DVrAo ooV ypions: [IAnpoeopieg yia Tov yprioty

Bendamustine Accord 2,5 mg/ml kévig yio Tokve d1dAvpa yio Topackevt] S10A0paTOg TPOGS £yyvon
VIPOYA®PIKT PeVOaLOVGTIVI

H ovopacia Tov pappdxov cag eivar Bendamustine Accord 2,5 mg/ml x6vig yio Tokvo S1dAvpa yio Topackeun
AV UATOG TPOG £YYVOT], GALA GTO DTTOAOITO POAAO 00T YLDV Y¥pNo1g Oa amokaAeiton Bendamustine Accord.

AwBdote TpoceKTiKd OAOKANPO TO GUALO 0INYLOV XPNONG TPV OPYIGETE VA YPNGLOTOLEITE ALTO TO PAPLLOKO, S1OTL
TEPIMAUPAVEL OTLOVTIKEG TTANPOPOPIES Y0 GO,

—  Ovld&te avTo TO PUAAO 0ONYLDV Yprone. Towg ypelaotel va to dwufdoete Eava.

—  Edv éygete mepartépo anopiec, poTNOTE TOV Y1ATPO 1) TOV POPUAKOTOLO GOGC.

— H ovvtayn yia avtd 10 pdppoko xopnyndnke amokAelotikd yio oag. Agv Tpémel Vo SDGETE TO PAPLOKO GE
dAlovg. Mropei va Toug Tpokaiéael PAGPN, kO Kol OTOV T0 COUTTOUOTO TNG 0oOEVELAC TOVG givarl 1010 PE
Ta O1kd GOG.

—  Ebv mopatmpnoete Kamowo avemBOUNTN EVEPYELD, EVILEPDCTE TOV YITPO, TOV POPLOKOTOLO GUG 1] TOV
VOGNAELTY] TOV GO¢ TapaKoAovOel. AvTo oyvel Ko Yo kaOe Thav avemBountn evépyela mov dgv
aVaPEPETAL GTO TTAPOV PUALO 0dNYIDV Ypriong. BAéme mapdypago 4.

T epréyel 1o Tapov VALO 00N YLOV:

AN S e

T1 eivon To Bendamustine Accord kot oo givat 1 gprion Tov

T mpénel va yvopilete mpv ypnoponomoete to Bendamustine Accord
[log va ypnoyomomoete to Bendamustine Accord

[TBavég avemBounteg evépyeteg

Ia¢ va puidccete To Bendamustine Accord

[Tepreyduevo g cuokevasiog Kot Aomég TANpoPopieg

Th givor To Bendamustine Accord ko o givon 1) yp1161) TOL

To Bendamustine Accord gival éva QApPUOKO, TO OTTOI0 ¥PNCIUOTOLEITOL Y10, TV OVIWUETMOTIOT OPICUEVEV LOPPDV
KopKivov (Kuttapoto&lkd eapIaKo).

To Bendamustine Accord ypnotponotgitor uévo tov (povobepameio) 1| 6€ GLVILAGUO HE GAND PAPUOKO, YOl TNV
OVTILETOTIOT TOV AKOAOVO®V LOPODY KOPKIVOL:

YPOVIOL AEUPOKVTTOPIKT AEVYOLLLICL, OTIG TEPUTTMGELS OTOL 1 YNHE0BepaTEin e GLVOLAGUOVG TOV TEPIAAUPEVOLV
@Aovdapafivn dev eivarl KATAAANAN Yo EGOC,

Aepopmparta non-Hodgkin, to onoia dev avtamoxpiOnkay 1 avtamokpibnkay yio Aiyo og mponyoduevn Oepaneio pe
prrov&dum,

TOAAOTAG LVEA®U, OTIG TEPITTAOCELS Omov 1 Bepomeia pe Boldopion 1 Popteopipnn dev elvar KatdAAnAn yio
€G0C.

2.

Tvnpéner vo yvopilete mpiv ypnoyponomcete o Bendamustine Accord

Mnv ypnoiporomoete 1o Bendamustine Accord:

o€ TEPIMTMOT AALEPYIOG OTIV VOPOYAMPIKY PEVOOUOVOTIVI 1} G€ 0T0100MTTOTE AAAO GO TO. GLGTOTIKA CVTOD TOV
QOPUAKOVL (OVAPEPOVTOL OTIV TAPAYPOPO 6),

evoom Onialete, edv elvan amopaitntn n Oepaneio pe To Bendamustine Accord katd tn ddpkela tng yohovyiog,
TPETEL VO, O10KOYETE TOV ONAacud (PAETE TOPAYPOPO TPOEIGOTOGE®Y Kl TPOPLAGEE®Y Katd Tov Onlacud),

o€ mePITTo™ mov £YeTe Papld NroTiky dvciertovpyia (PAGPN ota Aettovpykd KHTTAPO TOL HTOTOG),

0€ TEPIMTMOOT TTOL TO OEPUA GOG 1) TO AOTPO HEPOGC TV UATIDV GOG £XEL KITPVO YpdUa, AOY® TPOPANUAT®V GTO
Nmop M 610 aipa (iktepog),

o€ mepintmon wov Topovctalete Papid dwTapayn 6T Asttovpyic ToL HLEAOD TOV 0GTMOV (KOTOGTOAN TOV UVEAOD
TOV 00TAOV) Kol GOPapEG LETOPOAES GTOV APOIO TOV AEVKOV OLHLOCPULPI®V Kol TOV OHOTETOAM®Y GTO aipa,




o€ mepintmon wov vroPAinonkoate o peilovec yepovpyikés enepPdoelg evtog daoTnHoTOC HKpdTEPOL TV 30
NUEP®V TPV amd TV Evapén g Bepoaneiog,

0€ TEPIMTMON OV £XETE MOPOVGIACEL KATO AOTUMET, 1O10TEPOC KATOLN TOV GVVOSEVETAL OO LEIDGT TOVL aplBov
TOV AEVKOV OLLOGPaLpimV (Aevkomevia),

o€ GUVOLOCUO LE EPPoilacd KaTd TOV KITPvoy TLupeToD.

I1po£160mOMGEIC KUL TPOQVAGEELS

AmevBuvbeite 6TOV Y10TPO, TOV POPLAKOTOLO 1| TOV VOGOKOUO GOg TPV ¥pnoiorooete to Bendamustine Accord:

0€ TTEPIMTMOOT UEIMUEVNC IKAVOTITAG TOV HVEAOD TV 0GTAOV VO AVTIKOTOGTNOEL TO KOTTOPO TOV aiptotoc. O apBpog
TOV AEVKOV OUOGQUPIOV KOl TOV AUOTETOAM®Y 0T0 aipa cog Oa Tpémel va eA&yyeTol TPV amd TV Evapén g
Oepaneiog pe to Bendamustine Accord, mpwv and kéfe emdpevo KOKAO Bepameiog Kot ota Ypovikd SocTiHaTo
petaéd Tov KOKA@v Bepomeiog.
o€ TePInToT AOUDEEDY. O TPETEL VO EMKOIVOVICETE UE TOV YIOTPO GOG EAV TAPOLGLUCETE onpeio Aoipméng,
GUUTEPIAAUPAVOLEV®V TUPETOV 1| CUUTTOUATOV OO TO AVOTVEVCTIKO.
o€ TEPITTOOoT SePUATIKAOV avTdpdcoewy Kotd TN Odpkela g Oepaneiog cog pe to Bendamustine Accord. Ot
OEPLOTIKEG aVTIOPAGELG iomC Yivouv coPapotepeg.
o€ MEPINMTOOT ETDOIVVOL KOKKIVOL 1] TOPPUPOEB0VS £EavONLLATOG TO 0010 EEAMAMDVETAL KOl £XEL POVOKAAES KAL)
A ov adroidoewny ov apyilouv va gpeavifoviar otov BAevvoyovo (m.y. otdpa Kou yeiha), ewdwd edv giyote
TPONYOVUEVDS ERPOVIGEL gvanctncio 610 P®G, AOWMEEIC GTO OVATVELGTIKO cvoTNUa (TT.Y. Ppoyyitida) Kaum
TUPETO.
0€ MEPUTTMGELS TPOVTAPYOLGUG KapdlomdBeilag (m.y. Kopdiakn Tpocforr, Tovog otov BmpaKa, GoPapés dtatopayég
OTOV KOpOaKd pLOUO).
0€ MEPIMTMGCT TOL TAPUTNPNGETE OTOLOVONTOTE TOVO GTO. TAEVPA GOG, GO GTO 0VPA GOG KO UELOUEVT TOGOTNTO
ovpwv. Otav 1 vo60s 6o glvar moAd Papid, 0 opyavicpog oag Umopel va unv glvar og B€om va omoBdaiiel OAeg Tig
GxpNOTEG OLGIEG TTOL TPOKVITOLY AT T KOPKIVIKG KOTTAPA TOV VEKp®VOVTal. AvTtd ovoudletor chvopopo AHonG
TOV OYKOL KOl UTOPEL VO TPOKAAEGEL VEQPIKT OVETAPKELL Kot Kopdlokd TpofApoto evioc 48 opdv and Ty TpdT
d0om tov Bendamustine Accord. O ywtpog oag pmopei va dStoc@oricel 0Tl €loTe EMOPKMOG EVLIATOUEVOC/T Kot
UTopEl va. 6o YOPTYNOEL GAAL PAPLLOKO Y10l VO ATOTPEYEL TNV EULPAVIOT TOV.
0€ TEPIMTTMOOT UALEPYIKAOV OVTIOPACE®MV 1 avTdpdoemv vrepevailctnciog Papidg popene. Oa mpémel vo, divete
TPOCOYN OE OVTIOPAGEIC GTNV £YYVOT LETO Ad TOV TPMTO KOKAO Bgpameiog otov omoio Oa vrofinbeite.
OMOLOONTOTE GTIYUN KOotd TN Sudpkelo N petd tn Oepameio 6o, EVNUEPMOTE TOV YATPO OOG APECWHS €OV
TOPOINPNOETE O 10101 1| KATOL0G TOPOUTNPNOEL GE E0GGC: OTMAEIL UVAUNG, TPOPANUATA OKEYNG, SVGKOAID GTN
Badion N andAgln TG OPOOT|G — OV T UTOPEL VoL OPEIAOVTOL GE U0 TOAD GTLAVIO AAAG GOoPopn eyKePaAlK AOTU®EN
nov pmopel va givar Bavatneopog (Tpoiovca modveotiokn Aevkoeykeporomdbeia 1) TITIA).
Emwcowvmvnote pe tov y1atpd cog GV Topatnpnoete HIonTeg LeTAPOAES TOL dEPUATOG, YIOTL UITOPEL VO VTTAPYEL
avENUEVOC KIVOUVOC Y1a 0PIoUEVOLG TOHTTOVG KAPKIVOL TOL dEPUATOG (UN LEAUVOUOTIKOC KOPKIVOG TOV OEPUOTOC) e
TN ¥PNoN cvToV TOL PAPLAKOV.

Ao @dppoxa kot Bendamustine Accord

Evnuepdote tov yrotpd 1 TOV QUpUOKOTOL0 GOG EAV TOIPVETE/YPNOYLOTOLEITE, EXETE TPOCPATA TAPEL/YPNCLOTOMGEL
N Umopel va TAPETE/ PN OUOTOICETE AAAL PAPLLOKCL.

Edv o Bendamustine Accord ypnoionoinfei 6e cuvovacuo e APHOKO TOL OTTOI0 AVOGTEAAOVY TOV GYNLOTIGUO TOL
OLOTOG GTOV PVEAD TV 0GTAV, 1] EMIOPACT] GTOV HVEAD TV 00TMV {0MG EVIoYLOEL.

Edv to Bendamustine Accord ypnotiponombei 6e GuVOLAGHO (e PAPUOKO TO 0TTOl0 LETABAALOVY TNV OVTOTOKPIOT) TOV
OVOGOAOYIKOD GOG GUGTAUOTOG, 1) EXIOPACT) VTN i00¢ eVioyvOel.

Ta, KLTTOPOCTATIKG PAPUAKO (GO HEIMCOVY TNV OTOTEAEGUOTIKOTN T TOV gufoltacuov pe (mvteg 1006, Emimiéov, ta
KUTTOPOOTOTIKG @dpuaKe avEdvouy Tov Kivovvo Aoipwéng petd and epufoilacud pe epuPorta pe (ovteg
HUKPOOPYOVIGHOVG (T, EUPOAAGHOC Le 100G).

Kinon, Onkaopoc ko yovipétnra
Edv giote éyxvog 1 OnAalete, vopilete 0T umopei va giote £ykvog N oxedialete vo amoktnoete modi, {ntnote
GUUPOVAT TOL Y1OTPOD 1] TOL PAPLOKOTOLOD GUG TPV YPNGLLOTOMNGETE OVTO TO PAPLLOKO.

Kinon



To Bendamustine Accord umopei va mpokadécel yevetikn PAGPN kot £xel Tpokarécel dvoTAacisc o pelétec og (da.
Agv Ba mpénet va ypnoonomoete To Bendamustine Accord kotd T StdpKELD TG EYKVUOGVVNG, EKTOC KoL EAV 0VTO
vrodetyDel pe BefardtnTo awd ToV Y1oTpod Gog. Xe mepintmon Bepanciog Oo Tpémel va avalnTnoete TPtk GLUPOVAR
GYETIKA LE TOV KIVOUVO OLVNTIK®V OVETIBOUNT®V EVEPYELDV TG BEPATEVTIKNG COG AYWYNG OTO ayEVVNTO TTaldl oaG,
EVD GLVIOTATOL KO YEVETIKT GUUBOVAEVTIKT].

Edwv eiote yovaika pe duvatdtnrta tekvomoinong, TpEmet Vo P OLULOTOLEITE AMOTEAEGLOTIKY LEBOSO OVTIGUAANYNG
1660 TP 060 Kot Katd  dibpkela g Bepaneiog pe to Bendamustine Accord. Aev Oa mpénel va pelvete £ykvog Katd
T Sdpketa tng Bepoameiog pe o Bendamustine Accord kot yio tovAdyiotov 6 punveg kot 10 nuépeg petd tnv tedevtaio
doon. Edv mporvyet eykupocivn katd ) didpketa tng Oeponeiog cog pe to Bendamustine Accord, npémnet va
EVILEPMGETE AUECOS TOV YTPO Gag Kot Ba wpémet va, avalNTiGETE YEVETIKY] GUUPOVAEVLTIKY.

Oniaopdg

To Bendamustine Accord dgv mpémer va yopnyeitor katd t dbpked tov Oniaocupov. Edv n Bepomeio pe to
Bendamustine Accord gival amopaitntn kotd T didpKelo Tov ONAacuov, TPETEL va SoKOWETE TOV ONAOGUO.
ZnT™oTE TN GLUBOLAY] TOL YITPOV 1| TOL PAPLAKOTOLOD GG TPOTOV TAPETE OTOLOONTOTE PAPLLAKO.

AVTIGOAM Y] 6€ AVOPES KL YUVaikeg

Edv elote yovaika, dev 0o mpénet va peivete éykvog katd ) diapkela g Oepameiog pe o Bendamustine Accord kot
Yo ToLAGyIeTOV 6 Pnveg kat 10 nuépeg petd v tedgvtaia dOoM.

Edv giote avdpag, Oa mpénet va Aapete enapkeic Tpo@uAdEels yia vo dtao@oricete 6Tl 1 GVVTPOPOG Gag dev Oa peivel
€ykvog katd T odpkela g Oepaneiog cag pe to Bendamustine Accord kot tovAdyiotov 3 pveg ko 10 nuépeg petd
v tehevtaio 60om.

TCovipétnTa

2uvIoTAToL 6TOVG AvOpeg mov Aapfavovy Bepaneia pe To Bendamustine Accord vo pnv tekvomomacouvy Katd
dudpketa g Bepameiog kot yio Eog ko 3 pveg ko 10 nuépeg petd v tedevtaio doon. [lpw amd v évapén g
Oepaneiog, 0o Tpémet vo avalntdte GVUPOVAN GYETIKA LE TNV OTOONKEVGN TOL CTEPUATOC, AOY® TNE THAVOTNTOG
UOVIUNG VTTOYOVILOTNTOG.

0o1nynon Ko YEPIGROS PNYOVRATOV

To Bendamustine Accord £yet onuavTiky €nidpOoT OTNV KAVOTNTO 0dNYNONG KoLl YEPGHOD punyovnudtov. Mnv
odmnyeite kat un yepileote uNyaviLoTo 6V EKONADCETE AveETIOOUNTES EVEPYELEG, OT®G {AAN 1| ATOLGI0, GLVTOVIGHOD
TOV KIVCEWDV.

3. [ og va gpnowponomjcere To Bendamustine Accord

[Tédvtote va YpNGLOTOLEITE TO PAPLOKO CVTO AVCTNPA COLPMOVA LE TIC 0OOTYIEC TOVL YITPOL T} TOV POPLUKOTOLOD GOG.
Edv &yxete apeipolrieg, potnote Tov y1oTpd 1) TOV POPUOKOTOL0 GOG.

To Bendamustine Accord yopnysiton evooerefing, o€ ypovikd diomuo 30-60 Aentdv, ce dipopeg docoloyieg, ite
uoévo tov (povobepaneia) gite oe GuVOLACUO HE GAAD PAPLLOKCL.

H Bepaneio dev Ba mpémel va apyicel edv 0 aptBpog Tov AEVKGV oospapiny cog (AELKOKLTTAPN) 1)/KoL TOV
OLULOTETAAIOV G0 EYEL TEGEL KATM amd To KoOOPIoUEva EMImEDA.

O ywtpog cag Oa Tpoodopilel TIC TIES OVTEG GOE TOKTA YPOVIKA OL0GTILOTA.

Xpovia AEPQ@OKVTTUPIKN Agvyaipio

Bendamustine Accord 100 mg avd TeTpay®@vikd HETPO EMPOVEING TOV rkatd Tig Huépeg 1 +2
o®LoToc oag (Bdost Tov VYoLE Kat Tov BApPouve Gog)
Eravolapete tov kKOKAO petd omd 4 efdoudoss, £m¢ kot 6 opég

Agpoopata non-Hodgkin



Bendamustine Accord 120 mg avd tetpoymvikd pétpo emipaveiog tov | katd tic Huépeg 1 + 2
o®poTog oag (Bdost Tov Vyoug Kt Tov BApPovg Gog)
EnavaidBete tov kOKA0 peTd omd 3 efdouddES, TOVAGYIOTOV 6 POPEG

Morhamhoé pvélopa

Bendamustine Accord 120 - 150 mg avé tetpoyovikd pétpo katd g Huépeg 1 + 2
emeaveiag Tov omuatog oag (Bacel Tov Lyovg Kot Tov Bépovg cag)
[Tpedvilovn 60 mg ava TETPAY®VIKO HETPO ETMPAUVEINS TOV CMUATOC rkatd T Huépeg 1 - 4
oag (Bdoetl Tov VYOLG Kl TOV BAPOLG GOG) Ue £vEOT 1 OO TOV
GTOUATOG

EnavaldBete tov kOKAo peTd amd 4 efdouddes, TovAdyioTov 3 popég

H Beponeio Oo mpénet vo S10KOTTETAL, EAV OL TILEC TOV AEVK®V OLUOGPIPIOY (AEVKOKVTTAPA) 1)/KOL TV
alponetaiiov &govv técel ota kabopiopéva emineda.. H Bepancio pmopel va cuveyiotel apov ot TiHég TV AEVKDY
aipoceapiov avEnbovv mhve amd 4.000/pKpoAitpo Kot ot TIHES TV UOTETOAI®V avénboiv.

Hrotikn 1 veppikn ducAgitovpyio

Avaloya pe tov Pabpod g nratikng Suoieitovpyiog Tov omoio mopovstileTe, icmg va givon amapaitnn po
TPOCAPLOYN TNG 600G cag (katd 30% oe mepinTtmon NraTikng ducAsttovpyiag uétprov Pabuod). Kapio tpocsappoyn
™G 060M¢ dev gival amopaitntn 6€ TEPITTO®ON VEPPIKNG ducsiertovpyiag. O Y1aTpdg TOL GO¢ TapaKoAovOel Oa
AToQPUCicel €4V glval omapaiTnTn KATOW TPOSHPUOYN TNS SOOTS.

Hag yopnyeiton

Tn Bepamneia pe to Bendamustine Accord Oa mpémetl va v avaiapfdvovy povov yiatpoi tov £xovv eumeipio otny
avtikapkwvikn Ogpaneia. O yiatpog cag Oa cog yopnynoet tnv axkpipn d6on tov Bendamustine Accord kot Oa AdPet Tig
amopaitnTeG TPOPLAGEELS.

O ywatpog mov g mapakoAovBel o cag xopnynoet To dtdAvpa Yo £yYLoT UETA TNV TAPACKELT TOV, OTMG EYEL
ovvtayoypaendei. To didAvpa yopnyeitatl evéopreping, wg cuvtoun Eyyvon didpketag 30 - 60 Aentmdv.

Adpxelo ypong
Agv vapyel KAmO10¢ YEVIKOG KOVOVOC GYETIKA UE OTTOLOVONTOTE YPOVIKO TEPLOPIGUO Yo T Oeparmeia e T0
Bendamustine Accord. H diGpketa tng Oepomeiog e€aptdtor amd T vOco Kot TNV avtamokplor ot Ogpaneia.

Edv €yete omowadnmote avnovyio 1] 0molecdnmote pOTNOELS OXETIKA LE TN Bepaneio pe To Bendamustine Accord,
amevbuvbeite oTov Y1oTpd 1 TOV VOGNAELTH GO,

Edv Egyaoete va ypropomomjcere To Bendamustine Accord

Edv xémola 660m tov Bendamustine Accord Egyaotel, o yrotpdc cog Oa dtatnpnoel, cuvndmg, To KavoviKo
YPOVOSIAY PO YOPYNONG OOGEMV.

Edv ctapatiocere va ypnoponoreite To Bendamustine Accord

O ywatpog mov cag mapakoiovdel Bo amopaciost edv Ba Tpémel va dtokdyel Tpocsmpvd ) Bepaneia 1 va Ty oAAGEEL
HE KATO10 GALO OKEDAGLLA.

Edv éxete meplocOtEpEG EPOTIOELS GYETIKA LLE T YPNOT] AVTOV TOV POPUAKOV, POTNOTE TOV Y1ATPO 1) TOV
QOPUOKOTOLO 1) TOV VOGOKOUO GOG.

| 4. IIOovég avemOOuNTES EVEPYELES

Onwg 6Aa Ta PApLOKa, £TGL KO GVTO TO QAPUAKO UITOPEL VO TPOKAAEGEL OVETIODUNTES EVEPYELEC, OV KoL OEV
eppavifovral oe 6A0VG ToVC avOpOTOVG. OpIGUEVE OO TO EVPTLLOTO TOV TAPOTIOEVTOL TOPAKAT® UTOPEL VOL
EVTOTIGTOLV UETA TN JlEVEPYELN EEETACEMV OO TOV Y10TPO GOG.



Metd and doppor Tov Bendamustine Accord o€ 16t00¢ é€m 0md To arpopopa ayyeio (eEmayysiaxn), £xet
mapotnpnOel TOAD ordvia 1Tk amocvvieon (vékpmaon). Eva aicOnua kadoov otn B€om 166600 g ferdvog
&yyvong lomg va givar £vdein dtappong £ amod ta apoedpa ayyeia. H cuvénela umopei va givar mévog Kot
depOTIKEG PAAPEG TOV EMOVADVOVTUL SDGKOAL.

H mepropiotikn yia ) 8601 avemBountn evépyela tov Bendamustine Accord ivat 1 Susieitovpyia Tov pLEAOD TV
00TAOV, 0 0TT010G ENOVEPYETAL GLVNOWC GE PLGLOAOYIKD eTtinedo Aettovpyiag petd ) Bepaneia. H katastoln g
Aertovpyiog ToL HLEAOD TV 0CTMOV EVOEYETAL VAL OINYNGEL GE YOUNAQ EMIMESN KVTTAPWV AiLATOC, YEYOVOS IOV UE TN
oelpd Tov pmopel va odnynoet oe avénuévo kivovvo Aoipméng, avariog 1 o avénpévo kivouvo aipoppayiog.

oA ovyvég (umopel va emnpedoovy mepiocdtepa omd 1 ota 10 dropa)

Meiwon tov aptfpod Tov AEVKOV a1loceotpiov (KHTTHPO GTO Oile GO TOV KOTOTOAELOVVY TIC VOGOLG)

Meiwon g apoceaipivig (a1poceoipivn: pia TpmTeivn oTa pLOPA aLoceaipto Tov PETAPEPEL 0ELYOVO GE OAO
TOV 0pYOVIGHO)

Meiwon tov apBpov tev aponetaiiov (dypopa Kitrapa aipatog mov fondovv oty &N Tov aipatog)
Aouoéeig

Tdomn yo épeto (vavtia)

"Epetog

DLeypovn Tov Prevvoyovov

AvEnuévo emimedo Kpeativivng aipotog (Lo dypnotn ¥NUKn ovcio Tov TapdyeTal amd ToV HL Gog)
AvEnuévo emimedo ovpiog aiparog (Lo dypnotn ynUkn ovoio)

ITvpetdg

Konwon

ITovoképaiog

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

Awoppayia

Awtapayn Tov LETAPOAMGUOD TOL TPOKAAEITUL OTO TO KOPKIVIKG KOTTOPO TOV VEKPMOVOVTOL KOl TMV 0010V TO
TEPLEYOUEVO AMEAEVOEPMVETAL GTNV KUKAOPOPIO TOL OipLaTOg

Meiwon tov apifpov tev epudpdv aposeatpiny, Tov PIopel va KAVEL TNV ETOEPUIOA OYPT KOl VO TPOKOAECEL
advvapio 1 dvemvola (avopior)

Xopunioi apiBpoi ovdetepopilmv (évag cuvndicpévog TOTOG AEVKMOV OLOCPALPIMV TOV Eival amapaitnTo yio TNV
OVTIUETOTIOT TOV AOIUDEEDV)

AvTtidpacelg vrepevaistneiog, 6mwg aAAepyIKn AEYUOVN TOV dEpUOTOG (deppatitidn), Kvnopmosg eEavonua
(xvidwon)

Avo000¢ TV emmédmV TV Nratikdv evibpmv AST/ALT (1 onoia evo€yetar vo LITOSEIKVIEL PAEY OV 1| PAGPT TV
KUTTOP®V TOV NTATOG)

Avo000g TV emmédmV Tov VOOV AAKOAMKY POGEATAcT (Eva EvOLO OV TOPAYETAL KUPIMG GTO NTOP KoL TO
00T4)

Av000¢ TOV EMTESDV TNG YPOOTIKNG TNE YOANG (Lo 0vGio TOV TapdyeTal KATd T S1APKELD TG PUGLOAOYIKNG
ATTOJOUNONG TV EPLOPAOV APOCPALPI®V)

XounAd eninedo kodiov oto aipo (Lo OpenTikn ovoia OV gival amapaitnTN Yo T AEITOVPYIN TOV VEVPIKOVY Kol
UKDV KOTTAP®OV, GUUTEPTAAUPAVOUEVOV QVTOV TNG KAPSLAS GOC)

Awzapayn g Aertovpyiag (Suciettovpyia) g Kapddg

Awtapayn Tov Kapdiakod pudpov (appuduio)

Xounin 1 vynAn aptnploxn tieon (vwdTACT 1| VIEPTOOT))

Awtapayn g AEIToLPYing TV TVELUOVOY

Aldppoa

Avokootnta

"EXkm o610 otopa (ctopatitioo)

Andhero 6peéng

Andlewo TpryOV

Agppotucég petaforég

Amovoia kdkhov Teptddov (aunvoppora)

[Tovog

Avnvia

Piyn



Apuddtmon
Zé&An
Kvnoumdeg e&avonua (kvidwon)

‘O ovyvég (umopet va ennpedcovy £mg 1 ota 100 dtopa)

2voompevoT| VYPoL 6To mEPIPfANUA TG Kapdlds (Stapuyn VYPOV EVIOS TOL TEPIKOPILOKOD YDPOL)
AVOTOTEAEGUATIKN TOPAYM®YN TOV KLTTAP®V TOV O{LOTOG GTOV HVEAD TOV 0GTMV (TO GTOYYMOES VAKO GTO
ECMTEPIKO TOV 0GTMV GO OOV TOPAYOVTOL KOTTOPO OLOTOG)
O&eio Aevyopio

Kapdiakn Tpocsfolrn, movog otov Bdpaia (Epepaype pookapdiov)

Kopdiokn avendpreia

Yravieg (umopel va emnpedoovy £o¢ 1 ota 1.000 dropa)

Aolpwén tov aipoarog (onym)

YoBapég arlepykég avTdpaoelg viepevatcnciog (AvaPLAAKTIKES OVTIOPACELS)

Xnueio mopopolo pe AVTE OVAPLAOKTIKOV avTIOpAce®V (ava@LAOKTOEWDEIG AvTIOpacELS)

Ymvniia

Andrero povig (apwvio)

O&ela KuKAOPOPIKT KOTEPPEIYN (ATOTLYIO KUKAOPOPIOG TOV QiOTOG, KUPIMG KAPSIOKNG TPOEAEVONG, LLE ALOVVOLLIOL
daTnpnong g mopoyng 0ELYOVOL Kol GAAWDY BPETTIKOY OLGLDY GTOVG 1GTOVE KOl TNG OTOUAKPLVONC TOV
TOEWVOV)

EpvBpdtnra tov dépuatog (epudnpa)

dAreypovn Tov déppotog (depuatitidn)

dayovpa (kvnopog)

Agppoticd eEdvOnpa (knAdmdeg e&dvinua)

YnepPoiikn| epidpwon (vrepdpwaion)

Meiwon tng Aettovpyiog TOL HVEAOD TOV 0GTMV, 1) OTTOL0L EVOEXETAL VO GOG KAVEL VoL unV aloBdveste KaAd 1) va
ENPAVIOTEL 6TIG EEETACELS GTO Gl GOC

oA omavieg (umopel va ennpedoovv émg 1 ota 10.000 dropa)

[Mpotomabng dtumn eAeyuov T@V TVeELUOV®Y (TVELOVIK,)

Kotaotpoon tov epubpdv aipoceoipiov

Tayeio Trdon TG apTnpLokng mieong uepkég eopéc uali pe depuatikés avtidpacelg n e£avOnua (avaELANKTIKT
kataminéio)

Awtapayn oty aicOnon g yevong

Awtapayéc aoOntikdtrag (tapoicdnoio)

AloOnuo Kakovyiog Kot TOvog ot dipa (TEpLpePIKT VEVPOTADELD)

YoBapn KaTdoTaon ToL TPOoKAAEl ATdOPPALY] EVOG GUYKEKPIUEVOL VTOSOYEN GTO VEVPIKG GUGTH AT
Awotapay£c Tov VELPKOD GUGTNLOTOG

Amovoia cuvtoviopob kivioewv (ataéia)

DAeypovn Tov eykePdAoL (EYKEQOATION)

AvEnpévn kapdiakn cuyvotnta (Toyvkapdic)

Dlreypovn Tov erefav (pAepitidn)

ZYMUOTIGHOG 16TOD GTOVG TVEVHOVEG (tVmOT] TOV TVELUOVMV)

DAeypovni T0L 01GOPAYOV LE a1oppayict (QHOPPOYIKT 01G0PAYITION)

Aoppayio Tov GTopby 0V 1] TOV EVIEPOL

Ymoyovipdtrnra

[MoAvopyavikn avemdpkeio

Mn yvootég (dev pmopovv va ekTiundotv pe Bdon ta diabécipa dedopuéva)

Neppikn averapkeilo

Hrotwn avendpkeio

AKOVOVIOTOG KOl GUYVA YPTIYOPOS KAPSIOKOS puOUOS (KOATIKT] LOpLOPLYT)

Enddovvo koxkivo 1| mop@upoeldéc eEavOnua 1o onoio eamhdvetal Kot £YElL POVOKAAEG KON GALEG AALOIDGELS TTOV
apyiovv va epoavifovtal 6toug PAeVVOYOVoLS (T, oTOHN Kot XEIAa), 101K £Gv €lYATE TPONYOLUEV®MG EPPAVIOEL
evatotnoio 610 S, AMOUDEELS GTO OVOTTVELGTIKO GOoTNUA (T.). Ppoyyitidn) Koun TupeTo.

Doappokevtikd eEAvON U ot Bepameios CUVOLAGLOD LLE PLTOVEUAUTT



o [lvevpovitda

e Awoppayio amd TOVG TVEVHOVEG

o YmepPfolikn| Evovpnor|, GOUTEPIAOUPBOVOLEVIC TNG VOYTOG KOt DITEPPOAKT STya AKOLO KOt PLETA TNV KOTAVIA®ON
VYPAOV (VEPPOYEVIG ATO10G d1o1TNC)

"Exovv vapéet avapopic ekdNAmong 0yk®v (LueAoduoTANGTIKO cuvOpopro, OMA, Bpoyyoyevig Kapkivog) Hetd amod
Oepamneia pe o Bendamustine Accord. Agv Katéotn duvarr 1 cagng cvcyétion pe to Bendamustine Accord.

Emwowvmvnote pe tov y1atpd cag 1 avalntnote apéoms Tptkn fondela av mopatnpoeTe KAToLo amd TIG TUPUKAT®
avemBounteg evépyeleg (Un yvmoTNg ouyvoTnTog):

YoBapd depuatikd eEavinqpata copreptiapfovopévon Tov cuvopdpov Stevens-Johnson kot To&ikn emdepikn
vekpoAvoT. Avtd pmopei va EPEOVIGTONV MG KOKKIVOTEG KNAOEG TOV HotdlovV e 6TdYO0 1 KUKAIKEG KNAIdES, cuyva
LLE KEVTPIKES KUWELEG GTOV KOPLO, ATOAETIOT TOV OEPUATOS, AKT GTO GTOLM, GTOV AALULd, GTN UOTH, OTA YEVVITIKA
Opyava Kot 6To PAToL Ko popel va tponyeital mupetos Kol GUUTTAOUATO TOV Lotdlovy e ypimn.

evikevpévo e&avOnua, vymin Beppoxpacio cOUATOG, S10YKMGT TOV AEUPASEVOV Kol ELTAOKT] GAADY 0pYEVOV TOL
oMOUOTOC (aVTIOPOOT HE QAPLOKO LE NOGIVOPIALD KOl GUGTILOTIKG GCUUTTOUATE, TOV €ivar emiong Yvoot) og DRESS
1 oVVOpOUO LITEPELAGHNGIOG GTO PAPLLAKO).

Edv xémola amd Tig avembounteg evépyeieg yivel coPapn 1 €6V TaPATNPNOETE OTOLAONTOTE OVETLOVUN T EVEPYELD TTOV
dev mopatifetan 6€ avTO TO PUALO 0ONYIDV YPNONG, EVILEPDOGTE TOV YIUTPO GOC.

Ava@opd avemOopunToV evepyELOV

Edv mapatnproete Kamowo avemBOUNTN EVEPYELL, EVIUEPDTTE TOV YITPO, TOV PUPLOKOTOL 1) TOV VOGOKOUO GOG.
AVTO 1oyveL Ko Yo kKAOe Thavi| avemBountn VEPYELN TOL OEV AVOPEPETOL GTO TUPOV PUALO 0dNYIOV YPNOTG.
Mmnopeite eniong va avoaeépete avembBOuntec evépyeleg ansvbeiog ot devbvvon:

EArada

EBvikdg Opyaviopog @appdxmv

Mecoyeiov 284, GR-15562 Xohapyodc,

ABnvo, Tni: +30 21 32040337,

Iototomog: http://www.eof.gr ,

http://www kitrinikarta.gr

Mécm G avapopdg avembounTmy evepyelmv prnopeite vo fondncete ot GLALOYN TEPIGTOTEPOV TANPOPOPIDOV
OYETIKA LE TNV OCPAAELN TOV TOPOVTOG POPUAKOV.

5. og vo pvrhdccete To Bendamustine Accord

To papuaxo ovtd TPEMEL va PLAACTETAL GE LEPT) OV OgV TO PAETOVV Kal OV TO POAVOLV TOL TOdLA.

No un gp1olonoleite ovtd T0 PAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVOPEPETL GTNV EMICTUAVGT] KOl GTO KOVTL
petd ) AHEH. H nuepopnvio Anéng eivor ) tedevtaio nuépa Tov pNve Tov avapEPETOL EKEL.

AVTO TO EUPUOKEVTIKO TTPOiOV dev amartel Waitepec cuvOnkeg Oepuokpaciog yio t eOAAEN Tov. Alotnpeite Tov
MEPLEKTN 6TO EEMTEPIKO KOVTL, Y10, VO TPOGTATEVETAL TO TEPLEYOUEVO OO TO PG,

TNUEI®MO GYETIKA PE TN OLEPKELY CONG HETE TO AVOLYHd 1] TNV TUPUAGCKEVT] TOV SLOAVRATOS

Ta StoAdpoTa Yio £YYVoT TOV £YOVV TOPACKEVAGTEL GOUPOVO, LLE TIG 0ONYIEC TOV AVOYPAPOVINL GTO TEAOG AVTOV TOL
QOALOL 001 YLDV YpNoNG elvan 6Tabepd o€ aokovg Tolvatbvieviov, og Bepuokpacio 25°C ywa 3,5 dpeg, Evd og
Oepuokpacio 2°C émg 8°C eivan otabepa yia 2 nuépec. To Bendamustine Accord dev mepiéyel cuvinpntikd. Amo
piKpoBlorloyikng dmoymng, To dtdivpa Ba mpémel va ypnoyomoteiton apéoms. Edv dev ypnoyomombei apéomg, ol
YPOVOL POAAENG o€ HOopEN £TOLUN Yo ¥P1IOT KOt 01 GLUVOTKEG POAAENS TPV OO TN YPN o1 ATOTELODY EVOVVT TOL
xpnom.

H dwatipnon donnrev cuvinkdv arotelel gubdvn Tov ypiot.



Mnyv metdte pdppoKa 6TO VEPO TNG AMOYETELONG 1| OTA. OIKLOKA amoppippata. Potiote tov eoapuakomold cag yio 1o
OGS Vo, TETAEETE TAL PAPLOKO TOL OeV ¥pnolpomoleite ma. Avtd to pétpa Ba Ponbncovv otnv mpoctacio Tov
mepPdAirovtog.

6. Iepreyépevo TG CVOKEVUGIAS KO AOITES TANPOPOPiEg

T wepréyer o Bendamustine Accord

- H dpaoctikn ovoia givar | vépoyrmpikr Pevoapovstivn.
"Eva graAido mepiéyet 25 mg vdpoyrloptkng Peviapovotivig (o povoddpikn vdpoyloptkn Pevdapovotivn).
"Eva goAido mepiéyel 100 mg vdpoyrmpikng fevdapovotivng (og Lovoidpikn vopoyropikn fevoapovotivn).
Metd v avacvotaon 1 ml mokvod dtedvpatog mepéyet 2,5 mg vdpoyAwpikig Bevdapovotivig (g
povobidpikn vOpoyA®PIKT Pevdapovotivn).

- To dAlo cvoTaTKO Elvon 1 LOVVITOA).

Epg@évion tTov Bendamustine Accord ka1 mepiey0pevo TG 6VGKELOGING

Téddva proAidio, EaloKITPIVOL ¥PMUATOC, UE TOU 0O PBP®UOPBOVTLAIKO KOOVTGOVK Kol OTOCTMUEVO KOTAKL 0td
aAovpivio.

To Bendamustine Accord ivar dtobéo1po o cuakevacieg mov meptéyovy 5, 10 kot 20 eroridia pe 25 mg
vOpoYAmPIKNg Bevoapovotivng kot 1 kKot 5 raiidia pe 100 mg vdpoyrmpikrg fevoapovotivng.
Mmnopet va. unv KoKAOQopoLV OAEG Ol CUGKEVAGIEC.

Katoyog dogrog kokho@opiag Ko Topay®yog

Karoyog Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta, 08039 Barcelona,
Iomavia

Hopaywyds

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, ITolwvia

AvTo TO QUPPOKELTIKO TTPOTOY Exel eykprOei ota Kpatn Méin tov Evponaikod Owovopikod Xapov (EOX) pe
TIS aK6hovOeg ovopaoiec:

‘Ovopo tov Kparovg Méhovg Ovopoocio Tov @appoxkevtikov Ipoidvrog

Avotpia Bendamustine Accord 2.5 mg/ml Pulver fiir ein Konzentrat zur Herstellung
einer Infusionslosung

Aavia Bendamustinhydrochlorid Accord

dwhavdia Bendamustine Accord 2.5 mg/ml kuiva-aine vilikonsentraatiksi
infuusionestetti varten, liuos

Iphavdia Bendamustine 25 mg/100mg Powder for concentrate for Solution for Infusion

Iohavdia Bendamustine Accord 2,5 mg/ml stofn fyrir innrennslispykkni, lausn

NopBnyia Bendamustine Accord

[Tolwvia Bendamustine Accord

lomavia Bendamustina Accord 2.5 mg/ml polvo para concentrado para solucion para
perfusion

YAoPoakio Bendamustine Accord 2,5 mg/ml praSok na infizny koncentrat

Békyo Bendamustine Accord 2,5 mg/ml Pulver fiir ein Konzentrat zur Herstellung
einer Infusionslésung

Bovkyopia Bendamustine Accord 2,5 mg/ml [Ipax 3a koHueHTpar 3a HHQY3UOHEH
pas3TBOp




Kompog

Bendamustine Accord 2.5 mg/ml kdvi¢ yio TukvO GKEDAGLLN Y10 TUPUCKELT
SLOADLOTOG TPOG £YYVOT

Toéyikn Anupokpartio

Bendamustine Accord 2,5 mg/ml praSek pro koncentrat pro infuzni roztok

Feppovia

Bendamustine Accord 2,5 mg/ml Pulver zur Herstellung eines
Infusionslosungskonzentrats

Ecfovia Bendamustine Accord

EALGSa Bendamustine Accord 2,5 mg/ml k6vig yio Tokvo 1AL Y10 TOPACKELT
LAV UOTOG TPOC £YYVoN

Ovyyopia Bendamustine Accord 2,5mg/ml por oldatos infizidhoz vald koncentratumhoz

Itohia Bendamustina Accord

Agttovia Bendamustine Accord 2.5 mg/ml pulveris infiiziju $kiduma koncentrata
pagatavosanai

Aovavia Bendamustine Accord 2.5 mg/ml milteliai koncentratui infuziniam tirpalui

MdAta Bendamustine hydrochloride Accord 2.5 mg/ml powder for concentrate for
solution for infusion

OMhavdia Bendamustine Accord 2,5 mg/ml poeder voor concentraat voor oplossing voor
infusie

[Moptoyoiio Bendamustine Accord 2,5 mg/ml pd para concentrado para solugdo para
perfusdo

Pouvpavia Bendamustina Accord 2,5 mg/ ml pulbere pentru concentrat pentru solutie
perfuzabila

YhoBevia Bendamustine Accord 2,5 mg/ ml praSek za koncentrat za raztopino za
infundiranje

Youndia Bendamustine Accord 2,5 mg/ ml pulver till koncentrat till infusionsvétska,

10sning

Hvouévo Baciielo

Bendamustine hydrochloride Accord 2.5 mg/ ml Powder for concentrate for
solution for infusion

ToAria

BENDAMUSTINE ACCORD 2,5 mg/ml, poudre pour solution a diluer pour
perfusion

To mwapov evArlo 0dNYLOV yp1ons avaBewpnOnke Yo TeElevTaio gopd Tov: 01/2025




O A po@opics mov aKoAovB0VY areLOVLVOVTOL HOVO GE YL TPOVS 1| ETAYYELRATIES VYELOG:

Onwg pe 6Aeg TIC TOPOUOLES KLTTUPOTOEIKES OVGIES, 1GYVOVY AVGTNPITEPES TPOPLAAEELG aopUieing G O,TL APOopd TO
VOGNAELTIKO KOl LOTPIKO TPOCMOTIKO, AOY® TNG EMOPACTC TOL Papudkov mov ivol duvnTikd PAafepr| Yo To Yovidiopo
Kot vraitio TpdKAnong kapkivov. Katd tov yeipiopnod tov Bendamustine Accord amo@iyete Ty €16Tvon Kol TV ETOOT
1e To 6€ppa kat Toug PAEVVOYOVOUG (VO QOPATE YAVTLO, TPOGTATELTIKO POoVYIoUO Kot mlavov udoka tpocmdmov!) Edv
0mol0ONTOTE oNUEin TOV GOUATOG EpHOVV GE EMAPT| LLE TO PAPHOKO, KAOOPIGTE TO TPOGEKTIKA |LE GOTOVVL KOl VEPO KoL
eKTAOVETE TOVG 0PBOALLOVG Le d1dAv e PLUGLOAOYIKOV 0poV 0,9% (166ToVv0). Edv givat duvarod, cuvictdror va epyaleote
o€ €W0KO TAYKO aoPUAElng (GTPOUOTIKAG PONG) HE AMOPPOPNTIKO PUAAO KOAVUUOTOG PG YpMons 7oL vo eivat
adldfpoyo. Ta ypPNOLOTOMUEVE LE TO PAPLOKO OVTIKEILEVO OMTOTEAOVY KVTTOPOCTATIKG amdPfAnta. o mwpénel va
CUUHOPPOVESTE UE TIC €BVIKEC KatevBuvtnpleg 0dNyleg GYETIKA UE TNV amOPPLYT KLTTOPOCTUTIKGOV LAMK®V. To
TPOCHOTIKO OV KVOPOPEL TPEMEL VoL amoKAglETAL OO TNV EPYACIA LE KVTTOPOCTOTIKAL.

To étoo mpog ypnon S1dhvpa TPETEL VO TOPACKEVALETOL LLE apaimoT TOL TEPIEYOUEVOD £VOG OlaAdiov Bendamustine
Accord anokAeloTIKA [ EVEGILO VO®P, MG 0KOAOVO®G:

1. [Mopoaockev| TOL TLKVOD SIHADUOTOG:
¢ ’'Eva @uoAidio Bendamustine Accord mov mepiéyet 25 mg vdpoyAmpiknig Pevdopovotivig dtaadeTon apyikd og 10
ml péow avaxivnong
e ’'Eva @oAidio Bendamustine Accord mov mwepiéyet 100 mg vdpoylmptkng fevoapovotivng StaAdeTon apykd og
40 ml péow avaxivnong

2. [Mopackevn] Tov S1HADUATOG Yo Eyyvon

Metd v moporopr evog 610yodg SoADUATOS (YEVIKG HeTd omd 5 - 10 AemTd), 1 GUVOAIKT] GUVIGTAOUEVN OGN TOL
Bendamustine Accord apoaimvetol apécmg pe dStlvpa puotoAoykod opovd 0,9% (166tovo), dote va mapaydel évog
TeEMKOG OyKkog io0og pe mepinov 500 ml. To Bendamustine Accord dev mpémet va apoidvetar Pe GAAO SIHADLOTA Yo
éyyvon 1 éveon. To Bendamustine Accord dev Tpémel va avapryvoetot pe GAAES ovoieg LEca o€ Eva StdAL A Yo £YYVOT).

3. Xopniynon

To dudhvpa yopnyeitar pe evoopAePia £yyvon ent 30-60 Aemtd.

Ta eroAidio Tpoopilovtor yia pio xpnorn povo.

Kd&be aypnoyomointo mpoiov 1 VTOAEUUA TPETEL VO, OTOPPITTETOL GOUPOVO E TIG KATA TOTOVG 1GYVOVGES CYETIKES
dlata&els.

Omo1adnTote aKoVoL0 EVEST] TOV PUPHAKOV EVTOG IGTMV EKTOG TV ALLOPOpmV ayyelwv (eEwayyeslaxn Eveon) Oa mpémet
Vo JKOTTETAL Apéc®s. Metd amd Mma avappoenon, 1 Peldova Bo mpémel vo omopaKpOVETOL. XTr CLVEXELD, 1)
wpooPePfinuévn meployn tov otdv Bo mpémel va yoyetor. O Ppoayiovog 0o mpémel va avoyovetal. EmimAéov
OepamenTIKég aywy£EG OGS 1) XPTOT KOPTIKOGTEPOEOMV EV TAPEYOVY GaPES OPeL0G (BA. Tapdypapo 4).



