@vAro ooV piong: IIAnpogopics yra Tov yxprjot

IMBRUVICA 140 mg oxinpa xoydaxio
ibrutinib

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 00N VLAV YP1ONGS TPLV 0PYIGETE VU TAIPVETE GVTO TO
PAaPROKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

DurdEte avTo To EOALO 0N YDV Yprione. Towg ypelaotel va to dofdcete Eavda.

Edv éxete mepartépo amopieg, poINoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOUO GOLC.

H cvvtayn yio autd 1o papproako xopnyndnke omokAEloTiKA Yio 60g. Agv TPETEL Vo dDGETE TO
QAapUOKO 6€ GAAOVC. MTopel va TOVG TPOKAAEGEL PAAPT], OKOUO KoL OTOV TO, GUUTTOUOTO TNG
ac0Eveldg Tovg gival 1010 e Ta 01K Gag,.

Edv mapotmpfoete kKamoto avemBOunT evEpyela, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)
TOV VOOOKOUO 6a¢. AvTO oyvet kat Yo k6Oe mbovr avemBOUnTn EVEPYELD TOV dEV AVAPEPETOL
670 POV QUALO oMYV xprions. BAéne mapdypago 4.

T wepréyer 1o Tapév AL 00N IOV

ISR .

1.

Tt etvar o IMBRUVICA o1 mowa gfvon ) gprion tov
T mpéner va yvaopilete npv mapete to IMBRUVICA
[Mog va tapete 1o IMBRUVICA

[MBavég avemBOunteg evépyeteg

[og va puidooete to IMBRUVICA

[epreydpeva tng cvokevLUGiog Kot AOITEC TANPOPOPiEg

Th givan To IMBRUVICA kon oo givon 1) yprion tov

T givor o IMBRUVICA
To IMBRUVICA &ivat éva avTikapKivikd QApUoKo, TO 0TT0io TEPIEYEL TN dPUCTIKY ovaia ibrutinib.
Avnkel og pio katnyopio @opudkmy Tov ovopdalovtol avaGTOAEIS TNG TPOTEIVIKNG KIVAoNG.

ouwa givar n yprion Tov IMBRUVICA
Xpnowonoteitol yuo T Oepaneio TV akOA0VO®V KOpKIiVOV TOV ailoTog GTOVE EVIAIKEC:

Aéppopa oo kutTapa Tov povova (AKM), pia popen kapkivov, n omoia exnpedlel Tovg
AepoadEves, OTav 1 vooog £xel emavéLBeL 1) Ogv €yel avtamokpfel ot Bepaneio.

Xpoévio Aepgorvttapikn Aevyaipio (XAA), pia popen Kopkivov mov Tpocfiiiel o
AgvukokvTTOPA TOV OVOUALoVToL AELPOKVTTAPA, ) ontoia ennpedlet emiong Tovg Aeppadévec. To
IMBRUVICA ypnoonoteitor o acBeveic o1 omoiot dgv Exovv AaPet Tponyovpuéveg Bepomeio
yio T XAA 1 6tav 1 vOGog €xel emovepavioTtel 1 dev €xel avtamokpBel ot Oepameio.
Maxpocparpvorpio tov Waldenstrom (WM), pia popor| kapkivov mov npocPdiiet To
AevKoKLTTOPO TOL OVOpAlovTatl AepLpokvTTAPO. XPpNolonoleital o€ acevelg ol omoiot ogv
€yovv AdPel mponyovpévag Bepameia Yoo tn WM 1 6tav 1 vocsog Exetl emaverBel i) dev €xet
avtorokpdel otn Oepaneia | oe acbeveic yio Tovg omoiovg 1 ynupetodepameio yopnyovuevn poli
He éva avTicopo oev amotelel pia KotdAANAN Bepomeia.

Tpomog dpdong oo IMBRUVICA

¥10 AKM, ™ XAA a1 v WM, 10 IMBRUVICA &pa mapeumodiloviog Ty Tupoctvikn Kivact Tov
Bruton, pio tpwteivn 6to odpa, n owoio Bondd avTd To, KOPKIVIKA KOTTOPO Vo ovamtuyfodv Kot va,
emprodoovv. [apeunodilovrag avtn v npwteivn, to IMBRUVICA Bonfd ot Bavdtmon kot peimon
oV aplBUoY TOV KapPKIVIKOV KuTTtdpwv. Emiong, emPpadiver tnv emdeivawon Tov Kopkivov.

2.

T ipéner va yvopilete apwy napere o IMBRUVICA

Mnyv napere o IMBRUVICA

o€ mepinToon aAlepyiog oto ibrutinib 1§ o 00106M7OTE GALO OO TO GLGTATIKA CVLTOV TOV
QUPUAKOL (OVOPEPOVTOL GTNV TOPAYPAPO 6)
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o €av Aappdvete Eva eLTIKO ApLOKO, TO 0Toio ovopdleTat veptkd/Parcapdyopto (St. John’s
Wort) mov ypnotponoigitot yio v kotddAwym. Edv dev giote oiyovpog/n oyetikd pe anto,
WA GTE LLE TOV Y1ITPO, TOV POPUAKOTOLO 1] TOV VOGOKOUO GaG TPV TAPETE ALTO TO PAPLLOKO.

I poscdomou|oeig Kot TPOPVAGEELS

Amevbuvbeite ooV yiaTpd, TOV QUPUAKOTOLO 1| TOV VOGOKOUO cag mpty tapete o IMBRUVICA:

o €dv elyate oto TapeABoV aovvnbeig pdAomec 1| aypoppayio 1 AapPdvete omoladNmOTE PAPULOKA
N CLUTANPDUATA, TO 0TTOIN oaG AVEGRVOLY TOV Kivouvo atpoppayiog (PAEne Tapdypapo « Adha
oappoxa ko IMBRUVICAY)

o €qv €xete avOPOAO KapSaKO pLOUO 1 EYETE 1GTOPIKO OVAOUOAOV KapdlaKov puOpod 1 coPapng
KOPIIOKNG OVETAPKELNS, 1] €0V a160dvesOes omotodnmote and o axoAovOa: dvemvola, advvapia,
CaAn, MmwoBopio 1 T@on Amobupiag, Ompokikd dhyog 1 Tpnouéva TOdIo

o €dv €yete Nratikd TpofAnuata, coumepAapUPavouévou dv giyate Toté M| EYETE TOPA NTATITIOON
B (pia Loipmén tov fratog)

. €4V €yete VYNAN OPTNPLOKN TTiEoT

o € €yete vroPAnOel TPOGPUTO, GE OTOLUONTOTE YEPOVPYIKY| EXEUPACT], EOIKA €6V 0LTO Pmopei
VoL ETNPEAGEL TOV TPOTO LE TOV OTO10 OTOPPOPOVVTIAL TPOPES N PAPLOKO OO TO GTOUAYL 1) TO
€vtepd Gog

o gav mpoypoupatilete va vropAndeite og yelpovpykn exéuPact - 0 YTpdc ooG EVOEYETUL VA

oag {nmoet va otapamoete va naipvere o IMBRUVICA ya pikpd ypovikd ddotpa (3 wg 7

NUEPES) TPV KOl LETA TN XEPOVPYIKN EMEUPOCT GOG
. edv €xete veppukd mpofAnpata.

Edv omotodfmote omd o mopandve 1oyvel 6NV TEpinTmon cog (1 edv dev giote oiyovupog),
angvBouvbeite oTov YLoTpd, TOV PAPUAKOTOLO 1) TOV VOGOKOLO GOG TPV TAPETE 1) EVOGM TAIPVETE VTO
10 Qapuako (PAéne mapdypago «IMOAvES avemOOUNTES EVEPYELES).

Evoow happdavete 1o IMBRUVICA, evnuepdote apécms 1o yotpod cag edv £oeig 1 kdmoto dAro
dropo Tapatnpoel o€ €06G To ENG: OMMAELD LVAUNG, SuoKoAia ot okéyn 1 SLGKOALL ot Padion 1
ATMOAELN TNG OPOCTG — TO CUUTTMOUOTO OVTAE PTopel vo, opeilovtat oe pia ToAD omdvia aAld cofapn
€YKeQoMKT Aoipwén, n omoia propel va givan Bavatedpog (Ilpoiovca [Moiveotiokn
Agvkoeykeparonddeio | PML).

Evnuepaote dueca tov yatpd cog Qv TOpaTpioETE 1 0V KUTO10G GAAOG TOPOTN PN OEL OE EGAG:
Eapvikd povdacpa 1 advvapio ota dkpa (10img ot pio TAEVPA TOL CAOUATOG), EAPVIKT] GUYYLOT,
dvokodia oty opAia 1] GTNV KATAVONGT TOL AOYOV, OTOAEL OpACT|G, OLGKOAID 6N BAdIoN, amdAELN
ooppomiag N EAAEWYT GuvToVIGHOD, Eapvikn cofapn kepaialyio ympic yvmot atttoloyio. Mmopel
V0. ATOTELOVV EVOEIEEIC KOl GUUTTMATO EYKEPUAKOD ENELGOSI0V.

Evnuepoote apéomc tov Y1otpo cog edv ERQOVICETE TOVO GTO ETAVD OPLOTEPO PEPOG TNG KOTALAG
(KOtMOKN G YDPOC), TOVO aploTepd KATM amd ToV B®PpoKa 1] 6TO KPO TOL 0PLOTEPOV MOV g (aVTd
umopel va gival copmtdpato prigng e oTAnvog) HETd T dtakomh g Ayng tov IMBRUVICA.

Enwpdoeig oty kapdid

H Oepancio pe 1o IMBRUVICA pnopei va ennpedost Tnv Kopoid, 101KA 0V EYXETE 1101 KAPIIOKES
0o0éveleg OTMG TPOPANUATO PLOLOV, KAPIHKT AVETAPKELD, DVYNAT apTNPLOKN Ttieon, 6V £xete
dPnn M elote Tpoywpnevnc niikiog. Ot emodpdoelc pmopel va eivar coPapég kot Ba pmopovsay vo
TPOKUAEGOLVV BAvaTO, CUUTEPIAOUPAVOUEVOL OPIGUEVEG POPES apVidtov Bavdatov. H kapdiokn cag
Aertovpyia Oa eEléyyetan mpv Kot Katd tn didprela tng Oepaneiag pe 1o IMBRUVICA. Evnuepmote
OUECME TOV Y1OTPO COC OV VIDGETE dSVOTTVOLN, £XETE OLOKOALL GTNV avarvon otay Eamhavete, TPNELLO
TOV GKPOV 00DV, TOV AGTPAYUA®Y 1] TOV TOSMV Kot adVVIUIN/KODPaoT) KATE T S1ApKELL TNG
Oepanciog pe IMBRUVICA - avtd umopei va givar onueio Kapolokig avemdpKelog.

Koza m dudprela g Oepaneiog pe to IMBRUVICA umopei va tpocfinbeite amod 0yeveic,
Baktnplakég 1 LOKNTINCIKEG AOTUDEELS. XE TEPITTOOT TOV EUPAVIGETE TVPETO, Piyn, advvopia,
GUYYVOT], TOVO GTO GO, CUUTTMUATO KPVOAOYHIATOG 1] YPInNg, aicOnua kémwong i dvorvola,



KiTpvn ¥potd Tov SEPUOTOC 1] TV 0PBUAUDVY (IKTEPO), EVILEPDGTE TOV Y1aTPd coc. Mrmopel va
nmpdrelTon yio onpeio Aoipméng.

A0QOYOKLTTOPIKT) AELPOICTIOKVTTAPMON

H 0epancio pe IMBRUVICA pmopet va avénoet tov Kivouvo vrepBoiikng evepyomnoinong Tov AEuK®mV
opooopinv mov oyetiletal pe eAeyruovn (AOQAYOKVLTTOPIKY AEUPOIGTIOKVTTAPMOT)), 1| OOl
umopei va glvar Bovatnedpa edv dev dayvmotel kot ogv avtipetomiotel £ykoipa. Eqv eppavicete
TOAMATTAG GUUTTOWOTO OTWS TVPETO, TPNELO GTOVS UOEVES, LOAGTICUO 1 OepUATIKO eEAVON LA,
EMKOWVOVNOTE AUECHS LE TOV YLOTPO GG,

E&etaoeig ko £heyyol Tpiv KoL KaTd TN drdpkera TG Oepameiog

XHvopopo Avong oykov (TLS): Acvvhficta eninedo yNUIKOV 0VGLOY GTO G0 TOV TPOKAAOVVTAL 0T
NV tayeio S140TaoT TOV KUPKIVIKGOV KUTTAp®V £x0uv cupPel katd ™ didpketn tng Bepaneiog Tov
KOPKIVOU Kol LEPIKEG POPEG akOUN Ko Xwpig Oepameio. Avtd propei va 0dnyfoel o aArayEG 0T
AELTOVPYiO TV VEQP®V, U1 PLGIOA0YIKO KapSLaKO oAU, 1| emANTTIKEG Kpioels. O yiatpdc oag 1
Ao emoyyeduatiog vyeiag pmopel vo kavel eEetdoelg aipatog yio vo, ehéyéet yo TLS.

Agpporxvttapwon: Ot gpyaotnplokég eEetdoelg evoéyetar va dei&ovv abvénomn ota Aevkokvttapa (Ta
omoia ovopudlovTol «AEUEOKVTTAPN») GTO U0, GOG KATE TIC TPMTEG Alyeg efoopddeg e Oepameiag.
AVt avopévetol kot evOEYETOL VoL S1OPKEGEL LEPIKOVS PNves. Avtd dev onpaivel amapaitnta 0Tt 0
Kapkivog Tov aipatdc oag emdevaverat. O yiotpdg oag Oa elEyEet To apodidypapiid Gog TPy 1 KoTd
T S1apKketa g Oepameing Kol 6& GTAVIEC TEPITTOCELS EVOEYETAL VO TTPETEL VO GOG ODGEL GAAO
@apuroko. Xu{NToTe e TOV Y1IUTPO GOG OYETIKA [LE TO TL ONUAIVOLVY T OTOTEAECUATO TG EEETAGNG
o0,

Soupdpata oyetilopeva pe to nrop: O yatpdc oag Bo kdvel opropéves eEETAGEIC AiNATOG YO VO,
eléyEel edv 10 AP oalG AEITOVPYEL COGTA 1] OTL OEV £YETE KATOW AOIU®EN TOV NTATOG, YVMOOTH MG
10YeVIG NoTitdn, 1| €Gv n nratitida B éxel Kataotel evepyn| Eavd, 1o omoio Oa pmopovoe va Exel
Oavatneopo katanén.

Howowd xon £pnpor
To IMBRUVICA dev 0a mpénet va ypnoipomoteiton o mondid ko pnoug.

Alro oappoxae ko IMBRUVICA

Evnuepmote tov yiatpd 1 T0V QopUaKOTOl0 cag 6V maipvete, £xete TPOGPATA TAPEL 1) WITOpEl val
whpeTe GALO PAPUOKO. ZE OVTA TEPIAAUPAVOVTOL TOL PAPLOKO TTOV AUUPBAVOVTOL YOPIG 1TPIKN
GLVTAYY], TO PUTIKA PAPLLOKO Kot To. GUUTAN podLate. Avtd cupfaivet yiati to IMBRUVICA evoéyston
va ennpedoet Tov Tpdmo dpdons opopévev papudkey. Eriong, opiopéva dAla pdppoka propel va
gnnpedoovy Tov Tpomo dpdong tov IMBRUVICA.

To IMBRUVICA &gvdéyetar va 6ag KAveEL va orpoppayeite mo edkora. Avtd onpaivetl 6t Ba
TPENEL VO, EVILEPDOETE TOV YIATPO GO GE TEPITTMOT TOV AAPETE AAAL PAPUAKO, TOL OTTOIN GOG
av&avouy Tov kivouvo aipoppayiog. Xe avtd tepthapupdvetat:

o OKETVAOCUATKVAIKO 0&D Kol U1 0TEPOELON AvTIPAEYLOVAOdT pappoka (MEAD), 6mwg sivol 1
1Bovmpoeaivn | n vampo&évn

. OVTIINKTIKG, Omwg eivar 1 Bapeapivn, n nrapiviy 1 GALa eapuaka Yo Tovg Bpopfoug Tov
oipoTog

. GUUTANPOUATA, TO 07010 EVOEYETOL VO G0C 0ENGOVY TOV KivOuvo arpoppayiog, OTmg ivarl To

1Bvédaro, n Prrapivn E 1 o Mivapdomopoc.

Edv omo100Mmote amd To Tapomdve 1oyvel 6TV TEPINTOon oag (1] edv dev gloTte Giyovpog),
EVIILEPMGTE TOV Y1ATPO, TOV PUPLAKOTOLO 1) TOV VOGOKOUO cag iptv tdpete 1o IMBRUVICA.



Evnuepaote eniong Tov YoTpé 060G £0V TUIPVETE 0TO100MTOTE 0O TA KOAOVOO pappakae — Ot
emdpdoeig tov IMBRUVICA 7 Al@v @oappdkov uropei va ennpeoactodv av mipste IMBRUVICA
podi pe Kamoto amd To TOPAKAT® QAPUOKOL:

. Qapuoka, To omoio ovopalovrol avtiProtikd yio tn Oepomeio faktnplokdv AoumEeny —
KhapBpopvkivn, TEMBpopvkivy, curpopro&acivr, eppfpopvkivn 1| prooumucivn
o QAPLOKA Y10, LUK TIUCIKEG AOUMEEIS — TOGaKOVOLOAN, KETOKOVALOAT, 1TpaKovalOAN,

@AovkovaloAn N Popikovaldin
o oapuoka yio ™ Aoipmén and HIV — prrovafipn, xoumciotdrn, vdwvafipn, verpvafipn,
cakovwvafBipn, aunpevafipn, atalovaPipn 1 eocaumpevafipn

. QAPLLOKO, Y10L TNV TPOATIYN TNG VOLTIOG KoL TOV EETOL TTOL oyetilovtal ue tn ynuetodepomeion -
OTPEMLTAVTY

. QApLOKa YL TNV KOTAOAWYT] - vepaloddvn

. QapuoKo, ta omoio ovopdlovrar avacsTtolelg Tng Kvdong ya ) Oepaneion GAA®V HLOpPDV
Kapkivov — kploTvipmn M tpatvipm

. QAPLOKO, TO OTTOT0L OVORALOVTOL OTOKAEIGTEG OLVA®V AGPECTION Yiot TV VYNAT apTNPLOKN
wieon N to Owpokikd dryog, — Sthtialéun N Pepomapiin

. Qapuakoa, Tov ovoudlovral otativeg yio T Oepoameio TNG VYNANG YOANGTEPOAN -
pocovPactativn

. PApLOKa YL TNV KOPOLE/ avTioppuBUiKd — apiwdapdvn 1 dpovedapovn

. PAPLOKA Y10 TNV TPOANYN TOV EMANTTIKAV Kpicemv N Yia T Oepaneio g eminyiog, 1

Qapuako, yio T epomeio piog ETOIVVNG KATAGTOONG TOV TPOGMITOL TOL OVOUALETOL VEVPUAYia
TPpLOvUOL - KapPopalenivn 1 eavotoivn.

Edv onorodnmote amd ta mopamdve 1oyvel 6Ty tepintwon 6og (1 ebv dev elote Giyovpog),
EVILEPMGTE TOV YATPO, TOV GOPUAKOTOL 1) TOV VOGOKOUOo cag tptv tépete 1o IMBRUVICA.

Edv AapPavete dryo&ivn, éva edappako, To onoio ypnoyLomoteitat yio kopdiakd TpofAnpata, i
pebotpelatn, Eva EAPHOKO TOV YPTCILOTOLELTAL Y10 TN Ogpameio AAADV HOPPOV KOPKIVOL Kot TN
peimon g 6pacTNPLOTNTOC TOL BVOGOTONTIKOD GUGTAKATOS (TT.%. Y10 PEVUATOEDN apdpitida 1
yoploon), 0o pénet va Anedel tovddyiotov 6 ®peg ptv 1| petd and 1o IMBRUVICA.

To IMBRUVICA pe tpoon

Mnyv népere 1o IMBRUVICA podi pe ykpéir@povut 1| moptokdira Xefiring (mkpa woprokaira)
— avtd mepthapPdvet T Ppdon Tov epovTOoV, TNV TOGT TOL YLUODV 1] TN AYN GLUTANPOUOTOS TOL
umopei va ta mepiEyel. Avto ovuPaivel yloti propei va ovénoet tnv mosotnta tov IMBRUVICA oo
aipo cog.

Kinon ko Oniaopog

Mnyv peivete €ykvog v Aappavete avtd to edpuaxo. To IMBRUVICA dev 0o npémet va
XPNOOTOIEITOL KATA TN SIAPKELD TNG EYKLHOCHVNG. AEV VTTAPYOVY TANPOPOPIES TYETIKE LLE TNV
aceaiela tov IMBRUVICA og gykbovg yovaikeg.

Ot yuvaikeg 6€ avamopayyIK NAKIO TPETEL VO YPTGLLOTOL0VV 1OLAITEPO OTOTEAECUATIKY LEBOOO
AVTIGOAANYNG KaTd TN SLapKelo Kot Yo £0¢ TPES Uves HeTd omd ) Ay tov IMBRUVICA
TPOKEWEVOD VO ATTOPLYOLV TNV EYKLLOGVUVT KaTd T ddpketn g Oepaneiog pe IMBRUVICA.

. Evnuepdote apécmc tov yuotpo cag edv petvete £yxvog.
. Mnv OnAdlete evo AapPdvete owtd T0 PAPHOKO.

O yNonN KoL LEPIGROS PNY AV LATOV
Evdéyetar vo vidoete kémwon 1 {aAn petd and t Ay tov IMBRUVICA, 1o omoia evoéyeton va
EMNPEACOVY TNV IKAVOTNTA GOG VO, 00N YEITE 1| VO YPNCUYOTOLEITE EPYOAEIR 1) UNYOVILOLTOL

To IMBRUVICA ngpiéyer varpro
To IMBRUVICA mepiéyet Arydtepo amd 1 mmol vatpiov (23 mg) avd 666m, ival avtd mov
ovopdlovpe «elebbepo vatpiovy.



3. g va napere o IMBRUVICA

ITavrtote va maipvete To PAPLOKO OVTO OVGTNPA COLPOVA LE TIC 0ONYIES TOV Y1OTPOV, TOV
QOPLOKOTOL0V 1 TOV VOGOKOHOL cag. Edv &xete appifoiriec, powtiote Tov Y1atpd, TOV QOPUAKOTOL0 1|
TOV VOGOKOLO GOG.

I16om 0601 B0 Tpémer vo TAPETE
Aépopopa and KoTTapa Tov povova (AKM)
H ocvvietdpevn d6om tov IMBRUVICA givan téooepa kawdxio (560 mg) pia popd v nuépa.

Xpovia Aepgokvttapiki] Asvyapio (XAA)/ pokposoarpivarpio tov Waldenstrém (WM)
H ocvvietdpevn d6om tov IMBRUVICA givan tpia kaydkia (420 mg) pio @opd Ty nuépa.

O y10Tpo¢ oaG EVOEYETAL VO TPOSAPUOGEL TN 0OCT GOC.

ANy TOL PUPUEKOV

. Iaipvete Ta kaydxio omd 10 oTONA LE £V, TOTHPL VEPO.

o [Maipvete Ta Koydkio TV id1a Tepinov mpa kabe pépa.

o Korameite ta koydakio oAdkANpa. Mnv ta avoiyete, ondte 1| LOCATE.

Edv napete peyarvtepn 666 IMBRUVICA amé v kovoviki

Edv mépete peyoarotepn 66on IMBRUVICA omd v Kovoviki, ETKOWVOVIAGTE Le YoTpd 1 petafeite
apECMC G€ VOGOKOpETD.

[éapte pali cog To KoyaKlo Kot avtd 70 QUAAASLO.

Eav Eeydoete va mapete To IMBRUVICA

o Edv maporeiyate pio d6om, n d0om pnopet vo Anebel to cuvtopdtepo duvatd v 1d1a nuépa pe
EMLOTPOPT GTO PVCLOAOYIKO GYNLLOL TNV ETOUEVT NUEPT.

o Mnyv mépeTe SITAN SOOT Y10 VO OVATANPAOCETE T 600T oV EEYAoaTE.

. Edv dev elote Giyovpog, WANGTE LE TOV Y1OTPO, TOV QAPUAKOTOL0 1) TOV VOGOKOUO GOC GYETIKA

pe to mdte Ba mpémet vo TapeTE TNV EMOUEVT OGN GO,

Eav otapatiocere va naipvere o IMBRUVICA

Mnyv otapatioeTe va TaipveTE aVTO TO PAPUAKO EKTOG EAV GOG TO GLUGTHGEL O YTPOG GOG.

Edv éyete mepattépm epmTNOELS GYETIKA LLE TN YPTON ALTOL TOL PAPUAKOV, PMOTNGTE TOV Y1ATPO, TOV
POPULOKOTOLO 1) TOV VOGOKOO GOG.

4, MBavég avemOBOuNTES EVEPYELEG

Onwc 6Aa o eappaka, £T61 Kot avTd TO PAPLOKO UTopEl Vo TPOKAAECEL OVETIBVUNTEG EVEPYELES, AV
Kol 0ev mopovctdloviol 6€ GAOVE TOVS 0VOPDOTOLG.
Ot ax6AovBeg avemBuUNTEG EVEPYELES UTOPEL VO ELPOVIGTOVV LLE OVTO TO PAPLOKO:

Yrapatiote vo woipvete 1o IMBRUVICA kol eviipuep@ote apéomg Tov yuaTpod ocog av
TOPATNPCETE OTOLUONTOTE OTTO TIS AKOLOVOES avemOVuNTEG EVEPYELES:

KVNopmoeg e£avOna Le avdpain Ve, SVCKOAIN KOTA TNV aVOTVOT, OldNUA 6TO TPOGMTO, Ta YEIAN,
TN YADGGO 1} TOV AGPLYYa - EVOEXETAL VO, EUQOVILETE AALEPYIKT] OVTIOPUOT] GTO PAPLOKO.

Evnuepaote apéomg yiotpo €av EpQaviceTe 0mo1odnmToTe 06 TIS aKOAoV0Eg avemBvunTeg
EVEPYELEG:

IMoAb ovyvég (umopel va emmpedcovy meptocdtepa and 1 ota 10 dropa)
. TVPETOC, piyn, TOVOL GTO GO, aicHNUa KOTWOTG, CUUTTOLATO KPVOAOYALOTOG 1| YPInNG,
dvokoria oty avomvon - avtd Bo uropodoay va givar onueio Aoipméng (1oyevoig,

5



Baxtnplokng 1 LOKNTIOGIKNG). € avTd Oa propodsay vo TepAapavoviol AoUdEELS TNG
POTNG, TOV TOPAPPVIOV KOATOV 1] TOL AalpoV (AOTH®MEN TOV AVATEPOL OVOTVEVCTIKOD
GUGTAKOTOG), 1] TOV TVELLOVAOV 1] TOV OEPLATOG

UDOAOTEG ) aVENUEVT TAOT] ELEAVIONS QVTOV

GTOLOTIKA EAKN

aicOnua {aAng

TOVOKEPUAOG

dvokootnTo

Thion mpog éueto N éuetog (vautio 1 EUETOC)

dvomeyia

SLappola, 0 YITPOC GOC EVOEYETUL VO TPETEL VA, GO YOPTYNOEL VYPA KO VTOKATAGTOTO GAATOG
N dAro pdppoKo

depuatid eEavinua

TOVOG GTA ¥EPLAL N TO TOSL

ndvog otV TAATN N TS apBpdoelg

UVTKEG KPAUTES, TOVOL 1| GTOCLLOT

YOUNAOG aplBudg KuTTapmV, Ta omoia fonbodv otnv TEN ToL AipoTog (AUOTETAAMA), TTOAD
YOUNAOG aplOUOG AEVKOKVTTAP®Y - AMOTUTAOVETUL OTIG AULATOMOYIKEC EEETAGELC

avénomn otov aptBpud 1 TV avaAoyio TOV AELKOKVLTTAPMVY OV ATOTVTIMVOVTIOL GTIC
OLLLOTOAOYIKES EEETACELG

TPNOUEVA YEPLO, OAGTPAYAAOL ] TTOOLH,

VYNAN apTNPLOKn TiEoN

avénuéva eminedo «KpeTViviie» 6TOo aiipla.

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

cofopéc AoludEELS 6 OAO TO oo (onyaiuio)

OVLPOAOIUMDEELS

pwoppayieg, pikpég epuBpég 1 Lo knAidec, ol omoieg Tpokaiovvtal and arpoppayio KAt amod
T0 dépLOl

Oiplo. 6TO GTOUAYL, TO £VIEPO, TA KOTPOVO. 1] TOL 0VPA GOG, EVTOVOTEPT] TEPIODOG 1] CLLOPPOYia,
omd €va, Tpadpe TNV oToio 0EV UTOPEITE VO GTALOTIOETE

KapOLOKT OVETAPKELDL

€KTOKTOG Kapdlakog TaAIOS, adOVapog 1 U puOukdg madpdc, {aAn, dvomvola, 0wpakiki
dvoeopica, (CLUTTOUATA TPOPATUATOV TOV KOPSLOKOD PLOUOV)

YOUNAOS apOUOC AEVKOKLTTAP®V LLE TVPETO (EUTVPETY] OVOETEPOTEVIQ)

UN-LEAOVOLOTIKOG KOPKIVOG TOL OEPUATOC, TTO GUYVE KOPKIVO LA 0o TAAKMOES EMBNALO Ko
BoctkokuTToptkd KOPKIVOUN TOL SEPLOTOC

Boumm 6paon

€pLOPOTNTA TOL HEPLOTOC

(QAEYHLOVT] GTOVG TVEDOVEG TOV UTOPEL VoL 00N yNOEL o€ poOviuN PAGN

VYNAQ ETITEDD «OVPLKOV 0EE0CH GTO A (ATOTVTMVETOL GTLG OUOTOAOYIKEG EEETAGELS), TO
omoia EVOEXETAL VO, TPOKAAEGOLV OVPIKT 0pOpitida

OTAGILO TWV VUYLDV

Eapvikn veppikn PAGSN

advvouio, povdlocua, popunkioon 1 Tovog ota yEpLo 1 Ta TOdL0 1) 6€ AAAN GMUEIR TOV
COUOTOC 600G (TEPLPEPIKT VEVPOTADELL).

Oy svyvég (umopet va emnpedoovy €mg 1 ota 100 dropa)

NnaTIKN avemdpkeln, cvuneptiappfovopéveov copfapdtoy pe Bavarnedpo xfaon

GOPOPES VKN TIOCIKES AOTUADEELS

GUYXLOT], TOVOKEPOAOG LE KakT apBpmon Adyov 1 aicOnpa AuroBupiog - avtd Ha propovcav
va glvar onueio. coPfapig ECOTEPIKNG ALLOPPAYING GTOV EYKEPUAD GOG

acLVNOIGTA EMITESQ YMUKDV OVCIDOV GTO QiU TOV TPOKAAOVVTOL OO TNV TAYEN KATAGTPOPT|
TOV KOPKIVIKOV KUTTAPOV KOTA T SEPKELD TG AVTIKOPKIVIKNG Bepomeiog Kot LEPIKES POPES
axoun kot yopig Bepomeio (GVVOPOUO AT OYKOL)
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OAAEPYIKT OVTIOPUOT), LEPIKEG POPEG GOPapT), TOV UIopel Vo TEPIAAUPBAVEL TPNOUEVO TPOCOTO,
yethn, otépa, YAdooa 1 Adpuyya, SUOKOMA GTNY KATATOOT 1] TV 0VOTVOY|, KVIIOUMDOES
eEhvOn o (kvidwon)

QAEYLOVT] TOV MTTDOOVG 16TOV KATM a0 TO dEPLLNL

TOPOOIKO EMEIGOSIO HEIOMUEVNC EYKEQOAKNG 1) VEVPIKNG AELTOLPYinG AOY® S10KOTNG TG
KLUKAOQOPIOG TOL CiUATOG, EYKEQPUAIKO ETEIGOO10

apoppoayic Tov 0EOAAUOD (o€ OPIoUEVES TEPITTMOGELG GYETILOUEVT] LE ATTMAELN OPACTC)
KapdLaKN avakomn (1 Kopold GTapoTd va, xTumd)

U1 eLGIOA0YIKE oENUEVOC KapdLaKOG puOUOS

EMMOVVN OEPUATIKT EEEAKMGT (YOyYPOIVMOEC TVOBEPUN) 1) KOKKIVES, UVOWYMUEVES EXDOVVEG
TAAKEG OTO OEPLLO, TLPETOG KOl ADENON TOV AEVK®V OHOSPapiv (avTd pmopel va etvat
onueio o&giag epumbpetng OLOETEPOPIAIKNG OEPUATOONG 1 UiOG OTTAVING SEPLOTIKNAG THONoNG
mov ovopdletar chHvdpopo Sweet)

UIKPO, KOKKIVO EEGYKMOUA GTO dEPLLOL TTOV UTTOPEL VO atpopporyel €0KOAN (TVOYOVO KOKKI®LO).

Yravieg (umopet va emnpedsovv €mg 1 ota 1.000 dropa)

coPapd avénpévog aptBpog AeukdV aLocEapimY, 0 0To10g EVOEXETAL VO TPOKAAEGEL
GUYKOAANGOT TOV KVTTAPOV UETAED TOVG

coPoapd e£avOnua. pe GAVKTOLVES KOl ATOAETICT] TOL OEPLOTOC, KUPIMG YOP® amd TO GTOWA, TN
poTn, TO, HATor Ko oL yEVnTika opyava (cvvopopo Stevens-Johnson).

Ava@opd avemBOunTmV gvepyELOdv

Edv mapoatmproete Kamowo avemBOunTn evépyeia, EVNUEPADOTE TOV YLOTPO, TOV QAPUAKOTOL) 1) TOV
VOGOKOUO 6aG. AVTO oyveL Ko Yo kéfe mbov avemBountn evépyeta mov 6ev avapEPETAL 6TO TapdHV
@OAAO 0OMYLDV ¥prioNc. Mmopeite emiong va avaeépete avemBounteg evépyeleg anevbeiag, LEC® TOL
EBvikov Opyaviopotd @appakmv, Mecoyeiov 284, GR-15562 Xokapyodc, ABnva, Tni: + 30 21
32040380/337, ®a&: + 30 21 06549585, Iototomog: http://www.eof.gr. Méow tng avapopdc
OVEMBOLNTOV EVEPYEIDV UTOPEITE VO fonONGETE TN GLALOYN TEPLCTOTEPMV TANPOPOPLOYV CYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5.

Iog va pvrideoete To IMBRUVICA

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.

Na pn xpnoiponoteite avTd T0 APUAKO HETE TNV NUEPOUNVIC ANENG TTOV OVAPEPETOL GTO KOVTL Kol T1)
o1aAn petd tnv AHEH. H nuepounvia Anéng etvor ) teAevtaio NUEPC TOL UVO TOV OVOPEPETOL EKEL.

Agv vtapyovv €181kEC 0dMNYieg S1oTHPNONG Y10 TO PAPUAKEVTIKO OTO TPOTOV.

Mnv metdite @ApLAKO GTO VEPD TNG ATOYETELONG N OTA OKLAK(A amoppippata. Potote tov
(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPLAKO TTOL OEV YPNOILOTOIEITE Tl AvTd T péTpa Oa
BonBncovv oty Tpoctacia Tov TepPdArovtog.

6.

Iepreydpeva TS CLOKELAGIOG KO AOTTEG TANPOPOPIEg

Tvagpréyer to IMBRUVICA

H dpactikn ovosia givar to ibrutinib. Kabe okAnpd kaydkio mepiéyxet 140 mg ibrutinib.

Ta GAAa cvotoTikd giva:

- TEPIEYOUEVO KOWOKIOV: SLOGTOVPOVUEVN VATPLOVYOG KAPUEAAOLT, GTENTIKO LLOyViG10,
UIKPOKPUGTUAMKY KuTTOpivn Kot Aaovpurobetikod vatplo (E487)

- nepiPAnpa koyakiov: {elativn kot d10&gid10 Tov Titaviov (E171)

- peAdvt ektimong: Koppéa Adkkag, péhav o&eidro aompov (E172) kot
nwpomvievoyivkoin (E1520).


http://www.eof.gr/

Epg@avion tov IMBRUVICA ko Teple0peve TS 6VOKELUGTOG

To IMBRUVICA &ivotl Aevkd adtogovy, GkANpa Koydkia, to, omoio gEpouvy Ty évoeién «ibr 140 mg»
pe pavpo peAdvi otr pio TAgvpd.

Ta koyaKio TapEYOVToL GE TAUCTIKT PLAAT E TOMO ACPUAELNG Y10 TG OO TOAVTPOTLAEVIO.
Ka0e piéin mepiéyet eite 90 eite 120 xaydkia. Kdbe cvckevacio mepiéyet pio @Laan.

Kéroyog Adsrag Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

MMopookevaosTi|g

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

I"a omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOoidV, TapaukaieicOs va
angvBuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

EAlLGoa
Janssen-Cilag ®appoaxevtikn A.E.B.E.
TnA: +30 210 80 90 000

To mapév ¢vALo 00N LAV YpfioNS avadempOnKke Yo TELEVTALN POpa Tov XemTépufpro 2023
Addeg TNYEG TANPOPOPLOV

Aentopepeic TAnpoeopieg yio To pappoko avtd eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraiko
Opyaviopov Gopudkmv: http://www.ema.europa.eu.



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