@vAro ooV ypiong: IIAnpogopics yra Tov ypriotn

Bortezomib Accord 1 mg kovig yia gvéoipo Sraivpa,
Bortezomib Accord 3,5 mg kovig yio evésipo draiopa

PopteCopipmn

AP aoTE TPOGEKTIKA OLOKATPO TO PUAAO 0ONYLOV YP1OTNGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

70 Qappoxo, H6TL TEPLAAPPEVEL oNUOVTIKEG TANPOPOPiES VIO GOG.

- DvraEte avtd To EOALO 0dN YDV Yprions. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépo amopieg, p@TNote 10 Y10Tpd 1 TO GOPUAKOTOLO GOC.

- Edv mapotnpfoete Kamoo avemBOunTn evEpYEL, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
cag. Avtd oydet kot yuo KGO mbovi avemBOUNTN EVEPYELL TTOL JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV ¥prione. BAéme mapdypao 4.

T Tepréyer 1o Tapév Ao 00N YLOV:

T eivar to Bortezomib Accord kot ot givae ) xpnon tov

T npénel vo yvopilete mpv ypnoponomoste to Bortezomib Accord
Iog va ypnoponomcete o Bortezomib Accord

[MBavég avemBounteg evépyeteg

[Mog va puidooete to Bortezomib Accord

[epreydpeva g cvokevaciog Kot AoEG TANpopopieg

Uk wd P

1. T givon To Bortezomib Accord kot o givar 1 p1jon oV

To Bortezomib Accord mepiéyet ) dpaotikn ovoio foptelopipmn, Evav ‘avactoréa
npoteocopotiov’. Ta tpoteocoudtio Tailovv GNUAVTIKO POAO GTOV EAEYYO TNG AEITOVPYING KoL TNG
avantuéng tov kuttdpov. [apepPaivovtag otn Asttovpyia tovg, n foptelopipmn pumopel va
eEohoBpevoet Ta KapKvikd KOHTTOpa.

To Bortezomib Accord ypnoipomoteitat yio. tn Ogpameio Tov ToAAOTA0D LweAdUOTOS (VO KapKivoy

TOV HVEAOD TV 06TAV) 6€ acbevelg peyolutepous Tov 18 eTmv:

- pUoVo ToV 1] 6€ GLVILAGUO LE TA PAPUAKO TEYKVA®UEVT] MITOG®ULOKT d0&opovPukivn 1
de&apebaldvn, o acbeveic Tov N KoTAGTAGT TOVE EMdEVDONKE (eEEMEN TG VOGOL) UETA 0o
TOVAJYLOTOV oL TpOTYOULEVT BEpOTEin KO Yi0l TOVG OTOI0VG 1) LETAUOCYELCT ApYEYOVDV
QLULOTIOMTIKAOV KUTTAPWOV dEV NTAV EMLTUYNG 1 OEV EIVOL KOTAAANAT.

- G€ GLVOLAGUO LE TO, PapUaKO LEAPAAGVT Kal TPedVILOVN Yo aoBeveic ot omoiot dgv Exovv
AGBeL mponyovuevn Oepameia yio TN VOGO TOVG Kot deV Eival KATAAANAOL yioL vyYNAN ddom
ynpeobepaneiog e LETAUOCYELOT APYEYOVAV OLLOTOUTIKAOV KUTTAP®OV

- o€ oVVOLOCUO LE Ta Papuaka deopuedalovn N oeapebalovn pnall pue Oaidouidn, yio tovg
acOeveic Tov onoiwv 1 vooog dev Exel viroPAnOel mponyovuévag og Bepameio kot Tpv omd ™
ANUM vYNMANG d6o1g YNUEIODEpATTELNG [UE LETAUOCYEVGT] OPYEYOVMV OLLOTOMTIKMOV KVTTAP®V
(eoaywywm Beponein).

To Bortezomib Accord ypnoipomoteitat yio tn Oepameio Tov AEUPOUOTOG ad KHTTOPO TOV LoV
(évag THmog kapkivov mov TpooPaiiel Toug Aeppadévec) oe acbeveic 18 etdv Kot dve g cuvdvacud
UE TOL PAPLOKE, PLTOLEAUTT, KUKAOQ®MGOaidN, doopovfikivn kot Tpedvilovn, Yio aobeveig pe un
nwpobepamevpévn voco mov dev givar KatdAiniot va vrofAn0ovv 6e HETAUOCKEVGN OPYEYOVDV
OLLLLOTIONTIKAOV KUTTOPWV.

2. T npémer vo, yvopilete Tpwv ypnoporouicste To Bortezomib Accord

Mn ypnoporoujsete To Bortezomib Accord

- o¢ mepintwon odiepyiog otn foptelopiunn, oto POPLo 1 6€ 0m0100MTOTE GALO GLGTOTIKO AVTOV
TOV PAPUAKOL (avapEPOVTaL GTNV TapPdypapo 6).

- o€ TEPIMTOON OV EYETE OPLGUEVO cOPaPE TVELLOVIKA 1] Kapdlakd TpoAnLatal.



Ipocidomomoeis ko TPoPLAGEELS

Evnuepaote tov yuatpd cag og mepintwon mov cog supfaivel kdmolo amd to akdAovda:

YOUNAOS apBpog epuBpokvTTapmV 1| ASLUKOKVLTTAP®OY

TpofAnpata apoppayiog Kovn Youniog aptBpos aponeTaAloy 6To aife Gog

Suippota, SuGKOIAOTNTA, VauTio 1) EPETOG

MmoBupia, {dAn 1 Taon Yo AutoBupia oto TapeAbov

TPOPANUATA [LE TOVG VEPPOVS GOG

pétpia 1 coPapd TPOPALOTA LE TO CUKADTL GOG

LOVAGHO, LUPUYKLOGHO 1] TOVOLS 6Ta Yépta 1] 6Ta Tddo (vevpomdfela) oto maperbov

TpoPAaTE [LE TNV KAPOLA 1] TNV 0PTNPLIKN GOG THEST

dvomvola M Pryog

OTAGLOL

£pnng Lootpog (EVIOTIGUEVOG CUUTEPIAAUPOVOUEVIG TNG TEPLOYNS YOP® OO TO. LATLL 1)

eEamlmpévog oe OAO TO GMOUOL)

®  CUUTTOMOTO GLVOPOLOL AVOTG OYKOL OTMG EXMOVVEG UVTKEC GUGTACELS, LVTKY advvapio,
GUYYLOT], ATMOAELD 1) SlaTtapay TNG OPAGCNG Kot Bpéyvuven Tng avamvong

®  AmOAELN LVAUNG, SUGKOAIN GTY GKEYT], OVCKOALN GTO TEPTATNLA 1) ATADAELY TG OpaoNG. AvTd
umopei va givar onueio piog cofapng Aoiuméng Tov YKEQEAAOL Kol 0 YL0TPOG GO UTOPEL VO GOG
GLGTNGEL TEPALTEP® EAEYYO KOl TOPOKOAOVONGM.

[Mpénel vo KaveTe TOKTIKA EETAGELS AOTOC TPV KoL KorTd T didpketo g Oepanciog pe Bortezomib
Accord yio va gEAéyyete TovV aplOpd TOV OUOCEULPIOY GOC.

Edv mhoyete amd Aépoopa omd KOTTapo Tov Lovoda Kol GG YOPNYELTaL TO GAPLAKO PITOVEIUAUTY GE

ovvdvaoud ue Bortezomib Accord, Ba mpémet va. eviuepdOETE TOV YATPO GOG:

o edv motedeTe OTL £xeTE TOPO 1| Elyate 6TO TaPeABOV Aoluwén nratitidog. Xe KAToleg
TEPMTOGELG, acbeveic Tov elyav 010 mapel0ov nratitida B puropel va exaveppovicovy
nratitda, 1 oroia propet va 0dnynoet otov Bdvato. Edv éxete 10topikd Aoipméng nratitidog
B, 00 e€etaoteite TPOGEKTIKA AO TOV YTPd GaG Yo onpeio evepyod nrotitidog B.

[Ipénet va dafdoete Ta OO 0O YLDV Y10 OAQ TO POPUOKEVTIKE TPOIOGVTO TOV AapPdvovTal 6€
ocvvdvacud pe to Bortezomib Accord yia tinpoopieg mov oyetiCovot pe antd To appoKo Tpty
apyioete ) Oepoaneio pe Bortezomib Accord. Otav ypnoiponoteiton Oaitdopion, mpénel va divetat
WiTepn TPOGOYN GTOVG EAEYYOVS Kot TG TPobmoBécelg TpoANYNG kumong (PAéne Kunon kot
Onhaopog og ot TNV TOPAYPAPO).

o kor £éenpor
To Bortezomib Accord dev mpémet va xpnoponoteitat oe madid kot eprovg, emedn dev givor yvootd
THG B TOVG ENNPEACEL TO PAPLLOKO.

Arho @appaxa kol Bortezomib Accord

IMopakaieiche vo evnpep®GETE TOV Y1OTPO 1) TOV POPLOKOTOLO GAG EAV TOIPVETE, EXETE TPOCOUTOL

mhpel | umopel va Tapete GAAA QApLLOKOL.

SUYKEKPIUEVA, EVILEPMGTE TOV YTPO GOG AV AUUPAVETE PAPUAKO TTOV TEPLEYOVV OTOLUONTOTE OO

TIG aKOAOVOEC dPaOTIKEG OVOiEG:

- ketokovalOAN, ypnoiponoleital yio ) Oepomeion LUKNTIAGIKOV AoUdEEDY

- prrovaPipn, ypnowonoteitar yuo t Oepameio tng HIV Aoiuwéng

- PLPOUTIKIVY, EVO aVTIPLOTIKO TTOL Yp1oILoTotEiTaL Yo T Ogpameio Paxtnplokdv Aotudéemy

- kapPapalenivn, pavotoivn 1 eatvoPapPitdAn mov ypnoipuonotodvtot yia T Oepaneio g
emunyiog

- vrepkd/Porcapdyopto (Hypericum perforatum), mov ypnoonoteitot yio v katdOiwn 1

GAAEC KATAGTAGELS

- Ao GTOUOTOC AVTIOLOBNTIKA

Kinon ko 0nhaopog



Agv npémer va, ypnouonoteite To Bortezomib Accord av giote £ykvog, ektdc €dv gival capdg
amopaitnTo.

O1 yovaikeg 6€ avamopay®yIKn NAKio TPETEL VO YPTGULOTOIOVY OTOTEAEGUOTIKY OVTIGOAANYT KOTA
) Sudpketa g Bepameiog Kot yio 8 unveg petd v oAokAnpwon g Oepaneiog. Miknote pe tov
yYwTpd cog edv BEAeTE va kKatayOEeTe Ta wApla cag Tptv Eekivnoete ) Bepaneio.

O1 Gvdpeg dev Ba Tpémel va kavovy Toudi kotd tn yprion tov Bortezomib Accord kot Oa mpémet va,
YPTOCLLOTOLOVY OTOTEAEGLOTIKT AVTIGOAAN YT KOTA TN dtdpKela TG Bepameiog kot yio Emg Kot 5 univeg
petd tn drakom| tng Bepaneiog. MAoTe e ToV Y10TpO Gag ebv BEAETE VO O1OTNPTCETE TO CTEPLLN GOLG
npwv Eexwvnoete T Oepamneio.

Agv mpémet va ONAalete katd To didoTnpe TOL Ypnouonoteite To Bortezomib Accord. Zvinthote pe
TO Y1TPO o0 TOTE gival ac@arég va Eekvioete To OnAacud petd to Télog g Bepaneiog cog.

H Boldopidn mpokodel yevetikéc avopaiics kat epppuikd Oavato. Otav to Bortezomib Accord
yopnyeitan o€ cLVOVAGHO pe Boldopidn TPEMEL VoL aKOAOLONGETE TO TPOYPAUL TPOANYNG KOOGS
v T Bodouion (PAéme @OAAO 0o YLDV XpnoNg Yo T Badidouion).

0onynon Ko YEPLoROS PNV LATOV

To Bortezomib Accord umopei va mpokaiécel kénmaon, {aAn, Mmobopia 1§ Bapnr 6pacn. Mny
oomnyeite 1 yewilecbe epyoreia N unyovipata av Exete T€T01EG avemOOUNTEG evepyeteg. [Ipémetl va
€l0TE TPOCEKTIKOL KON KoL OV OEV £XETE OVTA TAL GUUMTMOTAL.

3. Mo va ypnorpomonicete To Bortezomib Accord

O yuTpdc oag Oa vroroyicetl T d6on Tov Bortezomib Accord Bdoet Tov Dyovg Kot Tov COUATIKOD
Bapovc oag (empavelo cdpatog). H cuvndng apyikn 66om tov Bortezomib Accord givat

1,3 mg/m? em@aveiac chpatog dVo popég v efdoudda.

O y10tpog oag umopel va oALGEEL T 6001 Kol TO GLVOAKS apOpd TV KOKAWY Bepomeiog, avaioya pe
NV avTamdkpilon cag ot Oepameio, TV ELPAVIGT) GLYKEKPIUEVOVY TOPEVEPYELDY KL TOV
KOTOOTAGEWMY OV GLVVTAPYOLV (T.). NTATIKA TPOPANUATO).

Eleliooousvo moAdomlodv uvéiwuo.

Orav t0 Bortezomib Accord yopnyeitor povo tov, Ba AaPete 4 dooeig Bortezomib Accord evéopiéfia
N vrodopia Tig nuépes 1, 4, 8, ko 11 ko axorovbeite pia 107pepn «mepiodo aviamavongy oIny omoia
dwakomteton 1 Ogpaneio. Avt N mepiodog 21 nuepdv (3 efdouddec) aviiotoryel o€ Evav Bepamevtikd
KOKLo. M7opei va, Adfete péypt kot 8 korkhovg (24 gfdonddec).

IMBava va oag 600ei Bortezomib Accord poli ue o @appoka TeyKOAIOUEVT] MITOCOUINKN
do&opovPikivn N oe€apefalovn.

Orav to Bortezomib Accord yopnysiton poli pe neykoiopévn AMmocopaky 60&opovPikivr, Ba
MaBete To Bortezomib Accord evéoeAéfio 1 vrodopia wg kbkAo Bepameiog 21 nuepdv kat Ty
neyKuMmpéVH Mmocopioxn do&opovPikivy 30 mg/m?2 tv nuépa 4 tov OepomevTicod KOKAOL
duapkerag 21 nuepmv tov Bortezomib Accord wg evoopAEPio yyvon PeTd oo TV £VEST| TOL
Bortezomib Accord.

Mropeite vo Adfete Emg kot 8 kikAovg (24 €BO0UASES).

Ortav to Bortezomib Accord yopnysiton pali pe t de€ouebalovn, 0o Adpete To Bortezomib Accord
£vO0PAEPBLO I VTTOBOPLO. MG Eva KOKAO Bepameiog tov 21 nuepdv ko ™ de€apedalovn 20 mg mov Oa
yopnyeitat omd otopatog Tig nuépes 1, 2, 4, 5, 8, 9, 11 ko 12 tov xdxiov Oepaneiog tov Bortezomib
Accord tov 21 nuepov.

Mmnopeite vo AaPete Emg kot 8 kKOKAovg (24 €foopndosg).

Mpn mpobepamcvuévo rolramiody pvéiwua



Edv dev éxete akolovBnoet mponyovpevn Bepameio yio 1o TOAAATAOVY HUEA®LLO KoL OEV El6TE

KOTOAANAOL Y10, LETAUOGYEVGT OPYEYOVAOV OLILOTIOTIKOV KLTTAp®V, Oo AdPete to Bortezomib Accord

G€ GLVOLOGUO HE VO AAAL PApuUKa: LEAPOAAVT Kol TPESVILOVT.

e auTnVy TNV TEpinTeon, 1 didpketa evog kKoKAov Bepoameiog sivar 42 nuépeg (6 efdopnddes). Oa

MiPete 9 kourhovg Bepamneiog (54 efdopnddes).

- Ytovg kokhovg 1 €mg 4, To Bortezomib Accord yopnyeitat 800 popég tnv efdopdda Tig NUEPES
1,4,8,11, 22, 25, 29 ko 32.

- Ytovg Kokhovg 5 £mg 9, to Bortezomib Accord yopnyeitot pio @opd v efdopdda tic nuépeg 1,
8, 22 kot 29.

H pedparavn (9 mg/m?) xau ) mpedvildvn (60 mg/m?) yopnyodvrot ko o1 300 omd GTOUATOG TIG

nuépeg 1, 2, 3 kar 4 g Tpd™S EfSopAdNG TOL KABE KOKAOV.

Edv dev éxete axolovOnoetl mpornyoduevn Bepameia yio To TOAAATAODY LOEA®UA, KOl El6TE
KOTAAANAOL Y10, LETOUOGYEVGT APYEYOVOV GLUOTOMTIKOV KLTTApwV, Oo Adfete to Bortezomib Accord
evOoPAEPLa 1 VTTOJOPLE € GLVIVAGUO pe Ta Pappaka de&apeBalovn, 1 de&apebalovn Kot
Boldopidn, g elcaywykn Bepomeia.,

Orav to Bortezomib Accord yopnysiton pali pe de&apebaldvn, bo Adfete to Bortezomib Accord
evOoPAEPLa 1 VTOdOPLa MG KUKAO Bepameiog 21 nuepdv kot ) de&opebalovn 40 Mg amd oTOHATOG TIG
nuépec 1, 2, 3,4, 8,9, 10 xar 11 tov xdxhov Oepameiog tov Bortezomib Accord tov 21 nuepav.

®a AdPete 4 kOKAovg (12 efoopadeq).

Orav to Bortezomib Accord yopnygitat € cuvdvacpd pe Baldopion kot de&apebalovn n ddpkeia
gvoOg kvKAoL Bepameiog eivar 28 nuépeg (4 €foopddeq).

H de€apebalovn 40 mg yopnyeiton omd otopatog tTig Nuépes 1, 2,3 4, 8,9, 10 kon 11 Tov kdKAov
Bepanciog duapkelag 28 nuepdv pe Bortezomib Accord. H Balidopidn yopnysitot amd otéHaTog
nuepnoing og 50 mg g v nuépa 14 Tov TPMO@TOL KOKAOL KOl 0€ TEPITTOOT AVOYNS 1 dOGN TS
Oohdopiong avéaveral ota 100 mg tig nuépeg 15-28 ko mbava va avéndei tepartépm oto, 200 mg
NUEPN OIS 0md ToV SeVTEPO KHKAO KOl ETELTAL.

Mmropei va AdPete péypt 6 koxdovg (24 gfdouddec).

Mpn mpobepamevuévo Léupmuo. amo KdTTopa T00 PAVOLA.

Edv bev éxete axoiovOnoetl mpornyoduevn Bepaneia yio 1o AEPQOUA A0 KOTTOPO TOV HovoLa, Ba
Aapete o Bortezomib Accord svdopiépia 1 vTodopLe. 6€ GVVOVAGUO LE TO PAPLOKE PLTOVEUAUTT,
KUKLOQ®GPaidN, do&opovPikivn kot tpedvilovn.

To Bortezomib Accord yopnyeitat evéopiéPia 1} virodopia T nuépeg 1, 4, 8 ko 11, axorovbovpevo
amo pio «mepiodo avamavono» ympic Oepaneia. H didpkeia evog kokhov Oepaneiag givar 21 nuépeg
(3 eBdouddec). Mrmopei vo AaPete péypt 8 kikAovg (24 eBdouddsc).

Ta akdrovBa pappakeLTIKd TPOTOVTA YopNyovvTol THV Nuépa 1 kdbe kbdxhov Bepameiog 21 nuepodv
pe Bortezomib Accord wg evoopAEPieg eyyvoels:

PirtovEudunn og 86om 375 mg/m?, kukhopooeapidn o §6on 750 mg/m? ko doEopovPikivn oe §6om
50 mg/m?2.

H mpedvilovn yopnyeiton and otopatog oe dd6on 100 mg/m? tig nuépeg 1, 2, 3, 4 ko 5 Tov KOKAOL
Oepoameiog pue Bortezomib Accord.

Iég yopnysitor To Bortezomib Accord

To edpuaxo avtd mpoopiletar yio evéopréPio 1 vodopia yprion. To Bortezomib Accord 6a
yopnynOel amd évav emayyelpotio vysiag mov el epmelpio ot YPNON KVTTAPOTOEIKDOV QUPUAKOV.

H ox6vn Bortezomib Accord mpénel va dtadvtonoteitor mpv T xopnynon. Avtd Oa yivetar amd Evav
enayyeipatio vyetoc. To didAvpa Tov TpokvTTEL YopTyeitan Le Eveon eite viog eAEPag eite kAT® o
10 dépuo. H éveon oe pA&Pa. sivar ypryopn ko dtopket 3 €mg 5 devteporenta. H éveon kdtm and t0
dépua yivetan €ite GTOVG UNPOVG E1TE GTIV KOIAMAL.

Eav cag yopnyn0si neprocorepo Bortezomib Accord

Kabdg avtd 10 pdpraxo oag £xet 600et omd Tov y1oTpd 1§ TOV VOGOKOWO GOg, ival amibavo va, cag
yopnynOel mepiocdTEPO 0O OGO TPEMEL. £TO amiBOvo EVOEYOUEVO TNG VIEPOOGOAOYING, O YIUTPOG GOG
0o oag TapakoAovdnce yio avemBounTEG EVEPYELES.



4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha ta pappoka, £T61 Kot avTd T0 GapLoKo pumopel vo tpokarécel avemBOUNTES EVEPYELES, AV
Kol 0gv Tapovctdlovtat o€ OA0VG Tovg avBpmdToLS. Mepiég amod Tig avemBounteg evépyetes pmopet va
glvar coPapéc.

Edv cag yopnyeiton Bortezomib Accord yio moAlamAodv poéhopa 1| Apeopa omrd KOTTapo ToV

povovo

EVNUEPDOTE TOV YIOTPO OOG AUECWOS EAV TAPUTNPNCETE KATOL0 OO TO AkOAOVHO CLUTTOUOTOL:

- em®OLVEG PVTKES GLOTAGCELS, LVTKT advvapio

- obyyvon, am®AELN 1] SLOTOPAYN TNG OPUOTG, TOPAWMGT), CTAGOVG, KEQAUAUAYIL

- Ppbyvvon g avamvong, oidnue ToV KAt dkpov 1 oAloyEG oToV Kapdlakd puiud, vynin
apTNPLOKy TiEoT, KOT®OoT), AutoBupio

- Piyxo kot duokoAio otV avamvon 1 aicnuo cvoEEng Tov Bmpoka

H Ogpomeia pe to Bortezomib Accord pmopei mohd cuyva va TpokaAécel peimon tov apltumy Tov

€PLOPOKVTTAPOV KoL TOV AEVKOKVTTAP®V, KOODG KOl TOV OUOTETOAI®MY GTO Ol TVUVETMS, TPEMEL VAL

KAveTE TOKTIKA EETAGELG ApLOTOG TPV KO KOTd, T dtdpketa g Oepomeiog pe Bortezomib Accord yio

va eEAEYYETE TOV apliud TV apocealpiov cog. Mmopel vo TopovcldceTe peimon atov apliud Tomv:

- OLPOTETAAI®OV, TO 0010 UTOPEL VO GOG KAVEL IO EMPPENEIS OTIG LEAAVIEG 1) GE aLoppayia
YOPIC ELPOVT] TPUVUOTIGUO (T.Y., Qoppayic amd TO EVIEPO, TO GTOUAYL, TO GTOO KOl TO, QDAL
c0G N apoppayic oTov EYKEQOAO 1 aLLoppayic omd To Nrap).

- £pLOPOKVLTTAP®V, TOL UTOPEL VAL TPOKOAEGEL OVALUIO, LLE GOUTTMOUATA OTMG KOTMGT KO
yAouddo

- AEVKOKVTTAP®@V, TTOL UTOPEL VO GOG KAVEL O EMPPETEIC G€ AOYUMDEEIC 1| GLUTTOUATO TTOV
potdlovv e ypim.

Edv oag yopnyeitor Bortezomib Accord yio tn gpoameio Tov ToALAmA0D LOEADUATOC, Ol AVETIODUNTEG
EVEPYELEG TOV UITOPEL VO ELLPAVICETE AVOPEPOVTOL TAPUKAT®:

IMoAd ovyvig avemBOunTES evépyeles (nmopei va ennpedoovy nepiecotepa omo 1 oto 10 dropa)
. EvaioOnoia, poddiooua, popunykiacua 1 aicnuo kadcov oto déppa 1 mOVo 6Ta XEPLL 1) 0T
OO0 MOy PAGPNC TV vebpV

Meimon tov ap1fuo tov epubporvtTdpny N ToV AsvkokvTTtdpwV (BAETE TopaTdvVe)
IMupetdg

Adwbecio (vovtia) 1 EueTog, ondAea 0peEng

Avckotiotn o, pe 1 yopic uetempiopnd (uropel va givar cofopn)

Aldppota: dv TOPOVCIACTEL, Vot CNUAVTIKO VA TEITE TEPIOCOTEPO VEPO OO AVTO TOV TIVETE
ouvnBmg. O yoTpdg pumopet vo cag Sdoetl KAmolo dALo papuako yio va eAEYEeL T didppota
Konwon, aictnon advvouiog

. Mvikdg TOVog, TOVOG OTU 0GTA

Toyvég avemBOunTeg evépyetes (umopei va exnpedoovy £0¢ kor 1 ota 10 dropa)

. XounAn mieon aipatog, Eopvikn TTdoN TG Tieong Tov aipatog o 6pOio BEon mov pmopei va

odnynoet g Amobopio

YynAn mieon aiportog

Mewwpévn Aettovpyio TV VEQPOV GOG

TTovoképaiog

AtoOnuo yevikng adiobeoiag, movog, ilyyog, taon Amobuuiag, aicOnua advvapiog 1| amdAsLo

aicOncemv

Piyog

o Aoadéetg, oupmephapiPavopévng TVELUOVIOG, AOTUOEEMY TOV AVOTVELGTIKOV, Bpoyyitida,
AomEelg amd pokntee, Pryog pe AEYUa, acévela Tov potalet pe ypimn



"Epnng Lootpag (evTomopuéVog COUTEPIAAUPOVOIEVIC TNG TEPIOYNG YOP® OO TO, LATLO 1)

eEamlmpévog oe OAO TO GAOUA)

[16vol 6to Bdpaka 1} BpoydTNTO TN OVATVONG KOTA TNV AGKNOT

Avdpopec popeég e&avinuatog

Kvnouog (payovpa) tov dépuatog, e£0yKdUaTo 6To dEppa 1 Enpodepuio

Koxkiviouo tov Ipocdnov 1| KpE GTacUEVA TPLYOEWN ayyeia

EpvBpdmra 610 dépua

A@uddtmon

AloOnpo Koveov 670 Ticw PEPOG TOV GTEPVOD, LETEMPICUOC, PEYILO, TOUTOVIGUOC, TOVOG OTO
oTopdyL, aoppayio omd To £viepd cag 1| 0md TO GTOpM)L

Metafoin ¢ Nratikng Asttovpyiog

EpeBiopog oto otépa 1 ota xeihn, Enpootopio, £Akn 6T0 6TOUA 1} TOVOG GTO Ao

Andrea fapovg, oandAeLn YEOONG

Mvikég cvondoelc, pvikoi oracpol, Puikn advvapio, TOVOS GTo GKpa

®apumn dpaon

Aolpwén tov e£®TePIKoD CTPAOUATOG TOV LOTION KOL TNG ECMTEPIKNG EMPAVELNS TV PAEQAP®V
(emmepukition)

Ayoppayia amo T ot

Avckolio 1 TpofAHOTO GTOV VTIVO, EPIOPWOT), AYX0S, OAANYESC TNG 010e0MG, KOTAOALTTIKY
duabeom, avnovyia 1 d1€yepon, METAPOAEG TNG WLYIKNG GOC KATAGTAUOTG, OTOTPOGAVOTOMGOG
Oidnua 6T0 COUN, GUUTEPIAAUPAVOUEVOL YOP® OO TO, LLATLO KO GAAC LEPT) TOV GOUATOG

Oy ovyvég avemBopunTeg evépyeteg (nmopei va exnpedoovy £0¢ kot 1 ota 100 dropa)

Koapdiaxn avendpkela, kapdiakn tposPorn, ndévog ato otifog, ducspopia oto 6T1Hog,
AVENUEVOG 1 LEIOUEVOC KAPIIOKOG pLOUOG

Avclettovpyio TOV VEQPOV GOG

Ddleyuovn o PAEPa, OpouPor aipatog otic PAERES KoL TOLE TVEDUOVEG GOLG

[poPAnuata pe Tnv TEN TOL OiUATOG

Avemoapknc kukAopopia,

DdAeypovn ToL TOLYOUATOS YOP® amd TNV Kapdid cog 1 vypd YOP® amd TV Kapdld Gog
Aouadéelg mov TepAapPivouy ovpoAoiumén, Ypinn, AOIUMEEIC Ao TOV 10 TOV £PMNTO, AOTU®mEN
TOV AVTUOV Kol KUTTOPITION

Alpo ota KOTpava, 1 opoppayic and PAeEVVOYOVoLGS, T.Y. TO GTOO, TOV KOATO

AwTopayéc ToV ayyelov Tov yKePAAO

[apdivon, eTnmTikég KPIoEIS, TTAOGCT, dSoTapayES TNG Kivong, U ucstoloyikh aicnon 1
uetafoin o aicnon N pewwpévn aictnon (aen, akon, yebon, 6cepnon), dtotapayn e
TPOGOYNGC, TPELOVAO, OEGLUODGELC

ApBpitida, cvumeprhapfavouévng tng AEYUOVIG TV 0pfpdGE®mY GTO SOKTLAL TOV YEPLDV,
TOV TOSIMV Kot TN olaryoval

Awtopayéc Tov emnpealovy Toug TVEDLOVES GOC, EUm0difovTag TO COUN GOC VO, TTPEL APKETO
0&vuyovo. Mepikég and autég TepAapPavouy SUGKOAIN GTIV OVATVOT|, AOYAVIOGLO, AoEVIOGLLoL
Y®PIC AoKNOT, OVATTVOT| TOV YIVETOL pNyR, SOVGKOAN 1 GTAUOTA, GUPLYUO (CQUPTYLO)
Ao&ryyoag, dtatapoayés Tov Adyou

IMopaymyn avénuévng  Letwpévng mocdmrag ovpav (AdY® PAGPNS 6TOVG VEEPODC), ETdUVT
dtédevon TV 00poV N AIO/TPOTEIVEG 6TA 0VPA, KATAKPATNOT VYPOV

Metofoln TV EMIESWDV GUVEIONONG, GLYYLON, SLATUPOYN 1 OTTMAELL UVHUNG
YrepevoioOnoio

AmdAe0, aKONC, KOP®ON 1 EUPOES GTa, AVTIH, SVCEOPIn, GTO, AVTIY

Oppovikn avouaAio wov Tlave vo ETNPEACEL TV 0ToppOPN o1 GANTOC Kot VEPOD
Yrepdpactnplog Bupeoeldng adévag

Avikavomra vo topaydei emapkng vGOLAIVT 1} aVTIGTOOT] GTO PUGLOAOYIKA ETITESN TNG
WGOLAIVIG

Epebiopog 1 pAeypovi] tTov Hotiov, vrepfoitkd vypd pdrtia, Tévog oto pdtio, Enpotnta ota
pétia, Aouméelc tov potiov, olidto oto PAEPapo (xaArdllo), KOKKvo Kot Tpnopéve PAEpapa,
EKKPLUA oo To LATLO, LY QUGLOAOYIKT OPOCT|, OLLOPPAYIt TV HOTIOV
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AOYK®ON TOV AEUQUIEVOV GOG

Avoxopyio apBpmong 1 Tov poav, aicnon Bdpove, Tovog otn fovfrvikn cag xdpa.
ATOAELD TPYDV KoL (1] PLGLOAOYIKT LEN TPLYOV

AM\epyIKéC avTIOPAOELS

EpvOpdmra 1| movog oty 0éom veong

[T6vog 010 6TONO

AoDEEIG 1 PAEYHOVES TOV GTOUOTOG, EAKT GTO GTOMUM, TOV OLGOPAYO, TO GTOMA)L KoL TO.
éviepa, pepcés opég oyxeTilopeva e TOVo 1 apoppayia, Kok Agttovpyio Tov EVIEPOL
(ovumeptiapfavopévng e amdepatng), Suceopia 6TV KOWMA 1) TOV 01G0(QAY0, SUGKOALN GTNV
KOTATOOT], 0|l GTOV EULETO

Agppoticég AotumEels

Boaxmmpiaxég Kot 10yeveic AomEelg

Odovtikn Aoipwén

DLeypovn 1oL TOYKPEATOS, ATOPPALN TOV YOANIOYXOL TOPOL

[16vog ota yevvntkd dpyava, TpdPAnpa oty enitevén otoong

Avénuévo copotikd Bapog

Atya

Hrartitda

Awtapayéc mov oyetiloviot Le To onpeio Tng EVESTG 1] TN GLGKELT TNG EVECTG

Agppoticég avtidpacelg Ko dtatopayés (ot omoieg pmopel va elvan Gofopés Kot amenTikég yio
™ {on), EAkn Tov dEPUOTOC

Melaviég, TTOGELG Kot TPOVUATIGUOL

dAeypovi 1 auoppayios TOV GLLOPOPMV AYYEIMV TOV UTOPEL VO ELPAVIOTEL MG MKPEC KOKKIVEG
N pop kniideg (cuvnBug ota TOHSN) Emg peydieg TEPLOYES TOV PLOLALOVY HE HEAOVIEG KAT® Omd
TO SEPLLOL 1) TOVG 1GTOVG

Koaionfeig kootelg

Mia GoPapr|, avacTPEYIUT EYKEQOAIKT KATAGTOOT) TOV TEPIAAUPAVEL ETANTTIKEG KPIGELS,
VYA 0PTNPLOKN THEST), TOVOKEPAAOVS, KOTWOGT), GUYYVOT], TOPAMOT 1| GAAC TPOPAN LT
opaomnge.

Yravieg avemOOunteg evépysies (umopei va emnpedoovy émg kar 1 ote 1.000 dropa)

Kaopdiokd mpofAnpata mov tepthauavouy Kapdtakn tpocsPoin, otnOdyym
Yofapn eAeyuovi TV veDpmV, 1| 0moio UTOPEl Vo TPOKOAESEL TAPGALGN Kol SLGKOATN TNV
avamvon (cvvdpopo Guillain-Barré)

‘E€aym

Avoypopio Twv EAEPOV

DlLeypovn Tov voTIoiov HLELOD

[IpofAnpata pe o avti cag, apoppayio and To avTi cog

Yrodpaoctnplotnta Tov Bupeoedoic adéva Gog

2ovopopo Budd—Chiari (to KAMviké GOUTTOUATO TTOV TPOKAAOVVTOL GO TV AndPPatn TV
NTATIKOV QAEPDV)

MetoaPoréc | un QUOIOAOYIKT EVTEPIKN AEITOVPYiN

Awoppayio 6ToV EYKEQEAAO

Kitpvog ypoUoTIo OGS TV HATIOV Kot TOL dEpuatoc (1ktepog)

Yofapn arrepykn avtidpacn (avapLAOKTIKO 6oK) onueio T omoiag pmopel vo
mepAapPavouy ducKoAin TNV avamvor|, Tovo 6to 6tiBog 1 cpiyo oto otbog, Kovn aicnon
CaAng/AmoBupiag, cofapn payodpa 610 dépa N droykwpéveg Tpoe&oyég oto dépua, TPNEO
TOL TPOCHTOV, TV YEMAV, TNE YADGGOS KAl TOL PAPLYYQ, TO OTOI0 UTOPEL VO, TPOKAAECEL
dVoKOAiD, GTNV KOTATOOT|, KATAPPELGT

Alotapayéc Tov paoToh

Kolmkég exkpioelg

ALOYKOON TV YEVVNTIKOV 0pYUvVOV

Mewwpévn avoyn 6TV KOTaVAA®DGT OVOTVEDLOTOG

Amicyvavon, andAEL COUATIKOD BApovg

AvEnuévn 0pedn



Zvuplyyo

Yypb oe apbpwon

Kvoteig oto mepipinpa tov apbpoocemv (KOGTES TOL apbHpikod vuEva)
Kéraypa

AldoToon TOV WOTKOV VAV 0L 00MYEL 68 GALEG EMTAOKEG

A1dyK®OoM TOL NIATOC, aoppayio and To NTap

Koapxkivog tv veppdv

AgpLOTIKT KOTACTOOT OV Hotdlel Ue yopioon

Koapxivog Tov déppatog

QypdtnrTa Tov SEPUATOG

AvENON TOV OUOTETOA®V 1) TOV TAAGUATOKVTTAP®V (§va 100G AEVKOKVTTAP®OV) GTO OlipLoL
®pdoupoc aipatog oe pikpd apoedpa ayyeio (Opoufotikn pikpooyyelonadeio)
Mn @uG10A0YIKT OVTIOPUOT) GE UETAYYIGEL OULLOITOC

Meptki 1| OMKT OTOAELD TG OPOOTC

Mewopévn ce&ovolikn embopio

Expon odAiov and 10 otopua

Madtio Tov TpogEExovv

EvaioOnoia oto pmg

I'piyopn avamvon

I16voc 610 0pB6

[Tétpeg ot yoAn

Knin

Tpavpoticpoi

EvOpavota 1 addvaua voylo

Mn @ucloroyikd amobépate tpoteivig o {oTIKE Opyavd Gog

Koupa

Evtepucd €k

[MoAlomAn avemapKeln opydvav

®dvotog

Edv cag yopnyeiton Bortezomib Accord og cuvdvacud pe dAla papuaka yio tn Oepangio Tov
AELPOUATOG 0td KOTTAPO TOV UavODa, Ol AVETIOVUNTEG EVEPYELEG TTOV UTOPEL VAL ELPAVIGETE
AVOPEPOVTOL TOPAKATO:

IIoA0 ovyvéc avemBounteg evépyereg (umopel va exnpedoovy nepiocétepa andé 1 ota 10 dropa):

. [Tvevpovia
o Andrero 6peéng
. EvaioOnoia, povdiooua, popunykiacua 1 aicnuo kadbcov oto déppa 1 mOVo 6To XEPLL 1] 0T

OO MOy PAGPNC TV vebpV

Navtia kot petog

AlGppota

"Elcn o710 otéH0

AvckootTo

Muikdg TOVog, TOVOG OTU 0GTA

AT®OAELL TPLYDOV KoL 1] VCIOAOYIKT VPN TPLYDV
Konwon, aictnon advvouiog

TTvpetog

Yoyvéc avemBounteg evépyeieg (umopei va exnpedoovy £mg kat 1 ota 10 dropa)

. "Epnng Lootpag (evtomiopuévog copmeptAapfovoprévng e Teployng YOP® amd o PATIo 1
eEAMAWUEVOG 6€ OAO TO COLLA)

. AoudEelc amd Tov 10 ToL £pmnTa

. Baxtnplakés Kot 10yeveig AotudEec

. AoudEelc Tov avamveuoTiko, Bpoyyitida, Pryag pe eALyua, acbévela tov potdlel pe ypinn



AodEelg amd POKNTEG

YrepevoioOnoiao (aArepykn avtidpao)

Avikavotnra vo topaydel erapknig VGOLAIVT 1} VTIGTOOT] GTO PUGLOAOYIKA EMITESA TNG
WGOLAIVIG

Koartaxpdnon vypov

Avckolio 1 TpofAHOTO GTOV VTVO

AmdAelo cuveldnong

Metafoln TV EMIESWDV GLVEIONONG, GLYYVON

AicOnon Laing

AvEnuévog kapdiokodg puBudc, vynAn aptPLoKy TiEoN, EPIdpmoN

Mn guctloroyikn 6pacn, Bapmn dpacn

Koapdiaxn avendpkela, kapdiaxn tpocsPoirn, tdévog ato otiboc, ducpopia 6to otnog,
ALENUEVOG 1 LEIWUEVOS KAPILKOG puOpog

Yynin 1 xopmAi aptnprokn mieon

E0QVIKN TTOON NG TiEoNS ToL aipatog g 6phia BEon mov pmopel va 0dnyroel oe AutoBupio
AvVoTVola KAt TV QoK oM

Briyag

Ad&vykag

Eppoég ota avtid, Svopopio oto avtid

Ayoppayia amd to vtepd 6og 1 amd TO0 GTOUAYL

AioOnpo Kovcov

[16voc 610 oTopdyl, HeTE®@PIOUOGC

AvckoAia otV Katdmoon

Aolpwén 1 pAeypovn 0To GTOpdYL KoL TOL VIEPQL

[16vog 610 cTopdyt

EpeBiopog oto otépa 1 ota xeihn, Tdvog 6To Aapod

Metafoin g NTatikng Asttovpyiog

Kvnopog (payovpa) tov déppatog

EpvBpdmra 610 déppa

E&avOnpa

Mvikoi omacpoi

Ovporoipumén

[16vog ota dkpa

Oidnpa 6to oo, CLUTEPIAAUPAVOUEVOD YOP® OO TO LATLOL KO GAAOL LLEPT TOV CMOUOTOG
Piyog

EpvBpdmra kan mévog otn Béom éveong

AloOnpo yevikng adiobeoiog

Arndrea fapovg

AvEnon Papovg

Oy ovyvég avemOBopnteg evépyeleg (umopei va ennpedoovy ¢ ko 1 ota 100 dropa)

Hrotitida

Yofapn aArepykn avtidpacn (ava@LAOKTIKY avTidpacn) onueio tng onoiog uropei va
epAapPavouy ducKoAia 6TV avamvor|, Tovo 6to 6tiBog 1 cpio oto otnhog, Kovn aicnon
C{aAng/AMmoBupiag, coPapr payodpa 6to dépua 1 droykwuéveg Tpoekoyég oto dépua, TPREo
TOV TPOCHTOV, TOV YEIAMMDV, TNG YAMOGAS KA/ TOV PAPLYYa, TO OTOI0 UTOPEL VO TPOKAAETEL
SVOKOAID, GTNV KATATOOT|, KATAPPELOT

Awtapayég g Kivnong, TapaAvcn, SEGLOMGELS

TAryyog

AmdAe0 0KONG, KOPOON

Awtapayéc Tov emnpedlovy Tovg TVELOVES GOGC, EUTOdIfoVTUG TO GO GOG VO, TTAPEL APKETO
o&vyovo. Mepéc omd ovtég mepthapfdvovy SuoKola TNV avamvor), AdyYEVIaGLLO, AXYEVIOG L
YOPig oKNoN, avamvon oL yivetat pnyr|, S0CKOAN 1 GTOLATE, GUPLYLLO

®Opoufot aipaTog 0TOVG TVEDUOVESG GO



. Kitptvog ypoHOTIGHOG TV HATIOV Kol TOL OEpRaToc (TkTepog)
o 0OLid10 670 PAEQapo (aAGll0), KOKKIVO Kot TPNoUEVL PAEPApaL

Yravieg avemOopnteg evépyereg (umopel va exnpedcovy £mg kot 1 ota 1.000 dropa)

. ®pdpPoc aipartog oe pikpd apoedpa ayyeio (Opopfotikni pikpoayyelonddeio)

. ZoPapn PAEYLOVY TV VELP®V, 1| OO0 LITOPEL VO, TPOKUAEGEL TAPAAVOT KOl SUGKOAMO GTNV
avamvon (covdpopo Guillain-Barré)

Ava@opd avemOOunTOVv gvepyel®Ov

Edv xdmola avemBountn evépyela yivelt cofopn 1 €0V TapoINPCETE OTOLOONTOTE AVETIOOUNTN
EVEPYELDL TTOV OEV AVOPEPETUL GTO TUPOV POAAO 0INYLDV YPNONG, EVIUEPDOTE QUECHOC TOV YIUTPO 1 TOV
oappoxomold cag. Mropeite eniong va avaeépete avemBounteg evépyeleg anevbeiog, HEc® TOL
€BvikoL cuaTUATOG aVaPoPAs ToL avaypdaeeTol oto [apdpnua V. Méom g avapopds
AVETOOUNTOV EVEPYEIDV UOPEiTE Vo PonBNcETE 6T CLALOYN TEPIGGOTEP®V TAPOPOPIDYV GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPUAKOV.

5. Iag va pvidosste To Bortezomib Accord
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 PAPUAKO HETE TNV Nuepopunvio ANENG Tov avaeEpPETaL 6To PLOAidLo Kot
670 Kouti petd ™ AéEn AHEH.

To pappokevTikd ovtd TPoidv dev amartel Wwitepes cuvonKeg Bepprokpaciog yio Tnv OAAEN TOV.
Duidocoete 10 PLOAISI0 6T0 EEMTEPIKO KOVTI Y10l VO TPOGTUTEVETOL OO TO PG,

EvdopAéPia yopriynon:

To didAvpa petd v avacvotaon givorl otabepod yuo 3 nuépeg otovg 20°C-25°C dtav puadcocetal 6To
apyIKd QLoAidio kayn ot cvptyya. Amd uKpoPloAoykng amoyng, eav n uéBodog
avoiyuatog/avaciotaong/apainong dgv amokieiel Tov Kivouvo pikpofloAoyikng LoAvveng, To
StdAvpa HETA TNV 0vaoVOTAOT Ba TPETEL VO (PTCLUOTOLEITOL AUECHG LETA TNV TOPACKELT TOv. Edv
dev ypnotponomBel apécms, ot xpovotl GUANENG KOTA TN XPTOT Kol 01 GUVONKES TPV Ao T YP1|oN
amoTeEA0VV VBVLVN TOL YPNOT.

Ymodopia yopnynon:

To duivpua petd v avacvotacn eivar otabepod yia 8 dpeg atovg 20°C-25°C 6tav QUAGGGETOL GTO
apyIKd QLoAidio kayn ot cvptyya. Amd uiKpoPloAoytkng amoyng, eav n uéodog
avoiypatog/avacvoTaong/apaimong dev amokAeiel Tov Kivouvo PKpofloAoyikng LoAvvog, To
StdAvpa HETA TNV 0vaoLOTACT Bo TPEMEL VOL XPTCLUOTOIEITOL OUECHOS HETA TNV TOPACKELT TOV. Edv
dev ypnotpuonomel apécmg, ot ¥povol SoTnpNnong Katd Tn xpHon Kat ot GuVOAKeS TPy amd T ypnomn
amotelovV evhuvn Tov YPNoTN.

To Bortezomib Accord mpoopiletar yia pio povo yprion. Kébe ayxpnoonointo @opuokevtikd tpoiov
N VIOAELLO TTPETEL VO, ATTOPPILTETAL COUPOVA LE TIC KOTA TOTOVG 15YDOVCES GYETIKEG OLATAEEIC.

6. Iepreydpeva TG GVOKEVAGIOG KO AOLTTEG TANPOPOPIEg

T wepréyer o Bortezomib Accord

H dpaoctikn ovoia givarl 1 Poptelopipmn.

Bortezomib Accord 1 mg xovic yia evéoiuo dtdlvpo

Kabe proridwo mepiéyet 1 mg Popreopipmng (oG Popovikd eoTEPA HOVVITOANG).
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Bortezomib Accord 3,5 mg kévic yia evéoiuo didivua

Kabe prorido mepiéyet 3,5 mg Poptelopinmng (wg fopovikd e5TEPH LOVVITOANG).

EvdopAiéfia avacvotoon:
Metd amd v avachotact, to 1 ml Tov dteAdpatoc Yo evéopAéPia Eveon mepiéyet 1 mg

Boptelopipmng.

Ymodopla avacHoTaot:
Metd amd v avachoTacT, To 1 ml Tov S1eAdHTOC Yo VTOdOPLL. EVEST] TEPLEYEL 2,5 Mg

Boptelopipmng.

To &Aho cvotatikod givor n pavvitoan (E421).

Ep@avien tov Bortezomib Accord ko mepileyépeva TG 606KELOGI0G

To Bortezomib Accord k6vig yio evéoipo dtdAlvpa givar AeVKn Tpog VIOAEVKT GLUTAYNG OVGiaL (KEIK)

N oKoV.

Bortezomib Accord 1 mg kovic yia evéoiuo Sidlvpo

Kabe ydptvo kovti tov Bortezomib Accord 1 mg k6vic yio evéotuo didAvpa TEPIEYEL VO, YOAAVO
OoAid10 TV 6 ml pe YKpt eEAaoTIKO KOTAKL amd YA®PoPovTOA0 Kol ACOAAELD 0O OAOVUIVIO, LE UTAE
Kamdkt kot weptEyxel 1 mg Poprelopipang.

Bortezomib Accord 3,5 mg kévic yio evéoiuo didivua

Ka0e ydptvo kovti tov Bortezomib Accord 3,5 mg kovig yia evéoiuo didAvua TepEyel £vo, YOaAvo
@uokido tov 10 ml pe ykpt eAaoTikd Komakt omd yAopoPovtdALo Kot ac@AAELR 0T0 OAOVUIVIO, UE
KOKKIVO KOTTAKL.

Karoyog Aderog Kvkhogopiog:
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona
s/n, Edifici Est 6* planta

08039 Barcelona

Ionmtavia

Hopackevactic:

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice
TTolwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OMovdio

IMo omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amgvbuvOeite otov TomIKO avTITpdcwTo Tov Katoyov g Adstog Kukhogopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL
Win Medica A.E.
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Tel: +30 210 7488 821
To wapov VAL 0N YLOV yprions avadewpnOnke Yo TeElevTaio @opd otig 03/2025.
Addeg TNYEG TANPOPOPLOV
Agntopepeic mAnpopopieg yia to pappako avtd etvar drabéoipeg oto diktvakd Tomo Tov Fupmraikoy

Opyavicpot oppdxwmv:
https://www.ema.europa.eu.
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O mAnpogopiec mov axorlovBolv amevBivovtal pdvo ce emayyehpaties vysiag:

1.  ANAXYXTAXH I'TA ENAO®AEBIA ENEXH

Inueioon: To Bortezomib Accord eivor évag kuttapoto&ikdg Topdyovtas. ZVVET®MS, OmoLTeEToL
Waitepn TPOGOYN KATA TO XEPIGUO KOl TV TPOETOAGIN TOL PAPUAKOV. ZVVIGTATOL 1] ¥PNOT YOVILOV
K0l TPOGTOTEVTIKOD POVYLIGHOD TPOKEEVOD VO 0TOQELYDEL 1) ETOPT] UE TO OEPLLAL.

H AZHIITH TEXNIKH ITPETIEI NA AKOAOYG®EITAI AYXTHPQX KA®” OAH TH AIAPKEIA
THX ITPOETOIMAZXIAZ TOY BORTEZOMIB ACCORD KAGQY TO ®PAPMAKO AEN
INEPIEXEI XYNTHPHTIKA.

1.1 Tpogrowpacio Tov groidiov Tov 1 mg: tpocdicte Tpooektikd 1,0 Ml oteipov, evésiuov
SroAdpaTog yhmprovyov vatpiov 9 mg/ml (0,9%) oo erodidio Tov TEPIEYEL T OKOVT
Bortezomib Accord pe ) ypnon ovyryyog katdAiniov peyéBove, xmpictny apaipeon Tov
TOUOTOG ELGYMPNONG ToL PlaAdiov. H didhvon g Avopiiomompévng kOvems o AOKANPOVETOL
o€ AyoTEPO OTto 2 AETTAL.

Ipoctopacio Tov Proidiov Tov 3,5 mg: tpocdiote Tposektikd 3,5 Ml oteipov, evéoyiov
SLADUaTOg YAPLovYoL vatpiov 9 mg/ml (0,9%) 610 PLaAidlo oV TEPIEXEL T OKOVN
Bortezomib Accord pe ) yprion ovytyyag KatdiAniov pey£boug, yopictny apoipesn tov
TOUOTOG ELGYMPNONG ToL PlaAdiov. H didhvomn g Avopiiomompévng kOvems OAOKANPOVETOL
o€ AMyoTtEPO Omto 2 AETTAL.

H ovykévrpmon tov tehkod deddpotoc Ba eivar 1 mg/ml. To Sidhvpa mpénet va givor dtovyég
Kol aypopo, pe teMkd pH 4 émg 7. Agv etvan avaykaio va gléyEete 1o pH ToUL dtodvparog,.

1.2 IIpw ) yopnynon, er&yETe OTTIKA TO SGALUO Yio VTOPEN COUATIOIOV KOl UTOYPOUATIGHO. AV
mapoTnpn el TVXOV ATOYPOUATIGUOG ) VTTaPEN COUOTIOI®V, TO SIGAVUA TPETEL VO AmoppLpbet.
BePoiwbeite 6t1 n oot 600m yopnyeitat yio Ty evdoeAéPia 086 yopiynong (1 mg/ml).

1.3 To avacvotadév SidAvpa eV TEPLEYEL CLVINPNTIKA KOl TPEMEL VAL XPToLLonoOel apéoms PHeTd
Vv mapackevn Tov. 'Exel amoderydel, mop’ OAa ovTd, ynKy Kol QUGIKH 6TafepdTNTa KATA T
xpnon yw 3 nuépeg otovg 20°C-25°C, d10tnpovEVO GTO apyKO PLOAISI0 KOV 6T cOpLyya.
Ao pikpofroroyikng dtatnpnong, v n uébodoc avoiypotog/avacvotacng/apaimong dev
amOKAEIEL TOV KIVOUVO LKPOPLOAOYIKNG LOAVVGTC, TO OLAALUO, LETA TNV avacVeTaoT O Tpémet
VoL YPNOYOTOLEITOL AUECMG UETA TNV TaPAcKeELT Tov. Edv dev ypnoyomonbel apéomg, ot
xpovolL @OAAENC KaTd TN YP1ON Kot 01 GLVONKES TPV amd TN PN O aroTEAOVY €VOHVN TOV

xPNoT.

Agyv givon amapoitn 1 TPOCTAGIO 0O TO MG Y10l TO AVAGLOTADEY PAPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

. Metd ) d10AVTOTOINGT, OVAPPOPNOTE TNV KATAAANAT TOGOTNTA TOV OVOCLGTAUEVOD
SLAVUATOG OGOV LE TNV VTOAOYIGUEVT 800, pe Baon Tnv Tleproyn Emedvelog Zdpotog
Tov acBevoic.

. Empefordote T d60M KAl T GCLYKEVTP®GT 0T cOptyyo tplv amd ™ xpnon (eAéyéte 6T
oUPLYYO PEPEL TNV EMICHLOVOT Y10 EVOOPAEPLA YopTynon).

. Xopnynote to dtdivpa pe evooPAEPLa bolus éveon 3-5 devteporéntv PEG® EVOG TEPLPEPLKOD
N KeVTpKoL evoeAEPilov kabetpa o€ pio pAEPa.

. I'epiote yio ékmAvon Tov TEPLEePIKo 1 vOoPAEPLo kabetnpa te 6TEIPO SEAL LN YADPLOVYOL

vatpiov 9 mg/ml (0,9%).

To Bortezomib Accord 1 mg kovig yia gvéoipo didiopa IIPOOPIZETAI ATIOKAEIZTIKA TTA
ENAO®AEBIA XPHXH, sv® 10 Bortezomib Accord 3,5 mg kévig Yo evéeipo diaivpa
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MPOOPIZETAI I'TA YIIOAOPIA 'H ENAO®AEBIA XPHXH. M1 yopnysite péco aiiov
0d0v. H evooppayaia yopiiynon £xer odnynoer o€ 0dvaro.

3. AIIOPPIYH

Kabe proridio mpoopiletor yia pio pdvo ypromn Kot T0 VIOAEUU TOV SI0ADUOTOG TTPETEL VO,
amoppinTETAL.

Kdabe ayxpnoiponointo gapuokevtikd mpoidv 1 VIOAELUN TPETEL VAL OTOPPITTETAL GOUPDVOL LLE TIG
KATA TOTOVS IGYVOVGEC OYETIKEC SLOTAEELG.
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Moévo 1o @raAidio Tov 3,5 mg propet va yopnyndel vrodopLa, OO TEPLYPAPETAL GTI GLVEXEL.

1. ANAXYXTAXH I'TA YIIOAOPIA ENEXH

Inueioon: To Bortezomib Accord eivor évag kuttapoto&ikdg Topdyovtas. XUVETMS, OmoLTETOL
1010{TEPN TPOGOYT| KOTA TO XEIPIGLUO KOl TIV TPOETOUAGIO TOL POPUAKOD. ZVVIGTATOL 1] (PNOT YOVTILDV
K0l TPOGTUTEVTIKOD POVYLIGHOD TPOKELUEVOL VAL Oo@eLYDEL 1) LY [LE TO OEPLLAL.

H AXHIITH TEXNIKH ITPEIIEI NA AKOAOY®EITAI AYXTHPQY KA®’ OAH TH AIAPKEIA
THX ITPOETOIMAZXIAZ TOY BORTEZOMIB ACCORD KAGQY TO ®PAPMAKO AEN
INEPIEXEI XYNTHPHTIKA.

1.1 Tpogropnacio Tov Proidiov Tov 3,5 mg: tpocdicte mpooektikd 1,4 ml oteipov, evésiuov
dtadvpatog yroprovyov vatpiov 9 mg/ml (0,9%) 6to eraridio mov mepEyet T okdvn
Bortezomib Accord pe ) ypnong cvptyyog katdAiniov peyéboug, ywpic v apaipeon Tov
TOUOTOG EIGYDPNONG TOL PloAdiov. H didhvomn g Avo@iiomompuévng KOVEmS OAOKANPOVETUL
o€ Ayotepo amd 2 AemTAL.

H ovykévipmon tov telkov doivuatog Ba givar 2,5 mg/ml. To didhvpo tpénet va gival
dtoyéc Kot dypmpo, pe tedkd pH 4 €wc 7. Agv givar avaykaio va eréyEete to pH tov
StoAvpaTog.

1.2 IIpw ™ yopnynon, eréyEte OTTIKA TO SGALLA Yio VTOPEN COUATIOIOV KOl OTOYPOUATIGHO. AV
mapoTnpnoel TVXOV ATOYPOUATIGUOS | VTTapEN COUOTIOI®VY, TO StGAVU TPETEL VO amoppLPBet.
Befoimbeite 6t 1 cwoth d66M yopnyeitot yio tnv vwredopia 066 yoprynong (2,5 mg/ml).

1.3 To avacvotabév didAvpa eV TEPLEYEL GLVINPNTIKA Kol TPETEL VAL ¥PNGIUOTOMOEL AUECOC PETA
petd v mapookeun Tov. ‘Exet amoderydel, mop’oAa autd, ynpikn Kot puoikn otafepotnTa Kotd
™ xpnon o 8 dpeg otovg 20°C-25°C, dratnpodpevo 6to apykd Erorido Ko 6t coptyya.
A6 pikpofroroyikng dmoyng, av 1 néBodog avolyuatog/avasvotaony/apainong dev
amoKAEIEL TOV KIVOUVO LKPOPLOAOYIKNG LOAVVGTC, TO O1AALUO, LETA TNV avacVoTaoT O Tpémet
Vo YPNOYOTOLEITOL AUECMG UETA TNV TTapackeLn) Tov. Edv dev ypnoyomomBei apéowg, ol
xpovol @OAAENG KaTd T yp1oN Kot o1 GuVONKEG TPV ad TN (PN o1 amoTeEAOVY g0OHVN TOV

xXPNoT.

Agyv givon amapoitnn 1 TPOcTAGIO OO TO MG Y10l TO AVOGLOTADEY PAPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

. Metd ) d10AVTOTOINGT, OVAPPOPNOTE TNV KATAAANAT TOGOTNTA TOV OVOCVGTAUEVOD
SLADUATOG GVUPOVOL UE TNV VTTOAOYIGUEVT OO0, ue Bdon v [eproyn Emeaveiog Zdpotog
Tov acBevoic.

. Empefordote T d60M KAl T GLYKEVTP®GT 0T cOptyyo tplv amd ™ xpnomn (eAéyéte 6T
oUPLYYO PEPEL TNV EMICLAVGT] Y10 VTTOSOPL. YOPT YN oN).

. Xopnynote to dtdAvpo vTodopla, VIO Yovia 45-90°.

. To avacvotabév didAvpa xoprnyeitol vTodOpLo LEGH TV UNPAV (aploTePOD 1 6e5100) 1) TNG
KOWMAg (aptotepd 1 0e€1dr).

. Ta onueia g £veong Tpénel va EVAALAGCOVTOL Y10, TIC SL000YIKEG EVECELS.

. Edv oupfodv Tomikég avtidpacelg 6to onueio g £veong LETE TV VTOdOPLL YOPNYNOT| TOV

Bortezomib Accord, site pmopei va xopnyndei vroddpia va Atydtepo TUKVO StdAvuo
Bortezomib Accord (1 mg/ml avti yio 2,5 mg/ml), eite cuotivetan aAlayn og evooeAEPia
éveon.
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To Bortezomib Accord 3,5 mg kévig yia gvésipo diaivpe IIPOOPIZETAI I'TA YIIOAOPIA 'H
ENAO®AEBIA XPHXH. Mn yopnyeite péom driov odav. H evdooppayraia xopiynon £xer
oonynosl og Oavaro.

3. AIIOPPIYH

Kabe proridio mpoopiletar yia pia pdvo ypron Kot 1o VIOAEYLLN TOV SIOADUOTOS TPETEL VA
amoppInTETAL.

Kabe aypnoiponointo eopuokeuticd Tpoiov 1 VIOAEUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KATA TOTOLS IGYVOVGEC GYETIKEC SLOTAEELG.
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