@VYAro odNYIOV ypiong: IIAnpogopics yro Tov yprjot

Egotux 12,5 mg koydxia oxinpa
Egotux 25 mg kowydaxio oxinpd
Egotux 37,5 mg koyakio ockAnpa
Egotux 50 mg kaydxia oxinpd

covviTvipn (sunitinib)

Awfaote TPOoEKTIKA 0AOKANPO TO PVALO 00N VLAV YP1|ONG TPV UPYICETE VO TAIPVETE
aVT6 TO PAppROKO, O10TL TEPLLAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC.

Dvrd&te 0vTO TO POALO 0ONYLDY Ypronc. Towg ypelaotel va to dafdcete Eavd.
Edv éxete mepoartépo amopieg, pOTNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOG.

H cvvtayn ywo avtd to dppako yopnynnke amokAeloTiKd yio oag. Agv mpémel
vo. dMCETE TO PAPLOKO G€ AAAOVG. Mmopel va Tovg TpokaAiéasl PAAPN, akdpo Kot
OTav To GLUTTONATA TNG acOEVELdG Tovg givar ido pe Ta d1kd Goc.

Edv mapotnproete kdmola ovemBountn evépyeia, EVNUEPDGTE TOV Y1OTPO 0aG 1
TOV QAPUOKOTOO cag. Avtd 1oyvel Kot yio kdBe mbavr avemBountn evépyeia
OV OEV AVAPEPETOL GTO TAPOV PVALO 0dNYIDV YpNonG. BAéme mapdypaeo 4.

T epréyel 1o TaPOV GVALO 00N YLOV:

AN e

Tt etvan to Egotux ko mowa givat n gpnom tov

T mpémer va yvopilete mpv mapete o Egotux

[Mog va tapete to Egotux

[MBavég avemBounteg evépyeteg

[og va puidooete to Egotux

[Tepieydpeva g cuoKeLAGIOG Kot AOUTEG TANPOPOPIES

1. T eivan To Egotux kon wowa givar 1 yprion Tov

To Egotux mepi€yet ) dpacTtikn ovoio, covvitviumn (sunitinib), mov sivar £vog avaotoAéag
TPOTEWVIKNG Kivaone. Xpnogomotgitor yio ™ Ogpoameion T0v KapKivov, HE GVOGTOAN NG
dPOACTIKOTNTOG MUI0G EWOIKNAG KOTNYOPlaG TPOTEIVAOV, Ol 0TTOiEG Eival YVMOTEG OTL EUTAEKOVTOL
oTNV avanTuén Kot dbénNom TV KOPKIVIKOV KUTTAP®V.

To Egotux ypnowomoteitoan yioo ™ Oepoameio tov evniikov yuo Tovg akdAovBovg TOTOLS

KapKivov:

2Tpopatikog 0ykog Tov yaotpevieptkov (GIST), évag tomog Kapkivov ToL
GTOLAYOL KOl TOL EVIEPOL, GTOV 01010 Ogv emMdPA mAEoV 1 atwvipmn (€va dALo
OVTIKOPKIVIKO QAPUOKO) 1 Y10 TOV OTT010 dEV EVOEIKVUTOL 1] AYN IOTIVIUIANG.
Mertaotatikd veppoxvttapikd kapkivopa (MRCC), évag tomog kopkivov Tov
vEQPPOL oL £xel eEamAmBel kol oe AAAQ dpYAvVa TOL COLOTOG,.

Haykpeatucoi vevpoevdokpvikoi dykor (pNET) (6ykotl tv opuovOTOpOy®Y®DV
KUTTAP®V TOL TOYKPEATOG), TOL TOPOVCIALoVY TPAOdO VOGOL 1) TV OTOIWV OV
elvat duvartn 1 XEPOVPYIKN apaipeoT).

Edv éxete anopieg oyetikd pe tov tpomo dpdong tov Egotux 1 1o Adyo yio tov omoio Gag
oLVTAYOYPUPNONKE AVTO TO PAPUAKO, POTAGTE TOV YIOTPO GOG.

2. Tvnpéner va yvopilete mpv mapete To Egotux



Mnyv napete To Egotux

- Ye mepintoon oriepyiog 6T covvitwviumn N 6€ omolodNmote GAAO omd Ta
cvototkd Tov Egotux (avagpépovtor otnv mapdypago 6).

[pogdomomcers kK TpoPvAaterg
AmevOuvlsite otov YiaTpo cug mpv mapete 1o Egotux:

- Edav &xete vyni aptnproxi) mwicon. To Egotux pnopel va mpokarécel avénon
mg aptnplokig wieonc. O yotpdg cog Umopel vo EAEYXEL TNV OPTNPLOKT GOG
mieon katd ™ Oowdpkew g Oepameiog pe Egotux kol evdeyopévog va cog
xopnyNOovV eapuaKe yio TN LEIMGN TNG OPTNPLOKNG TEGNC, EAV YPELNCTEL.

- Edav éyete 1 eiyotre kdmown opatoroyky) voco, mpofinpa apoppayiog 1M
poroneg (uehaviéc). H OBepameio pe Egotux pmopel va €xel o¢ amotélecua
avénuévo kivouvo apoppoayiog | Umopetl vo 0dMYyNoeL o€ HETABOAN TOV aplOpov
OPICUEV®V KVTTAPWOV GTO Oiplo, TPOKOA®VTOG £T6L avolio 1 exnpealovtag v
wavotnta méng Tov aipotos. Edv Aappavete Papeapivn 1 acevokovpapoAn, o
omoia €ivol QAPLOKO apai®oNS TOV OULITOG YI0 TNV ATOTPOTN TOV GYNUUTIGLOD
OpouPav, evdeyouévarg va  vrapEer  avénuévog  kivouvog  aroppayiog.
Evnuepaote Tov yiotpd cog, €0V TOpOVGIAGOTE ALoppayio KATd T SIPKELD TNG
Oepamnceiog pe Egotux.

- Eav éyete kapdwokd mpofiqpate. To Egotux pmopel vo, mpokaAécel Kopdiokd
npofAnpata. Evnuepdote tov yioatpd oag v aicBdveste £viovn KOTmoN, €0V
éxete OLOKOMO GTNV OVAVOT| 1 €GV givol TPNoUéva Ta TOS10 KOt Ol AGTPAYaAol
o0G.

- Edav mapovordlere pn @uoloroyikéc petaforés tov Kapowakod pvOpov. To
Egotux pmopei va mpokarécetl pun @uololoyikd Kapolakd pudud. O yaTpdc cog
umopetl va dteEdyel MAEKTPOKAPIIOYPAPNHOTO Yo TV AE0AOYNON VIOV TOV
TpoPANuatOv Kotd T ddpkela g Oeponeiog cog pe Egotux. Evnuepoote tov
ywIpd oag edv owoBdveote (aAn, Amobouio 1N €dv Tmopatnpnoete un
QLVGIOAOYIKOVG TOALOVC, EVOSm Aappdvete Egotux.

- Eav giyote npéooata npoPfinpe oynpoticpod 0poppov otic @réPeg ko T1g
aptnpieg ocog (TOmOL apo@OpOV ayyeiomv), ocvpumeprropfoavopivev Tov
EYKEQUMKOV EMELG00i0V, TNG KOPOwuKNg mpooPfoins, Tng guPoing 1N g
OpopPoons. Koréote apécmg tov yoTpd oag, €6V TAPOVGLAGETE GLUTTMUATO,
Omw¢ TOVO M Tieon oto otNBog, TOVO oTa YEPLD, GTNV TAATT, GTOV LYEVA 1] OTN
yvafo, dvokoiio otV avamvor, povdwoue 1 advvapio amd T 1 mhevpd Tov
oOUHOTOS 060G, SVOKOAIN otV oM, TovoKEPaAo 1 (AN KOTA TN JLAPKELD TNG
Oepomeiog pe to Egotux.

- Eav éyete f eiyorte katd To maperov avevpuopa (d16ykmon kot eEacOivion
TOV TOYMDUOTOS CIHOPOPOV ayyeiov) 1 SuYOPISPHE TOL TOLYORATOS
apopoépov ayyeiov.

- Eav &xete 1 giyote o rapn oto pikpotepo apo@iopa ayyeia, mov givar
Yooty o¢ OpopfoTic pikpoayysrondOsio. Eviuepmote tov yuoutpd cog v
ELLQPAVIGETE TVPETO, KOTMGTN, aicOnuo KOVpAoT g, LOA®TES, opoppayia, Tpnépo,
oLYYLON, ATMOAELD OPACTC 1] EMANTTIKEG KPIGELS.



Edav éyete mpoPfijpata pe tov Oupeoedn) adéva. To Egotux pmopel vo
TPOKaAEGEL TPpofAnaTa otov Bupeoeldn adéva. Evnuepmate tov yiatpd cog v
KovpaleoTe EVKOAOTEPA, €AV AICOAVESTE TO KPVO TO £VIOVA OO TOV VITOAOUTO
KOGLO N €6V 1 VN 60C¢ Yivel o prdoa evoom AauBdvete to Egotux. Oa mpémet
va ereyyfel n Aettovpyia Tov Bvupeogdoie cag wpv AdPete to Egotux kot avd
TOKTA YPOVIKA SloGTHMATO KOTA TN dudpkela tng Oepameiog oag pe ovtd. Edv o
Bupeoeidng cog 0dévag dev Tapayel apkeTr] BUPEOEIdIKT OpUOVT|, EVOEYOUEVAOS VA
oag yopnynOei Bepameio OpLOVIKNG VTOKATAGTACNG.

Eav éyete M giyote maykpeatikég owrapayés N owtapayic Tne (oindoyov
kVotng. Evnuepoote tov yuotpd cog €dv TOpPOLCIAGETE OTOONTOTE OO TOL
TOPOKAT® ONUEIN KOL COUMTOMOTO: TTOVO GTNV TEPLOYN TOL GTOUAY oL (Gvm
KowMa), vavtio, éueto kot wopetd. Oha avtd umopodv vo TpokAnbovv amd
(QAEYLOVN TOL TAYKPEATOG 1] TNG YOANOOYXOL KOHGTNG.

Edav éyete q giyate qratikd apoPfijpata. Evnuepmote tov yiatpd cag edv
TOPOVGIUCETE OTOLOONTOTE OO TO, TAPAKATM CNUEID KOl CUUTTMOLOTO NAATIKOV
wpofAnpatov Katd T didpkewn g Oepoameiog pe Egotux: gayovpa, xitpiviopo
TOV HOTIOV 1] TOV OEPHOTOC, GKOVPOYPMLLO OVPO. KOl TTOVO 1] OLGPOPIn GTO ETAVMD
de&l TuMpa. g meployng Tov atopdyov. O yuutpdg cog Oa Tpémel vo dievepynoet
e€eTAoEIg QiOTOG, TPOKEEVOL VO EAEYEEL TNV NTATIKY AELTOLPYIQ GOG, TPV KoL
Kkatd tn oidpkela tng Oepaneiog pe Egotux kot 0nmg evogikvutal KAVIKA.

Edav £xete | siyate veppika mpofiqpata. O yiatpdg cag Bo mapakorovdel
VEQPIKN AglTovpYia GOG.

Edav npokerton va vmofinOeite og yepovpywkn exépfaocn 1 vroPfrindnkare
npéocpata oc yepovpywkn emépPaon. To Egotux pmopel va emnpedost tov
TPOTO EMOVAMGNC TOV TPOLUATOVY. XVvi0wc, dlakomtetal n Oepomeio pe Egotux
oe mepintmon mov amouteiton yewpovpywkn eméuPoocrn. O ywrpodg cag Oa
amoacicel Tote Oa Eekvioet ko TaAL 1 Oepaneio pe Egotux.

Evogyopévag va cag ocvotnlei £évag odovtiotpikdg £reyyog mpwv amé v
évapén g Oepanseiog pe Egotux.
Edv vmogépete 1 vmopépate amd TOvo 610 6TOUA, TO SOVTIN KoV TN yvabo,
amod TpHéo 1M and TANYEG GTO ECMTEPIKO TOL GTOMATOG, €AV olcOdveote
povdlacpo N T yvébo cog Papid 1 Eva dOvVTL YoAapod, EVNUEPDOTE OUECHG
TOV Y10TPO KOl TOV 0d0vTiaTpd oag.
Edv yperdleton va vmoPAndeite oe emepfotikny odovtiatpikn Oeponeia 1 og
000VTIOTPIKT XEWPOVPYIKT eTEUPAOT], EVNUEPDGTE TOV 000VTIOTPO GG OTL
hapPdvete Oepaneio pe Egotux, diaitepa dv Aapfdvete mapdAinio 1 £xete
AGBel evdopAéPla dipmopovikd. Ta Spmo@ovikd eival @ApUAK OV
YPNOUYOTOLOVVTOL Y10 TNV TPOANYN TOV EXTAOK®OV GTO, 0GTA Kol UTOPEL Vo
&yovv yopnynOei yio pion GAAN 10TPIKH KATACTOOT).

Edv &xete 1 giyate dwatapayés Tov dEPRATOS KOL TOV VTOd6pLov 16T0V. Katd
T JdpKeln, AYNG aToD TOV QUPUAKOV, UTOPEl Vo epEavIcOEl «yoyypavmdeg
TLOdepUOY  (eEmMOLVY €EEAKMON TOL OEPUOTOC) 1 KVEKPOTIKN TEPLTOVITION»
(Molumén tov 6€pHaTOC/TOV HOAOK®OV 10TOV TTOL £EATADVETAL TAXVTOTO KoL M
omola evOEYOUEVMS va. eivar amenTikn ywo T (on). Emkotvoviote apéowng pe
TOV YTpOd O0G, €AV TAPOTNPNCETE CLUTTOUATO AOIU®ENG YOpw amd KATOL0
PO TOV OEPUOTOS, GUUTEPIAOUBOVOUEV®OY TOL TLPETOV, TOL TOVOL, TNG
epLOpoOTTOC, TOV TPNEIATOG 1 TNG TOPOYETEVONG TOOL 1 CilTOC. AVTO TO
TMEPIOTUTIKO EIVOL YEVIKG OVOCTPEYILO WETG OO OLKOMTN TNG GOLVITIVIUANG.
YoPapd deppotikd eEavOnuota (cuvdpopo Stevens-Johnson, To&ikr| emdepuikn
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veKPOALGT, TOAVIOPPO £pVONUA) £xovV avapepOel Le TN (PO COVVITIVIUANG,
EUQAVICOUEVO, OTNV 0Py O¢ KOKKIVOTEG KNALdeg mov potdlovy pe otdyove M
KUKAMKEG KNAideG ouyva He KevIpikég Qovokdaies otov Kopud. To e&dvOnua
umopet va. eEglybel oe exTETOUEVES POVOKAAEG 1 ATOAETION TOV OEPUATOC KO
umopet vo givar amentikd ywo 1t Con. Av avartoocete e£dvinua 1 To
OEPUOTIKG OVTO CLUTTOUATO, GVUPOVAEVTEITE AUESHOG VAV YATPO.

- Eav é&yere M siyore emumatnikés kpicews. Ewomoiote 1ov ywotpd cog 10
GUVTOUOTEPO dVVATO, EAV TOPOVGLUCETE VYNAN OPTNPLOKT TTiEGT), TOVOKEPOAO N
ATMAELD TN OPOOT|G.

- Eav éxete owafnitn. Ta enineda Tov cakydpov aipatog og dafntikovg acbeveig
Bo mpémel vo eAEyyoviol TOKTIKG, TPOKEWEVOL vo ekTiundel eav yperdletal
TPOCAPUOYN TNG 066MG TG avTdlaPnTikng Oepaneiag, dote va ghayioTonondel o
Kivouvog gpeaviong yopniod cakydpov aipatog. Eidomomote tov yiotpd cog to
GLUVTOUOTEPO dVVATO, €AV TAPOVGCLAGETE OMOLNONTOTE GNUEID KOl GUUTTOUOTO
YOUNAOD GaKYAPOL aipotog (kémwon, aicOnuo moiludv, €pidpwon, meiva Kot
OTMAELN GUVEIONOTG).

Mowora kon £égnpor

To Egotux dev cuvietdral yio xpnomn o€ aropo nAkiog kdto tov 18 etmv.
Alro pappoxa ko Egotux

Evnuepdote tov yuutpd M| tov @appokomnold coc €4v maipvete, €yete mpoOcOOTA TAPEL M
umopel va TAPETE AAAG PAPULOKO, CUUTEPIAAUPOVOLEVOV TOV QUPLAK®V TOV TpounBehovTon
YOPIG cLVTAYY, AKOUN KOl EKEIVOV TOV OEV GUVTAYOYPOPOVVTOL.

Kdémowa pdpuako propovv vo exnpedoovy to, enineda tov Egotux 610 copa cag. [pénet va
EVNULEPDGETE TOV YIOTPO GOG EAV AALPAVETE PAPUAKN TOV TEPLEXOVV TIC 0KOAOVOES SPUCTIKES
0LGIEC:

. ketokovalOAn, rtpakovalOAn — xPNOLLOTOlovVTAL Y10, TN OEpameio. LUKNTIOCIK®V
roudEemV

. gpvbpopukivn, KhapBpopvkivy, plrpapmikivny —  xpNOWOTOOVVIOL Yol TN
Oepomeio Aopwméemv

. prtovaPipn — ypnoonotgitol yio T Oeponeio tov HIV

. deapnebalovn — €vo KOPTIKOOTEPOEWEG TOL YPNCULOMOLEITAL Y10 SLAPOPES
nafnoelg (Omwc, aAAepyIKEC/avamveLoTIKEG OlaTapayss 1M acBéveleg Ttov
d€POTOC)

. eawvtoivn, kapPapalenivn, oeowvoPapfirtdAn — ypnogomoobvIol Yo TN
Bepameio T emANyiog Kol GAL®Y VEVPOLOYIKOV TafoEDY

. QUTIKG okevdouata mtov mwepEyovv St.John’s Wort (Hypericum perforatum) —

YPNOYOTO0VVTaL Yo TN Bepameia TnG KaTaOANY™MG KoL TOVL GyYoLG.

To Egotux pe Tpo@i] ko1 wotd

Bo TPEMEL VO ATOPEVYETE VO TIVETE YLUO YKPEWMPPOLT KaTd T dudpKelo TG Bepomeiog pe
Egotux.

Kinon kot Onhaopég



Edv elote éyxvog M Onialete, vopilete Ot pmopei vo elote €ykvog M oyedidlete va
amokthoete Toudi, (NTHoTE TN GLUPBOLAT TOL YTPOV N TOL PUPUOKOTOLOD GOG TPV TOPETE
avTd TO PAPLOKO.

Edv vmapyet 1o evdeydevo eykopoosuvng, Ba mpémel va ypnoiponoteite pio agomiom pébodo
aVTICLAAN YN KaTA T OldpKeln TG Oepaneiog pe Egotux.

Edv OnAdalete, evnuepmate tov yiatpd cac. Ag Oa mpémel va Onialete Katd ) dudpkeln g
Oepamneiog pe Egotux.

00nynon Kot XEPIGPOS PNYEVILATOV

Av viooete (0An M aocvvnBiotn kovpoot, mpocéte Wlaitepo KATG TNV 00N ynom M TO
YEPOUO UNYavnUAT®V.

To Egotux mep1éyel vatplo
To @apuaxo avtd mepiéyel Ayodtepo amd 1 mmol vatpiov (23 mg) avd Koydkio, ival ovtod
7ov ovopalovue «ehevbepo vatpiovm.

3. og va wapete To Egotux

[Tévtote va moipvete T0 PAPUOKO OVTO OVOTNPA GUUPOVO, LE TIG 0ONYIEC TOV YIATPOL GOGC.
Edv &yete apeipoirieg, potnote Tov ylotpd cog.

O ywatpdg Ba cog yopnynoet Tn d00M Tov €lval KATAAANAN Yo TNV TEPITTMON GOC, AvVAAOYa
LLE TOV TOTO TOV KaPKivov o ypelaletal Oepaneia. Edv giote vid Oepameia yio:
- GIST 1 yuuo MRCC: n ovvifng doon eivar 50 mg pio popd tnv nuépa, yuo 28
nuépeg (4 efdopadsg), axorovbovuevn ond 14 nuépeg (2 efdopadeg) dOKOmNG
g Oepameiog, oe Evav KOKAO 6 gfdopddmv.
- pNET: n ovvnbng d6om eivan 37,5 mg pioa popd v nmpépa, xopis mepiodo
OLOKOTTNG.

O ywpdg cog Bo amopacicel TNV KaTdAANAn d6om oL YpeldleTal va Tapete, KOOMS Kol TO
eav kot ote o Tpémel vo otapatioste T Bepancio ue Egotux.

To Egotux pmopet vo AneBel pe 1 xopig tpoomn.
Edv wapete peyordtepn d66on Egotux amd tnv Kavoviki)

Edv mapete katd AGBoc meplocdTEPO KOWAKLO, ETKOIVOVIAOTE OUECHS LE TOV YIUTPO GOGC.
Mmopei va ypelacTEiTe 10TPIKN TOPOKOAOLOON.

Edv Eeydoete va wapete To Egotux

Mnyv whpeTe SITAN HOCT| Y10 VO OVATTANPAOGETE TN 600T oV EEYACUTE.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 0Ao. To QAPLOKO, £TGL KOL OVTO TO QPAPUOKO UTOPEL VO TPOKAAEGEL OVETIOVUNTEG
EVEPYELEG, OV KOl OEV TOPOLGLALOVTOL GE OAOVE TOVG avVOpDOTOVG.



[Ipémel va emKowmvnoete aUEcMC e TOV YLOTPO GOC, €AV TOPOVCIACETE OTOLUONTOTE OO
avTtég TG cofapéc avemBounteg evépyeleg (Oeite emiong v mapdypoeo: Tv mpémer va
yvopilete npw napete To Egotux):

Kaopowka npopiipata. Evipepmote tov yiatpd cog eav acbdveote Eviovn kémwon, v
éxete dvokorion oV avamvon M €dv givar Tpnopévo ta O Kol ot aoTpdyarol coc. Ola
aUTa eVOEYETOL VO €iVOl CUUATOUOTE KOPIK®V TPoPAnudTomv, to omoic Umopel va
TEPMAUPAVOLY KapSLOKT AVETAPKELD KOt TPOPATHOTO TOV HLoKapdiov (Kapdlopvornddeia).

Hpopiqpota pe Tovg mvedpoves ko TNV avamvor). Evnuepdote tov yutpd cog €bv
TOPOVGIAcETE Pr)a, TOVO 6T0 6TNO0G, Enpvikn dHoTVola 1 YOS LE AUOTTVGT). AVTH PTopEl
VO OTEAOVV GUUMTOUATO oG KOTAGTUONG TOV OVORAleTal TveLHoviKY gUPOAN, 1 omoia
ocupPaivel 6tav petapépovtol Opdupot aiploTog 6Tovg TVEOUOVES GOG.

AwTapayis TOV veep®dv. Evnuepmote Tov ylotpd oG €0V TOPOLCIAcETE PETAPOAN NG
GLYVOTNTOG OVPNOTG 1) OTOVGIN OVPNONG, TO OO0 EVOEYETAL VO, EIVOL CUUTTOUATO VEPPIKNG
OVETAPKELOGC.

Awoppayio. Evnuepmote tov yuotpd co¢ €4V TAPOLGIACETE OMOOONTOTE OO OVTA TOL
CLUUTTOUOTO 1 TPOPANUa cofapnc aoppayiag KoTd T didpkela e Bepaneiog pe Egotux:
TOVOC KoM TPNEWO 6T0 oTopdyl (KOAia), QUOTELEST], LADPES Kol KOAAMOELS KEVAGELS, OLlLLOL
0T0. 00pa, TOVOKEPUAOG N UETAPOAN TNG VONTIKNG KOTAGTOONG, PAyoc ue owdmtoon M
OLOTNPE TTOEAD OO TOVG TVEDUOVES 1) TOVG 0EPAYDYOVG.

Kotaotpo@i éykov mov £xel 0g amotérleopna T o1aTPNG Tov evtépov. Evuepmaote tov
ytpd cag, €dv €xete £vrovo KolMakd Vo, TLUPETO, vouTia, EUETO, OLUATNPES KEVDOELS N
€AV TOPATNPNCETE OAAAYEC GTN CUUTEPLPOPE TOV EVTIEPOV.

AMec avemBounteg evépyeteg pe 1o Egotux pmopet va mepthappdvovuv:

[ToA¥ cvyvéc: umopet va ennpedoovy neptocdtepa amd 1 ota 10 dtopo

. Meimwon tov apBpod Tov aponeTtaAiny, ToV pUOpOV ALOCEUIPIOY KOV TV
AEVKOV OLLOGPUPIOV (TT.). OVOETEPOPIA®YV).

. AvcKoAia 6TV ovamTvon.

. YymAn aptnploxn wtieon.

. YrepPolikn| KOTWOT, OTOAELD SVVAUEDV.

. [Ipr&yo mov ogeidetar og VYPO KAT® amd TO dEPUA KOl YOP® amd To patt, fadod
oAAepyIKd eEAvVO Q.

. [Iovoc ot0  otoua/epebicpndog  TOv  OTOMATOG, €AKN)  TOL  GTOMOTOC

/pleypovi/Enpotnta, Statapoyés TG YEOONG, CTOUOYIKES OlTOpoyéS, VALTia,
éuetog, oldppota, dvokKoMdTNTo, TOVOY/TPNEO GtV KotMd, avopeEia/peimon

g opedng.
. Mewopévn dpactnpiotnta tov Bupeoeldovg (VTodvpeoeIdIoUAC).
. ZG&An.
. [Tovoxépaiog.
. Pwoppayia (apoppayio amd tn potn).
. [T6vog otV TAdTn, 0TI apBpdoeLs.
. [T6vog ota yépra Kot o, TOdLO.
. Krrpwoypopo dEpua/dueypouatioldc Tov 0EPUATOS, VIEPPBOAIKT YPOGN TOV

dEPLOTOG, ALOYT XPOUOTOG TPLYDV, e£AVONUA OTIG TAAGUES TOV XEPIOV KOl TO
TEMLOTO TOV TOOLDV, e&avOnua, Enpdtnta 6To dEpLLa.

. Bryoc.

. [Mvpetdc.



AvokoMa 6TV apyn TOL VITVOL.

Yoyvéc: umopet va emnpedoovy £og lota 10 dropa

L]

OpouPot aipoTog oTo AOPOPO. Ay YEID.

AvemdpKeld TOPOYNG OIUOTOC TPOG TOV KAPOWOKO Wy, AOY® omoepaing 1,
OTEVMOTG TOV CTEQAVIOI®MY apTNPLDV.

[Tévog 610 o1rf0C.

Meimon g TocoTNTS TOV OiOTOG TOL OVTAEITOL OO TNV KOpOLd.

Kotaxpdtnon vypov, ocvumepthapfavopévng e mEPOYNG YOP® Omd TOVG
TVEVDLLOVEC.

Aopoéerc.

Emmloxn cofopng Aoipméng (m Aoipwén eppavifetor otnv kukhoeopio Tov
aipatoc), n onoia pumopet va 0dnyNoel o PAGAPN 10TOV, OPYAVIKT AVETAPKELD KO
Bdvaro.

Mewopévo eninedo cokyapov aipatog (PAéne Tapdypago 2).

AmmAEL0 TPOTEIVIG 6TA 0VPA, TOV OPICUEVES POPEC 0ONYEL e TpNEo.
YHvdpopo mov potdlet pe ypinmn.

[MoBoroywég Tpég  e€etdoemv  aipotog,  ovpmepllapPovopéveov TV
TOYKPEATIKOV KL TV NTATIKOV EVEOU®V.

YynAo eninedo ovpikov 0&E0¢ 6TO aipa.

Awoppoideg, mévog oto 0pho, apoppayio oto 0OAN, SVCKOAIN GTNV KATATOGN 7
aVIKOVOTNTO KATATOoNC.

Kayyo M enddvvn aicOnon ot ylooodo, @Aeypoviy tov emiBniiov 1ng
YOGTPEVTEPIKNG 0500, VITEPPOAIKN TOGOTNTA OLEPIMV GTO GTOUAYL ) TO £VTIEPO.
Amndrewo fapovg.

MvockeLeTIKOG TOVOG (TOVOG GTOVG UDEG KOl TO 00TA), LVIKY advuvapia, HUIKN
KOT®GT, LVIKOC TOVOC, HVTKOT oTaGOf.

Pwwn Enpotnta, BovAwpévn potn.

YrepPolikr| por) dakpO®V.

Mn @ucoroyikn aicOnon tov dépUatog, Kvnopoc, EepAovdiopa Kol @AEYHOVN
TOV OEPUATOG, (QAVKTOIVEG, OKUN, OVOYPOUOTIOHOS TMV VYLDV, OTOAE
LOAMDV/TPLYDV.

Mn pvotoroyikn aicOnon ota dkpa.

Mn @ucloroyikd petwuévn/oanénuévn evotctnoia, E101KA TNV aT.

O&eio KooOpa GTO GTOUAYL.

Apuddtwon.

E&awyers.

Mn @uGLOAOYIKOG YPOUATIGUOG TOV 0VPMV.

Kotabiwm.

Piyn.

umopet va ennpedoovy émg 1 ota 100 dtopa

Ametinticn yuo ™ (oM Aolpwén tov poAakol 16100, CUUTEPIAUUPOVOUEVIG TNG
TPOKTOYEVVNTIKNG TtEPLoyNS (BAERE Tapdypapo 2).

AyyeloKd eYKEQPUAIKO EMEICOD10.

Kopdiokn mpocforn mov mpokaieitor amd Swokonn N Heiwon Tng mapoyng
OLOTOG TPOG TNV KAPOLdL.

Metaforéc otV MAEKTPIKY OpacTnplOTNTA TNG KOPOWIG 1 UM QUGLOAOYIKOG
KapdLaKog puouog.

YVAA0YR VYPOD YOP® Ao TNV KAPdLd (TEPIKAPIIKT) GLAAOYN).

Hrotwn avemdpkero.

[Tovoc 610 oTopdyt (KotAia), TOL OPEIAETAL GE PAEYIOVH TOV TOYKPEATOC,
Kotaostpoer 6yKov Tov €XEl WG OTOTELEGUA T O1ATPTOT) TOV EVIEPOU.

Dreypov (mpr&yo kot epuBpotnTa) TG YOANSOYOVL KOOTEWS, ME 1 Y®Pig
oxeTlOLEVOLG YOAOAB0VG.



Mn oevowoloyikny 8iodoc pe Vv popen ocvptyyiov (cwAnvapiov) omd pio
(PLOIOAOYIKT COUATIKY KOIAOTNTA G piot GAAN 1 6TO dépLa.

[T6vog oto otopa, ta dovtie Kovn T yvabo, Tpnéipo 1 TANYEG 6T0 £0MOTEPIKO
TOL GTOMOTOC, Lovdtacua 1 €va aicOnua Bapovg otn yvdbo 1 yardpmon dovtioo.
Avté pmopel va eivor onueio kot copntoOpoTo 00TIKNG PAAPNG otn yvabo
(ooteovékpmon), PA. Topdypao 2.

YnepPolikr] mopaymyn 6Ovpeogdikdv oppovav, ot omoieg av&dvouv TV
TOGHTNTO TNG EVEPYELOG TTOV YPTGLLOTOLEL TO GO KATH TNV OVATOVOT).
[IpoPANpa pE TNV ETOVAWDGT) YEPOLPYIKOD TPADUATOG,.

Avénuévo eminedo eviOOL (POCEOKIVAGT TG KPEATIVIVIG) OilaTog amd TOV .
YrepPoikn] avtidpacn o€ KAMO OAAEPYLOYOVO, GUUTEPIAUUBAVOUEVOL 1TNG
EMOYIKNG CALEPYIKNG pviTidag, eEovONUATOG GTO SEPLLO, KVIGLOD TOL dEPIOTOC,
Kvidwong, TpnEINATog 6€ 0TO0ONTOTE UEPOG TOV GMUOTOC KOl TPOPANU STV
ovaTVOn.

Ddreypovn Tov ToEoc EVIEPOL (KOATION, IGYOUIKT] KOMTION).

Yraviec: pumopet va ennpedoovy £o¢ 1 ota 1.000 dtopa

YoBapn avtidpacn Tov déppatog Kovn v PAevvoyovav (cOvdpopo Stevens-
Johnson, to&ikn emdepikn vekpOALGT, TOADLOPPO EPVONL).

Yovdpopo Avong tov oykov (TLS) — To TLS zmepilopfdver pio cepd amd
UETAPOAIKEC EMTAOKEG 7OV WTOPOVV Vo TPOKOWYOLV KOTG TN OLIPKELD TNg
avTiKopkwvikng Bepameiog. Ot emmAOKES OLTEG TPOKAAOVVTOL OO T TPOIOVTQ
OmOSOUNONG TOV KOPKIVIKOV KLTTAPOV Tov Bavatdvovtol Kot Umopel va
meptopupavouv tic €€nc: vavtia, SvoKoAio GTNV avamvon, U QELGLOAOYIKOG
KOPOOKOG TOANOC, LVIKEG KPAUTES, EMANTTIKEG Kpioels, BoAoOTNTO TV 0Vp®V
Kol KOT®on oxeTlOUEV] HE N (QUOIOAOYIKO OMOTEAEGLOTO EPYUCTNPLUK®V
eetdoev (VYNAG eninedo kodiov, oVPIKOV 0EEOC KOl PMOGPOPOVL KOl YOUNAG
eminedo acPeotiov 610 aipa), Ta OmOl0 UTOPOVV VO TPOKAAEGOLY OAAAYEC TNG
VEQPIKNG Aettovpyiog Kot o&eia veppikn avendpketa.

Mn @UGLOAOYIKN HVTKN KOTAPPELGN, 1| OTolo, UTopel Vo 00N YNOEL GE VEPPIKA
nwpofAnpata (papdopvdivon).

Mn @ucloroyiég HeETOPOAEC OTOV €YKEQOAO, Ol OToieg Umopel Vo TPOKAAEGOVY
éva  QACUO CUUTTOUAT®V, OCLUTEPIAAUPOVOUEVOD TOV TOVOKEPAAOL, TNG
oLYYLONG, TOV EMANTTIKOV KPIoEMV Kal TNG amdAEWG TS Opacng (cVVOpouo
avaoTPEYIUNG OTicO10G AeVKOEYKEPAAOTADELNG).

Encddvvn e&éhkmon tov dEpHatog (Yoyypavaddeg muddepua).

dAeyuovn Tov Hratog (Mratitidw).

dAreypovn Tov Bupeoeldong adéva.

BAaPn ota pkpotepa opoedpa ayyesio, mov elvar yvootn g OpouPmtikn
pikpoayystonadeio (TMA).

Mn yvootég (n ovyvotnta dev pmopei va ektiundet pe faon ta dwwbéoipa dedopéva):

Awykoon kot e£achévnon Tov ToyOUOTOG AoEOpoL ayyeiov 1 Sloy®Popds
TOV TOLYMHOTOG ALLOPOPOL OryYeloL (avEDPLGLLO KO OPTIPLOKOL S OPLICHLOT).

Ava@opa avemOOuNTOV EVEPYELOV

Edv mapotnpioete Kdmola avemBOunT evépyeln, eVIEPOOTE TOV YWTPO Gag. Avtd 1oYVEL
Kot yio Kabe whovr avemBountn evEPYELD TOL OEV AVAPEPETAL GTO TTAPOV QOUAAO OONYLDV
ypone. Mropeite emiong vo avaeépete avemBounteg evépyeieg amevbeiog, PG Tov £BViKoy
GLOTNHOTOC avapopdc Tov EOvikov Opyoviopod Oapudkmv:

EOvikog Opyaviopés @appakov
Meooyeimv 284, GR-15562
Xorapyog, ABnva



TnA: +30 21 32040380/337
doa&: +30 21 06549585
Iototomog: http://www.eof.gr

5. Iog va puraccete To Egotux

- To pdppoKo ovTd TPETEL VoL PUAACCETOL GE LEPT OV OgV TO PAETOVV Kot OEV TO
@Bavouv To TOUdLA.

- Na pn ypnoiponoteite avtd T0 QAPUOKO HETE TNV mpepounvia ANENg mov
OVOQEPETAL OTO KOUTI, TN OQWIAN Kou v KLyéAn upetd v «AHEH». H
nuepopnvia ANEng etvor 1 tehevtaio nUEPE TOL PVO TOL AVAPEPETOL EKEL.

- No puAacceTE GTOV aPYIKO TEPLEKTN YO VO TPOSTATELETAL Otd TNV vYpacia. To
Qapuako ovtd dev amartel Waitepeg ovvOnkeg Oeppokpaciog OAaEnC.

- No pn ypnowonoteite ovtd T0 EAPLOKO €6V TOPATNPNCETE OTL 1] CLOKELOGIN
mapovctilel omoladnTote Phopd 1 paiveTal va £xet avorydei.

Mnyv metdte @ApUOKO 6TO VEPO TG OMOYETEVONG 1| GTO OIKIOKA omoppippata. Potiote tov
(OPLOKOTOLO GOG Y10 TO TAG VO, TETAEETE TOL PAPUAKO. TTOV OEV YPTNCUOTOLEITE 7. AvTd Tal
pétpa Ba fondfcovv oV TpocTacico Tov TEPPAAAOVTOG.

6. Mepreyopeve TS ovokevAGing KO AowTEG TANPOPOpieg

Tvegpréyer To Egotux

H dpaoctikn ovoia gival 1 covvitvipnn. Kabe kaydkio nepiéyet 12,5 mg, 25 mg, 37,5 mg 1\
50 mg covvitvipnng. Ta dAAo cvotatikd sivat:

- Lepigyouevo xawoxiov: Mikpokpootoddikn kvttapivn (E460), wappeAroln
vatplovyog dactavpovpevn (E468), poavvitoan (E421), mofidovn K-30 (E1201),
oteatikd payvioto (E470b)

- Hepifinuo kowoxiov: Zehativy, d10&eidio trtaviov (E171), epuBpd o&eidio tov
ownpov E172 (yw xoydxw 12.5 mg, 25 mg kot 50 mg), kitpvo 0&gidio tov
ownpov E172 (v xaydxo 25 mg, 37.5 mg kot 50 mg), padvpo o0&eido Tov
ownpov E172 (v kaydxkia 25 mg kot 50 mg), pehdvi ektommong (Aevkd yua
kaydxkio 12.5 mg, 25 mg kot 50 mg kot povpo yo koyakie 37.5 mg)

- Aevko uelovt extomwons: Koppeo Adkkag (E904), d0&eido titaviov (E171),
TPOTVAEVOYAVKOAN

- Madpo uelovi  extomwong: Koppeo Adkkag (E904), mpomuievoyAvkoOAn,
CUUMVKVOUEVO  OldALMO.  apu@Viog, povpo o0EEld10 Tov  olNPov, KoAiov
VOpo&eidio

Epg@avion tov Egotux kot mepieydpeva tng cvokevooiog

To Egotux 12,5 mg xvkAo@opel 6e LopP1] SKANPOV KOWoki®mv Le TOPTOKOAL KGAVUUO Kot
TOPTOKAAL KUPLO HEPOC, TO OTTOL0 PEPOVY TVTOUEVEG LE AEVKO HeAGVL TNV €voeiEn «SB 12.5»
KOl AEVKT] YPOUUT 6TO KOPLO HEPOG, TEPLEYOVV KOKKIO KITPIVOU €M TOPTOKAAL YPOUATOS, UE
OVOLOGTIKO UnKog mepimov 14.3 mm.



To Egotux 25 mg xukAo@opel 6€ Lope1] GKANPOV KOWYOKIOV LE KOGTUVOKITPIVO KAAVLLLO KoL
TOPTOKOAM KOPLO HEPOG, TO OTTOI0L PEPOVY TUTMUEVEC UE AEVKO PEAGVL TNV évOelEn «SB 25»
KOl AEVKT] YPOULUY OTO KOPLo HEPOG, TEPLEYOVV KOKKIO KITPIVOU €M TOPTOKAAL YPOUATOG, LE
OVOLLOIGTIKO UnKo¢ epimov 15.9 mm.

To Egotux 37,5 mg xkukAo@opel 6€ HOpPN CKANPOV Koyokiov pe KiTpvo kdAvppo kot
KiTPIVO KOPLo UEPOG, T OTTOIR PEPOVY TUTOUEVEG LE POodPO PEAGVL TNV EvoelEn «SB 37.5» kat
LoOpn YPOULUT OTO KOPLO HEPOC, TEPLEYOLY KOKKiM KITPIVOL £®G TOPTOKOAL YPOUATOS, UE
OVOLOGTIKO UKo epimov 18.0 mm.

To Egotux 50 mg kukAo@opei 6€ HOPPT CKANPOV KOWYOKI®V [LE KAGTOAVOKITPIVO KOAVULLO KoL
KOOTAVOKITPIVO KVUPLO HEPOG, T OTOI0L PEPOVY TUTMWEVEG Ue AeVkd peAdvt Tnv évoelén «SB
50» Kot AEVKT YPOLLUY GTO KUPLO UEPOC, TEPIEXOVY KOKKIN KITPIVOL £WC TOPTOKOAL YPDLOTOG,
pe ovopaotikd pnKog mepimov 19.4 mm.

Awsrifetor oe mAooTik ELAAN Tov 30 okAnpodv Kowyokiov 11 oe KOWéAN Tov 28 oKkAnpov
KO aKiov.

Mmopei va pnv KokAo@opobv OAEG Ol GUGKEVAGIEG.
Kéroyog Adsrog Kvkrhoopiog ko IMapaockevaostiig
Kéroyog Adsrog Kvkrhogpopiag

Genepharm S.A.

180 yAu. Aewpopog Mapabovog 15351 Taainvn
TnA: +30.210.60.39.336 Fax: +30.210.60.39.402
e-mail: info@genepharm.com

[opackevactig

Pharmacare Premium Ltd.

HHFO003 Hal Far Industrial Estate,

Birzebbugia, BBG3000,
Malta

U

Genepharm S.A.

180 yAu. Aewedpog Mapabmvog 15351 ITaiinvn
TnA: +30.210.60.39.336 Fax: +30.210.60.39.402
e-mail: info@genepharm.com

To wapov @OALo 00N YLOV Yprions avaBewpnOnke 1o TeELEVTAIO Popd Tov 11/2022.

Aemtopepeic mAnpoopieg Yoo To papuako ovtd eivar dtaféoiueg 6Tov SIKTLOKO TOTO TOV
Eb6vikod Opyavicpot @appdxmv http://www.eof.gr.
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