ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKON TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 5 mg ockAnpd kaydkio.
Temozolomide Teva 20 mg cxAnpd KoydKia.
Temozolomide Teva 100 mg ockAnpd Koydxkio.
Temozolomide Teva 140 mg oxkAnpd Koy axia.
Temozolomide Teva 180 mg ckAnpd kaydkio.
Temozolomide Teva 250 mg ckAnpd Koydkio.

2. MHNOIOTIKH KAI MOXOTIKH XYNO®EXH

Temozolomide Teva 5 Mg ockAnpd kKoyaxio
Kabe oxAnpo kaydxio mepiéyel 5 mg tepoloropion (temozolomide).

Exdoyo ue yvwarec dpaoeic
KéBe oxinpd koyakio mepiéyet 87 mg Aaktdling.

Temozolomide Teva 20 mg ckAnNpd Koy dKio
Kabe oxinpod kaydkio mepiéyxet 20 mg tepoloiopidn (temozolomide).

Exdoyo ue yvwotéc dpaoeic
KdéBe oxAnpd kayakio mepiéyetl 72 mg Aaktolng kot kitpwvo Sunset FCF (sunset yellow FCF) (E110).

Temozolomide Teva 100 mg ckAnpd Koydkio
Kabe oxinpd kaydkio mepiéxet 100 mg tepoloropidon (temozolomide).

Erdoyo pe yvwotéc dpaoeic
Ka0e orcdnpd kaydkio mepiéyet 84 mg Aaktolng.

Temozolomide Teva 140 mg ckAnpd Koyakio
Kabe oxinpd kaydkio mepiéxet 140 mg tepoloropion (temozolomide).

Erdoyo pe yvwotéc dpaoeic
Ka0e oicdnpd kaydkio mepiéyet 117 mg Aaktolne.

Temozolomide Teva 180 mg ckAnpd Koydkio
KdéBe oxinpd kaydakio mepiéyetl 180 mg tepoloropion (temozolomide).

Erdoyo pe yvwotéc dpaoeic
Ka0e cicdnpd kaydkio mepiéyet 150 mg Aaktolne.

Temozolomide Teva 250 mg ckAnpd Koyakio
KdéBe oxinpd kaydakio mepiéyetl 250 mg tepoloropion (temozolomide).

Exdoyo ue yvworec dpdoeic
Kda0e ordnpd kaydkio mepiéyxet 209 mg Aaktolne.

TN Tov A pM KaTdAoyo TV ekd0®V, BA. Tapdypapo 6.1.



3. OAPMAKOTEXNIKH MOP®H
ZKANPO Koy aKio.

Temozolomide Teva 5 mg cxAnpd Kowdakio

Ta okAnpd Kaydkio £xovv Evo adtopoveg AeVKO GO Kot TdUA (e 000 pafdDCELS LLE TPAGTVN
UeAGVT 6TO TOUO KO pe evTuTtmpévo «T 5 mgy e mpdovn pekdvn oto oodpa. Kabe koydkio £yel unqkog
16 mm mepimov.

Temozolomide Teva 20 mg ckAnNpd Koy dKiao

To okAnpd KoyaKio 4oV £vo 0d1pavEG AEVKO GO KL TOO LE VO PUPIMCELS LLE TOPTOKOAL
peAdvn oto Topa Kot pe evivrtopévo «T 20 mgy pe moprokodd peddvn oto copa. Kdébe wonyrducio €yet
pnkog 18 mm zmepinov.

Temozolomide Teva 100 mg oxkAnpd Kowdkia

Ta okAnpd Kaydkio £xovv Eva adtopoveg AeVKO GO Kot T e 000 pafddcelc pe pol peidvn
670 TOUa Kot pe eviumopévo «T 100 mgy ue pol peddvn oto ocopa. Kabe konydkio £yl urikog 19,5 mm
mepimov.

Temozolomide Teva 140 mg ckAnpd Koydkio

Toa oxAnpd KoyaKio €40V £vo ad1pavEG AEVKO GO Kl TOUO UE dVO PUPIMCELS LUE WITAE
peAdvn oto Topo kot pe eviurtmpévo «T 140 mgy pe pmie peddvn oto oopo. Kdabe konpdxio éyet punkog
22 mm mepinov.

Temozolomide Teva 180 mg oxkAnpd Kowdkio

Ta okAnpd Kaydkio £ovv Eva adlaPavEG AEVKO GO KoL TOMO Le 500 paPdmdoels e epubpn
peAdvn oto Topo Kot pe eviurmpévo «T 180 mgy pe epubpn pekdvn oto odpo. Kabe koydkio &yl uikog
22 mm 7epinov.

Temozolomide Teva 250 mg ckAnpd Koyakio

Ta oxAnpd KoyaKio 4oV Evo adapaVEG AEVKO GO0 Kol TOUO LE SO POPODMGEIS LE LLopn
peAdvn oto Topo Kot pe evivtopévo «T 250 mgy pe podpn pekdvn oto odpo. Kdbe konydicio £xet pqog
22 mm mepinov.

4. KAINIKEX IAHPO®OPIEX
4.1 OgpamevTikég gvoeifelg

To Temozolomide Teva gvdeikvutal yia tnv Oepaneio ToV:

- EVNATK®V 060eVAOV e VEOSLOYVOGUEVO TOAVLOPPO YAOIOPAACTMLO CUYYOPTYOVLEVE, LIE
axtvobepaneio (RT) ko otn cvvéyeln wg povobepaneia.

- OOV oo TNV NAKIN TOV TPLOV ETOV, NPV Kot EVAMK®V acevav e kakondec yhoimpa,
OT®G TO TOAOUOPPO YAOLOBAAGTOUN T} AVOTAUCTIKO GGTPOKVTMOUA, TTOL ELPAVILEL VTTOTPOT N
eEEMEN petd and kabiepouévn Bepomeia.

4.2  Aocoloyio kKot TPOTOG YOpNYNONS

To Temozolomide Teva mpémel va cuvtayoypogeital LOVO amd YLTPOVG TOL EXOVV EUTELPIO, GTNV
0YKOAOYIKY| Bepameio OYK®V TOL £YKEPAAOV.

Mmnopei va yopnyeital avtiepetikn Oegpaneio (BA. mapdypapo 4.4).



Aocoroyia

Evilixec aobeveic ue veodiayvawouévo molduoppo yrorofidorwua

To Temozolomide Teva yopnyeitat oe cuvdLOCUO pE £6TIOKT akTvobepameia (Ppdon cvyxopNRyNoNg)
aKoAovBovpevn amd g 6 kKokAovg povobepamneiog pe tepoloiopidn (TMZ) (pdon povobepomeiag).

Daon ovyyopiynons

H TMZ yoprnyeiton amd to 6tOU 6T 6001 TV 75 mg/m? tnv nuépa yio 42 NUEPEG GLYYOPTYOVUEV

ue eotokn axtvobepaneio (60 Gy yopnyovueva og 30 KAGGHOTA). AEV CUVIGTOVTOL LEIDGELG TNG

d00omg, 0AAG kKabBvoTtépron 1 TepUaTIoUOG TG xoprynong g TMZ Ba mpénet va amopacileTol

€BOOLLOOIOIMEC GOUPMVA LLE OLUATOAOYIKA KOl 1] OULOTOAOYIKE Kpttipla Toikotntac. H yopriynon g

TMZ pmopei va. cuveyiotel ko’ 0An v mepiodo tv 42 nuepdv TG TEPLOO0L GVYYXopNYNoNg (LEXPL

49 Muépeg) €dv 1KavoToloVVTOL OAESG Ol TUPUKATO CLVONKES:

- amdITog apldpdg ovdetepdpiimv (ANC) > 1,5 x 10%1

- op1Opog arpometatiov > 100 x 1091

- Kowd kpripla to&ikotntog (CTC) un apatoroykn toéikdmra < Babpov 1 (extog amd
oAomeKia, VOUTio Kot EUETO).

Kota m didpkela e Oepaneiog pio yevikn e€étaon aipatog 0o mpémel va mparypatomoteiton

gfdopadiaing. H yopnynon g TMZ Ba tpémel va SL0KOTTETOL TPOCOPIVA | VoL TEPUATILETOL OPIGTIKA

KT T S1APKELN TNG PAOTIG GLYXOPTYNONG COLPMOVA LLE TO UOTOAOYIKE KOl [AT] LLOTOAOYIKA

Kprtipla To&koTNTag OMMG onuewwveral otov [ivaka 1.

Iivoxog 1. Avaxonn 1 tepuotionds e yopnynons TMZ koo, T O10pKeI0. GOYXOPHYNONS
oxtivobepameiog ko TMZ

To&wotnTo Awoxonr) TMZ* Tepuaticpuoég TMZ
Am6AvTog apiindg >0,5 ko< 1,5x10%1 |<0,5x 101

0VOETEPOPIAMV

Ap1Oude aupromstodimv > 10 kou < 100 x 10%1 |<10x 10%I

CTC pn ootodoyikn) toSikoTn o,

(extdg omd aAwmekia, voutia,

£1LETO) CTC BaBuog 2 CTC BaBuog3n4

o H Ogpancio pe cvyyxopnyoduevn TMZ umopet va cuveyiotel Otav kavorolovvtot OAeG amd TG Tapakdt® cuvOnKes:

andlvTog oplOpdg ovdetepdPimv > 1,5 X 10%1, aptOudc arponetoriov > 100 X 10%1, CTC pn aipotoroyikn to&kdTnTa
< Babpo?t 1 (ektog and arwnekio, vavtio, EUETO).

Daon povobeporeioc

Téooepig efoopadeg petd v olokAnpwon g edong cvyyopnynong TMZ + RT, n TMZ yopnyeitat
v £0g 6 KOKAovg povobepaneioc. H 66om otov Kokio 1 (povobepaneia) eivar 150 mg/m? pia popd
v Nuépa yuo 5 nuépeg akoiovBovpevn amod 23 nuépeg yopic Oepaneia. Ztnv apyn Tov Kdxkiov 2, 1
d60om Kipaxkovetot ota 200 mg/m? av too CTC pn apotoroykn to&ikdtnra yio tov Kokio 1 etvon
Babpov <2 (extdc omd aromekio, vavtio Kot EUETO), 0 amdALTOS aplipdc ovdeTepdpihmy (ANC) eivat
> 1,5 x 10%1, ko 0 apdpog arpometariov givor > 100 X 10%/1. E&v n §6om dev khpaxovotoy 6tov
Kokho 2, n kMpdkoon dev Ba Enpene va yivel 6€ PETOYEVEGTEPOVG KOKAOVS. Aol KAUOK®OEL, 1
doon mapapével ota 200 mg/m? Ty NUEPA. Y10l TIC TPMTEG S NUEPES TOV KAOE PUETAYEVEGTEPOV KUKAOL
eKTOC OV ERPAVIOTEL TOEIKOTNTA. MEIDGELG KOl TEPUATIGHOT TG dOONG KATA TN O1APKELN TNG PACTG
povobBepaneioc mpémel va epapuodloviar cuppmva pe Tovg Iivakeg 2 kou 3.

Koatd ™ didpkela g Oepaneiog pio yevikn e€étaon aipatog 0o Tpémel va Tpaypatonoteitol tny 22
Hpépa (21 nuépeg petd v npdtn d6om g TMZ). H d6on B mtpémet va petdvetot 1| va teppotifeton
n yopnynon ocvpewva pe tov Iivaxa 3.



Tlivaxog 2. Aocoloyixa eninedo ths TMZ yio povoBsparneio
Aocoloyikd  [Adon TMZ [apamprioeig
eninedo (mg/m2muépa)
-1 100 Meimon Adym TpoyEVESTEPNG TOEIKOTINTOG
0 150 Adom katd ™ didpkela, Tov Kokiov 1
1 200 Adon kotd ™ ddpkeln v Kokdmv 2-6 o
ooLGio TO&IKOTNTOG

Tivaxag 3. Meicwon 1 tepuatiouog e ooong e TMZ koatd, tn diapkeio, t¢e
uovolepameiog
To&ucotnTo Meiowon TMZ katd Teppotiopog TMZ
1 docoloyucd ermimedo”

AmdlvTog opOpdc ovdetepopivav | < 1,0 x 10%1 BA. voonueioon B
Ap1Oudc onpomeTodicnv <50 x 10%I BA. voonueioon B
CTC un ouportoroyikn
To&uwdmro. (eKTOG 0t CAWTEKID, CTC BaBpog 3 CTC BoBuog 4°
votio, EUETO)

o Ta docoroywkd eninedo TMZ avagpépovior otov [Mivaka, 2.

B:  H TMZ dwokodémteTon eqv:

. 70 80c0A0Y1Kd eminedo -1 (100 mg/m?) npokaiel akdun pn amodektn toEikdTnTo

. 7 6o Babpod 3 pun oupororoycr| to&ikdtnta (ektdg omd odwmekia, vourtio, £peto) eppavifeton petd m peioon
g doomg.

Evilikeg ko maudratpikoi acbeveic nhikiog 3 etdv 1 peyarvtepot pe vrotpomalov N e eEEMEN
Kakon0eg yroiopo

"Evag xoxhog Oepaneiog amoteheiton amo 28 nuépes. Le aobeveig ot omoiot dev Exovv AaPel TaiadTEPQ
ynueobepaneio, n TMZ yopnyeiton amd to otope og d6om 200 mg/m? pio popd v uépa Tig 5
TPMTEG NUEPES Kot aKoAovOel pia dtokonr| tng Bepaneiog yia 23 nuépes (chvoro 28 nuépeg). Xe
aoBeveic mov Exovv AdPet Tadadtepa ynuelobepaneia, n apykn 66on eivar 150 mg/m? pia popd v
nuépa, kat ov&avetor otov 6gvuTePo KOHKAo og 200 mg/m? pio eopd TV NUEPA, Y10 S NUEPES €AV deV
eppavichel apatoroykn to&ikotnta (PA. mapdypago 4.4).

Eidikoi minBvouol

Toidrazpixog wAnBoouos

e aoBeveic nhikiag 3 et@v N peyarvtepovg, 1 TMZ wpénel va ypnoyonoleital povo og VToTPomalov
1N o e£EMEN KakonBeg yholopa. H gunepia og avtd to modid givor mold neplopiopévn (BA.
mopaypdeovg 4.4 kot 5.1). H aocedieia kot n awotelecpatikdtnto TG TMZ o€ moudid niikiog k4tm
TV 3 eT@V dev Erovv Tekunplmbel. Aev vtapyovv dubéoiua dedopéva.

Aobeveic ue nmotikn B veppixy ovaleitovpyio

H poppoakokivntikny g TMZ ftav cuykpiciun o€ acOeveic pe pLUGIOAOYIKT NTATIKY AEITOVPYia KOt
o€ eKeivoug e Nl 1 LETPLOL NIATIKY SuoAgitovpyia. Agv vdpyovv dtaféoipa ototyeio yio ™
yoprynon ¢ TMZ ce acBeveig ne soPapn nratikn dvciettovpyia (Child’s Class C) i) pe veppikn
dvoiettovpyia. Bacilopuevol 6Tig pappokokivntikég 1010tnteg e TMZ, dev givar mbavov va
OTOLTOVVTAL LEIDGELG TNG 000G o€ acbeveic e cofapn NTATIKY SVGAELTOVPYiK 1} OTOLOVONTTOTE
Babuov veppikn dvciertovpyia. QotdCG0, anatteital tpocoyn 6tav 1 TMZ yopnyeitor o€ aVTOVG TOVG
acBeveic.



Hliciwuévor aobeveig
Me Bdon pio tAinbvouioxn eoppakoKivnTiky avalvon o€ acbeveic niikiog 19-78 etdv, n kdbapon
g TMZ dev emnpedletot amd tnv nAwio. Qot060, o1 nAKiopévol acbeveig (Mkiag > 70 eTdv)

powaovv va Bpickovtal oe avénuévo kivouvo ovdetepomeviag kot Opopfoneviag (BA. mtapdypapo 4.4).

Tpbdmoc yopnynong

Ta oxAnpd kaydkio Temozolomide Teva Oo mpémet va yopnyodvtal € acBeveic e Adelo oToudyL.

Ta KoyaKlo TPETEL VAL KATOTIVOVTOL OAOKAN PO e EVOL TOTNPL VEPD KOl OEV TPETEL VAL OVOTYOVTOL 1] VOl
LOCDVTOL.

Edv mpoxAn0etl éuetog apov yopnynbei n 660, dev o mpémet vo xopnynOei o dedtepn d0om ekeivn
™V NUépal.

4.3 Avtevosielg

YrepevoioOnoio otn OpacTiky ovcia 1] 6€ KATO10 ortd Ta EKS0Y 0 TOV AVUPEPOVTOL GTNV
mapdypago 6.1.

Yrepevauotncio ot dakapPalivn (DTIC).
YoBapn pvelokatactol (BA. mapdypago 4.4).
4.4 E101kég TPOELOOTOGELS KUl TPOPVAAEELS KUTA TN YPrion

FEorkoupioxéc oy leic ko emavevepyoroinon Aoyuwewy

Evkoiplokég Aouméelg (dnmg mvevpovio amd Pneumocystis jirovecii) kot enavevepyomoinon Aoudéewmv
(6mwc HBV, CMV) éyovv mopatnpndei katd ) didpketo Ospaneiog pe TMZ (BA. mapdypagpo 4.8).

Eprntixn unviyyoeyxepolitioo

X& TEPICTATIKG TOV EUPOVICTNKOAY PETA TN XOPNYNOT| TG AOEWG KUKAOPOPING, EPTNTIKN
Unviyyoeyke@aiitido (cupumepthapfovopréveoy Bovatneopmy TEPIGTATIKMV) TapOTPONKE G
acBeveic mov axorovOnoav aywyn tepololopiong 6 cuVOLAGHO e aKTVODEpamneia,
GUUTEPTLOUPAVOUEV®Y TEPITTOGENDY 0cHEVDY GTOVG 0TTOIOVE YOPNYNONKAY TAVTOYPOVAOS GTEPOELDT].

IIvevpovia amd Pneumocystis jirovecii

Acbeveig mov éhafav cvyyopnynon TMZ kot RT og pio mdotikn doKIUn Yol TO TOPOTETAUEVO
TPOYPOpLLD 42 NUEPDOV PAVINKAY Va. €IvVOL 0€ 10104TEPO KIVOLVO Y10, VO VOTTOEOVY TVELOVIN OO
Pneumocystis jirovecii (PCP). Zvvenmg, amatteitar mpopOraén evaviie, otnv PCP yio dlovg Toug
aocBeveic mov Aapfavovv cuyyoprynon TMZ kot RT yio to oyiua 42 nuepav (1e évo péyioto 49
NUep@V) aveEdptnrta and Tov aplfud tov Aeppokvttdpmv. Edv eppoviotel Aepponevia, OBa mpénet va
ouveicouy TNV TPOoPLVAAEN LEXPL TNV VTOYDPN O™ TS Aepponeviag o€ Padud < 1.

Mmnopei va vap&et peyorvtepn eppdvion e PCP 6tav 1 TMZ yopnynOei oe peyaidtepng didpretog
d0c0A0YIKO oynua. QoT16c0, OL01 01 aobeveic mov Aappdvovv TMZ, eidikdtepa ot asbeveic mov
Aappdvovv otepogidn Ha wpémel va mapakorlovbovvtatl otevd Yo v avartvén PCP ave&dpmra amd
T0 oynua. ‘Exovv avaeepbel mepimtdoelg Bovatneopos avamvevosTIKnG avendpKelng o aobeveig mov
ypnoonolovcav TMZ, Wdwitepa og cuvdvacud pe de€apefalovn 1 GAlo oTepOEIdN.



HBV

"Exetr avagepbel emavevepyomoinon nrotitidag mov opeileton otov 10 g nrotitdag B (HBV), og
OPICUEVEG TEPITTMGCELS [LE OMOTEAEG O TO Bdvato. Oa mpémel vo {nTeital 1 yvoun 01KOV GE VOGO TOV
Nratog mpwv amd TV Evapén Beponeiog oe aobeveig pe Betikn oporoyikn dokiacio nratitoog B
(cvumepiapPoavopévev Kot vtV e evepyo voco). Katd t didpkeia g Oepaneiog, ot acbeveig Oa
TPENEL VAL TAPOKOAOLOOVVTOL KOl VO AVTILETOTICOVTOL KOTOAANACL.

Hrototofikdtnro

Hrotwkn kdkwon, coumeprapfovouévng g 0avotneopag NmatiKng AVETAPKELNS, EXEL avapepOel og
acbBeveig mov Elafav Oepancio pe TMZ (BA. mapdypapo 4.8). Oa mpémel va TPAryLOTOTO0DVTOL
SoKIHOoIEG apPyIKNG NTOTIKNG Asttovpyiog Tpv TV évapén ¢ Bepamneioc. Eqv avtég elvan pn
(QUGLOAOYIKEG, O YloTpoi Ba Tpémel va a&loAoyovv Tov AdYo 0QELOLS/KIVODVOL TPV TNV Evapén
yopnynong tepoloropidng, cvumeprapfovopévng g mBavoTnToS Yio favatneopo NItk
avemdpkela. ['a aobeveig oe Bepamentikd Kokho 42 nuUeP®V, 01 SOKIHACIEG NITATIKNG Asttovpyiag Oa
TPENEL VAL ETAVOALAUPEVOVTOL 6TO PEGO ALTOV TOL KOKAOVL. 't 6Aovg Tovg 0i60evelS, 01 doKILOGIES
NTOTIKNAG Asttovpyiag Oa Tpémet va eAéyyovatl HeTd and kdbe Bepamevtikd Koukro. o acbeveig pe
ONUOVTIKES SLOTOPAYES TNE NTATIKNG AEITOVPYiNG, Ot YiaTpol Oa wpénet va a&loAoyohv Tov Adyo
0QELOLC/KIVOUVOD NG cuve L opevnc Bepameioc. Hratoto&uotnta pmopel vo eupavioTtel apketég
gfdopadeg N meptocdTEPO HETE TNV TEAEVTOiN Depameia e TepoloAopion.

Koakonfeieg

[eprtmdoelc pPoelodVGTAAGTIKOD GLUVIPOLOL KOl dEVTEPOYEVAOV KOKONOEIDY, cuumepAapPavouévng
™G HLeA0YEVODG Aevyopiog, Exovv emiong avapepBel modd ondvia (PA. Tapdypogo 4.8).

Avtiguetikn ayoyn

H vavtio kot o épetog cvoyetilovratl ToAd cuyvd pe v TMZ.
Mmropei va yopnyeital avtiepetikn Ogpaneio Tpv and 1| petd m yopnynon g TMZ.

Evinlikec aoOsveic ug veodioyvawousvo molvuoppo yioioflaoctmua

ZUVIGTATOL OVTIEUETIKN TPOQOAAEN TPV TNV apYIKT 0OCT) TNG PACTG GLYYXOPNYNONG Kol
GLVICTATOL EvTova KoTd T JldipKeLa TG Pdomg Lovobepareiog.

Acbeveic ue vrotpomidlov N og eEEMEN KakoONOec yAoiwua

O1 acBeveic mov eppavicay cofapd (3ov 1 4ov Babuov) £ueto o Tponyod ueEVOLS KOKAOLG
Bepameiog pmopel va ypelacBody avtiepetikn Oeporeio.

Epyaotnplokéc mapduetpot

AcbBeveic mov &govv AaPet Oepancio pe TMZ pmopel vo eLPavicovy HOELOKOTAGTOAN,
GUUTEPIAQUPOAVOUEVNG TNG TOPATETAUEVTG TTOVKVTTOPOTEVIOG, 1 OTTOI0. UTOPEL VoL 00N YNOEL OE
OTAQGTIKN avolpio, 1 ooio 68 OPICUEVEC TEPITTACELS £YEL OONYNGEL GE Lopaia KATAANEN. Ze optopéveg
TEPITTMOELG, 1] TAVTOYPOVI £KOECT] GE PUPLOKEVTIKE TPOTOVTA TOL GYETILOVTOL LIE TNV OTANGTIKN
avorpio, copmeptAapfoavopévng g kapBopoalenivig, Tng eavuToivig Kot g
covApapedoaloing/tpuebonpiung, mepuriéxkel v a&loadynon. Ilpv ™ yopiynon, npénet va
1KOVOTIOLOVVTOL O1 TTOPAKATW EPYUCTNPIUKES TOPALETPOL:

ANC > 1,5 x 10%1 ko ap1Ouédg ouponetoriov > 100 x 10%1. Tpénet va mpaypatomotsital yevikt
g&étaomn aiparog v 221 Huépa (21 npépeg petd v mpdtn d60m) 1 €vioc 48 opmv amd ekeivn v
nuépa, kar kade efdopdada péypig 6tov o ANC > 1,5 x 10%/1 kou 0 aptdpdc onpometoriomy > 100 x 1071,
Eév 0 ANC peiwfei og < 1,0 x 10919 0 ap1Opdg arpometodiov sivar < 50 X 10%/1 kotd T Sidpketa
0TO10VONTOTE KUKAOV, O EMOUEVOG KUKAOG Oepamneiog mpémel va peiwbel Kotd Eva S060A0YIKO EMinEDO



(BA. mopdypago 4.2). To. docoroyikd enineda mepiapupdvoov 100 mg/m2, 150 mg/m? ko 200 mg/mz.
H yopn\otepn cuvictodpevn d6on sivar 100 mg/m?.

Toudrarpucdc TAnOuvopude

Agv vdpyet KAvikn gpmelpio amd ) xpnon e TMZ oe taidid nAkiog kot tov 3 etov. H guneipia
o€ peyaAvTepa matdld kot prfoug eivarl old weplopiopévn (BA. Tapaypdeovg 4.2 kai 5.1).

Hliopévor acbeveic (nAkiac > 70 gtmv)

O nAkiopévor aoBeveig eaivetat va, avTieTonilovy avénuévo Kivouvo ovdeTEPOTTEVING Kol
Opopporneviag, oe oOYKpIoN He TOVg vedTEPOLS aobeveis. [V avtd N TMZ Ba mpémel va yopnyeiton pe
Wwitepn Tpoocoyn o€ NAKIOUEVOVS acbeveic.

Tvuvaikec ocOeveic

O1 yvvaikeg Tov €lval G OVOTOPAY®YIKN NAMKIO TPETEL VA YPTGLULOTOLOVV OTOTEAEGHOTIKY] OVTIGUAANYM
Yo TV OITOQUYT EYKVHOGVUVNG Y10 660 dtdotnpa Aapfdvovy TMZ ko Y10 TOLAG IGTOV 6 PNVEG LETA TNV
oAoKANpwon TG Oepameiog.

Appevec acheveic

e avdpec mov Aappdvovv Bepamneia e TMZ Oa, Tpémel va TOVG GLUGTIVETAL VO NV TEKVOTOUCOVV Y10,
TOVAGIGTOV 3 UNVEG UeTd T Ayn g TeElevtaiag 600mg Kot va ovalntoovy cuUBovAn Yo
cLVTHPNOT OTEPLATOG o€ Pabid Katdyvén tpwv amod tn Bepaneio (PA. Tapdypapo 4.6).

"Exdoyo(a)
Aoaxtoln

Ot acBeveig pe omavio KAnpovouikd tpofinpato dvcaveéiog otn yorlaktoln, TANPN aVETAPKELL
AOKTAONG 1) KOKT amoppoenon YAVKOLNG- YOAOKTOLNG eV TPEMEL VO, TAPOLV AVTO TO PAPLLOKO.

Nazpio
AVTO TO PUPUAKEVTIKO TPOTIOV TTEPLEYEL MYOTEPO ard 1 mmol vatpiov (23 mg) avd kaydkio, eivat
ovTO OV OVOLALoVE «EAEVDBEPO VATPIOVY.

Temozolomide Teva 20 mg oxlnpa xoydxio
Kizpivo Sunset FCF (sunset yellow FCF) (E110)

To éxdoyo kitpwvo Sunset FCF (sunset yellow FCF) (E 110) mov meptiapfavetal 6To KEAQOG TOL
KOWoKiov EVOEXETAL VO TPOKAAESEL OALEPYIKES OVTIOPACELS.

4.5  AMremOpaosls ne GALa QUPUOUKEVTIKG TPOTOVTO KoL GALES popPég alinieniopaocng
e pia Eeyoprotn puedétn edong I, n yoprynon g TMZ pe pavitidiviy dev 0dnynoe og petafBorég
oTNV £KTOON TNG amoppdPNong TG Tepoloropione 1 v £kBeom otov evepyd petafoiitn Tov

povopebvi-tpralevoipdaioro kappoéapdiov (MTIC).

H xopnynon g TMZ pe tpoen eiye o¢ amotéiesua pio peimon 33 % g Crax kot 9% g empdvelag
KéTo amd v KapumvAn (AUC).

Kabdg 6ev pmopodiie va, amokAieicovpe 0Tt n HeTaPoAn ot Cmax €lvol KAVIKE onpavTikn, TO
Temozolomide Teva 0o Tpémel va yopnysitat xwpig Tpoen.

Boaowopevol og pio avinoT popUokoKIviTIKNG Tov TANBUoHoD g dokés pdong 11, ) cuyyopiynon
de&apebalovng, mpoyrmprepalivng, eatvutoivng, kapBoaualenivng, ovtaceTpoOvc,



oviayovietav Tov H2 vtodoyémv, 1 patvoPapBitaing osv petéfare tnv kdbapon g TMZ.

H cvyyopnynon pe BaAmpoikd 0&D GUOYETICTNKE e LKPT] 0AAY OTOTICTIKG GTLOVTIKT LEIOT) TNG
KkdBapong e TMZ.

Agv &xovv de&oyOel KAMviKég pedéteg yia va dtevkpvicovv tn dpdomn g TMZ oto
petaoMc o 1 TNV amoBoir AWMV QOPLOKELTIKOV TPoidvTmv. [Tapdia avtd, kabnhe n TMZ dev
VEIGTOTON NTOTIKO UETAPOMGUO KoL ETIOEIKVIEL YOLNATN TIPOCOEST) LIE TIG TTIPWTEIVES, deV sivon TBovd va
EMNPEACEL TIG PAPUOKOKIVITIKEG CAAMY QOPUOKEVTIK®V TtPoioviev (BA. mapdypapo 5.2).

H yprion g TMZ 6g GuvovacHo e GALOVG TOPAYOVTES TOV TPOKAAOVV LLVEAOKAUTOUGTOAN
uropel va av&neet Ty miovOTTe. LDEAOKOTUGTOANG

Towwarpikde tAnbvoudc

Meléteg aAniemdpioemy £xovv TpaypoTonotn el Hovo o EVIAIKEG.

4.6 Tovipotnta, KONON Kol yalovyia

Kvnon

Agv vtdpyovV oToLXEID OE £YKVEC YUVAIKEG. L€ TPOKAIVIKEG LEAETEG, OE EMIUVEG KOl KOVVEALDL
mov éaPov 150 mg/m? TMZ, epeaviotnke tepatoyéveon ko to&ikotnto ota. EuPpoa (BA.
Topdypao 5.3). To Temozolomide Teva dev Oo. ipémel vaL yopryeiton o€ £ykveg yovaikes EGv 1 yprion kotd

TNV EYKLUOGUVN TIPETEL VO, TEDEL LTTO GKEYN, 1 0G0EVI G 0L TTPETEL VO, EVIUEPDVETOL Y10 TOV SUVITTIKO
Kivduvo yia 1o EuPpvo.

Oniacudg

Agv glvarl yvooto eav 1 TMZ amofdAletal 6T0 untpkd YOAQ, GLVETMOG, 0 ONAacHos Oa
TPEMEL VO, SlokOTTETOL EVOSm AoyBdveton Oeparteio e TMZ.

Tuvaikec 6g avomapoy@ykn nAuio

O1 yvvaikeg Tov €lval G OVOTOPAY®YIKN NAMKIO TPETEL VA YPTGLULOTOLOVV OTOTEAEGHOTIKY] OVTIGUAANYM
Yo TV 0ITOQUYT EYKVHOGVUVNG Y10 660 dtdotnpa Aapfdvovy TMZ ko Y10 TOLAGIGTOV 6 PNVEG LETA TNV
oAoKkANpwon TG Oepameiag.

Tovipdtnta appévav

H TMZ pmopei va €xel YovotoEikég Opaoels. Zuvenmg, ot dvopec mov Pplokovial og Oepameia
He vt B0 TPETEL VAL Y PN CLLOTOLOVY OITOTEAEGUOTIKA HETPO, OVTIGOAANYNG Ko Oa TpEmet va
TOUG GUGTIVETOL VOL LIV TEKVOTIOIGOLV Y10l TOVAGYIGTOV 3 LVEG LETE TN ANy TNG TEAEvTaing d6oNg
Kol va avalnTGovyv GLBOLAN Y0 CUVTIPNOT GIEPLOTOS o€ Pabid Katdyvén Tpy amd ™
Oepameia, AOy® TG TOAVOTNTOG Y10 U1 OVAGTPEYIN GTEPOTNTO OPEINOUEVT GE Oepameia pe
TMZ.

4.7 Emopaceig 6Ty IKOVOTNTO 001]YN0NG KOl XELPLOROD UNYOVIILATOV

H TMZ &yt pucpn| enidpaior oty KavoTnTa 001yNomg Kot XEPIGHOD UNXOVIUATOVY AOYM TNG
Kovpaong Ko ThG vavhiag (PA. Tapdypago 4.8).



4.8 AvemOounTteg gvépyseieg

TTepiAnyn Tov TPOPIA ACQAAELNC

Eurepia omd kAvikéc dokiuéc

Y& aoBeveic mov Ehafav Oepaneia pe TMZ o€ KMVIKEG SOKLUES, OL TO GLYVEC UVETIOVUNTEG EVEPYELES
ntav vovtia, EUETOC, duokotmdtTa, avopeéia, kepaialyia, kKOTwon, onacpol kot e&avinua. Ot
TMEPLOGOTEPEG ALUATOALOYIKES OVETIOVUNTEC AVTIOPACELS avapépOnKay cuyva. H cuyvotnta
gpyaotnploKkay evpnudtov Babpot 3-4 napovoidletor petd tov Mivaxa 4.

Ye aobeveic pe vrotpomdlov 1 o eEEMEN YAolopa, 1 vavtia (43 %) kot o Epuetoc (36 %) ntov
ouvnBwg Babpov 11 2 (0 — 5 encioodia epétov og 24 mpec) Kot tav gite avtoneploptlOpeveg gite
gOKoha eELeyyOueves pe v kabiepopévn avtiepetikn Bepomeio. H cuyvomnta epodviong cofapng
vavtiog Kot epétov frav 4 %.

Katdloyog o€ popen mivaka tov ovemfountev evepyeumv

Ot avemBOuNTEC EVEPYELEG TTOL TTOPATNPNONKAY GE KAVIKEG LEAETEC Kot avapEpONKav KaTd T yp1on
™¢ TMZ petd v xuokAogopia mapatifevror otov [ivaka 4. Avtég ol avemBOunTeg evépyeteg
KATNYoplomolovvTol cuppwvae pe v Kamnyopia Opydvov Zvotipotog kot m cvyvotnta. Ot
Katnyopieg cuyvotTTag EREAVIong opilovial cOpEmva L TNV akdiovdn copfacn: TTodd cuyvég

(= 1/10), Zuyvég (= 1/100 €mg < 1/10), Oyt ovyvég (= 1/1.000 £mg < 1/100), Zravieg (= 1/10.000 £ng
< 1/1.000), IToA0 ordvieg (< 1/10.000), Mn yvootég (dev ropovv va ekTiunbovv pe Bdon ta
Swbéopa dedopéva). Evtog kabe kotnyopiog cuyvotnTog ELPAVIONS, Ol AVETLOOUNTEG EVEPYELEG
napatifevion Katd pdivovoa celpd coPapodTnTog.

Hivaxag 4. Avem@dunres evépyeies oe aobeveic mov Elafov tepoloiouion

AOYNAEELS KO TUPUGITOGELS

Yuyvéc: Aowdéele, £pmnc (wotpacg,
QoPLYYITION”, KAVTIVTIOGT) TOV GTOUTOC
Oyt ovyvéc: Evkaipraxn Aoipmén

(ovumeptiappavopévng g PCP),
onyoupial, epanTicy
umviyyoeykeparitidal, Aoipmén omd
Kuttapopeyoroio (CMV),
gnavevepyonoinon Aoipuméng tov
kuttapoueyoroiov (CMV), 10¢ g
nratitdag B, épang amhog,
gnavevepyonoinon Aoipméng, Aoipnmén
TPOOLOTOC, YOOTPEVTEPITIOX

Neomlhdopata kahon0n, Kakon0n kKo pun Kebopropéva

Oyt ovyvéc: Mvughodvonmrootikd cuvopopo (MDS),
devtepoyeveig kakon0eteg
GUUTEPTAOUPAVOUEVNC TG LVEAOYEVODG
Aevyaipiog

AWTopayES TOV CIHOTOUTIKOV KOl TOV AEPPIKOY GVGTINOTOS

Yuyvéc: Eumopem ovdetepomevia, ovdeteponevia,
Opopponevia, Aepponevia, Aevkonevia,
avoupio

Oy ovyvéc: [MopateTapévn ToVKLTTAUPOTEVIA,
amhaoTiky avopia!, Tavivuttaponevia,
TMETEYELES

AWTapay£S TOVL AVOGOTON|TIKOV CUGTILATOS

Yuyvéc: AMdepyin avtidopaon
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Iivokog 4. AvemBounteg evépyeies oe aobeveic mov édafav teuololouion

Oy ovyvéc:

Avaguraio

AWTopay£S TOV EVOOKPIVIKOY GUGTI|IOTOS

Xuyvéc:

2HvOpoo TPOGOUOIALOV LE TO GUVIPOUO
Cushing”

Oy ovyvéc: Amotog dafnTng

Awrtapayéc Tov petoforopnov Kot e Opéyng

[ToAb cuyvéc: Avope&ia

Yuyvéc: Ynepylvkopio

Oy ovyvéc: Y mokoaAtoipio, OAKOMKN @OCOATAOT

ovénpévn

Yoyratpikég droTapoyég

Yuyvéc: Aéyepon, apvnoia, katadAnym, ayyoc,
oVYyyvon, abmvia
Oyt ovyvéc: Awotapoyn COUTEPLPOPAC,

ocuvausOnuatikn aotdbeio, yevdaicOnon,
andOeio

AWTopay£S TOV VELPIKOD GUGTIHATOS

[ToA¥ cvyvéc:

Yroacpol, Numapeon, aeoacio/dvepacia,
KEQOUAQAYi0L

Xuyvéc:

Ata&ia, datapoyn wwoppomiog,
Sdwtapayn vomong, dlatapoyn
GUYKEVTPMOTNG, LELMWIEVT GUVEION o),
CaAn, vrocOnoia, emnpeacuévn wvnun,
VELPOLOYIKY SraTapoy, VEvpomddeta’,
napotcOnoia, vovnAia, dStatapoyn Adyov,
duoTapayn e yevong, TpPOUOC

Oy ovyvéc:

Emiinmtikn xatdotoon (Status
epilepticus), nuuAnyia, eEOmUPASIK
dwatapoyn, Topocpia, Badiopa pn
QLO10A0YIKO, VITEpatctnGia, dtatapoyr
1o TIKOTNTOG, [T PLGIOAOYIKOG
GUVTOVIGHOC

O@Baipikég oratapayss

Yuyvég: Hpavowia, 6paon Oapmn, dwotapayn
opaomc’, EAMAEYLUO 0T OTTTIKA TEDTa,
dumhonia, T6vog Tov 0PHaALoD

Oyt ovyvéc: Ontucn o&0TNTO pEtopéVT, EnpopBaipio

Awtapayéc Tov MTOS Kol Tov Aafvpivlov

Yuyvéc:

Kdewon?®, iltyyog, eppoéc, otodyion

Oy ovyvéc: "Exntwon g axovoTtikhg o&vtntag,
VIEPOUKOTD, LECT) OTITION

Kopowkéc orwatapayéc

Oy ovyvéc: AicOnuo moipov

Ayyewokég owoTapayég

Yuyvéc: Awoppayio, Tvevpovikn eUPorn, eV T®
Baber phefixn OpouPmaon, vaéptaon
Oyt ovyvéc: Eyxepoiwkn apoppayio., opvidlo

epvONuo, eEayelg
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Iivokog 4. AvemBounteg evépyeies oe aobeveic mov édafav teuololouion

AWTopayES TOV AVOETVEVGTIKOD GUGTILATOS, TOV 0MPUKE Kol TOV NEG0O®pPaKIOV

Yuyvéc: [Tvevpovia, duomvola, KoAmiTdw,
Bpoyyitda, Priyoc, Aoipnmén avatepov
OVOTVELGTIKOY GUGTNUOTOG

Oy ovyvéc: AVATVEVGTIKY OVEmApKeLa, SidpLeon

TVELLLOVITIOO/TVEVLOVITION, TVEVHLOVIKT
tvoon, pviki suuedpnon

AWTOpayES TOV YOGTPEVTEPIKOD

[ToAd cuyvéc: Augppoto, SuGKOTMATNTA, VOVTIO, EUETOG

Yuyvég: Tropatitida, kothakd diyoc’, Suomeyia,
dvooayia

Oy ovyvéc: Aldtacn g Kolag, akpdteia

KOTPAV®V, S1TOPOYT TOV
YOO TPEVTEPIKOD, QLLLOPPOTOEC,
Enpoctopia

AWTopay£c TOV TATOS KU1 TOV YOANPOp®V

Oy ovyvéc:

Hratin avendprea, kédkoon tov

Nnatog, nratitido, YoAdGTUo,
vrepyoAepLOpvarpLio

AWTopayéc TOV OEPRATOS KAl TOV VTOOOPLOV 1GTOV

[ToAb cvyvéc:

E&bvOnuo, adomexio

Yuyvéc:

Eptbnpa, Enpodeppia, kvnopde

Oy ovyvéc:

To&wkn emdeppikn vekpoOAvGN, GHVIPOLLO
Stevens Johnson, ayygiooidnua,
TOAVLOPQPO €pVON LA, EpLOpOdepiaL,
ATOPOAIO®GCT EPUATOG, OVTIOpOOT) 0T
ootogvacOnoia, kvidmon, e&avonua,
depuatitidon, epidpwon avEnuévn, Un
(PLGLOAOYIKT] LEAAYYPWON

Mn yvooTtés:

DopUOKEVTIKY OVTIOPACT] UE
NOGWVOPIALD KOl GUGTNHOTIKA
ovuntduata (DRESS)

AWTopayES TOV HVOGKELETIKOV GUGTINO.TOS KUl TOV GUVOETIKOD LGTOV

Yuyvéc:

MvomrdBeia, poikn advvopio, apbpoiyia,
ooc@uadyia, LLOOKEAETIKOG TOVOG,
HooAyio

AWTaPaYES TOV VEQPAV KOL TOV 0VPOPOP®V 00DV

Yuyvéc:

Yvyvoovpia, 0KpATELN 0VPWV

Oy ovyvéc:

Avcovpia

AWTopayES TOV AVOTUPAYOYIKOD GUGTI|LOTOS KOl TOV LOGTOV

Oy ovyvéc:

KoAmikn aupopparyia, pnvoppoayia,
auNVOPPOL, KOATITION, LAGTOOLVID,
OVIKOVOTTTO

Cevikég droTapayfs KoL KATAGTAGELS TG 0000 JOP1 YOG

[ToAd cuyvéc:

Konwon

Xuyvéc:

[Mvpetodg, cvumtdpata YPITIdOovg
oVVOpoung, e€acévion, aictnua
Kaxovyiog, GAyoc, oidnpo, oidnua
TEPLPEPIKO'

12




Iivokog 4. AvemBounteg evépyeies oe aobeveic mov édafav teuololouion

Oy ovyvéc: Kotdotoaon emdevmbeica, piyn, oidnua
TPOCHTOV, SVGYPOUATIGHOG TNG
YADGGOC, diya, dtotapoyn 006vTog

Hapaxivikég eEeTdosig

Yuyvég: AvEnon nrotikdv evihpmVv®, copaTiKo
Bapog peiwpévo, copatikd Papog
avénuévo

Oyt ovyvéc: Y-YAouTapLATpaVGPEPdoN avénpévn

Koxkdosgig, onintnpracseis ko emumiokég 0epameuTIK@Y YEIPIGRAOY

Yuyvéc: ‘ Kéxmon and axtvoBorio’

¢ TTepthappdvel Tnv eapoyyitida, TV pvoeapuyyitida, TV eopvyYitda ond ZTPENTOKOKKO

P TephapPéver tnv yootpeviepitida, T 10yEV YaoTpeEVTEPiTION

" Tlepthappavel to ohvdpopo mpooopoldlov pe to cbvdpopo Cushing, to covdpopo Cushing

® TleprhapuPével T vevpomddela, TNV TEPLPEPIKT VELPOTAOELD, TNV TOAVVEVPOTAOELD, TNV TEPLPEPIKN
aleOntiKy vevporddeia, TNV TEPLPEPIKT KIVNTIKT VELPOTAOELD

¢ [TepthapPavel TNy exnpeoacpévn 0paot, TV oeOaALIKT dloTopoyn

¢ Mepthapfaver TNV KOGOGT, THY GUPOTEPOTAELPT KOP®OGT], TNV VEVPOUISONTNPLO KOPMOT, TNV
ETEPOTAELPT] KOPWOOT)

1 TephapPavel v otodyia, TV dvceopio Tov ®TOG

% TIepthapPaver To KotAako Ghyog, To GAyog KATm KOMOKTC ¥DPOG, TO GAYOG Gve KOTMOKNG YDPUC, TNV
KooK ducpopia

' TlepthapPdvet To meppeptkd oidnpa, TNV TEPLPEPIKN IOYKMOOT

“ IIepthapPdvet tnv doKacio NIATIKNG AEITOVPYING OLENLEVT], TV AUIVOTPOVOPEPAOT] TNG OAaVivig
QLENUEVT, TNV OOTAPTIKY AULVOTPOVGOEPACT] ALENLEVT, Ta NItk Eviupa avEnuéva

* TepthapPavel TV KaKmon omd aktvoPolia, TV KaKmon dEppatog amnd aktivofoiia

" MephapPaver tepiototicd pe Havomeodpo EkPact

Neodioyvawouévo wolvuoppo ylorofidorwua

Epyaotyproxa amoteréouaro

Mopatnpndnke pverokatactoln (ovdetepomevia kot Opoufomevia),  onoia gival yvoot toékdtnta
TEPLOPIOTIKT TG 0OGNG Y10 TOVG TEPLGGOTEPOVS KVTTOPOTOEIKOVS TAPAYOVTES, TEPIAAUPOVOUEVIG TNG
TMZ. Otav un QUGIOAOYIKEG EPYACTNPLOKES TIUEG Ko OVETIOOUNTEG EVEPYELEG CLVOLAGTIKOV KT TN
dlapKelo TNG PACNS GLYXOPNYNOTG Kot TNG GAcnS povobepamreiog, mapatnpnnkay oto 8 % twv
acfevav datapayég TV ovdetepoPiimv Babpov 3 1 Babpob 4 mov mepreddpfovay ovdeteponevikd
ovpfaparte. Opoppoxvttapikég dStatapayés Babpov 3 1 Babpov 4, nov nepieddppavav Opoppomevikd
cupupdpata tapoatnprOnkay oto 14 % tov achevav mov Erafoav TMZ.

Yrotpomalov 1 oe eEéAén KoxonBec yloiwua

Epyaotnpioxd aroreléouozo

OpopPonevia kot ovdeteponevia fabuov 3 1 4 eppavictnke oto 19 % Kot 17 % avtictorya o acheveic
7ov EhaPav Bepameio yia kakonOec yAoiopa. Avtd 001 yNGE 6€ VOoAEl0l GE VOGOKOUEID 1)/KO S10KO0TTH
g TMZ cg 8 % ka1 4 % tov acbevav avtictotya. H pvelokoatactol ftoav tpoPfréyiun (cuvnbmg
GTOVG TPMOTOVG KLKAOLG, Le To vadip petald Huépog 21 kot Huépag 28) kot avéppwon nrov ypryopn,
ocuvnBwg péoa og 1-2 gfdopadec. Aev mapatnpnOnKay evoeielg CLGCMOPEVTIKNG LVELOKATACTOANG. H
vrapén OpopuPoneviag umopei va avéncet tov kivovvo alpoppayiog, kot 1 vrapén ovdeteponeviog N
Aevkomeviag pmopel va avénoet Tov kKivouvo Aoipwéng.

dolo

e pio QopUOKOKIVITIKY avaAvon evog TANOLGHoD pe epmelpio kKAvikng dokiung vanpyav 101 MAsa
ror 169 dppeva dtopa yia ta. ool ftov dtabécipot ot yaunAdtepotl apBpoi ovdetepopilmv kot 110
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Oniea kar 174 dppevo dtopa yo To omoio NTav dtabéoiol ot yaunAdtepor apdpol aponeTarioy.
Ymip&av vymAidtepa mocootd ovdeteponeviag Baduov 4 (ANC < 0,5 x 10%1), 12 % évavt 5 %, xat
Bpoppomeviag (< 20 x 10%1), 9 % évavtt 3 %, GTIC YOVAIKES EVOVTL TOV 0VIPOV GTOV TPATO KOKAO TNG
Oepamneioc. Ze pio opdda dedopévov and 400 dropa pe vrotpomalov yAoiopa, ovdeteponevia Baduov
4 gpeoaviotnke oto 8 % v INAéwv Evavtt tov 4 % tov appévov atdopnv Kot Bpopforevia Babuov 4
010 8 % tv INAéov évavtt Tov 3 % Tov appévev aToUOv 6ToV TPATO KUKAO TG Bepaneiag. Xe pio
perétn 288 atoumv pe veodlyveouévo ToAOUopPo yAoloPAdcTmua, ovdetepomevia Babuod 4
eppaviotnke oto 3 % tv InAénv Evavti tov 0 % tov appévav atdpmv kat Opopforevia Babpob 4 cto
1 % tov nréwv évavtt tov 0 % TV appévov atdI®V 6ToV TPAOTO KUKAO TG Bepaneiog.

Toudrazpucdc TAnOvopude

H ané tov otopatog TMZ €xet pedetn0el o€ madatpicove acbeveic (nikiog 3-18 etmv) pe
VIOTPOTLALOV YAOI®MUO EYKEPOAKOD GTEAEYOVG 1 VTOTPOTLALOV AGTPOKVT®E VYNAOD Pabiov, oe Eva
oyfua yopnyobuevo nuepnoing yo S nuépeg kabe 28 nuépes. Iap' 6o mov Ta dedopéva ivar
TEPLOPIOUEVQ, 1 AVOYT OTA TALOLE ovaLEVETOL VoL lvar idta pe ekeivn otovg eviiiikec. H acpdieta g
TMZ o€ maid1d nhikiog K4Tm Tov 3 1oV dev Exel Tekunplmbet.

Avopopd mhavoloyovuevev avemfountov evepyEldv

H avagopd mibavoroyoduevov avemdOuntov evepyelmy PETd amd T yopnynon aosiog kukAopopiag
TOV QUPUAKELTIKOD TPOIOVTOG eivar onpavtiky. Emitpénetl n ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEiTal 0 TOVG ENAYYEALATIEG VYELONG VO
avVaQEPOVY OOLEGONTOTE THAVOAOYOVIEVES AVETIOVUNTEG EVEPYELEG LEGM TOV £0VIKOD GLGTHLATOG
ovapopds tov avaypdeetot oto [Hopdptua V.

49 Yrnepdoocoroyia

Adcerg tov 500, 750, 1.000 kot 1.250 mg/m? (cvvoAikny d06cm ové KOKAO o€ S muépeg) Exovv
a&lohoynBel kKhvikd o acbeveic. H docomeploplotikn ToEIKOTNTA TOV OLULOTOAOYIKN Kot avapEpOnke
o€ KaBe 0601 aAld avopéveral vo glval tepliocdTePo coPapn o vynAdtepeg docelc. H vmepPoiun
o001 Tov 10.000 mg (cuvoiikr d0c1 evOg LOVO KOKAOV, SLapKELNG S NUEP®V) EAPON amd Evay acOevn
Kot Ol ovemBuunTeg avTdpAcELS NTAV TAVKVTTOPOTEVIQ, TUPEEIL, TOALUTAT OPYOUVIKY] OVETAPKELL KO
0avatog Yrapyovv avapopé actevdv, ol omoiot EAafav Tn CUVIGTOUEVT dOOT| Y10 TEPLGGOTEPO Ao 5
nuépeg (Léxpt kol 64 MUEPEC) LE OVOPEPOUEVES aVEMBOUNTEC eVEPYELEC TOV cLUTEPLEAAPovoY
KOTOGTOA] TOL HVEAOD T®V 00T®V, HE N YOpig AOIU®EN, OF UEPIKEG TEPUTTMOGELS, GOPapr Kot
TOPATETOUEVT) KoL e KotdAnEn to Bdvato. Xtnv mepintoon ANYNG vrepPoAtkng d6ong, ypetaleTot
OUATOAOYIKOG EAEYYOC. Ba TPETEL VO TOPEXOVTAL VITOGTNPIKTIKG LETPO €AV KpiveTOn amapaitnTo.

5. PAPMAKOAOTI'IKEX IAIOTHTEX
51 ®appoxodvvapikés 1016TNTES

Doppokobepanentikn Katnyopio: AVIIVEOTAUGTIKOL TAPAYOVTES - GALOL OAKVAIOTIKOL TOPAYOVTEC,
Kkodwog ATC: LO1AX03.

Mnyovicpnoc dpdonc

H tepoloropion eivan pio tpralévn, mov oe uoloroyikd pH vrmokeitol og tayeion YUK HETOTPOTN
Pog T0 OpaoTikd povoupebvAd  tplalevoipndaloro kapPosouidio (MTIC). ITiotevetar o1t M
kuttapotolikdtta e MTIC ogsidetar Kupiog oy aAkvAioon oty Béon O° tng yovavivng pe
gmmhéov alkvAioon omy Béon N'. Ot kvttapotoéikég PAGPec mov akorovBovv, moTeveTOL OTL
TEPALAUPAVOLY LN PLGLOAOYIKT O10pBmon TG peBvA®oNG.
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KMvikn) omoteAeouatikdTnTo Kol 0GQAAELO,

Neodiayvawaouévo molduoppo yiorofldorwua

"Eva oOvoro 573 acBevav tuyatonomiOnkav va AdPovv gite TMZ + RT (n=287) 1} povo RT (n=286). Ot
aoBeveic Tov okéhovg TMZ + RT éhafoav cvyyopnyoduevny TMZ (75 mg/m?) pia gopd v nuépa,
Eexwvavtag v Tpotn pnépa g RT péypt v tedevtaio pépa g RT, ya 42 nuépeg (pe éva péyioto
49 nuepav). Avtd axorovdndnke and povobepomeio pe TMZ (150 — 200 mg/m?) v 11 - 5 Huépa
K&Be KOKAOL 28 NUEPDOV Y1 EC 6 KOKAOLG, EeKvavTag 4 efdouddeg petd to téAog g RT. Ot acBeveig
070 okéAOG eAEyyov Ehafav uovo RT. TIpoeviaén yio mvevpovio amd Pneumocystis jirovecii (PCP)
amorteito kot T dwdpkeln g RT ko g suvovaouévng Bepaneiog pe TMZ.

H TMZ yopnynnke wg Bepaneia didcwonc otn gdon mopakolovdnong oe 161 acbeveic omd tovg 282
(57 %) oto okéhog pe RT povov, ko og 62 acbeveig and tovg 277 (22 %) oto okéhog TMZ + RT.

H oyéon kwvdvvov (HR) yio tv ohikn emiPioon frav 1,59 (95 % CI yio HR=1,33 - 1,91) e log-rank p
< 0,0001 vaép tov okérovg tng TMZ. H extipodpevn mibavotnta yio dtet) 1 peyokvtepn emPicoon
(26 % évavtt 10 %) givon vynAdTePN Y10 T0 6kéLOg RT + TMZ. H npocbnikn TG cuyxopnyoduevng
TMZ omv RT, axolovBobpuevn amd povobepaneio pe TMZ ot Oepaneia aclevav pe
VEOOLOYVMOGEVO TOADUOPPO YAOLOPAGCTOUE 0mESEIEE [0 OTOTIGTIKG ONUOVTIKY BEATi®ON TS OAKNG
emPioong (OS) cvykprrucd pe v RT povov (Zynua 1).

MANBuopde ITT: OAkr emBiwon

1.0
—“Q‘ HR {95% C.1.) = 1,59 (1,33-1,81)
0.9 log-rank nyri-p < 0,0001

0.5 *
or

0.5

-

04

Mibavotnta

03 ] 26%
02

04

12,1
0.0

T T T T T T T T
=] 4 B 12 R o0 24 28 ae <l 40

Xpdvog and v tuxaonoinon (Unveg
2ol Kauroleg kord, Kaplan-Meier yia olixn emBicwon (mdn@voudc ue lpoBeon Ocparneiog)
Ta amotehéopata TG doKIUNG dev NTav akOAovba otV vTooudda TV achevav e TTOYN KOTAoTIoN
wavotntag (WHO PS=2, n=70), 6mov 1 oA emPicoon Kot o xpdvog puéxpt Tpdodo g vOGou NTav
mopopol Kot ot 500 okéAN. ITapdia avtd, 6° avTH TNV OpLdda acBeVOY € PAIVETOL VO VITAPYOVV LN

oodekTol Kivouvorl.

Yrotpomalov n oc eCéhiln koxonBsc yloiwuo.

Agdopéva KAMVIKNG OTOTELECUATIKOTNTOC 0€ acbeveic e moAOHoppo yAolofAdoTmpo (AelTovpyikn
katdotoon koatd Karnofsky [KPS] >70), eEehiocdpevo 11 vrotpomidlov HETA OmO YEPOLPYIKY
enépPaon kot RT, eEqydnoav amd dvo kKAvikég perétec e amd tov otopatog TMZ. H pio ftav pio pn
ovykpitikn perém o 138 acBeveic (29 % éhafav Tponyovpueva ynueobepaneia), Kot 1 GAAN RTav pio
TUYOOTOMUEVT EAEYYXOUEVN aTtO SpaoTiKY ovcio dokiur g TMZ évavtt Tng npoxapPalivng o éva
cbvoro 225 acBevdv (67 % éhafav mpomyodueva oywyn pe ynueobepomeion mov Poaocilotov ce
vitpolovpia). Kot otig dVo peréteg to kuplo teAtkd onpeio frov 1 ehevBepn mpoddov emPicwon (PFS)
mov kabopilotav pe topoypapieg MRI i vevporoyikn| emdeivoon. Zn un cvykprtiky pedét n PES
otovg 6 pvec ftav 19 %, n dwdpeon edevBepn mpoddov emPioon Mrav 2,1 pRves Kol 1 GCUVOAIKH
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dwpeon emPioon, 5,4 ufvec. O poBudg avtikeevikng avtamokpiong (ORR) Paocilopevog oe
topoypapieg MRI ftav 8 %.

2V Tuyoomomuévn eAEYYOUEVT 0mtd OpaoTIKn ovaia dokiun, N PFS otoug 6 punveg ftav onuoavticd
peyorvtepn v v TMZ amd 6t yo v wpokapPalivn (21 % évavt 8 %, avtictoya - x2 p = 0,008)
pe dwdpeon PFS 2,89 ko 1,88 pnveg avriotorya (log rank p = 0,0063). H didueon emPioon frav 7,34
Kot 5,66 uveg atnv TMZ ko otnv tpoxapPalivn, avtictorya (log rank p = 0,33). Ztovg 6 unveg, T0
T0006TO TV 0cfevadv mov emPimvay NTov onuavtikd vynidtepo oto okéhog g TMZ (60 %)
GLYKPWVOUEVO Le To oKELOG TG TtpokapPalivng (44 %) (x* p = 0,019). Xe acBeveig mov elyav AdPet
mponyovueva ynuelobepameio, Tapovslidotnke 6QPEAOC 6€ aVTovE o1 omoiot giyav KPS > 80.

Ta dedopéva ToL YPOVOL HEXPL TNV EMOEIVOOT] TG VEVPOAOYIKTG KOTAGTACTG TOV EVVOIKA Y10, TNV
TMZ cg oyéon pe v mpokapPalivn 0T NTav To 0EG0UEVA TOV XPOVOL LUEXPL TNV EMOEIVOON TNG
katdotoaong exidoong (peimon og KPS < 70 1 peioon kotd tovAdyiotov 30 onpueia). Ot didpecot
xPOVOL PEXPL TNV TPO0d0 6° avTd TO. TEMKA onpeio kKopaivovtoy amd 0,7 uéypt 2,1 uivec nepiocdtepo
vy v TMZ o¢ ctykpion pe v tpokapPalivn (log rank p =< 0,01 émg 0,03).

Yrotpomalov avariaoctixd actpoxdtmue,

Y& pio TOAVKEVTPIKY, TPOONTIKY HeAétn @dong I, oy omoia a&loroynOnkav 1 acearela Kot 1
OTOTELECUATIKOTNTA TNG omd TOV oTOHATOG Yopryovuevng TMZ ot Oepoamncio Tov aclevav pe
AVOTAQOTIKO AOTPOKLTOUN GE TPMTN vrotpont, | PFS otovg 6 prveg fitav 46 %. H didpeon PES ntov
5,4 pnves. H didpeon ovvolikn emiPioon frov 14,6 uvec. To mocootd avtomdkpiong, Pacel g
aElohdynong tov kevipwov efetaotr, Nrav 35 % (13 mnpec avtamokpicelc kot 43 pepkég
avtomokpicelg) yio Tov TAnfuoud pe npodbeon Oepanciog (ITT) n=162. Xe 43 acBeveic avapépOnie
otabeponoinon g voésov. H 6-unvn emPioon yopic copfavta yia tov tAnboopod ITT qrav 44 % pe
dwapeon ehevBepn copPopdtov emiPioon 4,6 pRveg, N omoio NTAV TOPOLOLN LLE TO ATOTEAEGLOTO Y10,
v emPioon yopig Tpdodo g vocov. [a tov katdAinio yia iotomaboroyikn| e&étacn TAnbucud, Ta
amoteléopata NTov opota. H emitenén wog akTivoloyik®dg avTIKEEVIKNG AVTATOKPLIONG 1] 1] ST pNon
NG KaTdoTooN S Y®Pic TPO0d0 GLGYETICTNKE IYLPMG LE TN St pnon 1 PeAtioon g motdtntog {wnc.

Hodwotpucde Ttinbovoude

H amd tov otouatog TMZ €xer peietnbei oe moudwotpikodg oocbeveic (ikiog 3-18 etdv) pe
VTOTPOTIALOV YAOI®MUO EYKEPAAIKOD GTEAEYOVS 1) VTOTPOTLALOV AGTPOKVTMUIA VYNAOD Babov, o éva
GYNHO YOPNYOVLEVO NUEPNGIMG Yo 5 Nuépeg kKabe 28 nuépes. H avoyn otnv TMZ eivon mopdpota pe
TOV EVNMK®OV.

52  ®appoxokivnTIKEG 1010TNTES

H TMZ vépordetan avtopate oe puolohoyikoé pH apyikd oto evepyd cuoTOTIKO,
3-pebvr-(tpralev-1-vi)-yudaloro-4-kappo&apidio (MTIC). To MTIC vdpordetar avtdpata oE
5-apuvoipdaloro-4-kapPosapion (AIC), éva yvomotd evdldpeco otn PlocdvBeon g movpivng Kot Tov
TUPNVIKOV 0&€0g, Kot 6T pebBuvivdpalivn, 1 omoia Bempeiton 6TL ivar To evepyd AAKLAOTIKO
ovotatikd. H kuttapotoikotnta tov MTIC Oeswpeitan 6t opeileton apyikd otV oAKvA®GT TOV
DNA xvpimg otic 08ceig O° kau N’ tng yovavivng. Zyetikd pe v AUC g TMZ, 1) éxbeon 610
MTIC kot AIC givor ~ 2,4 % o 23 %, avtiototya. In vivo, o t1/2 tov MTIC ftav moapopolog pe ovtdv
mg TMZ, 1,8 opa.

Amoppdonon

Metd amd yopnynon amod to otopa o€ evihikeg acbeveic, 1 TMZ amoppo@dtal TayEmg Kot 1 LEYLOTN
GLYKEVTPMOT| EMTVYYAVETAL YPpIYOPO, LOALG 20 AETTA TNG PO LETH amd TN Yopnynon (LEGOG xpOvog
petalo 0,5 kot 1,5 dpac). Metd tv amd Tov 6Tdpatog xopiiynon ceonuocuévng pe C TMZ, to péoo
eminedo amofoing *C amd ta koémpova katd T didpkelo. 7 NUePdY PETE T yoprynon ntav 0,8 %
VTOJEIKVOOVTOG TAN P OTOPPOPT|ON).
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Koatavoun

H TMZ epoavilel younia enineda o0levéng pe mpoteiveg (10 % £mg 20 %) kot cuvendg dgv
AVOUEVOVTOL OAANAETIOPACELS LE OVGIEG TTOL £XOVV VYNAT GVLEVEN LE TPOTEIVES.

Amneikoviotikég eEetaoelc PET (Topoypagia Exrmopnng [olitpoviov) oe avBpdmovg kat o
TPOKAWVIKA oTotyela VTodekvOoLY 6Tl 1] TMZ dramepvd ToxEWS TOV AUOTOEYKEPAAKS PPOyLO Kot
glvar Tapovoa oto eykeparovotiaio vypd (CSF). H dwumepatotnta oto CSF emiPefaimbnke o évav
acBevn), n €ékBeomn Tov CSF Bacilopevn oto AUC g TMZ ftav mepimov 1o 30 % avtig 610 TAGo Lo
7oV €lval cupuParto pe dedopéva og TEWPAUUTOWO.

Amofoin

O ypdvog nuilong (t1/2) oto mhdoua sivor mepimov 1,8 dpec. H xdpio 086¢ amoforng *C sivar dia tv
VEQP®OV. META TNV 0O TOV GTOUNUTOS XOPN YN O, TOG0GTO TEPimov 5 % £wc 10 % g doonc
gpeavietor availoimto ota ovpa KaTd T SidpKelo 24 ®POV, Kol TO VITOAOUTO ATOPAAAETOL MG
tepolorapion oty popen o&éog, S-apvoipdaloro-4-kapPo&auidn (AIC) | wg un tavtomotovuevol
ToAKo1 peTofolites.

Ot ovykevipmaoelg oto mAdopa avdvovral Kotd docoeaptdpevo tpdno. H amopdkpovon amd to
TAAoUO, 0 OYKOG KOTAVOUNG Kal 0 xpovog nuicetog {ong eival ave&dptntot amd tn d60m.

Ewdwoi minbvouoi

H avéivon g eappakokivntikng g TMZ otov tAnfuopod anokdAvye 611 1 amofoin tg TMZ oto
TAAGLa Elval aveEapTnTr TG NAKING, TNG VEPPIKNG AELTOVPYIaG, 1] TOV KOTVICUOTOC. Xe piol GAAN
QOPUOKOKIVITIKT LEAETT), TO TPOPIA TNG QOPLAKOKIVITIKNG OTO TAACLA GE 000eVEIC e Mol £0¢
LETPLO NTOTIKT SUCAEITOVPYiD, TAV TAPOUOLO0 LE EKEIVO OV TTopatnpnOnKe ce acheveic pe
(VOIOAOYIKN NTOTIKY AELTOVPYidL.

O toudraTpikoi acbeveig eppavicoy vyniotepn AUC amd 011 ot evijdikeg. Opmg, n HEYIoTn OVEKTN
8001 (MTD) firav 1.000 mg/m? avd KOKAO TOG0 6TA T OGO Kol GTOVG EVIAKEG,.

5.3 TIIpoxlvikd dedopéva yia TV d6QIAELQ

Meléteg ToEikdTNTOC 08 éval LOVO KOKAO (5 Nuépeg yopnynong kat 23 nuépeg ywpig Bepamneia), o€ 3
Kol 6 6 KOKAOLG TPOYLOTOTOON KOV GE EMIPVEG Kot GKOAOLS. Ot TpmTOpy Kol 6TOYOL TNG
To&IKOTNTAG TEPLEAGUPOVOY TOV HVEAD T®V 0GTMV, TO AEUPOSIKTVOKVTTOPIKO GUGTI IO, TOVG OPYELS,
TN YOOTPEVIEPIKT] 000 KOl G€ VYNAOTEPES SOGELS, 01 omoieg Tav Bavatneopes oto 60 % £mg 100 %
TOV ETPOOV KOl TOV GKOA®Y OV SOKIUAGTNKAY, ELEAVIOTNKE EKPLAICUOG TOL OUPIPAncTpocdn. ['a
TIG TEPLOGOTEPEG OO TIC TOEIKOTNTES VITAPYOLV GTOLXELD OTL €IV AVOTTPEYILEG EEAUPOVUEVOV TOV
avemBOUNTOV EVEPYEIDV OTO AVOTOPAYOYIKO GUGTNLLA TOV OVIPMV KOl TOV EKPLAIGLOV TOL
apeBAinotpocdons. [lap’ dAa avtd, encdn ot 66celc mov oyetilovtay Le EKQVALON TOV
apUEIBANGTPOEOVG NTa oTa EMimeda NG Bavatnedpov d6omg Kot dev €xel mapatnpnbel Tapopota
dphon oe KAMVIKEG LEAETEG, TOL EVPTUATA AVTH OEV POIVETOL VO £X0VV KAVIKT GG,

H TMZ givou gppootolikog, 1epatoydvos Kat YovoToEIKOs aAkuMmTikog Tapdyovtac. H TMZ givon
TEPLOGOTEPO TOEIKN GTOVS EMUVES KOl GTOVG OKOAOVG 0’ OTL GTOV AvOpTOo, Kol 1 KAVIKT d60M
npooeyyilel v eddyiotn Bavatneopo d66M GTOVG EMIUVES KAl TOVG OKVAOVS. Ot LGYETILOUEVES e TN
3001 LEIDMOELS TV AEVKOKLTTAP®V Kol TOV doneTaMmv @aivetat 6Tt givor evaicOnrtot deikteg g
To&IKOTNTAG. Mo TOKIAI0 VEOTANCIDV, CUUTEPIAAUBOVOUEVOV TOV KAPKIVOUATOV TOV LOGTOV, TOV
KEPATOOKAVOIDOTOG TOL SEPHATOG KOL TOV AOEVAOLATOG TV PUCIKOV KVTTAP®OV Topatnpninke ot
LEAETT 6 KUKA®V GE EMIPVEG, EVD G LEAETEG GE GKVAOVG OeV TapaTnpnnkay 6yKot 1 Tpo-
veomAaopaTikég petaforés. Ot emipveg eppaviCovtat iaitepa vaicOnTol GTIC 0YKOYEVVETIKEG
dpaoeic g TMZ, pe tnv UPAVIoT TOV TPOTO®V OYK®OV UEGH 0€ 3 UNVEG amd TNV Evapén Tng 06oMC.
Avt 1 epiodog AovOAvoLoag KOTAGTAONG; Elval TOAD LIKPY], AKOLO KoL Y10, EVOV OAKDAI®TIKO
TOPAYOVTOL.
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Ta anotehéoparta Tov dokipacidv Ames/salmonella Kot yio ypOUOCOUKES TOPEKKAIGELS TV
AvBpomvaov Aspgpokvttdpav Tov Ilepipepucod Aipatog (HPBL) édei&av Betikn petaria&rydvo
OVTOTOKPLoT).

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Koataloyog ekdoyov

Lepieyouevo kawoaxiov

Aoxtoln,

Natplovyo YAVKOAKSO GULAO TUTTOL A,
KoAhoedég avudpo 0&gidio Tov Tupitiov,
Tpoywo o0&,

2Te0TIKO 0ED.

Kélvpoc koyaxiov
Zeghativn
A0&gidio tov titaviov (E171)

Temozolomide Teva 5 mg cxAnpd Kowdakio

Meldvy extdrwons

Koppeo Adxkog

IIpomvievoylvkoin

Awo&eido tov titaviov (E171)

Kitpwvo o&gidro tov cdnpov (E172)
Adxa apykiov wowokappivng (E132).

Temozolomide Teva 20 mg oxAnpd Kowdkio

Meldvy extdrwaons

Koupeo Adxkog

IIpomvievoylvukoin

Awo&gidro tov titaviov (E171)

Adxa apythiov kitpwvo Sunset FCF (sunset yellow FCF) (E110)

Temozolomide Teva 100 mg ckAnpd Koy aKio

Melovn extdrmwonc

Koéppea Adikkog
[Ipomvievoylvkoin

EpvBpo o&eidio tov cdmpov (E172)
Kitpwvo 0&eidio tov cdnpov (E172)
Awo&eidro tov titaviov (E171)

Temozolomide Teva 140 mg oxkAnpd KowaxKia

Melravn extdrwons

Koéppea Adikkog

[Ipomvievoylvkoin

Adxa apythiov wdwokappivng (E132)
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Temozolomide Teva 180 mg ocxAnpd kowdkia

Melavn extdrwons

Koppea Adxkog
IIpomvievoylvukoin

Epv0pd o&eidto tov cidnpov (E172)

Temozolomide Teva 250 mg cxkAnpd KowaxKia

Melovn extdomwonc

Koéppea Adkkog

Mavpo o&eido tov cdnpov (E172)
[Ipomvievoylvkoin

Ydpoé&eidro tov appwviov (E527)

6.2 AovpPatoTnTeg

Agv epappdletar.

6.3 Awdpxera ong

3 xpovia.

6.4 Idwitepeg mpourdierg koTd ™) QUACEN TOV TPOIOVTOS

dvAdocete 6NV APYIKN CLOKEVAGIA.

Mn gpuAdooete og Beppokpacio peyarvtepn tov 30 °C.

Awotnpeite T 1A KOAG KAEIGHEVT Y10 VO TPOCTATEVETAL OO TNV VYPUGIAL.

6.5 ®von kol cVETUTIKE TOV TEPLEKTY)

IToptokaAdypoUN YOAAIVY GLOAN HE AEVKA AGPUAN Y10 TO Tond1d PLOMTA TAOUOTO TOAVTPOTLAEVIOV
7oV dlabétel cepdyion eraywyng moAvatBvieviov, | onoia meptEyxetl S 1 20 koydiio.

Mmropel va unv KukAo@opoOV OAEG 01 GLOKEVACIES.

6.6 Iowitepeg TPOoPLAAEELS OTOPPIYNGS KL AALOS YEPIGUOG

Ta kawyakia dgv Oa tpénet vo avoiyovtatl. Eqv éva kaywdaklo KotaoTpoagel, ETaQ Tng TEPIEXOUEVNS
oKOVNG UE TO dépua N TN PAevvoyovo pepfpdvn tpénet va omoeevyetat. Edv 1o Temozolomide Teva
épBel og emapn pe 1o dépua N pe PAevvoyovo, Ba mpénet va mAEveTal OUEGMG KO TPOGEKTIKA LIE
GOTTOVVL Ko VEPO.

®a TPEMEL VO, GUCTNVETAL 6TOVG acBeveic va pLAGVE Ta KoydKia og BEom tnv omoia dev PAETOLY Ko
dev pooeyyilovv ta modid, Katd mpotiunon oe éva khedwpuévo vrovddnt. H toyaia katdmoor pmopel

va givat BovaTneopo yio To Toudid.

Kd&0e aypnoiponointo poprokeutikd poidv 1 VTOAEUUA TPETEL VO OTOPPITTETAL GOUPDVOL [LE TIG
KOTA TOTOVG 16YVOVGEC GYETIKEG OLuTAEELS.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX
Teva B.V.

Swensweg 5

2031GA Haarlem

OX\avdio

8. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/606/001-012

9. HMEPOMHNIA ITPQTHXE ETKPIZHX/ANANEQXHY THX AAEIAX

Huepopunvio tpmtnc £ykplong: 28 lavovapiov 2010
Huepopnvia teAevtaiog avavémong: 26 Avyovotov 2014

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Agntolepeic TANPOQOpPIES Y1 TO TOPOV PAPLOKEVTIKO TPOTOV etvar S1abéoipues oTov dtkTvaKO TOTO
tov Evponaikov Opyaviopod Gapudkov: http://www.ema.europa.cu
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ITAPAPTHMA 11

MMAPAXKEYAXTHX(EYX) YHHEYOYNOX(OI) I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TNMAPAXKEYAXTHX(EX) YILEYOYNOZX(OI) I'lA THN AITIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopo kat d1evfvvon TV TOPUSKELAGTMVY TOL £ivail VTELHVVOL Y10 TNV ATOSEGUEVCT] TV TOPTIOWY

NerPharMa S.r.l.
Viale Pasteur, 10
20014 Nerviano (MI)
ItoAio

Haupt Pharma Amareg GmbH

Donaustaufer Strafe 378

93055 Regensburg

Teppoavia

270 £VIUTIO PUAAO 0JNYIDV XPNGEMG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVAYPAPETUL TO OVOLLOL
Kot 1 d1evBuven Tov Tapay@yov oL £ival LTEVOVVOC Y10 TNV ATOGEGUEVOT) TG GYETIKNG TOPTIOOC.
B. OPOI'H IEPIOPIEMOI ZXETIKA ME TH ATAGEXH KAI TH XPHXH
DoppraKeLTIKO TPOTOV Yo TO 0moio amotteital meplopiopévn wtpkn cvvrayn (BA. Hopdppua I:
[epiinym tov Xopoktnpiotikdv tov [Ipoidvtog, mapdypaeog 4.2).

I AAAOI OPOI KAI AITAITHZEIXZ THX AAEIAY KYKAO®OPIAX

. Ex0¢oe1g meplodikig mapakolovdneng g asearerag (PSURS)

Koaza to xpovo yopnynong g adstog kukhogopiog, n vrofoin PSURS dev anatteital yio to €v A0ym
poidv. Qotdc0, 0 Kdtoyog Adstog Kukhopopiag B katabéter PSURS yuo to ev Adym mtpoidv edv to
TPOIOV TEPLAUPAVETOL GTOV KOTAAOYO e TIG Nuepopnvieg avapopdg g Eveoong (katdioyog EURD)
mov maporifeton oto apBpo 107y mapdypapog 7 g odnyiag 2001/83/EK kot €yl onpocievdei oty
EVPOTATKT OUKTLOKT TOAN Y10 TO, POPLLOKOL

A.  OPOI 'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéono owayeipiong Kivovvov (ZAK)

Agv epappodletar.
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ITAPAPTHMA III

ENIZHMANXH KAI ®YAAO OAHI'TON XPHXHX
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A. ENIZHMANXZH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 5 mg okAnpd KoydKio
tepoloAopion

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

Ka0e oxinpd kaydxio tepiéyet S mg tepoloAopiong

3. KATAAOT'OX EKAOXQN

ITepiéxet Aaxtoln. BAEmE 10 @OALO 0INYIDV YO TEPALTEP®D TANPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKANPa KO AaKLoL
20 oxAnpa Koo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To UALO 0INYIDV YPNONG TPV AT TN (P |ON.
Amo6 otOUATOG YPNoN.

6. EIAIKH ITPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetal o Béom, TV omoia dev PAETOLV Kat dev mpoceyyilovy Ta Tadld, KOTA TPOTIUNoN GE
éva KAewdwpévo vrovhant. H toyaio kotdmoon umopei va ivar Oavommedpa yio to woidid.

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

Kvttapotolikd.
Mnv avoliyete, omaTE 1| LOCATE TO KOWYAKLM, KOTATIEITE TO, OAOKANPa. Edv éva kaydkio katacTpaget,
OTOQVYETE TNV EMAPT LLE TO OEPU, TO pdTia 1 T PHTN GOG.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

duAidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o€ Beppokpacio peyarvtepn twov 30 °C.
Awotnpeite ™ 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TV VYPAGIAL.

10. IAIAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TON MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTQN ‘H TON
YIHOAEIMMATON IIOY TPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Ka0e aypnoionointo papuokenTikd Tpoidv 1 VTOAEUUN TPETEL VO UTOPPITTETAL GOUPDVO, [LE TIG
KOTO TOTOVS 1GYVOVGEG OYETIKEG OLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OM\avdio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/606/001 5 konydikio,
EU/1/09/606/002 20 konydxiol

13. APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAEZEH I'lA TH ATAGEXH

DappokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILL

Temozolomide Teva 5 mg

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

A1Gd100T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 20 mg okAnpd kayaxio
tepoloAopion

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

Ka0e oxinpd kaydxio tepiéyet 20 mg tepoloAopidng

3. KATAAOT'OX EKAOXQN

ITepiéxer Aaxtoln kon kitpvo Sunset FCF (sunset yellow FCF) (E110). BAéme 10 g0ALO 00N YDV Yo
TEPULTEP® TANPOPOPIEC.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKANPE KOy AaKLoL
20 oxAnpa KayaKio

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNoN.

6. EIAIKH IMPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATIA

Na puidooetar o€ 0éom, v ozmoia dev PAETOVY Ko dev Tpooeyyilovy Ta Tandid, KoTd TPoTiUnon o€
éva kKAewopévo viovhant. H toyaio kotdmoon uropei va givar Bavommeodpa yio to woidid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

Kvtrapotolikd.
Mnv avolyete, ondTe 1| LOCATE TO KOWYAKL, KOTATIEITE TO, OAOKANPa. Edv éva kaydkio katacTpaget,
OmOPUYETE TNV EXAPN LLE TO OEPUA, T LLATIH 1 T LOTN GOC.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o Beppokpacio peyarvtepn tov 30 °C
Awotnpeite T 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TNV VYPAGIaL.

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AITIOPPIYH TON MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN ‘H TON
YIHOAEIMMATON IMOY MPOEPXONTAI ATIO AYTA, EOOXON ANTAITEITAI

Kda0e aypnoiponointo popuokevtikd Tpoidv 1 VTOAELUUN TPETEL VO OTOPPINTETAL GOUPOVO. [LE TIG
KOTA TOTOVE 16 VOVGEC GYETIKEG OLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/606/003 5 konydikio,
EU/1/09/606/004 20 ko dxiol

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DopHaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LOTPIKT) CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Temozolomide Teva 20 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0TOG YPAUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO AVAYVOPIGTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
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ENAEIZEIX TIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 100 mg okAnpd Konydxio
tepololopion

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oicdnpd kaydkio mepiéyet 100 mg tepoloropiong

3. KATAAOT'OX EKAOXQON

[Mepéyer Aaktoln. BAEme 10 @OALO 00N YLDV Y10 TEPOULTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKAnpa Koo
20 oxAnpa KayaKio

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otoONATOG YP1oN.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taudid, KoTd TPoTiUnon oe
éva, kKhedopévo vrovddnt. H tuyaia katdmoor pmopel va givor Bovotneopo yia to Totdid.

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

Kvttapotolikd.
Mnyv avoliyete, omdTE 1| LOGATE TO KOWAKLO, KaTomieite o, oAdKANpa. Edv éva koydkio Kataotpoeet,
UTOQVYETE TNV EMAPT LE TO OEPUA, TO UATIo 1] TN LOTN GOG.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o Beppokpacio peyarvtepn tov 30 °C
Awotnpeite T 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TNV VYPAGIaL.

10. IAIAITEPEX ITIPO®YAAEEIX I'lA THN AITIOPPIYH TON MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN IMPOIONTQN 'H TON
YIHOAEIMMATON IHOY IMTPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

Ka0e aypnoiponointo @appokevtikd Tpoidv 1| VIOAELLO TPEMEL VO ATOPPITTETOL COUPOVA LE TIG
KaTO TOTOVE 1Y VOVGEG OYETIKEG SLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/606/005 5 kanydikia
EU/1/09/606/006 20 ko dxio

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DappokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Temozolomide Teva 100 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BEvTo, LoVASTKO 0VOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
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ENAEIZEIX TIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 140 mg okAnpd Koydxio
tepololopion

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oicdnpd kaydkio mepiéyet 140 mg tepoloropiong.

3. KATAAOT'OX EKAOXQON

[Mepéyer Aaktoln. BAEme 10 @OALO 00N YIOV Y10 TEPOULTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKAnpa Koo
20 oxAnpa KayaKio

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otoONATOG YP1oN.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taudid, KoTd TPoTiUnon oe
éva, kKhedopévo vrovddnt. H tuyaia katdmoor pmopel va givor Bovotneopo yia to Totdid.

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

Kvttapotolikd.
Mnyv avoliyete, omdTE 1| LOGATE TO KOWAKLO, KaTomieite o, oAdKANpa. Edv éva koydkio Kataotpoeet,
UTOQVYETE TNV EMAPT LE TO OEPUA, TO UATIo 1] TN LOTN GOG.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o€ Beppokpacio peyarvtepn twov 30 °C.
Awotnpeite ™ 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TV VYPAGIAL.

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AITIOPPIYH TON MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN IMPOIONTQN 'H TON
YIHOAEIMMATON IHOY IMMTPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

Kda0e aypnoiponointo popuokevtikd Tpoidv 1 VTOAELUUN TPETEL VO OTOPPINTETAL GOUPOVO. [LE TIG
KOTA TOTOVE 16 VOVGEC GYETIKEG OLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/606/007 5 konydikio,
EU/1/09/606/008 20 xonyaxiol

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DoppokevTikd TPOIOV Y10 T 0TOl0 ATOLTEITAL LUTPIKY) GLVTOYT.

| 15. OAHTIEX XPHEHY

‘ 16. TTAHPO®OPIEX XE BRAILLE

Temozolomide Teva 140 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX T[PAMMQTOX
KQAIKAY (2D)

A1Gd100T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX TIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 180 mg okAnpd Koydxio
tepololopion

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oicdnpd kaydkio mepiéyet 180 mg tepoloropiong.

3. KATAAOT'OX EKAOXQON

[Mepéyer Aaktoln. BAEme 10 @OALO 00N YIOV Y10 TEPOULTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKAnpa Koo
20 oxAnpa KayaKio

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otoONATOG YP1oN.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taudid, KoTd TPoTiUnon oe
éva, kKhedopévo vrovddnt. H tuyaia katdmoor pmopel va givor Bovotneopo yia to Totdid.

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

Kvttapotolikd.
Mnyv avoliyete, omdTE 1| LOGATE TO KOWAKLO, KaTomieite o, oAdKANpa. Edv éva koydkio Kataotpoeet,
UTOQVYETE TNV EMAPT LE TO OEPUA, TO UATIo 1] TN LOTN GOG.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o Beppokpacio peyarvtepn tov 30 °C
Awotnpeite T 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TNV VYPAGIaL.

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AITIOPPIYH TON MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN ‘H TON
YIHOAEIMMATON IMOY MPOEPXONTAI ATIO AYTA, EOOXON ANTAITEITAI

Kda0e aypnoiponointo popuokevtikd Tpoidv 1 VTOAELUUN TPETEL VO OTOPPINTETAL GOUPOVO. [LE TIG
KOTA TOTOVE 16 VOVGEC GYETIKEG OLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/606/009 5 konydikio,
EU/1/09/606/010 20 xonyaxio

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DoppokevTikd TPOIOV Y10 T 0TOl0 ATOLTEITAL LUTPIKY) GLVTOYT.

| 15. OAHTIEX XPHEHY

‘ 16. TTAHPO®OPIEX XE BRAILLE

Temozolomide Teva 180 mg

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX T[PAMMQTOX
KQAIKAY (2D)

A1Gd100T0TOC YPOUU®TOS KOdKAS (2D) Tov pépet Tov TEPIANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX TIOY IPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Temozolomide Teva 250 mg okAnpd Koydxio
tepololopion

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Ka0e oicdnpd kaydkio mepiéyet 250 mg tepoloropiong

3. KATAAOT'OX EKAOXQON

[Mepéyer Aaktoln. BAEme 10 @OALO 00N YLDV Y10 TEPOULTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

5 oKAnpa Koo
20 oxAnpa KayaKio

| 5.  TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
Amo6 otoONATOG YP1oN.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taudid, KoTd TPoTiUnon oe
éva, kKhedopévo vrovddnt. H tuyaia katdmoor pmopel va givor Bovotneopo yia to Totdid.

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

Kvttapotolikd.
Mnyv avoliyete, omdTE 1| LOGATE TO KOWAKLO, KaTomieite o, oAdKANpa. Edv éva koydkio Kataotpoeet,
UTOQVYETE TNV EMAPT LE TO OEPUA, TO UATIo 1] TN LOTN GOG.

8. HMEPOMHNIA AHEHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Ddvidooete 6NV APYIKN CLOKEVAGIAL.
Mn evAdccete o€ Beppokpacio peyarvtepn twov 30 °C.
Awotnpeite ™ 1A KOAG KAEIGUEVT Y10 VO TPOGTATEVETOL OO TV VYPAGIAL.

10. IAIAITEPEX ITPO®YAAEEIX I'TA THN AITIOPPIYH TON MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKQN IMPOIONTQN 'H TON
YIHOAEIMMATON IHOY IMMTPOEPXONTAI ATIO AYTA, E@OXON AITAITEITAI

Kda0e aypnoiponointo popuokevtikd Tpoidv 1 VTOAELUUN TPETEL VO OTOPPINTETAL GOUPOVO. [LE TIG
KOTA TOTOVE 16YVOVGEC CYETIKEG OLUTAEELS.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5
2031GA Haarlem
OX\avdio

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/606/011 5 konydikio,
EU/1/09/606/012 20 ko dxiol

13.  APIOMOZX ITAPTIAAX

Lot

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DopHaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LOTPIKT) CLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Temozolomide Teva 250 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0TOG YPAUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO AVAYVOPIGTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN

42




EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 5 mg okAnpd Koyaxio
tepoloiopion
Ao otOUATOG YPNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPaote T0 POALO 0INYIDOV TPV 0T TN XOPTYNOT.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. INIEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKAnpa Koo
20 oxAnpa KayaKio

6. AAAA XTOIXEIA

43



EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 20 mg okAnpd kayaxio
tepoloAopion
Amo6 otoONATOG YPNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPacte T0 PUALO 0INYIOV TPV 0T TN YOPTYNON.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKANPE KOy aKLoL
20 oxAnpa KayaKio

6. AAAA YTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 100 mg okAnpd KoydKio
TepoloAOuION
Ao otoONATOG YpNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPacte T0 PUALO 0INYIOV TPV 0T TN YOPTYNON.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKANPE KOy aKLoL
20 oxAnpa KayaKio

6. AAAA YTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 140 mg okAnpd KoydKio
TepoloAOuION
Ao otoONATOG YpNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPacte T0 PUALO 0INYIOV TPV 0T TN YOPTYNON.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKANPE KOy aKLoL
20 oxAnpa KayaKio

6. AAAA YTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 180 mg okAnpd Koo
TepoloAOuION
Ao otoONATOG YpNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPacte T0 PUALO 0INYIOV TPV 0T TN YOPTYNON.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKANPE KOy aKLoL
20 oxAnpa KayaKio

6. AAAA YTOIXEIA
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA ®IAAEX

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

Temozolomide Teva 250 mg okAnpd KoydxKio
TepoloAOuION
Ao otoONATOG YpNoN.

‘ 2. TPOIIOX XOPHI'HXHX

AwPacte T0 PUALO 0INYIOV TPV 0T TN YOPTYNON.

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

5 oKANPE KOy aKLoL
20 oxAnpa KayaKio

6. AAAA YTOIXEIA
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B. ®YAAO OAHTION XPHXHX
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Temozolomide Teva 5 Mg okAnpd koydxio
Temozolomide Teva 20 mg cxinpd koyaxio
Temozolomide Teva 100 mg oxAnpa koyaxlo
Temozolomide Teva 140 mg ckAnpd Koydxio
Temozolomide Teva 180 mg oxkAnpd koydxia,
Temozolomide Teva 250 mg okAnpd kKoydxio,

tepoloiopidn (temozolomide)

Awpaote TPOGEKTIKA 0ALOKANPO TO GVLAO 001 YIOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
PaproKo, O10TL TEPLAUUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GOG.

DoraEte avtd TO PUARO 0dNYIDY YpNong. Towg ypelaotel va to dafdcete Eavda.

Edv éxete mepontépo amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1] TOV VOGOKOUO GOLC.

H ocvuvtoayn yio avtd 10 ¢appoKo yopnynonke amokAEIGTIKA Yio 6aG. Agv TPEMEL VO ODCETE TO
@appoko og dGALoVG. Mmopel va Tovg TPoKoAEGEL PAGPT], OKOMO KO OTOV TO GUUTTMLOTO, TNG
ac0Eveldg Tovg givar b1 pe ta Sk Gog.

Edv mapatnpnioete kdmota avemBOUN T EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV QAPLOKOTOLO N
TOV VOGOKOLO Gag. AVTd 1oy0eL Kat Yo KEOe mBoav avemBOUNTN EVEPYELD TOV OEV OVOPEPETAL
GTO TOPOV PUALO 0dNYIDV YpRomg. BAéme mapdypapo 4.

T wepLéyel 1o Topov UALO 00N YOV

ISR N -

1.

T1 etvon To Temozolomide Teva kot mowa givat 1) gpriomn TOL
T mpémel va yvopilete npv mdpete to Temozolomide Teva
[laog va mapete to Temozolomide Teva

[MBovég avemBounteg evépyeteg

[og va puidooete to Temozolomide Teva

[Tepieydpeva g cuoKeLAGIiag Kot AOUTEG TANPOPOPIES

Tu givan To Temozolomide Teva kou wowa €ivar 1 yp161 TOV

To Temozolomide Teva mepiéyetl éva pappoko tov ovoudletor tepoloiopion. To edpuaro avtod givar
£vag TapAyovTag Yo TouG OYKOLG.

To Temozolomide Teva ypnoyiomoteitat yio tn Oepameion GLYKEKPIUEVOV LOPPDV OYK®DV TOV
EYKEPAAOL:

2.

o€ EVIMKEG [LE VEOIYVOGUEVO TOADLOPQO YAoloPAdcTopa. To Temozolomide Teva
ypnoonoteitar apywd poli e axtvobepomeio (paon cvyyopnynong g Bepaneiog) kot petd
Ao aVTO LOVO ToL (pdoT povobepameiag).

o€ modd nAkiog 3 eT@V Kot Ave Kot og eVALKEG acBeveic pe kakombeg yroimpa, Omwg
TOAVLOPPO YAo0PAdGTONHA 1} avaTAacTikO actpokitopo. To Temozolomide Teva
XPTOLOTOLEITAL GE AVTOVS TOVG OYKOVG EAV VITOTPOTLAGOVV 1] YELPOTEPEYOVV LETA ad GUVIOM
Oepomeia.

Tvrpéner va yvopilete nprv mapete To Temozolomide Teva

Mnv ndpete T0 Temozolomide Teva

o€ mepintwon aAlepyiog otnv TeLoloAOUIdN 1 GE 0TO10OMTOTE AAAO GO TOL GUGTUTIKA CLTOV
TOL PappaKov (Tapatifeviol 6Tny Tapdypaeo 6).

0€ TEPIMTOON OV EYETE EUQUVIGEL AAAEPYIKT| avTidpaoT oty dakapPalivn (va avTiKopKIVIKO
Qapuako, Tov pepkéEg eopég kaeitor DTIC). Enueio aAlepyng avtidpaong teptiapupdvooy
aicOnpo Kvnopov, S10KO0TH CVOTVONG 1) GUPLYUO, SIOYKMGT TOL TPOSMITOV, TMV YEIADV, TNG
YADGGOG 1 TOV ACLOV.
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- G€ MEPIMTMGT TOL GLYKEKPIUEVA EIOT) KLTTAPWOV TOV CUOTOC £XOVV HEIOET oNUOVTIKE,
(LerokaTaoToAn), OTWG 0 aPLBUOG AEVKOKVTTAP®Y Kot 0 aplfuds aponetariov cog. Avtd To
KOTTOPO TOL OiATOC EIVOL OMULOVTIKE Y10 VO KOTATOAELOUV TN AOIH®EN KOl Yia TN 0®oTh THEN
Tov aipatog. O yuutpdg cog B eréyyet To aipa cog yio va Pefarndei 0t £xete apketd omd avtd
T KOTTOPA TPV Vo EgKvioete T Oepameia.

IIposidomou|ceis Kol TPOPLAAEELS

AmevBuvheite 6TOV Y10TPO, TOV PUPLOKOTOLO 1] TOV VOGOKOWO oag Ttptv whpete To Temozolomide

Teva,

- kaBmg o Tpémel va TapakolovBeioTe oTEVA Y10 TNV AVATTLEN oG GoPapNc LOPPNG BmPaKIKNG
Aoluwéng mov kaAeitar Tvevpovio amd Pneumocystis jirovecii (PCP). Edv giote
veodlyvecuévog actevig (mtolvpopeo yAolofractmpa) puropel vo Adfete To Temozolomide
Teva yio 42 Nuépec 6€ GLVOLAGO LE OKTIVODEPATELD. € QVTAV TNV TEPITTMOOT, O YIATPOG GUG
Ba cuvtayoypaenoet eniong edppako mov Bo cog fondnoetl va amotpéyeTe aLTOD TOL TOITOL
v nvevpovia (PCP).

- av glyate moté N umopel va €xete T@pa pa Aoipwén and nrotitida B. Avto cvpfaivel eneidn to
Temozolomide Teva 0o propovoe va TPoKOAEGEL EMOVEVEPYOTOINGT TNG Nratitidoc B,  omoia
umopet va givar Bavatnedpa oe opiopéves tepurtooels. Ot acbeveig Ba mpémel va eAéyyovtal
TPOCEKTIKA 0l TO YIOTPO TOVG Y10 GNUELN ALTNG TNG AOTU®ENG, TPV amd TNV £vapén Tng
Oepamneiag.

- ebv Eyete younAéc Tipég epuBpokutTdpov (avaiptio), ASVKOKLTTAP®V Kol GUOTETAAI®V, 1
wpoPfAnuata oty TEN ToL aipatog TP amd v Evapén g Bepoameiog, 1 av To avorTuéeTe
Katd  ddpkela TG Bepaneios. O yaTpdg oo UTopel va anoQacicetl vo HeldoeL T d00T, va
dakowyet, va teppatiost | va aAAdEet T Bepomeio coc. Mmopel axoun va ypelacteite dAleg
Oepomeieg. Le OPIGUEVEG TEPIMTMOGELS, VITAPYEL AVAYKT) TEPUATIOUOD TNG Depameiag pe
Temozolomide Teva. Oa vrofdAilecte oe cLYVES EEETAGELS OLLLOTOC KOTA TN O1APKELD TNG
Oepameiag yio TNV TapaKoA0VONGoN TV averBounTmVv evepyel®v Tov Temozolomide Teva ota
KOTTOPA TOL OiHATOC GOC.

- Kkafng pmopel va €xete pkpd Kivouvo GAADY oALOYDV GTa KOTTOPO TOV OiLeTOG,
ovumeptAoUPavouévng TG Asvuyaipiog.

- €av €yxete vavrtia (aicOnupo adabeciog 6To oToUdyL 00C) KA/ EUETO 01 OTOlEg Eivarl TOAD
ovyvéc avemBounteg evépyeleg tov Temozolomide Teva (PA. mapdypago 4), 0 Y10Tpog oag
LTOPEL VO GOLG GLVTAYOYPAPTOEL £V PAPLOKO (Eva avTIELETIKO) Yo va Bonbcel 6TV
TPOANYN TOV EUETOV.

Edv eoeig mapovcialete ocuyvoic epétong Tpv N Katd tn didpkela g Oepaneiag, culnmote pe
TO Y1TPO OOG GYETIKG LLE TNV KOAVTEPT OTIYUN Yo TV AQyT Tov Temozolomide Teva péypig
0tov ot épetotl 1eBovv vrd Ereyyo. Edv petd  Anymn tng 06ong Kavete EUETO, UnNV TAPETE P
devtepn 66om TV 101 uépa.

- €4V gpeavioete TUPETO N CLUTTAOUATO, AOTUMENC, EMKOIVMOVNGTE APECHS LLE TO YLOTPO GOG.

- edv glote peyalvtepot omd v nAkio Tov 70 etdv, pmopel vo €l0Te TEPIGGOTEPO EMPPETELG OE
AOWMEELS, LOA®TEC 1} aloppayioL.

- €4V €xete NTOTIKA 1 VEQPIKG TTpoPAnpata, 1 06om oag tov Temozolomide Teva pumopei va
YPEWCTEL VAL TPOGUPLOCTEL.

Moo ko £pnpor
Mnyv bivete To @APLOKO 0VTO G€ TAdLd NAKING KAT® TV 3 TV eneidn dev Exel peletnOel. Yrdpyoovv
TEPLOPIGUEVES TANPOPOPies o€ aobeveic Nhikiog dve Tav 3 etdv mov Eyovv mapel Temozolomide Teva.

Alo gappoxa ko Temozolomide Teva
Evnpepmoete tov yiatpd 1 Tov oprokoTold cog 0V TaipveTe, ExeTe TPOGPATO TAPEL 1 LITopel va
Thpete GAAA PApLLOKa.

Kinon, 0nhaopdg kot yovipotnra

Edv eiote éykvog, vopilete 611 pmopei va giote £ykvog 1 oyeddleTe va amoktioete Toudi, (NTote ™
GLUPOVAT TOL YLOTPOV T} TOV PAPLLOKOTOLOD GG TPV TAPETE ALTO TO PAPLLOKO. AVTO 1oYVEL EMEN
dev mpénet vo, AapPaverte Oepaneia pe Temozolomide Teva kotd T d1dpKeLD TG EYKLULOGHVNG EKTOC
€av glvar capmg kabopiopuévo amd To Y1aTpod Gog.
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AmotedespoTikég HéBodoL avTIoVAANYNG TPETEL VO AapavovTol amd Tig yovaikeg acteveic mov
umopel va petvouv €ykveg katd t odpketa g Oepomeiog pe Temozolomide Teva kai yuo
TOVAdIGTOV 6 UNVEG UETE TNV oAokAnpwon Tng Depamneiog.

IIpénel va otapotdte To INloacuod evoowm AapPavete Oepaneio pe Temozolomide Teva.

Avopiki] yovipotyta

To Temozolomide Teva pumopel vo mpokaréoet podviun otelpdtnto. Ot dppeveg acbeveic O Tpémet va,
YAPNOLOTOLOVV OTOTEAEGLOATIKT AVTIGOAANYT] KOL VO, 11V TEKVOTTOUGOVV Y10l TOVAGYIOTOV 3 UNVEG LETA TOV
TEPHATIONO TNG Bepaneiag. Zoviotdtat 1 avaliTnon GV BOVANS Yl T GLVINPNON GIEPLOTOG TPV OO TN
Oepameio.

001yNoN Ko YEPIGUOS PN YOV RATOV

To Temozolomide Teva umopei va cog kavel va aioBavieite kovpaon 1 vevniia. Ztnyv nepintmon
avtr, unv odnyeite N yepileote epyoieio N unyavipato 1 ditpoya oxnuato Emg 6Tov deite TMG GOg
emnpealel avtod to eapuaxo (PA. mapdypago 4).

To Temozolomide Teva wepréyer Aaktoln
Av 0 Y1atpdg 6aG, 6ag EYEL EVNIEPDTEL OTL £XETE dvGOVEEID VIO OPIGUEVI GAKYOPO, ETMKOWVMOVIOTE LUE
TOV YLOTPO GOG TPV VO, TAPETE AVTO TO PUPUAKEVTIKO TPOTOV.

To Temozolomide Teva wepiéyel vatpro
To @dppoko owtd mepLEyel Aydtepo omd 1 mmol vatpiov (23 mg) avd Kayaklo, gival avtd mov
ovoudlovpe «erevBepo vatpiovy.

To Temozolomide Teva 20 Mg okinpd koyakio weptéyetl kitpivo Sunset FCF (sunset yellow
FCF) (E110)

To éxdoyo kitpvo Sunset FCF (sunset yellow FCF) (E110) mepiiappdvetor 610 KEADPOG TOVL
Kkayakiov Tov Temozolomide Teva 20 mg okAnpd koydKio Kot eVOEYETOL VO TPOKAAESEL OAAEPYIKEG
OVTIOPAGELC.

3. Ilog va wapete 0 Temozolomide Teva

[Tévtote va maipvete T0 PAPLOKO OVTO AVGTNPE GCOUPOVA LE TIG 0ONYIES TOV YATPOD 1) TOV POPLOKOTOLOD GOG.
Eav éxete appipolriec, pothote ToV Y1OTpO 1 TOV QUPUOKOTOLO GOG.

AocoAoyia ko dtdpkela Oepameiog

O ywtpog oag Ba vroroyicel T d6om oag Tov Temozolomide Teva. Avtd Bociletol 6T COUATIKN
cag dtdmAacn (Vyog kol copatiKo BApog) Kol oto dv £xete VITOTPOTIALOVTA OYKO KO EiYOTE KAVEL
ymueobepomneio 6To TAPEAOOV.

Mropei va cog yopnynovv diia eapuaie (OVTIELETIKA) VO TAPETE TPV KAUT UETE TN Ayn TOV
Temozolomide Teva yia TV TpOANY™N 1 TOV EAEYYO TNG VOLTIOG KO TOL EUETOV.

AobBeveic ue veodiayvawousvo moAduoppo yAoiofrdotwuo.:

Edv eiote veodiayvaoobeig acbevnic, n Oepaneia Oo AaPetl ydpa og 0o pdoelc:

- npata Oepameio pali pe axtvobepaneia (@don cvyyopnynong)

- axolovBobuevn amd Bepameio povo pe Temozolomide Teva (pdon povoOepameiag).

Koatd ) didpreta T pdong cuyyopnynong, o yatpdg cag Ba Eekvijoel to Temozolomide Teva ot
doon tv 75 mg/m? (cuvnOng do6on). Ou Taipvete autr TN 6001 KdOe pépa yia 42 nuépeg (mg

49 nuépeg) oe cvvdvacpo pe axktvodepaneio. H d6om tov Temozolomide Teva pmopei va kabvotepel
N Vo SIOKOTTTETAL, OVAAOYA LLE TIG TIUES TOV EEETACEMV OLATOC GOG KO LE TO TAG OVEYECTE TO

QappoKd coc KATA TN O1dpKELN TG PAGTC GLYXOPNYNOTG.
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Mo ohoxAnpmbel | axtivobepaneio, Oa doukdyete ) Oepaneio yio 4 efdondadec. Avtd Bo dmoet
070 COUO 60G pia gukaipio vo avaldPet.
Metd, Oa Eekvrioete ) @don ¢ povobepoaneiag.

Koatd ) didpxeta T pdong povobepameiog, 0601 Kal 0 TpOTOC oL Taipvete To Temozolomide
Teva Oa givar dtopopetikds. O yrotpog cog B vroloyicel v akpiPn cag d6or. Mropel va vdpEovv
péypt 6 mepiodot Oepameiog (koxdor). Kabe évog dapkei 28 nuépeg. Oa mapete T véa Gog dOoT HOVO
Tov Temozolomide Teva pio @opd TV NUEPA Y10, TIS 5 TPMTEC NUEPES («OOCOAOYIKES UEPEDY) TOV
KAOe KOKAov. H pym d6om Oa eivon 150 mg/m2. Metd O Exete 23 nuépeg ywpic Temozolomide Teva.
Avto abpoileton og KOKAO Oepameiog 28 nuepav.

Metd v 281 Hpépa, Ba Eexvioet o emdpevoc kokAog. Oa mtapete Eavd Temozolomide Teva pia
@opa TNV NEPA Yo 5 Nuépeg axorovBodeveg amd 23 nuépeg yopic Temozolomide Teva. H d6om tov
Temozolomide Teva pnopei va Tpocappuoletal, kabvotepel 1| SIUKOTTETOL AVAAOYO LE TIG TILEG TOV
e€etdoev alpatdg GOG Kot e TO TOG AVEYECTE TO PAPUOKO GOG KATA T dtdpkela KaOe KhKAov
Oepameiog.

AoBeveic us 0yxovg mov Exovy vToTPOTIATEL 1] YsIpoTEPEWEL (KokonOsc yAolwua, Omwe ToAduoppo
yAoiofAlactwuo i avordaotiko aoTporkdTwue) Tov Toipvovy uovo Temozolomide Teva:

"Evag korhog Oepanciog pe Temozolomide Teva diapkei 28 nuépec.
®a maipvete povo Temozolomide Teva o popd v NuUEPA Yo TIG 5 TPAOTES NUEPES. AVT 1
nuepnola d6on e€aptdrar amod To av £xete AaPel 1 Oy ynueobepameio TalodTEPOL.

Edv dev éxete AaPer mponyovpévmg ynueobepaneia, n tpmtn 660m cag tov Temozolomide Teva Oa
gtval 200 mg/m? pia eopd TRV NUEPA Y1a. TIC 5 TPpOTEG UEPEC. AV TTPONYOLUEVOC £xETE AAPEL
ynueobepoameio, N Tpd™ cog d6cn Tov Temozolomide Teva Oa eivar 150 mg/m? pia @opd v nuépa
Yo TG 5 TPATEG NUEPES,

Mertd, Oa €xete 23 nuépeg yopic Temozolomide Teva. Avtd afpoiletan o khkho Bepaneiog 28
NUEPGDV.

Metd v 281 Huépa, Ba Eexvnoet o emdpevog kKokhog. Oa AdPete Eavd Temozolomide Teva pia
@Opa TNV NUEPA Yo 5 NuEPES, akolovbBovueveg amod 23 nuépeg xwpic Temozolomide Teva.

[pwv and k&b véo kdKAO Bepameiog, Oa kdvete eEeTdoelc aipaTog Yo va gavel edv 1 6661 ToV
Temozolomide Teva ypeialetor va tpocapuocdei. Ztnpildpevog ota amoteréouato Tov e&etdoemv

G0G ailoToC, 0 YoTpdg GOG UTOPEL VO TPOCAPHOGEL T1 0OCT| GOG YL TOV ETOUEVO KVUKAO.

o va wapete to Temozolomide Teva

[Tapte tn cvvrayoypagpovpevn 86on cag tov Temozolomide Teva pia eopd v nuépa, KOTA
potiunon v i dpa Kabe pépa.

ITapte o Kaydxio e G010 GTOUMYL, Y10 TAPASELYLLO, TOVANYIOTOV Uit PO TPOTOV GYEOIAGETE VO
oate Tpowo. Katamieite To koydkio(o) oAOKANpo L Eva TOTHPL vEPO. MV avolyete, 6mdTe 1 HoodTe
Ta Kayakio. Edv éva kaydkio Kataotpael, amo@OyeTe TNV X0 TNG OKOVNG LLE TO SEPLLO, TO LATLO 1)
™ pot cog. Edv épBet tuyoio og emagn pe ta pdtio v tn potn cog, EEMAVVETE KOAG TNV TEPLOYN LE
vepo.

Bdioetl g cuvtayoypa@ovpevng 066mG, WITOpEL va, TPETEL VO, TAPETE TOPATAV® ad £vo Koyako, pLoll,
EVOEYOLEVMG LE OUPOPETIKEC TEPIEKTIKOTNTES (TEPIEXOUEVO TNG dPACTIKNG 0vGing, o€ mg). To ypdua
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KOl 1] OTJLLOVGT) TOV KOWaKiov eival StapopeTikd yio kibe meplekTikotnTa (PAENE TOV TOPUKAT®
TivaKa).

ITeplextikdTnra Xpoua/cnuoven
Temozolomide Teva 5 mg 300 pafdnoelg pe
oKANP& TPAGIVN LEAGVT) GTO
Koy oKL OO, KO EVIVTOUEVO
«T 5 mgy pe mpdom
UEAGVI GTO GOUO
Temozolomide Teva 20 mg 500 pafdnoelg pe
oKANpa TOPTOKOAL LLEAGVT] OTO
Koy oKl OO, KO EVIVTOUEVO
«T 20 mgy» pe moptokoi
UEAGVT) GTO GO,
Temozolomide Teva 100 mg dv0 papdmoelg pe pol
oKANpa HEAGVN GTO OO KOl
Koy akLol gvronopévo «T 100 mg»
e pol LeAdvN 61O GO
Temozolomide Teva 140 mg 000 puPdMdoELS LE UTAE
oKANpa UEAGVT) GTO TAOUO KO
Koy oKL evronopévo «T 140 mg»
Ue UIAE PEAGV OTO COLLL
Temozolomide Teva 180 mg 800 pafdmoelg pe epudpn
oKANpa UEAGVT) GTO TAOUO KO
Koy oKL evronopévo «T 180 mg»
pe epubpn perdvin 6To GO
Temozolomide Teva 250 mg 300 pafdaoelg pe podbpn
oKANpa UEAGVT) OTO TAOUO KO
Koy aKio gvtunopévo «T 250 mg»
U popn UEAGVN GTO GO0
®a mpénet va PeParmbeite 6T KoTahaPaivete TANP®S Kol OLUACTE TO TOPOKATO:
. mOGH KO AKLo ypeldaleTol vo Tapete Kabe docoloyikn nuépa. Zntnote amd 1o yiaTpd 1 T0
QOPUOKOTOLO GOG VO TO CNUEIDCEL (CUUTEPTAUUPOVOLEVOD KOl TOV YPDOTOC).
. TOLEC MUEPEG €ival 01 SOGOLOYIKEG GOG NUEPEC.

Enavegetalete T 8001 Le TO Y10Tpd 60g KAbe popd mov Eekvate éva vEo KOKAO, KOODC pmopel va,
glvat S1opOoPETIKT 0d TOV TEAEVTAIO KUKAO.

[Tavtote va naipvete to Temozolomide Teva avotnpd cop@va pe Tig 0dNYieg Tov YoTpov cag. Edv
€xete auePoAies, poTNOTE TOV YITPO 1| TOV QOPUOKOTTOLd cag. AdOn oTov TPOTO ANYNC Tov
QOPUAKOD UTOPEl Vo EXoVV coPapéG GUVETEIEG GTNV VYELN OO,

Eav wapete peyorvtepn 66o6n Temozolomide Teva amd Tnv Kavoviki
Edv and oedaipo mapete peyoaldtepo apduod kayoakiov Temozolomide Teva amd doeg cog cuothOnke,
EMKOWVOVNGTE LE TOV Y1ATPO, TOV QOPUAKOTOLO 1] TOV VOGOKOUO GOG OUEGMG.

Edv Eeydoete va wapete To Temozolomide Teva

[apte N d60M 0LTH TO TAYVTEPO dLVATOV EVTOC NG 1d10g NuUépag. Eav éxel mapédbet pia oAdcinpn
nuépa, svpPfovievdeite to yioTpd cag. Mnv mhpete ST 00T Yo VO OVATANPADGCETE T 6OCT| TOV
Eeybdioate, ekTOC €4V £TO1L oag KOO YN OEL 0 YLUTPOC GOC.

Edv &xete meptocdtePEG EPOTNGELS GYETIKA LLE TN PO CWTOV TOL POPUAKOV, POTNGTE TOV YLOTPO,
TOV QAPLOKOTOLO 1| TOV VOGOKOLO GOG.
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4, MBavég avemBOUNTES EVEPYELEG

Onwc 6Ma Ta paproKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVEMIOVOUNTEG EVEPYELES, AV
Kot 6gv TOPOVGIALoVTaL GE OAOVG TOVG AVOPMTOLC.

Enucowvoviote apéomg e 1o y1otpd 6og eqv £YeTe 0mo10dNToTe amd o akdOAovba:

- pia coPfopn adiepyikn (vrepevorctnoia) avtidpacn (kvidmon, cuppittovca avomvon 1 GAAN
OVOTTVEVGTIKT OLVCKOAL),

- aveEEAeyKTn oopparyia,

- emNTTIKEG Kploelg (OTaGHoVS),

- TVPETO,

- pim,

- 60Papd TOVOKEPUAO 0 0TTOL10G dEV VITOYWPEL.

H Oepancio e Temozolomide Teva pnopet va mpokarécel peiwon Tov apBpod opiouévev THTOV
KUTTAP®V TOV AilaTog. AvTo, UTOPEL VO GO TPOKAAEGEL ALENUEVT] ELPAVIOT) LOADTIGUOV 1
ooppayiag, avarpio (EAAenym epuBpoKLTTAP®V), TVPETO KOl LEIOUEVT] AVTIOTAOT EVAVTL TOV
roméewv. H peioon tov apifpod tev kuttdpov Tov aipartog eival cuvnimg pikpng dtdpkelas. Xe
OPLOLEVEC TEPIMTMOELS, LITOPEL VO, VoL TAPATETAUEVT] KOL UTOPEL VOL 001 YNOEL G€ Wit TOAD cofapn
popo1| avorpiog (amiaotikn avapia). O yatpdg cag 8o mapakolovdel To aipa Gog TAKTIKA 0GOV
aQeopd oTIC 0T01EGONTTOTE PETAPOAEG, Ko B 0moPaGicel v mopioTaTal VYK Y10 OTO0ONTOTE
€101kn Bepomeio. e oplopéveg TEPIMTOGELS, 1 000 Tov Temozolomide Teva Oa peiwdel 1§ ) Bepaneia
Ba drocomel.

AMec avemBountec evépyeiec mov £yovv avaoepfel mopatifevior TopokdTo:

IToA0 cvyvéc avemBOuNTES evépyereg (UmopeEl va exnpedoovy TEPLGGOTEPOVS 0té 1 6TOVG
10 avBpdmovg) civon:

- anmAeln 6peénge, dSuckoAia otV opidia, KePaAUAyio

- £ueTog, vavtia, 01dppoto, SuoKOIMAITNTO

- eEavonua, tpyydTTOoN

- KoVpaOoT

Yoyvég avemBopnteg evépyeies (umopel va exnpedosovy £mg 1 otovg 10 avlpaomovg) givar:

- AOUDEELS, AOUMEELS TOL GTOUATOG

- UELMUEVOG aPOUOG TV KLTTAP®Y TOL aipatog (ovdeteponevia, Aepponevia, Opoufomrevia)

- aAAEPYIKT avTiOpOoT

- aLENUEVO GAKYOPO ATULATOC

- EMNPEACUEVT UVAUN, KOTAOAIYT, GyY0g, cOyyLon, avikavotnTa vo, kounbeite 1 vo ueivete
KOLUIGUEVOL

- SlTapayHEVOG CUVTOVIOUOG KOl S10Tapoyt) 100PPOTIOG

- dvoKoAio, GLYKEVTPWOOTG, LETAPOAN TNG VONTIKNG KOTAGTOOTG 1) EX0YPOTVNONG, ANGULOGUVT|

- CéAn, dwtapayn aebnoemv, aicOnor LovddoHATOS, TPEUOVAO, U1 PLGLOAOYIKY| YELOT

- UEPIKN ATTMAELD OPACNS, U1 PLGLOAOYIKT OPOGCT), STAMTI, ETMOVVOL 0QOaALOT

- KOQ®ON, founTd Tov OTmV, ®TOAYi

- OpouPmon oTov TVELLOVO 1] GTO KATW® GKPO, VYNAT 0pTNPLOKN Tieon

- mvevpovia, dOomvol, Ppoyyitda, fyas, PAEYLOV TNG PVIKNG GOG KOIAOTNTOG

- GTOUAYKO 1| KOWMOKO GAYOC, oTOUayIKT dtotapayr/aicOnpa kahGov Tov 6ToUdYoV, SLGKOALN
TNV KoTdmoon

- Enpodepuia, kvnopudg

- poikn PAGEN, poikn advvapio, poika GAyn Kot Tovol

- enmduvn GpBpwaon, ocpuadyio

- GLYVI 0VPNGT, SVGKOALN LE T1 CLYKPATNOT TV OVPOV GOG

- TLPETOG, YPUTADON CLUTTOUATO, AAYOC, aicOnua adabecioc, kKpdmpa i ypinn
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- KATOKPATNOT VYPDOV, SIOYKOUEV KAT®O GKpa

- avénoeic nratikdv eviopwv

- ATMOAELN COUATIKOV Bapove, abénom cmpotikol Bapovg
- KéKmon and aktvoBoiio

Oy ovyvég avemBOuNTES eVvEPYELEg (Mmopel va emnpedoovy £ 1 atovg 100 avlpdmovg) sivar:

- AOUMDEELG TOV EYKEPAAOV (EPTNTIKN UNVIYYOEYKEPAAITION) CLUTEPIAAUPOVOUEVDV
OovaTneop®V TEPICTATIKOV

- AOWUDEELG TPOVDIOTOG

- vEEC N EMOVEVEPYOTOMUEVEG AOUMEELS OO KVTTAPOUEYOAOLO

- EMOVEVEPYOTONUEVEC AOUDEELS atd TOV 10 TG Nratitidoc B

- devtepoyevelg kapkivol copmeplopuPavoprévng g Asvyonpiog

- UELOUEVOS aptBOC TV KLTTAP®V TOV aiplaTog (TOVKLTTOPOTEVI, OVOLLLN, AEVKOTEVIX)

- gpLOpég KNAdeg KAT® o TO HEPLA

- dmotog S ng (cvurtdpata ToL TEPIAAUPAVOLY avénuévn ovpnon kat aicOnua diyag),
YOUNAG eminedo kodiov oTo aipa

- Sdwkvpdvoelg g cvvailctnpatikig dtbeong, yevdaicOnon

- HEPIKT] TapAALGT, LETAPOAN oTNV aicOnon g 6GPPNoNG Gug

- EKTTTOOT TNG OKOVOTIKNG 0&0TNTAC, AOTU®EN TOV HEGOV OTOG

- aicOnpa ToApdv (0tov a1eBdaveote TNV KapdLd oG va YTUTA), EEAWELS

- SOYK®GT GTOUAYOV, OVGKOAN EAEYYOV EVIEPIKDV KEVOCEMV, OLOPPOTIOES, EnpocTopio

- NratiTido Kot KAKOoT Tov ratog (cupmepthapfovoévng g Bavatneopag NmoTikg
OVETAPKELNG), YOAOGTACT), AVENIEVN YOoAepLOpPiv

- (QADKTOLVEG OTO COME 1] GTO GTOUO, ATOAETIOT) OEPLATOC, EEAVOT LA OEPUATOG, ETOIVVN
epLBPOTNTA TOL dEPPOTOC, GOPapd eEdvONa pe deppratikd oidnua (cupreptiapfavouévoy Tov
TOAQUDV TOV YEPIDV KL TOV TEAUATOV TOV TOOIDV)

- avénpévn evaictnoio 610 PG ToL AL, kKvidmon (e&avOnpata), avénpévn epidpmon,
HETAPOAY] GTO YPOLO TOV OEPUATOC

- duckoAia oty obpnon

- KOATIKT GiLLOpPayin, KOATIKOG EPpEDIGUOC, amovsia 1 EXMIVVY EUUNvog pOOT, LACTOdVVId,
6€£0VOAIKT aviKavOTNTO

- piyog, S10YK®OT TPOSHTOL, SUGYPOUATICUOG TNG YADGGOG, diya, dtoTapayn 000vVTog

- Enpoobaipio

Ava@opd avemBounTOV EVEPYELOV

Edv mapatnpnoete kdmolo avemBOUNT EVEPYELD EVILLEPADGTE TOV YLOTPO, TOV PUPLLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio KaOe Thavi avemBountn evEPYELO TOL OEV AVOPEPETOL GTO TOPOV
@OALO 00N YLDV YprionG. Mmopeite emiong vo avaeépete avemBounteg evépyeteg omevbeiog, LEGH TOV
€0ViIKoD cLGTNUATOC OVOPOPES TOV avaypdpeTar 6to [Hopdptua V. Méow g avapopdc
OVETIOOUNTOV EVEPYEIDV Umopeite va. fonBNceTe 6T GLALOYN TEPICTOTEPMV TANPOPOPLOYV CYETIKE
LE TNV ACPAAELD TOV TAPOVTOG PAPUAKOV.

5. Hog va puraccete To Temozolomide Teva
To @dppoako ovTd TPETEL VO, PUAACGETOL GE PLEPT) TTOL eV TO PAETOVY KOt dgv TO POAVOLY TO TOd1d,

KOTA TPOTiUNoN o€ éva KAEWmpéEVo viovddnt. H tuyaio kKatdmoon unopet va givatl Bavatnedpa yio ta
TodLd.
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Na pn yxpnolLonoteite 0vtd T0 PAPROKO UETE TV Nuepounvia ANENG TOV AVUPEPETAL GTNV
eMoNUAVON Kot 610 KouTi petd to EXP. H nuepounvia Aéng eivor n tedevtaio nuépa Tov pnivo mov
ovopEPETaL EKEL.

dvAidocete 6NV APYIKN CLOKEVAGIAL.
Mn puAdooete og Oegppokpacio peyoivtepn twv 30 °C
Awotnpeite T LA KOAG KAEIGUEVT] Y10 VO TPOCTATEVETOL OO TNV VYPUGIaL.

Evnuepdote 10 @opuakonold oag GV TOpTNPHOETE OTOONTOTE OAANYT) OTNV EUPAVICT) TOV
Koyaxkiov.

Mnyv metdte PappoKa 6To vepd TNG OmOYETEVONG 1 6T 6KOVTidW. Pothote Tov papuakorold cag yia
TO TG VoL TETAEETE TOL PAPLLOKA TTOV OgV Ypnoipomoteite mo. Avtd To pétpa o fonbncovv oty
TPOOTACiK TOL TEPPAALOVTOC,.

6. Iepreydpevo. TS GVOKEVOGING KOl AOTES TANPOPOPiES

T gpréyer To Temozolomide Teva

H dpaotikn ovsia givar tepololopidn.

Temozolomide Teva 5 mg oxAnpd kawdria: Kabes xoydakio nepiéyel 5 mg tepololopidng.
Temozolomide Teva 20 mg oxlnpd kawdxio: Kabe koydxio nepiéyet 20 mg tepololopidng.
Temozolomide Teva 100 mg oxiAnpa kayarxia: Kabe xaydxio nepiéyel 100 mg tepoloiopiong.
Temozolomide Teva 140 mg oxAnpa kowidxia: Kabe koydxkio mepiéyel 140 mg tepololopiong.
Temozolomide Teva 180 mg oxAnpd kayaxia: Kabe kaydxio nepiéyet 180 mg tepoloiouiong.
Temozolomide Teva 250 mg oxiAnpd kayaria: Kabe xaydxio nepiéyet 250 mg tepoloiopiong.

Ta dAAa cuotatikd glvat:

TEPLEYOUEVO KO aKiOL:

AakToln, KOALOEWDES AvLOPO 0EEIS10 TOV TVPITIO, VOTPLOVYO YAVKOAIKO ApuA0 TOHTTOV A, TPLYIKO 0&V,
oteatikd o&0 (PA. mopdypapo 2 «To Temozolomide Teva mepiéyet Aaktoln»).

KEAQOC Kawyakiov:

Temozolomide Teva 5 mg oxAnpd. kawdxio.: (courepilopufavouévon tov ueAaviod exTdTWoNS):
Cehativn, dro&eido tov titaviov (E171), koppea AdKkag, TpOTLAEVOYAVKOAT], AAKO apyIAiov
wdwoxkapuivng (E132), kitpivo o&eidio tov cdnpov (E172).

Temozolomide Teva 20 mg oxlnpd kowdkio. (GoUTEPILOUBAVOUEVOD TOD UEAOVIOD EKTOTWOTS):
Cehativn, dro&eidio tov titaviov (E171), koupeo AGKKAG, TPOTVAEVOYAVKOAN, AdKo apyiiov Kitpvo
Sunset FCF (sunset yellow FCF) (E110).

Temozolomide Teva 100 mg oxAnpa kawaxia: (cvumepiioufavouévov tov ueloviod ektOTwong):
Cehativn, dto&eidio tov titaviov (E171), epubpd o&eidio Tov odnpov (E172), koppeo Adkkag,
TPOTVAEVOYAVKOAN KO Kitptvo 0&gidio Tov odnpov (E172).

Temozolomide Teva 140 mg oxAnpa kawaxia: (cvumepiioufavouévov tov ueloviod ekTOTwong):
Cehativn, dro&eidlo tov titaviov (E171), koupea Adkkag, TpomuAevoyAuKOAn, Adka apyiiiov
wowokapuivng (E132).

Temozolomide Teva 180 mg oxAnpa koyaria: (coumeptlopflavouévoo tov HeAoviod ekTOTWONS):
Cehativn, dto&eidio tov Titaviov (E171), koupea Adkkag, TpomuAevoyAuKOAn, epuBpd 0&eidto Tov
ocwnpov (E 172).

Temozolomide Teva 250 mg oxAnpa koyaxia: (coumeptlopflavouévoo tov HeAoviod EKTOTWONS):
Cehativn, dto&eidio tov Titaviov (E171), koupea AdKkag, TpOTUAEVOYAVKOAN, Lodpo 0EEIDI0 TOV
owdnpov (E172), Ydpo&eidio tov appwmviov (E527).
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Epg@avion tov Temozolomide Teva kot wepieypeva 15 6VGKELAGIOS

To oxdnpd koydxia Temozolomide Teva twv 5 mg €xovv éva adopavég AEVKO GO KOl TOUO, e d00
POPODGELS Pe TPACTYT PLEAGVT] GTO TOWO Kot UE EVIVTOWUEVO «T 5 Mg» pe Tpdotvn HELAVT 6TO GO,
Kd&Be kaydxio éyetl pnkog 16 mm mepimov.

To ordnpd koydxia Temozolomide Teva twv 20 Mg €xovv £vol dd10QAVEC AEVKO GMLLOL KOl TTMLOL [LE
300 paPodoelg pe TOPTOKOAL LEAGVN 6T0 TON Kol e evTVTOUEVO «T 20 mgy e mopToKald peAdvn
oto copa. Kdabe xaydxio £xet pikog 18 mm wepinov.

To oxdnpd koayadxia Temozolomide Teva twv 100 mg £xovv Eva adlopavEG AEVKO GO0 KO TALOL LE
dvo papomoelg pe pol peldvn oto topa kot pe evivrouévo «T 100 mgy pe pol pehdvn oto oo,
KdBe xayaxio £yet pnkog 19,5 mm wepinov.

Ta oxAnpd. koyaxia Temozolomide Teva twv 140 mg £xovv £va ad10pOVEG AEVKO GO0 KOL T LLE
000 pafddoel; e PmAe pehdvn 6to Topo Kot pe eviumopévo «T 140 mg» pe umke peddvn 6To oo,
KdéBe xaydxio £yetl pnkog 22 mm mepimov.

Ta oxAnpd, kayaxia Temozolomide Teva twv 180 Mg £xovv £va ad10POVEG AEVKO GO0 KOL T LLE
000 pafddoelc e epufp1 pLeAdvn oto Topo Kot pe eviummpévo «T 180 mg» pe epubpn peidvn oto
ompoa. Kdabe koydiio &yel prog 22 mm mepimov.

Ta oxAnpd, kayaxia Temozolomide Teva twv 250 Mg €00V £vo, ad10QOVEG AEVKO GO0 KO TMLOL LE
dvo paPodoelg pe padpn perdvn oto topa Kot pe evivtopévo «T 250 mgy pe podprn peldvn oto
ompa. Kdébe koydiio &yel prkog 22 mm wepimov.

Ta oxinpd Koydkio dwatiBevior 6g TOPTOKUAOYPOLES YOAAVES PLAAEC. Ol omoieg mepiEyovy S5 1 20
KO OKLOL.

Mmropei va pnv KoKAOQOPOLV OAEG Ol CUGKEVAGIEC.

Kartoyog Adcrog Kvkhogopiag
TevaB.V.

Swensweg 5

2031GA Haarlem

OMavdia

Hopackevaotig
NerPharMa S.r.l.
Viale Pasteur, 10
20014 Nerviano (MI)
ItaAia

Haupt Pharma Amareg GmbH
Donaustaufer Strae 378
93055 Regensburg

I'eppovia

INo omoladnmote TANPOPOPIn. GYETIKA [LE TO TAPOV POPUAKELTIKO TPOTOV, TOPUKAAEISTE VO
oamevBuvleite 6TOV TOMIKO AVTITPOGMTO TOL KATOYOL TNG AOELNG KUKAOPOPING:

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Bouarapus Luxembourg/Luxemburg
Tepa ®apma EAJT Teva Pharma Belgium N.V./S.A./AG
Ten: +359 24899585 Belgique/Belgien
Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva GyoOgyszergyar Zrt.
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Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

Elhada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: + 385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS A.E.
EAAGSQ
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda.

Tel: +351 214767550

Romaéania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117
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To wapov ULAo 00N YOV yp1ioNS avaBewp1Onke Yo TELEVTAIN POPE GTIG
Addeg TNYES TANPOPOPLOV

Aemtopepeic TANpopopeig Yo 1o PappoKo avtd gival dabéoyeg oto dktvako TOTo Tov Evponaicon
Opyaviopot Qappaxmyv: http://www.ema.europa.eu
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