@vAro ooV piong: IIAnpoeopics yria Tov yprjot

VELCADE 3,5 mg kévi¢ y1a evéorpo oraiopa
Bopteopipmn

AP aOTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 QApPoKo, 10T TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

- dvrdEte avto To EOALO 0dNYIBV ¥prone. Towg ypelaotel va to dofdcete Eava.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1 TOV PUPUOKOTOLO GOC.

- Edv mapotnproete Kamoo avemBOUnTn eVEPYELD, EVIUEPDOOCTE TOV Y1OTPO 1) TOV POPLOKOTOLO
cag. Avtd 1oyvel kat yio KaBe mhoavn avemBOUNTN eVEPYELD TTOV JEV OVAPEPETAL GTO TAPOV
@OALO 00NY1DV ¥prone. BAéme mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt etvan to VELCADE «oi mowo tvon 1 gp1iom tov

T mpénet va yvopilete mpv ypnoponomoete to VELCADE
o va ypnowonomoete to VELCADE

[MBavéc avemBounteg evépyeteg

Iog va puidcoete to VELCADE

[epreydueva tng cLoKEVOGING Kol AOUTES TATPOPOPIES

oL E

1. T givar To VELCADE kot wowa givan ) ypiion tov

To VELCADE zepiéyet ™ dpootikn ovcio Poptelopipnn, Evav ‘avactolén tpoteocmpatiov’. Ta
TPOTEOCOUATIO TO{oVY GNUAVTIKO POLO GTOV EAEYYO TNG AEITOLPYING KOl TNG AVATTLENG TV
rkuttdpov. [HopspPaivovtag otn Aettovpyia Tovg, N Poptelopipnn propei va eEohobpedoet ta
KOPKIVIKG KOTTOPOL.

To VELCADE ypnowomoteitat yio ) Ogpameio Tov moALAmTAOD HeAdLATOG (EVOG KAPKIVOL TOV

puelol TV 00T®V) og acbeveig peyardtepovg Tmv 18 eTdv:

- UOVOo TOV 1 6€ GUVIVLAGUO LE TA PAPUAKO TEYKVAOUEVT] MITOGOULOKT d0&opovPikivn 1
deapebalovn, yuo acbeveic Tov 1 KoTAGTAGN TOVG EMOEWVOONKE (EEEMEN T™NG VOGOL) UETE amd
TOVAGIGTOV oL TPOT YOV LEVT] BEpameia KOl Y10l TOVG OTTOI0VG 1) LETAUOGYELGT APYEYOVAOV
OLLOTOMTIKAV KVTTAP®V dEV TAV EMTLUYNG ) OEV €Vl KATAAANAN.

- G€ GLVOLOGUO LE TO PApUaKe PEAPAAdVT Kol TPedVILOVN Yio acBeveic o1 omoiot dgv Exovv
AdBel mponyovuevn Bepameia yio T VOGO TOVG KoL OeV glvat KATAAANAOL Yo VYMAT dOoM
ynueobepaneiog e LETALOGYELGT APYEYOVAOV OLUOTOUTIKOV KVTTAP®OV

- o€ GVVOLOCUO [E Ta Pdpuaka deapedalovn 1 deCapedalovn pall pe BaAdouidon, yia tovg
acBeveig tv omoimv 1 vOc0og dev €xel vtoPindel Tponyovpéveg oe Bepameia Kot Tpv amd
AMYM vymANG d6omg ynuelobepameiag Le LETAROGYEVGOT APYEYOVOV OLLOTOMTIKAOV KVTTAP®V
(eloaywywm Bepomein).

To VELCADE ypnoyomotleiton yio T Bepameio. Tov AEUPOUATOC 0d KOTTOPO, TOL Hovova (Evog
TOTOG KAPKIvVOL OV TPOGPAALEL TOVG AepPadéves) o€ aobevelg 18 TV Kot Avm 6€ GUVOLOGUO LIE TO
QAPUOKA PITOLEAUTT, KUKAOQ®SEAUidN, do&opovfikivn kat Tpedvilovn, Yo acbeveig pe un
npobepamevévn voco mov dev gival KoTtdAANAoL va vtoAnBodv 6e LeTaUOGYEVOT aPYEYOVMY
OLUOTOUTIKMV KLTTAP®V.

2. Tvpémer va yvopilete nprv ypnoipomomicetre To VELCADE

Mn ypnopononjcete 1o VELCADE

- o€ mepintwon aAlepyiog ot Poptelopipunr, 610 fOplo N o€ 0TOL0OMTOTE GALO GLGTATIKO AVTOV
TOV POPLUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6).

- 0€ MEPIMTOOT TOL £YETE OPIGUEVA GOPaPE TVELHOVIKE 1] KOpOlakd TpoPAnpata.



IIpog1domon)6ElS Kol TPOPUAGEELS

Evnuepoote 1ov y10Tpd Gog 68 mepinTmon mov 6og cvuPaivel kémoto amd T akdAovOa:

YOUNASS ap1OUdC EpLOPOKVTTAPWOY 1| AEVKOKVTTAP®V.

TPOPAR AT OHOPPOYinG KO/ YOUNAOS aptOUOC OLUOTETAAIDY GTO OO, GO,

duappota, SLEKOIALOTNTA, VOVTIO 1) EUETOG

MmoBvupia, CoAn 1 Taon Yo AutoBupia 6to TaPEABOV

TPOPANUATA [LE TOVE VEPPOLS GUG

UETPLO ) GOPapd TPOPAALOTO UE TO CUKDTL GOGC

UOVIOC O, LOPUNYKLOGHO 1] TOVOLS 6Ta YEPLo. 1) 6T TOd10 (VEvpomdleln) oto maperbov

TPOPAUATA [LE TNV KOPOLA 1) TNV OPTNPLOKN GO TECT

dvomvola 1 Priyog

OTOCLOL

épmng Lootpag (EVIOTIGUEVOG GUUTEPIAAUPBAVOUEVTG TNG TTEPLOYNG YOP® aTd TO UATIO T

eEamlopévog o OA0 T0 GOUA)

° CUUTTOUOTO GLVOPOUOL ADGTG OYKOV OTTMG EMMOVVEG LVTKEC GLOTAGELS, UVTKT adVVaui,
oUYYLOT, ATMOAELD 1) SloTaPAY TNG OPACNG KAt BpéyvvoT TG avamvong

. OTMAELD LVALUNG, OVOKOAID OTN OKEYN, OUCKOAID GTO TTEPTATN LA 1] ATMOAELN TG OPACTS. AVTA
umopel va givar onueio piog coPapng Aoipuméng Tov YKEQAAOL Kot 0 YLOTPOG GO UTOPEL VO GOG
GULGTICEL TEPAUTEPM EAEYYO KO TALPOKOAOVONOM.

[pémet va KaveTe TaKTKG EETACELS QULOTOC TPV KO KOoTd TN dtdprela g Oepaneiog pe VELCADE
Y10 Vo, EAEYYETE TOV aPOUO TOV ALLOCQUIPIMY GOC.

Edv maoyete amd Aéppmpo. omd KOTTOpo ToL LovoDo, Kol GOG YOPNYELTAL TO PAPUAKO PLTOVELUAUTT GE

cuvovooud pe VELCADE, Oo mpémetl va eviLEPMGETE TOV Y1OTPO GOC:

. €V moTeNETE OTL £)ETE TOPO 1| ElYATE 6TO TOPEADOV AolpwEN NratiTidoc. Xe KOmTOolEg
TEPIMTAOGELS, acbeveig Tov elyav oto mapel8ov nratitida B pnopet va enaveppovicovv
nratitda, 1 onola puwopel va 0dnynoet otov Bdvato. Edv éxete 10topkd AoipmEng nratitidog
B, 00 e&etaoteite TPooEKTIKA AtO TOV Y1TPO OAG Yo onuEin evepyob nratitidog B.

[Ipénet va dafdcete ta GOAAL 0INYLOV Y100 OA TO POPLLOKEVTIKG TPOTOVTA OV AdpfdvovTal G
ocuvovacoud e 1o VELCADE yio mAnpogopieg mov oyetilovot pe ovtd To pAapuoka Tpiv opyIiceTe )
Oepaneio pe VELCADE. Otoav ypnoponoteitor Bodidopidn, mpémnet va divetal 1dtaitepn tpocoyn
GTOVG EAEYYOVGS Kat TG mpobmobéaelc TpoOANYNG kumong (PAéme Konon kot Onhacpdc oe avtn v
TOPAYPOPO).

owora ko £enpor
To VELCADE dev mpénetl va xpnolonotleiton o€ moidid Kot eproug, emeldn dev givol yvwotd nahg Ha
TOVG EMNPEACEL TO PAPLLAKO.

Alho pappoxo kor VELCADE

HopoakareicOe vo evnuepdCETE TOV Y1TPO 1) TOV QUPLOKOTOLO GOG EAV TAIPVETE, £YETE TPOCHATA

TopEL 1 propel va, TPETE ALY QAPHOKAL.

SVYKEKPIUEVE, EVIUEPDOTE TOV YIOTPO GOG EAV AAUPBAVETE PAPUOKE, TTOV TEPLEYOVY OTOLOONTOTE A0

TIG aKOAOVOEC dPUCTIKEC OVOIEC:

- KeTOKOVALOAT, ypnoomoteiton yiao T Oepameion LUKNTIOGIKOV AOUDEEDY

- prrovafipn, ypnowonoteitor yuo ™ Oepoameio tng HIV Aoiuwéng

- PLPOUTIKIVY, €Vl avTIBLOTIKO TTOV YpMoloToteital yio tn Oepameio faxtnplakdv Aounéemy

- KkapPapalenivn, pavoutoivn 1 eatvoPapPitddn mov ypnoponrolobvtot yio T Oepameio g
EMANYiog

- vrepkd/Poloapdyopto (Hypericum perforatum), mov ypnopomoteiton yio tnv Katd@dAym 1
GAAEC KATAGTACELG

- anmd GTOUUTOG aVTIOOPT T

Kdnon kot Onraocpog
Agv pémer va. ypnoonoteite to VELCADE av giote £ykvog, £KTO¢ edv gival capdc amapaitnto.



To6G0 01 Avdpeg 0G0 KoL 01 YUVATKES TPEMEL VAL AAUPEAVOLY OTOTELECUOTIKES OVTIGVAANTITIKES
TpopuAi&elg evad maipvouy to VELCADE «kan eni tpeig pveg petd tn Oepaneio. Eqv map’ 6la ta
HETPO TOL AapPavovTal, TPOKOWEL KOTOT), EVILEPDOTE AUECHOS TOV YIOTPO GUG.

Agv mpéner va Onhdélete katd to didotnuo mov ypnoonoteite to VELCADE. Zvintiote pe tov
YWTpd G0G TOTE Etval AcPAAEG va Egxvioete To Onlaoud petd to téhog tng Bepamneiog cog.

H OoAdopidn mpokaiel yevetikég avouaiieg kot euPpuikd 0avoro. Otav to VELCADE yopnysitoi og
ouvovooud pe Baidopidn Tpémel va akoAovdnceTe To TPOYPAULA TPOANYNG KOOGS Yid TN
Boldopidn (PAEme pUALO 0dNYIDY ¥priong Yio T Boidopuion).

001yN o1 Ko LEPLOROS PN AV LATOV

To VELCADE pnopet vo mpokaAécel kOmmaon, (oA, Amobopia 1 Oapm) opacn. Mnv odnyeite 1
yewpileabe epyodeio | unyovipota ov Exete T€toleg avembvunteg evépyeteg. [lpénetl va elote
TPOGEKTIKOL OKOUT KOl oV OEV EYETE AVTE, TO, GUUTTOUATO.

3. Iog va ypnoporonjcetre o VELCADE

O ywrpds oag Oa vroroyicet tn d6on tov VELCADE Bdoet Tov Dyoug Kot Tov opatikod Bapovg
cog (emedveia chpotog). H cuviOng apyikn 66on tov VELCADE eivar 1,3 mg/m? empdvetog
COUOTOC dVO QOPEG TNV Efdopada.

O y10tpocg oag pmopel va oALGEEL T 6001 Kol To GLVOAKO aplBpd TV KOKA®Y Bepoameiog, avaioya pe
™V avtomdKplon 6og ot Bepameia, TV ELEAVIOT] GUYKEKPIUEVMVY TOPEVEPYELDY KOL TOV
KOTOOTACEMY TOL GLVLTTAPYOLV (7). NLATIKG TPofAuaTa).

Eleliooouevo moldomlodv uvélwuo.

Oroav 1o VELCADE yopnyeitai povo tov, 0o Adfete 4 d6ceic VELCADE gvdopléfia 1) vrodopia Tic
nuépeg 1, 4, 8, ko 11 ko axoArovBeite pio 10Muepn «mepiodo avdmovonc» otny onoio S10KOTTETOL M)
Oepaneia. Avt n mepiodog 21 nuepav (3 efdouadeg) avtiotoryel oe Evay Bepamevticd kKdkAo. Mropei
va AMaPete péxpt ko 8 khkiovg (24 gfdonddec).

[TBava va cag doBel VELCADE poli pe to gappoka TeykoMmpévn Mmocouokn oo&opovfikivin 1
de&apebalovn.

Orav to VELCADE yopnyeiton pali pe neykviiopévn Mrosopaxn doEopovfucivn, Ba AdPete to
VELCADE gvdopAiépia 1 vrodopia g kukho Bepameiog 21 nuepmv Kot TV TEYKLAIOUEVN
Mrosmpiokt doEopovPikivn 30 mg/m?2 v nuépa 4 tov Bepamevtico kikhov Sidpretac 21 nuepdv
tov VELCADE ¢ evdopAéfia £yyvon petd and v éveon tov VELCADE.

Mropeite vo, AdPete Emg kot 8 kOKAoVG (24 €B60oUAdES).

Otav to VELCADE yopnyeiton pali pe t oe€apedalovn, 0a AdPete to VELCADE gvdopAéfia 1
VodopLa ¢ Eva kKK o Bepaneiog tv 21 nuepmv kot tn de&apebalovn 20 mg wov Ba yopnyeitar and
otopatog Tic nuépeg 1, 2, 4, 5, 8, 9, 11 ko 12 tov xvxhov Bepanciog tov VELCADE tov 21 nuepmv.
Mropeite va Adfete Emg kot 8 kiKAovg (24 €BO0UADES).

Mpn mpobepamevuévo wollamdody uvéiwpo:
Edwv dev €xete axkolovbnoet mponyovuevn Oepameia yio 10 TOALOTAOVY LOEAMUO, Kol OEV El6TE
KATOAANAOL Y10 LETOUOGYEVOT OPYEYOVAOV OLLOTOTIK®Y KuTTdpmV, Oa Adpete To VELCADE og
oLVOLOCUO pE 600 GAAO PAPLOKD: LEAPAAGVT Kot TPESVILOVT).
e auTnVy TNV TEpinTeon, N dtdpketo evog kKOkAov Bepameiog sivar 42 nuépeg (6 fdopnddeg). Ou
AaBete 9 koKAOLG Oepameiag (54 efdoudoes).
- >1ovg kOKAovg 1 éwg 4, to VELCADE yopnyeiton d0o popéc v efdoudda tig nuépes 1, 4, 8,
11, 22, 25, 29 xou 32.
- 21oug kOiKhove 5 €wg 9, to VELCADE yopnyeitou pio @opd tnv efdopdda tic nuépeg 1, 8,
22 won 29.



H pedgoarévn (9 mg/m?) kon n mpedvitovn (60 mg/m?) yopnyodvrat kat ot §H0 0md GTOHATOC TIG
nuépec 1, 2, 3 kar 4 g Tpd ™G EfSOUAdAG TOL KAOE KOKAOV.

Edv dev €yxete axolovbnoel mponyovpevn Bepameia yio 10 TOALATAOVY LOEAMLOL, KoL EIGTE
KATOAANAOL Y10 LETAUOGYELGT] OPYEYOVOV OLOTOMTIK®OV KVuTTdpwv, Ba AdPete T0 VELCADE
eviopAEPLa 1 VITOdGPLa 6 GLVIVAGHO e Ta Papuaka deEapebaldvn, N deauebalovn kat
Boldopidn, og elcaywykn Bepamneia.

Oroav 1o VELCADE yopnyeitat poli pe oe&opedalovn, 8o Adfete to VELCADE gvdopAéfian
V0dopLa ¢ KOKAO Bepaneiog 21 nuepdv ko ™ deapedalovn 40 mg and otoépotog T nuépeg 1, 2,
3,4,8,9, 10 ko 11 tov kodrchov Bepanciog tov VELCADE twv 21 nuepov.

®o AdPete 4 kiKAovg (12 efoopddeq).

Orav 1o VELCADE yopnyeitat o€ cuvdvacpo pe Boildopion kon de&apedaldvn 1 didpreta evog

KoK ov Bepaneiog eivar 28 nuépeg (4 efGouGOES).

H de€apebaldvn 40 mg yopnyeitar omd otopatog Tig nuépes 1, 2,3 4, 8,9, 10 xar 11 tov kbhkiov
Bepamneiog duapketog 28 nuepav pe VELCADE. H BaAdopion yopnyeiton amd 6top0TOg Nuepnoiong o
50 mg émg v nuépa 14 Tov TPOTOL KOKAOV KOl GE TEPIMTMOGT OVOYNE 1 066M TS BoAdouidong
avéaveral ota 100 mg tig nuépeg 15-28 ko mbava va avéndei mepartépo ota 200 mg nuepnoing omd
ToV dg0TEPO KOKAO Kot ETELTAL.

Mmropei va AdPete péypt 6 koxrovg (24 gfdopddec).

Mpn mpobepamevuévo Léupmuo. amo KdTTopo 100 Havoda

Edwv dev €xete axolovbnoet mponyovpevn Bepameia yio To AP 0md KOTTOPA TOV povova, Oa
AaBete to VELCADE gvdoeAéfia 1 vTod0p1o. 6€ GUVOVAGHO HE TO QOPLOKO PITOVEIUAUTT,
KUKAOQ®GPAidN, do&opovPikivy kot Tpedvilovn.

To VELCADE yopnyeitar evdopréPia 1 vrodopia tig nuépeg 1, 4, 8 ko 11, akorovBovpevo and pio
«mepiodo avamavone» yopig Oepaneio. H dibpkeia evog kdikiov Bepameiog eivar 21 nuépec

(3 eBdouddec). Mrmopei va AaPete péypt 8 khikAovg (24 BSouadeq).

Ta akdrovBa pappakevTicd Tpoidvta yopnyovval Thv Nuépa 1 kdbe khxiov Bepaneiog 21 nuepmv
pe VELCADE wg evopAéPieg eyyboeis:

Prtov&uaunn og 86om 375 mg/m?, kukhopooeapidn o §6omn 750 mg/m? ko doEopovPikivn oe S6om
50 mg/m2,

H mpedvilovn yopnyeiton and otopatog oe déon 100 mg/m? tig nuépeg 1, 2, 3, 4 ko 5 Tov KOKAOL
Oepaneiog ue VELCADE.

Hog yopnyeitan to VELCADE

To @appaxo avtd Tpoopiletal yio evooAéfia 1 vroddpia xprion. To VELCADE 6a yopnynfet amd
évav emoyyeApotio vyeiog mov £xel pmelpio oTn (PNOT KLTTOPOTOEIKMDV QOPUAK®YV.

H oxévn VELCADE npénet va diaAvtonotgitol tpiv T yopnynon. Avtd Oa yivetor amod Evov
enayyeipatia vyeioc. To dtdAvpa Tov TpoKvTTEL Yopnyeiton e £veon eite eviog AEPag eite KATW amod
t0 déppo. H éveon oe pA&Pa ivar ypryopn kot dtopkel 3 €mg 5 devteporenta. H éveon kdtm omd 1o
dépuo yivetar gite 6TOVG UNPOVC ElTE GTIV KOLMAL.

Edv cog yopnyn0si nteprocotepo VELCADE

Koabmhg avtd 1o papuaxo cog £xetl d00el amd Tov yirpd 1| ToV VOGOKOHO Gag, ival amifavo va cog
xopnynOel mepiocdTEPO OO OGO TPEMEL. LTO amiBovo EVOEXOUEVO TNG VIEPOOGOAOYING, O YIOTPOS GOG
fo coc TapakolovBnoEt Yo avemBOUNTEG EVEPYELEG.

4, MBavég avemBOunTeg evépysereg
Onwc 0Ma o pdppoka, £T61 Kot avTd TO PAPLOKO UTOPEl VO TPOKAAESEL AVETIOVUNTEG EVEPYELES, OV

Kot 0gv Tapovcldlovtal 6€ OA0LG Tovg avBpOTOLS. Mepikéc amd TIC avemBOUNTEG EVEPYELEG UTOPEL VOl
glvar coPoapéc.



Edv coc yopnyeiton VELCADE yuo moAlomAobv podhopa 1 AEUQ®U amd KOTTOPO TOL Lovoo

EVIUEPDGTE TOV Y1ATPO GOC OUECWHS EAV TAPOTNPNOETE KATOL0 AO TO AKOAOVOO CUUTTOLOTOL:

- ENMMOVVEG PVIKEG GUOTAGELG, LVTKT ddLVOLia

- GUYYVOT], ATMOAELN 1 dlaTapay] TNG OPUCTS, TVPAMGCT, GTOCUOVG, KEPUAOAYin

- Bpayvvon ¢ avomvong, oidnua Tov KAt dKpwv 1 aAlayEg GTov Kopdtakd puOud, vymin
opTnplokn mieon, Kénwon, Aurobupia

- Prxo ko duokoAia TNV avamwvon 1 aicOnua cvoEiEng Tov Bopaxa.

H 0gpancio pe 1o VELCADE umopei moAd cuyva vo. Tpokarécel Heimon Tov apldumy tov
£PLOPOKVTTAPOV KOl TOV AEVKOKVTTAP®V, KOOMG KUl TV CLOTETAAIDV GTO o, XVVETMS, TPETEL VA,
Kévete TakTikd eEeTAOEIS aipaTog Ty kot kotd T ddpketa g Oepanciog pe VELCADE yuo va
eAéyyete Tov apliud TV apocealpiov coc. Mmopel vo Tapovcildcete pueimon otov aplfud tov:

- OLUOTTETAAI®Y, TO OTTOl0 PTOPEL VoL GOC KAVEL TTLO EMPPETELG OTIG LEAAVIEG T} OE OLLoppoyia:
Y®PIC ELPAVT] TPOVUOTIGUO (TT.Y., dloppayio amd To EVIEPO, TO GTOUAYL, TO GTOHO KOl TO, OVAM
c0G N apoppayio GTov EYKEQOAO 1 atpoppoyia amd To Nmap).

- £PLOPOKVTTAP®V, TOL UTOPEL VO TPOKOAEGEL OVOILULIO, LE CUUTTMUOTO OTMG KOTMGN Kol
yAoudda

- AEVKOKVTTAP@V, TTOL UTOPEL VO GO KAVEL L0 ETPPETEIC 6€ AOIUMEEIC 1) CLUTTAOOTO TOL
potdlovv e ypim.

Edv cag xopnyeiton VELCADE yua ) Ogpaneio tov moAhamAod poghdpatog, ot avembounteg
EVEPYELEG TOV UTOPEL VO EPLPAVICETE AVAPEPOVTOL TAPUKAT®:

IToAV ovyvig avemOOunTeS evépyeleg (umopei va eanpeaoovy neprocdtepa oo 1 ota 10 dropa)
o EvaioOnoia, povdiooua, popunykiacua 1 aicbnuo kaebcov oto dépua 1 TOVo 6Ta XEPLL 1] GTO
oo MOy PAGPNC TV vEbpV

Meiwon tov apfpov Tev epuBpokvTTdp®yv 1 TV AevKoKLTTAP®V (PAETE TOPOTAV®)
IMvpetog

Adwbecio (vovtia) 1 £petog, andAele OpeEng

Avokototnta pe 1 yopic peteopiopd (Umopel va glvar coPapny)

Awgppora: dv TOPOVCIACTEL, EIVOL CNUAVTIKO VO TEITE TEPIGGOTEPO VEPD OO AVTO OV TIVETE
ouvnBmg. O ylotpdg umopel vo oag ddoetl KAmolo dALo papuako yio va eEAEyEet T ddppota
Koénwon, aicnon advvapiog

. Mvikdg movog, mOVOG GTo. 06T

Yoyvég avemBOunTeg evépyetes (umopel va ennpedoovy £0c ko 1 ota 10 dropa)

. XopunAn mieon aipatog, Eaevikn TTdon TG mieons tov aipatog og 0pbia BEom mov pmopel va

odnynoet g Aumobopio

YynAn mieon aipatog

Meiopévn Aettovpyia T@V VEQPOV GOG

[Movoképaiog

AtioOnpuo yevikng adabeciog, movog, iAtyyog, tédon Mmobupiag, aicOnua advvapiog N armiela

alcOncemv

Piyog

. Aouméetg, copmephapovouévng Tvevpoviog, AoUMEE®Y TOL AVATVELSTIKOD, BpoyyiTida,
AOWDEELS amd poknTee, Prxog pe ALY, acbévela mov potdlet pe ypinn

. "Epming Lootpag (EVTOmOUEVOC GLUTEPTAOUPAVOUEVIC TNG TEPIOYXNG YOP® OO TO, LLATLA 1)

eEamlopévog oe OA0 T0 GOUA)

[16vor 610 Odpaka 1 PpaydTINTA TNG AVATVONG KOTA TNV GoKN O™

Atbpopeg popeég eEavOnpatog

Kvnouog (payovpa) tov déppatog, e£oykdpato oto dépua 1 Enpodepuio

Koxkiviopo tov Tpocdmov 1 pkpd cTacpéva Tpryoedn ayyeio

EpvBpdtnra oto déppa

Apuddtmon

AloOnpuo kodoov 610 Tow PEPOG TOL GTEPVOL, HETEMPIOUOS, PEYILO, TUUTAVIGHOS, TOVOG GTO

GTOMAYL, alpoppayia omd 1o Eviepd Goc 1| amd TO GTOU)L

5



Metafoin T NTatikng Asrtovpyiog

Epebiopog oto otopa 1 ota xeidn, Enpoctopio, EAKN 6T0 GTOUA 1 TOVOG GTO AU

AndAelo fapovg, andAELR YEOONG

Mvikég cvondoelc, pvikoi oTacpol, poikn advvapia, TOVOG 6T AKPa,

Baunr| 6pac

Aolpwén tov e£oTePIKOD GTPAOUATOG TOL LATION KOL TG ECMTEPIKNG EMPAVELNS TOV PAEQPAPOV
(emme@uKitTion)

Awoppayia omd T pom

Avokolio 1 TpofALOTA GTOV VTIVO, EPIOP®AT, AyY0G, OAAAYES TG O1d0e0nc, KaTtabAmTiKn
duabeom, avnovyio 1 d1€yepon, LETABOAEG TNE WYLYIKNG GO KATAGTOONG, OTOTPOCHUVATOALGIOC
Oidnua 6To GO, GVUTEPIAAUPAVOUEVOD YOP® OO TO, LATIO Kot GAAC PEPT] TOL CAOUOTOG

Oy svyvég avemBOuNTES EVvEPYELES (nmopel va ennpedcovy £0¢ kot 1 ota 100 aropa)

Kaopdiokn averdpiela, Kapdiakn tposPoln|, tdvog oto otboc, ducpopia 610 ot0g,
aLENUEVOC ) LEIWUEVOS KAPSLOKOS pLOLOG

Avcleltovpyio TOV VEQPOV GOG

Ddreypovi og AP0, Opoufot aipatog otic PAEREG Kot TOLG TVEDUOVEC GOG

[TpoPAnuata pe v TéN TOL AiUETOG

Avemapkng kuklogopia

DAeyHovi TOL TOLYOUATOG YOP® amd TNV Kapdtd 6og 1| vypod YOP® amd TNV Kapdid 6og
Aouméelg mov mepthapPdvovy ovporoinmén, Ypimn, AOWWMEELS Ao TOV 10 TOV £pmNTO, AOIH®EN
TOV QLTIOV Kol KutTapitida

Aipo oto KOTpava, 1 apoppoyio and PAEVVOYOVOLGS, T.). TO GTOLO, TOV KOATO

AlTopayEC TOV ayYElOV TOV EYKEPAAOD

[Mopddvon, EMANTTIKEG KPIGELS, TTMOGT, O10TAPAYES TNG KIVNOTG, 1N GLGLOA0YIKY aicbnon 1
petafoin oe aicOnon 1 pewwpévn aicOnon (aen, akorn, yebon, 6cepnon), datapayn e
TPOGOYNG, TPEUOLAO, OEGHOMOELG

ApBpitida, copmeprapPavopévng g AEYLOVIG TV apBpdCE®mV GTo SAKTLAL TOV XEPLOV,
TOV TOSMV Kol T o1eryovol

Awotapayéc mov ennpealovy ToVG TVELLOVEG GOG, EUTOSILOVTUG TO CAON GOG VO TAPEL OPKETO
o&uyovo. Mepikéc amd avtég TepAapavovy SUoKOAIN TNV AVaTVOT, AUYAVIOGLLO, AXYAVIOGLLOL
Y®Pig GAoKN O™, OVATVOT| TOV YIVETOL p1yT], SVGKOAN 1 GTAUATA, GUPLYUO (CEUPTYUN)
Ab6&ryyoc, datapayéc Tov Adyov

[Moapaywyn avénuévng 1 LElOUEVNS TOcOTNTAS 0VPMV (AOY® PAGPNG GTOLE VEPPOVG), ETDOVVY
d1élevon TV 00pmV N AIHO/TPOTEIVEG 6TA 0VPA, KATAKPATNOT VYPOV

Metofoin TV emmESOV GUVEIINONG, GLYYLON, SLATUPOYN 1 OTMAELL LVANG
YrepevoioOnoio

ATdAE0 0KONG, KOP®ON 1 EUPOEG T, VTIH, SVCEOPIn GTO, AVTIY

Opuovikn avopoiio Tov Thova vo ETNPEAcEL TV aroppoOeNon GATOG Kot veEpoD
Yrepdpaotiprog Bupeoetdng adévog

Avikavotnta vo topaydel erapkng WGOLAIVT 1] OVTIOTOOT] GTA PLGLOAOYIKA EiTES QL TNG
WWGOVAIVIG

Epebiopog 1 reypovn tov patidv, vrepPoiikd vypd nitia, Tovog ota pitio, Enpdtnra ot
patio, AOHDEELS TV patidv, olidto oto BAEPapo (xordalto), koxKiva kot Tpnopéva BAEQapa,
EKKPULOL oo TO PATLO, U1 GUOLOAOYIKT OPACT], GLLOPPAYIi TOV LOTIOV

AOYK®ON TOV AEPQASEVAOV GOG

Avoxopyio apBpmong 1 Tov poov, aicnon Bapovc, Tdévog otn fovPrvikn cag xdpa.
ATOAED TPYOV KL U] PLGLOAOYIKT DO TPLYDOV

AMAepyIKEG OVTIOPACELG

EpvBpdtra 1| movog oty Béom €veong

I16vog 610 oToOpO

AodEELG 1 PAEYHOVES TOV GTOHOTOC, EAKT GTO GTOLLO, TOV OLGOPAYO, TO GTOMYL KOl TO!
£vepa, LEPIKES POPEG OYETILOUEVH LLE TTOVO 1 OOppayic, KOKT KIVITIKOTITA TOV EVIEPOL
(ovumepthopPavopévng e amoepatng), Suceopia 6TV KOIAMA 1| TOV 0160(PAY0, SUGKOAIN GTNV
KOTOTOOT), OiLLoL GTOV EETO



Agppoticég Aouméelg

Boxmnpilokég kot 1oyeveig Aouméelg

Odovtikn Aolpwén

DdLeypovn ToL TAYKPEATOG, ATOPPAEN TOV YOANIOYOL TOPOV

[T6vog ota yevvntikd 6pyava, TpdPAnua oty enitevén otoong

Avénuévo copotikd Bapog

Ailya

Hrotitda

Awtapayéc mov oyetilovtat e To onpeio Tng EVESTG 1] TN CLGKEVT TNG EVECTG

Agppotucég avtidpaoelg Kot dtatapayés (o1 omoieg pmopei va gival coPapég Ko ametAnTIKES Yo
™ Lon), EAkn Tov dEPUOTOC

Mehaviég, TTOCELS KOl TPOVUOTIGHLOT

Oleypovi | apoppayio TOV CLLOPOPOV OyYEIMV OV UTOPEL VO ELPAVIOTEL MG LKPES KOKKIVEG
N pop knhidec (cuvnbwg ota THN) EmG HEYOAEG TEPLOYXEG TTOV UOLALOVV UE LEAOVIEG KAT® 0d
70 $€PULA 1) TOVG 16TOVG

Kolonfeig xoatelg

Mo coBapr, OvacTPEYIUN EYKEPAAMKT] KOTAGTOGT OV TEPIAAUPAVEL ETANTTIKEG KPIGELS,
VYNAN 0PTNPLOKT TTEST], TOVOKEPAAOVG, KOT®GT], GVYYLOT), TOEA®GCTN 1 GAA TpofAnUaTO
opaone.

Yaavieg avemOounteg evépyeieg (umopsi vo emnpedsovy £o¢ kot 1 ota 1.000 dropa)

Kopdiakd mpofrnpata mov tepthappdvovv kapdiokn tpocsPoir], otnddyym
YoBapn ereypovi tev vedpwv, 1 ool umopel va Tpokarécel TapdAvon Kot SUGKOATN 6TV
avomvon (cvvdpopo Guillain-Barré)

‘ESaym

Avoypouio Tov eAEPOV

dAeypovn Tov vortiaiov poelon

[IpofAnpata pe o avti cag, apoppayic and To aVTi oog

Y7odpactnplotnTo Tov Bupeocdoic 0déva Gog

YHvopopo Budd—Chiari (tor kAviké GOUTTOUATE TTOV TPOKAAOVVTOL GO TV andQpaén Tov
NTATIKOV PAEPOV)

Metafoléc 1} Un QUGIOAOYIKT EVTEPIKT AELTOLPYIO

Awpoppayio oTov €YKEQEAAO

Kitpvog xpouHaTiopodg Tmv HaTidv Kot Tov dEpuatog (Iktepog)

2oBapn aAlepykny avtidpaon (ava@LAAKTIKO 6oK) onueia g omoiag pmopel va
epAapPavouy dSucKoAia TNV avamvor], Tovo 6to 6TnBog 1 opiipo oto otbog, Kavn aichnon
LaAng/AmoBupiag, cofapr eayodpa 610 dépa N droykwpéveg mpoeoyég oto dépua, TpNEYo
TOV TPOCHTOV, TV YEMADV, TNE YADGGOS KOl TOL PAPLYYQ, TO OTOI0 HITOPEL VO, TPOKUAECEL
dVCKOAID, GTNV KATATOOT|, KATAPPELOT

Awotapoyéc Tov paeTtoh

KoAmikég exkpioelg

ALOYK®OON TOV YEVVNTIKOV 0pYIvVOV

Meiopévn avoyn oty KatavAaAwmoT ovomveEDUATOS

Azioyvaven, andAelo coUatikod Papovg

Avénpévn opeln

Xvpiyyo

Yypb oe apbpwon

Kvortelg oto mepifAnua tov apfpdcemv (KOoTELG TOL apbptkod vUEVE)

Kartayua

AldoToon TOV WOTKOV VOV 0L 001YEl 68 GALEC EMTAOKEC

AldyKwon Tov NraToc, aoppayic amd To Nrap

Koapxivog tov veppmv

Agppatikn Kotdotoon mov potdlet pe yopioon

Kapkivog tov déppatog

QypotNTo. TOV FEPUATOG



AvENON TOV UOTETOA®V 1) TOV TAAGUATOKVTTAP®V (€va 100G AEVKOKVTTAP®YV) GTO OliploL
®popPog aipatog oe pikpd apoedpa ayyeio (Opoufotikn pikpooyyelonadeior)
Mn @uG1oA0YIKY OVTIOPUGCT) GE LETAYYIGELG ALOTOG

Mepikn 1 oAy andAgLo, THG OpAONS

Mewopévn oeovolikn embopio

Expon oéAiov amd 1o otopa

Mdtio Tov TpoeEEyouv

EvaieOnoio oto pmg

I'pfyopn avamvon

[16vog oto opBod

[Tétpeg otn Yol

Knin

Tpavpaticpoi

EvOpavota 1 adbvapa vioylo

Mn @uctloloykd anobépata Tpwteivig o (TG Opyovd Gog

Kopa

Evtepucd €k

[MoAhamAn avendpkela opyavmv

®dvatog

Edv cag yopnyeitor VELCADE 6 cuvdvacpo pe dAlo gappoka yio, tn Oepameio 100 ApQ®UOTOS
oo KOTTOP TOV HovOVa, 0L OVETIBVUNTEG EVEPYELEG TTOV UTOPEL VO ELPAVIGETE AVOPEPOVTOL
TOPUKATO:

oAV ovyvéic avemBOunTes evépysereg (umopei va ennpedoovy neprecétepa and 1 ota 10 dropa)

ITvevpovia

Arndreo 6peéng

EvaioOnoia, povdiooua, popuniykiacua 1 aictnuo kaebcov oto dépua 1 TOVo 6To XEPLL 1| 0TO
OO0, AOY® PAAPNG TV veEDpmV

Noavtia kot petog

Aldppota

"EAcn o710 otép0

AvckonoTTo

Muikdg TOVog, TOVOG OTU 00TA

AT®OAELD TPLYDOV KOl U] UCTIOAOYIKT VPN TPLYDV
Koénwon, aicnon advvapiog

IMupetdg

Yoyvég avemBopnteg evépyereg (umopel va ernpedcovy £m¢ kot 1 ota 10 dropa)

"Epmng Lootpag (evTOmoUEVOS CUUTEPTAAUPAVOLEVIC TNG TEPLOYNG YOP® OO TCO, LATLO 1)

eEamlmpévog 6e OAO TO COU)

Aouméelg amd Tov 10 oV EpINTa

Bakmnplakég kot 10yeveic Aotuméelg

AoUDEELS TOV aVOTTVEVGTIKOV, Bpoyyitida, Prixoc pe AEyua, acbévela mov potdlet pe ypinn
Aotum&elg amd PoKNTEG

YrepevoaicOnoio (aArepykn avtidpacn)

Avikavomta vo topoaydel eTapKng VGOLAIVT 1] AVTIGTACT] GTO PUGIOAOYIKA ETITESN TNG
WGOLAIVIG

Koataxpdnon vypov

Avokolio 1 TpofAHoTe GTOV VTVO

ATmdAg GUVEIONONG

Metofoin Tov emmédwv cuveidNnoNG, GLYYLON

AioOnon Caing

AvEnuévog kapdiakdg puOudc, vymMAN aptnplokT mieon, epidpmon



Mn guciloroyikn 6pacn, Baumn dpacn

Koapdioxn avendpkeia, kapdiakn tpocsforn, névog oto othbog, ducpopio oto otihog,
ovENUEVOC N LELOUEVOS KOPOLaKOS puOpog

Yynin 1 xopmAf aptnpuoky migon

E0QVIKN TTOCN TNG TiEoNS Tov aipatog o 6pbia BEon mov pmopel va 0dnynoet o Aobupio
Adomvola KaTd TNV AGKN o

Brixag

Ad&vykag

EpPoég ota avtid, Suvoeopio oto avtid

Awoppayia omd 10 £viepd cag N amd T0 GTOUXL

AioOnpo kovoov

I16vog 610 oToudyL, petemplopdg

AvoKoAia TNV KATATOOT)

Aolum&n 1 pAEYHOV GTO GTOUGYL KoL T EVIEPQ

[16vog oto0 oTopdyt

Epebiopog oto otépa 1 ota yeidn, ndévog 6to Aaipud

MetofoAn g NraTkig Asttovpyiog

Kvnouédg (payovpa) tov déppatog

EpvBpdtra oto déppa

E&dvOnpa

Mvikoi oracpol

Ovporoipmén

[Tovog ota dxpa

Oidnpa 610 O, GVUTEPLAUPBAVOLEVOL YOP® OO TO. LATLO Kot GAA LEPT) TOV CAOUATOG
Piyog

EpvBpoétmra kot movog ot Béom €veong

AloOnpo yevikng adwobeciog

Anoreia fapovg

Abv&non Papovg

Oy ovyvég avemOBounteg evépyeleg (umopei va emnpedoovy £o¢ ko 1 ota 100 dropa)

Hrartitda

ToPapr aArepyikn avtidpacn (avopLAAKTIKY avTidpoaoT) onueio Tng onoiag umopsi va
nepthappavouv ducKoAio TNy avamvor, Tovo 6to 6tnBog 1 6eifipo oto otbog, Kaun aichnon
CaAng/Amobupiag, cofapn payodpa 6to dépa 1 droykwpéveg mpoeoyég oto 6épua, TpNHEyLo
TOV TPOCHTOV, TOV XEIAMMV, TNG YADOCGAS KU1 TOV @ApLYYe., TO 0010 Umopel va TpoKalEoeL
SVoKOAIL, GTNV KOTATOOT), KATAPPEVCT)

AwTopayéc e Kivnong, TapdAvon, 0eGOMGELS

TAvyyog

ATdAELD AKONC, KOQOGN

Awtapayéc mov emnpealovy ToVG TVEDLOVES GOG, EUTOOILOVTOC TO AN GOC VO TAPEL APKETO
o&uydvo. Mepikéc amd avtég TepthapBavouy SUGKOMaA GTIV avamTvor, Aodviaco, AoyGvias Lo
Y®PIC AoKNGT, OVATTVOT| TOV YiveTan pnyn, OVCKOAN 1| GTAUOTA, GLPLYLO

®Opoppot aipaTog 6TOVG TVEDIOVES GOG

Kitpwvog ypopatiopog Tov patidv Kot Tov d€ppratog (iktepog)

0OCid10 610 PAéPapo (Yardllo), KOKKIVa Kot TpNouéva PAEPapa

Yrawvieg avemBOpunteg evépyseieg (nmopei va exnpedoovy éog kot 1 ota 1.000 dropa)

OpouPoc aipartog og pikpd apo@dpa ayyeio (Opopfotikng pikpooyyelonadeio)
YoBapn ereypovi Twv vedpwv, 1 onoio Umopel va TPokaAECEL TaPGALGT Kot SUGKOATN GTNV
avomvon (cvvdpopo Guillain-Barré)

Ava@opd avemBounTov EvePYELOV
Edv mapatnpnoete Kamowo avemBOunTn evépyeia, EVNUEPADOTE TOV YLOTPO 1) TOV POPLOKOTOLO GO,
AVTO 1oyl Ko Yo kdOe Thavr avemBountn vEpyela TOL OEV AVOPEPETAL GTO TOPAV PUALO OONYIDV
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ypnone. Mropeite emiong va avagépete avembounteg evépyeteg anevbeiag, péow tov EBvikon
Opyaviouod ®apudkwv, Mecoyeiov 284, GR-15562 Xolapyog, AOnva. TnA: +30 21 32040380/337,
®ag: + 3021 06549585, Iototonoc: http://www.eof.gr. Méow tng avagopds avembduntov evepysidv
umopeite va fondnocete ot GLALOYY TEPIGGOTEPOV TANPOPOPLDY GYETIKA LLE TNV OCPAAELD TOV
TOPOVTOG POPLLAKOV.

5. Iog va pvridooete 10 VELCADE
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.

Na un ypnoiponoteite ovtd 10 PAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVaPEPETL GTO PLOAISLIO KOt
010 xovti petd ) AéEn AHEH.

Mn gpuAdooete og Oeppokpacia peyardtepn tov 30°C. ®vAGGGETE TO PLOAISI0 6TO0 £®TEPIKO KOVTL
Y10 VO TPOCTATEVETOL OO TO PG,

To didivpa PETA TV AVOCLOTACT TPETEL VAL ¥PNCIUOTOMOEl apécmS LETA TNV TopackeLT) Tov. Edv to
SLIAV U LETA TNV 0vVOoVOTACT O XPNoLoToOel auécmc, ot ¥povol dloTnpnone UEXPL T XPNoT Kot
01 GLVONKES TPV OO TN YPNoT amoTeEAOLV LITeEVBLVOTNTA TOL Ypnoth. Ilap’ dAa avtd, To dtdAvpa
HeTd TNV avacvotaon gival 6tabepo ya 8 mpeg 6tovg 25°C 6tav PUAGGGETAL GTO UPYIKO PLAAIdI0
Ko/ 6T GVPLYYQ, UE GUVOAIKO ¥POVO SLOTPTIONG Y10 TO OVOCLGTAUEVO PAPIOKO TTOV OgV LITEpPaivel
TIC 8 PEG TPV Ao TN YOPNYNOT] TOV.

To VELCADE zpoopileton yia epdma yprion pnovo. Kabe aypnoipomointo goprokentikd mpoiov 1
VIOAEWUO TPETEL VO, ATOPPITTETOL COUPDVOL UE TIG KOTA TOTOVS I0YVOVGES GYETIKES OLUTAEELC.

6. Iepreyopeva TS 6LOKEVAGTIOG KUL LOUTTEG TANPOPOPiEg

T epréyer to VELCADE

- H dpactikn ovsia eivar n poptelopipmm. Kdabe eraridio mepiéyet 3,5 mg foptelopipmng (og
Bopovikd eaTépa LOVVITOANG).

- Ta dAha cvotatikd givar povvitodn (E421) ko almro.

EvdopAéPia avaciotaon:
Metd amd v avacvotact, to 1 ml Tov dteAvpatog yo evoopAEPia Eveon mepiéyel 1 mg

Bopteopipmng.

Ymoddpla avacHoTao:
Metd amd v avacOoTact, To 1 ml Tov dteAdpaTog Yo vTodopLa EveoT) TePLEyeL 2,5 Mg

Boptelopipmng.

Epg@évion tov VELCADE kou mepiey6peva. TG 6VOKELAGI0g
To VELCADE «6vig yio evEGo dtdAvpa eivar AEVKT TPOG VITOAEVKT] GLUTAYNG 0LGio (KlK) 1] oKOVT).

Kabe yaptivo xovti tov VELCADE 3,5 mg k6vig yia evésyo S1dAivpa, TePIEXeL EVOL YOOAVO PLOAISLO
v 10 ml pe komdkt pmhe povayldd, o€ po didpovn cvokevacio koyéing (blister).

Karoyog Adsrog Kvkhogopiag:
JANSSEN-CILAG INTERNATIONAL NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

HopookevaoTiic:
Janssen Pharmaceutica NV
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Turnhoutseweg 30
B-2340 Beerse
Béhyo

I'a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKUAEIGTE VO
amevBuvleite otov Tomikd avTmpocsono Tov Katdyov g Adstog Kukhogopiag.

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

To mapév pvAro 00N LAV YpfioNs avadempOnke Yo TelevTaio eopa Tov @efpovapro 2021.

Agntopepn TANPOPOPLOKE GTOLYEID Y10 TO TPOTOV CLTO Elvar SBECIUA GTOV SIKTVOKO TOTO TOV
Evponaikod Opyovicpod ®apudakov: hitp://www.ema.europa.eu.
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O mAnpogopieg mov axorlovBolv amevBvvovtal Ldvo ce exayyeAlaTies vyeiag:

1. ANAXYXTAXH I'TA ENAO®AEBIA ENEXH

Inueioon: To VELCADE givot évag kottapoto&ikdg Topdyovtoc. ZOVERMS, amatteitor wdwaitepn
TPOGOYN KATA TO YEPIGUO KL TNV TPOETOLAGIO TOV QOPUAKOV. XVVIGTATOL 1] XPTOT YUVTIDV KO
TPOGTOTEVTIKOD POVYLIGLOD TPOKELUEVOV Va, amoPevyDel 1) ETar] [e TO dEpua.

H AZHIITH TEXNIKH ITPEIIEI NA AKOAOYG®EITAI AYXTHPQY KA®” OAH TH AIAPKEIA
THX ITPOETOIMAZIAY TOY VELCADE KAGQY TO ®PAPMAKO AEN ITEPIEXEI
YXYNTHPHTIKA.

1.1 TIpogrowpasio Tov Qraidiov Tov 3,5 mg: apocdicte npocektikd 3,5 Ml oteipov, evésiuov
SAdpuaTog yAwpLovyov vatpiov 9 mg/ml (0,9%) 610 PLaAid0 OV TEPIEXEL TN OKOVN
VELCADE pe ) ypion coylyyog KatdAAnlov pey£é0ovg, xwpig Tnv apoaipesn Tov TOUATOG
gloympnong tov lamdiov. H didAvomn tg Avo@rhomompévng KOvems OAOKANpOVETOL GE
AyoTEPO OO 2 AETTTAL.

H ovykévtpmon tov teAucon drodvpatog Oa etvar 1 mg/ml. To didAvpa mpénet va givon dtavyég
Kol aypopo, pe teMkd pH 4 €og 7. Agv eivan avaykaio va gEléyEete 1o pH Tov dtodvpatoc.

1.2 IIpw 1t xopnynomn, eAéyEte onTiKd 10 StdAvpa yio VTapEN COUATISI®V Kol OTOYP®UATIGUS. AV
mapoTnpnoel TVXOV ATOYPOUATIGUOG ) VTTapEN COUOTIOIMV, TO dtdAvpa TPETEL va amopplpbel.
BePoaiwbeite 6t1 1 oot 600m yopnyeitat yio v evéo@Aiifra 086 yoprynong (1 mg/ml).

1.3  To avacvotofév didAvpa eV TEPLEYEL CLVINPNTIKA Kol TPEMEL VAL PN CLomom Bl apéowme petd
v mapoackevn. 'Exet amoderyBel, map’ OAa ovtd, YNy Kot gUGIKH otafepdTnTa KaTd T
yxpnon v 8 dpec oTovg 25°C, d1atnpodUEVO GTO apyIKO PLHAid0 Kal/f ot cvpryya. O
GUVOMKOG XPOVOGS SLOTNPNCNS Y10 TO OVAGLGTAOEY QOPUOKEVTIKO TPOIOV OV TPEMEL VAL
vrepPaivet Tig 8 dpeg TPV Ao T XOPNYNOT| TOL. AV TO SLGAVU LETA TNV AVOGVUGTACT] OEV
ypnoioron el apésmg, ot xpovoL SLTHPNONG KATA TN ¥PNoN Kot 01 cuVONKeg TPV omd ™
¥PNoN amoTELOHY LIELBVVOTNTA TOV YPNOTH.

Agyv givon amapoitnm 1 TPOcTAGIo 0O TO MG Y0 TO AVOSLOTAOEY PUPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

o Metd ) d1AvTomOoINGT), OVAPPOPNOTE TV KATAAANAT TOGHTNTA TOV OVUGVGTAUEVOD
SLAOaTOg GOUE®VA LE TNV VTTOAOYIGUEVT] 000, Le Bdor v [eproyn Empdveiag Zdpotog
oL aoBevoic,.

. EmiPepaidote ) 0601 Kot T GLYKEVTIPWOGT 0TN cVPLyyo TPV omd TN xpnon (eAEyEte 6TLn
oUPLYYO PEPEL TNV EMICHUAVON Yol EVOOPAEPLA YopryNon).

. Xopnynote to didAvua pe evéoeAiPia bolus éveon 3-5 devteporéntov péowm evog meplpeptkon
N KeVIPIKoL evOoPAEPlov kabethpa o pia eAEPa.

. Iepiote yio €ékmloon Tov Teplpepiko 1 evooPAERLo kabetnpa pe oTEIPO SEAV O YADPLOVYOL

vazpiov 9 mg/ml (0,9%).
To VELCADE 3,5 mg kévig yia gvéopo owdgiopa IIPOOPIZETAI I'TA YIIOAOPIA'H

ENAO®AEBIA XPHXH. Mn yopnysite péoco ariiov 0d0@v. H gvooppayraia yoprynon £yt
oonynosl og Odvaro.
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3. AIIOPPIYH

Ka0e proridio mpoopiletar yia pio epdma ypnon HOVO Kol TO DTOAELULN TOL SIHAVUOTOG TPETEL VO,
omoppinteTal.

Ka0e aypnoipomointo Qoprakevtikd Tpoidv 1| VITOAELLLO TPETEL VO, ATTOPPITTETOL GOUPDVA LE TIG
KOTA TOTOVC 1GYVOVCEG OYETIKEG OLUTAEELS.
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O TAnpogopiec mov axorlovBolv amevBvvovtal Ldvo ce exayyeAlaTiEC VYELNG:

Moévo 10 @roAido tv 3,5 ml umopel va yopnynbei vrodopia, OTWS TEPTYPAPETUL GTT) GLVEXELN

1. ANAXYXTAXH I'TA YIIOAOPIA ENEXH

Inueioon: To VELCADE &ivou évag kuttopoto&ikog Topayovtoc. ZVVEnmc, amotteital 1oiaitepn
TPOGOYN KUTE TO YEPIGUO KoL TNV TPOETOLAGIO TOV QOPIAKOV. XVVIGTATOL 1] XPTION YOVTIIDV KO
TPOCTOTEVTIKOD POVYLIGLOD TPOKELUEVOL Vo, amopevyDel 1 emapn e To dEpua.

H AXHIITH TEXNIKH ITPEITEI NA AKOAOY®EITAI AYXTHPQY KA®’ OAH TH AIAPKEIA
THX ITPOETOIMAZIAX TOY VELCADE KAGQXE TO PAPMAKO AEN ITEPIEXEI
YYNTHPHTIKA.

1.1 Tpocropacio Tov groidiov Tev 3,5 mg: npocdicte Tposektikd 1,4 ml oteipov, evésiuov
SdaAvpatog yhmprovyov vatpiov 9 mg/ml (0,9%) oto praridio mov mTepEyet T oKOVT
VELCADE pe ) ypiong copryyog KatdAAniov pey£0ovug, xwpig Tnv apoaipest 100 TOUATOG
€10 OPNONG TOL PLoAdiov. H d1dAvon g Avopiiomompuévng KOVEmS OAOKANPAOVETOL GE
AlydtEpO OO 2 AEmTd.

H ovykévrpmon tov tehkod dtaAdpotoc Oa eivan 2,5 mg/ml. To didAvpo Tpémet va eivar
Stoyég Kot dypmpo, pe teAkd pH 4 éwc 7. Agv givon avaykaio va eAéyEete o pH tov
SLAv TG,

1.2 IIpw 1t yopnynon, eréyéte omtikd to Stdlvpa yio VTapén cOUNTIOIMY Kol amoypouationd. Av
napoTnpn et VYOV ATOYPOUOTIGUOG 1) VTTaPEN COUATIOI®V, TO StGAVUA TPETEL VO amoppLpBet.
Befoimbeite 6t 1 cwotn d66M yopnyeitor yio v vwodopia 066 yoprynong (2,5 mg/ml).

1.3 To avacvotadév d1dAvpa dev TEPLEXEL CLVINPNTIKA KO TPETEL VO, XpTCLomom el apéomg LeTd
v mapackevn. 'Exel anoderyBel, map’dha ovtd, ynpKn Kot QUGIKT otafepdtnta Kot ™)
yxpnon Yo 8 dpeg otovg 25°C, d1aTnpodUEVO GTO apyIkd PloAidlo ka1 otn cvptyya. O
GUVOAMKOG YPOVOG SLUTHPNGNC Y10, TO OVASVOTUOEY QUPUOKEVTIKO TPOIOV OV TPEMEL VA
vrepPaivel Tig 8 dpeg mpv amd TN Xop1yNomn Tov. Av 1o SdAvpa HETE TV AvacDoTOOT) OEV
ypMoLoronfel auécms, ot xpOVoL dTHPNONG KOTA TN XPNOT Kol 01 GLVONKES TPV o T
¥PNON OTOTELODY LITEVOBVVOTNTA TOV PN OTY.

Agv givon amapoitnm 1 TpooTacio and T0 PG Yol TO AvVOcLGTAOEY PAPLAKEVTIKO TPOTIOV.

2. XOPHI'HXH

. Metd ) d1eAvTomoinseT), avapPOPNGTE TNV KATAAANAT TOGOTITA TOV OVOGVGTAUEVOL
SLIADUATOG GOUPOVO LE TNV VTTOAOYIGHEVT] 600T, pe Bdon v [eproyn Empdveiog Zopotog
Tov acBevolc.

. EmPefoimote T 00601 Kol T CLYKEVIPOGT GTI| GUPLYYQ TPV amd T ypnomn (eAEyEte 6TL N
oUPLYYO PEPEL TNV EMICTLOVOT Y10 VTTOSOPLA YOPTYNOoN).

o Xopnynote to daAv o vToddpLa, Vo Yomvia 45-90°.

o To avacvotadév dtdAvpa yopnyeitar vToddpla LES® TV UNpPaVv (aptotepod N 0e&100) 1 ¢
KOG (oprotepd M de&rd).

o Ta onueia g £veong Tpémel va eVEALAGCOVTAL Y10 TIC SL0O0YIKEG EVECELS.

. Edv copobv tonicég avtidpdoeig 6To onpeio TG £VESNG HETA TNV LTOSOPLA YOPTYNOT TOV

VELCADE, egite pmopei va yopnynei vmodopia Eva Aryodtepo mokvo dihvua VELCADE
(1 mg/ml avti yia 2,5 mg/ml), gite cvomvetatl oAloyn oe evooeALPLa Eveon.
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To VELCADE 3,5 mg kovig yio. evéoipo dtaiope IPOOPIZETAI I'TA YIIOAOPIA'H
ENAO®AEBIA XPHXH. Mn yopnyeite péocw arilov 0o@v. H evooppayraia yopiynon £yt
oonyiost og Oavaro.

3. AIIOPPIYH

Kabe prokidio mpoopiletar yio epdma yprion UOVo Kol TO VITOAELLLO TOV SIOAVUATOC TPETEL VL,
omoppintetal.

Kda0e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAEUN TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVG I0YVOVGEC GYETIKEG SLOTAEELG.
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	Εάν δεν έχετε ακολουθήσει προηγούμενη θεραπεία για το λέμφωμα από κύτταρα του μανδύα, θα λάβετε το VELCADE ενδοφλέβια ή υποδόρια σε συνδυασμό με τα φάρμακα ριτουξιμάμπη, κυκλοφωσφαμίδη, δοξορουβικίνη και πρεδνιζόνη.
	Το VELCADE χορηγείται ενδοφλέβια ή υποδόρια τις ημέρες 1, 4, 8 και 11, ακολουθούμενο από μία «περίοδο ανάπαυσης» χωρίς θεραπεία. Η διάρκεια ενός κύκλου θεραπείας είναι 21 ημέρες (3 εβδομάδες). Μπορεί να λάβετε μέχρι 8 κύκλους (24 εβδομάδες).
	Τα ακόλουθα φαρμακευτικά προϊόντα χορηγούνται την ημέρα 1 κάθε κύκλου θεραπείας 21 ημερών με VELCADE ως ενδοφλέβιες εγχύσεις:
	Ριτουξιμάμπη σε δόση 375 mg/m2, κυκλοφωσφαμίδη σε δόση 750 mg/m2 και δοξορουβικίνη σε δόση 50 mg/m2.
	Η πρεδνιζόνη χορηγείται από στόματος σε δόση 100 mg/m2 τις ημέρες 1, 2, 3, 4 και 5 του κύκλου θεραπείας με VELCADE.



