@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Stivarga 40 mg emkoAlvppéva pe At vuévio diokia
peyopapEVIITN

Awpdote TPoceKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

DordEte avTo TO EOALO 0N YDV YprionG. Towg ypelaotel va to duPfdcete Eavd.

Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO N TOV QOPUOKOTOLO GOLC.

H ocvvtayn v’ avtd 10 appoko xopnynnke amokAEloTIKA Yo 60G. Agv TPEMEL VO ODGETE TO
@AapuroKo o€ AoV, Mmopel va Tovg TPOKAAEGEL BAAPT, KOO KoL OTOV TO GNUEIN TNG
ac0Eveldg Tovg eivar 010 pe ta S1Kd Gag,.

Edv mapotnpricete Kamoa avemBOpunTn evépyeia, EVIUEPMDOTE TOV YATPO 1] TOV POPLAKOTOLO
cag. Avtd oydet kot yuo k0B mBovi avemBOUNTN EVEPYELL TTOL JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV Yprione. BAéme mapdypao 4.

T egpréyeL 1o Tapov GUAAO 00N YLOV

ISR .

1.

T efvon To Stivarga kou mota givan 1) xprom Tov

T mpénet va yvopilete npv mapete 1o Stivarga

Ié¢ va mapete to Stivarga

[MBavég avemBounteg evépyeteg

[og va puidcoete To Stivarga

[epreydpeva g cvokevaciog Kot AoEG TANpopopieg

Th givan To Stivarga ko oo givan n prion Tov

To Stivarga mepi€yet T dpactiki ovcia peyopapevipmn. Eivol éva gdppoko mov ypnoyomoteitot yio
1 Bgpameia Tov Kapkivov emPpadvvovtag Ty avénon Kot eEATAMGCT TV KOPKIVIKOV KLTTAPOV Kol
QITOKOTTTOVTOG TV TOPOYN CLOTOC TOV EMTPETEL GTO KAPKIVIKE KOTTUPA VO, 0EAVOVTOL.

To Stivarga ypnowonoteiton yio ) Oepaneio:

TOV KOPKIVOL TOV KOAOV 1] TOL 0pBov TTov £xel e€amlmbel g GAAL LEPN TOL CAOUOTOG GE EVIAIKEC
acOeveic mov &govv AdPet dAleg Bepoameieg 1) dev umopodv va vtoPAndovv o Bepameio pe dGAla
eappaxa (ynueobepaneio pe Pdon pbopromupyudivn, Bepaneia pe avr-VEGF, kot Oepameia pe
avti-EGFR).

YOGTPEVTEPIKAV GTPp®UATIKOV Oyk®Vv (GIST), évag tOmog Kapkivov Tov 6Topd oL Kol TOv
eVTEPOV, TOL £xel eEomAmbel oe GAL LEPT) TOV CMUATOG 1) OEV EMOEYETOL XEPOVPYIKN eMEUPaoT,
o€ eviihikeg aoBeveig ot omoiot £xovv mponyovpévmg vtoPAndel o Bepameio pe dAlo
AVTIKOPKIVIKG @AppoKko (IUOTVIHN Kol GovviTvipumn).

TOV KOPKIVOL TOV NIaTog 6€ EVIALKEG acheveic mov £yovv mponyovuévmg AdPet Oepameia pe GALO
OVTIKOPKIVIKO PApUAKO (COPAPEVIUTN).

Edv &yete amopiec oyetikd pe to g dpa to Stivarga, i) yiori ovtd T0 eAppaKo ExEL cuvTayoypopnOel
Y0l EGGC, TOPAKAAOVUE POTNGTE TOV YIUTPO GOG.



2. Tvpéner va yvopilete Tpv vo wapete To Stivarga

Mnyv napete to Stivarga
- o€ mePInTOON aAlepyiag oTN pEYOPAPEVIUTN 1 GE OTOLOONTTOTE GALO OO TO GLGTATIKA QL TOV
TOL PAPLAKOV (avaPépovTal oTnV Tapdrypopo 6).

Ipocidomomoeis ko TPoPLAGEELS
AnevOuvOsgite oToV YIOTPO 1] TOV QUPRAKOTOLO GOC TPOTOV TAPETE TO Stivarga.

IpocéEte Waitepa pe To Stivarga

- EGV £YETE OMOLOONTTOTE NTATIKA TPOPApaTa cuurepthapufavopuévov tov cuvopopov Gilbert
HE oNUELD OGS KITPIVOTOG ATOYPOUOTIGLOG TOL dEPHOTOS KOl TOV ACTPOV TOV UATIDV,
GKOVPOYPOLLO 0VPa Kol GVYYLoN 1/Kal anonpocavatoMcopos. H Oepaneia pe to Stivarga
pmopel va 00MyNoel 6 VYNAOTEPO Kivouvo Nratikdv tpofAnudrov. Ipw and ) Bepaneia pe
To Stivarga ko kotd T SdpKeln avTng, 0 YTpdc 6og Ba oag (NTNoEL Vo KAVETE EEETACELS
aipotog yuo va mapakoAovbel TNy nratikn oag Asttovpyio. Edv éxete cofapn nmatikn
dvolettovpyia, dev mpémel va vwoPinbdeite oe Bepaneia pe to Stivarga, KaBdg dev VILAPYOLV
dedOUEVH GYETIKG, LLE TN XPNOT TOVL Stivarga ce acBeveic pe coPapn Nratikny SueAettovpYia.

- &gGv maBete péivvon e onpeio 6TMG LYNAOS TVPETOG, GoPapd Pryxa pe 1 xopic avénon otnv
nopoyoyn révvag (ttoero), coPfapdg TovOLULOG, SVOTTVOLa, KA HO/TOVOS KoTd TV
00pNoN, acVVHOIGTN KOATIKY £KKplon 1 €peOioOg, KokKivioua, Tph&io ka Toévog o
omolodnmote onpeio Tov cOpPatdS Goc. O YaTpog Gog Umopel Vo SIKOYEL TPOSMPIVA T
Bepaneia oog.

- £qv giyote N £YETE 001001 TOTE TPOPAT|LaTA Cpoppayiog Kot Gv Taipvete Papeapivn,
QAVITPOKOLHOVT 1] KATOL0 GAAO QAPLOKO TTOL OPUMVEL TO aipa yio TNV Tpdinym Opoufov. H
Oepaneio pe to Stivarga pmopei vo 0dnynoel oe vynAldtepo Kivovvo apoppayiag. [Ipotov
Eexvnoete vo Toipvete To Stivarga, o YiTpdg 60¢ UTOPEL Vo 0mOQUGIoEL VO KAVETE EEETAGELG
aipatoc. To Stivarga pmopet vo tpokaAécel coPapr) apoppayict 6TO TEMTIKO GVGTNUA, OTWG TO
oToUdyL, TOV 0160PEaY0, To 0pBd 1| TO £VTEPO, 1| GTOVG TVEDLOVES, TOVG VEPPOVC, TO GTOLO, TOV
KOATO 1/KaL TOV EYKEPOAO. ZNTNOTE OUECHOC WTPLkn Pondeta edv £xete To axOA0LO
CULUNTOMOTO: aiplo 6Ta KOTPAvVE, 1] KOTPAVE LOPOL YPDUOTOS, O 6TA OVPO, CTOLAYIKO
movo, Pya / éueto pe aipa.

- €0V £YeTE coPfupd GTORAYIKA KO EVTEPIKA TPOPANHATA (SLUTPTOT| TOV YUOTPEVTEPIKOD
COANVA 1 GLPTYY10), 0 YI0TPOG oag Ba TpENEL va amopacicel va dtoukoyet T Bepaneia pe 1o
Stivarga. Zntiote apéong watpikn fondsia £av éxete to axdiovba cuumtdpoTe: GoPapd TOVO
GTO GTOUAYL 1) TOVO GTO GTOUAYL TOV OEV PEVYEL, EUETO E QULO, KOKKIVO ] LOOPO, KOTTPAVAL.

- £av gpeavicete 0OPaKiKé Tvo 1 £YeTE 0TOL0.01)TOTE KAPILOKE TpofifpaTa. [Ipotov
Eexvnoete vo Toipvete To Stivarga Kot Katd ) diapkela g Oepameiag, o yiotpog cag Oa
eAéyEel TOo0 KaAd Aettovpyel N kopdid cag. Zntote wTpiky fon el apéons edv £xete Ta
aKoAovha coprTTOpaT, KOOMG aVTd Umopel vo amoTeAodV onuein Kapdlokng TpooBoing M
UELMUEVNC OLUOATIKNG PONG TTPOG TNV Kopdid: Bmpaxikr duvcpopio 1 TGVo mov Umopel va
amhovetal TEPa, and 10 BDOPUKE GG GTOVS DUOVE, GTA, YEPL, GTNV TAATY], GTO AULLO, GTO
d0VTL0, OTIG GlALYOVEG 1] GTO GTOLAYL KO UTOPEL VO EPYETOL KOL VO PEVYEL, OVOTVOLM, EAPVIKO
KOO KPOOL 10pDdTO, KOAAMIES 6€ppa, aicOnua {aing 1 Taomn yio AumoBupic.

- €0V avamToSeTe coPfapo Ko eTiovo TOVOKEPUAO, ONTIKES dLATAPUYES, CTAGHOVS 1
aAlotOpévn S1avonTIKY] KOTaoTao (0TmG oUYYLON, OTMAELD LWVIUNG 1] OTOTPOCHUVATOMGO)
EMKOWVOVNOTE LLE TOV Y1TPO GUG AUECHG.



- gav £xete vy aptnproxn wieorn. To Stivarga pmopel va mpokodésel abEnon g
aptplaxng oag mieong. O ytpdc cog Bo TapakoAovdel TV apTnploxn oog mieon TPV Kot
Katd T ddpKeln TG Bepomeiog Kot UTOpEl va GOg YOpTYNOEL KATOL0 PAPIOKO Y10, TNV
OVTILETATIOT TNG VYNANG OPTNPLOKNG THECTG.

- £av &gete N €iyote KOTd 1O TAPEALOOV avevpuopa (dtoykwon kot e£acBévnon Tov
TOLYMUOTOG OLLOPOPOL AYYEIOL) 1] SLUY@PLGUG TOV TOLYAUATOS ALLOPOPOV ayyEiov.

- gav &gete 1 siyate PLaPn oto pkpiotepa apo@opa ayyeio (OpoupfoTikn
pkpoayysonadeia). Evnuepdote tov ylotpd 6og GV ELQAVIGETE TVUPETO, KOTMGT), LOAMTES,
aipoppayio, oldnua, GHYYLOT, OTOAELD OPOOTG KOl EMANTTIKES KPIGELS.

- gav mpocpata £ete vrofindei N Ttpoxkerton vo vroPAnOseite og yerpovpykn) enépfaon. To
Stivarga pmopet vo ennpedoet Tov TPOTO ETOVAMGNG TOV TPOVUATOV GOg Kot 1 Bepaneio
evdéyeton va ypetaletan vo dlakomel puéypt va emoviwbei To tpavpa Gog.

- £av gp@avicete deppatika mpofipara. To Stivarga pmopel va mpokarécel epuBpotna,
OV, oldN U, 1| PLGOAIOES OTIG TOAGLES TOV YEPIDV GG 1] GTO TEALATA TOV TOJIOV Gag. Edv
TOPUTN P OETE OTOLECONTOTE AAAAYES, EMIKOIVOVNGTE UE TOV YI0TPO Goc. [l TNV avtiuetdmion
TOV COUTTOUATOV GOC, O YIUTPOC GO UTOPEL VUL GLGTHGEL TN YPNOT KPEUDV /KOt TN XPAoN
TPOCTOUTEVTIKAOV HLOELOPLOV OTA TATOVTGLO KOt YovTidv. EGv eppavicete autiyv tnv
avemBoun T EVEPYELD, O YIOTPOG oaG Uopel va aAAGEEL T 600m Gag 1] va dtakdyet T Bepaneia
cag uéypt va Pektiwbdel n katdotoor cog.

[Ipotov mépete to Stivarga, EVIUEPDGTE TOV YIATPO GOS OE TEPITTOGT TOV OTOLUONTOTE UTO TIG
TOPUTAVO KATAGTAGELS LoYVEL 6TV TEPITTOGI 60c. Mmopei va ypelaoteite Oepaneia yio to
TpoPARpaTa ovTd, KaOhg Kot va, dievepyndolv emmAov e€etdoelg (BA. emiong v mopdypagpo 4
‘IhBavég avemBOunTeC evépyeteg’).

o ko £éenpor

Agv vrdpyetl oyeTikn ypnomn tov Stivarga oe mondid kot prPovg yio v Evoeign Tov Kapkivov Tov

T E0G EVTEPOV 1] TOL 0pBoV oV £xel e€amimbel oe dALL PLEPT TOL GONOTOC.

H acpdlela kot omotelecpuatikdtTnTo TOL Stivarga og moidid Kot eerfoug yia tnv £voeién tov
YOOTPEVIEPIKMV OTPOUATIKOV OYkwv (GIST) dev éyovv axopa tekpnpuwbel. Aev vmépyovv drabéoa
dedopéva.

Agv vmbpyel oyeTIkn yprion Tov Stivarga o madid kot epriBovg otny £véeién Tov Kapkivov Tov
NTaTOC.



Alha @appoxa kot Stivarga

Evnuepoote Tov Y10Tpo 1 TOV QUPROEKOTOL0 60G GV TaipVeTE, £XETE TPOGPATO TAPEL 1] LITOPEl vaL

mwhpete GALa pappoKa. AvTd cLUTEPIAAUPAVEL PAPLLOKO TTOV YOPTYOUVTOL YOPIG CLVTAYN 1] OKOUA Kol

ooapudkmv Tov Aappdvovial xopig cuvtaym, 6rTmg Prrapives, GLUTANPOUOTA STPOPTG 1| PAPLLOKOL

QUTIKNG TTpoérevonc. Optopéva PAapUOKa. LTOPEL VO EXNPEAGOVY TOV TPOTTO E TOV OTTO10 AELTOVPYEL TO

Stivarga, 1| To Stivarga pmopel va ennpedost Tov TpOTO e TOV 0TOT0 AELTOVPYOVV AAAL GApLOKO KOt

va TPokANBoVV GoPapég avemBOUNTEG EVEPYELES. LVYKEKPILEVA, EVILEPDGTE TO YIATPO GOG EGV

TOIPVETE OTIONTOTE GE AVTOV TOV KATAAOYO 1 OTO1ONTOTE AN PAPILOKCL:

- OpPIoUEVO PAPLLOKD Y10, T Bepameio LOKNTINCIK®Y AOUMEEDV (). keToKOVALOAN,
rtpokovalOAn, mooakovaloin kot Bopikovaloin)

- oplopéva appaka yio T Bepameio Tov TOvou (1.y. pepevauiko o0&, dSipAovviLaAn, Kot
VIpAOLUIKS 0&D)

- opopéva eappaka yo T Oepaneio faktnplok®v AOIUDEE®Y (.. PUPOUTIKIVY,
KhapBpopvkivn, teMbpopvkivn)

- QAPLOKO TTOV TUTIKE ¥PNGLOTO0VVTAL Y10, T Bepameia Tng emANyiag (EMANTTIKOV KPicE®V)
(m.x. @awvtoivn, kapPapalenivn N owvoPapPitdin)

- pebotpeEdrn, éva pdapuako Tov ypnolponoteitar yuo T Oepaneio Tov kapkivov

- pocovPactativn, provfactotivn, atopPacTativ, PAPLOKO TOV YPTGILOTOI0VVTIOL GLUVAO®E
ywo TN Oepoameia TNG VYNANG YOANGTEPOANG

- Bappapivn 1 @oVIpPOKOLHOVT], PAPLLOKI TTOV TUTIKA YPNGULOTOLOVVTOL Y10, VO OPOLDVEL TO OLipLoL

- vepwco (Paioapdyopto, St. John’s wort) (edppaxo mov yopnyeiton emiong ywpig cuvroyn), o
Oepameio pUTIKNG TPOEAELONG Yo TNV KATAOANYT).

ZnNtoTE TN GLUPOLAT TOV YLOTPOD 1| TOL POPLOKOTOLOD GOG TPOTOV TAPETE OTOLOINTOTE PAPLLOKO.

Ay Tov Stivarga pe Tpo@ég Kot ToTd
Amopenyete vo Tivete YuUO YKPEWPPOLT VM TaPVETE TO Stivarga. Avto pumopel vo ennpedcel Tov
TPOTO e TOV 0Toio Agttovpyel o Stivarga.

Kinon, Onhaopoc ko yovipdtnta

Evnuepaote tov y1otpd oag edv vopilete 611 £ioBs £ykvog, propel va eiods £ykvog 1) oyxeordlere
va peivete £yKvog, kabhg 1o Stivarga dgv TpEMEL VoL PO LOTOLEITOL KOTA TN SIGPKELDL TNG
EYKVHOGUVNG €KTOG €AV lval capmg anapaitnto. O yiotpdg cog Ba sulintnost poli cog tovg
€VOEYOEVOLS KIVOUVOLG 0mtd Tn Ay tov Stivarga katd T StipKewd TG EYKVHLOGUVNG.

AmoQUYETE va. peivete £ykvog eved Aapfdavere Ogpancia pe to Stivarga, Kabmg ovTd TO EAPULOKO
umopei va PAOWEL TO ay€vvnto Hopod Gog.

T660 YOVOIKES 6€ OVUTAPAYOYIKI NAMKIC 660 KOl GVOPES TPETEL VO YPT|GLLOTOLOVV
OTOTELEGUATIKT AVTICOAANYN KaTd T S1dpKela Tng Oepameiog Kot Yo TOLAGYIGTOV OKTM ERSOUAOES
petd tnv oloxAnpwon tng Beponeiog.

Agv nipéner vo, Onralete To Bpi@og cag KaTa T drapkeld TG Ospameiog pe to Stivarga, kabng
aVTO TO PAPUOKO popel vo emnpedost TNV avantuén Tov Bpépovs coc. Eviiuepdote 1oV Y10Tpl 60g
gav OnAalere N oyeovalete va Onraocere.

To Stivarga pmopel vo HEWMGEL TN YOVILOTNTA TOGO GTOVG AvOpeES OGO KOl GTIC YUVAIKES. ZNTHOTE TN
oLUPBOVAN TOL Y1OTPOL GOG TPOTOV TAPETE TO Stivarga.

001ynoN Ko YEPIOROS PNV LATOV
Agv givan yvwoto gdv to Stivarga petofaiiel Tnv KovOTnTo 001 YNONG KOl XEPIGUOD UNYOVIILOTOV.
Mnv odnyeite N ¥pPNOUOTOIEITE OTOLUONTOTE EPYOAELD 1] UMY AVILLOTO EGV TAPOVOIALETE CUUTTOUOTOL



mov oyetilovron pe T Bepamneia ta omoia emnpedlovy TV IKOVOTNTAE GOG Y10 GUYKEVTPMGT Kol
avtidpaon.

INROVTIKEG TAMPOPOPIES GYETIKA UE OPLOREVA CVGTATIKA TOV Stivarga

To pdppaxo avtd mepiéyel 56,06 mg vatpiov (KOPLO CLGTOTIKO TOV HOYEIPIKOV/EMTPATECION AAOTION)
o€ kae nuepnota 66om (4 diokia). Avtd 1oodvvapei pe 3% TnNg CLVIGTOUEVNC HEYIOTNG NLEPNOLOG
AMyme dtaTpon|g vatpiov yia Evav EVAAIKA.

Av10 10 Papuako wepiEyetl 1,68 Mg AekiOivng (mopayouevn and coylo) avd nuepioto d66m
(4 dokia).

3. [®g va wapete To Stivarga

[Tavtote va maipvete to eApRaKo avTd ALGTNPE GUUPOVE pE TIS 0dNYieg Tov yloTpoy cag. Edv €xete
apPIPoOAiEC, pPOTAGTE TOV Y1OTPO 1] TOV QOPLOKOTOLO GOC.

H cuviotdpevn nuepiola §066m 6tovg evilikeg eivar 4 diokia Stivarga tov 40 mg (160 mg
peyopapevipmng). O yatpdc cag uropei va oAraéel tn 86on cag. No maipvete T d6on Tov Stivarga
OV 0 Y10TPAG £YEL CLVTAYOYPAPTIGEL Y10 EGAC.

O y1atpdg oag cvviBwg Ba cog {nthoet va maipvete to Stivarga yia 3 BSopAdEg Kot 6T GLVEXELD VAL
to0 dwokoyete yuo 1 efdopdda. Avtd amoterel 1 kKoKho Bepaneiog.

Noa maipvete to Stivarga tnv 610 dpa k6Oe pépa peTd amod £va eha@pv yedua (e YOUNAN
ePlEKTIKOTNTA 08 AMmapd). Kartamivete o d1okio 0AOKANPO Le veEPO PETE 0md EVa EAAPPD YEVLLLO TTOV
nepi€yel Ayotepo omd 30% Amapd. ‘Eva mapdderypo eAagpov (Ue yopunAn TeplekTikoOTnTo, 68 AMmapd)
yeduartog umopel vo meptiapPaver 1 pepido dnuntplakd (tepimov 30 g), 1 motnpt dmoyo yéAa,

1 ppuyovid pe papuerdda, 1 motpt youd pniov, kon 1 eirtlavi koeé 1 tod (520 Beppidec, 2 g
Mmopd). Asv Tpémel va Taipvete to Stivarga poli pe yopd ykpéumepovut (BA. emiong mopdypago ‘Afyn
Tov Stivarga pe Tpoeég Kot ToTd’).

e mepinTon EUETOV PETA TN YOPTYNOT TG PEYOPAPEVIUTNG, OV TPEMEL VA TApeTE TPOGHETA dioKia
KOl TPEMEL VO EVILEPADGETE TOV Y1ATPO GO,

O ywrpdc oag pnopel va xpelactel vo HELDOEL T 00T 00 1| LITOPEL VoL 0moPacicel va, SlaKoyel
TPOCWPIVA | OPLoTIKA TN Bepameio edv eivar amapaitnto. Zuvnbwg Oa maipvete to Stivarga epdcoov
oeereiote Kot dgv TOPOLGIALETE U OTOOEKTEG aVETIBOUNTEG EVEPYELEC.

Agv amaiteitol avompocapproyn TG 06oMg 4v £xete NIl NTOTIKN dvoAgrtovpyia. Edv éxete ma 1
UETPLO NTTOTIKT SvoAElTovpYin evd Ppickecte Vo Oepameia e To Stivarga, o YioTpog cag 0o, Tpémnet
va 6og TapakorovBel otevd. Edv éxete coPapr) dusiertovpyia Tov HIATOS GOG, dEV TPEMEL VOl
voPAnOeite oe Bepoameia pe To Stivarga, Kabdg dev VaPYOLVV dESOUEVA CYETIKA LLE TN XPT 0N TOV
Stivarga o€ acbeveic pe cofapn Nrotiky SvGAELTOLPYICL.

Agv amoiteitol avampocapproyn TG 00oNs e0v £xeTe A, LETPLA 1) GOPapPT| VEQPIKT SOVGAELTOVPYICL.

Edv mapete peyorvtepn 66on Stivarga amd tnv Kavovik

Evnuepiote apéomc Tov yiotpo cog ebv £xete mhpel peyaAdTePT) 00T OO TN CLVTAYOYPUPT|LEVN.
Evdéyetar va ypelaoteite 1aTpiki poviida Kot 0 yrTpdc oG UTOPEl vo GOG TTEL VL SIOKOWETE TN ANyM
Tov Stivarga.

H Aqym peyordtepng d6ong Stivarga amd tnv Kavovikn Uropel va kavel mo mlavég 1 o coPfapéc
oplLouéveg avemBounteg evépyeleg, 10img:



- depuatikég avTdpaocels (eEavonua, uoarioes, epuBpdtnra, TOVOG, oldNUA, KVNGUOC 1
EepAoDOIG O TOV SEPUATOG)

- aALOLDGELS o1 POV 1 Bpayvdada (dvopwvia)

- OVYVEG KEVDGELS | HOAOKG KOTTpava, (d1appola)

- otopatikd EAkn (pleyuovii twv flevvoyovawv)

- Enpootopia

- pelmpévn 0peén

- VYN aptnplaxy wieon (vréptaoy)

- vrepPolikr kobpaon (kémwon)

Eav Egydoete va Tapete To Stivarga

Edv mapodeiyete po 06om, ndpte v poiig to Bounbdeite exeivn v nuépa. Mnv népete 000 d6Ge1g
Stivarga tnv {610 UEPQ Y10 VO OVATANPAOCETE 10 OOGT] TTOV TOPUAENYOTE GO TNV TPOTYOLLEVT
nuépa. Evnuepdote tov yuorpd cog oxetikd pe omoladnmote Tapdretyn d0omG.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha To eAppOKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kol 0gv Tapovclalovtal 6 OAOLG TOVG avOpMOTOLS. AVTO TO PAPLOKO UTOPEL ETIONG VO ETNPEACEL TA
ATOTELEGLLOTA OPICUEVOV EEETACEMV AULOTOG.

O cofapotepeg avemBOUNTEG EVEPYELES, Y10, TIG OTOieC £xEl TapatnpnOel o Bovatneopog xPaon,

glvat:

- Yofopd nratikd TpofAnuato (cupTEPILAUPBAVOUEVIG TNG NIOTIKNG AVETAPKELNS), OLLOPPOYia,
SLITPNOT| TOV YOOTPEVTEPIKOD COAVO KOt LOAVVOT).

Evnuepaote Tov y10Tpd 060G apEcHS GV TAPOVGIACETE OTOLOOMTOTE Ao Ta akOAOVHA GLUTTOUATO

Hratixad mpofijuaza

H Oepaneia pe 1o Stivarga pnopei va 0dnynoet o vyMAOTEPO Kivduvo cofapdv NTATIKMV
mpofAnuatov. Znmote wtpikn fondeio apéons edv £xete Ta 0KkdOAOLOO GLUTTOUOTO:

- KITPIVOTO YPOUOTIGLO TOV OEPUATOS KOl TOV GAOTPOL TMV LOTIDV

- GKOVPOYPOLLO 0OVPOL

- GUYYLOT] 1)/KOl ATOTPOGOVATOAG L.

Avtd pumopel va amotelodv onueio coPapng nratiknig PAGPNS.

Awoppayio

To Stivarga pmopel vo mpokarécel cofapn aloppayiol 6To TEMTTIKO GUGTNUW, OTMS TO GTOUAYL, TOV
01600ay0, T0 0p06 M TO £VIEPO, | GTOVE TVEDUOVECS, TOVE VEQPPOVS, TO GTOUM, TOV KOATO /K0l TOV
€YKEPOLO. ZNTNoTE apéoms Tptkn Pondeta, edv &xete Ta akdAoVOO CLUTTOHOTA

- aipo oto KOTPAva 1] KOTPpAvO LodPOL YPOLOTOS

- aipo oto ovpa

- GTOLOYIKO TOVO

- Prxo/éueto pe aipa.

Avtd pumopei va amotelobv onueio cpoppayiog.

2ofapad cTopayixd Kai evTEPId TPoRIHaATa (O1ATPIGY TOV POGTPEVIEPIKOD CWAVA 1] GVPIYYIO)
Znmote wtpikn Pondeto apéowc, edv £xete To aKOAOVON CLUTTO AT

- coPopd oTopoyIKo (KOIAL0KO) TOVO 1) GTOUOYIKO TTOVO TTOV 08V (EDYEL

- épeto pe aipo

- KOTPOAVEA, KOKKIVOL 1| LODPOL PO LLOTOC.

Avtd umopel va amotelohv onueio. 6oPapdV GTOUUYIKOV 1 EVIEPIKOV TPOPANUATOV.



Aotuwén

H Bepamneia pe to Stivarga umopei va 0dnyncet 6 VYNAGTEPO KivoLVo LOADVGE®Y, E101KH TOV
OVPOTOMTIKOD GLGTHUATOC, TNG UOTNG, TOV AdtoD kat Tov Tveduovae. H Bepaneio pe to Stivarga
propel emiong va 0dMyNGEL 6€ LYNAOTEPO KIVOLVO LVKNTIOGIKGV AOUDEEMY TOV BAEVVOYOVOL, TOV
dépuatoc M Tov copatos. No Adfete wrpkn forfeta apéoms av Tapovcldeete KAnTow and Ta
TOPOKATO CUUTTOLATA

- vynAd TopeTd

- cofapd Prya pe | yopic avénon oty Toapaywyn Tov PrAévvag (Ttoelo)

- coPopd movorao

- dbomvoln

- KGyipo/moévo Kotd v ohpnon

- oovvnOoTtn KoAmiK £KKpion 1 epediopo

- KoKKiviopa, TPHEO KU TOVO 68 0TO10dNTOTE GNUELD TOV COUATOC GOG.

Avtd pmopel va etvan onpeio poivvong.

Aleg avemBOuNTEC EVEPYELEG LE TO Stivarga mapatiOEpeve Kot cuyvoTToL:

oAb ovyvég avemOupnTES EvépyELeg (Umopel va eTnpedoovy TePeGOTEPOLS amd 1 GTovg
10 xprioteq)

- Lel®o™ Tov aptBRov TOV APOTETAM®Y TOV aipaTog, oL YapoKkTnpileTot oamd edKoAovg
HOA®TES N opoppayio (Bpoupforevia)

- peioon tov apBpov tov puipdv apoceaupiov (avaiuio)

- HElpEVT Opeln Kot TPOGANYT TPOPNS

- VYNMAY apTnplakn tieon (vépraon)

- aAloldoelg otn eovn 1 Ppayvada (dvopwvia)

- OVYVEG KEVGELG 1] LOAOKA KOTTpava, (d1dppola)

- ovog N ENpdTNTa TOV GTOHOTOG, TOVOG TG YADCGCAG, GTONOTIKG EAKT (oTouatitioo #/Kxai
pleyuovii Twv Plevvoydvav)

- Taon yo éueto (vautia)

- €UEeTOg

- VYNAL emimeda yorepuOpivig 6To aipa, po ovoia Tov TapAyeTaL and TO MIap
(vmepyolepvOprvaauio)

- petaforég ota Eviupa Tov TapdyovTal amd To NP, TO OTOL0 UTOPEL VL VTTOJEIKVOOLV OTL
VIAPYEL KATO10 NIOTIKO TPOPANLa (adénon otig tpaveouivaces)

- gpLOPOTNTA, TOVO, POVCKAAEG KO OIONUA OTIG TOAAUES TOV YEPIDV 1| OTA TEAUATA TOV TOSDV
( depuotiry aviidpoon xeipdg-modog)

- eEavonpua

- advvapio, EAAENYT SOVOUNG KOl EVEPYELNG, VTTEPPBOAIKT KOVPAOT] Kot 0oLV 0ot vvniio
(eCaoOévnon/kémawon)

- 1ovog (cupmepLapBavopévon Tov KOMaKoD TOVOL Kat TOV TOVOL 6THV TAGTN)

- dvokototnTo

- TUPETHC

- anmAgLn Papovg

Yoyvéc avem@ounteg evépyeieg (Lmopel va ennpedoovy £0¢ 1 otovg 10 yproteg)

- Heiwon 6Tov aplipd Aevkdv apoceopiov (levkomevio)

- HE®UEV dpactnplotTTa Tov Bupeogdong adéva (vrodvpeoeldloudg)

- YOUNAG eTTiTESO, KOAIOV, POGEOPOL, AGPEGTION, VATPIOL 1 LOYVNGIOL GTO aipo 6o
(vrokaliaauia, vropwopotaio, VTOGHETTIONUIO, DTOVOTPLOLUIO KOI DTOUOYVHGIOLUICL)

- VYNAO enimedo ovpikov 0&E0g 6To aipa (vTepovpLyaiio)

- OTTOAELN. COUOTIKMOV VYpOV (apvddtwon)

- TOVOKEPUAOG



- Tpepod Moo (1pouog)

- dlaTapayn TV VELPWOV TOL UTOPEL VoL TPOKAAEGEL [io PeTaBOAN oty aicOnor, 6mwg
povdlooua, eayovpa, advvouio | Toévo (Tepipepiki veppordfeia)

- SwoTapayéc g yehong

- Enpootopia

- OTOUOYIKOG KOVGOG (YaoTpoolsopayiky maAvopounon)

- Loipwén M epebiopdg Tov GTOUAYOV Kot TOV EVIEPOV (YaoTpeviepitida)

- TpYOTTOON (aAwTekia)

- Enpodeppio

- eEavOnua pe amoAémon 1 EepAovdioua tov dépuatog (aropolidwtikd eéavinua)

- pio Eapvikn, akoHolo GOGTAGT EVOG U (Uikol 6TOo1HOL)TPOTEIVY 6T0 00pa. (TpwTeivovpin)

- VYNAG eminedo kKAmolwv evOOU®Y TOV GUUPETEYOVY otV TEYT (avlnon oty auvldon Kai T
liraon)

- L1 GLGLOAOYIKY] KaTdoTaoT TS TENG ToV aipatoc (un pvaioloyiky diebvig opolomoinuévy
oyxéon (INR))

Oy ovyvég avemBOuNTES EvEpYELeg (Umopel va ennpedoovy émg 1 otovg 100 yprioteg)

- ONUEI/CUUATOUOTE OAAEPYIKNG AVTIOPAONG TOV Umopel va TepAapfavouy eKTETOUEVO GoPapod
g€avonua, vavtio, mopetod, dvomvola, iktepo, UETABOAES GTO, XNUIKE TOV TOpAyoVTaL 0O TO
oVKOTL (avTidpaon vaepevorodnoiog)

- Koapdtakn TpooBorr], Ompakikdg TOVOG (Euppayio kai 1oyaiuio Tov HoKapdIiov)

- cofopd cLENUEVN aPTNPLOKT TEST TTOL TPOKOAEL TOVOKEPAAD, cOYYLGT, BOAN OpaoT, vavTia,
§LLETO KOl OTLOGLOVG (vTEpTOTIKT Kpion)

- QAEYLLOVT] GTO TTAYKPENS YOPAKTNPLLOUEVT ad TOVOG TNV TEPLOYT] TOV GTOUOYLOV, VLTI,
gUETOC Kol TLPETOG (ToyKpEATITION)

- dwtapayn Tov oviyev (Hetaforég ata viyla OT®mG poPddoelg Kayn oyico)

- noAamAEg deppatikég eEavOnoels (rodvuoppo pbnua).

Yrawvieg avem@Ounteg evépyeieg (umopel va ennpedoovy £mg 1 otovg 1.000 ypnoteg)

- Opoupor aipatog og pikpd apoedpa ayyeia (Gpoufwtixy wrpoayysiorndadeia)

- TOTOL SePUOTIKOD KOPKIVOL (kepatoakdvOmuo. / KopKiviuo. TAGKmODY KOTTAP®Y TOU SEPUOTOC)

- TOVOKEPAAOG, GUYYLOT, EMANTTIKEG KPIGELG KO AIMAELD TNG OPUOTG OYXETILOUEVT UE 1 YOPIG
VYN apTploky Ttieon (evvdpouo omioBiag avaotpéyung eykepalonalerog / PRES)

- cOPopEc avTIOPACELS TOV OEPIATOC /KAl TV PAEVVOYOV@V Ol 0T0ieg pmopet va, mepthappdvovy
EMMOVVEG PUGOAIOES KOl TTOPETO, CLUTEPILAUPAVOUEVNC EKTETANEVTC OTTOKOAANGNG TOVL
dépuarog (avvdpopo Stevens-Johnson kou tolikn emdepuiks vekpoloon).

Mn yvootig (dev pmopei va extundei n cuyvomta pe Paon to dobéotpa dedopévar)
- duykmon Kot eEacfEvion Tov TOYMOUOTOS ALLOPOPOL OYYEIOL 1) SLULYMPICUOG TOV TOLYMULOTOG
AHOPOPOL aryYEiov (avevplouota kot opTnpLaKol 10y WPLoUOL).

Ava@opd avemOOunTOV EvEpyEL®OV

Eév mrapatnpi)oete KAmoro avemOOUNTY) EVEPYEL, EVILEPMDOTE TOV YIATPO 1} TOV PUPUAKOTOLO GO,
Av10 1oyt Kot Yo kéOe mhavr avemBountn evépyela Tov 0gv avaQPEPETAL GTO TOPOY VA0 0ONYIDV
yphone. Mropeite emiong va avagépete avemBOunteg evépyeleg ansvbeiog, écw

E\LGoa

EBvikdg Opyaviopog @apudkmv
Meocoyeiov 284



GR-15562 XoAapyog, AOfva
TnA: + 30 21 32040380/337
®ag: +30 21 06549585
Iototomog: http://www.eof.gr

Kvzpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Agvkooia

TnA: +357 22608607

Daé: + 357 22608669

Iototonog: www.moh.gov.cy/phs.

Méow g avagopds avemBOunToV gvepyeldv pumopeite va fondncete 6t cLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPUAKOD.

5. Hoc va puraooete To Stivarga
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avapEPETAL GTNV
EMGNUAVGT TOL KOVTIOV Kot TG raAng petd tnv AHEH. H nuepounvia Aqéng eivon ) tehevtaiol
NUEPO TOVL UIVA TOL OVAPEPETOL EKEL

Dvldocete GTNV APYIKN CLGKEVAGIO Y10l VO TPOGTATEVETOL OITO TNV VYPAGIAL.
Awnpeite T EUIAN EPUNTIKA KAEIOTY.
Metd to dvorypo TG QLIANG, TO PAPUAKO TPETEL VO, amoppLpBel puetd amd 7 efdopddec.

Mnv metdte ApLOKO GTO VEPO TNG OMOYETELONG 1 OTA GKOVTIdI. Potnote Tov apuakomold cag yio
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNCLOTOLEiTE T AvTtd To pétpo Ba fonbfcovy oy
TpooTasio Tov TEPPEALovTOG.

6. Iegpreydpeva TS 6LOKEVAGTOG KO AOLTTEG TANPOPOPIEg

T egpréyer To Stivarga

- H dpactikn ovcia givarl 1 peyopagevipmn. Kabe exikoivppévo pe Aemtd vpuévio diokio mepiéyet
40 mg peyopapevipmne.

- Ta diha cvuotaTikd glvat: KUTTOPIVI LIKPOKPUGTOUAAIKT, KOpUEALOL vaTplohyog
SLOGTAVPOVUEVT], OTEATIKO Hayviolo, Tofiddvn (K-25) kot mwuptrio koALoedng avodpn, 0&eidio
Tov onpov kokkvo (E172), o&eidio tov cidnpov kitpivo (E172), AexiBivn (mapayduevn amd
o6y10), macrogol 3350, ToAvBvorikny ahkoOAN (LEPIKMDG VEPOAVUEVN), TAAK Kot S10EEISI0 TOV
tiroviov (E171) (BA. emiong v Topdypago ‘EnNUavTIKEC TANPOPOPIEC GYETIKO LUE OPIOUEVT
ovotatikd tov Stivarga ’).

Ep@dvion tov Stivarga kon wepieyépeva TG 6VOKEVAGING
Ta diokio Stivarga 40 mg givatl avotktod pol pOUOTOC Kol ®OEWBOVS GYNLOTOC, TTOV GPEPOVY TNV

emonuavon “BAYER” ot pia mhevpd kot 1o “40” oty dAdn TAevpd.

Kabe pradn mepiéyet 28 emkaivppéva pe Aemtd vuévio dokia.


http://www.moh.gov.cy/phs

Ta dwokia Stivarga 40 mg givon 01006610 GE GUGKEVAGIEC TOL TEPLEXOLV Lo PLAAT 1 TPELG PLOAES.
Mmropei va pnv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

Awnpeite 10 Enpavtikd péco péoa ot eLaAn. To Enpavtikd puéco gival £va VAKO ToL amoppoPd TV
vypooio to omoio mepiEyetan o€ Eva pkpd doyeio yio va Tpootatedel To dioKio amd TV vypacia.

Karoyog Aderog Kvkhogopiag
Bayer AG

51368 Leverkusen

Teppovia

Hopaokevaoctiig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia

"o omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakareice va
angvBouvbeite otov TomKO avTTpdcwmo Tov Katdyov tng Adsiog Kuihopopiog:

E\rada

Bayer EAAdg ABEE
TnA:+30 210618 75 00
Kvbmpog

NOVAGEM Limited
TnA: +357 22 48 38 58

To mapov pHALo 0dNYLAV xpRoNS avadempOnke Yo TeAevTaio popd 6Tig 03/2023.
Alreg N YEG TANPOYOPLAOY

Aentouepeic TANpoopieg yia to eapurako avtd eival drabéoipeg otov dikTvakd T0To ToL Evpmmaiko
Opyoaviopot Gappakmv (EMA): http://www.ema.europa.eu



http://www.ema.europa.eu/

