DVrAo odnyIOV ypiong: [IAnpogopicg yra Tov yprioTy

Temozolomide Accord 5 mg ckAnpa kKoyaxLa
Temozolomide Accord 20mg ockAnpad kKoydaxio
Temozolomide Accord 100mg cxinpa KoyaxLa
Temozolomide Accord 140mg cxinpa Kook
Temozolomide Accord 180mg cxinpd kayaxia
Temozolomide Accord 250mg cxinpd koayaxia

tepololopion

Awpdote TpooekTIKE 0AGKANPO TO PVLAO 001 YLOV YPNONS TPLY UPYIGETE VO TALPVETE AVTO TO
PaPPOKO 10T TEPLAOUPAVEL CNUAVTIKEG TANPOPOPIES YIX GUG.

DurdEte ovtd TO PUALO 0dNYIOV XpNoms. Towg ypetaotel va To daPdoete Eavd.

Edv &yete meportépm amopiec, pmTNOTE TOV YATPO, TOV POPLOKOTOLO GG 1| TOV VOGOKOUO.

H cvvtayn yio ovtd 10 gapuaxo yopnynonke amokAelotikd yio 6ag. Agv TpENEL Vo, SDCETE TO
Papuoko o€ GAlovc. Mmopel va Toug TpokaAésel PAAPT, KOO Kot OTOV TO, GTIUELD TNG
ac0évelag Tovg gival id1a pe ta Sk Gog.

Edv xdmola avemBountn gvépyeia, EVUEPDGTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV VOGOKOUO
coc. Avtd oydel kot yio Kabe mhovn avemBOUNTN eVEPYELD IOV OV OVAPEPETAL GTO TTAPOV
@POAAO 0dMyudV yprione. BAéne mapdypapo 4

T epréyer To Tapov QUALO 0ONYLOY :

(=) I NS I S

1.

Tt eivor To Temozolomide Accord kot ota givai 1 xpror TOL
T npéner va yvopilete npv mapete To Temozolomide Accord
[é¢ va ndpete To Temozolomide Accord

MBavég avemBounteg evépyeteg

[og va pvidoocete o Temozolomide Accord

[Mepieydpeva tng cuoKeLOGING Kot AOTEG TANPOPOPIES

T givar To Temozolomide Accord ko wowa givan i ypfion Tov

H tepoloiopidn ivat éva apRoKo KoTd TV OYK®V
Ta xoydxia Temozolomide Accord ypnoiponotodviot yia tn Oepaneia e101KOV LOPO®V KApKivov Tov
EYKEPALOV:

2.

e EVIAIKEG e VEOOIOYVOGUEVO TOADHop@O YAotoPractopa. H tepololouion apyuct
ypnowomnoteital poli pe aktvodepaneio (tavtodypovn edon tng Oepaneiog) Kot HeTd pLovn
(povoBepamevtikn @aomn g Oepameiog)

e mondid nhkiog 3 eTdv Kot ave kot evndikovg acbeveig pe kakonbec yroiopa, ToAdpopeo
yYAowofrdctopa 1| avariaotikd actpokvtopo. H tepoloiopion ypnoponoteital o€ avtodg
TOVG OYKOVG OTAV ETAVEUPAVIGTOVV 1] EMOEV®BOUV Emetta amd TV Kabiepopévn Beponeia.

T péner va yvopilete npy vo wapete To Temozolomide Accord

Mnyv ndpete 10 Temozolomide Accord

o€ mepintwon ailepyiag (vrepevarcOneciog) otnv tepololouion 1 oe omo10dNTOTE GAXO Omd TO
GLGTATIKG OLTOV TOV PaPUAKOL (Tapatifevtal oty Tapdypapo 6).

G€ TEPIMTOON TOL EYETE EUPAVIGEL ALEPYIKT] OVTIOPACT GE £V, AAAO OVTIKAPKIVIKO AP UOKO
mov ovoudletar dakapPalivn. Xvuntdpota 1] oAAepyikés avtdpdoelg nepiiapfavoovy
aicOnua eayovpag, SuoTVola 1| GUPLYHOG, TPNEWO TOV TPOCHTOL, YEIMADV,YADCGCAG 1] AALL0D.
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0€ MEPITTOOT OV EYETE PUEIOUEVO aPLOUO KVTTAPOV QUHOTOG (LVEAOKATUGTOAN), OTWC TOV
AEVKOKVTTAPOV KOl TOV OLUOTETAAIDV. AVTA TO KOTTOPO TOV OiHLATOS EVOL OTUOVTIKE Yol TNV
OVTILETOTION TNG PAEYLOVIG KOL TNV KOTAAANAN &N Tov aipatog O yrotpds cog 0o eAéyel
70 aipa oog yio vo fePoiwbel 6TL £xeTe 0pKETA aTd OVTA Ta KOTTOPO TPV EEKIVIGETE TN
Oepameia..

Mposcdomomceils ko TPoPLAGEELS

AmgvBuvbeite 6TOV Y10TPO, TOV QOPLOKOTOLO 1) TOV VOGOKOUO G0G Tptv Tapete 1o Temozolomide

6€ MEPIMTOOT OV TPEMEL VO TopakoAovBeicTe o6TEVA Yo TNV avamTvén piog cofapne Lopeng
QAeYpHOVIG 6TO BdpoaKa Tov KaAgitar mvevpovia and Prneumocystis jirovecii (PCP). Edv giote
veodlayvemouévog actevig (mtoAdpopeo yAolofrdotopa) propel vo Adupavete tepololopion
v 42 nuépec oe GuVOLOCUO Le aKTvoBepamein. e ATV TNV TEPITTMON, 0 YUTPOG oG Ha
GOG CLUVTAYOYPOPNGEL EMIONG Eva PApLaKo Yo va oG Bondnoet va amo@hyete avTd TOV TOTO
g mvevpoviag (PCP).

av giyate moté N umopel va £xete TP po Aoipwén omd nratitida B. Avto copfaivel enedn
1 tepoloropidn o propovoe vo TPOKAAEGEL EmAVEVEPYOTOINGN TG Nratitidoc B, 1 oroia
umopei va givar Bavoatedpa og opiopéveg nepimtooelg. O acbeveic Oa npémel va eAéyyovton
TPOCEKTIKA amd TO YILTPO TOVG Yot GNUELR ALTNG TNG AoIp®ENG, TPV amd v Evapén g
Bepamneiog.

o€ MEPITTOOT IOV EYETE YAUNAOVS aplOpovg epLBpdv aposeapiov (avaria),
AEVKOKVTTAPOV KOl AULOTETOA®VY 1 TpoPANata oty TEN TOL aipatog TP amd TV Evapén
™g Oepameiag 1 av Ta peavicete kaTd T odpkelo TG Oepaneioc. O yiotpodg cog pmopet vo
OTOPAGIOEL VO, LEIMGEL TN 6001, 1} VA SOKOWEL, Vo, 6TAROTOEL 1] Vo aAAGEet T Oepameia cag.
Mmopei eniong va ypetootel va AaPete dhheg Oepaneiec. Xe OpIGUEVEG TEPUTTMGELS, UTOPEL VAL
vrap&et avaykn teppatiopov g Bepaneiog pe v tepoloAopidon. @a vroPdAlecte o GLYVES
eetdioelg aipatog kotd T ddpKen NG Bepameiog Yo TV TApaKoAoHONGN TV TaPEVEPYEIDY
™ tepololopiong oTo KOTTOPO TOV OIUATOS GOg.

KkaOm¢ pmopel vo Eyete Lkpo Kivouvo yia AAAEG LETAPOAES 6T KOTTOPO TOV GLLOTOC,
cuumePAAUPOVOUEVIC TG AEVYOLUTOG.

eav éyete vavtio (adabecio 6To oTOUAYL) /KO EUETO T OTTOi0. Eival GLYVEG OvemOOUNTEG
gvépyeteg g tepololopiong (PAEme mopdypapo 4), 0 YaTpog oG PIopel va oag
GUVTAYOYPAPNGEL EVOL PAPLOKO (£val aVTIEPETIKO) Yo va fonBNGEL 6TV 0mOTPOT TOV
gUETOV.

Y mepintmon mov £yeTe GLYVA EUETO TPV 1 KATA TN dtdpkela Tng Oepamneiag, pomoTe T0
YITPO GOC GYETIKA UE TNV KAADTEPT GTLYUN Yo TNV ANy tng tepoloiopiong péypig 6tov o
éuetog tebel vo Eleyyo. Edv petd t Aqymn g 866M¢ 60G KAVETE EETO, UNV TAPETE Ui
devtepn d6om Vv 1810 uépa.

€4V EKONADOETE TVPETO 1) CUUTTAOUATA AOTUOENG, EMKOLVOVIOTE AUECHG LE TOV YIOTPO GOG.

o€ mePInTOOT ToV €lote dve TV 70 eTdV, pmopel va €l0TE TEPIGGOTEPO EMPPETIG OTIG
AOWMDEELG, OTOV GYNUATIGUO LOADTOV 1] GE Qpoppayia.

0€ MEPITTOOT) OV TAGYETE OO NAATIKA 1) VEPPIKA TPOPANLOTA, LTOPEL VOL YPEICTEL VOl
OVOTPOCAPLOGTEL 1) 000T NG TEP0LoAONIdNG TOV AapPdveTe.

MHaword kan Epnpor

Mnyv divete 10 PAPUOKO AVTO GE TOdLY NAKING KAT® TV 3 etV eneldn dev €xel peetnel. Yrdapyovv
TEPLOPIOUEVEC TANPOPOpPiEG oe acheveic nAkiag dvm tov 3 etdv ov £xovv wdpel Temozolomide
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Accord.

Allo péppoxo ko Temozolomide Accord

Evnuepdote tov y1otpd M 10V QoploKoTold cog v ToipveTe, £xeTE TPOCOATA TAPEL 1} LTOPEL VO
TAPETE GALO PAPLLOKOL.

Kinon, Onhaopoc kot yovipdtnyra

Edv eiote éykvog, vopilete 611 pmopet va giote £ykvog 1 oyedidleTon va amoktioete Toidi, {ntnote
GUUPOVAN TOL YLTPOV 1] TOV POPLOKOTOLOV GO TPV TAPETE AVTO TO PAPLAKO. AVTO 1GYVEL ENXELN
dev mpémel vo AapPavere Oepaneio pe Temozolomide Accord Kotd T didpKeELD TG EYKVUOGHVNG
€KTOG €0V gival Gop®G KaBopIGHEVO 0o TO Y1oTPd GO,

Ot yvvaikeg aoBeveic mov pmopolv va petvouv £yKueg mpEnet va, epaprolovy omoTEAEGUATIKES
ueB660vg avTicOAANYNC Katd ) diapkela ¢ Oepaneiog pe Temozolomide Accord kou yio
TovAdyoTOV 6 UNVEG LEeTd TV oAokAnpmon g Bepamneiog.

Oa mpénel va otapatioete va Onidalete Yo 6co ddotnua Aapfdverte t Oepaneia pe to
Temozolomide Accord.

AVOpKn] yovipotnra

To Temozolomide Accord pmopei va tpokaiécel poviun otelpdtnta. Ot dppeveg aobeveig Oo mpémet
VO (PNCLOTOOVV ATOTELEGUOTIKT AVTIGUAANYT KOL VO U1V TEKVOTOU|GOLV Y10, TOVAGYIGTOV 3 UVES
Hetd Tov TeppaTIopd g Bepamneiog. Xvvictdron 1) avalnTnon cLUBOVATS Yol T GUVTIPYGT CEPLOTOG
mpwv and T Oepaneia.

00 yNoN KoL LEPIGROS UNY AV LETOV

To Temozolomide Accord pmopel va cag kavel vo arsBavOeite kovpacm 1| vavnAia. Ty nepintoon
aTr), unv odnyeite M yepileote epyodeio | pnyovipota 1 ditpoyo oxnUaTe £m¢ 0TOL dEiTE TMOG GOG
emnpedletl avtd To edppako (PA. mapdypapo 4).

To Temozolomide Accord wepiéyer haktoln

Av16 10 Papuako mepEyel Aaktoln (va gidog cokyapov). Eqv cag éxel mel 0 yiatpog oag 0Tt £XETE
dvoaveio 6€ KATOW0 GAKYOPA, ETKOWVOVIGTE UE TO YIUTPO GOC TPV AAPeTE QLTO TO PAPUAKO.

To Temozolomide Accord mepiéyeL vaTplo
To @dppaxo avtd mepiEyel Arydtepo and 1 mmol vatpiov (23 mg) ava koydxio, eival ovtd Tov
ovopalovpe «erevBepo vatpiovy.

3. Mo va wapete To Temozolomide Accord

[Tavtote va maipvete TO GAPLOKO AVTO AVGTNPE GOUPMOVA LE TIC 0O YIES TOL YLOTPOV 1 TOV
papuakomolov coc. Eav éxete appifolisc, potnote TOV Y1aTpo 1] TOV QOPLOKOTOLO GOG.

Héc va avoiete Tov @okeAioKo
Avoi&te Tov pakeAicko Sumhmvovtag kot oyilovtag KaTd KOG TNG YPOUUNG SUTAMUOTOC LE TNV
€YKOTN OT1 YOVIiO TOL PAKEAIGKOV.

H tepoloiopidn Ba mpémet va cuvtayoypageitor omd g101K00G Y1TpovS LE EUTELPIO GTOVG OYKOLS TOV
EYKEPALOV.
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Aocoroyio kot dtdpkela Tne Bepansiog

O yatpoc oag o voroyicel T d6oM TepoloAoNidNE TOL gvdeikvyTal Y10 6aG. O VTOAOYIGUOG YiveETOL
Baoetl g copatikng cog diimiacng (VYog Kot capaTIkO BApog) Kat Tov 4V £xete vToTpomdlovta
oyKo Kal £xete Aapel ynueodepoameio oo maperbov. Mmopei va cag yopnyndodv dAla appoka
(QVTIEUETIKG) Y100 VO TAPETE TPV KOUT UETA TN ANy TG TELOLOAOUIONG Yo TNV OTOTPOTY| 1| TOV
€Leyyo NG votiog Kot Tov gRETOV.

Adfete ™ ovvtoyoypagovpevr d6on cog amd To Temozolomide Accord pio popd v nuépa. AdPete
™ 800 pe adeto otopdyl. o Tapdderypo, TOVAGYIGTOV Lo PO TPV GYESIUGETE VO, PATE TPOWO.
Kotameite 1o koydxo(o) oloxAnpo(a) pe Eva motnpt vepd. Mnv avoiyete, Opoppatilete | pacdte ta
KO AKLOL.

Edv évo koydxio givar KatesTPaUUEVO, ATOPVYETE TV EXAPT| TNG OKOVIG UE TO SEPOL, TO LLATLOL 1) TN
ot 6oc. ATOQUYETE TNV EIGTVON TNG OKOVIG. X€ TEPINTMOT OV KT AAB0G TAEL PAPLOKO GTO
pértio ] ot POt oo, EeMAVVETE TNV TTEPLOYY| LLE VEPO.

Eav Aappavere To Temozolomide Accord o€ cuvovacné pe axtivodepancio (veodtayvoouivol
0o0eveic):

Evd n axtivolepamneio cuveyiletar o yotpog cag Oa Eexvioet v tepoloAopion ot d66M TV

75 mg/m? ko1 1 oxpiPfig nuepfiota d6on wov Ba Adfete O eEaptndet amd To VYOG KAl TO COUATIKO
cog Bapos. Oa Adfete avtn T 06on Kabe pépa yuo 42 nuépeg (wg 49 Nuépeg) o€ GLVOLAGHO LUE
axtwvobepaneia. Me Bdaomn Tig apatoroyikéc oag eEETAGELS Kot TO OGO KOAd pumopeite va aveybeite
™mv tepoloiopion, n yopnynon g doong uropel vo kabvuotepnost | va SloKoTE.

MoMg ohoxAnpmBel | axtvoBepamneio, Oa dtokdyete t Oegpaneio yio 4 fdopddeg, yia va o0&l oto
GO0 060G pia evkopia vo emavELDEL.

‘Emerta, o apyicete T @don tng povobepamneiog.

Kotd ) didpketo g eaong e povobepamneiog, n 66om kot o Tpdémog Ayng tov Temozolomide
Accord Ba givar drapopetikd. O yiatpdg oag o voloyicel TNV axkpiPn d6cr. X cuvéyelo umopel va
vap&ouy péxpt 6 koKkAot Begpaneiag, kabe Evag amd Tovg omoiovg dapkel 28 nuépec. Oa AdPete ) véa
cog 500N TV Koyokiov Thg Tepofolopidng apyikd oto exinedo twv 150 mg/m? pio gopd v nuépa
Yo TG TPMTEG S NUEPEg («MUEPES B0GOAGYNGNC») KaBE KOKAOV, Ol omoieg Ba axoAovdnBovV amd 23
nuépeg yopig tepoloropion. Avtd abpoiletan o kukAo Oepameiog 28 nuepdv.

Metd v nuépa 28, Ba Egkiviioet 0 ETOUEVOS KOKAOG, Katd TN dtdpkela Tov omoiov Ha AapuPdvete Kot
TOAL AVTO TO PAPUAKO pio POopa TNV NUEPA Yia S MUEPES, ot omoieg Ba axoAovdnBovv amd 23 nuépeg
xopic tepoloropion. Me Baomn Ti¢ TIHEC TV €EETAGE®V TOV QIUATOG GOG Kol TO TOGO KUAG UTOpPEiTE VO
aveybeite v tepoloropion katd ™ didpketo Kabe kuKAov Oepaneiog,  660oM pmopel va
emovopvOuiotel, va Kabvotepnoel N va dlakomet.

Yg mepintmon wov Aapfavere Ta kaydxia Temozolomide Accord og povolBepameia (yopig
akTwvoOepaneia):

"Evag k0KkAog Bepameiog pe To Temozolomide Accord dwapkei 28 nuépes. Oa AaPeTE TOL KO EKLOL Lo,
POPA TNV NUEPA Y10, TIC TPDTES S NUEPES («MUEPEG BOGOAOYNGNS»), 0L 0Toieg Ba akoAovOnBovv amod 23
nuépeg xopig tepoloropion, mov Ha tpocteBolv ctov KhKAo Bepaneiog Twv 28 nuepmv.

Merd v Huépa 28, Ba Egxivioet o endpevoc kbhkiog, katd tn didpKela Tov onoiov Ba AapPdverte kon
TOAL aVTO TO PApUAKO pio Popd TNV NUEPA Yo 5 NUEPES, ot omoieg Ba axoAovdnBovv amd 23 nuépeg
xopig tepoloropidn. Ipv and kdbe véo kdkAo Bepanciog, Ba voPdAilecte o e&gTdoelg aipaTog
TPOKEWEVOL va dtamioTmbel edv 1 doom g tepololopiong xpeldletal avamTpoGopLoYY|.
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Y mepintoon wov dev Exete AaPel ynueobepaneio 6to Tapehdov, Oa Adfete TV TPMOTN dOGN TNG
tepoloopidng cog 610 enimedo twv 200 mg/m? o Gopd TNV NUEPE Y10 TIg TPAOTES 5 Nuépeg («nuépeg
50c0AGYNO™GY), Ol omoieg o akoAovONBobV amd 23 nuépeg ympic tepolorouidn. Le nepintmon Tov
elyate AaPel ynuetobepomeio oo maperdov, Oa Aafete v TpdT™ dO0T TNG TELOLOAONIONG GOg GTO
eninedo Tov 150 mg/m? pio popd TRV NUEPO. Y10, TIC TPAOTEG 5 NUEPEC («NUEPES BOGOAGYNGTION), OL
omoieg Oa akolovOnBovv amd 23 nuépeg ywpig tepololopion.

Avdloya pe ta anoteléopato TV EEETAGEMV TOL Aipatdg GOC, 0 YIOTPOS GOG EVOEYETAL VAL
OVOTPOCAPUOGEL T 00GT 6aG Yol TOV ETOUEVO KOKAO. KdBe popd mov Egxvate éva véo KOKAO
Oepaneiog, oryovpevteite TmG EYETE KOTAAAPEL TANP®G TOGH KOyaKlo 0o kibe meplextikoTnTo o
ypelootel va Aappdvete kaBe pépa kot eni méoeg nuépes o Aappdvete avtn  doo.

‘O)or o1 acOeveic

To Temozolomide Accord datiBeton 6 KoydKio SIPOPETIKAOV TEPIEKTIKOTHTOV ((PAIVOVTOL GTNV
eEmtepkn etikéta o mg). o KGO TePLEKTIKOTNTA VIAPYEL OLUPOPETIKO XPOLO TAOUOTOS. AvAioya
pe tn do6om g tepoloAopiong mov 6o CLVTAYOYPAPEL O YIOTPOG GG, UTOPEL VoL TPENEL VAL TAPETE
TEPLECOTEPO, OO EVO KAYAKLA Y10 KAOE NUEPO OGOAOYNGNG TOL KOKAOV Oegpameiag.

- Z1YOVPEVTEITE TMG EYETE KATOVONGEL TANPMG TOCO, KOWAKLY 00 KAOE TEPIEKTIKOTN TN
xperdletal va AaPete.

Zntote and TO Y0TPO 1 TO POPUIKOTOLO GOG VO, GOC CNUELMGOVY TOV PIOUO TOV KOy oKimV
amo kée mePlEKTIKOTNTA (GUUTEPIAAUPAVOLEVOL TOL ¥PDOUATOS) TTOV Ypetdletat va AdPete
KkéOe nuépa TG d0GOAOYNONG.

- 21yOVPEVTEITE TMG EYETE KOTOVONGEL TANPMG TOEG NUEPES Elvar 01 NUEPES TNG SOGOAIYNOT|G
GOg.

- Y1yovpevteite Tmg Exete emaAnBedoeL T dOCT| GOG LE TOV EMAYYEALOTIO VYEIQG TTOV GOG
nmepainel ke popd mov Eekvate Eva vEo KOKAO. Mepikég popég 1 600 1 TO GOVOAO TV
SLOPOPETIKOV Koy oKimv wov ypeldletal va AaPete TPOKELTOL VO SLOQEPEL OO OVTO TOV
televTaiov KOKAOV.

- Amd ™ otrypn mov B TAPETE TO PAPLAKO GTO OTITL GOG KOl LETH, GE TEPITTMGT] TOL
are0avOeite pmepdepévog/m 1 £xete AUEIPOAIEG GYETIKA [LE TOV TPOTO AYTG TG OOMG GA,
{ntote emumhéov 0dnyieg mpv Egkvnoete Tov kKOkAo Oepomeiog. Ta Aabn oyetucd pe tov
TPOTO ANYNG AVTOD TOL PAPUAKOV UTOPEL VOl EXOVV GOPaPES EMTTMOGELS GTNV LYELQ.

Edv napete peyarvtepn 066mn Temozolomide Accord amd tnv kKavoviki)

Edv xotd Adbog mapete peyaldtepn mTocoTnTa amd KoyaKlo 0o oUTh TOL GoG GLCTHONKE,
EMKOWVMOVIAOTE LE TOV YILTPO, TOV PUPLOKOTOLO 1] TO VOGOKOUO GOG AUECHC.

Eav Egyaoete va mapete 1o Temozolomide Accord

[Mapte ) 6001M MOV TOPUAEIYATE TO TOYVTEPO dVVATOV EVTOG TNG 1d10¢ NuéEPag. Edv éxel mapérdet pia
oAOKAN PN NUépa, cupfovievbdeite 1o yiotpo cog. My dimhacidcete TV emMOUEVT OGN Yo Vo,
enavopOmaoete Yo pio 0661 oL EEXAGATE EKTOG AV GaG TO VILOJEIEEL O Y1TPOS GOC.

Edv €yete meprocdTepEg EPOTNGELS GYETIKA LLE TN XPTOT] CLTOV TOV POPHAKOV, POTNGTE TOV YTPO,
TOV QOPLOKOTOLO 1] TO VOGOKOLO GOC.

4. MBavéc avemBOuNTES EVEPYELEG

Onog 6ha Ta papUHaKa, ETCL KOL 0VTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTES EVEPYELES, OV
Kat 6gv Topovslalovial 6E OAOVS TOVg avlpmdToVC.

Ot acBeveic mov Aappdvovv tepololopidn oe cuvdvacuo pe axktvobepaneio pmopet vo eppavicovy
SLopopeTIKEG avemOOUNTEC EVEPYELEG AO 0VTEG TTOL eppavifovtal o€ acbeveig Tov Aapupdvouv
povobepomeio pe tepoloiopion.
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Emwcowmvnote apécmg e 1o y1otpo 6og €4V ELQOVICETE OTIONTOTE A0 T TAPUKATO:
- cofapod Babpov ariepyn (vepevactncio) avtidpacn (Kvidmon, cuptynd 1 GAAN
OVOTTVELGTIKT SVGKOMA),
- Hn eAeyyopevn opopayyia,
- EMANTTIKEG Kpioels (omaoovg),
- TLPETO,
- piyn,
- cofopod Babpod TovokEéParo o omoiog dev VIOYWPEL.

H Bepancio pe tepoloiopidn pmopel va tpokarécel pelmon Tov aplBpod opIGUEVEY TOTOV KUTTAP®Y
TOV OipOTOG. AVTO UITOPEL VO GOG TPOKOAEGEL AVENUEVT] ELPAVIOT] LOADTMOV 1| GLLOPPOYIOG, ovalpio
(EXheym TV €pLOPOKVLTTAP®V), TLPETO KA UEIWUEVT avTioTooT EvovTl TV Aowdéemv. H peimon
TOV 0POUOY TOV KVTTAP®V TOL aipatog ival cuviOmG TapodikT, GALE GE OPIGUEVES TEPITTOCELG
umopet va givon mapaTeTopévn Kot pmopel va 0dnyNoetl o€ pia moAd cofapn Lopen avorpiog
(amiaotikn avopia). O yrorpds cog Ba TapakoiovBel To aipa cog TOKTIKA Yio 0TolEGINTOTE
petafolrés kKo Bo amopacicel edv TopioTaTol avaykn Yo oroladnmote 101K Bepaneio. e oplopéveg
MEPMTMOGELG, 1 6001 TG Tepoloropniong mov Aaufavete 0o pewwbei  n Oepomeio Oa drakomei.

AAeg avemBounteg evépyeleg Tov £xouv avopephel Tapatibeviol TopaKAT®:

IMoAd ovyvég avemOounTes evépyereg (umopel va empedoovy nePLocoTepo and 1 ota 10 dropa)
givou:

- andAela OpeEng, Svokorio oTtnV opidio, KePaAaAyia
- éuetog, vovrtia, didppota, SLEKOAMOTNTA
- eEdvnpa, TprydTTOON

- Kovpaon
Yuyvéc avemBOunTeg evépyeieg (pmopel va emnpedcovy £émg 1 ota 10 dropa) sivar:

AomEeLe, AoUMEELS TOV GTOUOTOC

LELOUEVOG aptBOg TV KLTTAP®V ToL aipatog (ovdetepomevia, Aepponevia, Opoppomevia)
OAAEPYIKT avTiOpOoT

avéNUEVo GayapO OUOTOG

EMNPEOCUEVT LVNUN, KOTAOAYT, dyy0g, cOyyYLoT, avikavotnTa va kowunbeite 1 va peivete
KOopEVOL

dloTapayrévog GUVTOVIGHAG Kot SloTapayn 100pPoTiog

dvoKolio GLYKEVIPOONG, LETAPOAN TNG VONTIKYG KOTAGTOONG 1] EX0YPOTVNGN S, AGLOGUVY|
CaAn, dSwtapayn aicbncewv, aiclnon Lovdidoratoc, TPEUOVAD, UM GUGIOAOYIKT] YEVGT)
LEPIKT ATMAELN OPAONG, LT PLGLOAOYIKT OpacT), SmAmTia, ENpol 1| enddVVol opOaipol
KOP®oT, fountd Tov dTeV, oTolyio

Opoupwon ctov Tveduove 1 6To KATO GKpa, VYNAT apTnplokn Tieon

mvevpovia, dvomvol, Bpoyyitda, Pyas, AEYLOVT] TG PVIKNG GOG KOAATNTOG

GTOMOYLKO 1 KOIMOKO GAYOC, oTopay K dlatapayry/aicOnua kadhoov Tov 6TopdYoL, SLGKOAIN
TNV KATATOoN

Enpodeppia, kvnopog

poikn LGP, poikn advvapio, poikd aGAyn Kot Tévol

enmovvn apbpwon, ocpuadyio

GLYVN 00PNGT, OLCKOALD LE TN CLYKPATNOT TV OVP®V GOG

TVPETOG, YPITTDOOT CUUTTAOUATO, AAYOC, aicOnua adiabecioc, Kpdopa i ypinn
KOTOKPATNOT VYPDV, SloyKopéva KATw dkpa

avénoeig nratikov evibpmv

OTOAELL COUOTIKOV Papovs, avénon copatikod Bapovg

KOK®OM 076 aKkTvofoiio
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Oy ovyvég avemOBounTeg evépyeles (umopei va empedoovy £og 1 ota 100 dropa) givan:

- AOWDEELC TOL EYKEPAAOV (EPTNTIKT UNVIYYOEYKEPUAITION) CLUUTEPIAAUPOVOUEVDV
BovoTEOpmV TEPIGTATIKMOV

- HOADVGELG TPAVUATOV

- VEEC 1| EMAVEVEPYOTOMUEVES AOIUMEELS OO KUTTOPOUEYAAOTO

- EMAVEVEPYOTOMUEVES AOUADEELS amd ToV 10 TN Nratitdog B

- devtepoyevelg kopkivol cupmeptlapfavopévng g Aevyoupiog

- LELOUEVOG apBUOG TV KLTTAP®V TOL OilaTog (TavkuTTopoTEVia, avalpio, Agvkomevia)

- £pLOPEC KNALdEG KAT® 0md TO dEPUA

- amotog d1afn g (cvpntdpate Tov Teptiapfavouy avnuévn ovpnon Kot aichnua diyog),
YOUNAQ emineda kodiov 6To aipa

- dtakvpdvoelg tng cvvaisOnpatikng dtabeong, yevdaichnon

- HepKN TapdAvct, petafoin oy aicnon e 66epnong cag

- £€KTTMO] TNG OKOVGTIKNG 0E0TNTAG, AOIH®EN TOV HEGOV MTOG

- aicOnpa moApdv (dtav acBdveste v Kopdid cog va ytond), eEdpelg

- d10yKmon oTopdyov, SucKoria EAEYYOV EVIEPIKOV KEVOCEMV, OLOPPOIdES, ENpocTopia

- Nratitido Kot KAK®oT Tov Nratog (cupmeptiapavopuévng tng Bavatneopag NraTikng
OVETAPKELAG), YOAOGTOGT), LENUEVT YOoAEPLOPivY

- (QAVKTOIVEG GTO GMLLOL 1) GTO GTOU, OTOAETIOT OEPUATOG, EEAVON A SEPHOTOC, EMDIVVT
gpLOpOTTA TOL HEPLOTOC, cOPapd €AV pe depOTIKO 01O A (CLUTEPIAQUPAVOUEVOVY TOV
TOAQUDV TOV YEPIDV KOl TOV TEAUATOV TV TOOLDV)

- avénuévn evaicdnoio 610 g Tov AL, kvidwon (eSavinquata), aénuévn epidpwon,
LETAPOAT GTO YPDOUA TOV OEPUATOG

- dvokoAia otV obpMon

- KOATIKT aptopparyiol, KOATIKOS EpEBIGHOG, amovaia 1) ETMIVVT EUUNVOS pUGT], LAGTOOVVI,
6€E0VOAIKT VIKAVOTNTO

- piyog, 10YK®OT TPOSHTOV, SUGYPOUATIGUOG TNG YADCGAG, dlya, dlaTapayn 0d0vTog

- EnpoeOaipuia

Avo@opd avemBOunNTOV EvepyEL®OV

Ed&v mapotmpnoete Kamoto avemBOunTn evEpyeLd, EVIUEPMDGTE TOV YIATPO, TOV POPLOKOTOLO 1] TOV
VOGOKOUO Gag. Autod oybet yio KaOe mhavn avemBountn eVEPYELD TOL OEV AVOPEPETAL GTO TAPOV
POAAO 001 YLDV ¥prionc. Mmopeite emiong va avaeépete avemBounteg evépyeleg amevdeiog Tov
€0viKoD GLOTILATOG AVAPOPAS TToV avaypdpetal 6to [apdpmua V.MEcw TG ovapopic
AVETOOUNTOV EVEPYEIDV pmopeite va Bondncete 6T GLALOYN TEPLGGOTEP®V TANPOPOPIDY CYETIKA
LE TNV 0CQAAELD TOV TOPOVTOG PAPLAKOL.

5. [og va guidooete To Temozolomide Accord

To @apupako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV dgV TO PAETOLY Kat dgv T0 POGvOLY Ta TOdLA,
KaTd TpoTipnomn o€ éva KAeWmpévo viovAdnt. H tuyaio katdmoon propet va givol Oavatneopa yio to
TOOLA.

Na pn gpnoiponoteite owtd 10 PAPHOKO PETE TNV NUepopnvia AENG Tov avapEPETOL GTNV
emonuavon kot 6to Kovti. H nuepounvia Aqéng etvat n) tedevtaio nuEPQ TOL UVO TOL OVUPEPETOL.

D1éAn

Mn gvAdcoete og Beppokpacia peyoivtepn tov 25°C.

Yvokevacio raing: DvAdccete oTNV apytkn ELOAN. Alatnpeite T ELAAN KOAG KAEIGHEVT Yo VO,
TPOCTAUTEVETOL OO TNV VYPAUGIO.

Dakeliokog

Mn gvAdocete og Beppokpacia peyoivtepn tov 25°C.
DvAdocete GTNV APYIKT] GLOKEVAGIA Y10 VO TPOGTATEVETAL OO TNV VYPAGIaL.
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Evnuepdote 10 @opuokonold oaug qv TopaTPGETE OTOONTOTE OALUYT GTNV EUPAVICT] TOV
Koyokiov.

Mnv metéite @APLAKO GTO VEPD TNG OTOYETELCNG 1] GTO OlKLAK(A amoppippata. Potote tov
(POPUOKOTOLO GOG YO TO MG VO TETAEETE TO PAPUAKO TTOV dEV YPNCLUOTOLELTE Tl AvTd T péTpa Ot
Bonbnoovv oty Tpoctacia Tov TePPaAiovToc.

6. Iepreydpeva g 6GVOKEVAGIAS KOL AOUTEG TANPOPOPiES
T nepréyer to Temozolomide Accord

H dpactikn ovoia eivon 1 tepoloropion.

Temozolomide Accord 5 mg hard capsules: KaOe kaydxkio tepiéyel S mg tepololopiong.
Temozolomide Accord 20 mg hard capsules: KaBe xoydxio nepiéyet 20 mg tepoloAopiong.
Temozolomide Accord 100 mg hard capsules: K&Be xaydxio nepiéyel 100 mg tepoloropiong.
Temozolomide Accord 140 mg hard capsules: K&Be xaydxio nepiéyel 140 mg tepoloropiong.
Temozolomide Accord 180 mg hard capsules: Ka0e xaydkio mepiéyel 180 mg tepololopiong.
Temozolomide Accord 250 mg hard capsules: Ka0e xaydkio mepiéyel 250 mg tepololopiong.

Ta dAlo cvotatikd givat:

mePLEYOUEVO KOWOKIOL:

dvudpn Aaktoln, KoALoeWEs avudpo 610Eeid10 Tov Tupitiov, dpvio KapPosvuedvimpévo vatplovyo
TOmov A, Tpuykd o0&V, oteatikd 0&D.

KEAMQOG KawyoKiov:

Temozolomide Accord 5 mg hard capsules: (ghativn, Titaviov d10&gidio (E171), odnpov oeido
kitpwvo (E172), wdwkokapuivio (E132), vepo.

Temozolomide Accord 20 mg hard capsules: {ehativn, Titaviov dto&eidio (E171), oidpov 0&gidio
kitpwo (E172), vepo.

Temozolomide Accord 100 mg hard capsules.: (ghativn, Titoviov d10&gidio (E171), cdnpov o&eidio
kokkwo (E172), vepd.

Temozolomide Accord 140 mg hard capsules: (glhotivn, Titaviov d10&gidto (E171), wdwokapuivio
(E132), vepo.

Temozolomide Accord 180 mg hard capsules: (glhativn, Titoviov d10&gidio (E171), oidnpov o&eidio
kitpwo (E172), cidnpov o&eidio kokkvo (E172), vepo.

Temozolomide Sandoz 250 mg hard capsules: (ghativn, Titaviov d10&eidio (E171), vepod.

pehdvi ektdTOONG:

KOppED AMAKKOG, TPOTLAEVOYAVKOAT, o1d1pov o&eidto péiav (E172) ko kokiov vdpoleidio.

Ep@avion tov Temozolomide Accord kot TEPLEYONEVO TG GVCKEVUGILOG

Ta oxAinpd kaydkio Temozolomide Accord tv 5 mg éxovv Aevkd OO, TPAGIVO TOUN KoL EPOVY
évtomn entypoen «TMZy» 610 Tope & «5» GTO GOU PE LOVPO HEAAVL.

Ta oxAnpd koydxio Temozolomide Accord twv 20 mg £xovv AevKO GO, KITPVO IO KoL GEPOVY
évtomn emypoen «TMZy» oto ndpa & «20» oto copa pe podpo perdvi.

Ta oxAnpd koydxio Temozolomide Accord tov 100 mg €xovv Agvkd Gdpa, pol TOWO KoL PEPOVY
évtomn entypoen «TMZy» oto nopo & «100» 610 GOUA PE LODPO LELAVL.

Ta oxinpd kaydxkio Temozolomide Accord twv 140 mg éyovv Aevkd OO, UTAE TOUO KOL PEPOVY
évtomn emypoen «TMZ» oto ndpa & «140» 610 GO e LovPO LEAGVL.

Ta oxAnpd koydxio Temozolomide Accord twv 180 mg £xovv AeVKO GO, KOGTUVOKOKKIVO TOLLOL
Kat pEpovv Evtumm entypapn «TMZ» oto mopo & «180» 610 o pe Pavpo HEAGVL.

Ta oxinpd kaydakio Temozolomide Accord twv 250 mg éyovv Aevkd OO, AEVKO TOUN KAl GEPOVY
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évtomn entypoen «TMZy» 610 nopo & «250» 6T0 GOUA LE LODPO LEAAVL.

Ta oxAnpd Koy Ko yopryobvTal GE KEXPIUTUPOYPMUES YOAAIVEG PLAAES Ol omoieg TepLEyovy 5 1 20
KO AKLOL.
Kabe xovti mepiéyet 1 prokidro.

Ta oxAnpd koydkio yopnyovvton 6€ aKeLicKo Tov meptéyetl 1 Kaydkio.
Kda0e xovti mepiéyetl 5 1 20 pokelickovg.

Mmropei va, un KoKAOPOPOLV OAEG Ol GLOKEVAGIES.
Katoyog Adsrag Kvkhoopiog ko IMopaockevastig
Katoyog Adsrag Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomovia

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym
OAMavdia

Accord Healthcare Single Member S.A.
64th Km National Road Athens,
Lamia, Schimatari, 32009, EALGSa

IMoa omoladnmote TANPOPOPIa. GYETIKA LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEIGTE VO
amevBouvbeite otov TomKo avimpdcwno Tov Katdyov g Adstog Kukhopopiag:

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.
Tel: +30 210 7488 821

To mapov evAro 0dNYIOV Yp1ioNg avabsopiOnke Yo TehevTaia @opd Tov 05/2025
Adreg TN YEG TANPOPOPLAOV

Agmtopepeic TANpopopieg yio To PappaKo avto gival dSabéciueg oto diktvako tomo Tov Evpomnaikon
Opyavicpot Gapudakmv (EMA) http:/www.ema.europa.eu/.
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