@vAro ooV piong: IIAnpogopics yra Tov ypijotn
Akeega 100 mg/500 mg emkaivoppéve, pe Aenté vpévio dioKia

vipomopipmn/o&ikn aumpatepoVn

AP aoTE TPOGEKTIKA OLOKANPO TO QUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

o DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPdcete Eavd.
. Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO N TOV QOPUOKOTOLO GOLC.
. H ocvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTIKd Yio 60G. Agv TPEMEL VO SDGETE TO

0apuoko o€ GAlove. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0éveldg Tovg givar 010 pe ta S1kd Gag,.

. Ed&v mapotnpricete Kamoa avemBOUnTn evEpyeLd, EVIUEPMDGTE TOV YATPO 1] TOV POPLAKOTOLO
cag. AvTo 1oyvel kot yo KaOe mhovi avemBOUNTN EVEPYELN TOV OEV OVAPEPETUL GTO TAPOV
QVALO 0dNY1OV YpNong (BAéne mapdypogo 4).

T egpréyel 1o Tapov GUAAO 00N YLOV

T1 efvon to Akeega ko mota glvar 1) xpno” Tov

T mpénet va yvopilete mpv mapete To Akeega

Iog va mapete to Akeega

[MBavég avemBounteg evépyeteg

Ia¢ va puidooete To Akeega

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Uk wd P

1. Tu givan To Akeega ko oo, givan n yp1jon Tov

To Akeega gival €évo @AppoKo oL TEPLEYEL 0V0 OPACTIKEG OVGIEG: Vipamapiumn Kot o&ikn
AUTPATEPOVY, KOL POl UE dVO SLOPOPETIKOVS TPOTOVE.

To Akeega ypnowponoteital yuo T Oepaneio evAMKOV avopdV e KapKivo ToOL TPOGTATH OV £YOVV
UETAPOAEG O GLYKEKPLUEVE YOVIOL KOL TOV OTTOI®MV 0 KOpKivog Tov mpoctdtr £xel eEamlmbel oe Al
UEPT) TOV GMUOTOG KOl OV AVTUTOKPIVETOL TAEOV GE LOTPIKEC ] XEWPOVPYIKEC Depameieg Tov peId®VOLY
TNV T€6T00TEPOVN (OvopaleTal EMIoNG LETAGTATIKOG OVOEKTIKOG GTOV EVVOLYIGHO KAPKIVOG TOV
TPOGTATN).

H vipamapipnn eivon évag tomog avtikapkivikod gapudkov mtov ovopdletot avaotoréos tng PARP. Ot
avaotoieic g PARP mapepnodifovv éva éviupo mov ovopdletonr moAvpEPAOT) TG

moAv| adevoovodipwopopikng ptpolng] (PARP). H PARP Bonbd ta kbtrapa va emdiopbdcovy 1o
DNA mov €xet vmootei PAGPN. Otav avactédieton 1 PARP, to kapkivikd kdTtapa dgv umopovv va
emdlopfdcovv To DNA tovg, Yeyovog mov odnyel o€ BAvato TV KuTTAP®Y TOV OYKOL Kot GUUPAALEL
GTOV €AEYYO0 TOL KapKivov.

H apmipatepovn otapotd v mopoymyn g T€6TOGTEPOVIG GTO GMUN GOGC. AVTO UTOPEL VA
emPpadvuvel TV avamTuén Tov KaPKivoy TOV TPOGTATY.

Orov maipvete avtod T0 PAPUAKO O YI0TPOG o0 B0 GG GUVTAYOYPAPNGEL ETIOTG £VaL GALO PAPUAKO
7ov ovoudletal mpedviLovn 1 mpedviloddovn. Avtd cupPaivet o vo peimbel n mbavotnTa va
gUQavicete VYNAN apTPLaKy mieor, vVaepPorikd VYNAGL enineda VOUTOC 6TO MU 0aG (KOTAKPOTNO
VYPDOV) N LEIOUEVA ETITESOL UIAG ¥MLKNG OVGIOG OV VOl YVOOTH 0C KAAO GTO Qo GO,



2. Tvpémer va yvopilete npv wapete To Akeega

Mnyv napete To Akeega:

. o€ mepintwon aAlepyiog ot vipoamapipmn 1 v o&kn aumpatepdvn 1 o€ 0mo100NToTE GALO
a0 TO GVOTOTIKG CLVTOV TOV PUPLAKOV - AVOPEPOVTOL GTNV ToPaypapo 6.

. o€ mepintwon mov giote yvvaika kot giote | pwopel va peivete £yxvog.

o €av €yete Papid nmatikn PAGHN.

. o€ ovvdvacuo pe Bepameia pe Ra-223 (to omoio ypnoonoteitot yio t Ogpaneio Tov KapKivov
OV TPOGTATY). AVTO cvuPaivel Ady® pog Thavig adENCNG TOL KIvODVOD Yo 0GTIKO KATOYLA 1)
Bdvaro.

Mnv mtapete avTd TO PAPUAKO £V 1GYVEL OTIONTOTE A0 TO TAPOUTAVED Yo 6ag. Av dev glote fEPatot,
EMKOWVMOVNGTE LE TOV Y1ATPO 1 TOV QOPLOKOTOLO GOG TPV TAPETE OVTH TO PAPLLOKO.

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvleite oToV Y10TPO N TOV POPUOKOTOLO GOG TPV TAPETE 1) EVOGM TAIPVETE AVTO TO PAPLLOKO:

o edv €xete yopunAovg apBpods cpocearpiov. Ta onpeio kol GUUTTOUATO TOL TPEMTEL VAL
pocélete TEPIAAUPAVOVY KOTOGT, TUPETO 1| AOTUMEN, KOOMG KUl U1 PUGIOAOYIKO LEAGVINGCLLOL
N awpoppayio. To Akeega umopei eniong va peidoel Tovg aplfuode tov aocealpiov cog. O
yYwTpog cag Ba e€etdlet TaxTikd to aipa cog ko’ OAn T ddpkela g Oepaneiog cag.

o €4V €xete VYNAN OPTNPLOKY THEST) 1} KOPIIOKT AVETAPKELD 1] XOUNAO KOALO aipaTog (T younAd
enineda kaAiov oto aipa propet va av&oovy Tov Kivouvo yio TpofALaTa TOL KopdloKo
pLOUOD), elyate dALA TPOPANUOTO LE TNV KOPSIE N TO LLOPOPO. ayYEiD, EXETE AKAVOVIGTO 1)
YP1YOpO Kopdlakd pubuo, dvomvola, aipvidt avénon tov Bapovg 1 TPNEWO GTA TEAUATO, TOVG
aoTPaydAovs 1 To Tod. O Yiotpdg oo Bal LeTPE TAKTIKG TNV ApTNPLOKT o0 TtieoT ko’ OAn )
duapkela tng Bepamneiog cog.

o edv €xete TOVOKEPALOVS, OALOYEG OTNV OPAGT, GOYYLON 1] EMANTTIKY Kpion. Avtd umopel va

glvar onueio Pog GIaviag VELPOAOYIKNG aVETIOOUNTNG EVEPYELOG TTOV OVOUALETOL GUVOPOLO

omictag avaotpéyung eykeparondderag (PRES) mov €xel cvoyetiotel pe tn ypnomn e

VIpOTOPIpmNG, oG 0pacTikng ovciog tov Akeega.

€dv €xete VYNAO TLVPETO, KOTWOOT KoL AAAL onueia Kot copmTdpato Bapldg Aoipméng.

e €xete, N glyarte oto TapeABov, BpduPovg aipatog 6Tovg TVEDOVES 1 TA TOJLA.

edv €xete NTaTICd TPOPAN AT

edv €xete younAd  vymAd eminedo cakydpOL GTO Al

e €xete poikn advvapio Koun puikd Tovo.

Edv xdmoto amod to mapandve woyvet yia €6dg (1] dev giote BéParor), amevBuvieite otov yiatpod 1| Tov
POPLOKOTOLO GOG TPV TAPETE OVTO TO PAPLLAKO.

Edv epoavicete pun puotoloyucoig aptfpodg aptocs@aipiov yio HEYEAo ¥poviko d1doTnpa EVOsHm
naipvete to Akeega, ovtd pmopei va ival onpeio mo coPapdv TpofANUATOV e TOV HVEAD TV
00TAV, OTMOC £vaL TO KUVEAOSVOTANGTIKO cUVIpouo» (MAX) N 1 «o&eila poeloyevig Asvyouuion
(OMA). O yuwtpdg cog pmopet vo, OeAnoel va eEeTAoEL TOV LDEAD TOV 00TMOV GOG Y1 VoL EAEYEEL YO
aVTA T TPOPANLOTAL.

IIpwv mapete 10 Akeega, WANGTE EMIGNC UE TOV YIATPO 1] TOV QOPLOKOTOLO GOGC:

. Yo TV emidpacn mov umopei va £xel oto 06Td cog To Akeega.
. yuo T Aqun Tpedvilovng 1 Tpedviloldvng (éva GALO @dapuako ov mtpénet vo toipvete pali pe
t0 Akeega).

Edv dev elote PéPaiot av kdmol0 amd T TUPOTAV® LGYVEL Y10 GOC, GLLNTAOTE LE TOV YITPO 1) TOV
POPLOKOTOLO GOG TPV TAPETE OVTO TO PAPLLOKO.

IopoakoiovON6n GINETOAOYIKAOV TUPUAPETPOV
To Akeega pmopei va enmnpedoet 10 Hop (To GUKMTL) GG, OLLMS UTOPEL VO UV TOPOTNPOETE
KaBOAOV GUUTTOUATO NAATIKOV TPoPAnpdtov. I'V avtdv Tov AdYo, 0TOV TaipveTE AVTO TO PAPUAKO, O



Ytpoc cog Oa e£eTAlEL TO QL0 GOC GE TAKTA YPOVIKA SIOCTILLOTO, Y10 VO SLOTICTMOEL av EXNPedlel To
Nmap Gog.

Howora ko £éenpor

To @dppaxo avtd dev mpoopiletar yia ypnon oe mondid kot prifovs. Edv to Akeega xatoamobel Kotd
AGBoc amd éva maudi N Evav EenPo, Tnyaivete ovtd 10 dTopo apécms 6To vocokoueio kot mhpte padi
G0G TO TOPOV PLALO 0dNYIOV XPNONG YO VAL TO OEIEETE GTOV YLOTPO TOV TUNIOTOG EXELYOVTOV
TMEPLIOTATIKDV.

Alro @appoxo kor Akeega

Evnuepmote tov yiatpd 1| T0V QopUOKOTOL0 Gag €6V maipvete, £xeTe TPOGPATA TAPEL 1] Uwopel va
mhpete dAla pappoka. Avtd copPaivel emeldr| To Akeega pnopet va ennpedoetl Tov TpOTO e TOV
omoio dpovv optopéva GAAa apuaka. Eriong, opiopévo GALD APLOKO LTOPOVY VO EXNPEAGOVY TOV
Tpomo mov dpa to Akeega.

H Bepaneia pe pappoka wov GTaUATOVY TNV TUPOYOYT TEGTOGTEPOVIG OO TOV OPYAVIGUO UTOPEL VoL
avéNoet Tov Kivouvo TpofAnudtev kapdiokod puuod. Evnuepmote tov yiotpd cog edv Aapupdvete
QapuoKa:

o v ™ Bepoameio TPOPANUATOV TOL KopdlakoD puOuov (m.y., Kvidivn, Tpokaivauion,
OLLOOAPOVY] Kol GOTAAOAN),
o OV €vol YVOOTO OTL AEAVOVY TOV Kivouvo Yo TpofAnpata kapdiakov puBupov (m.y.,

uebadovn), TOL YPNGIUOTOLEITAL Y10, TIV AVOKODPIGT) TOV TOVOL Kal O HEPOS TG 0moTo&ivwong
a6 €010 oTa VOPKOTIKGA, LoEpAo&acivn, Tov etval Eva avTiBloTiKO, OVTIYLYMOGIKA, TOV
YPTOLLOTOLOVVTOL Y10 GOPAPEG WOYIKES 0GOEVELEC.

Evnuepdote tov yiatpd cog edv ToipveTe KATO10 0t T QAPLOKO TTOV OVOPEPOVTOL TOPATAVE®.

To Akeega pe Tpoon
o Av10 T0 Pappako dev pémet vo AapPavetorl poall pue tpoen (PA. mapdypapo 3, « Aqyn Tov
Akeega), kobmg KTl TETO0 Umopel va, avNceL Tov Kivouvo cag yio avemBOunTeG evépyeLeC.

Kinon kot Onhaopog

To Akeega dev mpoopileTal yio ¥pNon 6€ YOVaiKeC.

o Av10 10 PappaKo propel va TpoKarécsel PAAPT 6To ayévvnTo modi edv AneOei amd yuvaikeg
7oV €lval £YKVLEC.

. IMovaikeg Tov givan £ykveg N umopel va peivovv £ykveg Oa TPETEL va OPOLY YAVTLO EQV
YPEWGTEL VO OKOVUTCOVY 1] va YEpLoTovy To Akeega.

AVTIGOAANYM Y10 Avdpeg Tov ypnoiponotovy to Akeega

. Edv &yete oeEovaiikn emapn pe pio yovaiko Tov pumopel vo petvel £yKuog, YpnoyYLoTooTe
TPOPLAUKTIKO KOl GAAN pio amoterecpatiky néfodo aviicOAAye. Xpnotlponoleite
AVTICLAAN YT KaTd TN Stdprela tng Oepameiog Kot yio dStotnuo 4 unvev PETA T S10KO0TH TNG.
AmevBuvieite oTOV Y10TPO GOG OV EYETE OTOLECONTOTE EPOTNCELG GYETIKA LLE TNV AVTIGOAANYN.

. Edv &yete oeEovaikn emapn pe pio £yKvo yovoika, ¥pnoLOTOUGTE TPOPVANKTIKO Yo VOl
TPOCTOUTEYETE TO AYEVVITO TTOOI.

001yNoN Ko YEPIOROS PNV LATOV

H Aqymn tov Akeega umopei va 6o KAVEL va VIOGETE advvapio, EALEYT GLYKEVTPMGTG, KOVPOOT N
CaAn. Avtd umopel va, ETNPEACEL TV IKAVOTNTA GOG Y10 001 YNOT KoL XEPIGUO Uy ovnUdTov.
Emdei&te mpocoyr 6tov 0dnyeite 1| YP1OLOTOIEITE UM AV LOTA.

To Akeega mepréyel AakToOln Kol vaTpLo

. To Akeega mepiéyetl Aaktoln. Av o yratpdc cog Exel el 0Tl £xete dvoavesio oe opiopéval
GUKYOPO, LWANOTE LE TOV YIOTPO GOG TPV TAPETE AVTO TO PAPUAKO.
. To @apuaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avé d6on, ival avtd oV

ovopdlovpe «elebBepo vatpiovy.



3. Iog va wapete 10 Akeega

[Tévtote va TaipveTe TO GAPLOKO CVTO QVOTNPA COLPOVA LE TIC 001 YIEC TOL YaTPOL Goc. Edv &xete
apPIPOAIEC, POTAGTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOC.

Il6co vo mapete
H cuvictdpevn 86om évapéng eivar 200 mg/1.000 mg (dvo diokia) pio popd v nuépa.

Afyn Tov Akeega

. Na maipvete avTd T0 PAPUAKO OO TO GTOLO.

. Mnyv naipvere To Akeega poli pe tpoi).

. ITapte ta diokia tov Akeega ¢ epdnag doon pia eopd v Nuépa pe gt oTopdyt

TOVAGYLGTOV Pio AP TPLY A0 TO PAYNTO 1] TOVAAYLETOV 000 APES PETA TO PayNTé (PA.
mapdypoo 2, «To Akeega e TpoQ»).

o Noa katanivete ta diokio oAdKANpa pall pue vepd. Mnv ordrte, Opvuuatilete | pocdte to diokia.
Av10 Ba dStacpaiicel 6TL TO PAPOKO dpa OGO TO FLVATOV KOAVTEPOA.
o To Akeega AapPdaveron poli pe éva @dppoko mov ovopdletol TpedviLovn 1 mpedviLoAdvr.
o Aoppavete v Tpedvilovn 1 TpedviLoAdvn avoTnpd cOLEMVA LE TIG 00MYIEG TOV Y1UTPOD
c0G.
o [pénet va maipvete mpedvilovn N mpedvilordvn kabnuepivd evd maipvete 1o Akeega.
o H mocotta mpedvilovng N tpedvilorldvng mov maipvete pumopel va ypetaotel vo aAldet

oV TOPOVGIACETE KATOL EMEIYOVGA 10.TPIKY KoTAoTaoT. O YaTpdc cog Oa cag
evnuepmoel av ypelaotel va aAddEete v mocdtta mpedviiovng 1 mpedviloAdvng Tov
naipvete. Mn dakomtete T ANy g Tpedvifovng N TpedviLoAovng, Tapd Lovo av Gog
V7odei&el KATL TETO10 0 Y1ITPOC GOC.

O y10tpdg o0g umopel emiong va cuvTayoypaenoel GALa pdapuaka evocm maipvete To Akeega.
Eév mapete peyorvtepn 06on Akeega amd TNy Kavoviky

Edv mépete meprocoTepa d1oKio amd TO KAVOVIKO, ETIKOWVMVIAGTE LE TOV Y10TpO cag. Mmopel va
SoTpéyete aLENUEVO KIVOLVO EUPAVIONG AVETIOVUNTOV EVEPYELDV.

Edv Egyaoete va mapete To Akeega

Edv Eeydoete va mhpete to Akeega 1 v mpedvifovn 1 TpedviLoAdVn, TapTE TN cLVNOIGUEVT GOG

d0o1 auéomg uog to Bounbdeite v idto nuépa.

Edv Eeydoete va mapete to Akeega 1 v tpedvilovn N Tpedviodovn yia meplocdtepeg and pio
NUEPES — EVNUEPMOTE TOV YATPO oaG Ypig kabvoTépnon.

Mnv tapete SmAn 6001 Yo v OVOTANPOGETE T 6001 oV EeYdoaTE.

Edv éxete meplocdtepeg pMTNGELG GYETIKA LLE T YPTOT CGVTOV TOL POPUAKOV, POTHOTE TOV YIATPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOO GO,

Edv stopoticere va naipvete o Akeega

Mn ctapatioete vo, maipvete to Akeega 1 v tpedvilovn N TpedviLoAOVN, ToPaE LOVO OV GOG
VTOdEIEEL KATL TETOLO O Y10TPOG OUG.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LIE TN YPNOT] AVTOV TOV PUPAKOV, POTAGTE TOV Y1UTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4, IIBavég avemBOUNTES EVEPYELES

Onwg dha Ta eAappoKa, £TGL KoL 0VTO TO QAPUAKO UITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
Kol 0gv mopovctdlovial 6 OAOLE TOVE KVOPMTOLG.



Yopapég avemOBOUNTES EVEPYELEG
Yropatiote vo maipvete To AKkeega kon avalntiote dpueca wtpiki) fondsia edv TapatnpriceTe
0TTOL0ONTTOTE OO TO AKOLOVOO cVPTTONOTO:

IHoAv ovyvég (umopel va emnpedoovy nepiocdtepa omd 1 ota 10 dropa)

. Meldviaopo 1 apoppoyio yior LEYOADTEPO SAGTNLA 0TO TO GLVNOIGUEVO OV YTUTGETE — AVTA
umopet va glvan onpeia yopumiov apBuov aponetoriov (Bpopforevia).

. AloOnpo dvomvolag, évrovo aicOnpa Kodpaone, wypd dépua 1 YpNyopos kapdiakds puOudg —
VT pmopei va ival onueia yapumAov aplfuov pudpadv apocealpiov (avaipio).

o IMopetog 1 Aoipwén — o yopmAdg ap1Buds Aevkmdv apoceatpiov (ovdeteponevia) pnopet va
avénoet Tov Kivouvo Aolpméng. Ta onueia propet va meprrapfdvovv Topetd, piyn, aicdnua
advvapiog 1 ouyyvons, Pya, Tovo N aicOnua Kayipatog katd v ovpnor. Opiopéveg
Aoméelg umopel va lvar cofapéc kot voExeTat va, 0dnyicovy e Bavarto.

o Mvikn advvapio, poikég 0ecUOMOELS 1) SLVATOG KapOlakog xTvmog (aicOnpa TaAudv). Avtd
umopei va glvar onueio 6TL TO EMIMESO TOL KAAIOV 6TO aipa cog etvat Yo unAd (VToKaAlopio).
o AvEnuévo eminedo Tov eVIOIOL «OAKOAIKT QOCPOTACT GTO Gl

Mn yvooTig svvoTnTOS (d€V UmopolV va ekTiunBovv) — dev avaeéptnkay pe ™ ypnon tov Akeega
aAAG avaeEPONKaY pe TN ¥pNon TS Vipamapiumng | g o&Ikng aumpotepdvng (GLGTATIKG TOV
Akeega)
o Alepyucn avtidpaon (coumeptiappfovopuévng Bopldg oAAEPYIKIG avTIOPAON S TOV UTopEl Vo
elvan ametintiky v ™ Co1)). Ta onueia meprrapfavouv:
EMNPUEVO Kot Kvnoumdeg eEavOnua (kvidwon) Kot TpNnEo - UepIKES POpEC 6T0 TPOCMOTO 1 TO
otopa (ayygrooidnua),
OV TTPOKAAEL SUOKOAID GTNV AVOTVOT), KoL KATEPPEWYT 1 ATMAELD GLUVEIONOTG.
o Mo Eapvikn avénon g apTnploKng Teons, Tov purnopet va gival pia emetyovsa 1oTpikn
Katdotoon 1 owoia Bo propovoe vo odnynoetl o€ PAAPN opydvov 1 umopel va ivar omeNTIKY
vt {on.

Addeg avemOVUNTES EVEPYELEG
Edv mapotnpnoete kamoto GAAT avemBOuUnTn eVEPYELX, EVILEPMDGTE TOV YITPO GOG. AVTEG UTOPEL Va
eptAapPavouv:

oAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa amd 1 ota 10 droua):
o ovporoiumén

o YOUNAOG aplOUOG AEVKOY apocPalpiov (Aevkomevia), Tov TapoaTnpeital 6TIG EETACELS AIATOG
o YOUNAOG apOUOG EVOG TOTTOL AEVKDV ALLOCQOIPI®Y (AEUPOTEVIQL), TTOL TOPATNPEITUL GTIC
e€etdoeig aipartog

VYNAN apTNPLOKT TTiEon

pelmpévn opeén

dvokola otov vrvo (abmvio)

aicOnua {aAng

dvomvola

TOVOG GTO GTOUAYL

dvokootnTo

Téomn Yo Epeto (voutia)

£UETOC

TOVOG PAYNG

OVoC 6TIS apfpmoelg

aicOnpa £vtovng kovpoong

aicOnpa advvapiog

VYNAO eMinedo cakyGpov 6To Al

ATMAELO BAPOVG

TPNELO OTA YEPLO, TOVS UOTPUYAAOVG 1 TO TOSLOL

avénuévo eminedo «KpeaTviviegy 6To aipo



Yoyvég (umopel va emmpedoovy émg 1 ota 10 dtoua):

TveLHOVIX

Aolpwén tov Tvevpovav (Ppoyyitidn)

Aolpwén g pdng Kot Tov Adipov (pvoeopuyyitidn)

VYNAL enimeda gvog TOmov Amdiov (vrepTprylvukepdaiptior) 6To aipa
KOTAOAyM

aicOnpa dyyovg

TOVOKEPAAOG

YPTYOPOS KAPILAKOG (TOTOG

YPYOPOS 1 AVOLLOIOUPPOS KAPALaKOG XTVTOG (st o madpdv)
aKOVOVIOTOG KAPOLOKOS Y TOTOG (KOATIKN LopUopuyn)

KOpOLOKY| OVETAPKELD, TTOL TPpOoKaAel dOoTVola Kot TpMEo ota T
KOPOLKN TPOGPoAn

dvopopia oTtov BMPOKa, TOL CLYVA TPOKAAEITAL OO TN COUATIKY dPAGTNPLOTNTA
Prixag

Bpoupog aiptoTog 6TOVG TVEVHOVEG, TTOL TPOKOAEL TOVO GTO 6T H0G Kot SVGTVOLL
QAEYLLOVT] TOV TVELHLOVOV

dvomeyia

Suappota

(POVCK®LOL

TANYEG GTO GTOUA

Enpootopia

NTOTIKN AVETAPKELDL

depuotikd eEdvinpa

puikoi mdvot

aipo 6To 0vpa

ALENUEVO eTITEDO TOV EVEDLOV «OOTAPTIKY OULVOTPOUVGPEPACT) GTO L0
aLENUEVO ETITEDO TOV EVEDLOV «OUIVOTPOVOPEPAOT] TNG AAOVIVIIOY GTO Oliplal
KOTAYLOTA OGTAOV

‘O ovyvég (Lmopel va ennpedioovy €mg 1 ota 100 dropa):

Baptdg popeng Aoipmén (onyortpic) Tov eEATAMVETL OO TIC OVPOPOPES 000VG GE OLOKANPO TO
GO

QAEYLLOVT] TOV LOTIOV (EMTEPLKITION)

aicOnpa cvyyvong

aAdayn oty aicOnon tng yevong

un evororoykd HKI (nAektpokapdioypdenua), Tov o pmopovoe va amoterel onpeio
KapOLOKOV TpoPfAnudTev

pwvoppayieg

QAEYLLOVT] TOV TPOCTATEVTIKOV PAEVVOYOVOV TMV KOIAOTHTOV TOV COUATOG, OTMG TNG LOTNG,
TOL GTOLOTOG 1 TOV TENTIKOV GUGTIUATOC

avEnpéVN evaictncia Tov SEPIOTOC GTO NALOKO PMC

aVENUEVO ETTEDO «Y-YAOLTAUVAOTPAVGPEPACN S GTO Qi

Mn yvooeTig ovyvoTnTOG (deV ptopolv va ektiunfovv) — dgv avaeéptnkoay ue m ypnon tov Akeega
aAAG avaeéPONKaY pe T ¥pNon TS vipamapiumne | g o&Ikng aumpotepdvng (GLGTUTIKG TOV
Akeega)

youniot apfuoi OA®V TOV TOTOV AUoc@apinV (ToyKVTTOpOTEVIX)

GONo” TOL EYKEPALOL LE GUUTTOUOTA T OTTOT0 TEPIAAUPAVOLY ETANTTIKESG KPIGELG
(omooUOVC), TOVOKEPUAD, GUYYVOT Kal LETOPOAEC otV OpacT (chvdpopo omichiag
avaotpéyiung eykeparontddeioc | PRES), mov givar pio emetyovoa 1atpikn katdotaoT 1 omoia
Ba pmopovoe va 0dnynoel o€ PAAPN opydvov 1 propet va givor armetdntiky yia tn {on



o TpoPAnpaTa e Ta emveppidta (oyeTILOpEVA e TPOPANLOTO LE TO OAATL KOl TO VEPO) OOV
TOPAYETAL TTOAD LUKPT] TOGHTNTO OPLOVIG, TOV LITOPEL VO, TPOKOAEGEL TPOPAN AT OTTMG
advvapio, Koupoor, ardAels OpeEng, vavtio, apLIAT®oT Kol aALAYES GTO dépLaL

. dvokoAia ot GKEYN, TNV AVAKANGN TANPOPOPLOV 1 1 AOoT TPoPANUETOV (YVOGLOKY

Swatapoyn)

. QAEYLLOVT] TOV TVELHOVOVY IOV OQEIAeTOL 0 AAAEPYIKT avTidpacn (aAAepyIKn KOWeMIITION)

. aAAEPYIKN avTidpoon

. poikn vocog (pvordbeia), ) onoia pmopel va mpokarécel puiky| advvapio, Svokapyio 1
GTACLLOVG

o iGN TOL PLIKOV 16ToY (pafdopvdivcn), 1 omoio LToPEl VO TPOKAAEGEL LVTKES KPAUTES 1)

Luikong TOVouG, KoOpaasT Kot oKovpdypmua ovpa

Ava@opd avemOOunTmV gvepyEtOdvV

Edv mapotnpricete Kamoo avemBOpunTn evépyela, EVIUEPMDGTE TOV YATPO 1] TOV QPOPLAKOTOLO GUGC.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evépyela TOL OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
xphons. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, pécm tov EBvikov
Opyaviopov @apudrkmv, Mecoyeiov 284, GR-15562 Xolapyog, Adnva, TnA: +30 21 32040337,
Iototonog: http://www.eof.gr, http://www.Kitrinikarta.gr. Méow tng avapopdg avemtbountov
gvepyelmV pmopeite va fondfcete 0T GLALOYN TEPIGTOTEP®V TANPOPOPLAV GYETIKA LLE TNV ACPAAELD
TOV TOPOVTOG POPUAKOV.

5. Ilog va purdccete To Akeega

To @dppaxo ovtd TPEMEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILEL.
Noa pun xpnoHonoteite ovtd T0 QAPUOKO UETE TNV NUEpOUNVic ANENG TOV AVOPEPETOL GTOV TEPLEKTN
(@VALO KVYEANC, ECMTEPIKT] ovadtmAoVIEVT BNKN, eEmTepikn avadumAobpevn Ok Kot kouti) petd 1o
AHZEH/EXP. H nuepopnvia Anéng eivor 1 tekevtaio nUEPA TOL UVl TOL AVOPEPETOL EKEL.

To @apuako avtd dev amaitel Waitepeg cuvOnKeg EOAAENS.

Mnv metdite @ApULAKO GTO VEPD TNG ATOXETELONG 1| GTA OKLOK(A aroppinpata. Potote tov
QOPULOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUAKE TTOL EV YPMCIULOTOLETE T AvTd T pétpa O
BonBnoovv oty tpoctacio Tov TePPAALOVTOG.

6. Iepreydpeva TS GLOKELAGIOG KO LOLTEG TANPOPOPIiEg

T epréyel to Akeega

. On dpaotikég ovaieg efvar N vipamapipmn kot 1 o0&k apmipotepovn. Kabe emkaivppévo pe
Aemto vuévio dokio mepEyel 100 mg vipomapiumng kot 500 mg o&ikng apmpatepdvng.
o Ta GAAa GVGTOTIKE TOV TLPT VA TOL SLoKIOV gival KOAALOEEC Avudpo 0Eeidio Tov mupttiov,

KpooToP1ddvn, vTpopeAAOLN, povolidpikn Aoktdln, 6TETIKO HAYVIGLO, IKPOKPVGTUAALKN
KutTopivn, Aaovpviobeuxd vatplo. H enucdloyn pe Aentd vuévio mepi€yel KOKKvo 0&gidio
ownpov (E172), kitpivo o&eido cidnpov (E172), Aaovpuriobeiikd vatplo, LOVOKOTPUAOKOTPIKT|
YALKEPOAN, TOAVPIVOAAAKOOAT, TAAKT Kot d10&gidto Tov Titaviov (E171) (BAéne mapdypapo 2,
To Akeega mepi€yetl Aaktoln kot vaTplo)

Ep@avion tov Akeega Kol TEPIEYONEVA TG GVOKEVAGIAG

Ta Akeega emikodlvppéva e Aentd vUEVIO O1okia eival TOPTOKOAM YPOUATOG MOELDN d1oKia, TOV
@EpovV yopayuévn ot pia Thevpd v Evoeién «N 100 Ax» kot dev @épovv kapia Evoelén otnv GAAY
TAELPAL.

Kabe kovti 28 nuepdv mepiéyetl 56 emkaAvppEVa e AETTO VUEVIO d10Ki0 G dVO YAPTIVES
avadmAlodeveg BMkeg, Kabepio omd Tig omoieg mepléyel 28 EMKOAVUUEVA e AETTO VUEVIO O1OKIaL.


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

Karoyog Adsrog Kvkhogopiog
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopaokevaostiig
Janssen Cilag SpA
Via C. Janssen,
Borgo San Michele
Latina 04100
Itohio

["oa omoladrmote TANpoopio GYETUKA e TO TOPOV PAPUAKEVLTIKO TPOIOV, TAPAKOAEIOTE VO
angvBuvleite otov Tomiko avtmpdoswno Tov Katdyov g Adsiog Kukhopopiog:

EApLGoa
Janssen-Cilag ®oppakevtik Movorpdcmnn

A.E.B.E.
TmA: +30 210 80 90 000

To mwapdv UAAO 00N YOV Yp1ioNS avaBepnOnke Yo TELEVTAIO POpd TOV Lloviro 2024.

Addeg TNYEG TANPOPOPLOV

Agmropepeic TAnpopopieg yia 10 pappoKo avtod givol dabéoieg otov diktvako tomo tov Evponaikon
Opyaviopod Gopudxkov: https://www.ema.europa.eu.



https://www.ema.europa.eu/

