ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Temozolomide Accord 5 mg oxAnpd koydakio.

Temozolomide Accord 20 mg okAnpd Koydxio.

Temozolomide Accord 100 mg oxAnpd Koyaxia.

Temozolomide Accord 140 mg oKAnpd Koyaxia.

Temozolomide Accord 180 mg oxAnpd koyaKia.

Temozolomide Accord 250 mg oxAnpd kayakia.

2. MOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe oxinpd kayakio tepiéyel 5 mg tepololopion.

"Exdoyo pe yvootég dpacelg:
Kabe oxinpd kayakio mepiéyel 168 mg avodpng Aaktolng.

KdéBe oxinpd koydxio mepiéyet 20 mg tepolohopion.

"Exdoya pe yvootéc dpdoeic:
Kdabe orxhnpd kaydkio epiéyet 14,6 mg dvodpng Aaktdlng.

Kdabe orcdnpd koydkio mepéyet 100 mg tepoloAopion.

"Exdoya pe yvootéc dpdoeic:
Kdabe ordnpd koydkio mepiéyetl 73 mg avoudpng Aaktolng.

Kdabe oxinpd kaydakio mepiéyel 140 mg tepoloropion.

"Exdoya pe yvootéc dpdoeic:
Kdabe oxinpd kayakio mepiéyel 102,2 mg dvoudpng Aaktolng.

Kdabe orcdnpd kaydkio mepiéyet 180 mg tepoloAopion.

"Exdoya pe yvootéc dpdoeic:
Kabe oxinpd kayakio tepiéyetl 131,4 mg dvodpng Aaxtolng.

Kdabe oxinpd kayakio tepiéyet 250 mg tepololopion.

"Exdoya pe yvootéc dpdoeic:
Kdabe oxinpd kayakio tepiéyet 182,5 mg dvoudpng Aaxtolng.

IMa tov TA7pn kaTdroyo TV ekddY®V, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
5 mg oKANpPO KOWYAKIO.

Ta oxdnpd Koydkio Tov S mg givol Tpdctve / Aevkd okAnpd kaydxia (eAativng, To omoio pépovv
TUTOREVA Ta O1aKpLTikd « TMZ» 610 Topa & «5» 6T0 GO,

Kabe xaydxio ivar mepinov 15 mm og pnkoc.
20 mg oKANpoO KayaKlo.

Ta oxdnpd koydkio Tov 5 mg givar kitdpva, / Aevkd okAnpd kayakio (eAativig, ta omoia eépovy
Tonopéva o dStakpitikd « TMZy» oto topa & «20» 6To chpa.
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Ka0e kaydikio eivar mepimov 11 mm e piKoc.
100 mg oxAnpo kaydxio.

Ta oxdnpd kaydkio tov 100 mg gival pol / Aevkd oxkAnpd koydxio (elativig, Ta omoia épovv
Tonopéva Ta dtokpltikd « TMZy» oto topa & «100» oto copua.

Kabe xoydxio givar mepinov 15 mm og pnkoc.
140 mg oxAnpd Koydiio.

Ta oxdnpd koydkio Tov 140 mg givar didpava umhe / Aevkd okAnpd koydkio (glotiving, To omoia
@Epovv Tuopéva Ta dtakpitikd « TMZy» oto topa & «140» oto copua.

Ka0e xoydxio givor mepimov 19 mm og pnkoc.
180 mg oxAnpd Kayakio.

Ta oxdnpd koydkio Tov 180 mg givar kaotavd / Agukd okAnpd kaydkio {ehativng, To omoia pEpovy
toropéva ta dtakpriikd «TMZy» oto mopa & «180» 610 cmpa.

Kdabe kaydxio givar mepinov 19 mm og pikoc.
250 mg oKANpoO KaydaKilo.

Ta oxdnpd koydkia Tov 250 mg gival Aevkd / Aevkd okAnpa Koo (elativng, To omoia pEpovv
Tonopéva ta dStkpltikd « TMZy» oto topa & «250» 6to coua.

Kda0e kaydxio givar mepinov 21 mm og piKoc.

4. KAINIKEX ITAHPO®OPIEXZ

4.1 OepomevTiKég gvositelg

To Temozolomide Accord evdeikvutar yio T Oepameio:

- EVIAIK®V 000evAV e VEOSLOYVOGUEVO TOADLOPPO YAOLOBAAGTMO, GUYYOPTYOVUEVO LE
axtivobepaneio (RT) kot 6t cuvéyeln wg povobepameia.

- TOLOIDOV NAKIOS TPV ETAOV Kot dve, eprfav Kot eviMkov acBevdv pe kokondeg yloiopa,
OTMG TOAVLOPPO YAOOPAACTO 1] OVATAAGTIKO AGTPOKVTOLO, TOV ERPAvICOVY VITOTPOTN N
eEEMEN petd and Kabiepopévn Bepaneio.

4.2 Aocoloyia Kol TpémTog yopynons

To Temozolomide Accord mpénet va GuvTayoypapeital LOvo oo YloTpos TOV £Y0VV EUTELPIO GTNV
0YKOAOYIKT Bepomeio OYK®V TOL £YKEPAAOV.

Mmnopei va yopnyn0el avtiepetikn Oepaneio (BA. Tapdypago 4.4).
Aocoloyia

Evniikec ao0sveic us veodioyvawousvo molvuoppo yioioflaoctwua

To Temozolomide Accord yopnyeitol 6 cuvévacud e eaTiokn akTivobepaneia (pdon
GLYYopNYNoNS) akorlovBovrevn amd £mg 6 KhkAovg povobepamneiog pe tepoloropnion (TMZ) (pdon
povoBepameiog).



Paon ovyyopnynons
H TMZ yopnyeitan omd 1o 6top0 68 8601 TV 75 mg/m? Ty nuépa yia 42 nuéPEg GLYYOPNYOVUEVO UE
eotwokn axtvobepaneio (60 Gy yopnyovueva og 30 KAAGHOTA). AEV CUVIGTOVTOL LEIMGELS TNG 600TG,
OAAG 1 KaBvoTEPTION M 0 TEPUOTIGUOG TS Yoprynons s TMZ Ba wpénel va amopaciletal
€BOOLAdINIOC GOUPMVA LE KPITHPLO OLUOTOAOYIKNG Kot U1 ailatoloyikig toEikdtrag. H yopriynon
g TMZ pmopel va cuveyiotel ko’ OAn v mepiodo TV 42 nUEP®V TNG TEPLOS0V GLYYXOPNYNONG
(péyxpt 49 Nuépec) edv wkovomoroHvtal OAEG Ol TAPOKAT® GLVONKEG:

- amndivtog apdpdc ovdetepopiiov (ANC) > 1,5 x 10%/1

- apdudg Opopfoxvttapnv > 100 x 10%/1

- xowd kprripro to&wotntog (CTC) pun arpatoroyikn to&ucotnto < Babuov 1 (ektog and

oAomeKia, VOUTio Kol EUETO).

Koatd ™ didprela g Oepaneiog pio yevikn e€étaon aipatog 0o mpémet va mpoypatomoteitot
gfdopadiaiong. H yopriynon g TMZ Ba npénel va S10KOTTETOL TPOCO®PIVE 1} Vo TEpUATICETOL OPIOTIKA
KT T OAPKELD TNG PACTIG GLYXOPTYNONC COLPMOVA LE TO, KPLTHPLO, OLLOTOAOYIKAG KOl 1T
OUOTOAOYIKNG TOEIKOTNTOG OTT(OG onuelmvetal otov [livaxa 1.

ITivakog 1. Atokonmn N tepuotiopdc e yopnynons e TMZ kotd tnv tavtdypovn yopnynon
aktwvobepareioc ko TMZ

To&kdtnta Awxkonr) TMZ* Teppatiopdég TMZ
Amdlvtog apdudc ovdetepdeiimv | > 0,5 kon < 1,5 x 10°/1 <0,5x10°/1
Ap1Oudc arpometoMmv > 10 kou < 100 x 10°/1 <10x10°/1

CTC pn apororoykn toEikotnra,. | CTC Babpog 2 CTC Babuoég3n 4
(ext0Gg a6 ohomEKia, vavTia,

€LETO)

*: H Bepaneia pe ocvuyyopnyovpevn TMZ umopet vo cuveylotel 0Tav 1kavomolovvTotl OAEC Ot
TAPOKATO GLVOAKES: 0mOALTOG APlOUOS 0VETEPOPLA®Y > 1,5 X 10%/1, apBudg opometariov >
100 x 10%1, CTC un oapatoroyich toEikdtnta < Babuov 1 (ektdg amd odmnekia, vovtia,
¢LETO).

Ddon povobepameiog

Téooepig efoopnades PeTd TV OAOKANPOOT TG GAong cvyyopnynong TMZ + RT, n TMZ yopnyeiton
Yo €0g 6 khkhovg povoBepanciog. H d6on otov Koo 1 (povobepaneio) eivor 150 mg/m? pio popd
™V NUéPa Yo 5 nuépeg axkorovBodevn amd 23 nuépeg ywpic Oepameio. v apyn tov Kokiov 2, 1
d6om avEaveron otadiokd fog to 200 mg/m? av n CTC pn awpotoroyikn toéucdtnro yio tov Kokho 1
givar BaBpov < 2 (extdc amd aAwmnekio, voutio Kot EUETO), 0 amdALTOC aplBrdc ovdeTepdPihmv (ANC)
gtvon > 1,5 x 10%/1 xar 0 ap1Opdg Opopfoxvttdpov eivor > 100 x 10%1. Edv 1 8601 Sev avéndst
Babuiaio otov Kbkio 2, 1 kKhpdkmon dev Ba mpémel va mpayLatomotnfel o PLETayEVEGTEPOVG
KOKAOVG. AoV mpaypatoronei n Padaio avénon g d6onc, n d6on mapapével ota 200 mg/m? vy
NUEPO YO TIG TPAOTEG S NUEPEG TOL KADE PUETAYEVESTEPOV KUKAOL EKTOG OV EULPAVIOTEL TOEIKOTNTA.
Meuwaoelg Kot TeEpUATIGHOT TG 000N E KaTA TN didpKela TG Ao ¢ povobepameiog mpémel val
Tpaypatorotovvtal copewva, pe toug [ivaxeg 2 ko 3.

Koatd ™ didprela g Oepaneiog pio yevikn e€étaon aipatog Oa mpénel va mpoypatonmoteitol Ty 22n
Huépa (21 nuépeg petd v mpotn 66om g TMZ). H d60m B tpénet vo petdvetat | 1 xopnynon va
teppotiletan svuemva pe tov Iivaka 3.

ITivakog 2. Aocoroykd enineda tTnc TMZ yia povoBepomeia,

Aocohoyikd eminedo Adon (mg/m*muépa) | Hapoatnprioeic

-1 100 Meimon Ady® Tpoyevéotepng TOEIKOTNTOG
0 150 Adon katd ) didpketa Tov Kooy 1
1 200 Aodom xotd ) ddpkela twv Kokiwv 2-6 og

omovcio ToEIKOTNTG




ITivakog 3. Meiwon 1 tepuotiopdc e 00onc e TMZ katd tn didpkeia tng povobepameiog

To&wotn Tl Meiwon TMZ katd 1 docoloyuco Tepuatiopoég TMZ
emingdo”

Andlvtog ap1dudc ovdetepdpirav | < 1,0 x 10%1 B\. voonueimon B

Ap1Oudc Opoufoxvttapwv <50x 10%1 BA. voonueimon B

CTC pn apotoroyikn ToEwomta | CTC Babpog 3 CTC Babpog 4°

(ext0Gg a6 ohomEKia, vavTia,

£LETO)

* Ta docoroyikd eninedo TMZ avagépovior otov [ivaka 2.

f: H TMZ Sraxonteton 4v:

* 70 6000A0Y1KO eminedo -1 (100 mg/m?) Tpokorel akdun Un ArodeKT TOEIKOTNTA

* 1 101 BaBpov 3 pn apatoroykn toEikdtnra (ekT0¢ amd almmekio, voutia, £ReTo) emaveppaviCeTon
UETA TN peiwon g 066NG.

Evnlixec ko1 woudiozpixoi aocsveic nhikiog 3 etwv 1 usyoldtepoi us vrotpomaloy 1 eCelicoousvo
KoxonBsc yloiwuao.:

"Evag koKkAog Oepaneiog anoteAeiton omd 28 nuépec. Le acbeveig o omoiot dev £xovv AdPel maiaidtepa
ymuetodepaneio, 1 TMZ yopnyeitot and 1o otopa e ddéon 200 mg/m? pia popd TV Nuépa yia TG 5
TPAOTEG NUEPES Kot 0koAovBel piar dtakomn ¢ Oepameiog Yo 23 nuépeg (cvvoro 28 nuépec). Le
acBeveic mov &yovv MaPel maondtepa ynuetodepameia, n apyiky doon eivar 150 mg/m? pio popd TV
Nuépa Kot avédvetat otov devtepo kKikho oe 200 mg/m? pio @opd v nuépa, yia 5 nuépeg edv dev
epeavictel apatoroyikn toSikotnta (BA. Tapdypago 4.4).

E1dixoi wAnBoouol

Toudrazpiros winBoouog

Xe acBeveig nAikiag 3 etdv 1 peyorlvtepovg, N1 TMZ npénet va ypnoiponoteital pdvo og vrotpomadalov
N o€ e€eMoocdpevo kokondeg yroiopo. H eumepio o avtd o Tondid etvon moAd wepropiopévn (BA.
mapaypaeovg 4.4 kot 5.1). H acpdiein ko n aroteiespatikotnta g TMZ o modid nAikiog KAt
TOV 3 €T@V dev Erovv Tekunplmbel. Agv vtapyovv dabéotua dedopéva

Aaobeveic ue nmotikn 1 veppiki dvaleitovpyio

H poppakokivntikn g TMZ ftav cuykpiciun o€ acbeveic pe puGIOA0YIKT NTOTIKY AElTOVpYio Kot
o€ eKkelvoug e Nia N PETPLa NIaTiKy SuoAgiTovpyia. Agv vadpyovy dtaféoipa ototyeio yio ™)
yopnynon g TMZ o¢ acBeveic pe soPapn nratikn svciertovpyio (Child's Class C) 1 pe veppiky
dvodettovpyia. Me Baomn TIG POPLOKOKIVITIKES 1010TNTEC TG TMZ, dev givor mbavov va amattodvton
UEIDGEL TNG 000N ¢ o€ aobeveig pe cofapn nratikn ducAettovpyio 1 omolovdonmote Pabuod veppikn
dvchiertovpyio. Qo1000, anorteitor Tposoyn 6tav 1 TMZ yopnyeitor 6e avtovg Toug acdeveic.

Hliwouévor aobeveic
Me Baon pio minBuopioxn eappokokvntikn avaivon o acBeveic nlikiag 19-78 etdv, n kdBapon
g TMZ dev emnpedletar amd tnv nikio. Qotdc0, ot nMkiopévol acbeveic (MAkioag > 70 et@v)

potalovv va dtatpéyrovv avénuévo kivouvo ovdetepomeviag kat Opoufomeviag (BA. mapdypago 4.4).

Tpomog yopnynong

To Temozolomide Accord Oa wpémet va yopnyeitar o€ KaTAoTOGT VNOTEIOG.

Ta Koy akio TpémeL va, KOTamivovTon OAOKANPA LE VO TOTPL VEPD Kol OV TPETEL VAL avoiyovTal 1] v
LOCOVTOL.



Edv onueindei éuetog apod yopnyndei n 0601, dev Ba mpémet va yopnynOel pia dsvtepn 0661 eKeivn
™V NUépal.

4.3 Avtevoeigeag

YrepevaioOnoio otn dpactikn ovoia 1 6€ KAmo1o omd o £KS0Y0 TOL UVAPEPOVTL GTNV TUPAYPUPO
6.1.

YrepevaioOnoia o daxappfalivn (DTIC).
Yofapn pverokatactoln (BA. Tapdypago 4.4).
4.4 E101kég mpo1domomcelg kat mpo@uAidiers katd  ypion

FEorxouproxsc Aowuwleic kou smavevepyoroinon Aoy cswy

Evkaiprokég Aoméelg (0nmg mvevpovia omd Pneumocystis jirovecii) Kot emavevepyomnoinon
howmnéemv (onwg HBV, CMV) éyovv mopatnpndel katd m didpkela Bepaneiog pe TMZ (PA.
mopaypapo 4.8).

Ilvevuovio ord Pneumocystis jirovecii

Acbeveic mov ElaPav cvyyopnynon TMZ kot RT g pia mlotiki] SOKIUN Y10 TO TOPATETAUEVO
TPOYPOUUA 42 NMUEPOV QAVIKAY VO SLOTPEXOLV 1O10HTEPO KiVOLVO Y1a VO avamTOEOVY TVELUOVID ATO
Pneumocystis jirovecii (PCP). Zvuveng, amatteiton mpo@OAacn evavtia oty PCP yio 6Aovg tovg
aoBeveic mov Aappdvovv cvuyyopnynon TMZ kot RT yua 1o oynua 42 nuepdv (pe Eva péyieto 49
nuep®v) ave&aptnta and Tov apipod tov Aeppokvttapov. Edv eppoviotel Aepponevia, Oa mpénet va
ouveyiocovy TNV TPOEVAAEN HEXPL TNV LTOY®PNOT TNG Aepponeviog o€ fabud < 1.

Mmropei va vap&et peyadvtepn epedvion g PCP dtav n TMZ yopnyn0el o peyolvtepng didprelog
8000A0Y1KO oyfua. QoT060, OL01 01 acbeveic Tov Aappdvovy TMZ, e1d1kotepa o1 acBeveic mov
AapPavovv atepoeldn, Ba mpémel va mopakolovbovviat otevd Yo Tnv avamtuén PCP, aveEdptnta amd
T0 oynua. IlepmTdoElg avamveLsTIKNIG OVETAPKELOG e Lotpaio KaTtdAnEn Exovv avapepbei oe
acBeveig mov ypnotiponotoy TMZ, daitepa o€ cuvdvacpod pe deCapedacdvn 1 GAAL GTEPOELDT.

HBV

"Eyet avapepbei emavevepyomoinon nratitidag mov opeidetar otov 16 g nratitidag B (HBV), og
OPIGUEVEC TEPMTMOELG UE amoTELEGO TO BdvaTo. Oa mpémel va (nteitan n yvoun EW01KOV 6€ VOGO TOV
nratog wpwv and v Evapén Bepanciog oe acbeveig pe Betikn opoloywn dokipacio nratitiong B
(ovumepriopPovoprévev Kot autav pe evepyo voco). Katd tn didpreia tng Oepaneiag, ot acOeveic Oa
TPEMEL VAL TOPOKOAOLOOVVTOL KOl VO aVTILETOTILOVTOL KOTAAANAQL.

Hraroto&wkdtnto

BLapeg Tov atoc svumeptlappavopévng Bavatnedpag NIoTkng avemdpkelag, Eovv avapepbei o
acBeveic mov Bepamedovion pe TMZ ( BAéne mapdypapo 4.8). Aoxipacieg Tng NraTikng Agttovpyiog
0o Tpémetl va TparypatomolovvTol TPV amo v Evapén tng Bepoameioc. Edv dev givarl puotoloyikég, ot
toTpoi Bo Tpémet vo ekTIiUnoovy 10 Adyo 0perod Kivouvo Ttpv amd v Evapén g TMZ
copmepthapfavopévng tng mhovotntog Yo Bavammedpa nrotiky averndpkeld. [ acbeveic mov
Bpiokovtal og Bepaneio 42 nuep®Y 01 EETACELS Y1oL T AEITOVPYIO TOL NTOTOG ol TPEMEL VL
gmovolopuPavovtol 6To UEGO TNG JGPKELOC 0L TOV TOV KOKAOL Bgpameioc. o GAoVG Tovg oobeveic,
éleyyot yio T Agttovpyia Tov NTatog O Tpémel va Tparypatomolohvtol ETH amd To TEA0G Kabe

KoK ov Bepaneiog. o Tovg acBevei e oNUOVTIKEG avmUOAES TNG AEITOVPYIOG TOL NTOTOC, OL 1TPOL
Oa Tpémel va eKTILOVY TN oXECM TOL AOYOL 6QEL0G/KivOvvog TG cuveyLopevng Bepareiog. H
to&kdTNTe 6T0 IO Umopei vo cvuPel apketéc efOOUGOES 1 TEPIOGOTEPO UETE TNV TEAEV TN,
Oepaneio pe v TEPOLOAONION.



Epmntikn pnviyyosykepaiitioon

X€ TEPICTOTIKG TOV EUPAVIGTNKAY LETA TN XOPYNOT TNG GOEL0C KUKAOPOPING, EPTNTIKY
UNVIyyoeyke@oAitido (cuUmepLaUBOvVOLEVOY BOVOTNEOP®V TEPIGTATIKMV) TAPOITNPNONKE GE
aoBeveic mov akolovOnoav aywyn tepoloropione e cuvovacud pe aktvobepamneia,
GUUTEPTAAUPOVOUEV®VY TIEPIMTMOGENDY AGHEVDY GTOVG 0TTOTIOVE YOPNYNONKAY TAVTOYPOVOS GTEPOELDN.

Koakonfeteg

[eputtdoelg pPuehodVGTANGTIKOD GLVOPOLOL Kol SEVTEPOYEVAOV KOKONOEIDV, GUUTEPTAAUPAVOUEVNS
NG HLEAOYEVODG Asvyopiag, £xovv emiong avaeepOel ToAd omdvia (BA. Tapdypago 4.8).

AvTtiepuetikn aymyn:

H vavtia kot 0 épetog cvoyetiCovion moAd cuyvd pe v TMZ.
Mmopel va yopnyeitol avTIEUETIKT aymyT| TP N LETA TN Yopnynon s TMZ.

AoOsveic us veooiayvamousvo molvouoppo yAoiofAdotmua.

AVTIEUETIKN TPOPVAAEN GUVIGTATOL TPV TIV OPYIKT O00T TNG PACTG SLYXOPTYNOTG KOl GUVIGTATOL
£€vtovo Katd T dtdpkelo e pdong povobepameiog.

AobOeveic us vrotpomalov 1 eEelioooucvo koxonbec yloiwua.:

Ot aoBeveic mov gppdvicay coPfapd (3ov 1 4ov Babpov) €ueto og mponyodevovg kukAovg Bepameiog
umopel va yperocBolv avtiepetikn Oepamneio.

Epyoomprokéc mopauetpot

AcbBeveic mov éyovv AdPet Bepaneio pe TMZ pmopel vor eLPAvVIGOVY LUEAOKOTOGTOAN,
GUUTEPTAOUPBAVOUEVTG TG TTOPOTETAUEVTG TTOVKVTTAPOTEVING, 1] OTTOl0, LLITOPEL VoL 00N Y1OEL GE
OTAQGTIKY avalpLio, 1) 0Toio 68 OPICUEVEC TEPITTAOGCELS £YEL OONYNGEL GE LOPaic KATAANEN. e OpIoUEVES
TEPUTTMCELG, 1] TAVTOYPOVT £KOECT] GE PUPLOKEVTIKE TPOTIOVTA TOL CYXETILOVTAL LLE TNV OTAOCTIKN
ovaipia, copmeptAapfovopévng g KopPopaleniving, TS eovuToivng Kot g
covApouedoaldinc/tpiuebompiung, neputiékel mv a&loAdynon. [pwv tn yopnynon, tpénet va
TKOVOTTOLOVVTOL O TaPoKAT® epyaotnplakéc mapauetpot: ANC > 1,5 x 10%/1 kot op1Oudg
aporetodmv > 100 x 10%/1. TIpénet va mpaypatomoteiton yeviky eE€taon aipatog Tnv 22n Huépa (21
NUEPES LETA TNV TTPDTN d00M) N €vTOG 48 wpdv amd ekeivn TV Nuépa kat kKabe fdopdda péypig dtov
ANC > 1,5 x 10%/1 kon ap@uog arponetaiiov > 100 x 10%/1. Edv o ANC peiobdei oe < 1,0 x 10°/19 0
apduog arpometoMav eivan < 50 x 10%/1 katd T didpkeia 0mo10vdHTOTE KOKAOV, 0 ETOUEVOG KOKAOG
Oepanciog Oa mpémel va pelwbel katd Eva 0060 A0Y1KS eminedo (BA. mapdypapo 4.2). Ta docoroyikd
eninedo mepthopPavooy 100 mg/m?, 150 mg/m? kar 200 mg/m?2. H yapnidtepn cuvictduevn ddon
givon 100 mg/m?,

TToudrarpikdc TANOvouUOC

Agv vrdpyet KAwvikn epmeipia and m ypnon g TMZ ce maudid nhikiog kdto tov 3 etdv. H guneipia
o€ UeYaADTEPO TOdLE Kol €@Povg elval moAd meplopiopévn (PA. mapaypdeovg 4.2 kot 5.1).

Hlxouévor acbeveic (nxiac > 70 etmv)

O nMkiopévol acBevelg paivetor va dtatpéyovv avénuévo Kivouvo ovdeteponeviag kot Opoupomeviag,
o€ GUYKPIoT HE TOVg vedTepovg acbeveic. 't avtd 1 TMZ Ba mpénet va yopmyeiton e 1dtaitepn
TPOcoYN o€ NAKIOUEVOLS 0o0EVELS.

Tvvaikeg acOeveic




Ot yuvaikeg mov lval 6€ avamapaywykn nAtkio 0o Tpémet va yp1oLLoTooNY ATOTEAEGLOTIKN
QVTIGVAANYT] Y10 TNV OTOPLYT EYKLUOGVUVNG EVOcm Aapfdvouy TMZ kot yio TOvAGyIoTOV 6 Pveg
HETd amd TNV oAoKkANpmon g Bepamneiog.

Appevec acbeveic

®o TPETEL VO CLGTAVETOL GTOVG AVOPES TOL Adpfdvouy Bepamreia pe TMZ vo Unv TEKVOTOGOVY Y10
TovAdyIoTOV 3 Pveg LETA T ANyM NG Televtaiog 00N Kat va avalnTnoovy GUUBOVAR Yo
ouvTHpNoN oTEPUATOG o€ Pabid kKatdyvén mpwv omd ) Bepaneio (BA. mapdypapo 4.6).

Aoktoln

AVT0 TO POPUAKEVTIKO TPOIOV TTEPLEYEL AakTOLN. AcBeveic pe omdvia KANpovouKa TpofAnpota
dvoavetiag otn yoraktoln, EAAELYNG OAKNG AOKTAONC 1 SLCATOPPOPNGNG YALKOLNC-YOAaKTOLNG dev
Oa mpémetl va Aapfavouy avTd T0 QAPLOKO.

Ndrtpro
To @dppako avtd mepiéyet Aydtepo and 1 mmol vatpiov (23 mg) avd kaydxio, eivat ovtd mTov
ovopdlovpe «erevBepo vatpiovy.

4.5 AMMAETOPAGELS PHE GALN QUPUUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaocng

e pia Eeyopiot) pedét edong I, n ovyyoprynon tg TMZ pe pavitidivn dev 0dynoe o HETOPOAES
oV éktacn ¢ aroppdenonc g TMZ 1 oty ékbeom otov evepyd petafoAritn g,
povouebvitpralevoipndalorokappoéapioto (MTIC).

H yopnynon mg TMZ pe 1poon giye g amotéreopa pia peimon kotd 33 % G Cuax Kot KoTd 9 % TOU
gpuPadov Katw omd v koumwoin (AUC).

KaBdg dev pmopel va anokierstel 0Tt 1 petafoin otn Cmax ELVOL KAVIKA OMULOVTIKT, TO
Temozolomide Accord Ba mpémel va yopnyeitot xwpic cvvodeia Tpoenc.

Me Baon pio minfuopiaxy avalvoT eopuakoKvnTIKNG o€ dokipuég edong 11, n cuyyopnynon
de&apebalovne, mpoyrwprepalivie, ovutoivig, KopPopalenivng, ovoaveeTpovng, aviayovioT®V
twv Hz vmodoyéwv 1 eawvoPapPrrding dev petéfare v kabapon g TMZ. H cvyyopriynon pe
BaAmpoikd 0O cuoyetioTnKe e Pikpn ALY GTOTIOTIKE onUovTIKN Lelwon Tng kabapong g TMZ.

Agv &xovv deayBel peréteg yia va dievkpviotel 1 enidpaon g TMZ oto petafoiiopd 1 oty
omofoAn ALV QoapuaKeLTIKOV TPotdvTmv. [Tap’ dha avtd, Kabde 1 TMZ dev veictaton Nratikd
UETAPOAGUO KOt EMOEIKVOEL YOUNAT TPOCOEDT] LE TIC TPWTEIVES, OV glvar OO va exnpedoel TV
(QOPUOKOKIVITIKY] GAADV QOPUAKEVLTIK®V TPOiovToV (PA. mapdypapo 5.2).

H yprion ¢ TMZ og cuvdvacud pe GAAOVG HVEAOKOTOCTUATIKOVG TOPAYOVTEG UTOPEL VO aLENGEL TNV
TOOVOTNTO LVEAOKATOGTOANG.

TMoudwarpikdc TANOvoudC

Meléteg aAANAETIOPACEDY EXOVV TPUYUATOTOINOEL LOVO GE EVIAIKEC,.
4.6 TCovipétra kOO Ko yorovyia

T'uvaikeg og avamapoywyikn nAKia

Ot yuvaikeg mov gival 6€ avomapayyikn nAtkio 0o TpEREL Vo YPTCILOTOI00V ATOTEAEGLLOTIKY
OVTIGOAAN YN Y10 TV AITOQLYT EYKVLOGVVNG eVOS® Aapfdvouy TMZ kat yio TovAdylotov 6 uiveg
HETA amd TNV OAOKANp®Oo™ TG Bepameiog.



Kdnon

Agv VTapYOVV GTOLYEIN GE £YKVEG YOVOIIKES. LE TPOKAVIKEG LEAETEG GE APOVPOAIOVE KOl KOVVEALD TTOV
éhaPav doon 150 mg/m?, kotadeiytnke Tepotoyévesn kavn To&ikotnta oto EuPpvo (BA. Tapdypopo
5.3). To Temozolomide Accord dgv Ba mpénet va, yopnyeitol o€ éykveg yovaikec. Eqv n ypion katd
TNV €YKVIOGUV TIPEMEL va, TeBel Lo oKéYT), 1 AcOEVIG Bal TPETEL VAL EVIILEPDOVETOL Y10 TOV SVVITIKO
Kivduvo yia 1o Euppuo.

OnAacpog

Agyv givonl yvooto v 1 TMZ amofdAietal 6To Untpikd yolo, cuver®s o Oniacuoc Bo Tpémel va
drakomtetol evoom Aapfdaveton Oepaneio pe TMZ.

Tovwwétnro appévav

H TMZ umopei va €xet yovoto&ikég emdpdoets. I'ia to Adyo avtd, Ba Tpémel Vo GUGTHVETOL GTOVG
avdpeg mov Aapfavovy Bepameia e avTn va EpOPUOLOVY OTOTELECUATIKA LETPO AVTICOAAYTG KOL VO
LNV TEKVOTOGOVV Y10l TOVAGYIGTOV 3 PNveg HeTd T Ay TG TeAevTaing 600G Kot vo avalntioovy
GLUPOVAN Yo GLVTHPNON OTEPUATOS G Pabid kaTdyvEn mptv amd ) Bepameio AOY® ¢ mBovITHTOC
va onuewmdet un avaotpéyyn PAAPN g yovipotntog eéattiog tng Bepomeiog pe mv TMZ.

4.7 Emopdcseig 6Ny IKOvVOTNTA 001Y161)G KL YELPLGHOD PYOVOV

H TMZ £yt pikpn enidpoor 6Ty KavOTnTo 001yNoNgG Kol XEPICUOV UNYaveOY AGY® KOTWOGONG Kot
vavnAioag (PA. mapdypapo 4.8).

4.8 AvemOOunTeg eVEPYELES

TIepiAnyn tov TPOoPik 0COAAELOC

Euneipio omwd kKAMvikéc doKiuES

e acbBeveig mov Ehapav Bepaneia pe TMZ oe KAMVIKEG SOKIUEC, O TTLO CLYVES AVETLOVUNTEG EVEPYELEG
ntav vautio, £UETOC, duokothdtta, avopeéio, kepaiadyio, KOnwon, onacpol kot dvinua. Ot
MEPLGGOTEPEG ALUATOALOYIKES AVETIOVUNTES OVTIOPAGELS avapEPONKay cuyvd. H cuyvotnta
gpyaotnplokdv evpnudtov Babpov 3-4 napovcidleton petd tov Iivaka 4. Xe acOeveig pe
vrotpomalov 1 o€ eEEMEN YAolwpa, 1 vavtia (43 %) kot o éuetog (36 %) NTav cuvnBmg Babuov 11
2 (0 — 5 eme1c6d10 gPéTOL 0E 24 MpEG) Kot NTAV ite qLTOTEPLOPILOUEVES EITE EVKOAN EAEYYOUEVES LLE
v kabepopévn aviepetikn Oepomeio. H cuyvomta eppdvionc cofopng vavtiag Kot euéTov nTov

4 %.

Kotdhoyog oe popon mivaka temv avemBiuntev evepysumv

Ot avemBOUNTEG EVEPYELEG TTOL TTAPATNPNONKOY 08 KAMVIKEC LEAETEG KO avapEPBNKAV KATA TN (PO
g TMZ petd v kvkhoopia mapatiBeviat otov [livaka 4. Avtég ol avemBounteg evépyeleg
Katnyoptlomotovvtal cOpevo pe v Katnyopio Opydvov Zvotipotoc kat ) cvyvotnto. Ot
Katnyopiec ouyvotntog eppdviong opilovral cOpeva pe v akdiovdn copupaocn: IIoAd cuyvég (=
1/10), Zvyvég (= 1/100 éwg < 1/10), Oyt suyvég (= 1/1.000 émg < 1/100), Zmdvieg (=1/10.000 £mg
<1/1.000), IToAd ordvieg (<1/10.000), Mn yvaootéc (dev umopovv va extiunBovv pe Bdon ta dtubéoipa
dedopéva). Evtog kabe kotnyopiog cuyvotntog eLeavionc, ol avembounteg evépyeleg mopotifevtan
Kkatd eOivovsa celpd cofopoTnTaC.

Hivaxag 4. AvemOdunres evépyeieg oe aobeveic mov Elafov tepuoloiouion

AOUDOEELS KON TAPUGITAOGELS

Yuyvég: Aowaéeig, £pmng Loothpag,
QOPLYYITION”, KOVTIVTIOGT TOV GTOUNTOG




Hivaxag 4. AvemOdunres evépyeies oe aobeveic mov Elafov tepuoloiouion

Oy ovyvéc:

Evxaiprokn Aoipwén
(ovumeptropPavopévng g PCP),
onyarpio’, epamTicn
unviyyosykepaiitidol, hotumén and
Kuttopopeyoroio (CMV),
gnavevepyomoinon Aoipméng tov
KutTapopeyaroiod (CMV), 166 ¢
nrozitidag B, épang amhdg,
gnovevepyonoinomn Aoipméng, Aoipnmén
TPOVATOC, YOO TPEVTEPITION?

Neomhdopota Kaio0n, Kakon0n Kol pn kedopropéva

Oy ovyvéc:

Mvueghodvuomhaotikd covdpopo (MDS),
devtepoyevels KakonBeleg
SLUTEPIAAUPBAVOLLEVIC TG LVEAOYEVODG
Asvyoupiog

AWTOpaYES TOV UILOTOUTIKOD KUl TOV AENOIKOD GUOTI|LATOG

Xuyvéc: Epmdpetn ovdeteponevia, ovdeteponevia,
OpopPomrevia, Aepponevia, Aevkomevia,
ovoupio

Oy ovyvéc: Topatetapévn TavkuTToponEVia,

anhootiky avopio’, Tavkuttaponevia,
TETEYELES

AWTOpayES TOVL AVOGOTON|TIKOD GUGTI|LATOS

Xuyvéc:

Alepyucn avtidpaon

Oy ovyvéc:

Avagura&io

AWTapayES TOL EVOOKPIVIKOD GUGTINOTOS

Xuyvéc: 2OVOPOLO TPOGOUOLALOV LE TO GUVIPOLLO
Cushing’

Oyt ouyvéc: Amotog dtafnng

Awtapayéc Tov petapforicpod kar g Opéyng

[ToAb cuyvéc: Avopetia

Xuyvéc: Yrepylokopio

Oyt ouyvéc: YrokaAoipio, aAKOMKY QOGEATAoN

ovénpévn

Yoyuatpkég dwotapayés

Xuyvéc: Aéyepon, apvnoia, KOTaOAW, dyyoc,
cuyyvon, abmvia
Oy ovyvéc: Alotapoyn COUTEPLPOPAC,

ouvaloOnuoTiki aotabeia, yevdaicOnon,
amdfeln

AWTapay£S TOL VEVPIKOY GUGTIO.TOS

MoV ouyvéc: Yroacpol, NUIdpeoT, apocio/dvcpacia,
Kepahadyio
Xuyvéc: Artagia, dStatapayr| looppomiag,

dwatapoyn vonong, dtatopoyn
GLYKEVTPMOT|G, LELOUEVT] CLVEION O,
CaAn, vrocOnoia, emnpeacuévn LN,
VELPOAOYIKT] StoTapoayn, VELPOTAOELR®,
nmapoicOnoia, vovnAia, dStatapayn Adyov,
dloTapayn g yevong, TPOUOG
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Hivaxag 4. AvemOdunres evépyeies oe aobeveic mov Elafov tepuoloiouion

Oy ovyvéc:

Ernvinmtucn kotdotaon (Status
epilepticus), nuurAnyio, €£OmTLPASIKT
dtatapayn, Topocpia, Padiopa un
QLGLOAOYIKS, VITEpaGONGia, dtatapoayn
oo TIKOTNTAG, U1 PUGIOAOYIKOG
GUVTOVIGHLOG

Opdaipikég drwatapoyés

Yuyvég: Huavoyia, 6pacn Baumn, datapoyn
opaonc®, EAMAELLO 6T OTTTIKG TTEdiaL,
Sumhomia, TOVOC Tov 0POUALLOD

Oyt ouyvéc: Ontucn o&0NTa petopévn, Enpoeaipio

Awtapayés Tov MTOG Kol Tov Aafupivlov

Xuyvéc: Koenon®, ikyyog, epfoéc, mtodyia

Oy ovyvéc: "Exntoon g akovoTtikng o&otnrag,
VIEPAKOTD, UECT OTITION

Kaopowukég owatapayés

Oy ovyvéc: AicOnpua molpov

Ayyerokég droTapayés

Xuyvéc: Awoppayia, Tvevpovikn eUPoAn, EV T®
Babet phefikn BpduPwon, vaéptaon

Oy ovyvéc: Eykepoaium apoppayia, aupviolo

gpvnua, e&avelg

AWTOPaYES TOV UVATVEVGTIKOD GUGTI|LATOS, TOV 0D PaKa KOl TOV pEGo0mpaKiov

Yuyvég: [Tvevpovia, dvomvola, KoAmitida,
Bpoyyitda, PAyag, Aolpwén avatepov
OVOTTVEVGTIKOD GUGTNLLOTOC

Oy ovyvéc: Avanvevotiky avendpkeia’, Sidpeon

TVELUOVITION/TTVEVLOVITION, TVEVHOVIKN
ivowon, pviky cuuedpnon

AWTapay£S TOL YOOTPEVTEPLKOV

[ToAv cuyvéc: Algppota, SUGKOIMATNTA, VOUTIO, EUETOG

Yuyvég: Tropotitda, kotaxd dhyoc®, Suomeyia,
dvoceayio

Oy ovyvéc: Aldtaon ¢ Kowlag, akpiTelo

KOTPAV®V, d10TOP0YT TOV
YOG TPEVTIEPIKOV, ULLOPPOTOES,
Enpoctopio

AWTapay£s TOL NTATOG KAl TOV OANPOpmV

Oy ovyvéc:

Hrotuer avendpreia’, kdxoon tov
nratog, nratitda, YoAdsTOo,
VIEPYOLEPLOPIVOLLID

Awtopay£s TOV OEPRATOS KAl TOV VTOOOPLOV 16TOV

[ToAb cuyvéc:

E&avOnua, olomrekio

Xuyvéc

Epvbnpa, Enpodeppio, kvnopds

1"




Hivaxag 4. AvemOdunres evépyeies oe aobeveic mov Elafov tepuoloiouion

Oy ovyvéc:

To&wkn emdeppikn vekpoOALGT, GOVOPOLO
Stevens Johnson, ayyelooidnua,

oAV LLOPPO €pVON U, epvBpodeppia,
OmoPOAId®OT dEpUATOC, avTidopaon omd
ootogvaistnaia, kvidmon, e&dvonua,
depuatitido, epidpwon avcnuévn, un
(QLGLOAOYIKT] LEAGYYPWON

Mn yvooTtég:

DopHoKEVTIKY OVTIOPUOT] LE
NOGWOPIALD KOl CUGTNHOTIKA
ovuntopata (DRESS)

AWTopayES TOV HVOGKELETIKOV GVGTIIOTOS KOL TOV GUVOETIKOD LGTOV

Xuyvéc:

Mvorndbeto, poikn advvapia, apBpaiyia,
0oQLOAYia, LVOOKEAETIKOG TTOVOG,
poodyio

AWTOPAYES TOV VEQPAV KOL TOV 0VPOPOPMV 00OV

Xuyvéc:

Xvyvoovpia, akpdTel OVP®V

Oy ovyvéc:

Avcovpia

AWTopayES TOV AVITUPAYOYIKOD GUGTI|LOTOS KO TOV LOGTOV

Oy ovyvéc:

KoAmkn awpoppayia, unvoppayia,
OUNVOPPOLN, KOATITIOON, LAGTOSVVI,
oVIKaVOTNTO

Ievikég draTapayés Kol KATUOTAGELS TG 0000 YOP1YNOoNS

[ToA cuyvéc: Konmwon

Xuyvéc: IMvpetdc, copmTOHOT YPITMOO0VG
oLVVOpoOUNG, eEacBévion, aictnua
KaKovylag, dAyog, oidnua, oldonua
TEPLPEPIKO'

Oyt ouyvéc: Kotdotaon emdevobeioa, piyn, oidnua

TPOGMOTOV, SOLGYPOUOTIGIOC TNG
YADGGoOG, dlya, dlaTopoyr 000VTog

Hopaxivikég eEgTdosig

Xuyvéc: AvEnon NroTik@V evOU®VY, COUATIKO
Bapog peiwpévo, copatikd Papog
ovénuévo

Oy ovyvéc: Y-=YAOUTOUVATPOVGPEPACT ALENUEV

Koxdoegig, onintprécsic ko emmrrlokis 0epamevTik@OV (EPIGPOV

Xuyvéc:

| Kéxoon and axtivoPorio®
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Hivaxag 4. AvemOdunres evépyeies oe aobeveic mov Elafov tepuoloiouion
* Tlepthapfaverl v eoapuyyitida, TV pvoeapvyyiTidd, TV QopuyyiTidd amd TPENTOKOKKO

P TIepilopPdaver v yaotpeviepitida, TNV 10YeVH YaoTpEVIEPITION

" [eprtaappdavetl To oOvopopo Tpocopoldlov pe to cuvdopopo Cushing, to cOvdpopo Cushing

3 [lepilopBaver T vevpomddeia, THV TEPIPEPTKT] VEVPOTEOELQ, TNV TOAVVEVPOTEOELQL, TV
TEPLPEPIKT aaONTIKN VEVPOTADELD, TNV TEPIPEPIKT] KIVITIKN VEVLPOTTAOELDL

¢ TlepthopPavel Tnv exnpeacpévn 6pact, TV oPOoALK dtotapayn

¢ MepapPaver Ty KOPMGT, THY AUPOTEPOTAELPT KOP®OT), THV VELPOUIGONTAPIO KOY®OG, TV
ETEPOTAEVPT] KOPWOOT

1 Tepthopfavel Tnv otodyia, Tnv SvcEopic, TOV OTOG

% TIeplopBaver To Kothakod dAyoc, To GAyog KéT® KOMOKNG YDPOG, TO GAYOG Ve KOIMOKNG YOPOS,
TNV KotMokn ducpopia

' TleprthapPdvet 1o TEPLPEPIKO OLOMLLAL, TV TEPLPEPIKT OLOYKMOT)

“ Ilepthapfavel v SoKILOGI0 NTATIKAG AELTOVPYING QVENUEVT], TV AUVOTPOVEPEPAOT) TNG
oAovivng avENUEVT, TNV ACTAPTIKY] AUVOTPOVEPEPAOT) QVENUEVT], Ta NIATIKA Eviuua avENUEVa
*TephopBaver Tnv kGxoon and aktvoBoria, Ty kbkmon déppatog omd axtivofolio

T TTephapBaver meprototicd pe Bavatneodpo xPaocn

Neodioyvawouévo moluoppo yrorofAdortwuo

Epyaotnpiaxc aroteiéouaro,

ITapanpndnke poelokotactorn (ovdeteponevia kot Bpopponevia), n orola eivar Yvowoti ToEIKOTHTO
TMEPLOPLOTIKT TNG OOGNC Y10 TOVG TEPLCTOTEPOLS KVTTAUPOTOEIKOVE TAPAYOVTES, TEPIAUPAVOUEVNS TNG
TMZ. Otov pn pUGIOAOYIKEG EPYOCTNPLOKEG TIUEG KO AVETIOOUNTES EVEPYEIEG CLUVOVAGTIKAY KOTA TN
Slapkela TG PAoNS GLYYXOPNYNONGS KoL TG eaong povobepoameiog, Topatnpnonkoy oto 8 % twv
acBevav datapoyés Twv ovdeTepOPimv Babuov 3 1 Babuob 4 wov nepielaupavoy
ovdetepomevikdovufapato. @popporvtrapikég datapoyés Babuov 3 1 Babuov 4, mov
neprerdpfovay Opopforevikacopupapara, tapatnpndnkav oto 14 % twv acbevov mtov érafav TMZ.

Yrotpomalov n eleliooousvo koxonbsc yloiwuo,

X KMVIKEG OOKLUEG, 01 GLYVOTEPA EPPOVILOLEVES OVETIOOUNTEG EVEPYELES, TOL GLGYETILOVTAVY LE TNV
Bepamneia, ftav yooTpevteptkéc dratapayec, dtkotepa vavtia (43 %) kot épetoc (36 %). Ot
avemBounteg avTég avtidpacelg NTav cuvinbmg 1ov 1 20v Babuov (0-5 teplotatikd epétov og 24
mpeG) Kot NTav gite avtomeploptllOpeves 1 0KOAO EAEYYOLEVEG LE TN cLVION avTiepeTikn Oepaneio. H
cuyvoTNTa EPLPaVions coPapr|g vavtiog Kot epétov nTav 4 %.

O Iivaxag 5 meprhapfavel Tig avemBounTes avIdpAacelS Tov avapEPOnKaY KoTA T JdpKeLD KMVIKOV
dokiumv yio vrotpondlov 1 e€EeMocduevo Kakon0eg YAOImU Kot LETA TNV KLKAOQOpPio, TOV
poidvtoc avapopds (TMZ).

ITivakog 5. AvemBounteg avtdpdocic o acbeveic ue vrotpomidlov N eEsAocouevo Kakonoec
yAolopo

Epyaotypraxd aroreléouaro.:

®popPfonevia kot ovdeteponevia Pabuov 3 1 4 epeoviotnke oto 19 % kon 17 % avrtiotoya, ot

aoBeveig mov Ehafav Bepameia yio kokonBeg yAoimpa. Avtd odrynoe o€ voonieio Kav/ 1 SOKOT TG
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TMZ og 8 % xot 4 % tov acbevdv, avtictoya. H puehokatactoin tav mpofAéyiun (cuvnbmg atoug
TPAOTOVG KOKAOLG, e to vodip peta&d g Huépag 21 ot g Huépag 28) ko n avdppwon nrov
ypRyopn, cuvinBmg péca o 1-2 efSopddeg. Agv TapatnpnOnKay evoei&elg CLGCMPEVTIKNG
pvelokatactoAng. H dmapén Opopfoneviag pmopel va avénoet tov kivovvo apoppayiog Kot 1 vropén
ovdetepomeviog N Aevkomeviag pmopet va avEnoet Tov kivouvo Aoiuwénc.

dvlo

e pio @apuoKoKvnTikn TAnbvouiokn avaivon pe sumelpio KAVIKNG dokiung vanpyov 101 Oniea kot
169 dppeva dtopa yuo To onoio ey dabécipot ot younidtepot aptBpoi ovdetepopilmv kot 110
Oniea ko 174 dppeva dropa yio to omoia NTav Staféciiot ot xaunAdtepot aptdpol opomeTaiioy.
Ymip&Eav vymAdtepo tocootd ovdeteponeviag Baduov 4 (ANC < 0,5 x 10%1), 12 % évavtt 5 %, kot
Opoupomeviog (< 20 x 10%/1), 9 % évavtt 3 %, oTig Yuveikeg EvovTt ToV avdpdV 6ToV TPMTO KHKAO TNG
Oepaneiog. Xe pio opada dedopévav amd 400 dropa pe vrotpomidlov yAoiwpo, ovdeTEPOTEViD
BaBpov 4 gppavictnre 6to 8 % tov OnAénv évavtt Tov 4 % tov appévav atopmv kot Opouforevia
BaBpov 4 oto 8 % tov Nréwv évavit tov 3 % tav appévev aTOUOV GTOV TPMTO KOKAO TNg
Oepaneiog. Xe pio perétn 288 atOU®V e VEOIIAYVOGUEVO TOADHOPPO YAOLOPAAGTMOO, 0VdETEPOTTEViD
BaBpov 4 gppavictnre 610 3 % t0v InAéov évavtt Tov 0 % tov appévav atopmv kat Opouforevia
BaBpov 4 oto 1 % tov réwv évavt tov 0 % tav appévev aToU®Y 6TOV TPMTO KOKAO TNg
Oepaneiog.

TMoudwarpikdc TANOvouUoC

H and tov otépatog TMZ éxel peretndel og mondrotpiicong acbeveic (niwiag 3-18 etodv) pe
VROTPOTIALOV YAOI®MUO EYKEPAAKOD GTEAEYOLE 1] VITOTPOTIALOV OGTPOKLTOHO VYNAOD Babpod, og va
GYNHO YOPTYOVHEVO NUEPNTIMG Y10 5 Nuépec kaOe 28 nuépec. Iap' dAo mov Ta dedopéva ivat
TEPLOPLOUEVQ, T VOYN oTa TodLd avapévetor va etvar idta pe exeivn otoug evijlikeg. H acpdieia g
TMZ o€ moidid nAkiog Katm Tov 3 eToVv ogv Exel Tekunplmbet.

Avapopd mBavoroyovueveov avemBOUNTOV EVEPYELDV

H avoapopd mBavoroyoduevemv avemiBountmy avtidpdcemy LeTA amd T Yopiynor Adslg
KUKAOQOPLOC TOV POPLOKEVLTIKOV TPoidvTog eivan onuavTikn. Emtpénet tn cuveyn mopakoiovonon
NG OYECNG OPEAOVG — KIVODVOL TOL (OPLOKEVTIKOD TPOTOVTOG. ZNTEITOL OO TOVG EMAYYELUOTIEG TOV
TOLLEN VYELOVOLUKNG TEPIBAAYNC VO avapEPOVY OTTOLEGONTOTE THAVOAOYOVLEVES OVETBOUNTEC
evépyeleg HECM TOL £0VIKOD GLOTHLATOG AVAPOPAC OTTMC avapépetal oto: Tapdptnuo V.

4.9 Ynepooooroyia

Adoeig tov 500, 750, 1.000 kar 1.250 mg/m? (cuvohiky 86om avé KOKAO o€ 5 Nuépeg) £xovv
a&loroyn0el kKhvikd o acbeveig. H docomeploptotikn| TOEIKOTNTO )TOV GULOTOAOYIKY KOl avopEpOnKe
o€ KaBe 60omn aALd avapéveTol va ivar TeptocoTepo coPapn o vYNAOTEPES 00GelS. H vepPoiukn
d6on Twv 10.000 mg (cuvoAikr| 666m evdg LOVO KOKAOVL, SIAPKELNG 5 NUEPDV) EANQON antd Evav
aoBevT| Kat 01 AVOQEPOUEVEG AVETBVUNTESG AVTIOPACELG NTAV TAVKLTTOPOTEViD, Tupesia, TOAAATAN
OPYOVIKT OVETAPKELD KOl BAvVOTOC. Yhpyouv avapopés achevdv, ot omoiotl EAafav T cLUVIGTOUEVN
d0oom Yo tePLocoTEPO amd S Nuépeg Bepameiog (LEyPL Ko 64 NUEPES) UE AVUPEPOUEVEC avETIBOUNTEG
AVTIOPACELS TOV GLUTEPLEAGUPOVAY KATAGTOAN TOL HVEAOD TOV 0GTMOV, PE N Y®Pig Aoipumén, ot
UEPIKES TEPIMTAOGELG GOPOPT Kol TAPOTETAUEVT] Kot PE KATUANEN To BdvaTo. XNy mepintmon Anyng
vrepPorkng 00oNG, ¥PeldleTol apUoToAoYIKOG EAEYYOG. B TPETEL VO, TOPEYOVTOL VITOCTNPIKTIKG.
pétpa v kpiveton amapaitnto.

S. OAPMAKOAOI'IKEX IAIOTHTEX

5.1 Do puaKodVVIPIKES 1O10TNTES
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

DopuaKoBEPATELTIKY KOTYOPio: AVTIIVEOTAAGLOTIKOL TOPAYOVTES - AAAOL OAKVAIMTIKOL TAPAYOVTEC,
kwo1kdc ATC: LOTA X03

Mnyoviopdg dpdong

H TMZ givan pio tpralévn, mov og puolohoyikd pH vokelton o€ Toyeio ¥npiKn LETATPOTT TPOG TO
dpaotikd povoueduitpralevoipdalorokapPosopidio (MTIC). ITiotevetar 6Tt 1) KuTTOPOTOEIKATNTO
g MTIC ogeireton kuping oty odkvrinon ot 04on O° e yovavivg pe emmAéov alkviioon oty
0éon N7. Ot xuttapotolikés PAaBeg mov akolovOovv, ToTevETAL OTL TEPIAUUBAVOLY [T GUGIOAOYIKN
d10pHwo Tov TAPUYDYOV TOVL TPOKVATEL Amd TNV TPocHnKn pebviiov.

Khlvikn omoteAeonotikdTNTo Kol 0GQAAELO

Neodrayvoouévo ToAdpop®o yAoloBAGoT®UO

"Eva oOvoro 573 acBevav toyatomoOniay yio va Adpovv gite TMZ + RT (n=287) 1| povobepameio
RT (n=286). O1 0c0eveic Tov okéhovg TMZ + RT érapov cvyyopnyoduevn TMZ (75 mg/m?) pio
@opd v Nuépa, Eekvavtag v Tpdtn nuépa g RT uéypt v tedevtaio nuépa g RT, yia 42
nuépeg (ne éva péytoto 49 nuepmv). Avtd arxorovdndnke and povobepaneio pe TMZ

(150-200 mg/m?) v 1n-5n Huépo ke kdrAov 28 nuepdv 1o £m¢ 6 kdrkhovg, Eekvavtag 4
gBoopddeg petd to téhog g RT. Ot acbeveig oto okérog eléyyov Elafav uévo RT. TlpoeOraén yio
nvevpovia and Pneumocystis jirovecii (PCP) anoitifnie xatd ™ didpketo tng RT ko g
ouvdvaouévng Bepaneiog pe TMZ.

H TMZ yopnynbnke wg Oepameia didicmone ot aon mapoakorovonong o 161 acbeveic amd tovg 282
(57 %) oto oxélog pe povobepameio RT kot o€ 62 acbeveig and toug 277 (22 %) oto oxéhog TMZ +
RT.

H avaioyio kivdvvov (HR) yia tn cuvorikn emBioon frav 1,59 (95 % CI yuo HR=1,33-1,91) pe
log-rank p < 0,0001 vép tov okédovg g TMZ. H ektipodpevn mbavotnta yia 61eT 1 LeyoAdtepn
empPimon (26 % évavtt 10 %) eivor vynAdtepn yo to okérog RT + TMZ. H mpocsBnkm tng
ovyyopnyoouevne TMZ omv RT, akoiovBovuevn amd povobepaneia ue TMZ ot Ogpancio aclevav
LE VEOOLYVOGUEVO TOADUOPPO YAOIOBAAGTMUO KATESEIEE L0 OTOTIOTIKA OMUOVTIKY BEATimon Tng
oLVOMKNG emifimong ovykpitikd pe v RT wg povobepaneio (Zynua 1).

MsfEuEde T Ok Emifivd

a
“_' AR Tl B R B e O v )|
ard logrank TIP{4 < 0,0004
s e
E’ ia |
P
\c A
RLE
[==] |
g o
: BT = THZ
0z ] e B
o 4 ~y FiTMi
s |
i k! & 15 I I 4 g1 it El] 4
Hpfvo g ol 1 ruRaoTr ol G
2ymual Kaumorec kotd Kaplan-Meier yio suvoiikn emiBioon (minbvoudc pe Ipdbeon

mpo¢ Oepamneio)

Ta amoteAéopoTo TS SOKIYNG OEV ELYOV GUVEXELD GTIV VTOOUASN TV 0CHEVOV e TTOYT KOTACTOON
anddoong (WHO PS=2, n=70), 6mov 1 olkn emPiwon kot o xpdvog péypt tnv eEEMEN g véGov Ntav

15



mopdpota Kot ota 000 okéAn. Iap’ 6Aa avtd, og avTiv TV Opada acbevmv dev paivetal va vTdpyovV
un amodektol kivouvort.

Ynotpomdlov 1 e€eMoocduevo kokonbeg yholmpuo,

Agdopéva, KMVIKNG OmOTELECUOTIKOTNTAG o€ 0o0eveic e TOAOLOPPO YAOLOPAAGTOLN (AEITOVPYIKY
katdotoon kotd Karnofsky [KPS] > 70), eEehocdpevo 1 vrotpomid{ov HETH amd YEPOVPYIKN
enéppaon kot RT, Baciomkav oe d00 khMvikéc dokipég pe omd Tov oTopaToC yopnyovuevn TMZ. H
pio nTav pio un cvykprrkn dokun oe 138 acbeveis (29 % érafav mponyodpeva ynuetobepaneio) Kot
N GAAN YTOV [0 TUYOLOTOUNUEVT), EVEPYDS EAEYXOLEVT] dokun TG TMZ évavti tng mpokapPalivng o
éva ouvoro 225 acBevav (67 % éhafav mponyovpevo aymyn pe ynuetodeponeio mov Paciiotav o
vitpolovpia). Kat 6t 600 dokipég, 1o KOplo teAtkd onueio nrov 1 elebbepn eEéMénc emBiowon (PES)
oplopevn pe topoypapieg MRI 1 n vevporoyikn emdeivwon. Zn un cuykpirikn dokiun, 1 PFS otoug
6 unveg Nrav 19 %, n Sidpeon eledBepn eEEMéng emBiwon frav 2,1 uives Kot 1) GLVOAIKN dtdpeoN
emPioon 5,4 upveg. O pvOude avtikeuevikng avramokpiong (ORR) Pacilduevog og topoypagpieg MRI
ntav 8 %.

2NV TOYOLOTONUEVT], EVEPYDC EAEYYOUEV dokiun, N PFS otoug 6 unveg tav onuovtikd peyaidtepn
y10. v TMZ an6 61t yio tv wpoxapPolivn (21 % évavtt 8 %, avtictorye — dokipacio x> p = 0,008)
pe duapeon PFS 2,89 ko 1,88 uiveg avtictoya (log rank p = 0,0063). H didpeon emiPioon qrav 7,34
Kot 5,66 punveg yio v TMZ ko v poxapPalivn, avtictorya (log rank p = 0,33). Xtovg 6 pnveg, to
KAbopa tov acbevav mov emPiocav ftav onuaviikd vynAdtepo oto okérog g TMZ (60 %)
GUYKPIVOUEVO pE TO oKENOG TNG TpokapBalivng (44 %) (doxipacia x> p = 0,019). e acheveic mov
glyav Aapet mponyodueva ynueobepomeio, TOPOLGIACTNKE OPELOG GE AVTOVE Ol OTOT0L ElYOV TIUN
KPS>80.

Ta 6edopéva Tov YPOvoy PEYPL TNV EMOEIVOGT TNG VEVPOLOYIKNG KOTAGTACNG NTUV EVVOTKE Y10 TNV
TMZ o¢ oyéon pe v mpokapPalivr, 6Tmg NTav Kot To SEGOUEVA TOV YPOVOL UEXPL TNV EMOEIVOOT)
¢ KaTaoTaong amodoong (ueimon og KPS < 70 ©§ peimon katd tovAddyiotov 30 onueia). Ot didpecot
xpovoL puéxpt v e&EMEN og autd Ta Tehd onpeia kopaivovtay ond 0,7 £wg 2,1 ufveg nepiocdtepo
vy v TMZ og coykpion pe v npoxapPalivn (log rank p =< 0,01 éwg 0,03).

Yrotpormidalov avarlootiko aotporxvtwuo.

e pio TOAVKEVTPIKT, TayKOGHLO, evOeXOUeVT dokun edong 11, otnv omoia a&toroynOnkav n
UCQAAELN KO 1] OTOTEAEGLLOTIKOTITO TNE OO TOV GTOUNTOC Yopnyovuevne TMZ ot Bepomeio tov
aofevaVv e avamAUoTIKO 0CTPOKOTOUA 6€ TPATN vTotponn, 1| PFS otovug 6 pnivec ntav 46 %. H
Stapeon PFS frav 5,4 pvec. H duapeon ocvvolkn emPioon nrav 14,6 ufives. To mocooto
avtomdkplong, facet tng a&loAdynong Tov kevipikov eEetacth, ntav 35 % (13 TAnpelg avtamokpicelg,
CR, ko 43 pepicég avranokpioeic, PR) vy tov minBuopd pe [podBeon npog Oepaneio (ITT) n=162.
Xe 43 aobeveic avapépbnke otabeponoinomn g vocov. H 6-pnvn emPioon yopic copuPfava yio tov
mnBoopd ITT Rrav 44 % pe sdpeon ehevbepn cvpfaviov exPioon 4,6 unqveg, n oroia nrav
TOPOUOL, G TTPOG TO, ATOTEAEGUATO LE TNV EAeV0epN e&EMENC TG vOoov emiPioon. T tov
KatdAAnAo yia wtonaforoyikn e€€tacn mAnBuopd, T0 OTOTEAEGLOTO OMOTEAECLATIKOTNTOG TV
mapopote. H emitenén piag akTivoloyik®dg oVTIKELUEVIKNG OVTATOKPIoNG 1} 1) Slotipnon e
KATAOTOONG X0Pig EEMEN TNG VOGOV GLGYETIGTNKE 1oYVPMG UE TN doTnpnon 1 He T Pertioon g
moldTNTOg (NG

TMoudwarpikdc TANOvoUOC

H am6 tov otopatog yopnyovuevn TMZ éxel peketn el o mandiatpikovg acheveic (niikiog 3-18 etmv)
pe vroTPomdov YAOIWUO EYKEQPUAIKOD GTEAEYOVE 1} VIOTPOTIALOV OGTPOKVTMUA VYNAOV Pabuov, 6

£val oYNILO YOPMNYOLLEVO MEePNOimg Yo 5 nuépeg Kabe 28 nuépec. H avoyn otnv TMZ gival mapdpota
LE OLTH TOV EVNAMK®V.

5.2 DoPPOKOKIVITIKES 1O10TNTEG
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H TMZ vdpolvetor avbBopuntmg oe puciohoykd pH apyikd oto evepyd cuoTUTIKO,
3-uebuvi-(tpralev-1-vi)-yudaloro-4-kapPoéapido (MTIC). To MTIC vopordeTon avBopuntme 6To
S-apuvo-udaloro-4-kapPoapioo (AIC), pia yvootr evotdpeon évoon ot flochvleon tng
TOVPIVIG KOl TOL VOUKAETKOD 0&€0g, Kat ot peBuAvdpalivn, n omoia Bewpeitar 6Tt givar 1 SpacTiKn
aAkvMmTikn évoor). H kuttapotolikotnta tov MTIC Bewpeitar 6Tt opeireton Bacikd oty
arkvAioon tov DNA, kuping otig 04ce1g O an N7 g yovavivng. Zyetikd pe tnv AUC g TMZ, 1
éxBeon oto MTIC kot oto AIC givor ~ 2,4 % kot 23 %, avtictowyo. In vivo, o ti tov MTIC fjtav
mopdopotlog pe avtov e TMZ, 1,8 opeg.

Amoppdonon

Metd v amd Tov 6TOHTOC YopPTYNoN o€ eVAALKeESG acBeveic, 1 TMZ amoppo@dTot ToxEmG Kot 1
HEYLOTN GLUYKEVTIPMOT| EMLTVYYAVETOL YP1YOopPa., HOMG 20 Aemtd petd amd T yopnynon (LEcog xpovog
petaéd 0,5 kot 1,5 @pdv). Metd vy and Tov 6TOpatog xopfiiynon onuocuévng pe “C TMZ, ta péoo
eninedo amoforrc *C amd ta kdémpava kot ™ Sidprelo 7 NUep®V HeTE TH XOprynon The ddong Nrav
0,8 %, vTodnAdvovtag TANPN amoppdENo).

Koatavoun

H TMZ epgpavilel younid eninedo o0levéng pe mpoteiveg (10 % £mg 20 %) Kot Guvenmg dgv
AVOPEVOVTOL OAANAETIOPACELS [LE OLGIES TOV £YoVV LYNAN o0evén Le TpwTEIVEC.

Anewoviotikég e€etdoeic PET (Topoypagpio Exmounig [olitpovimv) oe avBpdmovg kot ta
TPOKAWVIKA d€00UEVA VTTOINADVOLY OTL 1] TMZ dromepva Tay£MG TOV ALOTOEYKEPAUAIKO PPayLO KoL
glvar mapovoa oto eykeparovotiaio vypd (CSF). H dicicdvon oto CSF emPefarndnke oe Evav
acBevn. H ékBeom tov CSF Baocilopevn ommv AUC ¢ TMZ ftov wiepimov to 30 % avmg 6Tto

TAAo LA, YEYOVOG IOV €tval cupPatd pe dedopéva amo Telpapatodlmol.

Amofoin

O ypovoc nuiceiac Long (tiz) oto mhdopa givar epimov 1,8 dpeg. H kopra 086¢ amoBoing “C eivan
S TV veppav. Metd v and Tov 6TOUATOS XOp1YNoT, T0c06To mepinov 5 % £wg 10 % g 66omng
gpeaviletor avarlloimto oto 00pa KoTd T ddpkela 24 ®p®dV Kol T0 VTOAOITO amofdAietar wg TMZ
ot popen o&éog, S-apvoipdaloro-4-kapfosauion (AIC) 1 og un tavTomoinuévot Toiukol
petoPoAitec.

O1 ovYKeVTPOGELS 6T0 TAAG O avEdvovTal Kot docoeEaptmpevo tpomo. H kdBapomn oto TAdoua, o
OYKOG KOTOVOUNG Kal 0 xpovog nuicetog {ong eival ave&dptntot amd ™ d6om.

Ewdwoi mAnbvouotl

H minbvouakn avdivon g eappokokivntikng g TMZ anokdAvye 6t1 1 amoPoin te TMZ cto
TAGG o glvatl aveaptntn TG NAKiag, TG VEEPIKNG AELTOVPYinG 1) TOL KAmVIGHTog. Xe pia EexmploT
(QOPUOKOKIVITIKY] PHEAETT), TO TPOPIA TNG PAPUAKOKIVITIKNG GTO TAACUA, 0 0oOevelg pe Nmio Emg
HETPLO. NITOTIKTY SVGAEITOLPYIO, TOV TOPOUOLN LE EKEVA TOV TTapoTNPNONKAY GE 0oOeVEIC e
(PLGLOAOYIKY] NTATIKN AElToLPYia.

O tadroTpikoi acBeveig eppdavicav vymiotepn AUC amd 61t o1 eviiikeg acBeveic. [lap’ dha avtd, n
péyot avekt 86om (MTD) firav 1.000 mg/m? avd kdkho 1660 oo Todi1é OG0 Kot GTOVG EVAMKEG,.

5.3 Mpoxivikd dedopéva Yo TNV acPaiero

Meléteg ToEkdTNTOC 68 va LOVO KOKAO (5 Nuépeg yoprynong kot 23 nuépeg ywpic Oepancia), oe 3
Kol 6€ 6 KOKAOVG TPAYLLOTOTTOONKOY G 0povpaiovg Kot okvAovg. Ot TpmTopytkoi oTOYOL TNG
To&IKOTNTAG TEPLEAAUPOVAY TOV HVEAD TOV 0GTMV, TO JKTVLOEVOOONALOKS GVGTI L, TOVS OPYELS, TO
YOGTPEVIEPIKO COAVO VD, 6€ VYNAOTEPES 0OGELS, 01 0moie NTav Bavatneodpes ato 60 % Emg 100 %
TOV APOVPUI®V KoL TOV GKOAWMV TOL SOKIHLACTNKAV, ELPOVIOTIKE EKPUAMGUOC TOV
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apEIPANGTPOEdOVG. [ TIg TEP1oGOTEPES O TIG TOEIKOTNTEC VTLAPYOVY CTOLYEID OTL Eivat
OVOOTPEYIUEG, EEPOVUEVOV TOV AVETIOOUNTOV GUUBAVTOV GTO OVATOPAYWYIKO GVGTI L0 TOV
avOPMOV KOl TOV EKQUAIGUOV TOV apPIPANncTpoetdovs. [op’ 6Aa ovtd, EnEdN Ol OGEIS TOL
oyetiloviav pe EKPLUMGHO TOV AUPIPANGTPOEBOVE NTaV GTa EMiMES TNG BavaTnEoOpoL SOoTG KL OV
€xel mopatnpnOel mopdpota Spdon oe KMVIKEC LEAETES, TO VPO aLTO dev BempnOnke ¢ KAVIKA
ONUOVTIKO.

H TMZ givan gpPpooto&ikdc, tepatoydvog Kot YovoToEIkog aAKLMOTIKOS Tapdyovtoac. H TMZ sivou
TEPLOCOTEPO TOEIKN GTOVE OPOVPAIOVE KL GTOVS GKOAOVG at’ OTL 6TOV AvOp®TO Kot 1) KAVIKT 600M
npooeyyilelt v eldyiotn Bavatnedpo dOGM GTOVG BPOLPAIOVG KAl TOLG GKOAOVG. Ot cuayeTI{ONEVES
HE TN 800 HEIDCELG TV AEVKOKLTTAP®V KOl TV OLUOTETOAIOV PaiveTal 0Tt ival evaicOntot deikteg
g to&koTNTOC. M1a TOIKIATY VEOTANGIDY, CUUTEPIACUPOVOUEVOV TOV KAPKIVOUATOV TOL LOGTOV,
TOV KEPUTOUKAVODLUTOG TOV SEPLATOG KO TOV PAGTKOKVLTTOPIKOD AOEVMLATOS TaPATNPNONKE 0T
UEAETT 6 KUKA®V G apovpaiovs, VO 68 UEAETEG € GKDAOVG deV TapaTn P ONKay dyKotl 1 Tpo-
VEOTAQGLOTIKEG peTaforéc. Ot apovpaiot epaviloviot 1dtaitepo evaichnTol GTIG OYKOYEVETIKEG
dpdoeic g TMZ, pe v EUQAVIOT) TOV TPOTOV OYK®V HECH 6€ 3 UAVEC 0md TNV Evapén TG
docoloynong. Avt 1 nepiodog Aavlavovsos KoTaoTaons ivat ToA) Hkpn, OKOUO Kot Yl Evoy
OAKVALOTIKO TOpdyovTa.

Ta anoteréopota Tov dokacidv Ames/salmonella Kot SOKIHAGIDOV Y10 ¥POUOCOUIKES TAPEKKAIGELG
tov AvBporvov Asppokvttdpov tov [epipepikov Aipatog (HPBL) €de1&av Betikn| petodha&loydvo
OVTOTOKPIo).

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Koatdroyog ekdoymv

5 mg oKANPA KOAKLo,

Iepreydueva Koyakiov

Avvdpn Aaktoln

TTupitiov 0&eido KOALOELDEG, vvdpo

Apwlo kapBoéupedviimpévo vatplovyo, Tomov A
Tpoyuco 0&H

21eatiko o&o

Kélpog koyaxiov

Zghativn

"Yowp

Tiraviov d10&eido (E171)
Z1dnpov o&gidro kitpvo (E172)
Ivdwoxappivio (E132)

Melévi Extommong

Koéppea Adxkiog
IIpomvAevoyivioin

Z10npov oeido pérav (E172)
Kokiiov vopoéeidio

20 mg oxAnpd KowaKio

[epeydueva koyakiov

Avvopn Aoktoln

IMuprriov 0&eidio KoALOEWDES, (vLdPO

Apvio kapPoéopedviiopévo vaTplovyo, Tomov A
Tpoykd 0&L

21eaTIKO 05D
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Kélopog konyaxiov

Zghativn

Yoop

Trraviov d10&eidio (E171)
Zidnpov o&eidio kitpivo (E172)

Meldvt Extonwong

Koppeo Adxkog
[Ipomvievoyilvkoin

Z10mpov o&eido pérav (E172)
KoaAiov vopoteidio

100 mg okAnpa Koydxio

[epeydueva koyakiov

Avvdpn Aoktoln

TTupitiov 0&eido KOALOELDES, vvdpo

Apwlo kapBoéupedviimpévo vatplovyo, Tomov A
Tpoyuco 0&H

21e0aTIKO 05D

Kélpog koyaxiov

Zghativn

"Yowp

Trraviov d10&eidio (E171)
Z10npov o&eidro epubpd (E172)

Meldvi Extonwong

Koppeo Adxkog
IIpomvAevoyAvkoin

Z10mpov o&eido pérav (E172)
KoaAiov vopoteidio

140 mg okAnpa Koydxio

Iepreydueva Koyakion

Avvdpn Aaktoln

TTupitiov 0&eido KOALOELDEG, vvdpo

Apvio kapPoéopebviiopévo vatplovyo, Tomov A
Tpoyuco 0&H

21eaTiKo o&D

Kélpog koyaxiov
Zehativn

"Yowp

Tiraviov d10&gido (E171)
Ivowokappuivio (E132)

Melévi Extommong

Koéppea Adxkiog
IIpomvievoyAvkoin

Z10mpov o&eido pérav (E172)
KoaAiiov vopoteidio

180 mg oxAnpd Kowdka

19



[epeydueva koyakiov

Avvopn Aoktoln

IMuprriov 0&eidio KoALoEdES, (vodpo

Apvio kapPoéopedviiopévo vaTplovyo, Tomov A
Tpoykd 0&L

Z1eatiko o&o

Kélopog konyaxiov

Zehativn

Yoop

Tiraviov d10&eido (E171)
Zidnpov o&eidio kitpivo (E172)
2101pov o&eidio epvhpd (E172)

Meldvt Extonwong

Koppea Adxkag
IIpomvAevoyAukoin

Z10mpov o&eido pérav (E172)
KoaAiiov vopoteidio

250 mg oxAnpd Koy dKio

Iepreydueva Koyakiov

Avvdpn Aoktoln

TTupitiov 0&eidio KOALOELDEG, vvdpo

Apwlo kapBoéupedviimpévo vatplovyo, Tomov A
Tpoyuco 0&H

21e0aTIKO 05D

Kélpog koyaxiov
Zghativn

"Yowp

Trraviov d10&eidio (E171)

Meldvt Extonwong

Koppea Adxkag

[Ipomvievoyilvkoin

Z10mpov o&eido pérav (E172)

KoaAiov vopoteidio

6.2 Acvpfoatotnreg

Agv epapuodletat.

6.3 Avdpkera Cong

2 ypévia

6.4 Iowitepeg TPoPUVLAEELS KATA TNV QVAAEY TOV TTPOIOGVTOG
Do

Mn pvlacoete o Oeppokpacio peyorvtepn tov 25°C.

DduAdcoete 6NV APYIKN LIAN Y10 VO TPOGTATEVETAL OO TNV VYPOACIa.

Awotnpeite T LA KoAd KAEIGUEVT.
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Dakeliokog
Mn pvAdcacete o€ Beppokpacio peyarvtepn tov 25°C.
DdvAdcoete 6NV APYIKN CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TNV VYPACIA.

6.5 DVHo1 KOl GUGTATIKG TOV TEPLEKTT

Drédn

Keypiumapodypwpeg yodiveg grikeg tomov 111 pe mopata ac@aieiog yio moidld omxd ToAVTPOTLAEVIO
KO 0QUYPOVTIKO LEGO, Ol 0Toleg TeptEyovy 5 1 20 KonydKia.

To kovuti Tepiéyet Eva PloAidIO.

dakelickog

Doakeliokog moAveoTépa/odovpviov/rolvaibvieviov (PET/alu/PE).

Kdabe pokeriokog mepiéyet 1 okAnpo kaydxio.

Yvokevaoieg Tov 5 1 20 KANPOV KOyoKiny, GOPAYIGUEVOVY OTOUKH GE POKEAMGKOVC.

Mmnopel vo pun Kokho@opovv OAES 01 GUGKELOGIES.
6.6 Iowitepeg TPOPVAGEELS UOPPLYNGS KoL AAAOS YELPLGNOG

Ta kaydxia 6g Ba Tpénet va avoiyovtat. EGv éva kaydkio Kataotpoaeel, amopOyeTe Ty EX0eN TG
TEPIEYOUEVNC OKOVNC UE TO déppa 1 e Tovug PAevvoyovous. Edv to Temozolomide Accord €pfet oe
eMOQN He TO dépua 1 Le Tovg PAeVVOYOVOLC, 1) Tepoyn Ba mpémet va EemAéveTal AUECH KOl EMGTAUEVA
LE GOTOLVL Kot VEPO.

B0 TPENEL VO, GLGTNVETOL 6TOVG a.GEVEIC VoL PLAAGGOLV T Koy dKio o€ BEom TV omoia dev PAETOLY
Kot Oev Tpoceyyilouv Ta Toudid, KTl Tpotipnon pésa og éva kAewwpévo gppdpro. H tuyaia
Katdmoon pmopet va givor Bavatneopa yio o Todid.

Kdabe pun ypnoyomonév eoppokeutikd mpoidov 1 VIOAEULO TPETEL VOL ATTOPPITTETOL COUPMOVE. LUE TIC
KOTO TOTOVS IGYVOVGES GYETIKES SLUTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

5 mg oxinpé koydaxio
EU/1/10/615/001
EU/1/10/615/002
EU/1/10/615/025
EU/1/10/615/026

20 mg okANpa KoyaKLo
EU/1/10/615/005
EU/1/10/615/006
EU/1/10/615/027
EU/1/10/615/028

100 mg oxAnpa KoydaKio
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 oxAnpd KoydaxLo
EU/1/10/615/013
EU/1/10/615/014
EU/1/10/615/031
EU/1/10/615/032

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

250 mg ok pa KoyaKLo
EU/1/10/615/021
EU/1/10/615/022

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

9. HMEPOMHNIA ITPQTHX EI'KPIXHYX / ANANEQYXHY THX AAETAX

Hpepounvia mpotng éykpiong: 15 Moptiov 2010
Hpepounvia tedevtaiog avavémong: 12 lavovapiov, 2015

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLOKE GTOXEID Y10l TO TOPOV PAPUAKELTIKO TPOIOV gival SabEcia 6ToV SIKTLOKO
t6mo 1ov Evponaikod Opyavicpod Goppdkov http://www.ema.europa.eu/.
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ITAPAPTHMA II

A.  TTAPATQI'OX YIIEYOYNOX I'TA THN AITOAEEMEYXH
TQN ITAPTIAQN

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

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

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

AMMIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

23



A. HAPATQI'OX YIIEYGYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovouo kot d1ev6vven Tov Tapay®wyol Tov eivol VTEVOVYOC YO TNV OTOOEGLEVTT] TV TOUPTIOMV

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy
OMMovdio

270 £VTUTTO PUALO 0ONYIDV XPTOTG TOV POPLAKEVTIKOD TPOTOVTOG TPEMEL VAL OVALYPAUPETOL TO OVOLLXL
Kot 1 d1e06vVVoT TOV TAPUCKELOGTH TTOV Eival VTELOHLVOG Y10 TNV ATOSEGUEVCT TNG CYETIKNG TAPTIONS.

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

DoppokevTikd TPoidv yio 10 0moio amatteital Teptopiopévn watpikn cvvtoyn (BA. [apaptnua I:
[epiinyn 1ov Xapaxkmprotikdv tov [poidvrog, mapdypapog 4.2.).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Exbécoelg meplodikng mapakoAovinong g aceAaielog

O Karoyog Adelag Kvkhogpopiag Oa katabétel ekOéoeig meplodikng mopakoAovdneng tng acedielog
Y10 TO €V AOY® TTPOIOV GUUPM®VO. LIE TIG OTOLTHGELS TOV 0pifovTal GTOV KATAAOYO LE TIC UEPOUNVIES
avapopdg ¢ Evoong ( katdrloyoc EURD) mov mapoatifetar 6to dpbpo 107y mapdypapog 7 g
oonyiag 2001/83/EK kot Toydv emaxorovdmv evpuepdoemv £yl OnNUoctevdel 6Ty evpmITOiKN
SIKTLOKT) TOAT| Y10l TO POPHLOKAL.

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

o Xyé010 dwayeipiong Kivovvov (XAK)

O Kdroyog Adetag Kvkhopopiag Oa die&aydyet Tic amartovpeveg dpactnpldtntes Kot mopeUPAcelg
QOpUAKOETAYPOTYTONG OT™G Tapovstaloviatl 61o cupupavniév ZAK mov napovoidletol otnv
evotnra 1.8.2 g adetag KukAopopiog Kal 0TolecdNmote EXOKOAOLOEG EYKEKPIUEVES OVOOEDPNGELG
tov ZAK.

‘Eva emkatpomompévo ZAK Oa mpémetl va katotedet:

e el omd aitnpa tov Evponaikod opyavicpov Oappakov

®  OMOTEONMTOTE TPOTOMOLEITOL TO GUOTNHO SLOYEIPLONG KIVOHVOL, E101KE OC OTOTEAEG LA ANYNG VEWDV
TANPOPOPLDY TOV UITOPOVV VO EXLPEPOVY GNUAVTIKT] OALAYT GTI GYECT] 0QEAOVS — KIVOVLVOL 1] G
OTOTEAEC LA TG EMITELENG EVOC GNUAVTIKOD 0PpOGT OV ( QAPLLOKOETOYPOTVIOY 1] EAOYIGTOTOINGN
KIvoUVoD)

Ed&v n vopoin wag EIIA kot n enwcarpomoinon tov ZAK cvunintovv, dvvatar va Katotedodv
TOVTOYPOVA.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 5 mg kaydiio, oxkAnpa
Tepololopion

[2. YYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oxinpd koydkio mepiéyet 5 mg tepoloropionc.

| 3. KATAAOTI'OX EKAOXQN

[Teptéyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWPEVO vTovAdmt. H tuyaia katdmoor pmopel va etvar Bavatneopa yio to mondid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

Kvtrapotoliko.
Mnv avoiyete ondte 1| LOGATE TO KOWAKLO, KOTOTEITE To OAOKANpa. Edv éva kKonydkio ivot
KOTEGTPOAUUEVO, ATOPVYETE TNV EMAPT € TO OEPLLO, TO LATLOL 1) TN LOTN GO,

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

2VoKeEVAGIO PLIANG:
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Mn pvAdccete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL GO TNV VYPUCICL.

2VOKELOGIO PAKEAMGKOL:
Mn pvAdoacete o€ Beppokpacio peyarvtepn tov 25°C.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e aypnoipomointo @aprakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OmoPPINTETOL COLPOVA UE TIC

KOTA TOTOVS IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOX(OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepololopion 5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUUU®TOS KddKaG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 20 mg koydkio, okAnpd
Tepololopion

[2. YYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oxcinpo koydkio mepiéyet 20 mg tepoloAopiong.

| 3. KATAAOTI'OX EKAOXQN

[Tepréyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWIEVO vTovAdmt. H katdmoon umopet va gival Bavatnedpa yio ta mwoidid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

Kvtrapotoliko.
Mnv avoiyete ondte 1| LOGATE TO KOWAKLO, KOTOTEITE To OAOKANpa. Edv éva kKonydkio ivot
KOTEGTPOAUUEVO, ATOPVYETE TNV EMAPT € TO OEPLLO, TO LATLOL 1) TN LOTN GO,

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

2VoKeEVAGIO PLIANG:
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Mn evAdcacete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL OO TNV VYPUCICL.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e ayxpnoipomointo @aprakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OToPPINTETOL COLPOVA UE TIC

KOTA TOTOLS IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT) GLUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepoloiouion 20 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16106TOTOC YPOUU®TOS KOdKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

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

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 100 mg koydxio, ckAnpa
Teupololopion

[2. YYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oxchnpo koydkio mepiéyet 100 mg tepololopiong.

| 3. KATAAOTI'OX EKAOXQN

[Teptéyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWPEVO vTovAdmt. H tuyaia katdmoor pmopel va etvar Bavatneopa yio to mondid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

Kvtrapotoliko.
Mnv avoiyete ondte 1| LOGATE TO KOWAKLO, KOTOTEITE To OAOKANpa. Edv éva kKonydkio ivot
KOTEGTPOAUUEVO, ATOPVYETE TNV EMAPT € TO OEPLLO, TO LATLOL 1) TN LOTN GO,

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

2VoKeEVAGIO PLIANG:
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Mn evAdcacete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL OO TNV VYPUCICL.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e aypnoipomointo eappakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OmoPPINTETOL COLPOVA UE TIC

KOTA TOTOLG IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT) GLUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepoloiouion 100 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16106TOTOC YPOUU®TOS KOdKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

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

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 140 mg koydxio, ckAnpd
Teupololopion

[2. YYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oxchnpo koydkio mepiéyet 140 mg tepololopiong.

| 3. KATAAOTI'OX EKAOXQN

[Teptéyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWPEVO vTovAdmt. H tuyaia katdmoor pmopel va etvar Bavatneopa yio to mondid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

Kvtrapotoliko.
Mnv avoiyete ondte 1| LOGATE TO KOWAKLO, KOTOTEITE To OAOKANpa. Edv éva kKonydkio ivot
KOTEGTPOAUUEVO, ATOPVYETE TNV EMAPT LE TO OEPLLO, TO LATLOL 1) TN LOTN GO,

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

2VoKeEVAGIO PLIANG:
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Mn evAdcacete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL OO TNV VYPUCICL.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e ayxpnoipomointo @aprakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OToPPINTETOL COLPOVA UE TIC

KOTA TOTOLS IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT) GLUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepoloiouion 140 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16106TOTOC YPOUU®TOS KOdKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

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

XAPTINO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 180 mg kaydxio, ckAnpd
Teupololopion

[2. YYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oxchnpo koydkio mepiéyet 180 mg tepololopiong.

| 3. KATAAOTI'OX EKAOXQN

[Teptéyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWPEVO vTovAdmt. H tuyaia katdmoor pmopel va etvar Bavatneopa yio to mondid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

Kvtrapotoliko.
Mnv avoiyete ondte 1| LOGATE TO KOWAKLO, KOTOTEITE To OAOKANpa. Edv éva kKonydkio ivot
KOTEGTPOAUUEVO, ATOPVYETE TNV EMAPT € TO OEPLLO, TO LATLOL 1) TN LOTN GO,

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

2VoKeEVAGIO PLIANG:
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Mn evAdcacete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL OO TNV VYPUCICL.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e ayxpnoipomointo @aprakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OToPPINTETOL COLPOVA UE TIC

KOTA TOTOLS IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT) GLUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepoloiouion 180 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16106TOTOC YPOUU®TOS KOdKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

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

XAPTINO KOYTI

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Temozolomide Accord 250 mg kaydxio, ckAnpa
Teupololopion

| 2.

XYNGOEXH XE APAXTIKH(EY) OYXIA(EY)

Ka0e oxchnpo koydkio mepiéyet 250 mg tepololopiong.

| 3.

KATAAOTI'OX EKAOXQN

[Tepréyer Aaxtoln. Agite 10 PUALO 0ONYIDOV XPNOTG Y10 TEPIGGOTEPES TANPOPOPIES

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oxAnpa koydxio
20 oxAnpd Koy aKio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote 10 PUALO 0INYIOV TPV amd TN YOpPNYNON.
Amo tov 6TOHTOG XPION.

6.

EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ KAEWWPEVO viovAdmt. H tuyaio kotdmoon propet va sivar Oavatneopa yio To Tondid.

| 7.

AAAH(EY) EJIAIKH(EY) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

Kvtrapotoliko.
Mnv avoiyete o Koydkia, Kotomieite o oAdKANpa. Edv éva Koywdkio givol KoTtesTpappévo,
OTOQVYETE TNV EMOPT LE TO OEPUM, T PATIO 1] TN LOTT GOC.

| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEX XYNOHKEX ®YAAZEHX

Yvokevacio ELaANG:
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Mn pvAdccete o€ Beppokpacio peyarvtepn tov 25°C.
DVALGGETE GTNV APYIKT OLEAN.
Awnpeite T UIAN KOAG KAEIGUEVT] Y10 VO TPOGTOTEVETAL OO TNV VYPUCICL.

10.

IAIAITEPEX ITPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e ayxpnoipomointo eappakevtikd mpoidv 1 dypnoto VAKO TPEMEL VO OmoPPINTETOL COLPOVA UE TIC

KOTA TOTOVG IGYVOVGEC GYETIKES 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 6* planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

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

| 13.

APIOMOX ITAPTIAAX

TToaptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOGEXH

DopHoKeLTIKO TPOTOV Y10l TO OTOT0 AMOLTEITOL LOTPIKT) GLUVTOYT.

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

Tepoloiouion 250 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A16106TOTOC YPOUU®TOS KOdKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(0OI) XOPHTHEZHY |

Temozolomide Accord 5 mg kaydxio, ckANpa
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpa KoyaKilo

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(0OI) XOPHTHEZHY |

Temozolomide Accord 20 mg kaydkio, okAnpd
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpa KoyaKilo

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(0OI) XOPHTHEZHY |

Temozolomide Accord 100 mg xoydkia, ckANpd
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpa KoyaKilo

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(OI) XOPHTHEZHY |

Temozolomide Accord 140 mg xoydkia, ckANpd
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpad KoyaKilo

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(0OI) XOPHTHEZHY |

Temozolomide Accord 180 mg xoydkia, ckAnpd
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpa KoyaKilo

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZ KAI OAOX(0OI) XOPHTHEZHY |

Temozolomide Accord 250 mg koydkia, ckANpd
Tepololopion
Amo tov 6TdHTOG XPTIoN

| 2. TPOIOX XOPHITHZHXZ |
[ 3. HMEPOMHNIA AHEHX |
EXP

| 4. APIOMOZX [TAPTIAAX

Lot

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

5 oKrANpa Koyakio
20 oxAnpa KoyaKilo

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 5 mg kaydkio, ckANPA
Tepololopion

| 2. TLYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxinpod koydkio mepiéyet 5 mg tepoloropiong.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Agite To @OALO 0ONYLDVY XPNONE Y10 TEPLOTOTEPES TANPOPOPIE

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 PUAALO 0INYIDV YPIONG TPV O TN YOPNYNON.
Amo6 otONATOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puAdooetor og 06om Vv onoia dev PAETOVY Ko dev Tpooeyyilovv Ta modid, Katd tpotipnon péca
o€ KAEWIEVO vTovAdmt. H katdmoon umopet va gival Bavatnedpa yio ta mwoidid.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

Kvtrapotoiko.
Mnv avoliyete, ondte 1 LOCATE TO KOWAKLL, KOTAMIEITE ToL 0OAOKANPa. Edv éva kaydkio givar
KOTEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPLA, TO LATLO 1] TN LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEY YYNOHKEX OYAAEHX

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25 °C.
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DVAAGGETE GTNV OPYLKT] GLCKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Ka0e aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVG IGYVOVGEC GYETIKES SLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEJIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

TToptida

14. I'ENIKH KATATAZH I'A TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 OMOLTEITAL LATPIKT) CLVTOYT

‘ 15. OAHTI'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #5 mg

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

A163146T0TOG YPAPU®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadSIKO avoyVOPIGTIKO KOSIKO.

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

PC:
SN:
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ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 20 mg Kaydkio, orkAnpd
Tepololopion

| 2. IYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxchnpo koydkio mepiéyet 20 mg tepoloAopionge.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Acite To POALO 0ONYLDY XPTIONG Y10 TEPIOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YOPNYNOT.
Amo6 oTOUATOC YPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvrdooetal o€ Béon v omoia dev PAEmOLY Kot dev TpoceyYifovy Ta TodLd, KATH TPOTIUNCT HEG
o€ K eWmpévo viovAadmt. H katdmoor propet va givor Bavatneopa yio o Toidid.

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

Kvttapoto&iko.
Mnv avolyete, 6mATE 1] LOGATE TO KOWAKLA, KATOTIEITE TOL 0AOKANPO. EdV éva Konydkio givort
KATEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPUA, TO PLATLO 1] TI LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mn pvAdocete o€ Beppokpacio peyarvtepn twv 25 °C.
DVAAGGETE GTNV OPYLKT] CLOKEVAGIN Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IATAITEPEX ITIPO®YAAEEIX T'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
IHOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

Ka0e aypnoiponointo eopuokevticd tpoioy 1 VIOAEWUO TPETEL VO, ATOPPITTETUL COUPOVO LE TIG
KOTA TOTOVG 16YVO0VGEC GYETIKEG SLuTAEELS.

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY. KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

Moptida

14. I'ENIKH KATATAZH I'TA TH AITAOEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 amOLTEITAL 1LTPIKT) CLVTOYT

‘ 15. OAHT'TEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #20 mg

17. MONAAIKOX ANAINQPIZTIKOZ KQAIKOX — AISATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KDOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVoyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 100 mg xoydkia, ckANpd
Tepololopion

| 2. TLYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxchnpo koydkio mepiéyet 100 mg tepololopiong.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Acgite To @OALO 0ONYLDVY XPTIONG Y10 TEPIOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV 0T TN YOPNYNOT.
Amo6 otopaTOC YpNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euAdooetor og B6om Vv onoia dev PAETOVY Kot dev Tpooeyyilovv Ta modid, Katd tpotipnon péca
o€ K eWopévo viovAadmt. H katdmoor propet va givor Bavatneopa yio o Toidid.

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

Kvttapoto&iko.
Mnv avolyete, 6TATE 1] LOGATE TO KOWAKLA, KATOTIEITE TOL OAOKANPpO. EQv éva Konydkio givort
KOTEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPULA, TO PLATLO 1] TI LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEX XYNOHKEX OYAAEHX
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Mn pvAdocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAAGGETE GTNV OPYLKT] GUCKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IATAITEPEXZ ITIPO®YAAEEIX IT'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kda0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVC 1GYVOVCEG OYETIKEG dLuTAEELS.

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY. KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

Moptida

14. I'ENIKH KATATAZH I'A TH ATAGEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1TPIKT) CLVTOYT

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #100 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KdOKaS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.

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

PC:
SN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 140 mg xoydkia, ckANpd
Tepololopion

| 2. TLYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxchnpo koydkio mepiéyet 140 mg tepololopiong.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Acgite To POALO 0ONYLDY XPTIONG Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV 0T TN YOPNYNOT.
Amo6 otopaTOC YpNOT).

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

Na euAdooetor og B6om Vv onoia dev PAETOVY Kot dev Tpooeyyilovv Ta modid, Katd tpotipnon péca
o€ K eWmpévo viovAadmt. H katdmoor propei va givon Bavatneopa yio o Toidid.

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

Kvttapoto&iko.
Mnv avolyete, 6TATE 1] LOGATE TO KOWAKLA, KATOTIEITE TOL OAOKANPpO. EQv éva Konydkio givort
KOTEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPULA, TO PLATLO 1] TI LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEX XYNOHKEX OYAAEHX
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Mn pvAdocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAAGGETE GTNV OPYLKT] GLOKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IATAITEPEXZ ITIPO®YAAEEIX IT'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kda0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVE 16YV0VGEC GYETIKEG SLaTAEELS.

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY. KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

Moptida

14. I'ENIKH KATATAZH I'A TH ATAGEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1TPIKT) CLVTOYT

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #140 mg

17. MONAAIKOX ANAINQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146T0TOG YPAPL®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVaSIKO avoyVOPIGTIKO KOSIKO.

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

PC:
SN:
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 180 mg ko dkia, ckAnpd
Tepololopion

| 2. TLYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxchnpo koydkio mepiéyet 180 mg tepololopiong.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Acgite To POALO 0ONYLDY XPTIONG Y10 TEPLOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YOPNYNOT.
Amo6 otONaTOC YPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euAdooetor og B6om Vv onoia dev PAETOVY Kot dev Tpooeyyilovv Ta modid, Katd tpotipnon péca
o€ K eWmpévo viovAadmt. H katdmoor propei va givon Bavatneopa yio o Toidid.

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

Kvttapoto&iko.
Mnv avolyete, 6TATE 1] LOGATE TO KOWAKLA, KATOTIEITE TOL OAOKANPpO. EQv éva Konydkio givort
KOTEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPULA, TO PLATLO 1] TI LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEX XYNOHKEX OYAAEHX
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Mn pvAdocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAAGGETE GTNV OPYLKT] GLOKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IATAITEPEXZ ITIPO®YAAEEIX IT'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kda0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVC 1GYVOVCEG OYETIKEG dLuTAEELS.

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY. KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

Moptida

14. I'ENIKH KATATAZH I'A TH ATAGEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1TPIKT) CLVTOYT

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #180 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KOOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KOOTKO.

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

PC:
SN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI ®AKEAIXKOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Accord 250 mg koydkia, ckANpd
Tepololopion

| 2. TLYNOEXIH LE APAXTIKH(EX) OYZIA(EY)

Ka0e oxchnpo koydkio mepiéyet 250 mg tepololopiong.

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. Acgite To @OALO 0ONYLDVY XPTIONG Y10 TEPIOCCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

5 oKANpa Koyakio
20 oxAnpa KoyaKilo

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV 0T TN YOPNYNOT.
Amo6 otONaTOC YPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euAdooetor og B6om Vv onoia dev PAETOVY Kot dev Tpooeyyilovv Ta modid, Katd tpotipnon péca
o€ K eWmpévo viovAadmt. H katdmoor propet va givor Bavatneopa yio o Toidid.

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

Kvttapoto&iko.
Mnv avolyete, 6TATE 1] LOGATE TO KOWAKLA, KATOTIEITE TOL OAOKANPpO. EQv éva Konydkio givort
KOTEGTPOUUEVO, OTOPVYETE TNV EXAPT LE TO OEPULA, TO PLATLO 1] TI LOTN GOC.

8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEX XYNOHKEX OYAAEHX
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Mn pvAdocete o€ Beppokpacia peyarvtepn twv 25 °C.
DVAAGGETE GTNV OPYLKT] GLOKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.

10. IATAITEPEXZ ITIPO®YAAEEIX IT'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Kda0e aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVE 1GYVOVCEG OYETIKEG OLUTAEELS.

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEJAY. KYKAO®OPIAX

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

Moptida

14. I'ENIKH KATATAZH I'A TH ATAGEXH

DoproKeLTIKO TPOTOV Y10 TO OTOT0 OmOLTEITAL 1TPIKT) CLVTOYT

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Temozolomide #250 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KdOKaS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.

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

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 5 mg kaydkio, ckKANPa
Tepololopion
Xpnon amnd Tov 6TORNTOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 20 mg Kaydkio, ckAnpd
Tepololopion
Xpnon amnd Tov 6TOHUTOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 100 mg xoydkia, ckANpd
Tepololopion
Xpnon and Tov 6TORATOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 140 mg xoydkia, ckAnpd
Tepololopion
Xpnon and Tov 6TORATOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 180 mg xoydkia, ckAnpd
Tepololopion
Xpnon and Tov 6TORATOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®AKEAIXKOY

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

Temozolomide Accord 250 mg koydkia, ckANpd
Tepololopion
Xpnon and Tov 6TORATOG

‘ 2. TPOIIOX XOPHI'HXHX
‘ 3. HMEPOMHNIA AHEHX
EXP:
4. APIOMOX ITAPTIAAX
Lot:
5. IMEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 oKANPO KOWAKLO

6. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV ypiong: IIAnpoeopics yria Tov yprjot

Temozolomide Accord 5 mg cxkinpa koydaxia

Temozolomide Accord 20mg cxkinpa Koy dxio
Temozolomide Accord 100mg cxinpd Koy axio
Temozolomide Accord 140mg cxinpd Koy axio
Temozolomide Accord 180mg oxinpa Koy axio
Temozolomide Accord 250mg cxinpd Koy axio

tepofolopion

AP acTe TPOGEKTIKG OAOKAN PO TO GVAAO 0ONYIAOV YP1|CNG TPV UPYICETE VU TAIPVETE AVTO TO
PapPROKO O1OTL TEPLLAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC.

DdurdEte avTo To EOALO oMYV ¥pMone. Towg ypelactel va to dofdacete Eavda.

Edv &yete nepartépm amopiec, pOTNGTE TOV Y1OTPO, TOV PAPUAKOTOLO GAG 1) TOV VOGOKOLLO.

H ocvvtayn yio avtd 10 papproko xopnynnke amokAEloTIKA Yio 60c. Agv TPETEL VoL ODGETE TO
@apuako og GArovc. Mmopel va Toug Tpokarésel PAAPT, akopa Kot OTav To, oNUEiR TNG
acBévelog Tovg eivar 1010 pe T S1kd Gag,.

Edv xémola avemBountn gvépyeta, evUEPDOTE TOV YIOTPO, TOV QOPLOKOTOLO 1] TOV VOGOKOUO
c0c. Avtd 1oyvel kat yo Kabe mhoavn avemBOunT eVEPYELD TTOV JEV AVAPEPETUL GTO TAPOV
@OALO 0OMy1DV ¥prionc. BAéne mapdypapo 4

T epréyel 10 mapoév OLA0 00N YIOV :

AU AW~

1.

T1 etvon To Temozolomide Accord kot o givai 1 yprion Tov
T mpénet va yvopilete npv mapete 10 Temozolomide Accord
o va napete To Temozolomide Accord

[MBavég avemBOunteg evépyeteg

[og va puidooete To Temozolomide Accord

[epreydpeva tng cvokevaciog Kot AOTEC TANPOPOPiEg

Th givar To Temozolomide Accord kot wowa gival n yp1o1 Tov

H tepoloiopidn etvat éva edappoako Katd tov dykov
Ta xaydxio Temozolomide Accord ypnoipomolobvtar yia ) Oepaneia EOIKOV LOPPDY KOPKIVOV TOV
EYKEPALOL:

2.

e eVNAIKEG Pe VEOOLayVOGUEVO TOAOHop@o YAotoPAdotope. H tepololopion apyikd
ypnowonoteitan poli pe aktvobepaneio (tavtdxpovn edomn g Bepoameiog) Kot petd povn
(povoBepamevtikn edon tng Bepomeiog)

e Tondid nhkiog 3 eTdv Kot dve kot eviniikovg acBeveic pe kaxombeg yAoiopa, ToAdHopeo
yAoloBAdoTopa 1 avamhaotikd aotpokvtopa. H tepoloiopion xpnoionoleitor o€ antong
TOVG OYKOVG OTAV ETAVEUPAVIGTOVV 1] EMOEWV®OOVV Eeita amd v kabiepopévrn Bepamneia.

T npéner va yvopilete apwy va wapete To Temozolomide Accord

Mnyv napete To Temozolomide Accord

o€ mepintwon ailepyiog (vrepevarcinciog) otnv TePoloAONIdN 1| GE OO0 TOTE AAAO OO TOL
GLOTATIKA 0LTOV TOV PappakoL (TapatiBevtol otny Tapdypapo 6).

0€ MEPIMTOGN TOL EYETE EUPAVIGEL AALEPYIKT OVTIOPAOT GE £VO, GAAO OVTIKAPKIVIKO QAPUAKO
7ov ovopudletal daxapPalivn. Tvuntdpoto 1] CAAEPYIKEG AVTIOPACEIS TEPILOUPAVOLY
aiocOnua payobpag, S0cGTVOLL 1] CLPTYLOS, TPNELLO TOV TPOGMITOV, YEMMV,YADGGOS 1| AoV,
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0€ TEPIMTOON OV EYETE PEIWUEVO OPOLO KVTTAP®V aipLaTog (LVEAOKATOGTOAY]), OTMG TV
AELKOKVTTAP®V KOl T®V QUOTETAA®Y. AVTE TaL KOTTOPO TOL AiHOTOG EIVOL CNUAVTIKG Yio TV
OVTULETMTMION TNG PAEYUOVIG Kot TNV KATAAANAN Tén tov aipotog O yiotpog cag Oa eléyEet
70 aipa cog Yo vo Pefoimbel 0Tt ExeTE OPKETA OO OVTA TO KOTTOPA TPV EEKIVIOETE TN
Oepameia..

Iposcdomou|oeig Kot TPOPVAGEELS

AmevBuvieite 6TOV Y10TPO, TOV QOPUAKOTOLO 1] TOV VOGOKOWO Gag Tpty whpete o Temozolomide

0€ MEPIMTOGCT TTOV TPEMEL VO TAPAKOAOVOEIGTE GTEVA Y1 TNV OVATTLEN Hiog GoPopng HOPENS
QAeypoviG oto Bdpaka Tov Kokeiton Tvevpovia and Prneumocystis jirovecii (PCP). Edv gilote
veodyvaoouévog actevig (moAvpopeo yhotofrdctoua) uropei va Aappdavete tepoloAopion
v 42 nuépec o€ GLVILAGUO UE akTvodepameia. Xe vtV TV TEPITTOOT, 0 YLTpdS Gag Ha
00 CLVTAYOYPUPNOEL EMIONC £va PAPUAKO Yo va 6o¢ Bondnoet va amo@hyete avtd TOV TOTO
¢ nvevpoviog (PCP).

av eiyote Toté N umopei va £xete TP puia Aoiuwén and nrotitide B. Avto cvufaiver enedn
N tepoloAopidn Ba propovoe vo TpokaAEcel Emavevepyomoinon g nratitidog B, n onola
pmopet va glvan Bavatneopa o opropéveg mepirtacelc. Ot acbevelg Oa npémet va eléyyovton
TPOGEKTIKG amd TO YITPO TOVG Yl GNUELR oVTAG TNG AoTmENG, TPV amd TV Evapén TG
Oepamneiog.

0€ MEPIMTOON TOL £YETE YAUNAOVG aplOUoVE epuOpdV apoc@apiny (avorpia),
AEVKOKVTTAP®V KOl GLLOTETAAIOV 1 TPOPANHOTH TNV TTAEN TOV QUOTOC TPV ammd TNV Evapén
g Bepameiog 1 av To ERPAVIcETE KOTA TN dtdpkela TG Bepaneiag. O yatpdg cag pumopel va
OTOQOGIGEL VO LEUDOEL TN 0061, 1] Vo S10KOWEL, VO GTOUATAGEL ] Vo 0ALGEEL T Bepamneio Gog.
Mmopei eniong va ypelootel va Aapete dAAeg Oepameiec. Xe opIoUEVEC TEPITTAOOCELS, UTOPEL VO
vrdp&et avhykn teppaTiopov g Bepaneiog pe v tepoloiopidn. Oa vroPaiiecte GE GUYVES
eketdoeic aipatog katd T ddpKela TG Bepameiog yio TV TapaKoA0HONGN TOV TAPEVEPYELDV
g tepoloAopidng oTa KOTTOPO TOV aiIOTOg OO,

KkaOdc pmopet va £yete ikpo kivouvo yia dAAeg peTaforég 6Ta KOTTAPO TOV CHIATOC,
CUUTEPTAAUPOVOUEVNC TNG AEVYALIOG.

e €xete voutia (adabecio oTo oTopdyl) /Kot £eTo T omoia eivat cLyVES avemBounteg
evépyeleg G tepoloropiong (BAéne mapdypao 4), o yaTpds cog Uropel va Gog
GUVTAYOYPOPNCEL EVO PAPLOKO (£VOL OVTIEUETIKO) Yo va, fonBfoEL 6TV aTOTPOTH TOL
gUETOV.

Xe mepintwon mov &yete cLYVA £LeETo TPV 1 KaTd TN ddpKela TG Bepaneioc, pmtnote TO
YWTPO GOG GYETIKA UE TNV KAADTEPT GTIYUN Yio TNV ANy g Tepololopiong uéypig 6tov o
éuetog tebei vo Eleyyo. Edv petd t Ay g 060MG G0G KAVETE EETO, NV TOPETE Ui
devtepm 66om TNV 10100 UEPOL.

€4V eKONADCETE TLPETO 1] CUUTTAOUATO AOTUMENG, EMKOIVOVNGTE AUECHS LLE TOV Y1OTPO OOG.

o€ mepintwon mov giote Avo TV 70 etdv, unopel va l0TE TEPICCOTEPO EMPPENNG OTIG
AOWMDEELG, OTOV GYNUOATICUO LOADTOV 1| GE a1Loppayia.

G€ TEPIMTOON OV TAGYETE OO NTATIKA 1] VEQPIKA TPOoPATHOTO, UTOPEl VO YpelacTel va
avampocappoctel 1 d6om ¢ Tepoforopidng mov AopPavere.

IHowra ko épnpor

Mnv divete To ApHOKO AVTO o€ ToLdLd NAKING KAT® TV 3 eTMV eNEON dev Exel pedetndel. Yrdapyovv
TEPLOPIOUEVEC TANPOQOpPiEG e aobeveic nhikiag dve Tav 3 etV mov £yovv Ttapel Temozolomide
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Accord.

Alha @appoxa kot Temozolomide Accord

Evnuepaote tov y1otpd M 1OV QaploKonold cog 4V ToipveTe, £YETE TPOCHUTA TAPEL 1) LTOPEL VAL
ThpeTe GALO PApUAKOL.

Kinon, Onhaopoc ko yovipdtnta

Edv giote éykvog, vouilete Ot1 pmopei va iote £ykvoc 1 oyedidleton va, amoktnoete mondi, {ntnote
GLUPBOVAT TOL YITPOV 1] TOV PUPLOKOTOLOD GO TPV TAPETE AVTO TO PAPLOKO. AVTO 1oYDEL EMELON
dev mpémet vo AapPavere Oepaneio pe Temozolomide Accord kotd T SidpKeELn TN EYKVUOGVVNG
€KTOC €0V gival capmg Kabopiopévo omd 1o YloTpd Gog.

Ot yuvaikeg aoBeveic mov pmopovv va peivouv £ykveg Tpemet va, epaprolovy amoTEAEGUATIKES
peBdd0vg avTicOAANYN G Katd T didpkela g Oepamneiog e Temozolomide Accord ko yo
TOVAGYIGTOV 6 UNVEG UETE TV ook pwo tng Oepameiag.

Oa tpémet va otapatioete va Inialete o 660 ddotnpa AopPavete ™ Oepaneio pe To
Temozolomide Accord.

Avopikn] yovipétnra

To Temozolomide Accord pmopel va tpokarécel udviun otepotta. Ot dppeveg acbeveic O Tpémet
VoL (PNOUYOTOI0VV OTOTEAEGUATIKY] OVTIGUAANYT] KOL VO LNV TEKVOTOWGOLV Y10l TOVAGYLOTOV 3 PUNveg
LETA TOV TEPHATIOUO TG Oepaneiog. Xvviotdtot 1) ovaliTnon cLUBOLATG Yol T GUVTIPNGCT] CTEPLLOTOG
wpwv and tn Oepomeio.

001yNoN Ko YEPLOROS PNV LATOV

To Temozolomide Accord pmopel va cag kdvel va arcbavbeite kobpaon 1| vivniia. v mepintwon
avtr, unv odnyeite N xepileote epyareio N unyovnuoro 1 ditpoya oxynuota Emg 6tov deite TOG oog
emnpedlel avtd To edppaxo (PA. mopdypapo 4).

To Temozolomide Accord mepiéyel Aaxtoln

AvT106 10 Qappako wepPEyel Aaxtoln (va eldog cokyapov). Edv cag £xel el 0 yiatpog oag 0Tt £xETeE
dvoaveéio o€ KATOW0 GAKYOPA, ETIKOIVOVICTE UE TO YIOTPO GOG TPV AAPETE 0L TO TO PAPLLOKO.

To Temozolomide Accord wepiéyel vatpro
To @appaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd koydxio, Eivatl 0vtd TOV
ovopdlovpe «erevBepo vatpiovy.

3. Iog vo wapete To Temozolomide Accord

[Tavtote va maipveTe To PAPLOKO QVTO CLGTNPE GUUPOVO LE TIG 0ONYIEG TOV YLOTPOD 1] TOV
Qopupakomolod cog. Eav éxete appifolieg, potnote TOV Y10TPO 1 TOV GOPLOKOTOLO GOG.

Iog va avoifete Tov @akeAMoKo
Avoi&te Tov paxelMoko dSImA®vovVTag Kot 6YilovTog KaTd WRKOG TNG YPOLUNG OITAMUOTOG LE TV
EYKOTN OT1 YOVIO TOL POKEAITKOV.

H tepoloiopion Ba mpémel va cuvtayoypageitat omd 101K00VE Y1oTpos e EUTELPIN GTOVE OYKOVE TOV
EYKEPGAOV.
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AocoAroyio ko dtdpkela Tne Oepameiog

O y1atpdg oag Bo voroyicel T doom TePOLoAOUIdNG TOV gvdeikvyTaL Yia oaG. O VITOAOYIGUOG YiveTan
Baoetl TG copatiknig cog dStimAacng (VYOS Kol OUOTIKO BApog) Kot Tov dv £xete VITOTPOTIALOVTA
oyKo Ko £xete AdPel ynueobeponeio 6to TaperBOV. Mrmopel va cag yopnyndovv dAia edppoko
(avTIEUETIKG) Y10 VO TAPETE TPV KON UETE T Ayn TG TEUOLOAOUIdONG Y1 TV OTOTPOTTN 1 TOV
€LeYY0 NG VOUTIOG KOl TOV EUETOV.

AdPete T cvvtayoypagolduevn doomn cog amd to Temozolomide Accord pia eopd v nuépa. AdPete
T 6001 pe doeto otopdyl. [a mapdderypo, TovAdylioToV Hio dpa TPV GYESIAGETE VO PATE TPOIVO.
Koatameite 1o koydkio(a) oAdokAnpo(a) pe Evo Tothpt vepo. Mnv avoiyete, Opvupatilete 1 poocdre ta
Koy Ao

Edv éva koydxio eivol KOTESTPAUUEVO, ATOPVYETE TNV EMAPT TNG OKOVING LLE TO OEPU, TO LATIO 1] TN
puotn 6oc. ATOQUYETE TNV ELGTVON TG OKOVNG. € TEPIMTOOT OV KUTd AAO0OC TAEL PAPLOKO GTO
udtia ot potn oog, EeEmAOVeETE TNV TEPLOYT LLE VEPO.

Eév Lappavere 1o Temozolomide Accord o€ cvvovaopo pe axtivodepaneio (veodlayvoopévol
ac0gveic):

Evd n aktivoBepamneia cuveyiletar o yiotpog cag Oa Eexvioet tnv TeoloAopion otn d66M TV

75 mg/m? ko1 1 akpiPig nuepfota d6om mov Ba AdPete Do e€apOei 0md To VYOGS Kol TO COUOTIKD
oag Papog. Oa Adfete avtn T 060om KAbe pépa Yo 42 nuépeg (wg 49 Nuépeg) o€ GLVIVAGUO LE
aktivobepaneio. Me Baon Tig apatoloyikég cog eEETAGELS Kol TO TOGO KOAG pmopeite va aveydeite
v tepololopidn, n yopnynon g 06ong uropel vo KabvuotepNoel ] va O10KOTEL.

Mol ohordnpwBel n axtivobepaneia, Oa Saxdyete ) Oepaneia yio 4 efdopddes, yio va dobel oto
COUO oG pio evkopia vo emavEADEL.

"Emerta, Oa apyicete T @domn g povobepaneiog.

Kotd m didprela e edong g povobepameiag,  666m Kot o Tpodmog Aqyng tov Temozolomide
Accord 0a givar drapopetikd. O yatpdc oag Oo voloyicel TV akpiPny d6on. 1N cLVEXELN UTOPEL VO
vrapEovy péypt 6 koxhot Bepamneiog, kdbe Evag amd Tovg onoiovg dtapkel 28 Nuépeg. Oa AaPete T véa
cog 860 TV Kayokinv g tepololopidng apyikd oto eninedo tov 150 mg/m? uia popd TV nuépa
Y10 TIC TPMTEG S5 NUEPES («nuépeg 6060 dYNONG») KABE KOKAOVL, 01 omoiec Ba akoAovOnBovV amod 23
nuépeg xwpig tepoloropion. Avtd abpoiletar o koKAo Bepaneiog 28 nuepmv.

Metd v nuépa 28, Ba Eekivioet 0 emOUEVOC KOKAOG, KATA TN d1dpKeLo TOV omoiov Ba Aaufdvete kot
TEAL aVTO TO PAPUAKO pio POopPd TNV NUEPA Yo 5 NUEPES, Ol omoieg Ba akoAovOnNBovV amd 23 nuépeg
yopic Tepolorouion. Me Baon Tic TIHEG TV EEETACEMV TOV QiIATOG GOG KOl TO TOGO KOAN HUTopeite va
aveyBeite v tepoloAopion kotd T didpkela kabe kikAov Oepameiag, n d6oN umopei va
gnovapviuiotel, vo kabvotepnoel N va. dlokomel.

Yg mepintoon mov Aappavere to koydkio Temozolomide Accord w¢ povoBspaneia (yopic
axTvoOepameia):

"Evag koKAog Oepamneiog pe to Temozolomide Accord dwopkel 28 nuépeg. Oa AdPete To KoK Lo
@OPA TNV NUEPA Y10, TIC TPDOTEG 5 NUEPES («MUEPEG BOGOAOYNGNC»), 01 0Toieg Oa akoAlovOnBovv and 23
nuépeg ywpig tepoloropidn, mov Ba tpocteBolv otov KbKAo Bepameiag twv 28 nuepdv.

Meta v Huépa 28, Oa Eekivioet o endpevog kOKAOG, KOTd T dldpKeLo TOL 0oiov Bo AauPavete Kot
AL aVTO TO PAPUAKO [io POPa TNV NUEPA Yo 5 NUEPES, Ol omoieg o akoAovOnBovV amd 23 nuépeg
yopic Tepolorouion. Ipv amd kébe véo khkho Bepamneiag, Ba vroPfdideote oe e€etdoelg aipatog
TPOKEWEVOL VO SlamoTmBEel edv 1 8001 TG Tepololouidng xpeldleTal avomTposapLOYT|.
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e mepintwon mov dev £xete AaPel ynueobepaneio oto mapehBov, Oa AdPete Ty Tpd TN 660N TG
tepololopidng cac oto eninedo Tav 200 mg/m? po @opd TV NUEPA Y10, TIC TPAOTEG 5 NUEPES («nuépeg
d000AGYNOTG»), Ol omoieg Ba axoAovONBoOY amd 23 nuépeg yopic tepololopidn. X tepinT®OoN TOL
glyate MaPel ynuetobepomeio oo maperdov, o AaPete v TpdTn 6001 TG TELOLO0AOUIdONG oG GTO
eninedo Tov 150 mg/m? pio popd v nuépa Yo T1¢ TPAOTEG 5 NUéPES («nuépeg SosordyMong»), ot
omoieg B akoAovBnBovV amd 23 nuépeg ywpig Tepoloropion.

Avdioya e T OMOTEAEGLLOTO TV EEETAGEWV TOV OULLOTOS GOC, O YLOTPOC GOG EVOEYETOL VOL
OVOTPOCapPUOGEL TN dO0T GOG Yo ToV EXOpEVO KUKAO. KéBe popd mov Eexvate €va véo KOKAO
Bepaneiog, oryovpevteite g Exete KataAdPfel TANPOG TOcH Kaydakia and Kabe mepiektikdtTa Oa
ypelotel va Aappdavete kabe pépa kot emi moéoec uépeg Oa Aapupdvete avtr tn doom.

‘O)or o1 acOeveic

To Temozolomide Accord diatifeTol 6 KoyaKio SIOPOPETIKAOV TEPLEKTIKOTNTOV (QaivovTol oTnv
e€mtepikn eTkéto o mg). o KGO TEPLEKTIKOTNTA VITAPYEL OLUPOPETIKO YPDOUY TONOTOC. AvAioya
pe tn 8001 g TeRoLOAOUIONG TTOL GOG CLVTAYOYPAPEL O YIOTPOG OUG, UTOPEL VOL TPETEL VO, TAPETE
TEPLocOTEPQ. o Eva KoK Yl kKGOe nuépa 6060AOYNGNG TOL KOKAOV Oepameiag.

- Z1YOVPEVTEITE TMG EYETE KOTAVONGEL TANPOC TOGO KOWAKLo and KaOe TeplekTikdTn T
ypelaletar vo AdPete.

Zntote amd 10 Y1oTpo 1 TO POPUAKOTOL0 GOG VO, GOG OTLELOCOVY TOV aptipd TV Koyokinv
amo KaOe TEPLEKTIKOTNTA (CLUTEPIAAUPAVOUEVOD TOV XPDOUOTOC) TOL YpeldleTol va AaPete
KkéBe nuépa TG S0GOAGYNONG.

- Z1yovpeVTEiTE TMG EXETE KOTAVONOEL TANPWOG TOLES UEPES EIVOIL O1 UEPES TNG OOGOAOYNGTG
oG,

- Z1yovpevteite Tmg £xete emMaAN0€DGEL TN 6OCT GOC LLE TOV EXAYYEAUATIO VYELOG TOV GOG
nepdimer kébe popd mov Eekvate éva vEo KOKAO. Mepucég opég 1 6001 1 TO GHVOAO TV
SLQOPETIKOV KayoKimv mov ypeldletal va AAPete TPOKELTOL VO SOQEPEL ATTO OVTO TOV
tehevtaion KuKAov.

- Ao T oTLypn) oL Ba TAPETE TO PAPLOKO GTO GTITL GO KOL PETE, OE TEPITTOGCT) TOV
aoBavOeite pmepdepévos/m 1 €xete apePorieg oyeTIkd pe Tov TpOTO AMYNG TG 600mG o,
{ntote emmAéov 0dnyieg mpv Eekvnoete Tov KokAo Bepameiog. Ta AdOn oyetid pe Tov
TPOTO ANYNG VTOV TOL PUPLAKOV UTOPEL VO EYOVV GOPaPEG EMTTMOGELG GTNV LYELQ.

Eév napete peyorvtepn 606on Temozolomide Accord amwd TV Kavovik

Edv xatd AdBog mapete peyaridtepn mocoHTTO ad KOWAKLO OO aVTH TOL GOG CLGTHONKE,
EMKOWVMVNGTE LE TOV Y1ALTPO, TOV PUPLOKOTOLO 1] TO VOGOKOLO GOG OUECHG.

Edv Egyaoete va mapete To Temozolomide Accord

[épte T 8601 MOV TOPOAEIYATE TO TOYVTEPO SVVATOV EVTOC TNG 1010C NuUépag. Edv éxel mapédbet pia
0AOKAN P NUEPD, GLpPoVAELDEiTE TO YI0TPO GO M1y SumhacidceTe TV EMOUEVT OGN Yo VoL
enavopOmaoete yia pio 060M oL EgXAcOTE EKTOG EQV GaG TO VITOJEIEEL O YLoTpdS GOC.

Edv éxete mepiocdtepeg EPOTNCELG GYETIKE LLE TT) YPTOT AVTOV TOV PAPUAKOV, POTHGTE TOV Y1ATPO,
TOV QOPLOKOTOLO 1| TO VOGOKOWO GOC.

4. IIBavég avemBOUNTES evépPyELEg

Onwg 6ha Ta eApuraKa, £TGL KO AVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG,.

O1 acBeveic mov Aapupdvouv tepololouion ce cuvdvacuo (e akTivobepomeio pmopel vo epeavicovy
SoQopeTIKEG avemBOUNTES EVEPYELEG A0 AVTEG TTOL ep@avifovtal o€ acheveic Tov Aapupdvouy
povoBepomeio pe tepoloAopion.

80



Emkowmvinote apécmg e To yatpd cog £V ELEAVICETE OTIONTOTE OO TO TOPOKATM:
- coPopov Babuov airiepyikn (vtepevatsnacia) avtidpaon (kvidwor, cuptyud 1 GAAN
OVOTVELGTIKY OVGKOAQ),
- Un eAEYYOUEVT] QUpLOpayYiaL,
- EMINTTIKESG KPIGELS (OTOGLOVG),
- TPETO,
- piyn,
- cofopod Pabuov TovokEPUAO 0 0010¢ dEV VITOYWPEL.

H Oepaneio pe tepoloropion propei va TpokoAécel Heiwon Tov aplBod OpIGUEVOY TOT®V KUTTAP®V
TOV QipoToc. AvTtod Umopel vo oG TPOKAAEGEL AVENUEVT ELPAVICT] LOADTOV 7| QUoppayiog, avolpio
(EAdewym TV pLOPOKLTTAP®V), TVPETO KOV LEIWUEVN AVTIGTACT EVavTL TV Aouméewv. H peiowon
ToV aplBUov TV KLTTAP®V TOL aipaTog gival cLVHBWME TAPOSIKT, OALNL GE OPICUEVEG TEPUTTOCELS
umopel va glvon TapaTeTOUEVN Kot UTOPEL va. 00Ny oEL e pia, ToAd cofapn Lopen avoluiog
(amhaotiky avopia). O yiourpog cag Oa Tapakolovbel To aipo GG TUKTIKG Y10 OTOIECONTOTE
petaPoréc ko Ba amopaciost edv mapicToTol avaykn Yo omoladnTote 01K Oeponeio. Xe opropéveg
TEPMTOGELG, 1 SO0 TG TeEpoLolopiong mov AauPavete Bo pewwbei | n Oepomeio O drakomet.

AlAeg avemBOunTec evépyeteg Tov £xovv avopepOel TapatiBeviol TapakdTo:

IIoA0 ovyvéc avemBounteg evépyseies (umopel va enanpedoovy neprecodtepo ond 1 ota 10 dropa)
givan:

- anmAelo Opelng, Suvokolio oTnV opidia, KePaAaAyio
- éuetog, vauTtia, dippota, SVGKOIMOTNTA
- eEavonua, tpyydTTOoN

- KOVPOoN
Yoyvég avemOOunTeg evépyeres (umopei va exnpedoovy £0g 1 ota 10 dropa) ivor:

AodEELG, AoUMEELS TOL GTONATOG

LELOUEVOG apBOg TV KLTTAP®V TOL aipatog (ovdeteponevia, Aeppomnevia, Opopfomrevio)
aAAEPYIKN avTidpoom

AVENUEVO GAKYOPO OiLATOG

EMNPEACUEVT VAN, KOTAOAWYT, dyYoc, ohyyvon, avikavitnta vo kolunbeite 1| va peivete
KOLUIoHEVOL

STOPAYLEVOG GUVTOVICUOG Kot S1oTapay| 100PPOTHLOG

dvokorio cLYKEVTPOONG, LETAPOAT TNG VONTIKNG KOTAGTAONG 1| EXAypOTVNONG, ANGUOGUHVN
CaAn, dSwtapayn aicncemv, aicinon LovdtdcHaTOC, TPEUOVAO, U] PUGIOAOYIKT YEVOT
UEPIKN OTMAELN OPACTS, LT PLGIOAOYIKT OpacT), Simhmmio, Enpoi 1 etddvvol oeBaApol
KOQ®ON, Bountd Tov dtv, oTtolyio

OpopPwon otov TVELHOVE 1 OTO KATM GKPO, DYNAT 0pTNPLOKT Tieon

mvevpovia, dvorvola, Bpoyyitida, Prxag, PAEYLOVH TG PIVIKTG GOG KOIAOTNTOG

OTOUOYIKO 1| KOIAMOKO GAYOC, GTOWOYIKT dtatapayy/aicOnpa kadoov Tov 6TOUAY0V, SLGKOALN
GTNV KOTATOOoT)

Enpodepuio, kvnouds

poik” PAGPN, poikn advvapio, poikd dAyn kot Tévol

enmovvn apBpwor, ocpuaryio

GLYVN 0VPNOT), SVOKOAIN LLE TN CLYKPATNOT TV OVP®V GOG

TVPETOC, YPUTAMON CUUTTOUATO, GAYOC, aicOnua adiabecioc, kpdmua i ypinn
KATOKPATNOT VYPDV, SIOYKOUEVE KAT® GKPa.

avénoeig nmatikov vOOpmy

OTMAELN COMOTIKOD BApovg, avéNcn coUATIKOD Bapovg

KéKmon ard axtvoPoiio
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Oy ovyvég avemBOUNTES evEpyELeg (umopel va exnpeacsovy £o¢ 1 ota 100 dropa) sivor:

- AOWMEELG TOVL EYKEPAAOV (EPTNTIKY UNVIYYOEYKEPOAITION) CLUUTEPIAUUPAVOUEVDV
BovoanEopmV TEPIGTATIKMV

- HOAVVGELS TPAVUATOV

- VEEC N EMOVEVEPYOTOINUEVEG AOIUMEELS OO KVTTAPOUEYAAOTO

- EMOVEVEPYOTOMNUEVES AOUADEELG amd ToV 10 TG Nratitidoc B

- dgvTEPOYEVELS KOPKIVOL GUUTEPIAOUPBAVOUEVIC TNG AEVYOUUIOG

- UELMUEVOG aplOUOS TOV KVTTAP®V TOL OiaTog (VKL TTOPOTEVI, avorpic, AEVKomeEVia,)

- epLOPEC KNALdEG KAT® 0d TO dEPUAL

- amotog S1aPnng (cvpntdpaTo Tov TEPIAAUPAVOLY avEnuévn ovpnor Kot aicOnua diyag),
YOUNAG emtineda kaAiov 6To aipa

- dtokvpdvoelg g cvvailstnuotikig dtibeong, yevdaicOnon

- pepkn mapdAvomn, petafoin oty aictnon g 6cppnong 6og

- EKTTOON TNE OKOVOTIKNG 0EVTNTAG, AOTU®EN TOV HEGOV OTOC

- aioOnua ToAudv (6tav aicbdveste TV Kopdld cog va, ytund), e&ayelg

- S10YK®OON GTOUAYOV, SUGKOAIL ELEYYOV EVIEPIKMDV KEVHOGEMV, ALOPPOTdES, EnpocTopia

- NTaTITION Kot KAKWOOT ToV Nratog (cuumepthapnavouévng g Bavatnedpag NroTikng
OVETAPKELOG), YOAOoTOOT, CLENUEVN YoAepLOpiv

- QAVKTOLVEG GTO COLO 1] OTO GTOUM, OTOAETIOT OEPUATOG, £EAVON LA OEPLATOC, ETMOLVN
gpLBpOTNTA TOL d€PLOTOC, cOPapod eEdvOnpa pe deppaticd oidnua (coprneplapfovouévav Tmv
TOAQUDV TOV YEPIDV KL TOV TEAUATOV TOV TOOLDV)

- avénuévn evaicinoio 610 g Tov A0V, Kvidwor (eSaviqpata), avénuévn epidpwon,
LETAPOAT OTO YPOUO TOV SEPLOTOC

- dvuokoAio oty ovpnon

- KOATIIKY] olpopparyiol, KOATIKOC £peOIGOG, amovaia 1} encdduvr EUUnvog pooT, LacTodvVia,
ceEovaAIKT avikavoTNT

- piyoc, d10YK®GT TPOCHTOV, SUCYPOUATIGUOG TNG YADGGAS, dlya, dtatapayn 00GvVTOoC

- Enpopboipuia

Ava@opd avemBOunTOVv gvepyaL®OV

Edv mapotnpioete Kamota ovemBountn evEpyeLa, EVNLEPDOGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOHO 6aG. AvTod 1oyDeL Yo KaBe TBav| avemBounTn evEPYELR TOV JEV AVOPEPETOL GTO TAPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevdeiog Tov
€0vicov GLGTILOTOG aVaPOPAS TOL ovaypapeTol oto [apdptnua V.MEcm TG avapopdg
OVEMBOLUNTOV EVEPYEIDV UTOPEITE VO foNONGETE TN GLALOYN TEPLOCTOTEPMV TANPOPOPLOYV CYETIKA
LE TNV 0CQAAELN TOV TOPOVTOG PUPIAKOV.

5. Hog va euracoete 1o Temozolomide Accord

To @dppako avtd Tpénel vo, pUAAGGETOL GE PEPT TTOL Oev TO PAETOVY Ko Ogv TO POdvoLY Ta TONd1d,
KaTd TPOTiUNon o€ éva KAEWmpéEvo viovddnt. H tuyaio Katdmoon uropet va givar Bavatnedpa yio ta
TodLd.

Na pn ypnoipomoteite avTd T0 PAPIOKO HETA TNV NUEPOUNVIa AENG TTOL AVOPEPETOL TNV
gmonpavon kot 61o kKouti. H nuepounvia AMéng etvon ) tedevtaio nUEPO TOL PV TOV OVOQEPETAL.

D

Mn puAdoocete og Beppokpacio peyardtepn tov 25°C.

Yvokevacio EraAng: QVAGCoETE GTNV APYIKT] ELAAN. ATNPEITE TN PLOAT KOAL KAEWGUEV Yo VO
TPOGTATEVETAL OO TNV VYPOAGIL.

Ddokehickog

Mn pvlacoete o€ Oeppokpacio peyorvtepn tov 25°C.
DVAAGGETE GTNV OPYLKT] GLOKEVAGIN Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.
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Evnuepdote 10 gopUoKonold cag 6V TopatnpCETE OTOLONTOTE AAANYT OTNV ELPAVIOT] TOV
Koy aKiov.

Mnv metdite @ApUAKO GTO VEPD TNG ATOYETELONG N OTA OKLAKA amoppippata. Potiote tov
QOPLOKOTOLO GOG YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLlomoteite mo. Avtd to uétpa Ba
Bonbnoovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG 6VOKELAGIOG KO AOLTTEG TANPOPOPIEg
T nepréyer to Temozolomide Accord

H dpaotikn ovoia gival 1 tepoloAopion.

Temozolomide Accord 5 mg hard capsules: KaBe kaydxio mepiéyel 5 mg tepoloAopiong.
Temozolomide Accord 20 mg hard capsules: KaOg koydxio mepiéyet 20 mg tepololopiong.
Temozolomide Accord 100 mg hard capsules: Ka0e xayakio mepiéyel 100 mg tepoloropiong.
Temozolomide Accord 140 mg hard capsules: Kabe xaydxio mepiéyetl 140 mg tepoloAopiong.
Temozolomide Accord 180 mg hard capsules: Ka0e xaydkio mepiéyel 180 mg tepololopiong.
Temozolomide Accord 250 mg hard capsules: Ka0e xaydkio mepiéyel 250 mg tepoloropiong.

Ta dALla cvoTaTiKA Eivat:

mEPLEYOUEVO KOWaKiov:

avodpn Aaxtoln, KOAAOEIDEG Avudpo d10&id1o Tov TLPITiov, Apvio kapPodoueBulimpévo vaTplovyo
TOmov A, Tpuy1Kkd 0&y, 6TETIKO 0£D.

KEAMQOG Kayakiov:

Temozolomide Accord 5 mg hard capsules: (ghotivr, Titoviov dtoégido (E171), oidnpov o&eidio
kitpwvo (E172), wdwokapuivio (E132), vepo.

Temozolomide Accord 20 mg hard capsules: {elativn, Titaviov dro&eidio (E171), oidnpov oéeidio
kitpwvo (E172), vepd.

Temozolomide Accord 100 mg hard capsules: (ghativn, Titaviov d10&gid10 (E171), odnpov o&eidio
Kkoxkwvo (E172), vepo.

Temozolomide Accord 140 mg hard capsules: (ehativn, Titaviov 610&gidio (E171), vdikokapuivio
(E132), vepo.

Temozolomide Accord 180 mg hard capsules: (ghativn, Titaviov d10&gid1o (E171), odnpov o&eidio
kitpwvo (E172), c1dnpov o&eidio koxkivo (E172), vepo.

Temozolomide Sandoz 250 mg hard capsules: (ehativn, Titaviov d10&gidio (E171), vepo.

UEAOVL EKTOTMONG:

KOUUEN AGKKOG, TPOTLAEVOYAVKOAT, o101pov o&eidto pérav (E172) kot kaliov vdpoeidio.

Ep@davion tov Temozolomide Accord kot TepieOevo TS GVOKEVAGLAG

Ta oxdinpd kaydkion Temozolomide Accord tv 5 mg éxovv AEVKO GO0, TPAGIVO TOUO, KOl PEPOVY
&vtonn emtypar] « TMZ» 610 TOUN & «5» 0TO COUN LE LoPO PEAAVL.

Ta oxdinpd kaydkioa Temozolomide Accord tov 20 mg £yovv ALK GOUA, KITPIVO TMLO KO PEPOVY
&vtonn emtypaen « TMZ» 610 TOp0 & «20%» GTO GOUO e LOPO LEAAVL.

Ta oxdnpd koaydkioe Temozolomide Accord tv 100 mg £xovv Agukd GO, POl TMOUO KOl pEPOLV
évtom entypoen «TMZy» oto nope & «100» 610 GO LE LOPO LELGVL.

Ta oxdnpd koydkioe Temozolomide Accord tv 140 mg £xouv Agukd GO0, UTAE TOLO KOl PEPOVV
évtom entypoen «TMZy» oto nope & «140» 610 GO UE LOPO LELAVL.

Ta oxdnpd koydkioa Temozolomide Accord tv 180 mg £xovv Agukd COUN, KAGTAVOKOKKIVO ML
Kot pEPoVV vtum entypaen « TMZ» oto nopa & «180» 6to cdpa pe Loavpo PeAGvL.

Ta oxdnpd koydkioa Temozolomide Accord tv 250 mg €xovv Agukd GOUN, AEVKO TAOUO KOl PEPOVY
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gvtonn emtypapn « TMZ» 610 ToOpo & «250» 6TO GOUO e LadPO HEAGVL.

Ta oxAnpd KoydKio YopryodvTol G€ KEXPIUTAPOYPOUES YOAAIVEG PLAAEG Ol omoieg TepiEyovy 5 1 20
Koy aKioL.
Ka0e xovti mepiéyet 1 prarido.

Ta oxAnpd KoydKio yopryobvtal 6€ akeAicKo Tov meptéyetl 1 Kaydxkio.
Ka0e xovti mepiéyet 5 1 20 pakerickovg.

Mmnopei vo, un KuKAOQOPOUV OAEG 0L GUGKELOGIES.
Karoyog Adsrag Kvkhogopiog ko Iopackevaostiic
Kéroyog Adsrag Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

[omavia

IMopaockevaotic

Accord Healthcare Polska Sp.z o.0.,

ul. Lutomierska 50,95-200 Pabianice, I[ToAmvio
Accord Healthcare B.V.,

Winthontlaan 200,

3526 KV Ovtpéyn
OMovdio

To mapév pvAro 00OV YpfioNs avadempOnke Yo TelevTaio @opa tov 06/2020
Addeg TNYEG TANPOPOPLOV

Aemntopepeic TAnpoeopieg yio to pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviouov ®apudkov (EMA) http://www.ema.europa.eu/.
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