oepameiog pe Sutent.

Edv OnAdlete, evnuepoote tov yuotpd coc. Ae Oa mpémel va Onialete katd tn didpkela g Oepameiog
pe Sutent.

001ynon Ko YEPIGUOS PN YoV RATOV

Av viooete (0An 1 acvuvn 0ot KovpaoT, TPocESTE 110iTEPA KATAE TV 001YNGN 1 TO XEPIGUO
unyovnudtoy.

To Sutent wepiéyerl vaTpro

To eapuaxo owtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd koydkio, gival avtd wov
ovoudlovpe «erevBepo vatpiovy.

3. o va Tapete To Sutent

[Tédvtote va maipvere To PAPLOKO CVTO ALGTNPE COUPOVE. LLE TIG 0dNYiEg TOV YioTpo¥ cag. Edv £yete
appipolriec, pmtAoTE TOV Y10TPO COC.

O ywtpog Ba sag yopnynoet T d66M TOL glval KATAAANAN Yl TNV TEPITTOOT GOG, AvAAoYd UE TOV
TOTO TOV KapKivov wov yperaletar Oepaneia. Edv eiote vo Oepameiao yio:



— GIST 1 yio MRCC: 1 ouvnOng 0o givar 50 mg pio popd v nuépa, yio 28 nuépeg
(4 eBdopdoeg), axorlovBodpevn and 14 nuépes (2 efdopddeg) dukonng g Beponeiog, oe Evav
KOKAO 6 gfdopadmv.

— PpNET: 1 cuvnbng 86om givan 37,5 mg pia popd v nuépa, yopig mepiodo dlakomng.

O ywtpog oag Oa amopacicel TNV KaTdAANAN d00T OV YPELdleTal vo TapeTe, KOOMG KoL TO €0V Kol
note Bo Tpémel va otapatioete T Ogpaneia pe Sutent.

To Sutent pmopet va. An@Oel pe 1 yopic Tpoen|.
Edv napete peyoardtepn 0661 Sutent amd TV Kavoviki

Edv mapete kotd AAO0g TEPIGGOTEPO KOWYAKLO, EXKOIVOVIOTE OUECHOG UE TOV YI0TPO cag. Mmopei va
YPEWCTEITE 10TPIKT TOLPOKOAOVON oM.

Edv Eeydoete vo wapete To Sutent

Mnyv mhpeTe SITAY 6OCT Y10 VO OVATANPAOGETE T 0061 oL EEYACATE.

4. MBavéig avemBOpNTES EVEPYELEG

Onwg 60 ToL PAPUOKE, £TGL KL GVTO TO PAPUOKO UTOPEL VO TPOKOAESEL OVETIOVUNTES EVEPYELEC, OV
Kot dgv Topovclalovtal 6€ OAOVG TOVG AvEpPMOTOLG,.

[Ipénet vo erKovOVNoETE AUECMG LLE TOV YIOTPO GOC, EAV TOPOVGLAGETE OTOLUONTOTE OO OVTEG TIC
cofapéc avemBounteg evépyeteg (deite eniong v mapdypoeo: Tr wpéner va yvopilete npwv napete
70 Sutent):

Kapowka mpopiipata. Evnuepoote tov yrotpd oag edv aicbdveste Eviovn KOTmoN, Qv EXETE
OVCKOALN GTNV avVaTVOT 1] GV Elvat TPMOUEVE TO TTOdL Kol Ol aoTpdyarol cog. Ola avtd evoéyetol va
€Vl CLUTTOUOTO KAPSIOKDY TPOPANUATOV, T, 0TTola Lopel Vo TEPIAAUPAVOVY KapOLOKT
avemdpkelo Kot TpofAnuate Tov pvokapdiov (Kapdtopvonddeia).

HpoPiqpota pe Tovg TVELPOVES Kot TNV avarvon. Evnuepdote tov yratpd oag GV TOPOVGLAGETE
Bya, Tévo oto otboc, Eaevikn dvemvola 1 Y0S LE QUOTTLGT. AVTH UTOPEL VO ATOTEAODY
CUUTTOUOTO P0G KOTAGTAONG TOV OVOUALETOL TVEVUOVIKY] ELPOAT, 1 omoia cupPaivel dtav
petapépovtat OpopPot aipatog 6ToVE TVEVIOVEG GO,

Awtapayéc TOv ve@pav. EvnuepmoTte Tov Y1atpo cog €0V TOPOVGIACETE LETOPOAN TS GLYVOTNTOS
00PNOoTNG 1 ATOVGi0 0VPNONC, TO OO0 EVOEYETOL VO EIVOL GUUTTOUOTA VEQPIKTG OVETAPKELOGS.

Awyoppayia. Eviuepdote tov yotpd cog €6V TapovcldceTe 0mol0dNTOTE ad 0T TO GUUTTOUNTA, 1
TPOPANLO coPapng atoppayiag KoTd T didpkela TG Oepaneiog pe Sutent: mOvog koM TpREO GTO
otoudyt (Kotkia), alpatéreoT), LoOpeS Kol KOAAMOELS KEVADGELS, Giiplo. 6To 00Pa, TOVOKEPAAOG M
UETABOAN TNG VONTIKNG KOTAGTAGNC, PNx0¢ He OudTTUO 1| Lot Ppd TTOEAN OTO TOVC TVEDUOVEG M
TOVG 0EPALYMYOVC.

Kotaotpo@1] 6ykov mov £yl o¢ amoTéAespa TN oG TPN 61 TOV EvTEPOV. Eviuepdote Tov y1aTpod
00G, AV EYETE EVTOVO KOIALOKO TOVO, TVUPETO, VAVTIO, EUETO, OLUATNPEG KEVAGELG 1) €AV TOPOTNPTOETE
OALOYEG OTN GUUTEPLPOPE TOV EVIEPOU.

AlAeg avemBOunTeg evépyeleg pe to Sutent umopei va meptiapfavouv:
[ToAV cuyvéc: pumopet va ennpedoovy tepiocodtepa amd 1 ota 10 dtopa

. Meimon tov aplfpod TV apoTETOAIDY, TV EPLOPOV ULLOCPAPIOY KOUT TV AEVKOV
ALOCQOIPIOVY (7). OVIETEPOPIA®Y).



AVGKOAiQ, GTIV OVOTTVOT).

YymAn aptnplaxn mieon.

Y epPorikr| KOTWGT, OTOAEL SOVVAUEDV.

[IprH&o mov opeiletan 6€ VYPO KAT® OO TO SEPUA Kol YOP® atd TO UATL, fadd addepyikod
e&avomua.

[T6vog 6T0 0TOUN/EPEDIGIOG TOL GTOUATOG, EAKT) TOV GTOUATOG /QAeyHoviy/EnpoTnTa,
dTapayEG TNG YELONG, CTOLUYIKES dloTapayES, VOUTia, EUETOC, didppotLo, SVGKOIAMOTNTA,
wovog/mpn&o oty Kothd, avopeéio/peimon g opeénc.

Mewopévn dpaotnptotnta tov Bupeogldong (VToBVPEOEIBIGUOG).

ZGaAn.

[Movoképarog,.

Pwoppayia (apoppayio amd tn potn).

[Tovog oty TAdTn, oTIg apOpdGELS.

[Tovog ota épra Kot To TOSL.

Kupwvoypopo 6£ppa/ducypmpuaticioc Tov SEPLATOC, VTEPPOAIKT YPDGCT) TOV SEPUATOS, OAANY
YPOUATOG TPLYDV, EEAVOT O OTIC TAAGIES TOV XEPLDOV KO TO TEAUATO TV TSV, eEAVON UL,
Enpotnta oTo dEpUaL.

B1yoag.

[Mvpetoc.

Avokolio otV apyr| TOL HTVOV.

Yuyvéc: umopet va emnpedoovy €mg 1ota 10 dropa

OpouPot aiploToc 6To AoEopa ayyeia.

AVETAPKELN TAPOYNG OUUATOS TTPOG TOV KAPSIAKO L, AGY® amOQpaéne 1 oTEVOONG TV
GTEPAVIAIOV OPTNPLOV.

[Toévog 6t0 otnooc.

Meimon g mocdTNTAG TOV GiLOITOC TOV OVTAELTAL 0Td TNV KOPOLd.

Kotoakpdon vypdv, copumepthouBovouévng g TEPIOXNS YOP® OO TOVE TVEVIOVEG.
Aopoterc.

Emumloxn coPapnc Aoipwéng (n Aoipwén epeoaviletor oTnv KukAopopia Tov aipatog), ) onoio
umopei va 0dnyNnoetl og PAAPN 10T00, opyavikn averdpketo Kot Odvato.

Mewopévo eninedo cakydpov aipotog (PAéne mapdypago 2).

AndAelo TPOTEIVIG GTO OVPO, TOV OPIGUEVEG POPEG 00N YEl og TpnEuo.

YHvdpopo mov potdlet pe ypimmn.

[MoBoroywkég Tipnég e£eTdoe®V QUIATOG, CLUUTEPIAAUPOVOUEVOV TOV TOYKPEATIKOV KOl TOV
NrOTIK®OV eVOOLLOV.

Yyno eninedo ovpukod 0&€og oto aipa.

Ayoppoideg, movog 6to 0pho, apoppoyio. oTa 0OAM, SVGKOAIN GTNV KATATOOT 1] AVIKAVOTNTO
KOTATOONG,.

Kayiuo i enddvovn aicOnon ot yAdcca, AEYUOVH TOV eXONAIOL TNC YOOTPEVTEPIKNC 000V,
VIEPPOAKN TOGOTNTO OLEPIMV GTO GTOUAYL 1) TO £VIEPO.

Amndiewo fapovg.

MvooKkeleTikOg TOVOG (TOVOG GTOVG LHEG KOt TOL 00TA), LUTKN adLVapLiol, POTKT KOTMOT, LUTKOG
TOVOG, LiKol GTaC o1,

Pwikr Enpomra, BovAmuévn pot.

YrepPolikr| pon} daxpO®V.

Mn @ucloroyikn aicOnon Tov dEPUATOS, KVNOUOC, EEPAODIIGLE KOL PAEYUOVT TOV SEPUATOG,
(QADKTOLVEG, OKUN, OLCYPOUATICUOS TOV VUYIDYV, OTMOAELD LOAADV/TPLYDV.

Mn @ucloloyikn aicOnomn ota dkpa.

Mn pucloroyikd petwpuévn/avénuévn evactnacia, EWOIKA 6TV aQ.

O&eia kaoOpa 6TO GTOUAYL.

Apudatmon.

E&dayerc.

Mn @LGLOAOYIKOG YPOUATICUOS TV 0VP®V.

Kotabiwyn.



Piyn.

Oy ovyvéc: pumopet va ennpedcovv £og 1 ota 100 dropa

Ametinticn yia ) {on Aoipmén Tov paAakod 16100, CUUTEPIAAUPOVOUEVNG TNG
TPOKTOYEVWNTIKNG TTeployng (BAEre Tapdypapo 2).

Ayyeloxo eyKeQoAMKO ENEIGOO10.

Kapdiaxn tposPoin mov wpokaieitar amd Slokomn 1 Lelmon TG Tapoyfs aiploTog Tpog Ty
KapoLd.

Metaforéc 6TV NAEKTPIKT SPAGTNPLOTNTO TNE KAPIIAG 7| U1 PVGIOAOYIKOG Kapdlakog puiudg.

ZVAAOYN VYPOL YOP® OO TNV KapOLd (TEPIKAPIIOKT GLAAOYN).

Hnotwn avendpxeto.

[Tovog 6to oToudyt (Ko1hia), TOL OPEIAETAL GE PAEYUOVT] TOV TOYKPENTOC,

Kotaostpopn 0yKov o £yl ®G AmOTEAEGLOL T OLATPNGT) TOVL EVIEPOV.

Ddreypovn (mpr&yo kat epuOpdTNTA) TN YOANBOKOL KOGTEMC, UE T} XOPIg oYETILOUEVOVG
yoAOAIB0vG.

Mn @uctloloyikn 61060¢ pe TV Hopen cuptyyiov (cAnvapiov) amd [io GLGIOAOYIKT CMUATIKY

KoOOTNTA 6 pio GAAN 1| 6TO SEPLLaL.

[T6vog ot0 oo, TO dOVTIO KO/ TN YvaBo, TPNEWO 1| TANYEG OTO ECAOTEPIKO TOV GTOHOTOC,
povdtacua i évo aictnuo fapovg atn yvado 1 yaddpmon dovtion. Avtd pmopel va eivat onueio

K0l GUUTTOUATA 0GTIKNG PAAPNG 0N Yvabo (ooTeovEékpman), PA. Tapdypapo 2.

YrepPorikn mapoywyn OupeoeldikdY 0pUOVAY, 01 0TTOIEG AVEAVOUV TIV TOGOTNTO TNG EVEPYELOG
OV (PTCLUOTOLEL TO GOUN KATA TNV OVATAVGT).

[IpoPAnpa pe TNV ETOVA®GCT XEPOVPYIKOD TPOOLOTOC.

AvEnuévo emimedo eviupov (@mOSPOKIVACT TNG KPEATIVIVIG) QiLOTOG At TOV L.

YrepPoiikn avtidpaot o€ KATO0 OAAEPYIOYOVO, CUUTEPIAAUPAVOUEVOL TNG EMOYIKNG
aAAEPYIKNG pviTida, eEaVONLOTOC 6TO dEPUM, KNGOV TOL dEpHOTOG, Kvidmang, Tpn&ipartog o€
OTOL0ONTOTE UEPOG TOV GMUOTOG Kol TPOPAN LA GTNV avamTvon.

DdAeypovn Tov TayE0g EVIEPOL (KOALTION, 1OYALUIKT KOAITION).

Ymavieg: pmopet va emnpedcovy £mg 1 ota 1.000 dropa

Yofapn avtidpacn Tov dEPUATOG KOUT TV PAevvoydvmy (cbvopopo Stevens-Johnson, To&ikn
EMOEP KT VEKPOALGT), TTOADLOPPO gpLOML).

YHvdpopo Adbong tov 6ykov (TLS) — To TLS mepirapfaver pio oelpd omd HetafoAtkeéc
EMMAOKEG TTOV UTOPOVV VO, TPOKHYOLV KOTA TN SIAPKELN TNG OVTIKAPKIVIKNG Bepamneiac. Ot
EMMAOKEG OVTEC TPOKOAOVVTOL OTTO TO, TTPOTIOVTO, ATOOOUNOTG TV KAPKIVIKOV KUTTAP®OV TOL
Oavatdvovtor Kot uropel va meptiapfavouy tic €€\ vavtio, SVGKOALN GTNV AVOTVOT, 1N
(UOIOAOYIKOG KOPIKOG TOALOG, LVTKEG KPAUTES, EMANTTIKESG KPioElS, BOAOTNTA TV 0VpmV
Ko KOTWOT GYETILOUEVT LUE U1 PVCIOAOYIKA OTOTEAECLATA EPYUSTNPLOKDV EEETAGEMV (VYNAL
enminedo Kaiiov, ovpikov 0EE0C Kol POOEOPOL Kol Yo unAd enineda acfeotiov 6T0 aipa), Ta
0To10 LTOPOVV VO TPOKAAEGOLV OANAYEG TNG VEPPIKNG AEITOVPYING Kol 0Eeia VEQPIKT
OVETAPKELQL.

Mn @uGLOAOYIKT HVTKT KOTAPPELOT, 1 0010 LTOPEL VL 0NN OEL GE VEPPLIKE TPOPAN LT
(poapoopvdivon).

Mn @uctloloykég petaforég oToV EYKEPOAO, Ol OTOIEG UTOPEL VO TPOKOAEGOVV £VOL PAGHLOL
CUUTTOUATOV, CUUTEPIAAUPAVOUEVOD TOV TTOVOKEPAAOD, TNG GVYYVONG, TOV ETANTTIKOV
KpIoE®V Kol TNG OTOAELNG TNG Opaong (GUVOPOUO AVACSTPEYIUNG OTticO0g
AEVKOEYKEPAAOTAOELNG).

Endduvn e&éhkmon Tov dEpUATOG (YOyYPOVASES TVOOEPLLLL).

dLeypovn ToL NTOTOG (NTOTITON).

DLeypovn Tov Bupeocdos adéva.

BAaPn ota pikpdtepa apo@dpa ayyeia, mov eivat yvootn o Opopfotikn wkpoayysionddeia
(TMA).



Mn yvootég (n ovyvotnto dev pmopet va ektiun el pe faon ta dSwbéoa dedouéva):
o Adykmon Kot eEacOEvon TOV TOLYMIOTOC ULULOPOPOL OYYEIOL 1 SO MPICUOS TOV TOLYMUUTOC
ALOEOPOL aryyeiov (aVELPLGHLO KO OPTNPLOKOL SLOY®PIGHOTL).
o 'EXAewnym evépyetlag, ovyyvorn, vvniio, andAelo GUVEIONONC/ KOO — AVTA TO CUUTTMOLOTO
umopel va eivan onpeio eyKEPUATKNE TOEIKOTNTOG TOV TPOKAAOVVTOL ad VYNAQ emineda
appoviog oto i (VTEPUUUOVINLIKT EYKEPUAOTAOELR).

Ava@opd avemOuunToV EVEPYELOV

Edv mapotmpfoete Kamowo avemBOUnt evEPYELD, EVIILEPDOTE TOV YLOTPO GOG. AVTO 1GYDEL Kot Yl
Kk@0e mBavn avemOOuNTN gVvEpyELa TOV OEV AVAPEPETAL GTO TAPOV EUAAO 00NYLDV ¥prione. Mmopeite
emiong va avoeépete avemBountes evépyeteg angvbeiog, péom:

EApLGoa Kvnpog

EBvikdc Opyaviopog @apudrkmv Doppoaxevtikés Ynnpeoieg

Meooyeimv 284 Ymrovpyeio Yyelag

GR-15562 Xolapyog, Admva CY-1475 Asvkomocia

TnA: +30 21 32040337 TnA: +357 22608607

Iotétomog: http:/ www.eof.gr ®ag: +357 22608669
http://www .kitrinikarta.gr Iototomog: www.moh.gov.cy/phs

Méom g avapopdg avemBOUNT®V EvEPYEL®V Propeite vo fon0foeTe 0T GLAAOYY TEPLOGOTEP®V
TANPOPOPLDV GYETIKA LE TNV OCPAAELN TOV TOPOVTOG POPLAKOV.

5. [og va puiaooete To Sutent

- To @apuoko ovtd TPEMEL VO PLAAGCETOL GE UEPT) TOV OeV TO PAETOVY KoL OV TO POAVOLY TO.
Toudid.

- Na pn gpnoyLonoteite 0vtd T0 PAPHOKO UETE TNV Nepounvia ANENG TOV avVaPEPETAL GTO KOLTL,
™ Q1aAN Kot Ty KuywéAn petd v «AHEH». H nuepounvia Anéng eivar n televtaio nuépa tov
VO TTOL OVOQEPETOL EKEL.

- To @dpuako avtod dev amattel Wiaitepeg cuvONKes GOAAENG.

Na pn gpnoipomoleite avtd 10 PAPUAKO €6V TUPATNPNGETE OTL 1] GLOKELAGIO TOPOVSLALEL

omotadnmote eOopd N paivetal vo Exel avoryDel.

Mnv metdite PAPUAKO GTO VEPO TNG ATOYXETELGNG 1| GTA OIKLAK( aroppinpota. Potmote tov
(POPLOKOTOLO GOG Y10, TO MG VO, TETAEETE TA. PAPUAKO TTOL SEV YPTCLUOTOLELTE Tl AVTd T péTpa O
Bonbncovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva NG GVOKELUGTUG KL AOUTEG TANPOPOPIES
T epréyer To Sutent
Sutent 12,5 mg oxkinpd koydaxio

H dpaoctikni ovoia givar | covvitvipmn. Kabe koydkio mepi€yet sunitinib malate, Tov 1codvvopel pe

12,5 mg covvitvipmng. Ta Ao cuotatikd givat:

- Lepieyouevo koyaxiov: pavvitodn (E421), kappeAloln vatplodyog dtooTavpovpevn, Tofidovn
(K-25) ko oteatikd poyvioto.

- Hepifinua kawaxiov: (ehativn, epuBpd o&eidto tov cdfpov (E172) ko dto&eidio trTaviov
(E171).

- Melavi extomwong: KOUUEN AMAKKOC, TPOTLAEVOYAVKOAT, VOPoEEidio Tov vatpiov, Tofddvn Kot
dro&eido tiraviov (E171).


http://www.moh.gov.cy/phs
http://www.kitrinikarta.gr/
http://www.eof.gr/

Sutent 25 mg oxinpa koyaKia

H dpaoctikni ovoia givar | covvitviumn (sunitinib). Kabe kowdxio mepiéyet sunitinib malate, mov

1600LVOEL pE 25 mg.

Ta dAro cvotatikd ivar:

- Lepieyouevo koyaxiov: PovvITOAT, KapueAloln vatplodyog dtactavpovpevn, Topfdovn (K-25)
KOl GTEATIKO LLOLYVIG10.

- Lepifinua koyaxiov: Cehativn, dto&eidio Trtaviov (E171), xitpvo o&gidio tov cdnpov (E172),
gpuBpod 0&eidio Tov cnpov (E172), padpo o&eido tov adnpov (E172).

- Melavi extdmwong: KOUUEN AMAKKOC, TPOTLAEVOYAVKOAT, VOP0EEiIS10 TOV VaTpiov, ToPlddvn Kot
dro&eido tiraviov (E171).

Sutent 37,5 mg oxkinpd kaydaxia

H dpaoctikn ovoia glvar 1 covvitvipumn (sunitinib). Kébe koydxio nepiéyet sunitinib malate, mov

oodvvopel pe 37,5 mg.

Ta dAlo cvotatikd givar:

- Lepieyouevo koyariov: PovvITOAT, KapueAloln vatplodyog dtactavpovpevn, Topfdovn (K-25)
KOl GTEATIKO LLOLYVIG10.

- Hepifinua kawaxiov: (ehativ, dto&eidio titaviov (E171), kitpvo 0&eidio Tov owdnpov (E172).

- Melavi extomwong: KOUUEN AMAKKOC, TPOTLAEVOYAVKOAT, VOPOEEISL0 TOV KOAlOL, LODPO
dro&eidro tiraviov (E172).

Sutent 50 mg oxkAnpa kKoydxio

H dpaotikn ovoia glvar 1 covvitviumn (sunitinib). Kébe koydxio mepiéyet sunitinib malate, mov

teodvvopet pe 50 mg.

Ta dAro cvotatikd ivar:

- Lepieyouevo koyaxiov: PovviTOAT, KapueAloln vatplodyog dtactavpovpevn, topdovn (K-25)
KOl GTEATIKO LLOLYVIG10.

- Hepifinua koyaxiov: (ehativ, dro&eido titaviov (E171), xitpvo o&eidio Tov conpov (E172),
gpuBpod 0&eidio Tov cnpov (E172) kat pavpo o&eidio tov odnpov (E172).

- Melavi extomwong: KOUUEN AMAKKOC, TPOTLAEVOYAVKOAT, VOP0EEiISI0 TOV VaTpiov, ToPlddvn Kot
dro&eidro tiraviov (E171).

Epg@évion tov Sutent kot wepLeopeva TG 6VOKEVAGING

To Sutent 12,5 mg kukAopopel o popen oKANPOV Koyokiov (glativng, ne TopTokaii KAAVLLUO Kot
TOPTOKOAL KOPLO HEPOG KAl TUTOUEVN e AEVKO HeAdvL TNV Evoelén «Pfizer» oto kdAvppa kot «STN
12.5 mg» 6710 KOP1o HEPOC TOV KAWAKIOV, TO 0010 TEPLEYEL KOKKIO YPDUOTOC KITPIVOL £10C TOPTOKOAL

To Sutent 25 mg KvKAoQOpel o€ LOPEN CKANPOV Koyokimv (eAativng, Le KOGTOVOKITPIVO KAALLOL
KOl TOPTOKOAL KOPLO UEPOG KOl TUTOUEVT] LE AEVKO pehdvi Tnv Evoelén «Pfizer» oto kdAvppo Kot
«STN 25 mg» 610 K0Op1o HEPOG TOV KOaKiov, TO 0TOlo TEPLEYEL KOKKIN ¥PDOUATOC KITPIVOL £1G
TOPTOKOAL.

To Sutent 37,5 mg kvkAo@opel 6€ LopP| GKANP®V Kayokiov (elativig, pe Kitptvo KOADUUO Kot
KITPIVO KOPLO HEPOC Kot TVTMUEVN pE podpo peddve Ty évoelén «Pfizer» oto kélvppa kot «STN 37.5
mg» 6To KUPLO UEPOG TOV KOWAKIOV, TO 0010 TEPLEYEL KOKKIN YPMUATOG KITPIVOL £MG TOPTOKAAL.

To Sutent 50 mg KVKAOQOPEL 6 LOPEN CKANPGOV KoyoKimv (eEAATIVIG, e KOGTOVOKITPIVO KAALLULOL
KOl KOGTAVOKITPIVO KUPLO UEPOG KOl TUTMUEVT e AgVuKO PeEAdvL TV €vdelln «Pfizer» oto KdAvppa Kot
«STN 50 mg» oto KVOpLo LEPOG TOV KOaKiov, TO 0TOT0 TEPLEYEL KOKKIN YPOUOTOS KITPIVOL £0G
TOPTOKOAL.

Awtifetan o€ mhaoTtikég Prikeg Tov 30 Kayokiov kot og dtdTpnteg koyédeg (blisters) povadmv d6ong,
mov epEyovv 28 X 1 Koydkia.



Mropet va. unv KoKAOQOpoLY OLEG Ol GLUOKEVAGIES.

Kartoyog Adsrog Kvkhogopiag

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

Hopaokevaoctiig

Pfizer Italia S.r.1.

Via del Commercio — Zona Industriale -
63100 Marino del Tronto (Ascoli Piceno)

ItoAio

Mo omoladnmote TANPOPOPIn GYETIKE, LLE TO TUPOV PAPUUKEVTIKO TPOIOV, TAPAKOAEISTE VO
angvBuvleite otov Tomucd avtimpdswno Tov Katodyov g Adsiag Kuichopopiag:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer NV/SA

Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aitzep JlrokcemOypr CAPJI, Kinon bearapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel.: +420 283 004 111

Danmark
Pfizer ApS
Tif.: +45 4420 11 00

Deutschland
PFIZER PHARMA GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel.: +372 666 7500

E\rada
Pfizer EAMGG ALE.
TnA: +30 210 6785 800

Espaia
Pfizer, S.L.
Tel: +34 91 490 99 00

France
Pfizer
Tél: +33 (0)1 58 07 34 40
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. + 370 52 51 4000

Magyarorszag
Pfizer Kft.
Tel.: +36-1-488-37-00

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp.z.0.0
Tel.:+48 22 335 61 00

Portugal
Laboratoérios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0) 21 207 28 00



Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 13908 777

Ireland

Pfizer Healthcare Ireland Unlimited Company
Tel: 1800 633 363 (toll free)

+44 (0)1304 616161

island

Icepharma hf.

Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAMGG A.E. (Cyprus Branch)
TnA.:+ 357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: + 371 670 35 775

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: + 386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organizacnd zlozka
Tel.: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh./Tel: +358 (0)9 43 00 40

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

To mwapov vAlo 00NYLOV Yp1ons avaBeopnOnke Yo TelevTaio popd otig 03/2025.

Aemtopepeic TANpoPopieg Yo T0 APHOKO aVTO givor S1fESIES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyoviopov Gapudkmv: https:// www.ema.europa.eu.
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https://www.ema.europa.eu/

