@vAro ooV piong: IIAnpogopics yra Tov yprjot

VELCADE 3,5 mg k6vi¢ y1a evéorpo otGiopa
Bopteopipmn

AP aCTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 QAPROKO, H10TL TEPLAUUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

- DordEte avtd To EOALO 0oy yprone. Towg ypelactel va to dofdacete Eava.

- Edv éxete mepartépo amopieg, p@TNOTE TOV Y1OTPO 1 TOV PAPLOKOTOLO GOC.

- Edv mapotnproete Kamoto avemBOUNTN VEPYELD, EVILEPADOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
o0g. Avtd 1oyvel kol yio KaBe mhoavn avemBOunT EVEPYELD TTOV JEV AVAPEPETAL OTO TAPOV
@OALO 00MY1dV ¥prione. BAéme mapdypago 4.

T Tepréyer 1o Tapoév evALo 00N YLOV:

T etvan to VELCADE ko mowa etvon 1 gp1jom tov

T mpénet va yvopilete npv ypnoonomoete 1o VELCADE
Ilog va xpnoyomomoete 1o VELCADE

[MBavéc avembounteg evépyeleg

Iog va pvrdcoete to VELCADE

[epreydueva tng cLoKEVOGING Kol AOUTES TATPOPOPIES

A e

1. T givar to VELCADE kot wowa givan 1 yp1ion tov

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

To VELCADE ypnowonoteitat yio ) Ogpameio Tov mOALATAOD HEAdLATOG (EVOG KAPKIVOL TOV

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

- UOVOo TOV 1 6€ GUVIVLAGUO E TA PAPUAKO TEYKVAIOUEVT] MITOGOULOKT d0&0opovPikiv 1
de&apebaldvn, yuo acbeveic Tov 1 KoTAGTAGN TOVG EMOEWVOONKE (EEEMEN TG VOGOL) UETd amd
TOVAGYIGTOV oL TpOTYoULEVT] BEpameia KOl Y10l TOVG OTOI0VG 1) LETAUOGYELGT APYEYOVOV
OLUOTOMTIKAV KVTTAP®V dEV \TAV EMTLUYNG ) OV €Vl KATAAANAN.

- G€ GLVOLAGUO LE TO PApUaKo PEAPAAdVT Kal TPedVILOVN Yia acBeveic o1 omoiot dgv Exovv
AdBel mponyovpevn Bepameia yio TN VOGO TOVG KoL OeV glvat KATAAANAOL Yo VYMATY dOoM
ynueobepaneiog e LETALOGYELGT APYEYOVAOV OLUOTOUTIKOV KVTTAP®OV

- o€ GVVOLOGUO HE Ta edppaxo deSapebalovn N deEapuebalovn pall pue BoAdopion, yio Toug
acBeveig v omoimv 1 voc0og dev €xel vtoPindel Tponyovpéveg oe Bepaneia Kot Tpv amd
AYM vymAng do6omg ynuelobepameiag e LETAROGYEVGT] APYEYOVOV OLLLOTOMTIKAOV KVTTAP®V
(ewoaywywn Bepomeion).

To VELCADE ypnoyomotleiton yio T Oepameio Tov AUPOUOTOS 0mrd KOTTOPO TOL Hovdda (€vag
TOTOG KAPKivOL OV TPOGPAALEL TOVG AepPadEveC) o€ aobevelg 18 TV Kot Avm o€ GUVOLOGUO IE TA
QAPLOKO PITOLEUAUTT, KUKAOQ®GEAUidN, do&opovfikivn Kat Tpedvilovn, Yo acobeveig te un
pobepamevévn voco mov dev glval KoTdAANAOL va vToANBobV 6e LeTaUOGYEVOT| OPYEYOVMY
OLUOTTOUTIKMV KLTTAPWV.

2. T pémer va yvopilete wpv ypnoipomomicetre To VELCADE

Mn ypnopomonjcete To VELCADE

- o€ mepintwon aAlepyiog ot Poptelopipnr, 610 fOplo N o€ 0TO10OMTOTE AALO GLGTUTIKO AVTOV
TOL POPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).

- 0€ MEPIMTMOT TTOL £YETE OPIGUEVA GOPaPE TVELHOVIKA 1 KapdtaKd TpoAnuaTa.



IIpog1domon)6ElS Kol TPOPUAGEELS

Evnuepaote tov y10tpd G0g o€ mepintmon mov cog cupPaivel kdmoto amd To akdlovba:

YOUNASS ap1OUdC EpLOPOKVTTAPWOV 1 AEVKOKVLTTAPMV.

TPOPARUATA OLUOPPOYING KO/ YOUNAOG aplOUOC OLUOTETAAIDY GTO OO, GO,

SLappota, SLGKOIALOTNTA, VOVTIN 1) EUETOG

MmoBupia, {dAn 1 Taon yio AuwoBupia 6to TapeAbOV

TPOPANUATA [LE TOVE VEPPOLS GOG

UETPLOL ) GOPaPE TPOPAALOTO LUE TO CUKDTL GOG

HOVIAG IO, LOPUNYKLOGHO 1] TOVOLG 6Ta ¥EPLo 1) 6T TOd1e (VEvpomdleln) oo maperbov

TPOPAUATA [LE TNV KOPOLA 1) TNV OPTNPLOKT OO TEDT

dvomvola 1 Priyog

OTOCLOL

£pmng Cootpog (EVTOTIGUEVOG CUUTEPIAAUPOVOUEVIC TNE TEPLOYNS YOP® OO TO, LOTIN T

eEamlopévog oe OA0 T0 OUA)

. GUUTTOUOATE GUVIPOUOD ADGTC OYKOV OTMC EMMOVVEG HVIKEG GUGTIACELS, LDTKT advVouia,
GUYYLOT], OTMAELD 1] dlATAPOYY| TNG OPACTG Kot Bpdyvuvon TG avamvong

. OTMOAELD LVAUNG, SVOKOAID OTN OKEYN, OUCKOAID GTO TEPTATN LA 1] ATMOAELN TG OPACTS. AVTA
umopel va givar onueio piog cofoapng Aoipnméng Tov YKEQAAOL Kol 0 YL0TPOG GOG UTOPEL VO GOG
GULGTICEL TEPAUTEPM EAEYYO KO TALPOKOAOVONGM.

[pémet va KaveTe TaKTkG EETACELS OULOTOC TPV KOl KOTa TN dtdpkela g Oepaneiog pe VELCADE
Y0 va, EAEYYETE TOV aPOUO TOV ALLOCPUIPIMY GOC.

Edv maoyete amd Aéppopo, omd KOTTapo ToL LovoDo, Kol GOg YOPNYELTAL TO PAPUUKO PLTOVEIUAUTT GE

cuvovooud pe VELCADE, 0o mpémetl va eviEPMGETE TOV YIOTPO GOC:

. €V moTEVETE OTL £YETE TOPO 1| ElYATE 6TO TOPEAOOV AolwEN NraTiTIdNG. XE KOTO1EG
TEPIMTAOGELS, acbeveig Tov elyav oto mapel8ov nratitida B pnopet va enaveppovicovv
nratitda, 1 onola puwopel va odnynoet otov Bdvato. Edv éxete 10topikd LoipmEng nratitidog
B, 00 e&etaoteite TPooEKTIKA AtO TOV Y1OTPO OaG Yo oNUEin evepyob nratitidog B.

[Ipémet va drafdoete Ta @OAAL 0INYLOV Y10 OAC TO POPLLOKEVTIKG TPOTOVTA OV AdpfdvovTal 6
ocuvovacoud pe 1o VELCADE yio mAnpogopieg mov oyetilovot pe outd To gAapuoka Tpiy opyIiceTe )
Oepaneio pe VELCADE. Otov ypnoponoteitor Bodidopion, mpémnet va divetor 1dtaitepn tpocoyn
GTOVG EAEYYOVG KO TIG TPoVTOBEsEIC TPOANYNG KiMong (PAéne Kdnon kot OnAacudg o avtny v
TOPAYPOUPO).

Howora ko Epnpor
To VELCADE dev mpénet va, xpnoionoleiton o€ moidid Kot eprfous, emeldn oev ivol yvwotd mog Ba
TOVG ENNPEACEL TO PAPLOKO.

Ao @appoka kot VELCADE

HopakareicOe va evnuepdCETE TOV Y1OTPO 1) TOV PUPROKOTOLO GOG EAV TUIPVETE, £YETE TPOCHOTA

napel N umopel va mapete GAAa @apuaKo.

SVYKEKPIUEVE, EVIUEPDOTE TOV YIOTPO GOG EAV AAUPAVETE PAPUAKE, TTOV TEPLEYOVY OTOLOONTOTE A0

TIC aKOA0VOEC dpaoTIKEC OVOiES:

- ketokovalOAn, xpnolpuonoleitol yia T Bepaneio LUKNTINGIKOV AOUDOEEDV

- prrovafipn, ypnoiponoteitar yio ) Oepameio g HIV doipwméng

- PLPAUTIKIVY, EVol avTIBLOTIKO TTOV YpMoluoToteital yuo tn Oepameio faxtnplakdv Aotunéeny

- kapPapalenivn, patvotoiviy 1 eavoPapPitdAn mov ypnoiponotovvTot Yio T Oepaneio g
emunyiog

- vepko/Porcapdyopto (Hypericum perforatum), Tov ¥pNGUOTOLELTOL Y1 TNV KATAOA YN 1
GAAEC KATAGTACEL

- amd GTOUNTOC AVTIOO PTG

Kdnon kot Onraocpog
Agv mpémer va ypnoonoteite to VELCADE av giote £ykvog, eKtO¢ €dv gival capds amapaitnto.



Ot yuvaikec 6€ avamopay®ytky nAMKio TPETEL VO YP1CILOTOLOVY OTOTEAECUOTIKY AVTIGOAANYT] KOTA
T Sudpkela tng Oepomeiag Kot yio 8 unveg petd v oAokAnpwon g Oepaneiog. Mikfote pe tov
Ywtpo cog av BELeTe va katayHEETE Ta @APLa cog TPV Egkvioete T Bepaneio.

Ot Gdvdpeg dev Ba Tpémet vo kKavouv modi katd  ypron tov VELCADE kot 6o wpémet va
YPNOLOTOLOVV OMOTEAEGILATIKY] OVTICOAAN YN KaTd T ddpkela TG Bepameiog Kot yio €mg Kot 5 uiveg
petd tn drakonn tng Oepaneiog. MIAAoTE e TOV Y1Tpo Gag edv BEAETE VOl S1OTNPTICETE TO GTEPLO GOG
npwv Eexwvnoete T Oepameio.

Agv mpénet vo OnAalete KoTd T0 ddotnpa mov ypnoonoteite to VELCADE. Zu{nmote pe tov
YWTpd GOG TOTE Etval ASPAAEG va Egxviioete To Onlaoud petd to téhog tng Bepamneiog cog.

H BoAdopidon mpokaiel yevetucég avopaiieg kot epPpoiko Bavato. Otav to VELCADE yopnysitot og
ouvovooUd pe BaAldopidn TpEmel va akoAovONcETE TO TPOYPAUIA TPOANYNG KOOGS Yid TN
Ooldopidon (BAEme UALO 0dNYIDY ¥pNong Yia T Ooidouion).

Odnfynon ko LEPIOROS POV RLATOV

To VELCADE umopei vo, mpokaiécel kommaon, CoAn, Amobopia 7| Oapr dpacn. Mnv odnyeite 1
yewpileabe epyodeio | unyovipata ov Exete T€toleg avembvunteg evépyeteg. [pénetl va elote
TPOCEKTIKOL KO KOl oV OEV £YETE VT TO, GUUTTO LT,

3. o va ypnopoenomoescre 10 VELCADE

O y1atpog oag Ba vroroyicel ™ d6on Tov VELCADE Bdcet Tov Yyoug kot Tov Gouatikod Bdpoug
cog (emedveia ohpotog). H cuvnng apyikn 6on tov VELCADE eivar 1,3 mg/m? empdveiog
COUOTOC dVO QOPEG TNV Efdopada.

O y10tpog oag umopel va oALGEEL T 8001 Kol To GLVOAKO aplBpd TV KOKAWY Bepoameiog, avaioya pe
™V avtomdKpIon 6og ot Bepameia, TV ELEAVIOT] GUYKEKPILEVMVY TOPEVEPYELDY KOL TOV
KOTOGTAGE®DY OV GLVVTAPYOLV (TT.). NTATIKA TPOPANUATA).

Eéehiooouevo molramdody uvéiwua

Oroav 1o VELCADE yopnyeitai povo tov, 0o Adfete 4 d6ceic VELCADE gvdopAéfia 1) vodoplo Tic
nuépeg 1, 4, 8, ko 11 ko axoArovBeite pio 10Muepn «mepiodo avdmovonc» otny onoio S10KOTTETAL M
Oepaneia. Avt n mepiodog 21 nuepdv (3 efdoudadec) avriotoryel o Evay Oepamevtind kvkAio. Mropei
va MaPete péxpt ko 8 khkAovg (24 gfdopnadec).

[MBava va cag doBel VELCADE pofi pe to gappoko TeyKkoMmpévn Mmocopokn so&opovfikivi 1
deapebalovn.

Ortav to VELCADE yopnyeiton pali pe neykoiiopévn Mrocwpakn do&opovfucivn, Ba AdPete to
VELCADE gvdogAépia 1 vodoplo o¢ kikAo Oepameiog 21 nuepdv Kot TV TEYKVAOUEV
Mrocmpiokt doEopovPikivn 30 mg/m? v nuépa 4 tov Bepamevticon kKikhov Sidpretac 21 nuepdv
tov VELCADE ¢ evdopAéfia £yyvoon petd and v éveon tov VELCADE.

Mmnopeite vo Aapete émg kot 8 KOKAovg (24 efoouddeg).

Ortov 1o VELCADE yopnyeitot poli pe ™ oe&opefalovn, 8o AdPete to VELCADE gvdopAéfian
VodopLa ¢ £va kKK o Bepaneiog tv 21 nuepmv kot tn de&apebaloévn 20 mg wov Ba yopnyeital and
otopatog i nuépeg 1,2, 4,5, 8,9, 11 kot 12 tov kvxhov Bepanciog tov VELCADE tov 21 nuepdv.
Mmropeite va Adfete Emg kot 8 KoKkAovg (24 efSopddeg).

Mpn rpoleparevuévo morlamAody uvédwua

Edv dev éxete axolovOnoetl mponyobevn Oepameia yio To TOAATAODY LOEAMUO Kot OEV EIGTE
KATOAANAOL Y10 LETOUOGYEVOT OPYEYOVAOV OLLOTONTIK®Y KuTtdpmv, Oa Adpete To VELCADE o¢
oLVOLOoUO pe 600 GAAO PAPLOKD: LEAPAAGVT Kot TPESVILOVT.

e otV TNV TEPITTOO, 1) OldpKeLo evOC KOKAOV Oepameiag eivor 42 nuépec (6 efdouddeg). Oa
AaBete 9 koKAOVg Bepameiog (54 efdopdosg).



- 21ovg KOKAovg 1 €w¢ 4, to VELCADE yopnyeitat dvo gopég thv efdopdda tig nuépec 1, 4, 8,
11,22, 25,29 ko 32.
- 210u¢ KOKAOLG 5 €wg 9, Tto VELCADE yopnyeiton pio @opd tnv efdopdda tic nuépeg 1, 8,
22 won 29.
H pedgorévn (9 mg/m?) kan  mpedvilovn (60 mg/m?) yopnyodvrat kot ot §H0 0md GTOHATOC TIG
nuépeg 1, 2, 3 ko 4 g TpodT™¢ EfOoAdag Tov Kdbe KOKAOV.

Edv dev éxete akoAovBfioel mponyovuevn Bepomeia Yo T0 TOAAATAODY LLEAMLLO, KOl EI0TE
KATOAANAOL Y10 LETAUOGYELGT] OPYEYOVOV OLOTOMTIK®V KuTTdpwv, Ba AdPete 10 VELCADE
€VO0PAEPLO 1) VTTOJOPLL. € GLVOVAGHO pe T Papuaka de&apeBalovn, 1 de&apebalovn kot
Boldopidn, og elcaywykn Bepamneia.

Oroav 1o VELCADE yopnyetton poli pe oe&opefalovn, 8a Adfete to VELCADE evdopAéfian
VIodopLa ¢ KOKAO Bepameioag 21 nuepdv ko ™ de&apedalovn 40 mg and otopoTog TIg NUEPES 1, 2,
3,4,8,9, 10 ko 11 tov kdKhov Oepaneiag tov VELCADE twv 21 nuepov.

O AdPete 4 kiKAovg (12 efoopddeq).

Orav 1o VELCADE yopnyeital € cuvovacpo pe Boidopion kot de&apedalovn n diapkeia vog

KoK ov Bepaneiog eivar 28 nuépeg (4 efOOUAOES).

H de&opebalovn 40 mg yopnyetton amd otopatog i nuépes 1, 2,3 4, 8, 9, 10 xon 11 tov kdKAov
Oepoameiog diapketog 28 nuepadv pe VELCADE. H BaAdopion yopnyeitar amd 6tép0Tog nuepnoiong o
50 mg €w¢ v Nnuépa 14 Tov TPMOTOL KOKAOL Kal G€ TEPITT®ON avoyng 1 660m g Boidouiong
av&averal ota 100 mg tig nuépeg 15-28 ko mbava va avénbei mepartépo ota 200 mg nuepnoing ond
ToVv dg0TEPO KUKAO Ko ETELTAL.

Mmropei vo, AdPete puéypt 6 koxloug (24 gfdouddec).

Mpn mpobepamevuévo Léupmuo. amo kdTropo Tov uavova.

Edwv dev €xete axolovbnoet mponyovpevn Bepameia yio To AEpPOUA 0md KOTTOPA TOV povova, Oa
AGBete to VELCADE gvdoeAéfia 1 vod0p1o. 6€ GUVOVAGHO HE TO QOPLOKO PITOVEIUAUTT,
KUKAOQ®GPauidn, do&opovPikivn kot Tpedvilovn.

To VELCADE yopnyeitar evdopiéPia 1 vrodopia tig nuépeg 1, 4, 8 ko 11, akorovBovpevo and pio
«mepiodo avamoavonoy yopic Oepaneia. H didpketa evog kokAov Oepameiog eivor 21 nuépeg

(3 eBdoudodeg). Mmopei va Aapete péypt 8 kokAovg (24 eBdopUAdES).

Ta akdrovBa pappakevTicd Tpoidvta yopnyovvor Ty Nuépa 1 kdbe khkiov Bepaneiog 21 nuepmv
ue VELCADE wg evoopAéPieg eyyboeic:

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

H mtpedvilovn yopnyeiton and otépatog oe 36on 100 mg/m? tig nuépeg 1, 2, 3, 4 xar 5 tov KOKAOL
Oepamnciog pe VELCADE.

Hog yopnyeitan o VELCADE

To @dppako avtd Tpoopiletar yio evdopAéfia 1 vtoddpia xprion. To VELCADE 8a yopnynOei and
évav emoyyeApotio vyeiog mov £xel epmelpio oTn (PNOT KLTTOPOTOEIKDV QOPUAK®Y.

H oxévn VELCADE npénet va diadvtonoteitorl Tpiv tn yopnynon. Avtd Oa yiveton amd Evov
gmoyyeAuatio vysioc. To dtdAvpa Tov TPoKVTTEL YopMyEitan pe £veon eite eviog AEPag eite KAt amod
10 déppo. H éveon oe pA&Pa sivar ypryopn kot dtopkel 3 €mg 5 devteporenta. H éveon kdtm omd 1o
dépua yivetar glte 6TOVG UNPOVG ElTE GTIV KOUMA.

Edv cag yopnyn0si nteprocotepo VELCADE

Koabng avtd 1o pdpuaxo cog £xet dobel amd Tov yatpd 1 T0V VOGOKOHO Gag, ival amiBavo va cog
yopnynOel mepiocdTEPO OO OGO TPEMEL. LTO AMiBOVO EVOEXOUEVO TNG VIEPOOGOAOYING, O YIOTPOS GaG
0o oag TopakoAovdnceL Yo avemBOunTEG EVEPYELEG.



4. IMBavéc avemBounTeg evépyereg

Onwg 6ha To eAppraKa, £TGL KO AVTO TO QAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 dgv Tapovcldlovtal 6€ OA0LG Tovg avBpOTOLS. Mepikéc amd TIC avemBOUNTEG EVEPYELEG UTOPEL VOl
glvan cofapéc.

Edv cog yopnyeiton VELCADE yio moALamAoOv puéAmpo ] AEPQ®UO 0o KOTTOPO TOV HovOLa

EVIUEPMOOTE TOV YIOTPO COG AUECOE EAV TAPUTNPNGETE KATOL0 07t TO AkOAOVO0 CLUTTOUOTO:

- EMMOVVEC UVIKEG GVOTAGELG, LVTKT advVouia,

- GUYYVOT], ATMOAELN 1) dlaTapay] TNG OPUCTS, TVPAMGCT, GTOCHOVG, KEPUAOAYin

- Bpdyvvon g avamvong, oidnue TV KAt dkpov 1 oAlayég oTov Kapdlakd puduod, vymin
apTnpleKn Tigomn, kémwon, AMmobuuio

- Bxe ko duokoAia 6TV avamvon 1 aicOnpa cvoEiEng Tov Bopaxa.

H 0gpancio e 1o VELCADE pmopei moAd cuyva va TpoKoAEécel Leimon Tov aptlOumy tov
£PLOPOKVTTAPOV KoL TOV AEVKOKVTTAP®V, KOOMG KOl TV OLLOTETAAIDY GTO Oipa. ZVVETMS, TPETEL VAL,
KAveTE TOKTIKA EETACELS ploTog TPV Ko katd tn dbpkewe g Oeponeiog pe VELCADE ya va
eAéyyete ToV aplBud TV apocealpiov coc. Mmopel vo Tapovcildcete peimon otov apliud Tov:

- OLUOTTETAAI®V, TO 0TTOl0 UTTOPEL VoL GOC KAVEL TTLO ETPPETELG OTIC LEAAVIEC T} OE aLoppoyia:
Y®PIG ELPAV] TPOVUOTIGHO (T.Y., Qpoppayio amd To EVIEPO, TO GTOUAYL, TO GTOUO KOl TO OVAL
caG 1 apoppayio oTov EYKEQOAO 1| atpoppayic and To map).

- £PLOPOKVTTAP®V, TOL UTOPEL VAL TPOKOAEGEL OVOLUIO, LE CLUTTMUOATO OTMG KOTMGT KO
yhoudda

- AELKOKVTTAP®V, TOL UTOPEL VO GOG KAVEL O EMPPENEIS 0€ AOUMEELS 1] GLUTTAOUOTO TTOV
potdlovv pe ypimn.

Edv cag yopnyeiton VELCADE yua ) Bgponeio Tov moAlamAold LueA®HOTOC, Ol avemBouunTeg
EVEPYELEG TOV UTTOPEL VOL EPPAVICETE AVOPEPOVTUL TAPUKAT®:

oAv ovyvéic avemBOunTes evépyseieg (umopei va ennpedoovy neprecétepa amdé 1 ota 10 dropa)
o EvaioOnoia, povdiocua, popuniykiacuo 1 aicOnuo kadbcov oto dépua 1 TOVo oTo XEPLL 1| 6T
oo MOy PAAPNS TV vebpwV

Meiwon tov aptfpov tev epudpokvTTdpv 1 TV AeVKoKLTTAP®V (PAETE TOpOTAVE®)
TTupetdc

Adwbecia (voutia) 1 Epetog, andAela Openg

Avokothotta pe 1 yopls peteopiopd (Lropetl va glvar coPapn)

Aldppota: €6V TOPOVCIACTEL, VoL CNUOVTIKO VA, TEITE TEPLCCOTEPO VEPO A0 AVTO TOV TIVETE
ouvnBmg. O yloTpdg pumopel vo cag dDoel KAmolo dALo papuaio yio va eEAEyEet T didppota
Konwon, aictnon advvapiog

. Mvikdg tovog, TOVOG 6T 06TA

Yoyvéc avemOounteg evépyseieg (umopei va eanpedoovy £mg kot 1 ota 10 dropa)

. XoapunAn wieon aiparog, EaEViKN TTdoN TG Teong Tov aipatog e 0pOia BEom mov umopel va

odnynoet og Auobopio

YynAn mieon aipotog

Mewwpévn Aertoupyia TV VEQPAOV GOG

IMovoképarog

AioOnuo yevikng adwabeciag, moévog, iAryyog, taon Amobupiag, aicOnua advvauiog | andAsio

alcdncemv

Piyog

. Aopdégtg, cupmepthapPavopévng Tvevpovias, AOHMEEMV TOV AVOTVELGTIKOV, BpoyyiTida,
AOWDEELS amd poKkNTES, Pryog pe ALY, acbévela oy potdlet pe ypinn

. "Epmng Lootpag (evTOmIoUEVOC GUUTEPTAOUPAVOUEVIC TNG TEPIOYNG YOP® OO TO, LLATLOL 1)
eCamlopévog oe OA0 T0 GOUA)

. [T6vol oo Odpaka 1§ PpaydTNTA TN OVATVONG KOTA TNV GoKN o™
Alapopec Lopeéc eEavONLoTog



Kvnouog (payoivpa) tov déppatog, e£0yKkdpaTo 6To Oéppa 1 Enpodeppia

Koxkiviopa tov mpocdnov 1| LiKpd oTacuEVa, TPLY0EdN ayyeio

EpvBpdmra 610 0éppa

Apuddtoon

AloOnpo Koveov 610 To® PEPOG TOL GTEPVOL, UETEMPICUOG, PEYILO, TUUTOVIGHOG, TOVOG GTO
GTOLAYL, atoppayica amd to £viepd Gog N omd TO GTOUAYL

MetaBoin g Nratikng Aertovpyiog

Epebiopog oto otopa 1 ota xeidn, Enpoctopia, EAKN 6TO GTOUA 1 TOVOG GTO AOUO

Andrero fapovg, andiela YEOONG

Mvikég cuoTacELS, PVTKOl GTacHol, LTk aduvapio, TOVOG oTa GKpa

Bapnn dpaon

Aolpwén tov eEMTEPIKOD GTPOUATOS TOL LATION KOl TNG ECWTEPIKNG EMPAVELNS TV PAEPAPOV
(emme@uKition)

Awoppayio amd ™ po

Avokolio 1 TPOPAALOTA GTOV VTIVO, EQIOPOAOT, AYY0G, OAAAYEC TNG O140e0MC, KaTaOATTIKN
duabeom, avnovyio 1 di€yepon, LeTAPOAEG TNG WYLYIKNG GO KATAGTUCTG, OTOTPOCHUVATOAIGIOGC
Oidnua 6To O, GCUUTEPIAAUPBAVOUEVOL YOP® OO TO. LLATLO Kot AL UEPT) TOV CAOUATOG

‘O ovyvég avemBOuNTES EVvEPYELES (UTTOpEl va exnpedoovy éo¢ Kot 1 ota 100 dTopa)

Kaopdiakn avendpkela, Kapdlakn tposPoirr, Tovog ato otboc, ducpopia 6to otnog,
QVENUEVOGS 1) LEIOUEVOS KAPOLOKOS pLOLLOG

Avcdertovpyio TOV VEQPOV GOG

DAreypovn oe eAEPa, OpouPor aipatog oTic EAEPEG KO TOVC TVEVUOVEG GO

[MpofAnuata pe v &N TOL AHOTOG

Avemapkng KukAogopia

dAeypovni ToV TOYOUATOG YOP® amd TNV Kapdld Gog 1 bYPO YOP® amd TNV Kapdld Gog
Aouméelg mov TepIAapPivouy ovporoinmén, Ypimn, AOWWMEELS Ao TOV 10 TOV £PMNTO, AOTH®EN
TOV OVTIOV KoL KVTTOpiTIdn

Alpo ota kOmpava, 1 apoppayic and PAevvoydvouc, T.y. T0 6Tdo, TOV KOATO

Alotapoyéc TV ayyeimv Tov YKEEAAOL

ITapdivon, emAnmTikég KpIioelS, TTMOT, datapoayés TG Kivnong, Un euctoloyikn aicbnon 1
petafoin og aicOnon 1 pelwpévn aichnon (aen, akon, yebon, 6cepnon), dtotapayn e
TPOGOYNG, TPELOVAO, OEGUODGELC

ApBpitida, cvumephapPavopévng tng PAEYUOVIG TV apBpdce®mV GTo SAKTLAL TOV XEPLOV,
TOV TOOIDV Kol T olaydval

Awtopayéc mov emnpedlovy Toug TVEDLOVES Gac, EUT0dILOVTOC TO GO GOC VO TUPEL APKETO
0&uyovo. Mepikég and avtég TePAaUPBEvouy SUGKOAIR GTIV OVOTTVOT), ACYCVIOGLLO, ACYGVIOCLLOL
Y®pPic AoKNOT, OVATVOT| TOV YIVETOL PNy, SOVGKOAN 1 GTAUATA, CUPLYHO (CEUPTYLLL)
Aod&ryyag, dtoTapayéc Tov AdOYoV

[Mopaymyn avénpévng N petwpévng mocdtntag ovpwv (Adym BAAPNG 6TOVG VEPPOVG), ETMOVVN
délevon TV 00pwV N AiU/TPMOTEIVEG TR 0VPA, KATUKPATNON VYPOV

Metofoin TV EMIESWDV GUVEIONONG, GUYYVOT, SLOTOPOYN 1 OTMAELL LVANG
YrepevoioOnoio

AmdAE0, aKONE, KOP®ON 1) EUPOES GTO VT, SVCEOPIN GTO AVTLY

Oppovikn avouaAic wov Tlave vo ETNPEACEL TV UToppOPN o1 GANTOS Kot VEPOD
Yrepdpactnplog Oupeoeldng adévog

Avikavotnra vo topaydei emapkng vGOLAIVN 1] AVTIOTOOT) GTO PLGTIOAOYIKA EMITESA TNG
WGOLAIVIG

Epebiopog f pAeypovi tov Hotidv, vrepBoAtkd vypd pdtio, movog ota pdtia, Enpotta 6ta
pétio, AodEelg Tov potimv, olidto oto PAépapo (yordllo), kokKva kot Tpnouéva PAEpapa,
EKKPULOL 0TO TO LATLO, 11 QUOLOAOYIKT OPAGT], OLLOPPAYIO TOV LOTIOV

AOYK®OON TOV AEPQASEVOV GO

Avoxkapyia apBpmong 1 Tov poov, aicnon Papovs, Tévog otn fovPwvikn cag xdpa.
AmdAe0 TPLYDOV KOl U1 GUGLOAOYIKT VOT| TPLYDV

AMhepykég avTIOpACELS



EpvBpotnrta 1 mdvog oty Béom éveong

II6vog 6to 6TdHHQ

AodEeg 1 PAEYHOVESG TOV GTOHOTOC, EAKT) GTO GTOLO, TOV O1GO(QAYO, TO GTOMMYL KO TO!
£vepa, LePIKES POPEC oxeTILOUEVA LIE TTOVO 1 OLOpPayic, KAKN KIVITIKOTITO TOV EVIEPOL
(ovumepiapPavopévng g amoepatng), SuGPopio TNV KOWALA 1] TOV 0100(AY0, SUGKOAIN GTNV
KOTATOOT], Ol GTOV EUETO

Aepuatikég Aouméelg

Baxtnplokég Kot 1o0yeveig AODEELS

Odovtikn Aoiuwén

DdLeyuovi Tov TayKpLATOS, ATdPPALN TOV YOANOYOL TOPOV

[T6vog ota yevvnrikd dpyava, TpdPfAnua oty enitevén otdong

AvEnuévo copotikd Bapog

Alya

Hrotitda

Awotapayéc mov oyetiCovtal e To onueio g Eveong 1| Tr GLGKELT TNG EVECTG

Agppoticég avtidpacelg Kot dtatapayés (o1 omoieg umopei va gival coPapég Kot AmeANTIKES Yid,
™ {on), EAKN Tov dEPUATOC

Mehaviég, TTMGELS Kol TPOVHOTIGHOT

dAeypovn 1 apoppayio TV AHOEOP®V AyYEI®V OV UIOPEl VO ELPAVIOTEL O KPES KOKKIVEG
N pop knAidec (cuvnbwg ota TOHO) EmG HEYULEG TEPLOYXEG TTOVL LOLALOVV UE LEAOVIEG KAT® Omd
10 PO 1] TOVG 1GTOVG

Kolonfeig xootelg

Mo coBapr, ovacTPEYIUN EYKEPAAMKT] KOTAGTAGT IOV TEPIAAUPAVEL EMANTTIKEG KPIGELS,
VYNAR 0PTNPLOKT TEST], TOVOKEPAAOVG, KOTMGT], GVYYLOT, TOEAW®GCTN 1 AL TpofANOTO
opaonc.

Yravieg avemBounteg evépyeres (umopel va ernpedsovy £m¢ kat 1 ota 1.000 dropa)

Kopdiaxd mpofAnpata mov tepthappdvovv kapdiokn tpocsPoir], otndayym
YoBapn ereypovi t@v vedpwv, 1 omoia umopel va Tpokarécel TapdAvon Kot SUGKOATN GtV
avamvor| (cOvdpopo Guillain-Barré)

"E€aym

Avoypouio Tov eAEPOV

dAeypovn Tov votiaiov poelon

[pofAnpata pe o avti cag, apoppayic and To avTi oog

Y7odpactnplotnTa 10V Bupeoedos 0déva Gog

XHvdpopo Budd—Chiari (tor kAMviké GOUTTOUATE TTOV TPOKAAOVVTOL GO TNV andPpacn TV
NTATIKOV PAEPDV)

MetoafoAéc | U QUOIOAOYIKT EVTEPIKT AEITOLPYiQ

Awoppayio 6ToV €YKEQPAAO

Kitptvog yp@UOTIGHOG TV LATIOV Kot TOL dEpratoc (TkTepog)

Yofapn arrepykn avtidpacn (avapLAOKTIKO GoK) onueia TN omoing pmopel va
eptAapPavouy SucKoAia TNV avamvor], Tovo 6to 6TnBog 1 oeifipo oto otibog, Kaun aichnon
CaAng/AmoBupiag, cofapr payobpa 610 dépa 1 droykwpéveg mpoeoyég oto dépua, TpNEYo
TOV TPOCOTOV, TOV XEIAMMV, TNG YADOGAS KOl TOV PAPLYYO., TO OTOI0 UTOPEL VO TPOKOAEGEL
dVoKOAIL, GTNV KOTATOOT|, KOTAPPELGT

Awotapoyéc Tov paeTol

KoAmucég exkpioelg

ALOYKOGN TOV YEVWNTIKOV 0pYAvVOV

Melopévn avoyn oty KatavaAwmoT) OVomveEDUATOG

Azioyvavon, andAelo coUaTikod Papovg

Avénpévn opeln

Zvupiyyo

Yypb oe apbpmon

Kvotelg oto mepifAnua tov apdpdcemv (KOoTELG TOL 0pbptkod vUEVE)

Kartayua



AlgoTOoT TOV POTKOV VAV 0L 001YEl 08 GALEC EMTAOKEG
AldyK®OoN T0L NIaTOC, aoppayic and To Nrap

Koapxkivog tmv veppmv

AgpUoTIKT KOTACTOOT OV potdlel Le yopioon

Kapkivog tov déppatog

QypdtnTa Tov dEPUATOG

AvENON TOV AUOTETOA®V 1) TOV TAAGHATOKLTTAP®V (£va 100G AEVKOKVTTAP®YV) GTO Oliplal
®poppog aipatog oe pikpd apoedpa ayyeio (Opoufmtikny pikpoayyelonadeio)
Mn @LGLOAOYIKT AVTIOPOOT| GE PETAYYICELS OULOTOG

Mepikn| 1| oMK1 andAglo TG OpAONS

Mewpévn ce&ovalkn emtbopia

Expon oélov amnd to otoua

Mdrtio Tov Tpoe&éyovv

Evawsbnoio oto pog

I'pyopn avamvon

[16vog 6to 0pBo

[Tétpeg otn yoAn

Knin

Tpavpaticpol

EvOpavota 1 adbvapa voylo

Mn guctloloywd amofépata Tpwteivig o (oTikd dpyavd cog
Kopa

Evtepuca €k

IToAAamAn avemdpkeld, opyavov

®dvartog

Edv cog yopnyeitan VELCADE cg cuvdvacpod pe GAlo @dpuoxa yio tn Oepameio Tov AUQOUOTOC
omd KOTTOPO TOL HOVODa, Ol AVETIOVOUNTES EVEPYELEC TOV UTOPEL VO ELPUVIGETE OVOPEPOVTOL
TOPOKATO:

IToAd ovyvég avemOBOunTeg evépyereg (nmopel va emnpedoovy teprocotepa 06 1 ota 10 dropa)

. TIvevpovia
o Andrero 6peéng
. EvaieOnoio, povdiooua, popunykiacpa 1 aictnuo kaeboov oto dépua 1 TOVO 6Ta XEPLL 1} 0T

OO MOy PAGPNC TV vELpOV

Noavtia kot Epetog

Aldppota

"EAxn oto otoua

AvoxoiotnTa

Mvikdg mOVog, TOVOG GTO. 06T

AmdAELD TPYYDOV KOl U1 QUGIOAOYIKT LOT| TPLYDV
Konmwon, aicnon advvopiog

[Mvpetodg

Yoyvég avemBounteg evépyereg (umopei va ernpedsovy £m¢ kot 1 oto 10 aropa)

. "Epmng Lootpag (eVTOMOUEVOS CUUTEPTAAUPAVOLEVIC TNG TEPLOYXNG YUP® OO TO. LLATLOL 1)
eEamlopévog o OA0 T0 GOUA)

Aouméelg amd Tov 16 ToL EpanTa

Bakmnplakég kot 10yeveic Aotuméelg

AOUDEELS TOV AVOTVEVGTIKOV, Bpoyyitida, Prxac pe eAEypa, acbéveio mov potdlet e ypimn
AoudEELG amd POKNTEG

YrepevaioOnoio (aAlepykn avtidpaor)

Avikavotmra vo topoaydel eTapkng VGOLAIVT 1} VTIGTOOT] GTA PUGLOAOYIKA EMiTESQ TNG
WGOoLAIvI g



Koartaxpdnon vypov

Avckolio 1 TpofALOTA GTOV VTVO

AmdAero, cuveldnong

Metafoln TV EMIEd®Y GLVEIONONG, GVYYVOT)

AioOnon Laing

Avénpévog kapdiaxodg puBudc, vymin aptnplaxy mieon, epidpwon
Mn @ucloloyikn 0pact, Baurr 6pacn

Kopdiakn averdpiela, Kapdiakn tposPolrr], tovog oto otrfoc, ducpopia 6to o1100g,
aLENUEVOC N LEIWUEVOS KAPSLOKOC pLOUOG

Yynn M xopmAi aptmprokn mieon

EapviKn oo g mieong Tov aipatog oe 0phia B¢om mov pmopel va 0dnynoet oe Amofupia
Abomvola KATA TNV AGKN 0T

Brxag

AodEvyKag

EpPoég ota avtid, Svopopio oto avtid

Ayoppayio amd o viepd 60G 1 amd TO CTOUAYL

AtoOnpo kovsov

[16vog 6to oTopdyt, Lete®PIopOg

AvckoAia otV Katdmoon

Aolum&n N eAeyLOVI OTO GTOHAYL KOL TOL EVIEPA

[Tovog oto oTopdyt

Epebiopog oto otopa 1 ota yeidn, mdvog 6to Aopud

Metafoin e Nratikig Asttovpyiog

Kvnopog (payovpa) tov déppatog

EpvBpodtnra oto déppa

E&avinpa

Mvikoi cacuol

Ovpolroipmén

ITI6vocg ota dxpa

Oidnpa 6T0 GO, GUUTEPIAOUPAVOLEVOL YOP® OO TA, LATLO KOl GAAQ LLEPT) TOL CMLOTOG
Piyog

EpvBpoétnrta ko mdévog ot 06om Eveong

AloOnua yeviknc adrobeciog

Arndrero, fapovg

AvEnon Papovg

‘O svyvég avemBopnteg evépyereg (umopei va ernpeacovy £o¢ kat 1 ota 100 dropa)

Hrotitda

Yofapn ariepykn avtidpaon (avo@LAOKTIKN avTidpacn) onueio tng onoiog umwopei va
nmepthappdvouv duokolio oty avomvor, Tovo oto 6thog 1 oei&ipo oto ot bog, Kavn aictnon
Laing/Mmobupiag, coPapr payodpa 610 dépua 1 dloyKoUEVeS TPpoe&oyEg oTo dépLa, TPNELLO
TOV TTPOCMOTOV, TOV XELMMV, TNG YADCGCAG KU1 TOV PAPLYYO, TO 0010 UTOPEL VoL TPOKOAETEL
duokoAio GTNV KATATOOT, KATAPPELG

Awtapayéc g Kivnong, TapdAvon, 0EGOMGELS

TAyyog

ATOAELD, AKONG, KOP®GT

Awotopayég Tov emnpedlovy TOLg TVEDUOVES GOC, EUT0dIfoVTOC TO COUN GOC VO TTAPEL APKETO
o&uyovo. Mepikég and avtég TepAaBEvouy SUGKOAIR GTIV OVATTVOT|, AXYOIVIOGLO, ACYAVIOCLLOL
Y®PIig AoKN O™, OVATVOT| TOV YIVETOL pNyR, OVCKOAN 1| GTAUOTA, GUPLYLO

OpdpPot aipatog 6ToVg TVEVLOVES GOG

Kitpvog xpopotiopog Tov patidv Kot Tov d€ppatog (iktepog)

OLid10 o010 PAépapo (xardallo), KOKKIva Kot Tpnopéva PAEPapa



Yravieg avemBounteg evépyereg (pmopei va exnpeasovy ¢ kot 1 ota 1.000 dropa)

o ®popPoc aipatog oe pikpd apoedpa ayyeio (Opopfotikn pikpooyyelonadeio)

o Yofapn eAeypovi TV vebpwv, 1 omoia UTOpEl va TPOKUAEGEL TAPUAVOT Kot SUGKOAIN GTV
ovomvon (cvvopopo Guillain-Barré)

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnphoete KOmoo avemBOunTn evépyeia, EVIUEPMDGTE TOV YIOTPO 1) TOV QPOPLUKOTOLO GO,
Av10 1oy0et Kot Yo kGOe mhavn avemBountn evépyela mov dgv avaPEPETAL 6TO TAPOV EOALO 0ONYIDV
ypnons. Mropeite emiong va avapépete avemBOuNTeg evépyeleg anevbeiog, péow tov EBvikov
Opyaviouod @apudxmv, Mecoyeimv 284, GR-15562 Xolapyog, AOnva, TnA: +30 21 32040337,
Iototomog: http://www.eof.gr, http://www Kitrinikarta.gr. Méow ¢ avapopdg avembountmv
EVEPYELMV Umopeite vo fon0fceTe 0TI GLALOYN TEPIGGOTEP®V TAPOPOPIDV GYETIKA LUE TIV UCPOIAELL
TOV TTOPOVTOS POAPUAKOL.

5. Hog va pvracoete 10 VELCADE
To @dppoako avtd TPETEL VO, PUAAGGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TaLdLdL.

Na un ypnoiponoteite avtd 10 GAPUOKO UETE TNV NUEpOUNVia ANENG TOV avVOPEPETAL GTO PLOAISLO Kot
610 Kovuti petd ™ AéEn AHEH.

Mn puAdooete og Beppokpacio peyoarvtepn tov 30°C. ®vAGGGETE TO PLOAINIO GTO EMTEPIKO KOLTL
Y10 VO TPOCTATEVETOL OO TO PG,

To dudAvpa PETA TNV 0vVOCLOTACT TPETEL VAL Y pNoomombel apécms HETA TNV TopackevT tov. Edv to
SLAv o LETA TNV avaoVoTaon o€ xpnoluonombel apéomc, ot ypdvol doTnpnong UEXPL T XPNoT Kot
01 GLVONKEC TPV Amd TN YPNON AmoTELOVY VITEVBVLVOTNTA TOL ¥pNot. Ilap’ dGlo avTd, To didivua
LeTd TV avacvotaon eival 6tabepo Yo 8 dpeg 6tovg 25°C 6tav PUAGGGETAL GTO UPYIKO PLAAIdI0
Ko/ 6T GVPLYYQ, UE GUVOAKO ¥POVO SLOTPTIONG Y10 TO OVOCLGTAUEVO PAPIOKO TTOV 08V LITepPaivel
TIC 8 P TPV Ao TN YOP1YNOT TOV.

To VELCADE npoopiletat yia epdma yprion povo. Kébe ayxpnoipomointo oppokeutikd mpoiov n
VIOAEWUO TPETEL VO, ATOPPITTETOL COUPDVOL UE TIG KOTA TOTOVS I0YVOVGES GYETIKES OLUTAEELC.

6. Iepreyodpeva TG 6VOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epréyer to VELCADE

- H dpaoctikn ovoia givar 1 Boptelopipnn. Kabe prarioo nepiéyet 3,5 mg Poprefopipnng (g
Bopovikd eaTéP LOVVITOANG).

- Ta dAha cvototikd givar povvitodn (E421) kou almro.

EvdopAéPia avaciotaon:
Metd amd v ovachotact, to 1 ml Tov dteAvpatog yio evoopAEPia Eveon mtepiéyetl 1 mg

Bopteopipmng.

Y7modopla avachoTao:
Metd amd v avachotac, to 1 ml Tov dteAvpatog yio vTodopla Eveon mepéyet 2,5 mg

Bopteopipmng.

Epg@évion tov VELCADE kou mepiey6peva. TG 6VOKELAGI0G
To VELCADE x6vig yio evéotpo dtdlvpa eivat Agukr mpog VtOAELKT GuUmAYT|S ovaia (KEK) 1 oKOv).

Ka0e yaptivo kovti tov VELCADE 3,5 mg k6vig Y10 evEGIO S1dAV0 TEPIEXEL EVOL YVOAVO PLOAISIO
tov 10 ml pe xomdxl pmie povayldi, o€ Lo dOdpavn cvokevacio kKoywéAng (blister).

10


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

Karoyog Adsrog Kvkhogopiag:
JANSSEN-CILAG INTERNATIONAL NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopackevactiic:

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

I"o omoadnmote TANPOPOPIo. GYETIKA LIE TO TOPOV POUPUOKEVTIKO TPOIOV, TUPUKUAEISTE VOl
angvBuvbeite otov TomiKd avtimpoésmmo tov Katdyov tng Adetag Kvkiopopiag.

EAMGdo

Janssen-Cilag ®appokevtik) Movonpocmnn
A.E.B.E.

TmA: +30 210 80 90 000

To wapdév @UAA0 00N YLOV Yp1ioNS avaBe®pOnke Yo TEAEVTOIO POpd Tov OkTOBpN 2024

Agntopepn TANPOPOPLOKE GTOLYEIN Y10 TO TPOTOV QLT Elvar SLOBECIUA GTOV SIKTVOKO TOTO TOV
Evponaikod Opyavicpod @appdkov: https:// www.ema.europa.eu.
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O mAnpogopiec mov axorlovBovv amevBvvovtal Ldvo ce exayyeAlaTies vyeiag:

1. ANAXYXTAXH I'TA ENAO®AEBIA ENEXH

Inueioon: To VELCADE egivot évag kottapoto&ikdg Topdyovtoc. ZOVERMS, aratteitor dtaitepn
TPOGOYN KATA TO YEPIGUO KOl TNV TPOETOLACIO TOV QOPUAKOV. XVVIGTATOL 1] XPTOT] YOVTIDV KO
TPOGTOTEVTIKOD POVYLIGLOD TPOKELUEVOD Vo, amoPevyDel 1) T [e TO dEpua.

H AXHIITH TEXNIKH ITPEIIEI NA AKOAOY®EITAI AYXTHPQY KA®” OAH TH AIAPKEIA
THX ITPOETOIMAZIAY TOY VELCADE KAGQY TO PAPMAKO AEN ITEPIEXEI
YYNTHPHTIKA.

1.1  IIpogrowpacio Tov graidiov Tov 3,5 mg: tpocdicte Tpoosektikd 3,5 ml oteipov, evésion
SLAdpaTog YAmpPLovyoL vatpiov 9 mg/ml (0,9%) 610 PLaAidlo oV TEPIEXEL T OKOVN
VELCADE pe ) ypion coylyyog KatdAANAov pey£€0ovug, xwpig Ty apoaipesn Tov TMUNTOG
gloympnong tov elaidiov. H didAvomn g Avo@rhomompévne KOvems OAOKANpOVETOL GE
AyOTEPO OO 2 AETTTAL.

H ovykévrtpmon tov tehucon draivpotoc Oa etvar 1 mg/ml. To Sidhvpa mpénet va givor dtawyég
Kot dypopo, pe teMkd pH 4 €og 7. Aev givan avaykaio va gléyEete 1o pH Tov dtoAvpatoc.

1.2 IIpw ) yopnynon, eréy&te omtucd To didivpa yio Hapén COUATIOIOV KOl AmOYPOUOTICHO. AV
mapaTnpn et TVXOV ATOYPOUOTIGUOG ) VTTaPEN COUOTIOIMVY, TO SIGAVIA TPETEL VO AmopplpOEt.
Befaiwbeite 611 1 coot) d66m yopnyeital yio v Evoo@AERLa 006 yopnynong (1 mg/ml).

1.3 To avacvotafév dtdvpa dev TEPIEYEL GLVTNPNTIKE KoL TPENEL VaL Xp1olponotnfel apécmg petd
v mapackevn. 'Exel amoderyBel, map’dha ovtd, ynpKn Kot QUGIKT 6tafepdTnTa KAt ™)
yxpnon Yo 8 dpeg aTovg 25°C, d1aTnpodUEVO GTO apyIkd PloAidlo ka1 otn ovptyya. O
GUVOAMKOG YPOVOG SLUTNPNCNS Y10 TO OVAGLOTAOEY QUPUOKEVTIKO TPOIOV OEV TPEMEL VAL
vrepPaivel Tig 8 dpeg mpv amd T Xop1ynomn tov. Av 1o SidAvpe HETE TV avaGOoTOOT OgV
ypMoLonoinfel auécms, ot xpOVOL dTHPNONG KOTA TN ¥PNOT Kol 01 GLVONKEG TPV oo T
¥PNON amoTELODY LITEVOVVOTNTA TOV YPNOTY.

Agyv givon amapoitnm 1 TPocTaGio amd TO MG Y10l TO AVOCLOTAOEY PUPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

o Metd ) deAvTonoinsT, OVAPPOPNOTE TNV KATAAANAT TOGOTNTO TOV OVOGVGTAUEVOD
SWAVLATOG GOUG®VA LLE TNV VTOAOYIGHEVT] 000T), Le Bdon v [eproyn Empdveiag Zdpotog
Tov acBevolc.

. EmPeformote T 00601 Kol T CLYKEVIPOGT GTI| GUPLYYQ TPV amd T ypnomn (eAEyEte 6TL N
oUPLYYO PEPEL TNV EMCHILAVOT Y10 EVOOPAEPLA YopTynon).

. Xopnynote to dtaivpa pe evoopAEPia bolus éveon 3-5 devTePOAENTOV PEG® EVOG TEPLPEPLKOD
N KeVIpKoL evoopAEPilov kabethpa o pio eAEPa.

o I'epiote yio €ékmAvon tov TePLPePIKO 1) EVOOPAEPLO KabeTpa e GTEIPO dtdAvpa YAmplovyov
vatpiov 9 mg/ml (0,9%).

To VELCADE 3,5 mg kovig yia evéopo drdgiopa IPOOPIZETAI I'TA YIHOAOPIA'H
ENAO®AEBIA XPHXH. Mn yopnysite péocw airov 00@v. H gvooppayraia yopiynon &yt
oonyneoel og Odvaro.
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3. AIIOPPIYH

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

Ka0e aypnoipomointo Qoprakevtikd Tpoidv 1| VITOAELLLO TPETEL VO, ATTOPPITTETOL GCOUPDVA LE TIG
KATA TOTOVE 1GYVOVCEG OYETIKEG OLUTAEELS.
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O mAnpogopiec mov axorlovBovv amevBvvovtal Ldvo ce exayyeAlaTies vyeiag:

Moévo 10 @roAido tv 3,5 ml pmopel va yopnynbei vodopia, OTWS TEPTYPAPETUL GTT GLVEXELN

1. ANAXYXTAXH I'TA YIIOAOPIA ENEXH

Inueioon: To VELCADE &givou évag kuttopoTto&ikog TopayovToc. ZOVEn®mS, amotteital 1otaitepn
TPOGOYN KUTA TO YEPIGUO KOl TNV TPOETOLLAGIO TOV QOPUAKOV. ZVVIGTATOL 1) XPTOT) YOVTIOV KO
TPOCTOTEVTIKOD POVYLIGLOD TPOKELUEVOL VA, amopevyDel 1 emaen e To dEpua.

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

1.1 Ipogroypocio Tov Praidiov Tov 3,5 mg: mpocdicte npooektikd 1,4 ml oteipov, evéoipov
SdaAvpatog yhmprovyov vatpiov 9 mg/ml (0,9%) oto praridio mov mTepEyet T oKOVT
VELCADE pe ) ypiong cvpryyog KatdAAnAov pey£bovug, xwpig v apoaipest 100 TOUUTOG
E10YOPNONG TOL PLoAdiov. H d1dAvon g Avopiiomompuévng KOVEmS OAOKANPAOVETOL GE
AlydtepO amo 2 Aemtd.

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

1.2 IIpw ) yopnynon, eréy&te omtucd To didhvua yio Hapén COUATIOIOY KOl ATOYPOUATICUO. AV
mapaTnpndet VYOV ATOYPOUATIGUOG 1) VTTapEN COUATIOI®MV, TO StGAVUA TPETEL VO amoppLpbet.
Befaiwbeite 611 | cowotn d6on yopnyeitat yio v vwreddpra 0d6 yopnynong (2,5 mg/ml).

1.3 To avacvotafév didlvpa dev TEPLEXEL GLVTNPNTIKA KoL TPENEL vaL Xp1clponotn el apéomg petd
v mapackevn. 'Exel amoderyBel, map’dha ovtd, ynpKn Kot UGk otafepdtnta Katd ™)
yxpnon Yo 8 dpeg otovg 25°C, d1aTnpodUEVO GTO apyIkd PloAidlo ka1 otn cvptyya. O
GUVOMKOG YPOVOG SLUTHPNGTC Y10, TO OVASVOTUOEY QUPUOKEVTIKO TPOIOV OV TPEMEL VA
vrepPaivel Tig 8 dpeg mpv amd TN Xop1yNomn Tov. Av 10 SidAvpe HETE TV AvAGUoTOOT OgV
ypMoLoron el apécms, ot xpOVoL THPNONG KOTA TN XPNOT Kol 01 GLVONKEG TPV o T
¥PNON OTOTELODY LITEVOVVOTNTA TOV YPNOTY.

Agv givon amapoitn 1 TpooTasio and T0 MG Yol T0 AVOcLOTAOEY PAPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

. Metd ) d1eAvTomoinet, avappoPNeTE TNV KATAAANAT TOGOTITA TOV OVOUGVGTAUEVOL
SLIADUATOG GOUPOVO LE TNV VTTOAOYIGUEVT] 600T, pe Bdon v [eproyn Empdveiog Zopotog
Tov acBevolc.

. EmPeformdote T 00601 Kol T CLYKEVIPOGT GTI| GUPLYYQ TPV amd T ypnomn (eAEyEte 6TL N
oUPLYYO PEPEL TNV EMICTLOVOT] Y10 VTTOOOPLL YOPTYNoN).

. Xopnynote to dtdAvpa vTododpia, Vo Yovia 45-90°,

o To avacvotadév dtdAvpa yopnyeitor vToddpla LEG® TV UNPaV (aptotepod N 0e&100) 7 ¢
KOG (oprotepd 1 de&rd).

o Ta onueia g £veong TpEmeL va EVIALACCOVTAL Y10 TIC SL0O0YIKEG EVECELS.

. Edév copobv tonicég avtidpdoeig 6To onpeio TG £vVESNG HETA TNV LTOSOPLA YOPTYNOT TOV

VELCADE, egite pmopei va yopnynei vmodopia Eva Aryodtepo mokvo didhvpue VELCADE
(1 mg/ml avti ywa 2,5 mg/ml), eite cuotnivetol ahiayn o evOoPAEPLa Evea).
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To VELCADE 3,5 mg kévic yio gvéoipo drdivpo IPOOPIZETAI I'TA YIIOAOPIA'H
ENAO®AEBIA XPHXH. Mn yopnyeite péocw arilov 0o@v. H evooppayraia yopiynon £yt
oonyiosl og Oavaro.

3. AIIOPPIYH

Kabe proridio mpoopiletar yio epdmal yprion UOVo Kol TO VITOAELLLLO TOV SIOAVUATOC TPETEL VA,
omoppinteral.

Kda0e aypnoiponointo eopuokevtiKd tpoidy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTO TOTOVG IGYVOVGESC 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.

