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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX
Temozolomide Accord 5 mg oxkAnpd Konydiia.

Temozolomide Accord 20 mg ckAnpd Koy aKio.

Temozolomide Accord 100 mg okAnpé Koydxio.

Temozolomide Accord 140 mg okAnpd Koydkia.

Temozolomide Accord 180 mg okAnpé Koydxio.

Temozolomide Accord 250 mg okAnpé Koydxio.

2. IMOIOTIKH KAI ITIOXOTIKH YYNOGEXH

Kabe orxchnpd koydkio mepiéyet 5 mg tepololopidn.

"Exdoyo pe yvootég dpdceis:
Kdabe orxinpd kaydkio tepiéyet 168 mg avodpng Aaktolng.

Kdabe orchnpd kaydxio mepiéyet 20 mg tepoloAoption.

"Exdoya pe yvootéc dpdoeic:
Kdabe orinpd koydkio mepiéyet 14,6 mg dvvdpng Aaktdlng.

Kdabe orinpd koydkio mepiéyet 100 mg tepoloropion.

"Exdoya pe yvootéc dpdoeic:
Kdabe orxchnpd kaydxio mepiéyet 73 mg dvodpng Aaxtolng.

Kdabe orcinpd koydkio mepiéyet 140 mg tepoloiopion.

"Exdoya pe yvootéc dpdoeic:
Kdabe orxinpd koydkio mepiéyet 102,2 mg avodpng Aaktolng.

Kdabe orxhnpd kayakio mepiéyel 180 mg tepoloropion.

"Exdoya pe yvootéc dpdoeic:
Kdabe orxhnpd kaydxio tepiéyet 131,4 mg dvodpng Aaxtolng.

Kdabe ordnpd koydkio mepiéyet 250 mg tepoloAopion.

"Exdoya pe yvootéc dpdoeic:
Kdabe orxinpd koydkio mepiéyet 182,5 mg avodpng Aaktolng.

Mo Tov T pn katdhoyo Twv exdoywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
5 mg oxAnpo kaydxio.

Ta oxdnpd koydkio Tov 5 mg gival Tpactve, / Aevkd okAnpd kayakia (edativig, Ta omoia épovy
Tonouéva To Stokpltikd « TMZ» 6to Thpa & «5» 6T0 GO,

Kdabe xaydxio givor mepimov 15 mm oe pnkoc.

20 mg oxAnpd Koydkio.



Ta oxdnpd koydkio Tov 5 mg gival kitdpva, / Aevkd okAnpd kayakio (eAativng, ta omoia eépovy
Tonouéva ta dtokpltikd « TMZy» oto toua & «20» 610 chpa.

Kabe xaydxio givar mepimov 11 mm oe pnkoc.
100 mg okAnpd Kayaklo.

Ta oxkAnpd koydxio tov 100 mg givar pol / Aevkd oxAnpd kaydxio (erativng, To oroia pépovy
Tonopéva o dtakpriikd « TMZy» oto topa & «100» 610 cmpua.

Kabe xaydxio givar mepimov 15 mm og pnkoc.
140 mg oxkAnpd Koydakio.

Ta oxkAnpd koydxia tov 140 mg sivar dtdpava umke / Agvkd okinpd kKoydkio (elotivng, ta omoia
@EpoLVV TVTTOUEVA Ta Stakpitikd « TMZy» oto tope & «140» 610 cmp0.

Kdabe xaydxio givar mepimov 19 mm oe pnkoc.
180 mg okAnpd Kayaklio.

Ta oxdnpd koydxkio Tov 180 mg gival kaotavd / Agvkd oxAnpd koydkia {ehativng, Ta omoio pépovv
Tonouéva Ta dtokpltikd « TMZ» oto topa & «180» cto copa.

Kdabe xaydxio givar mepinov 19 mm oe pnkoc.
250 mg oxkAnpd Kayaklio.

Ta oxdnpd koydkia Tov 250 mg gival Aevkd / Aevkd okAnpa koydiio (elativig, To omoio pépouvv
Tonouéva Ta dtokpltikd « TMZ» oto topa & «250» 6to copua.

Kdabe xaydxio givar mepinov 21 mm og pnkoc.

4. KAINIKEX TIAHPO®OPIEX

4.1 OepomevTiKég Evositelg

To Temozolomide Accord evdeikvotat yio T Ogpameio:

- EVIAIK®V 060EVOV UE VEOSLOYVOGUEVO TOADUOPPO YAOLOPAACTMN, GUYXOPTYOVLEVO LE
axtvobepaneio (RT) ko ot cvvéyeln w¢ povobepameia.

- TSIV NAKIOG TPUDV ETOV Kot dve, eprPav Kot eviMkaov aclevav pe kokondeg yrolmpa,
OT®G TOAVLOPPO YAOOPAACTOLO 1] OVATAAGTIKO ACTPOKVTMOA, TOV EUEAVILOVY VITOTPOT 1)
e€EMEN petd and kabiepouévn Beponeia.

4.2 Aocoloyia Ko TPOTOS YopYNoNS

To Temozolomide Accord npémet va Guvtayoypapeitol Lovo amd yorpong mov £X0VV EUELPI0 6TV
0YKOAOYIKT Bepameio OYK®V TOL EYKEPAAOV.

Mmropei va yopnyn0el avtiepetikn Ogpomeio (BA. mopdypago 4.4).

Aocoloyia

Evilixec aoleveic ue veodiayvwouévo molopoppo ylotofidctwuo.




To Temozolomide Accord yoprnyeitar o€ cuvévacud pe eotiokn aktivodepaneio (domn
oLYYopNYNoNs) akorlovBovuevn and £wg 6 Khklovg povobepamneiog pe tepolorouion (TMZ) (pdon
povobBepameiog).

Pdon ovyyopiynons
H TMZ yopnyeitot and 1o 6topa o€ d6om v 75 mg/m? tnv nuépa yia 42 nuéPeg GLYYOPTYOVLEVO LE
gotwokn axtwvobepaneio (60 Gy yopnyovueva ce 30 KAAGHOTA). AEV GUVICTMOVTOL LEIDGELG TNG dOCT|G,
aAAG M kaBvoTépnon 1N 0 TEPUOTIGHOG TNG YopnyNons s TMZ Ba mpénel va anopacileton
eBdopadiaing COLPOVAE e KPLTHPLOL ALLOTOAOYIKNG Kot N apatoloykig toSikotntoc. H yoprynon
g TMZ pmopei va cuveyiotel kaf’ 0An v mepiodo TV 42 Nuep@V TG TEPLOOOL GLYYOPNYNONS
(uéxp1 49 Nuépeg) €bv 1KavoTOloHVTOL OAEG Ol TOPAKAT® GLVOTKEG:

- omdlutog apduog ovdetepdpirov (ANC) > 1,5 x 1091

- op1Opdg Opouporvttapmv > 100 x 1091

- xowd kprrpla to&ikdtnrag (CTC) un apatoroykn toéikdtnta < Babpov 1 (extdc amd

oA®TEKIN, VOUTIO KOl ELETO).

Koazd m dubpreta g Bepamneiog pio yevikn eEétaon aipatog Oa tpémnet va mpoypatomoteitat
gpdopadiaing. H yopriynon mg TMZ 0a npénel va dokdnteTol Tpocmptvé 1 va tepuatiletot optoTikd
KaTd T S1EPKELD TG PACTG GLYYXOPNYNONS COLUPMOVA LLE TO KPLTAPLOL ALOTOAOYIKNG KOt LT
QPLOTOAOYIKNG ToEkdTN TG OTTwg onpetdveTat otov Iivaka 1.

[Tivoxog 1. Atokomn 1 TEPUATICUOC TNG Yopnynonc the TMZ kotd tnv towtdypovn yopynon
oktwobepaneiog kou TMZ

To&wotnTa Awxkormn TMZ* Teppatiopég TMZ
Amdlutoc apdudc ovdetepdeirov | > 0,5 ko < 1,5 x 10%/1 <0,5x10%/
Ap1Oudg opomeTaiov > 10 kar < 100 x 10°/1 <10 x 10%/I

CTC pn apororoykn to&wodmra | CTC BabBpog 2 CTC BaBpog3n 4
(ext0¢ a6 ahomeKia, vavTia,

£UETO)

*: H Bepaneia pe ovuyyopnyovpevn TMZ umopel va cuveyiotel 0tav 1Kavomolovvtal OAEG Ot
TOPOKATO GLVONKES: amdALTOC apdudg ovdeTepdPLmV > 1,5 x 10%/1, apdudg oponetariov >
100 x 1091, CTC pn arpororoyikn toécdtnto < Bapov 1 (extdc and ahonekio, vavtio,
élETO).

Daon puovobepameiog

Téooepig efdopades petd v okokApwon g edong cvyyopnynong TMZ + RT, n TMZ yopnyeitan
110, £0¢ 6 KOKAoLG povodepaneiog. H §6om otov Kukho 1 (uovodepomeia) ivar 150 mg/m? pia popd
v nuépa v S nuépeg axorovBovpevn amd 23 nuépeg yopig Oepameio. Xtnv apyn tov Kdxiov 2, 1
860 av&averon otadiaxd fog ta 200 mg/m? av n CTC pn oapotoroyiky tootto Yo tov Kokho 1
givar Babpov < 2 (extdc omd adwmmekio, vouTtio Kot EUETO), 0 amdAVTOg aptdudc ovdetepogpiimv (ANC)
gtvon > 1,5 x 1091 ko 0 aptOuog OpopBokvttapmv eivor > 100 x 10%1. Edv n 8601 dev owéndet
Babaio otov Kokdo 2, n khpdrkmon dev Ba mpénel va mpaypatomombei o HETAYEVEGTEPOVG
KOKAove. Aod mpaypatoromdei  Paduiaio adEnon g ddong, n ddon napapével oo 200 mg/m? Ty
NUEPT YO TIG TPATEG S NUEPES TOV KADE PETAYEVEGTEPOV KDKAOL EKTOC OV ELLPAVIOTEL TOEIKOTNTO.
Meihoelg Kot TeppoTiopol g 600mg Katd T dtdpkela g edong povobepaneiog Tpénet va
mpaypatorolovvtal copemva, pe toug Iivaxeg 2 ko 3.

Kotd m didprela g Oepameiog pio yevikn e€étaon aipatog 0o mpémnel va mpayuatormotgiton tny 22
Huépa (21 nuépeg petd tnv mpdtn 66om g TMZ). H 060om Ba mtpémet va petdvetat 1 ) xopnynomn va
teppatiletor coppova pe tov [Hivaka 3.

ITivaxag 2. Aocoroykd enineda tne TMZ yio povofepameio,

Aocoroyikd eminedo Adon (mg/m?*muépa) | Mapotnprceig

-1 100 Meiwon Ady® Tpoyevéotepn TOEIKOTNTOG

0 150 Adon katd ) Sudpkela tov Koukiov 1
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1 200 Adon katd tn ddprela tov Kokiaov 2-6 og
omovoia ToEIKOTNTG

[ivokog 3. Meiwon 1 tepuatiopndc e 06onc e TMZ xatd th dibipkelo tne povobepameiog

To&wodt Tl Meioon TMZ xotd 1 docoroykod Teppoatiopog TMZ
emingdo”

Amdlvtoc apdudc ovdetepdeiimv | < 1,0 x 1091 BA. voonueioon B

Ap1Buog Opouporvttdpov < 50 x 1091 BA. vroonueioon B

CTC pn aparoroyikn ToEwomta | CTC BaBudg 3 CTC BabOuog 4

(ext06 amd ahonekia, vavtia,

£UETO)

* Ta docoroyika enineda TMZ avagépovtor otov ivaka 2.

P: H TMZ Srakontetan 6v:

* 70 0060A0Y1KO emtinedo -1 (100 mg/m?) mpokaiei akdun pUn omodekTy TOEIKOTNTA

* 1 1010 BaBuov 3 un apatoroyikn to&ikdtnta (ektog amd oAmmeKia, vavtio, EUETO) enoveppavileTol
petd ) peioon g d6omng.

Evnlixec ko1 woudiozpixoi acsveic nhikioc 3 ety 1 usyoldtepol us vrotpomaloyv 1 eEeliaoougvo
KoxonOsc ylolwua:

"Evag koKAog Oepaneiog amoteAeitan amo 28 nuépeg. e aobeveig o1 omoiot dev Exovv AaPel TaAadTEPQ
ymuerodepamneio, 1 TMZ yopnyeitan amd to otoUe o€ ddon 200 mg/m? pio popd TV Nuépa yia Tic 5
TPMOTEG NUEPES Kal akoAovBel pia Staxomn tng Bepameiag yio 23 nuépeg (cuvoro 28 Nuépeg). Xe
acOeveic mov &yovv AdPel makardtepa ynuetodepansio,  apykn ddon eivar 150 mg/m? pio popd v
Nuépa ko avédvetar 6tov devtepo KukAo o 200 Mg/m? pia popd v nuépa, Yo 5 Nuépeg edv dev
epupavictel opatoroyky to&ikotra (PA. Tapdypoeo 4.4).

Eidixoi wlnBoouoi

Houdiatpixog winBoouog

e aobeveic nhikiag 3 etdv N peyaddtepovg, 1 TMZ mpémel va ypnGILOTOLEITAL LOVO GE VTTOTPOTLALoV
N oe eEehoodpevo kakoneg Yhoiopo. H eumeipia o avtd ta mondid eivan moAd mepropiopévn (PA.
mapoypaeovg 4.4 kot 5.1). H acpdiela kot n anotedespatikotta g TMZ g modid nAikiog kdtw
TV 3 €T@V dev Erovv TeKunpLmbel. Aev vtapyovv dtobéoipa dedopéva

Aobeveis ue nratikn n veppikn Sveleitovpyio,

H goppokokivntikny e TMZ ftav cuykpioun o€ acbeveic pe uolohoyikn NToTikn) Acttovpyio Kot
o€ eketvoug pe N N péTpro Nratiky] SuoAeitovpyia. Agv vdpyovv dabécipa ototyeio yio ™)
yopnynon g TMZ c¢ acbeveic pe cofapn nrotikn dvsiertovpyia (Child's Class C) 1} ue veppikn
dvodettovpyio. Me Baomn TIG QOPUAKOKIVITIKES 1010TNTEC TS TMZ, dev givar mbavov va amartodvton
HEIMGELS TG 000N ¢ o€ aobeveig pe coPapn nratikn ducAettovpyio 1 omolovdnmote Pabuov veppikn
dvodettovpyia. Qoto6G0, anarteiton Tpocoyn 6tav 1 TMZ yopryeital oe awtovg Tovg acheveic.

Hlriouévor aobsveic
Me Baon pio tAnfvoutaxy QapuokoKivnTiky avaivon o acbeveic niikiog 19-78 etdv, n kabapon
g TMZ dev emnpedletat amd tnv nikio. Qotdco, ot nMkiepuévol acbeveic (nAkiog > 70 etmv)

potafovv va dtatpéyovv avénuévo kivouvo ovdeteponeviag kot Opoppomeviag (PA. mapdypapo 4.4).

Tpomog yopynong

To Temozolomide Accord Bo tpémel va yopnyeitol o€ KOTAGTHOT VIOTEING.



Ta Koydkio TpEmeL va, KOTAmivovTol OAOKAN PO LE £VO TOTHPL VEPO Kot deV TPETEL VOL AVOLyovToL 1] VoL
LOCMVTOL.

Edv onueimBel épetog apov yopnynbei n 666m, dev Ba mpémet va xopnynOel o dedtepn doom ekeivn
™mv nuépa.

4.3 Avtevoeitag

YrepevoioOnoio 6t dpactiky) ovcia 1) 6€ KATOwo and To EKG0Y0 TOV AVUPEPOVTUL GTNV TOPAYPUPO
6.1.

YrepevaioOnoia o dakappalivn (DTIC).
Yofapn pverokataotorn (PA. Topdypapo 4.4).
4.4 E10wkéc mpogidomon)oelg Kol Tpo@urdiels katd T ypfion

Evkaipioxéc Lowwaweic ko emavevepyomoinon Lowuwlewy

Evkaprokég hotpuméelg (0mmg mvevpovio amd Pneumocystis jirovecii) kot exavevepyomoinon
rowméewv (0nog HBV, CMV) &yovv mapatnpnbei kot ™ dudpkeia Ogpaneiog pe TMZ (BA.
noapaypago 4.8).

Ilvevuovio aré Pneumocystis jirovecii

Aocbeveig mov éhaPav cvyyopnynon TMZ kot RT og pia mAotik] SOKIUN Y10 TO TOPATETAUEVO
TPOYPOUUE 42 MUEPDV QAVIKAY VO SLOTPEXOLV 1010{TEPO KIVOUVO Yo VO avamTdEOVY TVELUOVIE, OTd
Pneumocystis jirovecii (PCP). Zvvenmg, amorteitar mpo@Oraén evavtio, otnv PCP yio dlovg toug
acBeveic mov Aappdvovy cuyyoprynon TMZ kot RT ywa to oyiua 42 nuepdv (ue éva péyioto 49
nuep®V) ave&aptnta amd Tov aplud tov Aeppokvttapmv. Edv eppaviotel Aepponevia, Oa mpénet va
ouveyiocovy TV TPOEVAAEN LEXPL TNV LITOYDPT oM TS Aepponeviog o Pabud < 1.

Mrmnopel va vrap&et peyorvtepn eppdvion g PCP 6tav n TMZ yopnyn0et oe peyaldtepng dipketog
8060A0Y1KO oyfua. QotdG60, 6Xot o1 acbeveic Tov Aaupavovy TMZ, g1dtkdtepa o1 acbeveic mov
Aappavovy otepoetdn, Oa tpénet va mapakorlovBovvtar otevd yio v avamtuén PCP, aveEdptnrta amod
t0 oynuo. epmtdoelg avanvenoTikg avemapKelag pe potpaio Katdanén éxovv avapepbei oe
acOeveic mov ypnoomotovy TMZ, dwaitepa o€ cuvdvacuod pe degopedacdvn 1 GAha GTEPOELDT.

HBV

"Eyetl avagepbei emavevepyomoinon nrotitidag mov ogeiletar otov 16 ¢ nratitidac B (HBV), o¢
OPIOUEVES TEPUTTMOELS e ATOTEAEGHA TO Bdvato. Oa mpénet va {nteiton 1 yvodun EW0IKOV G€ VOGO TOL
nnatog mpw and v évapén Bepanciog oe acbeveig pe Betikn oporoyikn dokipacio nratitidog B
(cvumepriopPovorévmv Kot autav pe evepyo voco). Katd tn didpkela tng Oepaneiag, ot acbeveic Oa
TPENEL VO, TOPOKOAOLOOVVTAL KOl VO OVTIHETOTILOVTOL KOTAAANACL.

Hrototo&ikdnra

BAdaPec tov Nratog cvumepthappavopévng Bavatneopag NIaTIKNG AVETAPKELNG, X0V avapepbel o
acOeveic mov Oepamedovrorl pe TMZ ( PAéne mopdypao 4.8). AoKipacie Tng NIaTiKAg AetTovpyiog
0o Tpémetl va TparypatomotovvTon TPy amd v Evapén g Oepameiag. Edv dev givarl puotoroyikég, ot
wTpot Ba Tpémel va ekTiunoovy To Adyo 6pelog/ Kivouvo Ttpv amd v Evapén g TMZ
ocopmepthapfavopévng tng mhovotntog Yo Bavammedpa nrotiky avendpkeld. [ acbeveic mov
Bpiokovton og Oepaneio 42 nuep®V o1 EETACELS Y10 TN AETOLPYiN TOL NToToC Oo TPEmel va
gmovolouBavovtol 6To PEGO TG SIAPKELNG 0L TOV Tov KUKAOL Oepameiag. o 6A0VG Tovg 0iobeveig,
€leyyot yio T Agttovpyia Tov NTaTtog B TPEMEL Vo TPAyHLOTOTO10HVTOL PETH 0O TO TEAOG KAOE
KOKAov Oepameiog. o Tovg acheveic e oNUOVTIKEG avmUOMEC TNG AELTOVPYING TOL NTTOTOC, Ol 1 TPOL
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Oo Tpémel va eKTIHOVV TN oXEGM TOL AOYOL 0QENOG/Kivouvog e cuveylopuevng Bepaneiog. H
To&IKOTNTA 6TO NIap Hopel va, cupPel apketég efdoUddec | TEPIOCOTEPO UETA TNV TEAELTOLN
Oepamneio pe v tEpOloAOUION.

Epmntikn unviyyogyke@oAitido

€ TEPICTOTIKG TOV EUPAVIGTNKAY LETA T XOPNYNOT TNG AOEL0G KUKAOPOPING, EPTNTIKN
punviyyoeykepaAitida (cvunepiiappavopévov Bavatnedpov TEPIGTATIKMOV) TapatnpiOnkKe oe
acBeveic mov akoAovdncav aywyr tepoloropidng ce cuvdvacud pe axtvobepaneio,
GUUTEPTAAUPAVOUEV®VY TIEPITTMOGENDY AGHEVDOV GTOLG OTTOToVE YOPNYNONKAY TAVTOXPOVIOS GTEPOELD).

Koakonfeieg

[epmtmoelg LLELOSLOTAUCTIKOD GUVIPOUOD KOl SEVTEPOYEVMV KakonOeIdV, cuUTEPIAAUPOVOLEVNG
NG HVEAOYEVODG Aguyoupiag, £xovv emiong avaeepbel ToAD omdvia (BA. mapdypaeo 4.8).

Avtiepetikn aymyn:

H voawrtio kot o épetog cvoyetiCovtor Tolv cuyva pe v TMZ.
Mmopei va yopnyeital OVTIEUETIKN ay®YN TPV 1 LETA TN Yopynomn g TMZ.

Aaobsveic ue veooiayvawouévo morouoppo ylorofldotwuo.:

AVTIELETIKN TPOPVAAEN GUVIGTATOL TPV TNV OPYIKT 600T TNG PACNG GLYXOPNYNOTG KOl GUVIGTATOL
évtova katd tn ddpkela g edong povobepamneiog.

Aobeveic ue vrotpomalov 1 elelicoducvo kaxonbsc yroiwua:

Ot acBeveic mov gppdvicay coPapd (3ov 1 4ov Babuov) éueto og mponyodevovg kukhovg Bepameiog
umopei va ypetacBolv avtiepetikn Oepamneio.

Epyootnprokéc Ttapduetpot

Acbeveic Tov éyovv AdPet Oepaneio pe TMZ umopel vor eupavicouy HOEAOKOTOGTOAN,
GUUTEPIAOUPOVOLEVTG TNG TAPATETOUEVTG TOVKVTTOPOTEVIOG, 1 OTTOi0L UTOPEL VoL 0O YNOEL OE
OTAOCTIKT] OVOILLQL, 1) OTTOI0L GE OPICUEVES TEPUTTMGCELG £XEL 00NYNOEL GE HOLPai0 KATAANEN. Xe OPIGUEVECS
TEPITTMCELG, 1] TAVTOYPOVN £KOECT] GE PUPLOKEVTIKG TPOIOVTA TOL TYXETILOVTOL LE TNV OTANCTIKN
avopio, cvumepiapfovouévng tng kapPoualenivng, TG avuToivng Kot Tng
covipapefo&alding/tpiuebompiung, tepumdéel v a&oidynon. Ilpwv ) yopnynon, tpénetl va
KAVOTO100VTOL O TaPOKAT® epyacTnplokég mapdpuetpot: ANC > 1,5 X 1091 kou ap1Opdg
apometoiiov > 100 x 10%1. Tpéret va mpoypotomoteiton yevikh e€étaon aipatog v 22n Huépa (21
NUEPEG LETE TNV TPp®TN 860™) N €VTOGC 48 wpdv amd ekelvn TV Nuépa kot kibe efdopdda puéypig 6Tov
ANC > 1,5 x 1091 kar ap1Oudg aponetoriov > 100 x 10%1. Edv o ANC pewwbei o < 1,0 x 10%1 1 o
ap10uoc arpomeTariov etvor < 50 x 10%/1 kot T d1dpkeia 0mo10VIATOTE KOKAOV, 0 ETOUEVOS KOKAOG
Oepaneiog O mpémel va peimbel katd éva docoloyikd eninedo (PA. mapdypapo 4.2). Ta docoroyikd
enineda mepthapBévovy 100 mg/m?, 150 mg/m? ko1 200 mg/m?. H yapunAdtepn cuvictdpevn d6on
gtvon 100 mg/m?,

Toudrorpikdc TAndvoude

Agv vapyet kKAwvikn epmelpia amd ™ ypnon g TMZ oe maudid nikiog kéto tov 3 etdv. H gumeipio
o€ HeyaALTEPA TAOLA Kol pPovg tvarl ToAd weplopiopévn (BA. Tapaypdeovg 4.2 kor 5.1).

Hlqouévor acsfeveic (nhxiac > 70 etov)




O nMkiopévol acBeveig eaivetor va dtatpéyovyv avénuévo kivovvo ovdetepomeviag kot Opoufomreviag,
o€ oLYKPLoT e TovG vedtepoug acbeveic. IV avtd 1 TMZ Ba mpémet va yopmyeiton e 1dtaitepm
TPOCOYN 6€ NAKIOUEVOLS 0GOEVELS.

T'uvaikeg oobeveic

O1 yuvaikeg mov gival 6€ avomapayyikn nAtkio 0o TpEReL Vo YPTGILOTOI00V OTOTEAEGLOTIK
AVTIGOAAN Y] Y10 TV ATOPLYT EYKVUOGUVNG EVOS® Aappdvovy TMZ kat yio TovAGyletov 6 piveg
petd and v oAokAnpmon g Bepamneiog.

Appevec acheveic

®a TPETEL VO, GLGTAVETAL GTOVG (VOPEC TOV AapPdvouy Bepameia pe TMZ va pnv teKvomocouvy yio
TOVAGYIGTOV 3 pMVEG UETE T AMym TG TeAevTaiog 060G Kot va avainTioovy cupBovin yia
cuvtipnon onépuatog o€ Pabid katdyvén mpwv and ) Oepaneia (BA. mapdypao 4.6).

Aoaxtéln

AvT106 T0 POpROKEVTIKO TTPOTIOV TEPLEYEL AakTOlN. AcBeveis e omdvio KAnpovouikd tpofAnuoto
dvoave&iog otn YohakToln, EAAEIYNG OMKNG AOKTAGNC 1} duGamoppOPN oG YAVKO!NG-YohakTolng dev
0o Tpémel va Aapfavouv avtd T0 PApUaKO.

Ndrtpo
To edpuaxo avtd mepiéxel Aydtepo amnd 1 mmol vatpiov (23 mg) avé kaydkio, ival avtd Tov
ovopdlovpe «erebBepo vatpiovy.

4.5 AMMAETMOPAOELS PHE GALD QUPUUKEVTIKG TPOTOVTO KUl GALES pOPPEG alinAeniopaong

e pio Eeyoplot) pedétn edong I, n svyyoprynon tg TMZ pe pavitidivn dev odnynoe o HETOPOALS
oV éktacn ¢ aroppodenone ¢ TMZ 1 oty ékbeom otov evepyd petafoAritn g,
povopeduitpralevoindalorokapPoapido (MTIC).

H yopnynon g TMZ pe tpoen gixe oc amotéheopa pia peiwon katd 33 % tg Cmax Kot kotd 9 % tov
guPadod katw amd v kaumdAn (AUC).

KaBdg dev propel va anokierotel 0Tt 1 petaforn otn Cmax Etvor KAMVIKA onpavTikiy, T0
Temozolomide Accord Ba mpémet va yopnyeitat xopig cuvodsio TpoPng.

Me Baon pio minBuopiaxy avalvon eopUakoKvNTIKNG o€ dokipuég edong 11, n cuyyopnynon
de&apebalovne, mpoyroprepalivie, eovutoivig, KapPoapalenivng, ovoaveeTpdvng, avIaymvIcTOV
v Ho vmodoyéwv 1 pawvoPfopfrrding dev petéfode v kdbapon e TMZ. H cuyyopfiynon ue
BaAmpoikd 0&D cuoyeTioTNKE He PIKPT OAAG GTATIGTIKA OCNUAVTIKT ueimon ¢ kdBapong e TMZ.

Agv &ovv de€ayOel pekéteg yio va dlevkpviotei 1 enidpaon g TMZ oto petaforioud 1 oty
amofoAn GAA®V opUAKEVTIKGOV TTpoidvTimv. [Tap’ dda avtd, kabmg n TMZ dev vopictatol NTaTikd
HETAPOAMGUO KOt EMOEIKVOEL YOUNAT TPOGIEDT] LE TIG TPWOTEIVEG, OeV glvar THAVO va EXNPeACEL TV
(QOPUOKOKIVITIKT] GAA®DV QOPUAKELTIKGOV TPoidvImV (PA. mapdypapo 5.2).

H yprion ¢ TMZ og cuvdvacud pe GAAOLG LVEAOKATUCTOATIKOVS TAPAYOVTEG UTOPEL VO AVENGEL TNV
TOOVOTNTO LVEAOKATOGTOANG.

Toudrozpikdc TANOvoude

Meléteg aANAETIOPACEDY EYOVV TPAYLOTOTTOOEL LOVO GE EVAAIKEC.
4.6 LCovipoétnTe kKimon ko yorovyio

IMuvaikec og avomopay®yKn nAKio




Ot yuvaikec mov lval 6€ avamapayytkn nAKio 0o TpETEL Vo ¥P1GLLLOTOI0VV OTOTEAEGLOTIKN
AVTIGOAANYT] Y10, TNV OTOPLYT EYKVHOGVVNG EVOS® Aappdvouy TMZ kot yio TODAGYIGTOV 6 UAVES
peTd amd TV oAokANpmon g Bepameiag.

Kvnon

Agv vidpyovv otoryelo 6 £YKVES YOVOIKEG. L€ TPOKAVIKEG LEAETES GE ALPOVPOIOVS KOl KOUVEALL TTOV
Ehapav 6o 150 mg/m?, koatadeiytnke Tepatoyéveon kav to&ikotta ota Euppoa (BA. Tapdypapo
5.3). To Temozolomide Accord dev Bo, Tpémet va yopnyeitat o€ £ykveg yovaikes. Eqv n yprion katd
TNV €YKuUocVVN TPETEL va Te0El VIO oKéYT, 1 acBevig Ba TPETEL VO EVIUEPDVETAL Y10 TOV SLUVNTIKO
kivduvo yia 1o Euppuo.

Oniooudg

Agv givonl yvoot6 ebv 1 TMZ amofdiietal 6to untpikd yélo, cuvendc o OnAacuog Bo tpémet va
dwokonteTol evocm Aapfavetal Oepaneio pe TMZ.

Toviudtnta appévev

H TMZ umopei va €xel yovoto&ikég emdpdoeic. I'ia to Adyo avtd, Oa mpémel vo GUGTNVETAL GTOVG
dvopec mov Aappdvovv Bepameia pe avt vo Qapprofovy ATOTEAEGUATIKA LETPOL OVTIGOAAYNG Kot VoL
UV TEKVOTOINGOLV Y10l TOLAGYLIGTOV 3 UNVEG LETA TN ANY™ TNG TEAEvTaing dOOTG Kol Vo avalnToovy
oLUPBoVAN Yo GLUVTHPNOT GTTEPUATOG G€ Pabid Katdyvén Tpv amod ) Bepaneio Aoy ¢ mbavotrag
va onpewmdel un avaotpéyun PAEPN tng yovipotntog e€attiog tng Oepaneiog pe mv TMZ.

4.7 Emopaceis 6ty IKavoTnTo 00171161G KUl YELPLEROD PNy OvVAOY

H TMZ éyet pikpn enidpoor oty kavoTnTa 0d1ynong Kot XEPIGUOL UNYavay AdYm KOTOGoNG Kot
vvniiog (PA. Topdypago 4.8).

4.8 AvemOOunTeg evépyereg

[IepiAnyn 1oV TPOQIA 0GOAAELOG

Eumneipia omd khvicéc dokuéc

e aobeveic mov Ehapav Oepaneia pe TMZ o€ KAVIKEG SOKIUES, Ol TO GUYVEC OVETIOVUNTEG EVEPYELES
ntov vavtia, EReTog, duokothotnta, avopetio, keparalyia, KOT®oN, ornacuol kot eEavonua. Ot
TEPLOCOTEPESG QUUOTOLOYIKEG avemIOOUNTEC avTIdpdoelg avapépnkay cuyva. H cuyvdtnta
gpyootnplokdv evpnudtov Baduobd 3-4 mopovcialeton petd tov [ivaxa 4. e acbeveig pe
vrotpomdlov N o€ eEEMEN YAolwpa, 1 vavtio (43 %) kot o épetog (36 %) ftav cuvifog Babuod 11
2 (0 — 5 enero6d10 gpéTov og 24 dpeg) Kot NTov gite avToneplopllOEVES €iTE EDKOAN EAEYYOLEVEG E
v kabepopévn aviiepetikn Oepomeio. H cuyvomta epedviong cofopng vautiog Kot ELETOL NTAV

4 %.

Koatdhoyog o€ popen mivaka tov ovembountov evepyeidv

O1 avemBduntec evépyeleg Tov mapatnPENONKAY 6€ KAVIKEG HEAETEC Kot avapépOnKay Katd tn xpron
g TMZ petd v kukhogopia mapatiBeviar otov [livaka 4. Avtég ol avemBounteg evépyeleg
Katnyoplomotovvtol cOpewva pe v Katnyopia Opydvov Zvotipotog kot m cvyvotnta. Ot

KT Yopieg cuyvotntag eupaviong opiCovrol couemva pe tv akolovdn copupacn: IoAd cuyvéic (>
1/10), Zvyvég (= 1/100 g < 1/10), Oy osuyvég (= 1/1.000 €mg < 1/100), Zmdvieg (=1/10.000 £mg
<1/1.000), IToAd ordvieg (<1/10.000), Mn yvootéc (dev umopovv va extiunovv pe fdor ta dtubéoia
dedopéva). Evtog kabe kommyopiog cuyvotntog EUQPAVIoNS, Ol avemOOUNTEG eVEPYELES TapaTifevTan
katd eBivovoa celpd coPapotnToc.




Hivaxag 4. AvemiOounres evépyeies oe aobeveic mov Elafov tepuoloiouion

AOLAEELS KOl TOPUCLTOGCELS

Yuyvég: Aowaéeig, épmng Lootipag,
QopLyyiTda®, KAVIVTIONGT TOL GTOUATOG
Oyt ouyvéc: Evkaiproxn Lolpmén

(ovumeprappavouévng g PCP),
onyorpio, epmnTiky
pnviyyoeykepaiitidal, Aoipmén amd
KutTapopeyaroié (CMV),
enovevepyonoinomn Aoipméng Tov
KutTapopeyoaroiod (CMV), 166 g
nrotitidag BY, épang amhdg,
enovevepyonoinomn Aoipméng, Aoipnmén
TpavUOTOC, YooTpeviepitida’

Neomhdopara karon0n, kako}0n ko pn kebopropéva

Oy ovyvéc:

Mvglodvemhaotiké cuvdpopo (MDS),
devtepoyevelg kokoneleg
GUUTEPTAAUPOVOUEVIG TNG LVEAOYEVOVG
Aevyopiog

AwTopoy£S TOV GLUOTOLTIKOV KOl TOV AEPPLKOD CVGTINOTOS

Yuyvég: Eumopet ovdetepomevia, ovdeteponevia,
OpopPomevia, Aeppomnevia, Aevkonevia,
avopio

Oy ovyvéc: [MopateTapévn TovKLTTUPOTEVIAL,

amhactikn avoupio!, Tavkuttaponevia,
TMETEYELEG

AwTapoy£S TOV GVOGOTOUTIKOD GUCTIATOG

Xuyvéc:

Alepyucn avtidpaon

Oyt ovyvéc:

Avaevro&io

AlTapayés TOL EVOOKPIVIKOD GUGTINOTOS

Suyvéc: YHvopoo TPocooldlov e To GUVOPOUO
Cushing’

Oyt ovyvéc: Amotog drafnng

Awtapayéc Tov petafoiopov kKot g Opéyng

[ToA cuyvéc: Avopeéia

Xuyvec: Yrepyloxopio

Oyt ovyvéc: YroxaAopio, GAKOAKY QOGEATAON

ovEnpévn

Yoyuatpkég dwotapayés

Yuyvég: Aéyepon, apvnoia, KoTaOAw, dyyog,
GOyyvon, abmvio
Oy ovyvéc: Alotapoyn COUTEPLPOPAC,

ocuvatsOnpoTikn aotdbeia, yevdaictnon,
andfeln

AwTapay£s TOL VEVPIKOY GUGTIOTOS

[ToAv cuyvéc:

Yrocpol, nurdpeo, apocio/dvcpacia,
KEPOAOAYiOL
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Hivaxag 4. AvemiOounres evépyeies oe aobeveic mov Elafov tepuoloiouion

Xuyvéc:

Artadia, datapoyn 1woppomiag,
SdloTapayn vomong, otatapoyn
GUYKEVTIPMOT|G, LELOUEVT] GLVEION O,
CaAn, vroucOnola, emnpeacuévn LN,
vevpoLoyiky Statapoym, vevpomddeial,
mapoicOnoio, vrvniio, dStatapayn Adyov,
dlatapoayn g Yevong, TpOLOG

Oy ovyvéc:

EmiAnmtkn xoatdotaon (Status
epilepticus), nuninyia, eEomopoudikn
Swtapayn, Topoopic, Padicua un
QLGOA0YIKO, VITepatcOnaia, dtatapoyr
160N TIKOTNTAG, 1] PUGLOAOYIKOG
GUVTOVIGHOG

O0p0aipikég watapoyég

Yuyvég: Huwavowyia, 0paon Oapmn, dtotapayn
opoong’, EAMAELLIO 0TO OTTTIKA TtEdia,
Sumhomia, TOVOC ToV 0POUALLOD

Oyt ouyvéc: Ontikn o&0NTO pEtmpévn, EnpoeBaipio

Awtapayés Tov @TOS Kot Tov Aafupiviov

Yuyvég:

Kopmon®, ikyyog, epBoéc, mtakyian

Oyt ouyvéc:

"Exntoon g akovotikng o&btnrag,
VIEPOKOTN, UEGT] OTITION,

Kopowakéc dwatapayég

Oyt ovyvéc: AloOnpo ToApmv

Ayyelokég dwatapayés

Yuyvég: Awoppayia, Tvevpovikn eUPorn, v T
Babet pAefikn OpduPwon, véptaon

Oy ovyvéc: Eykepohikn apoppayio, aevidlo

gpvOnua, eEavelg

AWTOpayES TOV GVUTVEVOTIKOD GLUCTILOTOG, TOV ODPUK KO TOV HEGOOMPAKLOV

Suyvéc: [Tvevpovia, dbomvola, KOATITION,
Bpoyyitida, Prixoc, Aoipwén avdtepov
OVOTVELGTIKOD GUGTNLOTOG

Oy ovyvéc: Avanvevotiky avendpkeia’, Sidpeon

TVELUOVITIOO/TTVELLOVITION, TVEVLOVIKT
tvoon, pvikr cupedpnon

AWTOpayES TOV YOGTPEVTEPLKOD

[ToAd Guyvéc: Algppota, SuGKOIMATNTA, VALTIO, EUETOC

Suyvéc: Sropatitido, kothokd dryoc?, dvoneyia,
dvopayio

Oy ovyvéc: Aldtaon g KotMag, akpdretla

KOTPOV@V, SLTOPYT TOV
YOGTPEVTEPIKOV, OLLOPPOTOES,
Enpootopia

AW TapoyéS TOV NTOTOS KUl TOV JOANQOp®V

Oy ovyvéc:

Hrotuc] avendpkelo, kdkoon Tov
Nratog, nratitda, YoAdcTUC,
vepyoAEPLOpIVOLULiG

AlaTapayés ToOv OEPRATOS KOL TOV VITOOOPLOV 16TOV

[ToA cuyvéc:

| EEavOnua, alonekio
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Hivaxag 4. AvemiOounres evépyeies oe aobeveic mov Elafov tepuoloiouion

Xuyvéc:

Eptbnpo, Enpodeppia, kvnopds

Oy ovyvéc:

To&kn emdeppixn vekpoOALGT, GOVOPOLO
Stevens Johnson, ayygiooidnua,
TOAVLOPPO €pVON U, epvBpodeppia,
ATOPOAId®ON dEPUATOG, AVTIOPUCT) OO
potogvaictneia, kvidmon, edvonua,
depuatitido, pidpwon avEnueévn, un
(OUGLOAOYIKT HEAGYYP®ON

Mn yvooTtég:

DopUOKEVTIKT OVTIOPOOT] UE
NOCWOPIMO KOl GUGTILOTIKA
ovuntduata (DRESS)

AWTapayés TOV PVOCKEAETIKOD GVGTILOTOS KUL TOV G

DVOETIKOV 16TOV

Xuyvéc:

MvondBeio, poikn advvapio, apbpaiyia,
0GQLOAYIO, LVOCKEAETIKOG TTOVOG,
Uoodyio

AWTOpayES TOV VEQPAV KOL TOV 0VPOPOP®V 00OV

Xuyvég:

Yvyvooupia, akpdTeln 00pmV

Oy ovyvéc:

Avcovpia

AW TOpayES TOV AVATAPAYOYIKOD GUCTILOTOS KOL TOV LAGTOV

Oyt ouyvéc:

KoAmwn awpoppayia, pumvoppayia,
aUNVOPPOLO, KOATITION, LOGTOOLVIO,
avikavodtTo

I'evikég draTapoyis KO KATAOTAGELS TNG 0000 yopiynong

[ToAd Guyvéc: Koénmwon

Yuyvég: [Mvpetdg, cvumtdpaTo YPIIddovg
ouvopouns, eEacBévion, aicOnpa
Kakovyiag, GAyoc, oidnua, oionua
TEPLPEPIKO'

Oyt ovyvéc: Koatdotaon emdevmbeica, piyn, oidnpa

TPOCHTOV, SVCYPOUOTIGHOG TNG
YADGGOG, dlya, dloTapoyn 000VTOg

Hopaxivikég e€etdoelg

Xuyvéc: AvENoN NroTik@v eviOpmVE, couaTikd
Bapog peiwpévo, copatikd Papog
avénuévo

Oyt cuyvéc: Y-YAouTOULATPAVGEEPGON aLENUEVN

Kok®osgig, onintnplacelg Kot Emmrlokég 0gpamevTIiKOV YEIPLEUOV

Xuyvéc:

‘ Kéxoon and axtvoBoria®
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Hivaxag 4. AvemiOounres evépyeies oe aobeveic mov Elafov tepuoloiouion
¢ [Teprhapfaverl v eoapuyyitida, TNV pvoQapuyyitda, TNV eapLyYiTdo amd XTPENTOKOKKO

P TIeplopBéver TNy yaosTpevtepitida, THV 10YEVT] YAGTPEVTEPITISN

" TlephapPdver To ohvdpopo mpocopotdlov pe to civopopo Cushing, To cvvépopo Cushing

3 [lepilopBéver T vevpomddeio, THV TEPIPEPIKT VEVPOTAOELDL, TNV TOAVVEVPOTAOELDL, TV
TEPLPEPIKT aaONTIKN VEVPOTADEL, TNV TEPLPEPIKT] KIVNTIKT VEVPOTADELL

¢ [lepthopPavetl v exnpeacpévrn 6pac, TV oPOoiuKn dtotapayn

¢ MephapPaver ThY KOEMOT, THY GUPOTEPOTAELPT KOG®OGT, TV VELPOMLGINTHPLO KOPMOGT], TNV
ETEPOTAEVPT] KOPWOOT)

" Tepthopfavel Tnv otodyia, Tnv Sueeopia ToV MTOG

% TIeplopBéver To Kotakod dAyoc, To dAyog KaT® KOMOKNAG YDPOG, TO GAYOG Ve KOIMAKNG YMDPAC,
TNV KOWMOKY| dvcpopia

 TlepthapPavet to mepipeptkd oidnua, TNV TEPUPEPIKT SOYKMOOT)

“ Iepriapfavel v dokipocio NTatikng Aertovpylog avEnuévn, TV AULVOTPAVOPEPIOT) TG
alavivng avEnuévn, TV 0oTAPTIKY OULVOTPUVOPEPACT] AVENUEVT], Ta NTaTKA Eviupa avEnuéva
* Tleploppaver Ty kdxoon omd axtivoBolio, Tnv Kikmon dépuatog and akTivoPfoliio

T IeplopBaver eprototikg pe Oavatneopo ékfacn

Neodiayvawouévo mrolduoppo yioroflaotwuc

Epyaotnpiaxa aroreAéouaro,

[oapatpnnke poedokatactorrn (ovdeteponevia kot Opopponevia), n omoia gival YvooT TOEIKOTNTA
TEPLOPIOTIKT TG 0OGNG Y10 TOVG TEPLOGOTEPOVS KVTTOPOTOEIKOVS TAPAYOVTES, TEPIAAUPOAVOUEVIG TNG
TMZ. Otov un QUGIOAOYIKES EPYOCTNPLOKES TIUEG KOl AVETIOOUNTEC EVEPYEIEC GLVOVACTNKAY KUTA TN
dibpketa g PAcng cLYXOPNYNONS Kat TG paomg povobepamneiog, mopatnpndnkav oto 8 % twv
aclevov dtatapayég v ovdeTepoPAwv Babuot 3 1 Babpov 4 mov nepieddpupavoy
ovdetepomevikdaovufauato. @popporvtrapikég dtatapoyés Babuov 3 1 Babuov 4, wov
nepledufovay Opopfomevikacoupauata, tapatnpnnkav oto 14 % tov acbevav mov érafav TMZ.

Yrotpormialov 1 eleliooousvo kaxonbsc yloiwua

Y& KAMVIKEG OOKIUES, OL GLYVOTEPO ELPAVICOIEVES AVETIOVUNTEG EVEPYELEG, TOV GLGYETILOVTAV UE TNV
Oepomeio, Mtav yaotpeviepkés droTopayés, edkotepa vavtia (43 %) kot £petog (36 %). Ot
avemvuNTeS VTEG AVTIOPAGELG NNTay cLVHOE 1ov 1 20V Babduov (0-5 mepiotatikd epétov os 24
mpeG) Kot Tav eite avtomeploptllOpeveg 1 €0KOAO EAEYYOLEVEG LE TN VIO avTiepeTikn Oepameio. H
oLYVOTNTA EULPAVIONG GoPapng vavTtiog Kot epéTov NTav 4 %.

O IMivaxog 5 mepthaufavel Tig avemBuunTeg ovTIOPACELS TOV AVUPEPONKOY KOTA T SIEPKELN KAIVIKDV
doKpmv Yo vroTpomidiov N e€eMocdpevo kakondeg YAolmpa Kot PeTd Tnv KukAopopio Tov
Poidvtog avapopas (TMZ).

ITivaxag 5. Avemfountec avtidpaoeic o€ acdeveic pue vrorpomidlov N eEeMocduevo Kakondeg
yAolopo

Epyaotnpiaxd aroreléouaro.

®pouPonevio kot ovdeteponevia Paduov 3 1 4 eueaviomke oto 19 % kot 17 % avtictoya, o

acOeveic mov EhaPav Oepameia yio kaxon0eg yAoiopo. Avtd 0dNyNoce o€ VOoTAELD KOU/T O10KOTH TG
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TMZ cg 8 % xot 4 % tov acbevav, avtictoyo. H poehokatactodn Ntav tpofréyiun (cvvinbwg otovg
TPAOTOVG KOKAOLGS, pe To vadip petad g Huépog 21 kot tne Huépag 28) ko n avdppwon frav
yYp1yopn, cvvnBwg péoa o 1-2 efdouddes. Agv mopatnpndniay evoei&elg GVCCOPEVTIKNG
pvelokatactoine H dmapén Opopfoneviag pmopel va avénoet Tov kivovvo atpopparyiog kot n vropén
ovdeteponeviog 1 Aevkomeviag pmopel va avénoet tov kivovvo Aoipwéng.

Dvlo

e pio gappokokwvnTikn tAnbucuiokn avaivon pe pmepio KAvikng dokng vanpyov 101 Oiea kot
169 appeva dtopa yo o omoio ey dabéciot ot younAotepot apBpoi ovdetepopilwv kot 110
Oniea kot 174 dppeva dropa yio ta omoia NTov StafEciLot ot xaunAotepot aptdpol apomeToliov.
Ymp&av vynidtepa mocootd ovdeteponeviag Babuov 4 (ANC < 0,5 x 1091), 12 % évavtt 5 %, kat
OpopBomeviog (<20 x 10%1), 9 % évavt 3 %, GTIG YOVAIKES EVOVTL TV AVEPMOV GTOV TPMTO KOKAO TNG
Oepaneiog. Xe pio opdada dedopévav amd 400 dropa pe vroTpomidlov yAoiwpo, ovdETEPOTEViD
BaBpov 4 gppavictnre 610 8 % 10V InAémv Evavtt Tov 4 % tov appévov atdpumy kot Opopporevia
BaBpov 4 oto 8 % tov Inréwv évavtt tov 3 % TV appivav ATOUMV GTOV TPMTO KOKAO TNG
Oepamneiog. Xe pio perétn 288 atOU®V LLE VEOIIAYVOGUEVO TOADLOPPO YAOLOPAAGTMOLO, OVOETEPOTTEVID
Babpov 4 gpeaviotnke 610 3 % tov OnAéov évavtt tov 0 % tav appévov atopmy Kot Opopporevia
Babpov 4 oto 1 % tov Iniémv évavtt tov 0 % tov appeévov atOLOV GToV TPMTO KUKAO TNG
Oepameiog.

Houdrotpikdc TAnbvopde

H and tov otdparog TMZ éxerl peretn el o€ mandiotpucong acbeveic (niwciag 3-18 etav) pe
VIOTPOTIALOV YAolMUA EYKEPAAIKOD GTEAEYOVG 1] VITOTPOTLALOV AGTPOKVTOHA VYNAOD Pabov, oe éva
GYNLLO. XOPTYOLLEVO MUEPNGIMG Y1 S Nuépeg kabe 28 nuépes. op' 6o mov ta dedopéva eivan
TEPLOPIGUEVQ, 1] CVOYN OTa ToUdLA avapévetal va etvat idto pe ekeivn otovg evilikes. H acpdieia g
TMZ 6¢ moidid nhikiog KOTm tov 3 1oV dgv Exel TEKUNPLODEL.

Avaopd mbovoroyoduevev avemfountmy evepyeimv

H avagopd mbavoroyodpevov avemBOUNT®@V aviidpicemy LETA A0 T XOPNYnon Adelng
KUKAOQOPIOG TOL PUPLOKEVTIKOD TPOTOVTOG gival onpavtiky. Emttpénet ) cuveyn mapakoiovdnon
NG GYECNG OPEAOVG — KIVODVOL TOL (OPLOKEVTIKOD TPOTOVTOC. ZNTeital amd Tovg ETayyEAUATIEG TOV
TOHEN VYELOVOLIKNG TEPTBUAYMG VO avapEPOLY 0TTO1EGONTTOTE THAVOAOYOVUEVES OVETIBOUNTES
EVEPYELES LECH TOV EBVIKOV GLGTHILATOS OVAPOPAS OGS avapépetal oto: Tapdptnua V.

4.9 Ynepooooroyia

Adoeig tov 500, 750, 1.000 kar 1.250 mg/m? (cuvohiky 86om avé KOKAO o€ 5 Nuépec) £xovv
a&lohoyn et KAvikd oe aobeveic. H docomeplopiotikn ToEIKOTNTA HTOV QULOTOAOYIKT Kol avo@EpOnike
o€ k@Be 660m aAAG avopéveTal va ival mepiocdtepo cofapn oe vynidtepeg d0celg. H vepPoikn
d0oom tov 10.000 mg (cuvoiikn 866m evog povo kHkAov, didpketog S nuepdv) eAedn arnd &vav
acOevi Kot oL ovapeEPOUEVEG AVETIOOUNTEC OVTIOPACELS NTOV TAVKLTTOPOTEVIO, TVpeEia, TOALUTAN
opyovikn avendpkeln kot 0dvatog. Yrapyovv avapopés actevav, ot onoiot ELafav T cuVIGTOUEVN
300 Yo TepLocoTEPO amd S Nuépeg Bepameiog (LEyPL Kot 64 NUEPES) Le avaPEPOUEVEG AVETIHOUNTES
avTIOPAGEIC TOV GUUTEPLEAGUPOVAY KOTOGTOAT TOV LVEAOD TV 0GTAV, e I Y®pPic Aoiuwén, o€
UEPIKEC TEPIMTAOGELS GOPOPT| Kol TAPOUTETAUEVT Kot UE KATAANEN To OdvaTo. XNy mepintmon Aqung
VIEPPOAKNG 600G, YPelaleTal OUaTOAOYIKOG EAEYYOC. Ba TPEMEL VAL TAPEYOVTOL VITOGTIPIKTIKA
péTpa edv Kpivetan amapaitnto.

5. GOAPMAKOAOTI'IKEX IAIOTHTEX

51 DoPPOKOOIVVOUIKES LOLOTNTES
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

DopuaKoBEPATELTIKY KOTIYOPio: AVIIVEOTAAGLOTIKOL TOPAYOVTES - AAAOL OAKLAIMTIKOL TAPAYOVTEC,
kwowog ATC: LOTA X03

Mnyoviopdc dpdong

H TMZ givan pio tpralévn, mov ce puoiodoyikd pH vrdkeitan o€ tayeio ¥k HETUTPOTT TPOG TO
dpaotikd povopebuvirpralevoipdalorokapBo&apidio (MTIC). [TicteveTon 6T 1 KLTTAPOTOEKOT T
e MTIC ogeiletar kvping oty arkviimon ot 66on O° g yovavivng pe emmAéov odxvAioon ot
0on N7. Ot xuttapotolikés PraBeg mov okorlovBovv, moTevETAL OTL TEPIAAUBAVOLY [T GUGIOAOYIKY
d1opHwon Tov TAPUYDYOV TOV TPOKLATEL Amd TNV TPocHnKn pebviiov.

Khvikn omoteleonotikdTnTo Kot 0cQAAEL

Neodwayvoouévo moAdpop@o yAolofAGoTmU

"Eva 6Ovoro 573 acBevav toyatomomOnkay yuo va Adpovv gite TMZ + RT (n=287) 1| povobepameio
RT (n=286). Ot acBeveic Tov oxédovg TMZ + RT éhapav cuyyopnyoduevn TMZ (75 mg/m?) pia
©opa TV Nuépa, Eekvavtag v Tpdtn nuépa ™ RT uéypt v tedevtaio nuépa g RT, yio 42
nuépeg (1e éva péytoto 49 nuepmv). Avtd axorovdndnie and povobepaneio pe TMZ

(150-200 mg/m?) tqv 1n-51 Huépo ké0e koxkhov 28 nuepdv 1o Eog 6 kdrkhove, Eekvavtog 4
ePdopddeg petd to 1éhog g RT. Ot acBeveig oto okérog eréyyov éhafoav pdvo RT. Ilpopoiatn yo
nvevpovia amd Pneumocystis jirovecii (PCP) amortOnke xatd t didpkeia e RT kot ¢
cuvdvaouévng Bepaneiog pe TMZ.

H TMZ yopnynfnke mg Bepaneia didcmong ot odon mapakorovdnong oe 161 acbeveic amd tovg 282
(57 %) ot0 oxélog pe povobepomeior RT kot o€ 62 acbeveig amd toug 277 (22 %) oto okéhog TMZ +
RT.

H avaioyio kvdvvov (HR) yia ™ cvvoikn emPioon frav 1,59 (95 % CI yio HR=1,33-1,91) pe
log-rank p < 0,0001 vép tov okélovg g TMZ. H ektipodpevn mbovotnta yio S1eTh 1| HeyaAnTeEPn
emPimon (26 % évavtt 10 %) etvor vymAdtepn yia to okéroc RT + TMZ. H nposbnkm g
ovyyopnyoouevng TMZ oty RT, axoiovBovuevn amd povobepaneia pe TMZ ot Bepancia acBevadv
UE VEOSLUYVOGUEVO TOADUOPPO YAOLOPAACTOUN KATESEIEE [0 OTATIGTIKG ONUAVTIKY BeATioon TG
GLVOMKNG emPimong cvuykpitikd pe v RT wg povobepamneio (Zynua 1).

MsE G T ke Emifivdr
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s |
i E! & 1= IG 1] £ [l E El] 4l
¥pOwor o h TR TURBIOTTO I Ve
2ymual Kaopmodec kotd Kaplan-Meier yio suvoilkn emiioon (minbvoudc pe Ipdbeon

nmpo¢ Ogpamncio)

Ta amoteAéopoTo TG SOKIUNG EV ElYAV GUVEYELN GTIV VITOOUAS0. TOV AGHEVDOV [E TTOYT KATAGTOOT
amodoong (WHO PS=2, n=70), 6mov 1 oAkn emPicmon Kot o xpovog péypt tv €EEMEN TG VOGOL 1T
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mopopota Kot oto 000 okéAn. [lap’ 6Aa avtd, og avTV TNV OpAdA AcOEVDV OV POIVETAL VO VTTAPYOLY
un amodektol kivovvort.

Yrotpomdlov 1 e€eMocduevo kokonbeg yhoimua,

Agdopéva KMVIKNG AmOTEAEGLATIKOTNTOS 0 acBevelg pe moAvpuop@o yAolofAdcTopa (Aeltovpykn
katdotoon kotd Karnofsky [KPS] > 70), eEeMocopevo 1 vmotpomalov PET amd (EPOVPYIKT
enépuPaon kot RT, Baciotnkay og dVo Khvikég dokpég pe amd Tov oTOpaTos yopnyovpevn TMZ. H
pio frav pio un cvykprrikn dokiun oe 138 acbeveis (29 % éhaPav mponyodpueva ynuetobepamneio) Ko
N GAAN TOV pio TUYOLOTOINUEVT), EVEPYMDS EAEYYOUEV dokun TG TMZ évavti tng mpokapPalivng o
éva ouvoro 225 acBevav (67 % éhafav mponyovueva oywyn pe ynuetodepomeio mov Pacilotav o
vitpolovpia). Kot otig 000 dokipéc, To kKopro teAd onpeio oy n eredBepn e&éréng emPioon (PFS)
oplopevn pe topoypapieg MRI 1 n vevporoyikn| emdeivaon. Xn un cvykprtikni sokiun, n PFS atovg
6 upveg Ntav 19 %, n duapeon erevBepn e&éMéng emPioon Nrav 2,1 unveg Kot 1 GUVOMKY d1dpeoT
emPioon 5,4 pves. O pubuog avtikepevikng avionokpions (ORR) Bacilopevog o topoypagieg MRI
ntav 8 %.

2NV TUYOOTONUEVT), EVEPYDS EAeYYOLeVN dokun, 1| PFS otovug 6 unveg ftav onuavtikd peyoivtepn
Yy TMZ amd 6t yio tv mpokopBativn (21 % évavtt 8 %, avtictoryo — dokipacia x* p = 0,008)
pe duapeon PFS 2,89 ko 1,88 uiveg avtictoyo (log rank p = 0,0063). H didpeon emiPfioon qrov 7,34
Kal 5,66 unveg yio v TMZ ko v tpoxapPalivn, avtictoya (log rank p = 0,33). Xtovg 6 piveg, to
KAGopa Tov aoBevdv mov emBincoy fTav onuavtikd vynAdtepo oto okélog ™ TMZ (60 %)
GLYKPIVOLEVO LE TO GKENOG TNC mpokapBalivng (44 %) (Soxipacia x? p = 0,019). e acbeveic mov
glyav Aapel mponyodueva ynuetodepameio, TapoOLCIAGTNKE OPELOC GE BLTOVE 01 OTTO101 ELY OV TIUN
KPS>80.

Ta 6edopéva Tov YPOVOL PEYPL TNV EMOEIVOOT] TG VEVPOAOYIKNG KUTAGTAGTC )TV EVVOIKE Y10 TNV
TMZ c¢g oyéom pe v mpokapPalivn, 6Tmc NTav Kot To SEGOUEVA TOV ¥POGVOL UEYPL TNV EMOEIVODON
g KoTaoTaons amddoong (peimon oe KPS < 70 1 peiwon koatd tovAdyiotov 30 onpueie). Ot didpecot
xpovol puéypt v e€EMEN o€ avtd Ta TeEMKd onueia kopaivovtay omd 0,7 éoc 2,1 ufveg mepiocdtepo
v v TMZ g obykpion pe v mpokapPalivn (log rank p =< 0,01 €wg 0,03).

Yrotpormialov ovarlaotino aotpordrwua

e pio TOAVKEVTPIKT, TayKOGHLO, evOeXOUeEVT] doKiun edong 11, otnv omoia a&toroynOnkav n
AGQPOAELD KOl 1] ATOTEAEGLOTIKOTNTO TG OO TOV GTOUATOC Yopnyovpevng TMZ ot Bepancio tov
ac0evaVy e avamAaoTIKO 0GTPOKVTMUN GE TPMTN VITOTPom, | PFS otoug 6 univeg nrav 46 %. H
duapeon PFS Ntav 5,4 unveg. H dudpeon cvvolikn emPicoon frav 14,6 upveg. To mococtd
avtandkplong, Pdoetl g a&lodldynong tov kevipko Eetaotn, Nrav 35 % (13 minpeig avtanokpicels,
CR, ka1 43 pepikéc avromokpioelg, PR) yuo tov minbucud pe Ipdbeomn npog Oepameia (ITT) n=162.
X 43 acbeveic avapépbnke otabeponoinomn g vocov. H 6-unvn enifioon ywpic couPavta yio tov
mnBooud ITT nrav 44 % pe ddpeon ehevbepn cvpfaviov emPioon 4,6 unveg, n omoia Mtav
TOPOUOLL. G TPOG TO, ATOTEAEGHATO LLE TNV Ae0BepN e£€EMENG TG vOooL emBiwon. [a tov
KaTdAANAO Y1 1otomaboroyikn e€étaon TANOVoUd, TO ATOTEAEGLLOTO OTTOTEAECUATIKOTNTOG TV
mapopote. H enitenén piog axtivoroyiK®g oVTIKEILEVIKTG OVTATOKPIoNG 1 1) SlaThpnon g
KATAOTOONG X0Pig EEMEN TNG VOO0V GUGYETIOTNKE 1OYLPMOG LE TN daTnpron 1 He Tt Pertioon g
moldtntog Cong.

Toudrorpikde TAndvoude

H om6 tov otopatog yopnyovuevn TMZ éxet pekembei o maudiatpikovg acOeveic (nAkiog 3-18 etmv)
He VToTPomALov YAOIOUA EYKEPUALKOD GTEAEXOVG 1 VIOTPOTLALOV AGTPOKVT®UA VYNAOL Babov, o

£va oYU YOPTYOVLEVO NUEPNTIG Y10, 5 uépeg kdbe 28 nuépes. H avoyn otnv TMZ givon mapodpoa
HE VT TOV EVNATKOV.

5.2 @ oppoOKOKIVITIKEG 1O10TITES
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H TMZ vdporvetar avbBopuntmg o pucstoloyikd pH apyikd oto evepyd cuaToTIKO,
3-pebuA-(tpralev-1-vA)-udaloro-4-kappoéapioto (MTIC). To MTIC vépordetor avbopuntmg oto
5-apwvo-yidaoro-4-kappoéapidro (AIC), o yvootn evdldueon Evmon ot flocvvieon g
TOVPIVNG KOl TOL VOUKAETKOD 0&€0g, kKot ot pebuAvdpalivn, n omoio Bewpeiton 6L givar 1 dpacTtikn
aAkvAmTikn évoor. H kuttapoto&ikdmra tov MTIC Bempeitar o1t opeiretar facikd otnv
alkvAimon tov DNA, kuping otig 04ceig O° kar N7 g yovavivng. Zyeticd pe v AUC g TMZ, n
éxbeon oto MTIC xon oto AIC givar ~ 2,4 % o 23 %, avtiotowyo. In vivo, o tiz tov MTIC ftav
Tapopoog pe avtdv e TMZ, 1,8 dpec.

Amoppdonon

Metd v amd tov oTdpaTog Yoprynon os evidkeg acBeveic, 1 TMZ anoppopdror Toémg Kot 1
UEYIOTN GLYKEVTPMOT] EMLTLYYAVETOL YN Yopa, LOAG 20 Aemtd peTd amd T yopnynon (LEcog xpovog
petaéd 0,5 kot 1,5 opdv). Metd vy and Tov 6TOpatog xopfiynon onuocuévng pe *C TMZ, to péoo
enineda amofolg 1C and ta kOTpove Katd T didpkelo. 7 nuUep®Y UETA T Yopriynon g ddong frav
0,8 %, vTrodNAdvovTag TANPN amoppOEN o).

Koazavoun

H TMZ gpoaviler yopnAd enineda oulevéng pe poteives (10 % Emg 20 %) kot cuvendg dev
AVOUEVOVTOL OAANAETIOPAGELG LE OVGIEG TTOL EXOLV VYNAN GVLEVEN LE TPOTEIVES.

Anewoviotikég e€etdoeig PET (Topoypagia Exmounng [olitpoviov) og avOpdmovg kat o
TPOKAWVIKA d€00UEVA VTTOSNAGVOLY O0TL 1 TMZ dromepva Tay£MS TOV ALOTOEYKEPAAIKO QPayLO Ko
glvar mapovoa oto eykeparovotiaio vypd (CSF). H dieiodvon oto CSF emPeformbnke o évav
acBev). H ékBeomn tov CSF Baocilopevn omnv AUC g TMZ frav mepinov 1o 30 % avtrig 610

TAAo U, YEYOVOG IOV givarl cupPatd pe dedouéva amod melpapatdlma.

AmofoAn

O ypovoc nuiceiac Lomg (tiz) oto mhdopa sivar mepimov 1,8 dpeg. H kopra 086¢ amoBoing HC sivan
S v vepp®dv. MEeTA TV O TOV GTOUATOS XOPN YN O, TOG0GTO MePimov 5 % £wg 10 % g doong
eupaviCetor avaAroimto oto 0Opa kKatd T ddpkeld 24 ®pdV Kot 1o vToAoro amofdidieton wg TMZ
ot popen o&éog, S-apvoipdaloro-4-kapfo&auion (AIC) | ®¢ un TEVTOTOINUEVOL TOALKOT
petafolitec.

O1 cVYKEVTPOGELG 6T0 TAAG U avEdvovTol Kot docoeaptmpevo tpomo. H kabapon oto mhdoua, o
OYKOG KOTOVOUNG Kal 0 ¥povoc nuicetog {ong sivatl aveEdptnrot amd ) d6om.

Ewwoi tAnbvouoi

H minBvooxn avédivon g eappakokivntikig tg TMZ amoxdivye 6t 1 amofoin g TMZ 10
mAdopa gtvarl aveEaptnTn TG NAKING, TNG VEPPIKNG AEITOVPYIOG 1) TOV KOTVIGHOTOS. X pia EExmplot
QOPUOKOKIVITIKT HEAETT), TO TPOPIA TNG PAPUOKOKIVITIKNAG GTO TAACUA, 6€ acOevels ue Nmio Emg
HETPLO NTTOTIKT SLGAEITOVPYIQ, NTAV TAPOUOLO. LLE EKEIVA TTOL TTapaTnPNONKaY o€ acbeveig pe
(VOIOAOYIKT] NTOTIKY AgtTovpYyia.

O toudroTpikoi acbeveic eppavicav vyniotepn AUC amd 611 o1 eviikeg acOeveic. ITap’ OAo avtd, 1
péylotn avekty 86on (MTD) frav 1.000 mg/m? avé kdxAo 1060 oTo. Tatdid OG0 Kol GTOVG EVAAIKEC.

5.3 Ipoxivikd dgdopéva Yo TNV 0.6QALELN

Meléteg ToEkoTNTOC G€ £va OV KOKAO (5 nuépeg yopnynong kot 23 nuépeg yopic Oepaneia), oe 3
Kol o€ 6 KOKAOVG TpayotomotdnKay 6€ apovpaiovg kot okOAoVG. Ot Tp@Tapykol 6TOYOL TNG
To&IKdTNTAG TEPLELAUPAVOY TOV HDEAD TV 0GTMV, TO JIKTLOEVOOONALOKS GVGTN U, TOVS OPYELS, TO
YOOTPEVTEPIKO COANVA VD, G VYNAOTEPES SOOELS, 01 omoieg Ntav Bavatnedpeg oto 60 % Ewg 100 %
TOV ApOVPUI®V KoL TOV GKOAWDV TOL SOKIUAGTNKAY, ELEAVIGTNKE EKPVALGILOG TOV
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apePAnotpoedots. I'a Tic mep1ocdTepeg amd TIg TOEIKOTNTEG LITAPYOLY GTOlXELD OTL Elvart
AVACTPEYIIES, EEOPOVUEVOV TV AVETBOUNTMOV CUUPBAVIOY GTO AVATOPAYOYIKO GUCTNLO TOV
AVOPMY Kol TOV EKPLAIGLOV TOL auePAnoTpogidove. [lap’ d6la avtd, £xeldn oL SOGELS TOV
oyetiloviav pe EKPLUMGLO TOV AUPIPANGTPOEBOLE NTaV 6Ta EMined TNG BavatTnEOpov 6OCTG KoL dEV
éxel mapatnpnOel mopdpota dpacn oe KAVIKEG LEAETES, TO e0pNHa aVTO dev BewpnOnke MG KAVIKA
ONUOVTIKO.

H TMZ givar epfpootolixods, tepatoydvog kot Yovoto&ikds aAkvAmTikOg mapdyovtas. H TMZ givan
TEPLGCOTEPO TOEIKT GTOVG OPOVPOIOVS KOl GTOVG GKOAOLG o’ OTL 6TOV AvOP®TO Kot 1) KAVIKT 600m
npooeyyilel v eldyiotn Bavatneopo dO6M GTOVE 0POLVPAiOVG KoL TOVG GKOAOVG. Ot cueyeTILONEVES
HE TN 800 LEIDOELS TV AEVKOKLTTAPMVY KOl TOV OUOTETAMMV Qaivetal 0Tt eivan evaicOntot deikteg
g to&oT TS M1 ToKIAlL VEOTAUGIDV, CUUTEPIAAUPAVOUEVOV TOV KOPKIVOUATOV TOL LAGTOV,
TOV KEPUTOAKAVODLOTOG TOV SEPLATOG KO TOV POGTKOKVTTOPIKOD AOEVMLOTOS TOPATPHONKE OT1)
UEAETT 6 KOKA®V G apovpaions, EVM G€ HEAETEG GE GKDAOVG OV TapaTnpOnKay 6yKot 1§ Tpo-
VEOTAQGLOTIKEG petaforéc. Ot apovpaiot eppavifovtot wiaitepa evaichnTotl 611G 0YKOYEVETIKEG
dpdoeig g TMZ, pe v epedvion Tov TpaTeV 0YK®V péca 6€ 3 ufives amd v Evapén g
docoAdynone. Avti 1 tepiodog AovOavovcag KOTAGTAGNC EIvaL TOAD LIKPT], AKOMO KL Y1 EVOV
OAKLVAM®TIKO TOpayovTa.

Ta amotedéopata Tov dokpacidv Ames/salmonella kot SoKIUAGIDY Y10 XPOUOCOUIKEG TOPEKKAIGELS
TV AvBpoarvov Asppokvttapov tov [lepipepikod Aipatog (HPBL) édei&av Oetikn petarra&loyovo
aVTOTOKPLOT).

6. DOAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Kotdroyog ekdoymv

5 Mg oKAnpd KoyaKio

Iepreydpeva Koyaxiov

Avvopn Aoktoln

IMuprriov 0&eido koAloedég, dvudpo

Apvio kapPoéopeBviimpévo vatplovyo, tomov A
Tpoywd 0&L

21eaTIKO 05V

Kéheog xoyakiov

Zghativn

"Yoop

Twrtaviov do&eido (E171)
Z16Mpov o&eidio kitpvo (E172)
Ivéwoxapuivio (E132)

Merdvt Extonmong

Koppeo Adxkog
IIpomvievoyAvkoin

Z10mpov o&eido pérav (E172)
Koaliiov vopoteidio

20 mg cKAnpd KoydKio

Tlepeydueva Koyakiov

Avodpn Aaktoln

IMTuprriov 0&eidio koA oEWES, GvLOPO

Apvro kappoéouebviimpévo vaplovyo, tTomov A
Tpoyuo 0&H

Z1eatiko o&o
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Kélopog konyaxiov

Zghativn

Yoop

Turtaviov d0&egido (E171)
Znpov oeidio kitpvo (E172)

Melavt Extommong

Koppea Adxkag
[IpomvievoyAvkdin

Z1d0npov o&eido pérav (E172)
KoaAiov vopoteidio

100 mg okAnpd Koydiio

[epeydueva konyaxiov

Avvopn Aoktoln

[Muprriov 0&eido koAloedés, dvudpo

Apvio kapPoéopeBviimpévo vatplovyo, thmov A
Tpoyiko 0&H

21eaTikd 0&o

Ké\opog kowaxiov

Zglotivn

Yoop

Turtaviov do&eido (E171)
Z16Mpov o&eidio epvbpd (EL72)

Meldvi Extommong

Koppeo Adxkog
[IpomvievoyAvkdin

Z1dnpov o&eido pérav (E172)
KoAiov vopoteidio

140 mg oxAnpd Kowdkio

Iepreydueva kayakiov

Avvopn Aoktoln

IMuprriov 0&eidto koAloedég, dvudpo

Apvro kappoéopebviimpévo vatplovyo, tTomov A
Tpoywkd 0&L

21eaTIKO 05D

Kéheog xoyakiov
Zghativn

Yoop

Turtaviov do&eido (E171)
Ivéwoxappivio (E132)

Meldvt Extonwong

Koupeo Adxkog
IIpomvAevoyivkoin

Z10mpov o&eido pérav (E172)
Koliiov vopoéeidio

180 mg oxAnpd Koy aKia
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Iepeydueva koyaxiov

Avvopn Aaktoln

IMuprriov 0&eidto koALoedES, dvudpo

Apvio kapPoéopebviimpévo vatTplovyo, Tomov A
Tpoywod o&H

21e0aTIKO 0&D

Kélvpog konyokiov

Zehativn

Yoop

Titaviov d10&eidio (E171)
Znpov o&gidio kitpwvo (E172)
2101pov o&eidio epvhpd (E172)

Melavt Extommong

Koppeo Adxkog
[IpomvievoyAvkdin

Z10npov o&eido pérav (E172)
KaoAiov vopo&eidio

250 mg oxAnpd konydicio

Iepreydeva kayakiov

Avvopn Aoktoln

[Muprriov 0&eido koAloedés, dvudpo

Apvio kapPoéopedviimpévo vatplovyo, thmov A
Tpoyiko o&H

21eaTikd 0&o

Ké\opog kowaxiov
Zghativn

"Yoop

Turtaviov do&eido (E171)

Melévi Extommong

Koppeo Adxkog

[IpomvievoyAvkdin

Z1d0npov o&eido pérav (E172)

KoAiov vopoteidio

6.2 Aovpparotnreg

Agv gpapuodletat.

6.3 Awdpkera, Lomg

2 xpovia

6.4 Iowitepeg TPoPLAGEELS KOTE TNV PVAAEN TOV TPOiIGVTOG
Dréin

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 25°C.

DVAGGGETE GTNV aPYLKT PLEAT Y10 VO TPOGTATEVETOL OO TV VYPAGIA.

Awnpeite T ELUIAN KOAQ KAEIGUEVT).
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Doakeliokog
Mn gpuAdooete og Ogppokpacio peyardtepn tov 25°C.
Dvldooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPAGIAL.

6.5 Do KOl GLOTUTIKE TOV TEPLEKTN

D1éAn

Keypuumapoypopeg yodiveg prakeg tomov Il pe ndpate acpaieiog yio moidid and ToAVTPOTLAEVIO
KOl 0pLYPAVTIKO PEGO, Ot omoies mepléyovv 5 1 20 koydakia.

To kovti Tepiéyet Eva LaAidIO.

Doakehickog

Ddakeliokog moAveoTtépa/alovviov/rolvaibvieviov (PET/alu/PE).

Kabe pakxeriokog mepiéyet 1 okAnpod kayakio.

Yvokevaocies Tov 5 1 20 oKANpOV Koyokiov, GOPAYIGUEVOV OTOLIKA GE POKEAMGKOVG.

Mmopei va i Kokho@opohv OAEG Ol GLCKEVAGIEC.
6.6 Iowitepeg TPoPLLGEELS ambppLYNGS KO GALOS YEIPIGIOG

Ta kayaxia 6e Oo Tpémet va, avoiyovtat. Edv éva kaydkio KataoTtpoael, amo@OyeTe TNV EXOQEN TG
TEPLEYOUEVNG OKOVIG e TO dépua 1 pe Tovg PAevvoydvous. Edv to Temozolomide Accord épBet og
EMOEN UeE TO dépua 1 LE TOVG PAEVVOYOVOLC, 1) Teptoyn Oa mtpémel vo EemAéveTan GUEGH KO EMIGTOUEVA,
He camovvL Kot vepo.

®a mpEmEL VO, GLGTNVETOL 6TOVG AGBeVEIC VoL LAAGGOLVV Ta KoydKia og BEon v omtoia dev PAETOLY
ka1 0gv Tpoceyyilouv Ta Toudid, KTd TpoTipnon pésa oe va kAedwuévo epudpto. H toyaia
KaTdmoon pmopel va givorl Bavatneopa, yio o Toidid.

Kdabe pun ypnoomombév gappakevutikd tpoiov 1 DVIOAEYUO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVE IGYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

5 mg oxinpd koyaxio
EU/1/10/615/001
EU/1/10/615/002
EU/1/10/615/025
EU/1/10/615/026

20 mg oxkAnpd koydxio
EU/1/10/615/005
EU/1/10/615/006
EU/1/10/615/027
EU/1/10/615/028

100 mg oxAnpa Koy axio
EU/1/10/615/009
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EU/1/10/615/010
EU/1/10/615/029
EU/1/10/615/030

140 mg oxkAnpa KoyaKLo
EU/1/10/615/013
EU/1/10/615/014
EU/1/10/615/031
EU/1/10/615/032

180 mg oxAnpa koyaxio
EU/1/10/615/017
EU/1/10/615/018
EU/1/10/615/033
EU/1/10/615/034

250 mg oxkAnpa Koy axio
EU/1/10/615/021
EU/1/10/615/022

EU/1/10/615/035
EU/1/10/615/036

9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQXHY THX AAEIAX

Huepopunvia tpotg £ykpiong: 15 Maptiov 2010
Huepounvia televtaiog avavémong: 12 lavovapiov, 2015

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLOKA GTOLYXEID Y10 TO TOPOV PAPUAKEVTIKO TPOidV givarl S100EG1L0 GTOV SIKTVOKO
1610 tov Evponaikod Opyaviouod @apudkov http://www.ema.europa.eu/.

22



ITAPAPTHMA 11

A. TIAPATQI'OX YIIEY®OYNOX I'TA THN AITIOAEEMEYXH
TQN ITAPTIAQN

B. OPOI'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

A.  'OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPATQIox YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot d1e06vuven Tov Topay®wyol Tov eivor VITELOHVYOC Y10 TNV OTTOOEGLLEVGT) TOV TAPTIOWV

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytm
OMovdio

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

270 £VTUTIO QOAAO 0JNYIOV XPNOTG TOV POPUOKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol 1 d1evBvvoT Tov TAPUCKELAGTH OV gival VTEHOLVOG Y10 TNV ATOOEGUEVGT] TNG CYETIKNG TAPTIOAS.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokeuTikd TPOidY Yo T0 0T0i0 omarteitan meplopiopuévn atpikr cuvtayn (BA. [apdaptnua I:
[epiinym tov Xapoktnpiotikdv tov [Ipoidévtog, napdypagog 4.2.).

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Exbécelg meplodikng mapakorovinong g ac@AAELNG

O Karoyog Adelag Kukhogpopiag Oa katabétel ekBéoeig meplodikng mapakolovdnoeng g acPaielog
Y10L TO €V AOY® TPOTOV GOUPMOVO, LIE TIC OTOLTHGELS TOL 0pilovVTal GTOV KOTAAOYO UE TIG UEPOUNVIES
avapopdg g Evoong ( katdhoyog EURD) mov mapatifetor oto dpbpo 107y mapdypapog 7 g
odnyiag 2001/83/EK Kot Tuyov emakOAov0mv evnuep®oemv £xel dNUOGIELOET 6TV EVPOTAIKN
SIKTVLOKT TTOAT] Y10 TO POPHLOKOL.

A. OPOI 'H HEPIOPIXMOI IIOY XXETIZONTAI ME THN AX®AAH KAI
ATIOTEAEXIMATIKH XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyé010 owayeipiong Kivovvov (XAK)

O Karoyog Adelag Kukhogpopiag Oa die&aydyet Tic amortovpueveg dpaotplotTes Kot TapepPacelg
QOPUAKOETOYPOTVTONG OT™G TTopovctaloviatl 1o cuupwvniév ZAK mov napovoidletol otnv
evotra 1.8.2 g adeiag KukAopopiog kal omolecdnmote enakOAovOeg eyKEKPIUEVES ovaBEmPNTELG
tov XAK.

‘Eva emucoiporompévo ZAK Oa mpénet va katotedei:

e uetd and aitnpa tov Evpondaikod opyavicpov @appakov

®  OTOTEONMOTE TPOTOTOLEITAL TO GVGTILA JlaXEIPIONG KIVOVUVOUL, E01KA G ATOTELEGHO AYNG VEDV
TANPOPOPLDY TTOV UITOPOVY VOl ETLPEPOVY GNUAVTIKT OAAXYT GTI GYECT] 0QELOVE — KIVOUVOL T} (G
OTOTEAEGLLOL TG EMITEVENC EVOG OMILAVTIKOD 0OpOST|LLOV ( QOPUAKOETOYPOTVION 1) EAAYIGTOTOIN O
KvoOvov)

Edv n vopoin pog ETITA kot 1 ericapomoinon tov ZAK cuunintovv, dvvatat va Kototedodv
TOVTOYPOVOL.
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MMAPAPTHMA III

ENNIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 5 mg koydxia, okAnpa
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orchnpd kaydkio mepiéyet 5 mg tepoloropidng.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 okAnpa Koydxio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT

o€ KAewdwpévo viovAdmt. H tuyaia katdmoon pnopei va givar Bavatnedpa yio to moidid.

| 7.

AAAH(EZL) EIAIKH(EX) HPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete omdte 1| paocdte To Kaydkio, Kotameite To oAOKANpa. Edv éva kaydkio sivon
KOTEGTPAUUEVO, QTOQPVYETE TNV EXAPT| UE TO SEPLLOL, T LATLOL 1) TI) HOTY GOG.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevacio ELIANG:
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Mn pvAdocete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

2VOKELOGIO PAKEAMGKOL:
Mn gpuAidoocete og Beppokpacio peyaivtepn tov 25°C.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo @apuokevtiKd mpoiév 1 dypnoto VAKO TPEmEL Vo amoppinTeTon GOUPMOVA UE TIC
KATA TOTOVS 1GYVOVGEC GYETIKEC SLOTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

[12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/10/615/001
EU/1/10/615/002

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZEH I'lTA TH ATAGEXH

DopHaKeLTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLUVTOYT.

| 15. OAHTI'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 5 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOC YPaPL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO avayVOPLOTIKO KMOIKO.
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 20 mg xoyaxia, okAnpa.
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kabe orxchnpd kaydkio mepiéyet 20 mg tepoloAopionc.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 okAnpa Koydxio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT

o€ K ewwpévo viovAadmt. H katdmoon propet va givar Bovatnedpa yio o moidid.

| 7.

AAAH(EZL) EIAIKH(EX) HPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete omdte 1| paocdte To Kaydkio, Kotameite To oAOKANpa. Edv éva kaydkio sivon
KOTEGTPAUUEVO, QTOQPVYETE TNV EXAPT| UE TO SEPLLOL, T LATLOL 1) TI) HOTY GOG.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevoacio ELiANG:
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Mn pvAdoacete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevtiKd mpoiév 1 dypnoto VAKO TPEMEL Vo amoppIinTeTon GCOUPMOVA UE TIC
KATA TOTOVS IGYVOVGEC GYETIKEC OLUTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iontavia

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/615/005
EU/1/10/615/006

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 20 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO AV yVOPIOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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NN:
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 100 mg kodxia, oxkAnpd
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kabe oxinpd kaydakio mepiéyet 100 mg tepoloropiong.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 okAnpa Koydxio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT

o€ KAewdwpévo viovAdmt. H tuyaia katdmoon pnopei va givar Bavatnedpa yio to moidid.

| 7.

AAAH(EZL) EIAIKH(EX) HPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete omdte 1| paocdte To Kaydkio, Kotameite To oAOKANpa. Edv éva kaydkio sivon
KOTEGTPAUUEVO, QTOQPVYETE TNV EXAPT| UE TO SEPLLOL, T LATLOL 1) TI) HOTY GOG.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevacio ELIANG:
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Mn pvldocete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevtiKd mpoiév 1 dypnoto VAKO TPEMEL Vo amoppIinTeTon GCOUPMOVA UE TIC
KOTA TOTOLG IGYVOVGEC GYETIKEC SLOTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iontavia

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/615/009
EU/1/10/615/010

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 100 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO AV yVOPIOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 140 mg koydxia, okAnpd
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kabe oxinpd kaydakio tepiéyet 140 mg tepoloropiong.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 okAnpa Koydxio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT

o€ KAewdwpévo viovAdmt. H tuyaia katdmoon pnopei va givar Bavatnedpa yio to moidid.

| 7.

AAAH(ET) EIAIKH(EZ) HPOEIAOMOIHZH(EIX), EAN EINAI AIAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete omdte 1| paocdte To Kaydkio, Kotameite To oAOKANpa. Edv éva kaydkio sivon
KOTEGTPAUUEVO, QTOQPVYETE TNV EXAPT| UE TO SEPLLOL, T LATLOL 1) TI) HOTY GOG.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevacio ELIANG:
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Mn pvAdocete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevtiKd mpoiév 1 dypnoto VAKO TPEMEL Vo amoppIinTeTon GCOUPMOVA UE TIC
KOTA TOTOLG IGYVOVGEC GYETIKEC SLOTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iontavia

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/615/013
EU/1/10/615/014

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 140 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO AV yVOPIOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 180 mg kodxia, oxAnpd
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe oxinpd kaydakio tepiéyel 180 mg tepoloropiong.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 okAnpa Koydxio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT
o€ KAewdwpévo viovAdmt. H tuyaia katdmoon pnopei va givar Bavatnedpa yio to moidid.

| 7.

AAAH(EZL) EIAIKH(EX) HPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete omdte 1| paocdte To Kaydkio, Kotameite To oAOKANpa. Edv éva kaydkio sivon
KOTEGTPAUUEVO, QTOQPVYETE TNV EXAPT| UE TO SEPLLOL, T LATLOL 1) TI) HOTY GOG.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevacio ELIANG:
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Mn pvAdocete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevtiKd mpoiév 1 dypnoto VAIKO TPEMEL Vo amoppinTeTol GOUPOVA UE TIC
KOTA TOTOLG IGYVOVGEC GYETIKEC SLOTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iontavia

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/615/017
EU/1/10/615/018

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 180 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO AV yVOPIOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX IIOY IIPEINEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Temozolomide Accord 250 mg koydxia, oxinpd
Tepoloiopion

| 2.

LYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe oxinpd kaydkio tepiéyel 250 mg tepoloropiong.

3.

KATAAOT'OX EKAOXQN

[epiéyel Aaktoln. Agite T0 @OAAO 00N YLDV YPHONG Y10 TEPIGCOTEPEG TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxnpd Koydkio
20 okAnpd koydicio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV TPV amd TN YOopPHYNoN.
Amo6 Tov 6TOHNTOG XPNON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0Eon v omoia dev PAETOLY Kot dgv Tpoceyyilovy Ta TodId, KATO TPOTIUNGT HECT
o€ KAeWwpévo viovAdmt. H tuyaio katdmoon prnopet va givon Bavatneopa yio o moidid.

| 7.

AAAH(EZ) EIAIKH(EX) HPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete ta Koy akio, Katomieite to oAdkAnpa. Edv éva koydkio eival KotesTpappévo,
ATOPVYETE TNV EMAPT LE TO OEPUQ, TO udTio 1 T niTn ooC.

| 8. HMEPOMHNIA AHEHX
AHZEH:
| 9. EIAIKEYX XYNOHKEYX OPYAAEHX

Yvokevacio ELIANG:
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Mn pvAdocete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV QPYLKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10, VO TPOGTATEVETOL OITO TNV VYPACIAL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN 'H TON
YHOAEIMMATQN [HOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kdabe ayxpnoiponointo eapuokevtiKd mpoiév 1 dypnoto VAIKO TPEMEL Vo amoppinTeTol GOUPOVA UE TIC
KOTA TOTOLG IGYVOVGEC GYETIKEC SLOTAEELG.

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iontavia

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/10/615/021
EU/1/10/615/022

| 13.  APIOGMOZX HAPTIAAZ

[aprtida

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Tepoloiopion 250 mg

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPapL®TOS KOdKaS (2D) mov pépet Tov TEPIAN@HEVTO LOVASIKO AV yVOPIOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIEZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHITHXHE

Temozolomide Accord 5 mg kawydxia, okANpa
Tepoloiopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOZ, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMIPOIONTOX KAI OAOX(OI) XOPHTHXHE

Temozolomide Accord 20 mg koyakio, okAnpd
Tepoloiopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMIPOIONTOX KAI OAOX(OI) XOPHTHXHE

Temozolomide Accord 100 mg koydkia, ckinpd
Tepoloiopion
Amo tov otdpHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMIPOIONTOX KAI OAOX(OI) XOPHTHXHE

Temozolomide Accord 140 mg koydxia, okinpd
Tepoloiopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IMIPOIONTOX KAI OAOX(OI) XOPHTHXHE

Temozolomide Accord 180 mg kodkia, okinpd
Tepoloiopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX KAI OAOX(OI) XOPHITHXHE

Temozolomide Accord 250 mg koydkia, okinpd
Tepoloiopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIIOX XOPHIHEZHE

| 3. HMEPOMHNIA AHEHZ

EXP

| 4. APIOMOZX HAPTIAAY

Lot

| 5. MEPIEXOMENO KATA BAPOZ, KAT' OTKO 'H KATA MONAAA

5 oKANpa Koyakio,
20 oKkAnpd Koydiio

6. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 5 mg kawydxia, okANpa
Tepoloiopion

| 2. ILYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe orchnpd kaydkio mepiéyet 5 mg tepolorlopidng.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite 10 @OAAO 00N YLDV YPNONG Y10 TEPIGCOTEPEG TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oKANpa Koyakio
20 oKkAnpd Koydiio

| 5.  TPONOX KAI OAOX(OI) XOPHTHEHE

Awpdote 10 PUALO 0INYIDOV XPONG TPV O TN XOPTYNON.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal og 0éon v omoia dev PAETOLY Kat dgv TpoceYYiLovy o TOdId, KATO TPOTIUN G e
o€ KAeWwpévo viovAdmt. H katdmoor propet va givor Bavatneopa yio o Toidid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

Kvttapoto&iko.
Mnv avolyete, omdTE 1] LOGATE TO KOWAKLO, KATOTEITE TOL 0AOKANPpO. EdV £va Konydkio givor
KOTEGTPAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLA, TO LATLO 1) T LOTN OO,

8. HMEPOMHNIA AHEZHX

AHZEH:

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 25 °C.
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DVAGGGETE GTIV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

10. IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/10/615/025
EU/1/10/615/026

13. APIOMOZX ITAPTIAAX

[aprtioa

14. I'ENIKH KATATAZH I'A TH AIAGEXH

DopUaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT

| 15.  OAHTIEZ XPHEHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #5 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Aod1doTatog Ypapupumtog kodkag (2D) mov pépel Tov meptAn@bivia povadikod ovayvopioTikd KodKO.

18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 20 mg koyakio, okANpa
Tepoloiopion

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe orchnpd koydxkio mepiéyet 20 mg tepoloAopionc.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite T0 @OALO 0ONYLOV YPNONG Y10 TEPIGGOTEPEG TATPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oxAnpa Koydiio
20 oKkAnpd Koydiio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

AwPaote T0 QUALO 0ONYIOV XPYOTG TPV 0T TN XOPTYNON.
Amo6 otopaTOC YpNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na eurdooetal o€ 0Eon v omoia dev PAETOLY Kot dgv TpoceyYilovy Ta ToIdId, KATE TPOTIUNGT MO
o€ K eWmPEVo vIiovAdmt. H katdmoor propet va givatl Oavatneodpa yio o toidid.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Kvtrapotoluko.
Mnv avoliyete, ondte 1 LOoATE ToL KAOWAKL, KoTamieite Ta oAokAnpa. Edv éva kaydkio givar
KOTEGTPAUUEVO, ATOPUYETE TNV EMAPT LE TO OEPLLA, TO LLATIO 1) T HOTN OOG.

8. HMEPOMHNIA AHEHX

AHZEH:
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyoardtepn tov 25 °C.
DvAdooete GTNV CPYIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TNV VYPAGIAL.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TON YHHOAEIMMATQN
ITHOY NPOEPXONTAI AITIO AYTA, E©OOXON ATITAITEITAI

Kabe aypnoiponointo eopuokevtiKd Tpoidv 1 VIOAEYUO TPETEL VO OTOPPITTETOL COUPDVO UE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/10/615/027
EU/1/10/615/028

13. APIOMOZX ITAPTIAAX

[oprtioa

14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOUTEITAL LATPIKT) GLVTAYN

‘ 15. OAHT'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #20 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TepIAn@OEvTa LOVOSTIKO avayvOPIoTIKO KOJOKO.
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18. MONAAIKOX ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 100 mg koyakio, okANpa
Tepoloiopion

| 2. ILYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe oxinpd kaydakio tepiéyet 100 mg tepoloropiong.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite To @OALO 0ONYLOV YPTONG YO TEPLGGOTEPEG AT POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oxAnpa Koydiio
20 oKkAnpd Koydiio

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 QUALO 0ONYIOV XPYOTG TPV 0T TN XOPTYNOT.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na pvrdooetal og Béomn v omoia dev BAETOLY Kot dev TpoceYYilovy o TOdId, KATO TPOTIUN G e
o€ K eWmEVO vIovAdmt. H katdmoor propei va givatl Oavatneodpa yio o toidid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Kvtrapotoluko.
Mnv avoliyete, ondte 1 LOOATE ToL KOWAKL, KoTamieite Ta oAokAnpa. Edv éva kaydkio givar
KOTEGTPAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLA, TO LATLO 1) T LOTN OO,

8. HMEPOMHNIA AHEHX

AH

[1]

H:

9. EIAIKEYX XYNOHKEYX OYAAEHX
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Mn euldocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TON YHHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kabe aypnoiponointo eapuokeuticd Tpoiov 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOLS IGYVOVGES GYETIKES SLUTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EU/1/10/615/029
EU/1/10/615/030

13. APIOMOZX ITAPTIAAX

[oprtioa

14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOTEITAL LATPIKT) CLVTAYN

| 15.  OAHTIEZ XPHEHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #100 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TepAn@BEvTo LOVaSTIKO avayvmPIoTIKO KOJOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 140 mg koyakio, okANPa
Tepoloiopion

| 2. ILYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kabe oxinpd kaydakio tepiéyet 140 mg tepoloropiong.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite To @OALO 0ONYLOV YPTONG YO TEPLGGOTEPEG AT POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oxAnpa Koydiio
20 oKkAnpd Koydiio

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

Awpaote T0 QUALO 0INYIOV XPNOTG TPV 0T TN YOPTYNOT.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na pvrdooetal og Béomn v omoia dev BAETOLY Kot dev TpoceYYilovy o TOdId, KATO TPOTIUN G e
o€ K eWmEVO vIovAdmt. H katdmoor propei va givatl Oavatneodpa yio o toidid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Kvtrapotoluko.
Mnv avoliyete, ondte 1 LoodTe To KOWAKl, KoTamieite Ta oAOKANpa. Edv éva kaydkio givar
KOTEGTPAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLA, TO LATLO 1) T LOTN OO,

8. HMEPOMHNIA AHEHX

AH

[1]

H:

9. EIAIKEYX XYNOHKEYX OYAAEHX
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Mn euldocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TON YHHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kabe aypnoiponointo eapuokeuticd Tpoiov 1 VIOAEUO TPETEL VO ATOPPITTETOL GOUPOVOL LE TIG
KOTO TOTOLS IGYVOVGES GYETIKES SLUTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EU/1/10/615/031
EU/1/10/615/032

13. APIOMOZX ITAPTIAAX

[oprtioa

14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOTEITAL LATPIKT) CLVTAYN

| 15.  OAHTIEZ XPHEHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #140 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TepAn@BEvTo LOVaSTIKO avayvmPIoTIKO KOJOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 180 mg koyakio, okANpa
Tepoloiopion

| 2. ILYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe oxinpd kaydakio tepiéyel 180 mg tepoloropiong.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite To @OALO 0ONYLOV YPTONG YO TEPLGGOTEPEG AT POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oxAnpa Koydiio
20 oKkAnpd Koydiio

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 QUALO 0ONYIOV XPYOTG TPV 0T TN XOPTYNOT.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na pvrdooetal og Béomn v omoia dev BAETOLY Kot dev TpoceYYilovy o TOdId, KATO TPOTIUN G e
o€ K eWmEVO vIovAdmt. H katdmoor propei va givatl Oavatneodpa yio o toidid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Kvtrapotoluko.
Mnv avoliyete, ondte 1 LOOATE ToL KOWAKL, KoTamieite Ta oAokAnpa. Edv éva kaydkio givar
KOTEGTPAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLA, TO LATLO 1) T LOTN OO,

8. HMEPOMHNIA AHEHX

AH

[1]

H:

9. EIAIKEYX XYNOHKEYX OYAAEHX

64



Mn euldocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TON YHHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kabe aypnoiponointo eapuokeuticd Tpoiov 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOLS IGYVOVGES GYETIKES SLUTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EU/1/10/615/033
EU/1/10/615/034

13. APIOMOZX ITAPTIAAX

[oprtioa

14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOTEITAL LATPIKT) CLVTAYN

| 15.  OAHTIEZ XPHEHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #180 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TepAn@BEvTo LOVaSTIKO avayvmPIoTIKO KOJOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 250 mg koyakio, okANpa
Tepoloiopion

| 2. ILYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kabe oxinpd kaydakio tepiéyel 250 mg tepoloropiong.

3. KATAAOI'OX EKAOXQN

[epiéyer Aaktoln. Agite To @OALO 0ONYLOV YPTONG YO TEPLGGOTEPEG AT POPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oxAnpa Koydiio
20 oKkAnpd Koydiio

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

Awpaote T0 QUALO 0INYIOV XPNOTG TPV 0T TN YOPTYNOT.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA MITAIAIA

Na pvrdooetal og Béon v omoia dev PAETOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCN UEG
o€ K eWmEVO vIovAdmt. H katdmoor propei va givatl Oavatneodpa yio o toidid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Kvtrapotoluko.
Mnv avoliyete, ondte 1 LOoATE TO KOWAKL, KOTAmEiTe To o OKANpa. Edv éva kaydkio givar
KOTEGTPAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLA, TO LATLO 1) T LOTN OO,

8. HMEPOMHNIA AHEHX

AH

[1]

H:

9. EIAIKEYX XYNOHKEYX OYAAEHX
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Mn euldocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAGGGETE GTNV OPYLKT] GLOKEVAGIO Y10l VO TPOCTATEVETOL OO TV VYPUGTaL.

10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TON YHHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kabe aypnoiponointo eapuokevticd Tpoiov 1 VIOAEWLUO TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTO TOTOLS IGYVOVGES GYETIKES SLUTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Ionmtavia

12. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EU/1/10/615/035
EU/1/10/615/036

13. APIOMOZX ITAPTIAAX

[oprtioa

14. I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOT0 OMOTEITAL LATPIKT) CLVTAYN

| 15.  OAHTIEZ XPHEHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Temozolomide #250 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TepAn@BEvTo LOVaSTIKO avayvmPIoTIKO KOJOIKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHZHZE

Temozolomide Accord 5 mg kawydxia, okANpa
Tepololopion
Xpnon and Tov 6TOHATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHXHZ

Temozolomide Accord 20 mg koyakio, okAnpd
Tepololopion
Xpnon and Tov 6TOHATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHXHZ

Temozolomide Accord 100 mg koyakio, okANpa
Tepololopion
Xpnon and Tov 6TOHATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHXHZ

Temozolomide Accord 140 mg koyakio, okANpa
Tepololopion
Xpnon and Tov 6TOHATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHXHZ

Temozolomide Accord 180 mg koyakio, okANpa
Tepololopion
Xpnon and Tov 6TOHATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®PAKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHIHXHZ

Temozolomide Accord 250 mg koyakio, okANpa
Tepololopion
Xpnomn amnd To0v 6TORATOG

2. TPOIOX XOPHTHEHE
3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOZX IAPTIAAY
Lot:
5.  MEPIEXOMENO KATA BAPOX, KAT' OTKO 'H KATA MONAAA

1 oxAnpod KoydKio

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV ypiong: IIAnpoeopics yra Tov ypriot

Temozolomide Accord 5 mg okinpa Koy akia,

Temozolomide Accord 20mg exkAnpd Koy dxio
Temozolomide Accord 100mg ekinpa Koy daxio,
Temozolomide Accord 140mg okinpa Koy daxio,
Temozolomide Accord 180mg okinpa Koy daxio,
Temozolomide Accord 250mg ekAnpa Koy axio,

tepololopion

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPV UPYIGETE VU TALPVETE AVTO TO
PapRoKo H10TL TEPLLAPPAVEL ONUOVTIKES TANPOPOPIES YI0 GOC.

DuraEre avtd To EOALO 0N YDV Yprone. Towg ypelaotel va to dwufdoete Eava.

Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO, TOV QUPLAKOTOLO GOG 1| TOV VOGOKOLLO.

H cvvtayn v avtd 1o edppoko xopnynonke amokAeloTiKd yio 6og. Agv TPEMEL Vo ODGETE TO
@apuroko oe GAAovs. Mmopel va Tovg TpokaAéoel PAAPN, axdua Kot OTav To oNUeEin TG
acOévelog Tovg givar 01 e ta S1Kd Gag.

Edv xdmota avemBountn evépyela, EVUEPDGTE TOV YIOTPO, TOV QOPLOKOTOLO 1 TOV VOGOKOLO
c0g. Avtd 1oyvet kot yuo KGO mbovi) avemBOUNTN EVEPYELL TTOVL JEV AVAPEPETAL GTO TAPOV
@OALO 0OMy1DV yprionc. BAéne mapdypagpo 4

T Tepréyer o Tapév AL 0ONYLOV :

OUTAWN

1.

T eivan To Temozolomide Accord kot woto givat 1) xp1on Tov
T npénel va yvopilete npv mhpete o Temozolomide Accord
IMog vo mapete to Temozolomide Accord

[MBovég avemBOunTeg evépyeteg

[Mog va puidooete To Temozolomide Accord

[epreydpeva g cvokevasiog Kot AoméG TANpopopieg

T givan To Temozolomide Accord kot wowa givar i yp1o1 TOL

H tepoloiopidn eivorl éva aproko Kot tov oyKov
Ta konydxia Temozolomide Accord ypnoyomotovvtal yia tn Oepameio e101KOV LOPEOV KOPKIVOY TOL
EYKEQAAOL:

2.

Y& eVAAIKEG UE VEOOLUYVOGUEVO TOADLOPPO YAotoPAdoToua. H tepololopion apyucd
ypnowomnoteitan poli pe aktvobeparneio (tavntoypovn edon g Bepameiog) Kot petd uovn
(novobBepamevtiky edaon g Oepomeiog)

e moudid nlkiog 3 etdv Kol dve kot eviniikovg acBeveic pe kakombeg yAoiopa, ToAdHopeo
vAowoPrdotopa 1 avarhlootikd aotpokitoua. H tepoloiopidn ypnoonoleitol 6e ovtong
TOVG GYKOVG OTOAV ETAVEUPAVIGTOVV 1] EMOEWV®OOVV Emeita amd v kabiepwpévrn Bepaneia.

T apéner va yvopilete Tpwv vo wapete To Temozolomide Accord

Mnyv mapete To Temozolomide Accord

o€ mepintwon aAlepyiog (vrepevalstneiog) oty tepololouion 1 o€ omolodMmote AALO 0o TO!
GLGTOTIKG 0VTOD TOV PapUAKOL (TopoTiBevTal 6TV Tapdypago 6).

0€ MEPIMTMOT TOL EYETE EUPOAVIGEL AALEPYIKT AVTIOPAON GE £V AAAO OVTIKOPKIVIKO PAPLLOKO
7ov ovoudletal daxapPalivn. Zvuntdpota 1 oAAEPYIKEG avTIdpdoelc Teptiapufavouy
aicOnpa eayovpag, dvomvola 1| GLPLYHOG, TPHELLO TOV TPOCOTOV, YEMMV,YADGGOC 1) ACLULOV.
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G€ TEPIMTOON OV EYETE PEIOUEVO AP KVTTAP®VY aipatog (LLEAOKATOGTOAY]), OTIMG TV
AEVKOKLTTAP®V KOl TOV GUOTETAAI®V. AVTA Ta KOTTOPO, TOL OLOTOC EIVOL CNUAVTIKE Y10 TV
QVTILETMTION TNG PAEYLOVIG KOl TNV KOTAAANAN &N ToL aipatog O yratpdg cog Bo eréyet
70 aipa cog Yo vo Pefoimbel 0Tt ExETE APKETA OO AVTA TO, KOTTOPA TPV EEKIVIGETE TN
Oepameia..

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvbeite oTov ylatpod, TOV QapHaKOTOLd 1 TOV VOGOKOHO 060G TPty Tapete To Temozolomide

o€ MEPIMTOOT TOL TPEMEL VAL TAPaKkoAoVBEloTE GTEVA Yo TNV avAmTLEN pHiog cofapng Lopeng
eAeypovig oto Bdpoko mov kaeitar Tvevpovia and Pneumocystis jirovecii (PCP). Edv eiote
veodlyvoouévog actevig (moAvpopeo yAotofrdctoua) uropei va Aaupdavete tepoloiopion
v 42 nuépec oe cuVOLAGUO e akTvobepaneia. Xe LTIV TNV TEPIMTMOON, 0 Y1 TPOS Gog Oa
G0G CLVTAYOYPAPTOEL EMIONG £va PApLaKo Yo va 6og Bondnoet va amo@hyete avtd TOV TOTO
¢ nvevpoviag (PCP).

av giyote Toté M pmopel va £xete TOpa pio Aoipwén and nratitda B. Avto cvpPaivel eneidn
N tepoloAopidn Ba pmopovoe vo TpokaAESEL Eravevepyomoinon ¢ Nrotitidog B, 1 oroia
umopei va givar Bavatedpa oe opiopéveg nepimtaocelg. O acbeveic Oa mpémel va eAéyyovton
TPOCEKTIKA o TO YIUTPO TOVG Yot GNUElR AVTAG TNG AoTU®ENG, TPV Ao TV £vapén g
Oepameiog.

o€ TEPIMTMOT OV EXETE XOUNAOVG aptOoVg EpLOPOV arpocealpioy (avarpic),
AELKOKVTTAP®V Kot ALOTETAA®V 1 TPpofAHaTa 6TV TNEN TOV OUIOTOG TPV amd TV Evapén
g Oepameiog 1 av To ELPAVIGETE KOTA TN ddpkeln TG Oepaneiag. O yoTpog cag pmopel va
ATOPUGICEL VO, LEIDGEL TN 000, 1} VA S10KOWYEL, VO GTAUNTAGEL 1] VO dALGEEL TN Ogpameia oag.
Mmnopei eniong va ypelaotel va AMaPete dhdeg Oepameieg. Xe 0pIoUEVES TEPIMTACELS, UTOPEL VOl
VrapEet avaykn TepUaTIopov TG Bepoameiog pe TV tepoloAopion. Oa vTofaiiecTte o€ GUYVEG
g€etdoelc aipatog Katd T ddpKelo TG Oepameiog yio TNV TopOKOAOHONGN TOV TAPEVEPYELDV
g tepoloAopidng oTa KOTTOP TOV OHHOTOG OOG.

kaOd¢ pmopet va, Eyete ikpod kivouvo yia dAAeC LETOPOAEC GTO KOTTAPO, TOV QULOTOC,
CUUTEPTAAUPOVOLEVIG TNG AEVYOLLLOG.

€av €yete vovtia (adafecio 6To oTOopd)L) /KL EUETO TOL OTTOlN EIvaL GLYVES aveTBOUNTES
gvépyeteg g tepoloropidng (PAéme mopdypao 4), 0 YITpOC GO UTOPEL VO GOG
GLVTAYOYPUPNOEL EVOL PAPUOKO (£Va, aVTIEPETIKO) Yo va fonONoEL 6TV 0mOTPOT TOV
gUETOV.

Y& mepInToT oV EYETE GLUYVA EUETO TPV 1) KATA TN O1dpKeL TG Oepameiog, pOTHOTE TO
YWTPO GOG GYETIKA LE TNV KAADTEPN OTLYUN Yio TNV Aqyn Tng Tepolodopiong uéypig 6tov o
éuetog tebel vwo Eleyyo. Edv petd t Ay g d6oMg 060G KAVETE EUETO, UNV TAPETE pia
devtepn ddom TV 1010 UEPQL.

€4V ekONADGCETE TLPETO 1) CUUTTOUATO AOTHOENG, EMKOIVOVNGTE AUECHS [LE TOV Y1IATPO COG.

o€ mepintwon mov giote Avo Towv 70 eTdv, utopel va £l0TE TEPICCOTEPO EMPPETNG OTIG
AOWMEELG, OTOV GYNUOATICUO LOADTOV 1) GE a1Loppayia.

0€ MEPIMTOGT TOL TAGYKETE OO NTOTIKG 1] VEPPIKE TPOPAROTA, UTOPEL VO YPELOCTEL VAL
AVATPOGOPLOCTEL 1 d00T TG TELOLOAOUIONG TOV AAUPAVETE.

o kor £égenpor

Mnv divete T0 APHOKO AVTO o€ Tod1d NAKING KAT® TV 3 eTMV EMEON dev £xel pehetnBel. Yrdapyovv
TEPLOPLOUEVEG TTANPOPOPiES o€ aobeveic nhikiag dve Tov 3 etdv mov £xovv Tdpet Temozolomide
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Accord.

Al @appoxa kot Temozolomide Accord

Evnuepmote tov yiatpd 1| T0V QopUOKOTTOL0 6ag 6V maipvete, £xete TPOGPOTA TAPEL 1) ITtopel val
mhpeTe GALO PapUAKOL.

Kinon, Onkaopidg ko yovipotnra

Edv eiote éykvog, vopilete 611 pmopel va giote €ykvog 1 oyedidleTon va anoktioete mondi, {nrnote
GLUPBOVAN TOL Y1ATPOV 1] TOV POPLOKOTOLOV GG TTPLY TAPETE AVTO TO PAPLLOKO. AVTH 10YDEL EMEON
dev mpémet vo, AapPavete Oepomeio pe Temozolomide Accord katd ) d1dpKeLd TN EYKVUOGVUVNG
ekTog edv gival capdg Kabopiopévo amd to yoTpd 6o,

O1 yuvaikeg aoBeveic mov pumopovv va Peitvouy £ykveg TPENEL v, EPUPUOLOVV OTOTEAEGUATIKES
UeB0d0VG aVTIGLAANYNG KoTd T Sudpketo. tng Oepaneiag pe Temozolomide Accord kot yio
TovAdyIoTOV 6 UMVeg LeTd v odokAnpwon tng Bepaneiog.

®oa mpénel vo otapatnoete va OnAdleTe yio 660 didotnua Aaupavete t Oepaneia e To
Temozolomide Accord.

Avopukn] yovipotnta

To Temozolomide Accord pumopei va tpokarécet poviun otelpotnta. Ot appeveg acbeveic Ba mpénet
VoL YPNCUYLOTOI0VV OTOTEAECUATIKT] OVTIGVAANYT] KO VO LIV TEKVOTOITGOVV Y10 TOVAGYIGTOV 3 UNVEG
UETA TOV TEPUATIONO TNG Oepaneiog. Xvvictdtar 1) avaliTnon cLUBOVANG Yol T GUVTHPTCT CTEPUATOC
mpwv and T Beponeio.

Odnynon ko yEPLGROS PNYAVRATOV

To Temozolomide Accord pmopsei va cag kavet va arcBavbeite kovpaon 1 vvniio. Xty mepintwon
avT, unv oonyeite 1 yewpileote epyoieio | unyoviuoata 1 ditpoyo oxnuaTe Emg 0ToL diTe TMG GOg
emnpedlet avto to eapuaxo (PA. Tapdypago 4).

To Temozolomide Accord mepiéyer Aaxtoln

Av10 T0 Pappaxo mepEyel Aaktoln (éva gidog cakydpov). Edv cog &xel el o yiatpdg oag 0Tl £xete
dvoaveéio o€ KATOW GAKYOPA, ETIKOWVMOVIAOTE LE TO YIOTPO GOG TPV AAPETE 0VTO TO PAPLLOKO.

To Temozolomide Accord mepiéyer vatpo
To @appoxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd koydxio, eivat ovtd Tov
ovopdlovpe «eredBepo vatpiovn.

3. Iog va wapete To Temozolomide Accord

ITavtote va maipvete To PAPLOKO QLTO CVOTNPE GUUPOVE PE TIG 0dNYIES TOV YLOTPOD 1) TOV
QopuroKomolod cog. Eav éxete appifolies, pothote TOV Y10TPO 1 TOV QOPLOKOTOIO GOG.

[og va avoifete Tov pakeAicko
Avoitte Tov pakericko SumAdvovTag kol oyilovTag KTl UKOG TNG YPOUUNG OITADUATOG e TNV
€YKOTN OT1 YOVIO TOL QaKEMOKOUL.

H tepoloiopion o mpémetl vo cuVTayoypapEiTol amd E101KOVE YIOTPOVS UE EUTEPIO GTOVG OYKOVLS TOV
EYKEPALOV.
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AocoAroyio ko dtdpkela Tne Oepameiog

O y1atpdg oag Bo vroroyicel T doom TePOLoAOUIdNG TOV evdeikvyTal Yia 6ag. O VTOAOYIGUOG YiveTal
Baoetl g copatiknig cog diimAacng (VYOS Kol OUOTIKO BApog) Kot Tov edv £xete vToTpomidovta
oyko kol £xete MiPet ynueoBepaneio oto maperbov. Mmopel va cog yopnynBovv dAia pdppoxo
(avtiepeTikd) Yo va Tapete TPV Kaun Letd t ANy g teLoloAopidng yio TV anoTpomn 1 TovV
€\eYY0 TNC VOUTIOG KOl TOV EUETOV.

Adete T cvvtayoypapovpevn d6on cag and to Temozolomide Accord pia eopd v nuépa. AdPete
T 6001 pe ddeto otopdyl. [o mapdderypo, TovAdyloTOV Hio OPO TPV GYEOLAGETE VO PATE TPWIVO.
Kozamieite 1o koydkio(a) oAdokAnpo(a) pe €va tothpt vepd. Mnv avoiyete, Opvupartilete 1 pocdrte ta
KO OKLOL

Edv éva koydkio ival KatesTpaUUEVO, ATOPVYETE TV EXAPN TNG OKOVNG LE TO dEPILO, TO LTI 1) TN
potn 6oc. ATOQUYETE TNV EIGTVON TNG OKOVNG. X€ TEPITTOOT OV KOTA AAB0G TTAEL PAPLOKO GTOL
pdrtio 1 ot pot oag, EemAdvete Ty TEPLoYY| LE VEPO.

Eav happavere to Temozolomide Accord o€ cuvovaopo pe axtivodepaneio (veodiayvoopivor
ac0eveic):

Evd n aktivoBepamneio cuveyiletar o yotpog cog Oa Eexvioet Tnv tepoloAopion otn 666n Tov

75 mg/m? kon 1 axpiPnig nueprota d6on mov Oa AdBete Oa eEaptndel amd To VYOS KoL TO COUATIKO
oag Bapog. Oa Adfete avt ™ d60om Kabe uépa yro 42 nuépeg (mg 49 NUEPES) 6€ GLVIVAGUO e
axtvobepaneio. Me Baomn Tig apatoAoyIkég co¢ EEETAGELC Kot TO TOGO KOG umopeite va aveydeite
v tepoloropidn, n xopnynon g 86ong propei va kaBvoTtepnGEL 1] VoL SLKOTEL.

MoAig odokAnpwbei | axtivoBepameio, Oa dokdyete tn Oepaneia Yo 4 efoopndde, yio va dobei 610
COUO 6OG [ evkopia vo emavELDEL.

‘Emetrta, Oa apyicete ™ @domn g povobepameiog.

Katd ) didpkeia tg eaong g povobepaneiog, n dd6om kot o tpdmog Aqyng tov Temozolomide
Accord 0o givan drapopetikd. O yiotpds cog Oo vroroyicel v axpiPr doon. Xt cuvéyeta pmopel va
vrapEovy péypt 6 koxhot Bepamneiog, kdbe Evag amd Tovg omoiovg dropkel 28 Nuépes. Oa Adfete T véa
oG 86on TV Koyakinv g tepololouidng apyikd 6to eninedo twv 150 mg/m? pia @opd v nuépa
YL TG TPMTEG S NEPe («nuUEPeg d0GOAdYNONG») KABE KOKAOL, Ol omoies Ba akolovOnBodv amd 23
nuépeg ywpig tepoloropnion. Avtd abpoiletor og KOKAO Oepoameiog 28 nuepmv.

Metd v nuépa 28, Ba Eexvioet o endpevog KOKAOG, katd tn didpkelo Tov onoiov Ba Aapfdverte Kot
AL AVTO TO PAPUAKO pio POPA TNV MUEPQ Yo S NUEPEC, o1 omoiec Oa axorovOnBohv amd 23 nuépeg
yopic tepolorouion. Me Baomn Tic TIHEC TV EEETAGEMV TOV OiUATOS GO KOl TO TOGO KOAN UTOpEiTE Vo
aveyBeite Tnv Tepololopion katd ™ dibpkela Kabe kdhov Bepaneiog, 1 d6on Uropel va
enovopuduiorel, va kabvotepnoetl 1} va dlokomet.

Yg tepintoon mov Aapfavere to kayakwe Temozolomide Accord mg povoBepameio (yopic
akTtvoOepaneia):

"Evag kdxhog Oepoameiag pe o Temozolomide Accord dwapkei 28 nuépec. Oa Adfete o Koydkio pio
GOPA TNV NUEPA Y10 TIC TPDTESG 5 MUEPES («nUEPEG dOGOAOYNGN M), 01 0Toieg Ba akolovnBovv amd 23
nuépeg ywpig tepolorouion, mov Oa poctedolv arov KiKAO Oepaneiag Twv 28 nuepmV.

Metd v Huépa 28, Ba Eekivioel o emdpevog KOKAOG, KOTA TN dtdpKeln Tov omoiov Ba Aapfavete Kot
AL ALTO TO PAPUAKO Hio POPA TNV MUEPA Yo S NUEPEG, Ol omoies Ba axolovOnBodv amd 23 nuépeg
yopic tepolorouion. Ipwv amd kébe véo kbhkho Oepaneiag, Oo vwoPfdideote oe eetdoelc aipatog
TPOKEWEVOL VO, SlamioTmOel edv 1 d0om TG Tepoloropiong ypeldletal ovamTpoGoPLOYT|.
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e mepinton mov dev £xete AaPetl ynuerobepaneio 6to mapeAbov, Oa AdPete v TpdTN d00N TNG
tepoloropidng cac oto eninedo Tov 200 Mg/M? po @opd TV NP Y10, TIC TPAOTEG 5 NUEPES («nUéPEC
d060AGYNONG»), Ol oToieg Ba axoAovONBovV amd 23 nuépeg ympic tepoloropidn. Le mepintmon mTov
glyate MaPetl ynuetobepameio oto maperdov, Ba AaPete v TpdT d60T TNG TEMOLOAOUIONG GOG OTO
eninedo twv 150 mg/m? pia popd TRV Nuépa yia Tic TpdTEG 5 nuépes («nuépeg Socordynongy), ot
omoieg Ba akorovOnBovv amd 23 nuépeg ywpig tepoloropion.

AvaLoya [E TO OTOTEAEGLOTO TV EEETAGEMV TOV OLATOS GOG, O YITPOG GOG EVOEXETOL VO
AVOTPOCAPUOGEL TN 800N Gag Yo Tov endpevo KOKA0. KdBe popd mov Egxvate éva véo KOKAO
Oepaneiog, oryovpevteite g Exete KOTOAGPEL TANPOG TOCH KAyaKle od KAOe TeplekTikdTNTa Oa
ypelotel va Aappdvete kabe pépa kot enl moécec NuéEpeg Oa Aapupdvete avt ™ do6oM.

‘O)ot 01 a60eveic

To Temozolomide Accord dtotifeton 68 KayaKio SIUPOPETIKMY TEPIEKTIKOTATOV (QaivovTol 6Ty
eEmtepkn etwcéta oe MQ). [ KGO TePLEKTIKOTNTA VIAPYEL SLAPOPETIKO XPDOLO TONOTOS. AvAioya
pe TN 8001 g TELOLOAOUIONG TTOL GOG CLVTAYOYPUPEL O YIOTPOG GG, LTOPEL VO TPETEL VO, TTAPETE
TEPLocOTEPA A Eva Kokl yio kaBe nuépa 60G0AOYNoNG TOL KOKAOL Bepameiag.

- Z1youpevTeiTe TMG EYETE KOTAVONGEL TANPMOG TOGO KOdkio amd KaOe TeplekTikOTN T
yperaletar vo AdPete.

ZNoTE amd TO YTPO 1) TO QOPLOKOTOLO GOG VO GOG GNUEIDCOVY TOV 0pIOId TV KoyoKimy
oo K0Be TEPLEKTIKOTNTA (GLUTEPIAAUPAVOUEVOL TOV YPOUATOG) OV Yperdletal va AdPete
KkéOe nuépa TG d0GOAGYNONC.

- Z1YOVPEVTEITE TMG EYETE KOTAVONGEL TANPWOC TOLEG NIEPES EIVAL OL NUEPEC TNG OOGOAOYNONG
o0,

- Z1yovpevteite Tmg Exete emaAnBedoeL T 00T GOG LE TOV EMOYYEANATIO VYEIOG TOL GOG
nepddmer kdbe Popd mov EeKvATE £Vl VEO KUKAO. Mepikég opég 1 SOGT 1} TO GUVOAO TOV
SLOPOPETIKOV KOWOKImV Tov ypelaletal vo AaPeTe TPOKELTOL VO SLUPEPEL OO OLTO TOV
TEAEVTAIOV KUKAOVL.

- A6 ™ oTIypn ov Oo TAPETE TO PAPOKO GTO GTITL GOG KOL LETA, OE TEPITTOOT TOV
alc0avieite pmepdepévog/n N Exete apPIBorieg oXeTIKG e TOV TPOTO ARYNG TG dOGNC GO,
{ntiote emumdéov 0dnyieg mpv Egkvioete Tov Kukho Bepaneiog. Ta AaOn oxetcd pe Tov
TPOTO ANYNG AVTOV TOL POPUAKOV UTOPEL VoL £YoVV GoPapég EMMTAOCELS GTNV VYELD.

Eav mapete peyarvtepn 606n Temozolomide Accord améd v Kavoviki

Edv xotd Adbog mapete peyoldtepn TocOTNTO, 0td KOWOKLO 0T0 0T TOL 6O.¢ CLGTHONKE,
EMKOWVOVNOTE LE TOV Y1OTPO, TOV POPUAUKOTOLO 1) TO VOGOKOUO GOG AUEGHG.

Eav Egyaoete va mapete To Temozolomide Accord

[épte T 8601 MOV TAPOAElYATE TO TOYLTEPO dVVATOV EVTOG TNG 110G Nuépag. Edv éxel mapédber pia
0AOKAN PN NUEPA, cupPovievdeite 1o YioTpd coc. Mnv duthacibcete Tnv emduevn 6661 Yo vo
gnovopOmaoete yia pio 0661 oL EEYAGUTE EKTOG EAV GAG TO VTTOJEIEEL 0 Y1aTPdS GOC.

Edv éxete meplocOTEpPEG EPOTNOELS GYETIKA LLE TN (PT|OT CVTOV TOV POPUEKOV, POTHGTE TOV Y10TPO,
TOV QOPLLOKOTOLO 1| TO VOGOKOWO GOC.

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApOKa, £TGL KO AVTO TO QAPUOKO LITOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, AV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AvVEPOTOLG,.

O1 acBeveic mov hAappdvovv tepoloropidn og cuvdvaoud e aktvobepameio LTopel va eppavicovy
SopopeTIKEG avemBOUNTEG EVEPYEIEG A0 OVTEG TTOL eRpavifovtal o€ acBeveig Tov Aappdvouv
povoBepomeio pe tepoloAopion.
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Enikowvoviote apéocmg e To yotpo oag €6V ELEOVIGETE OTIONTOTE OO TO TAPUKAT®:
- coPoapov Babuov aiiepyikn (vtepevaisbnacio) avtidpacn (kvidwon, Guptyud 1 GAAN
OVOTTVEVGTIKT OVGKOAIR),
- L eAeyxopevn opopayyia,
- EMANTTIKES Kpioels (oTaoHovg),
- TPETO,
- piym,
- coPoapov Paburov movokEParo o omoiog dev voYWPEL.

H Oepancio pe tepoloropidn uropei va tpokorécel Peimon Tov aplfpuod OpIGHEVAOV TOTOV KUTTAP®V
TOV OiOTOC. AVTO UTOPEL VO GOG TPOKAAEGEL ALENLLEVT] ELPAVIOT) LOADTOV 1) cpoppayiog, avorpio
(EMAenym tov £puBPOKLTTAPOV), TVPETO KON HEI®UEVT avTioTaon EvovTl Tav Aowdéemv. H peioon
ToV aplfpov TV KLTTAP®V TOL aipatog gival cuviBe Tapodiky, dAAG GE OPIGUEVEG TTEPITTMGELS
umopel va glvan mapoteTopévn Kot pmopel va 0dnyNoetl o€ pio moAd cofapn Lopen avorpiog
(amhaotikn avopio). O yiorpog cag Oa mapakorovbel To aipo Gog TAKTIKE Y10 OTOEGONTOTE
petaforég Kot 0o amo@acicel edv ToPioTATOL AVAYKN Y10 0TTOl00NToTE E101KN Oepancio. Te oplopéveg
TEPMTOGELG, 1 dO0™ TNG TeEpoLolopiong mov AapPavete Oa pewwbei v n Bepoameia Oo drokonet.

Aleg avemBOunTeC evépyeleg ToL £xovv avapepbel Tapatifevrol TopakdTo:

IHoAd ovyvég avemOounTes evépyereg (nmopei va emnpedoovy neprocdtepo amd 1 ota 10 Gropa)
givan:

- anmAieln Opeéne, SuGKOAia 6TV OpIAld, KEQUAUAYIO
- éuetog, vourtia, dippota, SVGKOIAMOTNTA
- eEavinpua, TpyydTTOoN

- Kovpao
Yoyvéc avem@ounteg evépyereg (umopel va eanpedosovy £mg 1 ota 10 dropa) sivar:

AOWDEELS, AOIUMEEIC TOL GTOUATOG

UELMUEVOG aplOUOG TV KLTTAP®V TOL aipatog (ovdetepomevia, Aepponevia, Opoufomevia)
aAAEPYIKN avTiOpOom

aVENUEVO GAKYOPO OUATOC

EMNPEOCUEVT VTN, KOTAOALYT, dyY0G, GOYYLGT, aVIKOVOTNTO Va. Kolundeite 1 vo peivete
KOLUIOUEVOL

SlTaPayHEVOG GUVTOVIGUOG Kot S10Tapay 100PPOTIOG

SVoKOAID CLYKEVTPWOOTNG, LETAPOAN TNG VONTIKTG KATACTOONG 1) EXAYPOTVNONG, ANCLOGUVT|
CaAn, dSwtapayn acOncewv, aicnon povddcraToc, TPEULOVAO, U1 PUGIOAOYIKT YEVOT
LEPIKN ATMAELD OPACNG, LT PLGLOAOYIKT OpacT, Simhomnia, Enpoi n enddvvol oeBaipol
KOPoo, fountd ToV OTOV, OTAAYi

Opoupwon otov TvedOVe 1 GTA KATM GKPQ, VYNAT 0pTNPLOKT TTieon

vevpovia, dOoTvol, Bpoyyitda, Pyos, PAEYLOV TNG PVIKNG GO KOIAOTNTOG

GTOUOYKO 1 KOWMOKO GAYOC, oTopayikn Statapayr}/aicOnua kahoov Tov GToUdy0V, SLGKOALN
oTNV Kotdmoon

Enpodeppio, kvnopdg

poikn AGPT, poikn advvapio, poikd dAyn Kot Tévol

enmovvn pBpwaon, ocpuaiyia

GLYVN 00PNGT), SOVOKOAIN LLE TN CLYKPATNOT TOV OVPOV GOG

TVPETOG, YPITADON CUUTTOUATE, GAYOC, aicOnua adiabecioc, kpdmua i ypinn
KOTAKPATNON VYPDV, SLOYKOUEVO KATO dKpa

avénoeic nratikdv eviopwmv

ATOAELN COUOTIKOV Bapove, abéEnon cmpatikod Bapovg

KAK®oM amd okTvoforio
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Oy ovyvég avemBopunTeg evépyetes (pmopei va exnpeaoovy ¢ 1 ota 100 dropa) sivar:

- AOWMEELG TOL EYKEPAAOV (EPTNTIKT UNVIYYOEYKEPUAITION) CLUUTEPILOUPAVOUEVDV
BovoTnEOpOV TEPIGTATIKMV

- LoAOVGELS Tpav ATV

- VEEG 1| EMAVEVEPYOTOMUEVES AOUMEELS OO KUTTAPOUEYAAOTO

- EMOVEVEPYOTONUEVEC AOUDEELS ot TOoV 10 TG Nratitidoc B

- devtepoyevelg kapkivol cupmeptlopfavopévng g Asvyotpiog

- LEL®PEVOS aplBLOG TV KLTTAP®V TOL aipatog (TavkvtTaponevia, avorpio, Agvkomevio)

- epLOPEC KNAIdEG KAT® 0d TO dEPUAL

- dmotog dtapTng (cvumtdpaTae oL TEPIAAUPAVOLY avénuévn obpnon Kot aictnuoa diyag),
YOUNAG emineda kadiov oTo oo

- dakvudveelg g cvvalstnuotiknig dtideong, yevdaicOnon

- peptkn mapdAvc, petafoin oty aictnon g 6cppnong Gog

- £KTTMOON NG 0KOLOTIKNG 0E0TNTaS, AOIH®EN TOV PEGOV OTAG

- aicOnpa ToApdv (0tov aebdaveote TV KapOLd GG va YTUTA), EEAWELS

- SOYK®GN GTOUAYOV, SVGKOAIN EAEYYOVL EVIEPIKADV KEVOGEWDVY, ALOPPOidES, EnpocTtopio

- NnatiTido Kot KAKOoT Tov Nratog (cupmepthapfavoévng g Bavatneopag NmaTikng
AVETAPKELOG), YOLOGTOOT), ALENLLEVT YOoAepLOPiv

- QADKTOIVEG GTO GMLOL 1] GTO GTOUC, OTTOAETIGT OEPUATOS, EEAVONIA SEPIOTOC, EMDIVVT
gpLOpOTTA TOL 6EPLNTOC, coPapd eEAvON A e depraTiKO 0idNUa (CLUTEPILOUPOVOUEV®Y TOV
TOAQUDV TOV YEPIDV KOl TOV TEAUATOV TOV TOSUDV)

- avénuévn evaistneio 6to Ew¢ ToL AL, kKvidmaon (eavOnuata), avénuévn epidopmon,
UETAPOAT GTO YPDOUO TOV OEPLOTOC

- dvokoAio otV ovpnoN

- KOATIIKT cptopparyiol, KOATIKOG £peBIGHOG, amovaia 1} enddVVT EUPnvog pooT|, LacToduvia,
6€E0VOAIKT aVIKOVOTNTA

- piyog, O10YK®OOT TPOCHTOV, SVGYPOUATIGUOS TS YADGGOC, diya, dtotapayn 000vTog

- Enpoobaipia

Ava@opd avemOOunTOV EvEPyELOV

Edv mapotnprioete Kamowo avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOLO 1) TOV
VOGOKONO 6aG. AVTO 1oyVveL Yo kdbe mbavr avemBountn evépyela mov dev avapEPETAL 6TO TaPHV
@OALO 00MYIDV ¥prionc. Mmopeite emiong vo avaeépete avemBounteg evépyeleg amevbeiag Tov
€Bvikov cuaTUaTOg OVaPOPAs ToL avaypaeetol oto [apdptnua V.Mécm g avapopdg
avemBouNTOV evePYEIDY pmopeite va Bondnoete 6T CLALOYN TEPLGGOTEPMV TANPOPOPIDV GYETIKA
UE TNV 0CQAAELL TOV TOPOVTOG PUPILEKOV.

5. Iog va purhdcoete To Temozolomide Accord

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol OV TO POAVOLY Ta TOLOLEL,
Katd mpotipumon o éva kKAedwpévo vrovAdnt. H tuyaia Katdmoon propei va givan Bavatnedpa yio ta
TG

Na pn xpnoiponoteite avtod To PAPUOKO PETA TNV Nuepounvia ANENG TOL avapEPETAL TNV
emonpoaven kot oto kovti. H nuepounvia Anéng eivat ) televtaio nUépa Tov LAV TOL OVOPEPETOL.

Dréin

Mn gpuAdooete og Ogppokpacio peyardtepn tov 25°C.

Yvokevacio EIANG: QVAAGGETE GTIV aPYIKT OLEAN. AlaTnpeite T QLIAN KAAG KAEIGHEV Y100 VO,
TPOGTATEVETAL OO TNV VYPACIaL.

Dakeliokog

Mn gpuAdooete og Ogppokpacio peyarvtepn tov 25°C.
DuAdooete 6NV APYIKN CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPAGIA.
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Evnuepmote 10 popUaKoTold 6o 6V TOPATNPNCETE OTOLUONTOTE GAANYT OTNV ELPAVIOT) TOV
KOYoKiov.

Mnv metdite @ApULOKO GTO VEPD TNG ATOYETELGONG N OTA OIKLAKA amoppippata. Potote tov
(OPLOKOTOLd GOG YO TO MG VO TETAEETE TOL PAPLLOKO TTOV OEV YPNOLUOTOIELTE T AVTA TOL PETPA Ba
BonBnocovv oty tpoctacia Tov TepPaiiovtog.

6. Iepreyopeva g cvoKeEVAGiAg KOl AouTEG TANpOPOpies
Tvepréyer to Temozolomide Accord

H dpaoctikn ovoia givar 1 tepoloiopion.

Temozolomide Accord 5 mg hard capsules: Kabe koydxio mepiéyet 5 mg tepoloropiong.
Temozolomide Accord 20 mg hard capsules: KaOe kaydxio mepiéyet 20 mg tepoloiopiong.
Temozolomide Accord 100 mg hard capsules: Kafe koydkio mepiéyet 100 mg tepoloropiong.
Temozolomide Accord 140 mg hard capsules: Kabe xaydxio nepiéyst 140 mg tepoloropidong.
Temozolomide Accord 180 mg hard capsules: Kafe koydkio nepiéyet 180 mg tepololopidng.
Temozolomide Accord 250 mg hard capsules: Kafe koydkio nepiéyet 250 mg tepololopiong.

Ta dAlo cvotatikd givat:

MEPLEYOUEVO KOWOKIOL:

Gvudpn Aaktoln, KOALOEWES Avudpo 8101010 TOL TTVptTion, ApvAo KapPoSvpedvAiiopévo vatplodyo
TOmov A, Tpuykd 0&y, oTENTIKO 0£D.

KEAMQOG Kanyakiov:

Temozolomide Accord 5 mg hard capsules: (ehativn, Titaviov d10&gidio (E171), o1dMpov 0&eidio
kitpwvo (E172), wdwokapuivio (E132), vepo.

Temozolomide Accord 20 mg hard capsules: Cehativn, titaviov dro&eidio (E171), odnpov o&eidio
kitpwo (EL172), vepo.

Temozolomide Accord 100 mg hard capsules: (elotivn, Titaviov d10&gidio (E171), o1dnpov o&eidio
kokkwo (E172), vepo.

Temozolomide Accord 140 mg hard capsules: Celativn, titaviov do&gido (E171), wdkokappivio
(E132), vepd.

Temozolomide Accord 180 mg hard capsules: elotivn, Titaviov di0&gidio (E171), o1dnpov o&gidio
kitpwo (E172), cdnpov o&eidio kokkwvo (E172), vepd.

Temozolomide Sandoz 250 mg hard capsules: Celativn, titaviov dro&gido (E171), vepd.

LELOVL EKTOTMONG:

KOUUED AGKKOG, TPOTLAEVOYAVKOAT, o1dnpov 0&eidio puérav (E172) kou kodiov vdpoéeidio.

Epgavien tov Temozolomide Accord kon gpLeOpueEvo TS GVGKEVAGING

To oxAnpd koydxia Temozolomide Accord tov 5 mg £xovv AeukO GO, TPAGIVO T KOl PEPOVY
évrunn enmtypagn «TMZ» 610 ThOpa & «5» 6TO GOUN Le LOVPO LEAGVL.

Ta oxAnpd koydxio Temozolomide Accord tov 20 mg £xovv AgVKd GOUA, KITPIVO TAOLUO KOl PEPOVV
évtomn emtypoen «TMZy» oto nhpe & «20» 6To GO Le HodpPO PEAGVL.

Ta oxkinpd koydxio Temozolomide Accord tov 100 mg éyovv Aevkd odua, pol TOUE Kot PEPOLY
évromn emypoen «TMZy» oto nopa & «100» 610 GO e LOVPO LEAAVL.

Ta oxkAnpd koydxio Temozolomide Accord tov 140 mg £xovv Aevkd cha, UTAE TOUO Kol QEPOVY
évromn emypoen «TMZy» oto nopa & «140» 610 GOUO [LE LOVPO LEAGVL.

Ta oxkinpd koydxio Temozolomide Accord tov 180 mg éyovv Aevkd cdU, KAGTOVOKOKKIVO TMLLO
Kal @Epovv Evrumn entypagn «TMZy oto mopa & «180» 6To cdU e HOPO PEAGVL.

Ta oxkinpd koydxio Temozolomide Accord tov 250 mg éyovv Aevkd ohua, AEVKO TOWO KoL GEPOVY
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gvtonn emtypaen « TMZ» 610 Tdpo & «250%» 6TO GO (e LOOPO HEAGVL.

Ta oxdnpd Koydkio xopryodvTol 6€ KEXPIUTOPOYPOUES YOAAIVES PLAAEG Ol omoieg Tepiéyovv 5 1 20
Koy Ao
Kabe kovti mepiéyet 1 praiidio.

Ta oxdnpd KoydKio yopryovvtal 6€ aKeLicKo Tov TeptEyel 1 Kaydkio.
Kdabe kovti mepiéyet 5 1 20 pakerickovg.

Mmropei va, un KuKAOQOPOUV OLEG 0L GLOKEVAGIES.
Kéroyog Aderag Kvkrhoopias ko ITapackevaotig
Karoyog Aderog Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomtavia

Hopoackevactig
Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, [ToAwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytm
OMowvoio

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

I'o omoladnmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite oTov TomIKO avTITPOowTO Tov Koatdyov tng Adstog Kvukhopopiog:

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 mwapov vAlo 0dNYLAOV xpioNs avadempOnke Yo Televtaio popd Tov 07/2024
Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoeopieg yio to pappako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpomaikon
Opyoviopod ®oappdkmv (EMA) http://www.ema.europa.eu/.
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