@vAro ooV (piong: IIAnpoeopics yra Tov yprjot

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

Boptelopipmn

AWPacTe TPOGEKTIKA OAOKAN PO TO GVALO 03N YLAV YP1|ONG TPV UPYICETE VA YPCLUOTOLEITE GVTO

TO QOPLOKO, OLOTL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DuAGETE WTO TO PUALO 0OMYIDV YpioNs. Towg ypetaotel va To drofdoete Eavd.

- Edv éxete mepartépo amopieg, poTNGTE TO Y10TPO 1] TO POPUOKOTOLO GOGC.

- Edv mapoatnproete Kamoto avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
G60c. AvTd 1oyveL Kat Yo KEOe mhovh avemBOUN T EVEPYELD TOV OEV OVUPEPETUL GTO TAPOV
@OALO 00N y1dV ¥prione. BAéme mapdypapo 4.

T epréyerl 10 mapoév @OAA0 00N YLOV:

T eivan To Bortezomib Accord kat mowa iva 1) gprion tov

T mpénel va yvopilete mpv ypnoonomocete to Bortezomib Accord
Io¢ va ypnooromoete to Bortezomib Accord

[MBovég avemBOuntec evépyeieg

Iog va purdcoete To Bortezomib Accord

ITepreydueva TG CLOKEVAGING KOl AOUTEG TAT|POPOPIES

Sk wnE

1. T givan To Bortezomib Accord kot wowa givan 1 xpiion tov

To Bortezomib Accord mepiéyet ) dpaoctikn ovoia Boptelopipmn, Evov ‘avactoréa
npwteocopotiov’. Ta tpoteocopdtio tailovv onpavtikd pOAo 6Tov EAEYYO TNG AELTOVPYIOG KOL TNG
avantuéng tov kuttapawv. HapepPaivovtog otn Aertovpyia tovg, | fopteopinnn pmopet va
g€ohoBpedoel Ta KapKivikd KHTTOpa.

To Bortezomib Accord ypnoponoteitar yio tn Ogpangio 1ov TOAOTAOD pHOEADUATOG (EVOG KAPKIVOL

TOV HVEAOD TV 06TAOV) 6€ acbeveic peyolvtepovg tv 18 etdv:

- udvo Tov 1 6€ GLVIVAGUO LE TO, PAPUOKO TEYKVAMUEVT] ATTOGOULNKT d0&opovPuciv 1
de&apebaldvn, yio acbeveic mTov 1 Kotdotaon Tovg emdevmdnke (eEEMEN TG vOGOL) petd arnd
TOVAGYIGTOV L0 TTPOT YOO UEVT DEPOTEiD KU VIO TOVG OTTOIOVE 1) LETAUOGYEVCT APYEYOVDV
QLULOTIOMNTIKAOV KUTTAPOV dEV NTAV EMLTUYNG 1 OEV EVOL KOTAAANAT.

- 6€ GLVOLOGUO HE TO PappaKo LeAPaidvn kot Tpedvilovn Yo acBeveic ol omoiot dgv Exovv
AdPel mponyovpevn Bepameia Yo T VOGO TOVG Kot OV glvar KATdAANAot Yo vymAn d6om
AMUE0OEPUTEING LE LETAUOGYEVGON APYEYOVAOV OLULOTOUNTIKOV KUTTAP®OV

- o€ cuVOLOG O pE Ta edppaxo deapebalovn 1 deEapebalovn pall pe Baidouidn, yio tovg
acBeveic Tov onoiwv 1 vocog dev €xetl vmoPAnbel Tponyovuévmg og Bepaneio Ko Tpv amd
AUM vYMANG 6001 yNUEl0DEpamElng e LETAUOCKEVGN OPYEYOVMV OLUOTOMTIKAV KVTTAP®V
(eloaywywm Oepomein).

To Bortezomib Accord ypnoipomoteitat yio tn Ogpameio Tov AEUPMUOTOG 0d KOTTOPO TOV Hovdvo.
(évag tHmog kapkivov mwov TpocPaAiel Tovg Aeppadévec) o acbeveig 18 TV Kot Avm o€ GUVOILOGTUO
LLE TO PAPLLOKE PLTOLEAUTT, KUKAOQ®MGOApiOT, doopovfikivn Kot Tpedvilovn, Yo acBevelg pe un
mpobepamevpévn voso mov dev glvar KatdAAnAot va vToANO0VY GE HETANOGYEVGT APYEYOVDV
OLLLLOTIONTIKAV KUTTAPWV.

2. T npémer vo, yvopilete Tpwv ypnoyponouieste 1o Bortezomib Accord

Mn ypnoiporomjsete To Bortezomib Accord

- o¢ mepintwon oAiepyiog ot foptelopiynn, oto POPLo 1 6€ 001001 TOTE GALO GLGTOTIKO AVTOV
TOV PAPUAKOL (avapEPOVTOL GTNV TAPAYpapo 6).

- O€ MEPIMTOOT TOL EYETE OPIGUEVA GOPaPE TVELHOVIKG 1] KOpIlakd TpoPAnpata.
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IIpog1domon)6ElS Kol TPOPUAGEELS

Evnuepaote tov yuutpd cog og mepintwon mov cag cvpPaivel kdmolo amd to akdiovda:

YOUNAOG aplOuog epuOPOKLTTAP®V 1 AEVKOKLTTAP®V

TpoPAaTA ooppayinG KO XOUNAOG aptOUOC ALLOTETOAIDY GTO Aild GOg

duappota, SLGKOIALOTNTA, VOVTIO 1) EUETOG

AmoBopia, CoAn 1 tdon Yo Mmobupio oto ToperBov

TPOPANOTA [LE TOVG VEPPOLS GOG

HETPLO 1) GOPaPE TPOPALOTA LE TO CUKADTL GOG

HOVAG O, LUPUNYKLOGHA 1] TOVOLS 6Ta YEpPLo 1] 6T TOde (Vevporddeia) oto maperfov

TPOPANOTA [LE TNV KOPOLA 1) TNV OPTNPLOKT OO THEST

dvomvola 1 Prxog

GTOGLLOL

épmng Lootnpag (EvTomopEVos CLUTEPIAAUPOVOLEVIC TNG TTEPLOYNS YOP® Omd Ta LTl 1)

eEamhoéVog € OLO TO COU)

®  CUUTTOMOTO GLVIPOUOL ADGTG OYKOV OTMG EMMOVVEG UVTKEC GUGTACELS, LWVTKY advvapia,
GUYYVOT], OTMAELN ) dlOTApa)T| TG OPAGTIC Kot Bpiyvuven TG avamvong

®  QTOAELN LVAUNG, SUGKOAID OTN OKEYN, OUGKOALD GTO TEPTATNLUA 1] AMMAELD TG OPACTS. AVTA
umopei va givan onpeia piog coPapng AoipnméEng Tov eyKepAAOD Kol O YIOTPOG GG UTOPEL VAL GOLg
GUGTNOEL TEPAUTEP® EAEYYO KO TAPAKOAOVOTOM).

Ipémel va kavete toxTikd e€eTdoelg aiuatog Tpv Kot KoTd tn diapketo tng Oepaneiog pe Bortezomib
Accord yia va ehéyyete Tov aplipd Tov apoceopiny oag.

Edv méoyete amd Aépompo omd KOTTapo Tov LovoDo, Kol GO YOPNYELTHL TO pAPUOKO PLTOVEIUAUTT GE

ovvdvacud pe Bortezomib Accord, Oa mpémel va evuePOOETE TOV Y1TPO GOG:

. edv motedeTe OTL €xETE TAOPA 1 €lYaTE 0TO TAPEABOV Aoin®EN NIaTiTidng. Xe KATOolEg
TEPMTOGELS, 0.60eveilc Tov elyav 610 TopeABOV nratitidoa B puropel va emaveppavicovv
nratitda, 1 oroia pmwopei va, 0dnynoel otov Bdvato. Edv éxete 1otopikd Aoipméng nratitidog
B, Ba e&etaoteite TpooeKTIKA Ao TOV Y1aTpd oaG Yia onueia evepyol nratitidog B.

[Ipénet va dafaocete Ta OAAL 03MYLDV Y10L OAO TO QOPUOKEVTIKG TPOTOVTA TOV AdUPBAvovTal GE
ovvovacud pe to Bortezomib Accord yio minpogopiec mov oyetilovion pe autd to papuaKa, Tpv
apyioete ) Oepaneio pe Bortezomib Accord. Otav ypnoonoteitar Baiidopion, Tpénet vo divetat
Waitepn TPOGOYN GTOVG EAEYYOVS Kot Tig TPoDToBEcEIC TPOANYT G KuMong (BAére Kunon kot
Onroouog o€ aVTA TNV TOPAYPAPO).

Howod kon £pnpor
To Bortezomib Accord dev pénet va ypnotponoteital o€ Todid Ko eprpoug, eneldn dev eival yvootd
TG Oo TOVg ENNPEAGEL TO PAPUOAKO.

Alho @appoxa kol Bortezomib Accord

Mopokareiche vo, evUepDOCETE TOV YIATPO 1) TOV QUPLOKOTOLO GOG EAV TAIPVETE, £YETE TPOCHUTA

mhpet 1) propet va mhpete GALO QapHLOKOL.

ZUYKEKPYEVA, EVILEPDOTE TOV YIOTPO GOG £V AAUPAVETE PAPLLOKE TTOV TEPLEYOVY OTOLOONTOTE A0

TIG AKOAOVOEC dPAOTIKEG OVOiES:

- ketokovalOAn, ypnotponoteitol ya ) Bepaneio pUKNTIOGIKOV AoUdEEDV

- prtovafipn, ypnowonoteiton yia ) Oeponeio tng HIV Aolpwéng

- PLOOUTIKIVY, £VOL AVTIPLOTIKO TTOV YpMoIUoTotEiTal Yo T Oepameio faxtnplakdv AoUDEEDY

- kapPapalenivn, pavotoivn | eatvoPapPitddn mTov ypnoiponolobvtot Yo T Oepameio g
gmunyiog

- vrepkd/Poroapdyopto (Hypericum perforatum), mov ypNOOTOLEITOL Vil THY KATAOAWYN 1

GALEC KATAGTACELG

- o GTOHOTOG OVTIOLOPNTIKA

Kinon ko Onhaopog
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Aev npémer va. ypnouonoteite To Bortezomib Accord av giote £ykvog, £kTOG £Gv gival capdg
omopaitnTo.

Tb660 o1 dvdpeg 660 KOt 01 YUVOIKES TPETEL VL AAUPAVOLY OTOTEAECUATIKES OVTIGVAANTTIKES
TPOPLAAEELS evd maipvovy To Bortezomib Accord kan enti tpeig unveg petd ) Ogponeio. Eqv mop’ 6la
T0, LETPOL TOV AAUPAvOVTaL, TPOKVYEL KUNGT, EVILEPDGTE AUECMS TO YIATPO GOC.

Aev npémet va Onalete katd to didomua mov ypnoipomoteite to Bortezomib Accord. Tvintfote pe
70 Y10TPd o0 TOTE gival acPaAég va Eekvioete 1o ONAacud petd to téhog g Bepaneiog cog.

H Boldopidn mpokodel yevetikéc avopaiicg kot epppuiko Odavato. Otav o Bortezomib Accord
yopnyeital 6€ cLVOVAGHO Le Boldouion TPETEL Vo akoAOVONGETE TO TPAYPUUU TPOANYNG KOT\ONG
v T Boddopion (PAEme @OALO 0dNYIDOY XpHoNg Yo T Balidouion).

Oonynon kot EPLoROS PNy avnpdTeOv

To Bortezomib Accord umopei va tpokarécel konmon, {dAn, Mmobupia 1| Oaunn dpacn. Mnv
odnyette N yepileohe epyoreio | unyaviparta av £xete TéToteg avembounteg evépyetec. Ipémet va
€10TE TPOCEKTIKOL OKOUT KOl OV OEV EYETE OWTE TOL GUUTTMUOLTOL.

3. Mo va ypnowponomicete To Bortezomib Accord

O yoTpdg oag Ba vroroyioel T d6om tov Bortezomib Accord Bdoet Tov DYoL Kot TOL GOUATIKOD
Bapovg cag (empavelo cmpatog). H cuvnng apywkn d6om tov Bortezomib Accord givau

1,3 mg/m? em@dveilog chpatog 0o eopéc v efSopdda.

O ywTpog oag pmopel va ahAdEEL TN dOOT KOl TO GLVOAKO aplBpd TV KUKAWV Bepameioc, avaloya pe
TNV avTamokplon cag ot Oepameio, TNV ELPAVION CUYKEKPIUEVOV TOPEVEPYELDV KOl TOV
KOTOOGTAGE®DY OV GLVVTAPYOLV (T.). NTATIKA TPOPANUAT).

Eleliooouevo moldomlodv uvélwuo.

Orav to Bortezomib Accord yopnyeitotr povo tov, Bo AdPete 4 d6ce1g Bortezomib Accord evéopiéfia
N voddpia Tig nuépeg 1, 4, 8, kau 11 ko axorovbeite pio 107pepn «mepiodo ovamoveng» 6Ty onoio
dwokomteton 1 Ogpaneio. Avt n mepiodog 21 nuepdv (3 efdouddec) aviiotoryel o€ Evav OepamevTiKod
koKL o. Mropei va Adfete péypt kan 8 kvrdovg (24 gfdopnddec).

IMBavé vo cag dobei Bortezomib Accord pali pe to gdpuoka TeyKoAM®uévn ATocmUOK)
do&opovfikivn 1 doe&apedalovn.

Orav 1o Bortezomib Accord yopnyeiton poli pe meykoiiouévn AMmocwpaxy do&opovPikivr, Ha
Adfete to Bortezomib Accord evéopiéfia 1 vtodopila mg kOkAo Oepameiog 21 nuepdv Kot TV
neyKLMopéVN Mmocopiokn do&opovBikivn 30 mg/m? v nuépa 4 tov Oepamevtikod KhkAov
dapkerag 21 nuepdv tov Bortezomib Accord wg evéoeAéPia éyyvon petd omd TV £veoT Tov
Bortezomib Accord.

Mmropeite va Adfete Emg kot 8 KokAovg (24 efSopddeg).

Ortav to Bortezomib Accord yopnyeiton pali pe ™ de€auebalovn, Ba Aapete To Bortezomib Accord
evOoPAEPLO 1) VTTOJOPLL G Eva KOKAO Bepamneiog tov 21 nuepdv kot ) de&apebalovn 20 mg mov Oa
yopnyeitat omd otoépatog Tig nuépes 1, 2, 4, 5, 8, 9, 11 ko 12 tov xdxiov Oepameiag tov Bortezomib
Accord tav 21 nuepov.

Mmropeite vo Adfete Emg kot 8 KokAovg (24 efSopddeg).

Mpn rpoleparevuévo morlariody uvédwua

Edv dev éxete axolovOnoetl mponyobuevn Oepameia yio To TOAATAOVY LOEAMUO Kot OEV ElGTE
KOTOAANAOL Y10, LETAUOOYEVGT OPYEYOVOV OLLLOTONTIKOV KLTTApwY, Oo AdPete to Bortezomib Accord
0€ GLVOLOGUO HE OVO AL PapaKa: LEAPAAAVT Kol TPEIVILOVT).

e auTnVy TNV TEpinTmon, 1 dtdpketo evog KOkAov Bepoameiog sivar 42 nuépeg (6 fdopnddes). Ou
AdBete 9 koKAovg Bepameiog (54 efdopdosg).
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- Ztovg kvkhovg 1 émg 4, to Bortezomib Accord yopnysiton 860 @opéc v efdoudada Tig NuiPEg
1, 4,8, 11, 22, 25, 29 ko 32.

- Ytovg kvklovg 5 émg 9, to Bortezomib Accord yopnyeiton pio opd v efdopdda tic nuépes 1,
8, 22 kot 29.

H pedgorévn (9 mg/m?) ko  mpedvitovn (60 mg/m?) yopnyodvrat kat ot §H0 0md GTOHATOC TIG

nuépeg 1, 2, 3 ko 4 g TpdT™C EfOoAdag Tov KdBe KOKAOV.

Edwv oev éxete axolovbnoetl mponyovpevn Bepoameia yio T0 TOALOTAOVY HOEAMLO, KoL EIGTE
KOTAAANAOL Y10, LETOUOCYEVGT QPYEYOVOV QOO TIKMY KuTTtapmv, Ba AdPete To Bortezomib Accord
EVO0PAEPLO 1) VTTOJOPLL. GE GLVOVAGHO pe T Papuaka de&apeBalovn, 1 de&apebalovn kot
Boldopidn, og elcaywykn Beponeia.,

Ortav to Bortezomib Accord yopnysiton poli pe de&apebaldvn, bo Adfete to Bortezomib Accord
evOoPAEPLO 1 VTTOJOPLE MG KVKAO Bepameiog 21 nuepov kot tn de&apefalovn 40 Mg and oTOUATOG TIC
nuépec 1, 2, 3, 4, 8,9, 10 xar 11 tov xdxhov Oeponeiag tov Bortezomib Accord tmwv 21 nuepdv.

®a Lapete 4 khxhovg (12 efdopddeg).

Ortav to Bortezomib Accord yopnysiton o cuvdvocud pe Baiidopion kot de&opebalovn n didpketo
gvog kOKlov Bepaneiog eivar 28 nuépeg (4 €BOoUAdES).

H de€apebalovn 40 mg yopnyeitoan omd otopatog Tig nuépes 1, 2,3 4, 8,9, 10 xar 11 tov xbdxkhov
Oepoameiog diapketog 28 nuepov pe Bortezomib Accord. H Bakdopion yopnyeitor amd 6toH0TOG
nuepnoing og 50 mg émg v nuépa 14 Tov TPO@TOL KOKAOL Kl 0€ TEPITTOOT AVOYNG 1 dOG TNG
Boidopiong avéaveral ota 100 mg tig nuépec 15-28 kot mbava va avénbei tepartépm ota 200 mg
NUEPN OIS 0md TOV SEVTEPO KHKAO KOl ETELTAL.

Mropei vo, AdPete péypt 6 koxhovg (24 efdouddec).

Mpn mpobepamevuévo Léupmuo. amo KHTTopo T00 UAVODA

Edwv dev €xete axolovbnoet mponyovpevn Bepameia yio To AEPPOUA 0md KOTTOPA TOV povova, Oa
Mapete 1o Bortezomib Accord evdo@iépia 1 vTodOPLe. 6E GVVOVAGUO LE TA PAPLAKE PLTOVELLAUT,
KUKAOQ®GPaidN, do&opovPikivy kot Tpedvilovn.

To Bortezomib Accord yopnyeitat evdoeréfio 1 vroddpra T Nuépeg 1, 4, 8 kan 11, akorovBodpuevo
amo pio «mwepiodo avamovongy yopic Oepaneio. H didpketo evog kokAov Oepameiog sivor 21 nuépeg
(3 eBdouddec). Mropei vo AdPete uéypt 8 kikAovg (24 eBdoudadec).

Ta akdrovBa papuakeLTUE TPOTOVTA YopnyovvTol TV Nuépa 1 kdbe khxkiov Bepaneiog 21 nuepmv
ue Bortezomib Accord wg evéopAéPieg eyyvoeis:

PrtovEudunn og 86om 375 mg/m?, kukhopoceapidn o §6omn 750 mg/m? kot doEopovPikivn oe S6om
50 mg/m2,

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

Iog yopnyeitor To Bortezomib Accord

To edpuaxo avtd mpoopiletor yia evéopAéPio 1 vrodopia yprion. To Bortezomib Accord 6a
yopnynOet amd Evav emayyeApatio vyeiog mov £xel epmelpior oTn PO KLTTOPOTOEIKMDY QUPUEK®YV.

H ox6vn Bortezomib Accord mpénel va dtadvtomoteitor mpwv ) xopnynon. Avtd Oa yiveton amd vov
enayyeipatia vyeioc. To dtdAvpa Tov TPoKVTTEL Yopryeiton pe Eveon eite Eviog AEPag gite KAT® amod
to 0épua. H éveon oe pAEPa eivor ypriyopn kot diapkel 3 émc 5 devtepodienta. H éveon kdtw and to
dépua yivetar gite 6TOVG UNPOVG E1TE GTIV KOWMA.

Eav cag yopnyn0si meprocotepo Bortezomib Accord
Koabmhg avtd 1o papuaxo cog £xet 600el amd Tov yiorpd 1 Tov VocokoUo cag, ivar amibavo va cog

yopnynOel mepiocdTEPO OO OGO TPEMEL. LTO AmiBOVO EVOEXOUEVO TNG VIEPOOGOAOYING, O YIOTPOS GOG
0o oag TopakoAovOncEL Yio avemBOUNTEG EVEPYELES.

4, MBavég avemBOunTeg evépysereg
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Onwc 6Ma o pdppoka, £T61 Kot aLTd TO PAPUOKO UTOPEL VO TPOKAAESEL AVETIOVUNTEG EVEPYELEG, OV
KoL 0ev Tapovctalovtal 6e OAOVG TOVG aVOPOTOVG. MePIKES amd TIC aveTIBVUNTEC EVEPYELEG UTOPEL VUL
glvar coPoapéc.

Edv ocag yopnyeiton Bortezomib Accord yio moAlamlodv poéhopa 1| AEueoua omd KOTTapa Tov

poavova

EVNLEPDOOTE TOV YIOTPO OOG AUECHS EAV TAPOTNPNOETE KATOL0 0O TO AKOAOVOO CLUTTOHOTO:

- EMMOVVEC UVIKEG GUOTAGELS, LVTKT advVoic

- oVYYVOT], OTMOAELN ) dlaTaPay] TNG OPUCTC, TVPAMGT, GTOCUOVGS, KEQaAOLYin

- Bpayvvon g avamvong, oldNUa TMV KAT® AKPOV 1 0AAAYEC GTOV KOPOLoKO puOLO, DYNAN
apTnpLKn TieoT, KOTwo, AMmobuuio

- Pyo ko duokoAia oty avamvon N aicOnua cvoEiéng Tov mpaka

H Ogponeia pe to Bortezomib Accord pmopei modld cuyva va tpokaAécel peimon tov aptdudy Tamv

£PLOPOKVTTAPOV KoL TOV AEVKOKVTTAP®V, KOOMG KOl TV OLLOTETAAIDV GTO Oipd. ZVVETMS, TPETEL VA,

KAveTe TAKTIKA eEETAGELG aipOTOg TPV Ko KoTd, T dtdpketa g Oepomeiag pue Bortezomib Accord yuo

va gAéyyete Tov apud TV apocearpiov cog. Mropel va mapovoidoete [elmon otov aplfud tov:

- OLUOTTETAAI®Y, TO 0010 UTTOPEL VO GO KAVEL TTLO ETPPETELS OTIC LEAAVIEC T} OE aLoppoyia:
YOPIC EUPAVT] TPUVUOTIGUO (T.Y., QLpoppayio amd To EVIEPO, TO GTOUAYL, TO GTOUO, KOl TO, OVAM
oaG 1 apoppayio oTov EYKEQOAO 1| atpoppayic and To map).

- €pLOPOKVLTTAP®V, TOL UTOPEL VAL TPOKAAEGEL OVALUIO, LE COUTTOUATA OTMG KOTMGT Kot
YAoUada

- AELKOKVTTAP®V, TOL UTOPEL VO GOG KAVEL IO EMPPENEIS 5€ AOUMEELS 1] GLUTTAOHOTO TTOV
powaovv pe ypimn.

Eav cag yopnyeitor Bortezomib Accord yio tn Ogpomeio Tov ToALATA0D LOEADUATOS, Ol AVETIOOUNTEG
EVEPYELEG TOV UTOPEL VOL EPPAVICETE AVOPEPOVTUL TOPUKAT®:

ITol0 ovyvig avemBOunTeg evépyeleg (mopel va exnpedoovy nepiocotepa and 1 ota 10 dropa)
o Evawstnoio, poddlacpa, popunykiocua 1 aicOnuo Kadcov 61o dépua 1 TOvo 6Ta xépto 1 6Ta
oo MOy PAAPNS TV vebpV

Meiwon tov aptBpov tev epufpoKvTTapOV 1 TOV AEVKOKLTTAP®V (PAETE TOpOUTAV®)
[Mopetdc

Adwbecio (vovtia) 1 EPeTOg, andAEL OpEENG

Avcrototra pe 1 yopis peteopiopd (pmopet va glvar coPapn)

Awppora: €dv TapovolacTEl, VL OTUAVTIKO VO TEITE TEPLGGOTEPO VEPO AIO AVTO TOV TIVETE
cuvnBmg. O yurpdg pumopet va cag ddoet kdmoto dAlo pdppako yuo va eLEyEet T dibppota
Konwon, aicbnon advvopiog

. Mvikdg movog, TOVOG 6T 0GTA

Yoyvéc avemOounteg evépysireg (umopei va exnpedcovy £oc kot 1 ota 10 aropa)

o Xounin mieon aipartog, Eaevikn TTdon TG Tieons Tov aipatog og Ophia BEom mov pmopel va

odnynoet og Amobopio

Yynin mieon aipatog

Meiwopévn Aertovpyio TV VEQPOV Gag

[Movoképarog

AloOnua yevikng adwobeoiag, movog, iAyyog, tdon Amobupiag, aicOnua advvapiog 1 amoAglo

aloOnoemv

Piyog

o Aounéelg, copmephapPavouévng Tvevuoviog, AoUMEE®V TOV aVOTVELSTIKOD, Bpoyyitida,
AOWMEELG amd pokmTes, Priyog pe ALY, acBévela Tov potdlet pe ypinn

. "Epmng Cootpag (evtomioévog cupmeptlafavopévng e Teployns YOp® oo o LOTIo 1)
eEAmMA®UEVOG 6€ OAO TO GO

. [Tovor o0 Odpaka 1 PpoydTNTA TNG AVOTVONG KOTA TNV AoKN O™

o Ardpopeg popeég e&avonuatog

o Kynouog (payovpa) tov dépuatog, e£0yKdpaTo 6To 0Eppa 1 Enpodeppia
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Kokkiviopa tov Tpocdmov 1 ukpd cracpuéva Tptyosdn ayyeio

EpvBpdtnrta o1o dépua

Aopuodtmon

AlcOnpa Kovcov 610 TGm HEPOG TOV GTEPVOL, LETEMPICUOG, PEYILO, TOUTOVIGHOG, TOVOS GTO
GTOLAYL, aloppayia and o £viepd Gog N 0md TO GTOUMYL

MetaPoin ¢ NTaTikng Asrtovpyiog

Epebiopog oto otépa 1 oto xeidn, Enpoctopio, EAKN 6TO0 6TOUA 1 TOVOG GTO AU

AndAelo fApovg, OTOAELL YEOONC

Mvikég cvuondoelc, pvikoi oTacuol, LUikn advvapio, TOVOC 6To dKPa,

Baunr| 6paocn

Aoluwén tov e£®teptkod GTPOUATOS TOV LATION KOL TG ECMTEPIKNG EMPAVELNS TOV PAEQAPOY
(emmepukitidn)

Awoppayio omd T poT

Avckolio 1 TpofAHOTA GTOV VTIVO, EQIOPWOT, AYY0S, OAAMYEC TNG d1d0g0omC, KaTtabAmTiKn
duaBeom, avnovyia 1 diéyepon, LeTAPOAES TNG WLYIKNG GOG KATAGTAOTS, OTOTPOCAVOTOAIGHOG
Oidnua 610 oo, cuUTEPLAUPAVOLEVOL YOP® OO TO LATLO KOl GAAC LLEPT] TOV CMOUOTOG

Oy ovyvég avemBounTeg evépyeteg (umopei va exnpedoovy ¢ kot 1 ota 100 dropa)

Koapdiaxn avendpreia, kapdiaxi tpocsPoirr, toévog ato otifoc, ducpopia oto 61nhog,
av&nuévoc M petmpévog kopdlakdg puOpoc

Avclettovpyio TOV VEQPOV GOG

DLeypovn oe PAEPa, OpopPor aipatog otic AEREG KAl TOLG TVEVUOVES GOlG

[Ipofinparta pe v TN TOL OIROTOC

Avemapkng KukAopopia

DAeypovi ToL TOYOUATOS YOP® amd TV Kapdid 6ag 1 vypd YOpw amd TV Kapdld Gog
AodEeig mov meptAapfivouy ovpoAoinmén, Ypimn, AOU®EEIS amd ToV 10 Tov £pmnTa, Aoipumén
TOV AVTLOV KoL KUTTOPITION

Aipo ota KOTpava, 1 opoppoyio and PAEVVOYOVOLGS, T.Y. TO GTOO, TOV KOATO

AlTOpayEC TMV 0yYEI®V TOV EYKEPAAOV

oapdivon, EMANTTIKEG KPIGEIS, TTAOGCT, SLOTAPAYES TNG KIVoNg, U GLGLOA0YIKY aictnon 1
petafoAn o aicnon N petwpévn aicOnon (aen, akon, yebon, dcepnaon), datapayn g
TPOGOYNG, TPEUOVAO, OEGLUOMGELG

ApBpitido, coumepthapfavopévng g EAEYHOVIG TV apBpdoemVv oTa SAKTUAN TOV XEPLADV,
TOV TOSMV Kot TN oloryova

AwTapayéc Tov ennpealovy TOVG TVELLOVEG GOG, EUTOSILOVTOC TO CAOLO, GOC VO TAPEL APKETO
0&uy6vo. Mepikég and avtég mepAapPEvouy SUGKOAID GTIV OVOTTVOT), AUYAVIGLLO, ACYGVIOGCLLO.
Y®pPIic AoKNGT, OVOTTVOT| TOV YIVETOL PR, OVCKOAN 1| GTAUATA, GUPLYLO (GEUPLYL)
Ao&ryyac, datapoayés Tov Adyou

Hopaywyn avénuévng 1 petopévng mocdtntag ovpwv (AdyY® PAAPNG 6TOVG VEPPOoDC), EMddUVT
Sdiédevon Tov 0bpov 1 aipa/TpoTeiveg 6TA 0VPM, KATAKPATNON VYPOV

Metafoln TV emmédmv GUVEIONONG, GUYYVON, SLTOPOYN 1 UTMAEL LWVAUNG
YrepevoioOnoio

AndAerlo, akong, KOQ®ON 1 RPoEg oTa avTLd, SLCEOPIN GTO AVTLY

Oppovikn avopaAio wov Tlava vo ETNPEACEL TNV OTOPPOPNOT GANTOS Kot VEPOD
Y7epdpaotiplog Bupeoeldng adévag

Avikavotnra va topaydel emapkig vGOLAIvN 1] aVTIOTOOT) GTA PLGIOAOYIKA EMITESD TNG
WGOLAIVIG

Epebiopog 1 pAeypovi tov potidv, vrepBoAtkd vypd pdtio, movog ot pdtia, Enpotnta ota
pdrio, AomEELG TOV poTimv, olidto oto PAEPapo (yordllo), KokKva, kot Tpnopuéva PAEpapa,
EKKPLULO, oo TO UATLO, LY QUGLOAOYIKT OPACT|, OLLOPPAYIL TV LOTIOV

ALOYKOON TOV AEUQAIEVDV GOG

Avokapyio apbpwonc 1 Tov podv, aictnon Bapovg, Tdévog ot fovPfwvikn cag ydpa.
ATGAELD TPLYDOV KOL U1 PUCIOAOYIKT VOT TPLYDOV

AMEPYIKEC AVTIOPACELC

EpvOpdmra 1} movog oty 0éom éveong
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ITI6vog 6to oTOHN

AoudEelc  PAEYLOVEC TOV GTOUATOC, EAKT) GTO GTOUM, TOV OLCOPAYO, TO GTOUAYL KO TO,
EvTepa, HLEPIKEC POopEG oxeTICOLEVA LE TTOVO ] aiLoppayia, KoK AELTovpyic TOV EVTIEPOL
(ovumeptiapPoavopévng g amoepatng), SuGPopio TNV KOIALA 1] TOV 0100(PHY0, SUGKOAIN TNV
KOTATOOT], OilLo GTOV EUETO

Aeppotucég Aopuméelg

Boxmnplokég kot 1oyeveig Aouméelg

Odovtikn Aoipwén

DAeypovn ToL TAYKPEATOG, ATOPPAET TOV YOANIOYOL TOPOL

[Tovog ota yevvntikd 6pyava, TpofAnua oty enitevén otHong

Avénuévo copotikd Bapog

Alya

Hrartitida

Awtoapayég mov oyetiloviat pe To onpeio Tng £VEomg N T CLGKELT] TG EVECT|G

Agppoticég avtidpacelg Kot dtatopayés (ot omoieg pmopel va glvat cofopés Kot ametAnTicég yio
) {on), EAKkn Tov dEPUOTOG

Melaviég, TTMGEIC KO TPOVUATIGUOL

dAeypovi 1 auoppayics TOV ALLOPOPMV AYYEIMV TOV UTOPEL VO ELPAVIOTEL MG HKPEC KOKKIVEG
N nop knAideg (cuvnBwg oTa TOSN) EMG HEYANEG TTEPLOYEG TTOV UOLALOVY UE MEAOVIEG KATM Ot
70 €PN 1] TOVG 1GTOVG

Kolonfeig kootelg

Mo coBapn, avacTPEYIUN EYKEPOAKT KOTAGTAGT OV TEPIAAUPAVEL EMANTTIKEG KPIGELS,
VYNAN 0PTNPLOKT TEGN, TOVOKEPAAOVG, KOTMGN, GUYYLGOT, TOPA®GT 1 AL TPOPA LT
opaomnc.

Yravieg avemOounteg evépyareg (umopei va enmnpedoovy £mg kot 1 ota 1.000 dropa)

Kopdiaxd tpopAnuata wov meptiapupdvovy kapdlokn Ttpocforn, ot Oayyn
Yofapn pAeyuovn TV VEOP®V, 1| 0ol UTOPEL VO TPOKOUAESEL TAPAAVGON Kot SUGKOAIN GTNV
avomvon (covdpopo Guillain-Barré)

‘E€aym

Avoypopio Twv eAePdV

DLeypovn Tov vortiaiov poelol

[Ipofiiparta pe To avti cag, apoppayio and 10 AVTi Gog

Yrodpactnprotnta Tov Bupeoedoic adéva Gog

XHvopopo Budd—Chiari (to khviké copuntdpaTo w00 Tpokaiodviot amd Ty andepatn tov
NTATIKOV PAEPOV)

MetaBoréc 1| Un QUOLOAOYIKN EVTIEPIKY| AElTOLPYiaL

Awoppayio oTov €YKEQOLO

Kitpvog yp@HOTIGHOG TV LATIOV Kol TOL dEpRaToc (TkTepog)

Yofapn aAlepykn avtidpacn (avapLAOKTIKO 6OK) Gnuein TNG omoing pmopel va
nepthapfavouy duckoAio TNy avamvor, Tovo 6to 6tnBog 1 6eifipo oto otbog, Kaun aichnon
CaAng/Amobupiag, cofapn payodpa 610 dépa N droykwpéveg Tpoeoyég oto dépua, TpNEo
TOV TPOCAOTOV, TOV YEIMMV, TNG YADOCGAS KOl TOV PAPLYYA, TO 0TOI0 UTOPEL VoL TPOKAAEGEL
dVoKOAIN TNV KATATOOT), KATAPPELOT)

Awotapoyéc Tov paoTtol

KoAnucég exkpioelg

ALOYK®OGON TV YEVVNTIKOV 0pYAvVOV

Meiopévn avoyn otV KatavAaAwmoT OvomveEDUATOG

Amioyvavon, andAEln cOUATIKOD Bapovg

Avénpévn opeln

Xvplyyo

Yypb oe apbpwon

Kvoteig oto mepipinpo tov apbpooemv (KOoTEIS TOL 0pbpikod vUEVA)

Kéraypa

AloTOoT TOV PUTKAV VAV 0L 00N YEl 68 GALEG EMUTAOKEG
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ALdYK®OoN TOL NATOC, aoppayic amd To NIap

Koapkivog tmv vepphv

Agpuatikn Kotdotaon tov potdlel pe yopioon

Koapxkivog tov dépuartog

Qypdtnra Tov dEPUITOC

AvENON TOV OUOTETOA®V 1) TOV TAAGUUTOKVTTAP®V (va €100¢ AEVKOKVTTAP®OV) GTO aiiplol
OpduPoc aipatog oe pikpd apoedpa ayyeio (Opopfotikn pikpooyysloradeio)
Mn @uG10A0YIKY aVTIOPUOT) OE UETAYYIGELG OLOTOC

Mepikn| 1 OAMKT ardAELY THG OPAONG

Meiopévn oe&ovalkn extbopia

Expon odAiov and 10 otopa

Madtio Tov Tpoeléyovy

EvaieOnoia oto pmg

I'piyyopn avamvon

IT6voc 610 0pB6

[Tétpeg ot yoAn

Kn\n

Tpavpoticpoi

EvOpavota 1 addvapa voylo

Mn gucioroyikd amobépata Tpwteiving o {oTikd dpyavd cag
Kopa

Evtepucd €k

IMoAhamAn avendpKrelo opyavmv

®dvotog

Edv cag yopnyeiton Bortezomib Accord o€ cuvdvacud pe diro gapuarxa yio ™ Bepameio Tov
AELOOUATOC OO KOTTAPO TOV LLOvODX, Ol VETIBVUNTEG EVEPYELEG IOV UTOPEL VO ELPOAVIGETE
OVOQEPOVTOL TOPAKATO:

oAb ovyvég avemOOunTEg evépyereg (umopel va emnpedoovy meprocotepa amd 1 ota 10 dropa):

ITvevpovia

Anoreln 6peéng

EvaicOnoia, povdacua, popuiykiooua 1 aicOnpo kabcov 6to dépua 1 TOVo 6Ta YEPLN. 1 OTA
OO0, AOY® PAAPNG TV vEDpmV

Novtio kot épetog

Aldppora

"EXxn oto otopa

Avckototnta

Mvikdg mdvog, mOVOg GTo. 06T

ATdAEWD TPLYYOV KA U1 GUGIOAOYIKT DOT| TPLYDOV
Konwon, aicOnon advvapiog

[Mvpetdg

Yoyvég avemBounteg evépyereg (umopel va ernpedsovy £mg kat 1 oto 10 atopa)

"Epmng Lootpag (EvTomouévog GUUTEPTAOUPOVOUEVIC TNG TEPIOXNG YOP® OTTO TO, LLATIO 1)

eEAMA®UEVOG 6€ OAO TO COLLNL)

Aoumdéeig and Tov 10 Tov EpmnTa

Bakmnplakég kot 10yeveic Aotuméetg

AoUDOEELS TOV OVOTVEVGTIKOV, Bpoyyitida, Priyac pe AEypa, acBévela mov potdlet pe ypinn
Aouod&etg and PpoKnTEG

YnepevaicOnoio (aAlepyn avtidpaon)

Avikovotnra va mapaydel enopkig tveGovAivn 1 avticTooT 610 PLUGIOAOYIKG EMITESD TNG
WGOVAIVI G

Koartaxpdnon vypov
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Avokoria 1 TpoPARUATA GTOV DTVO

AnoAeln cuveldnong

Metafol Tov emmédwv cuveidonong, cvyyvon

AicOnon Caing

AvEnuévog kapdiakdg puiudc, vymAn aptnplaxy mieon, eQidpmon
Mn @ucloroyikn 0pact, Oaunr 6poacn

Kopdiakn avendpkela, Kapdlakn tpocsPolrn, Tovog ato otiboc, ducpopia 6to otnog,
ALENUEVOC N LEIOUEVOS KAPSIOKOS pLOLOG

Yynin 1 xapmAn epmmpuoxi wieon

Eo@Vvikn TTdon ¢ ieong Tov aipatog og 6pdia BEon mov umopei va 0dnynoel oe Aobupia
Abdomvola KaTd TNV AoKN o)

Bixag

AOEvyKOg

EpPoéc ota avtid, Svoeopio oto antid

Awoppayio amd 1o vtepd cag 1 amd TO GTOWAYL

AicOnuo kaveov

[Tévog 610 oTOpAYL, HETEMPIGIOG

AvckoAia TNV KaTdmoon

Aolumén 1 pAeypovn 6T0 GTOUYL KOl T, EVTEPQL

[Tévog 610 GTOpAYL

Epebiopog oto otopa 1 ota yeidn, Tévog 610 Adpd

Metafoin e NTaTkNG Asttovpyiog

Kvnouég (payovpa) Tov dépuatog

EpvOpoétnra oto déppa

E&avOnpa

Mvikoi oracpoi

Ovporoipmén

IT6vog ota dxpa

Oidnua 6T0 GO, GVUTEPILAUPAVOUEVOL YOP® OO TO, LATLO Kot GAAC LEPT) TOV CAOUATOG
Piyog

EpvBpdmra kon wévog otn B€om Eveong

AloOnpo yevikng adiobeoiog

Arndrero fapovg

AvEnon Papovg

Oy ovyvég avemBuunTeg evépyereg (nmopel va ernpedoovy g kot 1 ota 100 dropa)

Hrotitda

YoBapn ariepykn avtidpaon (ava@LAoKTiKn avtidpaon) onueia tng onoiog Uropei va
nmepthappdvouv duokoiio oty avomvon, Tovo oto 6thog N oei&ipo oto otbog, Kaun aictnon
CaAng/AMmoBupiog, coPapn payodpa 6to déppa 1 SoyK®pUEVEG TPoeEoyég oTo dépua, TpHELLo
TOV TTPOCMOTOV, TOV XEIMMV, TNG YADCGAS KU1 TOV PAPLYYO., TO 0010 UTOPEL VoL TPOKUAETEL
dvoKoAio GTNY KATATOOT), KATAPPEVOT)

Awtapayéc g kivnong, Tapdivon, deGHOMOELS

TAryyoc

AndAero, akoNg, KOE®ON

Awrtapoyéc mov ennpedalovy Tovg TVEOLOVES GUC, EPTOdILOVTAG TO GO GG VO TTOPEL OPKETO
o&uyovo. Mepiég and avtég mepthapfavouy SuGKoAi GTNV AVOTVOT|, AayAViaGLa, Adydviasuo
YOPIG GoKNOo™M, OVATVOT TOV YIVETOL pNyR, SVGKOAN 1 GTAUOTA, GUPLYUO

OpouPot aipoTog GTOVG TVEDUOVES GOG

Kitpvog ypopaTionog TV HaTIdV Kot ToL dEpatog (Iktepog)

OLid10 o710 PAEQapO (YoAhGl10), KOKKIVO Kot TPNOUEVA PAEQaAPOL

Yravieg avemBounteg evépyeres (umopei va ernpedosovy £m¢ ko 1 ota 1.000 dropa)

OpoduPoc aipartog g pikpd apoedpa ayyeio (Opoufotikng pkpoayyelorddeio)
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. ZoPapn PAEYLOVY T®V VELP®V, 1] OT010, LTOPEL VO TPOKOAEGEL TAPAAVOT Kot SUCKOAIN 6TV
avanvor (covdpouo Guillain-Barré)

Ava@opd avemBounTOV EVEPYELOV

Edv xdmoia avemBountn evépyeia yivel coPapn| 1 €6V TOPATIPIOETE OTOOONTOTE OVETIBOUN TN
EVEPYELD TTOV OEV OVOPEPETOAL GTO TAPOV PVLALO OO YLDV YPNONG, EVIUEPDGTE AUEGMG TOV YITPO 1 TOV
Qapuokorold coc. Mropeite emione va avapEpete avembounteg evépyetleg ancgvbeiag, LEGm Tov
€0vikov GuGTNUATOG aVaPoPAs Tov avaypapsTol oto [apdaptnua V. Méom tng avapopag
OVEMBOLUNTOV EVEPYEIDV UTOPEITE VO fonONGETE TN GLALOYN TEPLOTOTEPMVY TANPOPOPLOV CYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. g va puidesste To Bortezomib Accord
To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.

Na pn xpnoipomoteite avTtd T0 PAPIAKO HETA TNV NUEPOUVIC ANENG TTOV OVAPEPETOL GTO PLOAISIO KO
010 xovuti petd ) AéEn AHEH.

To poppakevtikd avtd TPoiodY dev amartel Wwnitepeg cuvOnkeg Beppokpasciog yio v EOAAEY TOL.
Ddvidcoete 10 PLOAid0 6T0 EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PMG.

EvdopAéPia yopriynon:

To ddvpa petd v avacvotacn eitvar 6tabepd yia 3 nuépeg otovg 20°C-25°C 6tav QLAGGGETOL GTO
apykd ELoAid10 KavT ot oOptyyo. Ao PKpoftodoyikng aroyng, edv 1 pébodog
avoiypatog/ovachoTacn g/ apaimong 6gv amokAEisl TOV KIvOuvo HKpoPloloyikng HOALVGNG, TO
SLAvpa HETA TNV avaovoTaon o TPETEL VoL PNCIUOTTOLEITOL AUECHS LETH TNV TTOPUCcKELT| Tov. Edv
dev ypnotponombel apécmg, ot ypdvorl POANENG KOTA TN XPTOT) KoL 01 GLVONKES TPV Ao T YPNOoN
amotelohV eVBVVT TOL PN OTY.

Ymodopia yopnynon:

To dwbAvpa petd v avacvotaon givorl otabepod yio 8 dpeg otovg 20°C-25°C dtav pUAGCGETAL GTO
apykd ELoAid10 KoM ot ovptyya. Ao WKpoPloAoyikng dmoyng, eav 1 uébodog
avoiypatog/ovachotacn g/ apaimang 6gv amokAeiel TOV Kivouvo LikpoPloloyikng HOAVLVGNG, TO
StdAvpa PETA TNV 0vaoVOTAOT Ba TPETEL VO PNCUOTOLEITOL AUECHG PETA TNV TOPACKELT] TOv. Edv
dev ypnotpuonombel apécmg, ot ¥povol SLoTNPNoNE KATE TN Yp1on Kot o1 GuVONAKES TPy amd TN (pnomn
amoteAobV EVOVVT TOV PN OTY.

To Bortezomib Accord mpoopileton yia pio povo ypnon. Kébe aypnoyonointo poppokevtikd tpoiov
N VIOAELLO TTPETTEL VO, ATOPPITTETOL COLPOVA LE TIC KATA TOTOVG 10YV0VOEG GYETIKEG OATAEELS.

6. Iepreydpeva TS 6VOKELAGTIOG KO LOTTEG TANPOPOPIEg

T epiéyer To Bortezomib Accord

H dpaoctikn ovoia givar 1 Boptelopipmn.

Bortezomib Accord 1 mg kovic yia evéciuo Sidvpo

Kabe proridwo mepiéyet 1 mg Popreopipmng (oG Popovikd eoTEPA LOVVITOANG).

Bortezomib Accord 3,5 mg kévic yio evéoiuo didivua

Kabe proridwo mepiéyet 3,5 mg Poptelopipmng (wg fopovikd e5tépa LOVVITOANG).
EvéopAéPia avacvotaon:
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Metd and v avacvotacn, To 1 ml Tov dtaAvpaTog Yo evooAEPLa Eveon meptéyet 1 mg
Boptelopipmnc.

Y7rodopla avachoTao:
Metd and v avacvotacn, To 1 ml Tov dteAvpaTog Yo vToddpila Eveon mepiéxet 2,5 mg

Boptelopipmng.

To dAlo cvotatikd givor n povvitodn (E421).

Epgavien tov Bortezomib Accord ko epieydpeva TG 6VoKEVAGIOG

To Bortezomib Accord k6vig yio evésiuo didlvpa givor Aeukn mpog VIOAELKY GLUTOYNG ovoia (KEIK)

N oKoVv.

Bortezomib Accord 1 mg kovic yia evéciuo Sidlvpo

Kdabe yaptivo kovti tov Bortezomib Accord 1 mg kévic yio evésiuo dtdAvpa mepiéyet £vo yodAiivo
@LoAid10 TV 6 ml pe YKpt EAOOTIKG KOTAKL 0d YA®POPOVTOALO Kol ACQAAELN OO OAOLIVIO, e PUTAE
Kamakt kot epéyel 1 mg Boptelopipmng.

Bortezomib Accord 3,5 mg kévic yio evéoiuo dtdivuo,

Kdabe yaptivo kovti tov Bortezomib Accord 3,5 mg kovig yio evéoiuo dtdAvpo meptéyet Eva YodAvo
@uokido tov 10 ml pe ykpt eAaoTiKd KOTaKL oo YAmPoPovTOALO Kot AGQAAELD. 0TO AAOVUIVIO, LE
KOKKIVO KOTTdKL.

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

World Trade Center, Moll de Barcelona
s/n, Edifici Est 62 planta

08039 Barcelona

Iomavia

HoepookevaosTiic:

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym,
OM\ovdio

To mapév @vALo 00OV YpfoNS avabemPOnKe Yo TELEVTALN POPA OTIC <nuepOuNVie™>.
Addeg TNYEG TANPOPOPLOV
Aemntopepeic TAnpoeopieg yia to pappako avtd eivar dtabéoipeg 6to dikTvakd TOTo Tov Evpmraikon

Opyavicpot oppakmv:
http://www.ema.europa.eu/
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O mAnpogopiec mov axorlovBovv amevBvvovtal Ldvo ce exayyeAlaTie vyeiag:

1.  ANAXYXTAXH I'TA ENAO®AEBIA ENEXH

Inueimon: To Bortezomib Accord eivar évag kvttapotoikds Topayoviog. XVVERMS, amalteitat
101oitepn TPOCOYN KOTA TO YEWPIGUO KOl TNV TPOETOLLNGIO TOV QUPUAKOVL. XvvioTdTor 11 ¥pnon
YOVTIOV KO TPOGTUTEVTIKOD POVYIGLOD TPOKELUEVOL VO OTOQELYDEL 1| ETAPT [LE TO SEPLLQL.

H AZHIITH TEXNIKH ITPETIEI NA AKOAOYG®EITAI AYXTHPQY KA®” OAH TH AIAPKEIA
THZ ITPOETOIMAZXIAY TOY BORTEZOMIB ACCORD KAGQY TO ®PAPMAKO AEN
IEPIEXEI XYNTHPHTIKA.

1.2 TIposgropasio Tov groidiov Tov 1 mg: tpocdicte mpoossktikd 1,0 ml oteipov, evésiov
SAvpaTog YAmpLovyov vatpiov 9 mg/ml (0,9%) 610 PLaAidlo OV TEPIEXEL TN OKOVN
Bortezomib Accord pe ) gprion ovytyyag KatdiAnAiov uey£boug, yopictnyv agaipeon tov
TOUOTOG ELGYDPNONG TOL PlaAdiov. H 6idhvomn g Avo@iiomotpuévng KOVEmg oAOKANPOVETOL
o€ AyoTEPO OTto 2 AETTAL.

Ipocropacia Tov Proidiov Tav 3,5 mg: npocdicte Tposektikd 3,5 Ml oteipov, evéoiuov
v patog yhmprovyov vatpiov 9 mg/ml (0,9%) oto praridio mov mepEyet T oKOVT
Bortezomib Accord pe tn yprion ovyyyag katdAiniov peyéBovg, yopictnyv aeaipeon tov
TOUOTOG EIGYDPNONG TOL PlaAdiov. H didhvomn g Avo@iiomouévng kOVemg oAoKANpOVETOL
o€ AyoTEPO Omd 2 AETTAL.

H ovykévrpmon tov tehkod dtaAdpotoc Oa eivar 1 mg/ml. To didhvpe wpénet va, givar dtanyég
Kot dypouo, pue telkd pH 4 £wg 7. Agv eivan avaykaio va gEléyEete 1o pH tov dtoAvpatoc.

1.2 IIpw 1t yopnynon, eréyéte ontikd to dtdAvpa yia vapén copaTdiov kol anoypouatiopnd. Av
napotnpndet YOV OTOYPOUOTIGHOG ) VTTOPEN COUATIOI®MVY, TO SIEAVUN TPETEL VO amoppipOel.
Befoimbeite 611 ) cwotn d6om yopnyeitot yia v evoopréPia 086 yoprynong (1 mg/ml).

1.3 To avacvotabév dtiAvpa dev TEPIEXEL CLVTNPNTIKA Kol TPETEL VO ¥PNCIUOTOMOEL ApECHS HETA
Vv mapackevn Tov. ‘Exet anoderyOei, mop’6Aa ovTd, YNk Kol QLUGIKT 6TafepdTnTa KATd TN
ypnon v 3 nuépeg otovg 20°C-25°C, dratnpovpevo 6to apytkd Qroridio Kavn ot Guptyyd.
Amd pikpofroroyikng datipnong, v n pébodog avoiypatog/avaciotacns/apaimong dev
amoKkAgigl TOV Kivouvo pKpoPloAoyikng HOALVGN G, TO S1dAvpa petd TV avacvotaot Oo Tpémet
VoL YPTCLOTOLEITAL OUESMG META TNV TapackeLT] ToV. Edv dev ypnoioromnbel apéomg, ot
ypdvol @OAaENG Katd TN ¥p1ion Kot ot cLVOT|KES TPV amd TN XPNoT amotehovV gvOHVN ToV

XPNOTN.

Agv givon amapoitn 1 TPooTaGio amd TO POE Y0 TO OVUCLOTAOEY PUPUAKEVTIKO TPOTOV.

2. XOPHI'HXH

. Metd ) d1eAvTomoineT), avapPOPNGTE TNV KATAAANAT TOGOTITA TOV OVOGVGTAUEVOL
SLIADUATOG GOUPOVOL LE TNV VTTOAOYIGUEVT] 600T, Le Bdon v [eproyn Empdveiog Zdpotog
Tov acbevoic.

. EmPefordote T 0601 Kal T CLYKEVIPOGT GTI GUPLYYO TPV omd T ypnomn (eEAEyEte 6TL N
oUPLYYO PEPEL TNV EMICHLAVOT Y10 EVOOPAERLA YopTyNomn).

. Xopnynote to dtdivpa e evooPAEPLa bolus Eveon 3-5 devTEPOAENTOV PEG® EVOG TEPLPEPLKOD
N KevTpkoL evoopAEPLov kabetrpa og pia eAEPa.

. I'epiote yio ékmAvon tov Tepleeptkd 1 evOoPAEPLo kabBetnpa e oteipo d1dAv L YAwPLOVYOV

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

To Bortezomib Accord 1 mg kovig yia gvéoipo didiopa IIPOOPIZETAI ATIOKAEIXTIKA TTA
ENAO®AEBIA XPHXH, evé to Bortezomib Accord 3,5 mg k6vig Yo gvéoipo didivpa

117



MPOOPIZETAI I'TA YIHOAOPIA 'H ENAO®AEBIA XPHXH. M1 yopnysgite péc® ahiov
0o®v. H evooppayraia yopiynen £xel odnynoest o€ Odavarto.

3. AIIOPPIYH

Kabe proridio mpoopiletar yia pio pdvo xpnomn Kot 1o VIOAEUA TOV SIOADHOTOG TPETEL VAL
omoppintetal.

Ké0e aypnoipomointo Qopprakevtikd Tpoidv 1| VITOAELLA TPETEL VO, ATTOPPITTETOL COUPDVA LE TIG
KOTO TOTOVG 10YVOVGESC GYETIKES SLOTAEELG.
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Moévo 1o @raAidio Tov 3,5 mg puropet va yopnyndei vrodopLa, OTMG TEPLYPAPETAL GTT) CLUVEXELNL

1. ANAXYXTAXH I'TA YHHOAOPIA ENEXH

Inueimon: To Bortezomib Accord eivar évag kvttapotoikds Topayoviog. XVVERMS, amalteitat
witepn TPoooyn KOTA TO YEPICHO KOl TNV TPOETOLOCIO, TOV QPUPUAKOVL. ZVVIGTATOL 1 YpNon
YOVTI®V KOl TPOGTOTEVTIKOD POVYICHOD TPOKEUEVOD VA, amoPeLYDel 1 emapn Le TO dEPLLaL.

H AXHIITH TEXNIKH ITPEIIEI NA AKOAOY®EITAI AYXTHPQY KA®’ OAH TH AIAPKEIA
THZ ITPOETOIMAZIAY TOY BORTEZOMIB ACCORD KAGQY TO PAPMAKO AEN
IEPIEXEI XYNTHPHTIKA.

1.1 TMposcropacio Tov groidiov Tov 3,5 mg: tpocBicte Tposektikd 1,4 ml oteipov, evésiuov
SLAdpHaTog YAmpLovyov vatpiov 9 mg/ml (0,9%) 610 PLaAidI0 OV TEPIEXEL TN OKOVN
Bortezomib Accord pe ) ypriong ovpryyag KatdAAniov uey£Bovg, yopig tnv agaipecsn tov
TAOUOTOG ELGYMPNOTG TOL Praidiov. H didhvon tng Avopiiomompévng kOvems oAoKAnpdveTaL
o€ AyoTEPO 0o 2 AETTAL.

H ovykévtpmaon tov tehxov drodvpotog Ba etvor 2,5 mg/ml. To didAvpa mpémet vo efvon
dravyég ko ypopo, pe temkd pH 4 émg 7. Agv givan avaykaio va gléyEete to pH tov
SoAvuaTOoG.

1.2 IIpw 1t xopnynomn, eA&yEte onTiKA TO StdAvpa yio VTapEN cOUATISIMV Kol OTOYP®UATIGUS. AV
mapatnpndel VYOV OTOYPOUOTIGUOG 7| VTTOPEN COUOTIOIMVY, TO SIGAVUA TPETEL VO amopplpOEl.
BeBawwbeite 611 1 co1h 3001 YopnyEiTar Yo TNV vwoedopra 066 yoprynong (2,5 mg/ml).

1.3 To avacvotobév SidAvpa OV TEPLEYEL CLVINPNTIKA KOl TPEMEL VAL (pToLponomBel apéoms petd
UeTd v mapaokevn Tov. ‘Exet amodeiydei, mop’oAa autd, ynuikn Kot gtk otafepodTtnTo KoTd
N xpnon v 8 dpeg otovg 20°C-25°C, dtotnpovpevo 6To apytkd eLodidilo Kayn 6T GVpLyyd.
A6 pikpofroroyikng amoyng, av 1 nEBodog avolyuatoc/avacvataong/apainong dev
amokAgiel Tov Kivouvo piKpoPlodoyikng HOALVGNG, To S1dAvHa PeTd TV avachotaot Oa Tpémet
VoL YPNOWOTOLEITOL OUEGMG LETA TNV TTapackeLn Tov. Edv dev ypnoyomombei apéowmg, ol
xpovoL @OAAENC KaTd TN ¥pNoN KOt 01 GLVONKEG TPV 0d TN XPNOT AmOTEAOVY €0OVVN TOV

xPNOTN.

Agyv givon amapoitn 1 TpocTasio amd TO POS Y10l TO VOCLOTAOEY PUPUAKEVTIKO TPOTIOV.

2. XOPHI'HXH

. Metd ) d1aAvTomoinet, avappoPNeTeE TNV KATAAANAT TOGOTITA TOV OVOGVGTAUEVOL
SWAVLATOG GOUG®VA LLE TNV VTOAOYIGHEVT] 000T), Le Bdon v [leproyn Empdvelag Zdpotog
Tov acbevoic.

. EmPeforwdote T 00601 Kal T CLYKEVIPOGT GTI| GUPLYYQ TPV omd T ypnomn (eEAEyEte 6TL N
GUPLYYO OEPEL TNV EMCNUAVOT] Y10 VOGP YOPYNoN).

. Xopnynote to dtdAvpa VTodop1a, VIO Yovia 45-90°.

. To avacvotadév didAvpa xopnyeitor vTodopla LEG® TV UNPav (aplotepod 1 6e&100) N TG
KoMdG (opiotepd 1 deEL).

. Ta onueia g £veong TPENEL VoL EVOIALACCOVTOL Y10, TIC SLUO0YIKEG EVECELS.

. Edv copPodv tomucég avtidpacelg 6To onpeio TG £vEOnS HETA TNV LTTOSOPLA XOPTYNOT) TOV

Bortezomib Accord, site propei va xopnyndsi vroddpia Eva Atydtepo TuKvO StdAvpo
Bortezomib Accord (1 mg/ml avti yio 2,5 mg/ml), gite cuotiveton aAlayn o€ evooeAEPia
éveon.
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To Bortezomib Accord 3,5 mg kovig yia gvésipo diaivpe IIPOOPIZETAI I'TA YIIOAOPIA 'H
ENAO®AEBIA XPHXH. Mn yopnyeite péocow arrov 0o@v. H gvéoppayraia yoprynon £yt
oonyiosl og Oavaro.

3. AITOPPIYH
Ka0e praridio mpoopiletal yio pio LOVO yp1or Kot TO VITOAELLN TOV SIOAVOTOC TPETEL VO
omoppintetal.

Kabe aypnoiponointo eopuokevtiKd tpoidyv 1 VIOAEWUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES SLOTAEELG.
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