@vAro ooV (piong: IIAnpoeopics yra Tov ypriotn

Temozolomide Accord 5 mg oxkinpa Koy akia,

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

tepololopion

AW PaoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAOV YPTOIS TPV UPYIGETE VU TALPVETE AVTO TO
PapROKOo H10TL TEPLLAPPAVEL ONUOVTIKES TANPOPOPIES Y10 GOC.

Doragte avtd To EOALO 0N YDV Yprone. Towg ypelaotel va to dtofdoete Eava.

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

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

Edv xdmotla avemBountn evépyela, EVUEPDGTE TOV YIOTPO, TOV QOPLOKOTOLO 1 TOV VOGOKOLO
oG Avtd 1oydet kat yuo KaBe mBovi avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0OMy1DV ¥prionc. BAéne mapdypagpo 4

T Tepréyer 1o Tapév AL 0ONYLOV :

OUTAWN

1.

Tt etvan To Temozolomide Accord kot mota givat 1) xp1on Tov
T npémel va yvopilete npv mhpete o Temozolomide Accord
IMog vo mapete to Temozolomide Accord

[MBovég avemBdunteg evépyeteg

[Mog va puidooete To Temozolomide Accord

[epreydpeva g cvokevasiog Kot AOmEG TANpopopieg

T givan To Temozolomide Accord kot wova givar i yp1o1 TOL

H tepoloAopidn eivor évo avTiKopKivikod @OpROKo
Ta koydxia Temozolomide Accord Aappdvovtar yia ) Bepameio e101KOY LOPEOV KOPKIVOY TOL
EYKEPAAOL:

2.

EvnAikov pe pio veodloyvacuévn 101KN LOPPT GYKOL TOV EYKEQPAAOL (TOADLOPEPO
yvAowoPrdotoua). H tepoloropion apyucd ypnotponoteitol pali pe axtivodepomeio
(tawtdypovn eaon tng Bepansiag) Kot petd povn (povobepomevtikn @domn g Oepomeiog)
Hodidv nhkiog 3 etdv Kot Gve kot evnAikov acevov pe e101kég LopPEG OYKOL TOL
EYKEPAAOV (7). TOAOUOPPO YAOIOPAAGTOUN T} AVOTAOCTIKO AGTPOKVTMOUN) O 0TT010¢ £XEL
EMOVEUPAVIOTEL 1] OTIC TEPITTAOCELS OTOL 0 Kopkivog €xel eEamhmBel Emerta amd v
kabepopévn Bepaneia.

T npéner va yvopilete Tpwv vo wapete To Temozolomide Accord

Mnv mapete To Temozolomide Accord

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

0€ MEPIMTOGT TOL EYETE EUPAVIGEL AALEPYIKN AVTIOPAOT GE £va. AALO OVTIKAPKIVIKO QAPLOKO

7ov ovoudletal dakapPalivn. Zvuntdpota 1 oAAEPYIKEG avTIdpdoelc Teptiaufavouy

aicOnpa eayovpag, SVoTVol 1) GLPLYHOG, TPHELLO TOV TPOCOTOV, YEMMV,YADCGOS 1) ACLLOV.
1



- o€ TEPIMTOON OV EYETE PEIOUEVO QPO KVTTAP®V aipLaTog, OTMG TMV AEVKOKVTTAP®VY Kol
TOV AUOTETAAIWV. AVTA To KOTTOPO, TOL OHOTOC EIVOIL OTILOVTIKE Y10 TV OVTILETMOTION TNG
QAEYLOVIG KoL TNV KaTOAANAN TEN Tov aipatog O yatpdc cog Ba eréyéel To aipa oag yio vo
PeParmBel 611 Exete apKeTA OO AVTA TO KOTTOPA TPV EEKIVIOETE TN Bepameia..

Ipocidomomoeis ko TpoPLAGEELS

AmevBuvbeite otov yatpd, TOV QapHaKOTOLd 1 TOV VOGOKOHO 060G TPty Tapete To Temozolomide
Accord,

- 0€ MEPIMTOOT TTOL TPEMEL VO TOPAKOoAOVOEITTE GTEVA Yot TNV avAmTLEN pHiog coPfapnc LOpONG
eAeypoving 6to Bmpako mov Kokeitan vevpovia omd Pneumocystis jirovecii (PCP). Eav giote
veodlyveoouévog actevig (moAvpopeo yAotofrdctoua) uropei va Aaupdavete tepoloiopion
v 42 nuépec o€ GUVILOGUO LE akTvobepameia. Xe auTAV TNV TEPITTMOO, 0 Y TPOC Gog Oa
G0,G CLVTAYOYPAPTOEL EMIONG Eva PApLaKO Yo va 6og Bondnoet va amo@hyete avtd TOV TOTO
g mvevpoviag (PCP).

- av giyote Toté M pmopel va £xete TOpa pio Aoipwén and nratitdo B. Avto cvpPaivel eneidn
N tepoloAopidn Ba propovoe vo Tpokarécel emavevepyomoinon g nratitidog B, n onoio
umopei va givar Bavamedpa oe opiopéveg nepimtaoelg. O aobeveic Oa npémel va eAéyyovton
TPOCEKTIKG o TO YITPO TOVG Yol GNUELR AV TG TNG AOTH®ENG, TPV Ao TV Evapén g
Bepamneiog.

- 0€ MEPIMTO®ON TOL EYETE AVOLULiD, YOUUNAEG TILEG ALLATOAOYIK®VY TAPOUETP®V (OTMS
AELKOKVTTAP®V Kot AloneTaAloV) 1| TpofAnpate otny mEN Tov aitatog Tpty and Ty
évapén g Bepameiog N av To eppavicete Katd ™ didpkela g Bepaneiag. O yatpodg cog
Umopel va YpelooTEl Vo LELMGEL TN dOGT TOL PAPUAKOV Gag 1 va dlakoyeL T Bepameia cog i
umopei va ypelaotel va AaPete kamowa dAAN Bepameio. O yiatpdc oag Bo amopacicel av Oa
ypeotel va yivel kémola oAdayn otn Bepomeio Goc. Xe OPIGUEVEG TEPUTTMOGELS, UTOPEL VoL
vrapéet avaykn teppoticpov g Oepomeiog pe tnv tepololopion. Ga vrofaiiecte o
ToKTIKEG EEETAGELG QULLOTOC Y10, TV TAPOKOA0DONGT TNG KOTAGTACNG GOC. L€ TEPITTMOGN TOL
EUPAVICETE TVUPETO 1) CLUTTOUATA AOTUOENC, EMKOVOVIOTE AUECHOS LE TO Y1IATPO GO,

- o€ TEPIMTOOTN OV UToPEl vau €xete UIKPO Kivouvo Yo dALEG peTaforéC oTo KOTTOPO TOV
aipatog, copmepapavopévng tng Aevyaipiog.

- €av €yete vavtia 1| éueto o omoia eivat cuyvég avemBOuNTEG EvEpYEleg TG TEULOLOAOUIONC
(BAéme mapdypo@o 4). Xe nepintmon mwov EYETE GUYVA EUETO TPV 1 KATA TN O1APKELL TNG
Oepaneiog, potnote T0 YroTpd GO Yo papuaka mov o propovoay va cag fondncovy oty
TPOANYT TOV EUETOL 1) GTOV EAEYYO TOV EUETOV KOl GYETIKG UE TNV KOADTEPT GTIYUN YO TV
AfyM ¢ Tepoloropidng pexpig 0tov o uetog tebel vd Eleyyo. Edv uetd tn AMymn g d6ong
00G KAVETE EUETO, PNV TAPETE pia dgvTEPT OOGT TNV 1010 NUEPQL.

- €0V eKONADOETE TLPETO 1| GUUTTOUATO, AOTHUMOENC, EMIKOIVOVNOTE AUECWOS LLE TOV YIATPO COC.
- o€ mepintwon mov giote v TV 70 et@v. O nAikiopévol aobeveig eival meptocdTEPO
EMPPENEIC OTIG AOUDEELS, GTOV QVENUEVO CYNHATICUO LOADTMOV 1] 6TV AVENUEVT

aoppayio.

- 0€ MEPIMTOOT TOL TAGYETE O NTOTIKG 1 VEPPLIKE TpoPANpaTa, Kadmdg uropel va ypelaotel
Vo ovampocapootel n d6on g tepololopiong mov Aaufavere.

Hoowd xon £pnpor
Mnv divete T0 APHOKO QVTO o€ oA NAKING KAT® TV 3 £TMV emeldn dev Exel puehetndel. Yrapyovv

TEPLOPIGUEVEG TTANPOQPOPiES 6€ aobeveic NAkiag Ave Tav 3 eTdv mov £xovv Tapel Temozolomide
Accord.



Al @appoxa kot Temozolomide Accord

Evnuepaote tov yratpd 1 Tov poprokomold cag Qv TaipveTe, £(ETE TPOGOATO TAPEL 1} UTOPEL VAL
mhpeTe GALO PapUAKO.

Kinon, Onhaopoc ko yovipdtnta

Edv giote éykvog, vopilete 61 pmopel va giote £ykvog 1 oyedtdleTon va anoktinoete moudi, {nrnote
GLUPBOVAN TOL Y1ATPOV 1] TOV PUPLOKOTOLOV GAG TTPLY TAPETE AVTO TO PAPLLOKO. AVTO 10YDEL ETEON
dev mpémel va hopPavete Oepancio pe Temozolomide Accord kotd ) d1GpKeLd TNG EYKVUOGVVNG
€KTOG €0V gival cop®OG KOBOPIGUEVO 0o TO Y1OTPd GO,

Ot yvvaikes aoBeveic mov pmopovv va petvouv €ykveg mpénet va epaprolovy amoTEAEGUOTIKES
ueb030vg aVTIGLAANYN G KoTd T didpketa TG Oepanciog pe Temozolomide Accord kot yia
TOVAGYIGTOV 6 UMVEG UETE TNV ook pwon tng Bepameiag.

Agv npémet va. Onralete evd AapPdavete ) Oepaneia pe o Temozolomide Accord.

Avopukn] yovipétnta

To Temozolomide Accord umopei vo mpokalécet poviun otelpdtnto. Ot dppeveg acbeveic Oo mpémnet
VoL YPNCUOTOI0VV OTOTEAEGUATIKY] OVTIGUAANYT] KOL VO LIV TEKVOTOGOVV Y10, TOVAGYIGTOV 3 UNVES
HEeTd ToV TEpHATIoUO TG Oepameiog. Xvviotdton 1) aval)Tnon CLUBOVLATS YO T GUVTIPTCT CTEPUOTOG
wpwv and T Oepomeio.

ZntoTe TN GLUPOLAT TOV YLOTPOV GOG TPV TAPETE OTOLOONTOTE PAPLLAKO.

Oonynon ko yEPLGROS pNYavNRaTOV

H Aqym g tepoloropidng pmopei va cog kdvel va oioBavieite kovpaon 1 vvniia. Xtnv nepintmon
AV, unv oonyeite 1 yewpileote epyoreia | unyoviuoata 1 Sitpoyo oxnUaTe Emg 0TOL dEiTe TMG GOg
emnpedlet avto to eapuaxo (PA. Tapdypago 4).

To Temozolomide Accord mepiéyer Aaxtoln

Ta koydxia Tepiéyovv Aaxtoln (éva eidog caxydpov). Edv cag £yetl met o yotpog cag 0Tt ExeTe
dvoaveéio og KATOW GAKYOPA, ETIKOWVMOVIAOTE LE TO YIOTPO GOG TPV AAPETE 0VTO TO PAPLLOKO.

To Temozolomide Accord mgpiéyer vatpro
To pdppaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd koydkio, eivatl ovtd Tov
ovoudlovpe «eredBepo vatpiovy.

3. Mo va wapete To Temozolomide Accord

ITavtote va maipvete To PAPLOKO AVTO CVGTNPE COUPOVO LE TIG 0ONYIEG TOV YLOTPOD 1] TOV
QopuroKomolod cog. Eav éxete appifolies, pothote ToV Y10TPO 1 TOV QOPLOKOTOLO GOG.

[og va avoifete Tov pakeAicko
Avoi&te Tov pakericko SumAdvovTag kol oyilovTag KTl UKOG TNG YPOUUNG OITADUATOG e TNV
€YKOTN 0T YOVIol TOV aKeEMOKOL.

H tepoloiopion o mpémetl vo cuVTayoypapEiTol amd E101KOVE YIOTPOUS UE EUTEPIN GTOVS OYKOVS TOV
EYKEPALOV.



AocoAroyio ko dtdpkela Tne Oepameiog

O y10tpdcg oag Bo amopacicel T 6ot 00661 TG TERoLoAOUIONG oV evdeikvuTan Yio Goc, BACEL TNg
COUOTIKNG 060G O1amAaong (Dyog Kol COUaTIKO PApog) Kal Tov KT Toco £xete AaPet ynuetobepameio
610 apehBov. Mmopel va cag xopnynfodv dAla QaproKa Yo VO TAPETE TPV KAUT UETA TN ANy TG
tepoloAopiong yla v amouyn 1 Tov EAEYXO TOV EUETOV.

AdBete T cvvtayoypapovpevn d6on cag and to Temozolomide Accord pia eopd v nuépa. AdPete
) 600m ue doeto otopdyl. [a mapdderypo, Tovidyiotov pio dpa TPV GXEOAGETE VU PATE TPOIVO.
Kotameite 1o konydkio(a) oAdokAnpo(a) e Evo ToThpt vepo. Mnv avoiyete, Opvupartilete 1 pocdrte ta
Koy aKioL.

Edv éva koydxio ival KatesTpapUUEVO, AmOPOYETE TV EXAPT TNG OKOVNG LE TO dEPLLO, T LTI 1) TN
potN 60C. ATOQUYETE TNV EIGTVON TG OKOVNG. € TEPINTOOT OV KOTA AAO0G TAEL PAPUOKO GTO
pdrio 1 ot pot oag, EemAdvete Ty TEPLOYY| LE VEPO.

Eav hoppdavere To Temozolomide Accord o€ 6uvévaopd pe aktivodeponcio (veodroyvoouivor
ac0eveic):

Evd n aktivobepamneio cuveyiletar o yotpog cog Oa Eexvioet v tepoloAopion otn 666n Tov

75 mg/m? ka1 axpiPig nueprcta ddom mov Oa AdBete o eEaptnOel amd To VYOS KoL TO COUATIKO
oag Bapog. Oa Aafete avtn T d6om Kabe népa yro 42 nuépeg (émg 49 nuépeg) oe GLVIVAGUO [
axtvobepaneio. Mg Baomn Tig apatoAoyIKéES cog EEETAGELS KOt TO TOGO KOAG umopeite va aveydeite
v tepolorouidn, n yopnynon g 66ong uropei va kabvoeTtepNGEL 1] VO SIOKOTEL.

Mo ohordnpwBel 1 axtivoBepaneia, Oa Staxdyete ) Oepaneia yio 4 fdouddeg, yio va dobel 6to
COUO 6OG Hio evkopia vo emavELDEL.

21 ovvéyetn pmopel va vrdpEovy puéypt 6 kKoot Bepamneiag, kbbe Evag amd Tovg omoiovg dtapkei 28
nuépec. Oa AaPete ) véa cog dOoT TOV KOYaKi®V TS TeLoloAouidNg apyikd 6To ENinedo TV

150 mg/m? pia popd TV Nuépa yia TIg TPMOTES 5 Nuépeg («nuUéPES 0c0AGYNoNC») KGOE KOKAOD, Ot
omoieg Ba akorovOnBovv amd 23 nuépeg ywpig tepoloropion. Avtd abpoiletar o koKAo Bepaneiog 28
NUEPDV.

Metd v nuépa 28, Ba Eextvioet o endpevog KOKAOG, katd tn didpkeio Tov onoiov Ba AapPdverte Kot
AL ALTO TO PAPUAKO pio POPA TNV NUEPA Yo S NUEPES, Ot omoies Ba axolovOnBodv amd 23 nuépeg
yopic tepolorouion. Me Baomn Ti¢ TIHEC TV EEETAGEMY TOV OiUATOS GO KOl TO TOGO KOAN UTopEite va
aveybeite v tepololopion katd ™ didpkelo Kabe kdKhov Bepaneiog, 066N umopel va
enovopuduiortel, va kabvotepnoetl 1} va dlokomet.

Y nepintoon mov hapfavers to kayakia Temozolomide Accord mg povolBepamsio (yopic
aktvoOepaneia):

"Evag kdxhog Oepoameiog pe o Temozolomide Accord dwapkei 28 nuépec. Oa Adfete o Koydkio pia
GOPA TNV NUEPA Y10 TIC TPADTESG S5 MUEPES («NUEPEG BOGOLOYNGN ), O1 omoieg Ba akorlovOnBovdv amd 23
nuépeg xwpig tepoloropion, mov Ba npoctedoiv otov KOKAO Oepameiog Twv 28 nuepmv.

Metd v nuépa 28, Ba Eexvnoet 0 enduevoc KOKAOG, Katd tn d1dpKeLo, Tov omoiov Ba AauPdverte kot
AL ALTO TO PAPUAKO Hio POPA TNV MUEPA Yo S NUEPES, Ol omoies Ba axorlovOnBodv amd 23 nuépeg
yopic tepolorouion. Ipv amd kdbe véo kbxkho Oepaneiag, Oo vwofdideote oe e€eTdoelg aipaTog
TPOKEWEVOL VO, SlamioTmBel edv 1 d0om ¢ Tepoloropiong ypeldletal ovamTpoGopLOYT|.

X mepintwon mov dev €xete AaPet ynuetodepaneio oto TapeAbov, Ba AaPete TNV TPOTN dOON TNG
tepoloropidng cac oto eninedo Twv 200 My/m? pio @opd TV NP Y10, TIC TPAOTEG 5 NUEPES («nUEPEC
d0coAGYNONG»), o1 ooieg Ba axoAovONBovV amd 23 Nuépeg ympic TepoloAouion. Te mepinT®on 1OV
glyate MaPet ynuetobepaneio oto maperdov, Ba AaPete v TpdTn d60M TNG TEPOLOAOUIONG COG OTO



eninedo Tov 150 mg/m? pio @opd v nuépa Y10, TI¢ TPATEG 5 NUEPES («nuéPeC S0G0AOYNONGY), O
omoieg B akoAovBnBovV amd 23 nuépeg ywpig Tepoloropion.

AvaLoya [E TO OTOTEAEGLOTO TV EEETAGEMV TOVL OHUATOG GOG, O YIOTPOG GOG EVOEXETOL VO,
AVOTPOCAPUOGEL T 300N 60g Yo ToV endpevo KOKA0. Kébe popd mov Egkvate éva véo KOKAO
Bepaneiog, oryovpevteite nog Exete KataAdfel TANPOG TOcH Kaydakia ond Kabe meplektikdtnTa Oa
ypelotel va Aappdvete kabe pépa kot enl moécec NuéEpeg Oa Aapupdvete avt T do6oM.

‘OLor o1 acOeveic

To Temozolomide Accord dotifeton o€ KayaKLo SIOUPOPETIKMY TEPIEKTIKOTHTAOV (QaivovTol 6Ty
eEmtepkn etwcéta oe MQ). o KGO TEPLEKTIKOTNTA VITAPYEL SLAPOPETIKO XPDOLO TONOTOS. AvAioya
pe TN 8001 g TELOLOAOUIONG TOV GG GLVTAYOYPAPEL O YIOTPOG OO, UTOPEL VO TTPETEL VO, TTAPETE
TEPLOCOTEPA OO EVa KOWAKLO Y10, KABE NUEPA 0GOAOYNGNG TOL KOKAOL Bepameiag.

- Z1yovpevteite TmG EYETE KOTAVONGEL TAPOG TGO Koydkio amd kKdbe meplekTikdT T
yperaletar vo AdPete.

ZN™oTE amod TO YTPO 1 TO QOPLOKOTOLO GOG VO GOG GNUEIDCOVY TOV 0PlOId TV KoyoKimy
oo K0Be TEPLEKTIKOTNTA (GLUTEPIAAUPAVOUEVOL TOV YPAOUATOG) OV Yperdletal va AdPete
KéBe nuépa TG S0GOAGYNONG.

- Z1YOVPEVTEITE TMG EYETE KOTAVONGEL TANPWOC TOLEG UEPES EIVOL O NUEPES TNG OOGOAOYNGNC
oG,

- Z1yovpevteite Tmg Exete emaAnBedoeL T 00T GOG LE TOV EMOYYEANATIO VYEIOG TOL GOG
nepBddmer kdbe Popd mov EeKvATe Evo VEO KUKAO. Mepikég opég 1 SOGT 1} TO GUVOAO TOV
SLOPOPETIKAOV KOWYOKI®mV oV ¥pelaletal vo AAPeTe TPOKELTOL VO SOPEPEL A0 OVTO TOV
TEAEVTAIOV KUKAOVL.

- A T oTLypn) oL Ba TAPETE TO PAPHOKO GTO GTITL GOG KO LETA, OE TEPINTTOCT) TOV
aic0avieite pmepdepévog/n N Exete apPIBoAieg oXETIKG e TOV TPOTO ARYNG TG dOGNC GO,
{ntote emmAéov odnyiec mptv Eekvioete Tov KukAo Bepameiog. Ta AdOn oyetikd e Tov
TPOTO ANYNG AVTOV TOL PUPUAKOV UTOPEL VoL £Y0VV GoPapég EMMTOCELS 6TV VYETD.

Eav napete peyorldtepn d6on Temozolomide Accord améd Tnv KovoviKi

Edv xatd AdBog mapete peyadlvtepn TocoOTNTO 0d KOWYAKLO OO VTN TOL GOG CLOTHONKE,
EMKOWVOVNOTE LE TOV Y1OTPO, TOV POPUOUKOTOLO 1) TO VOGOKOLO GOG AUEGHG.

Eav Egyadoete va mapete To Temozolomide Accord

[Mépte T d001 OV TOPOAEIYATE TO TAYVTEPO dLVATOV EVTOC TNG 1d10c Nuépag. Eav éxel mapérbet pia
0AOKAN PN NUEPA, cupPovievbdeite 1o YioTpd coc. Mnv duthacidcete TNV emduUeVn 606 Yo vo
enovopOmaoete Yo pio 0661 oL EEYAGOTE EKTOC €AV GAG TO VTTOJEIEEL O Y1OTPOG GOC.

Edv éxete meplocOTEpPEG EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOV TOV QUPLAKOV, POTIOTE TOV Y1ATPO,
TOV POPLLOKOTOLO 1| TO VOGOKOUO GOGC.

4. IMBavéig avemOOpNTES EVEPYELEG

Onwg dha Ta eappoKa, £TGL KOl aVTO TO QAPUOKO LTOPEL Vo TPoKAAEGEL aveTIOOUNTEC EVEPYELEC, AV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AvVEPOTOLG,.

Ot acBeveic mov Aappdvovv tepoloropidn og cuvdvaoud e aktvodepameio Lmopel va eppavicovy
SopopeTIKEG avemBOUNTES EVEPYELEG A0 OVTEG TTOL eRpavifovtal o€ acBeveig Tov Aappdvouv
povoBepomeio pe tepoloAopion.

Emikoveoviote apuéomg e To Yotpo 6og £V ELQOVICETE OTIONTOTE A0 TO, TOPOKATO:
- coPopov Babuov aiiepyikn (vtepevaictnaia) avtidpaon (kvidworn, cuptyud 1 GAAN
OVOTTVELOTIKT SLOKOMQ),



- un eAeyYOUEVT arpopayyia,

- EMINTTIKESG KPIoELS (OTOGLOVG),

- TPETO,

- piyn,

- coPoapov Pabuov movokEParo o omoiog dev vToyWPEL.

H Oepancio pe tepoloropidn uropei va Tpokorécel Peimon Tov aplfpod OpIGUEVEOV TOTOV KVTTAP®V
TOV OUOTOC. AVTO UTOPEL VO GOIG TPOKAAEGEL ALENLLEVT] ELPAVIOT) LOADTOV 1) cpoppayiog, avorpio
(EMetym TtV pLOPOKLTTAP®YV), TVPETO KaUN pelUéVT avtiotaon évavtl tov Aowdéewv. H peioon
ToV aplfpov TV KLTTAP®V TOL aipatog gival cuviBe Tapodiky, AAAG GE OPIGUEVEG TTEPITTMGELS
umopel va glval TapaTeTOUEVN Kot UTOPEL VoL 00N YNOEL € pia TOAD cofapn LopPn avolpiog
(amhaotikn avopio). O yiorpog cag Oa mapakorovbel To aipo GO TOKTIKA Y10 OTOIEGONTOTE
petaforég Kot Bo amoeacicel edv TopioTATOL AVAYKN Y10 0TO0dNToTE E101KN Oepancio. e oplopéveg
TEPMTOGELG, 1 800 TNG TEpoLoropiong mov Aapupavete Oa peiwbei  n Beponeio Oa Srakomet.

Aleg avemBOunTeg evépyeleg mov £xovv avapepOel TapatiBevrol Topakdto:
IIoAd ovyvég avemOupnTES Evépyereg (nmopei va emnpedoovy nepiocdtepo amd 1 ota 10 dropa):

- ammAieln Opeéng, SucKoAia 6TV OpAla, KEQUAUAYIO
- éuetog, vavtia, dippota, SVGKOIMOTNTA
- eEavinpua, TpyydTTOoN

- KOvpOoN
Yoyvég avemBOunteg evépyeres (umopei va exnpedoovy £0g 1 ota 10 dropa):

AOWMEELG, AOUMEEIS TOV GTOUATOG, AOUMEEIS TPUOHOTOG

LEL®UEVOG apBOg TV KLTTAP®V ToL aipatog (ovdeteponevia, Aepponevia, Opopfomrevio)
aAAEPYIKN avTiOpOom

AVENUEVO GAKYOPO OiLATOG

EMNPEACUEVT LVTUN, KOTAOAWYT, dyy0G, GOYXLOT, aVIKavOTNTa Vo Kounbeite 1 va peivete
KOLUIoUEVOL

SLTOPAYEVOG GUVTOVIGUOC Ko SLOTaPay 100PPOTTOC

SVOKOAID, GUYKEVTPWOOTNG, LETAPOAT TNG VONTIKNG KOTAGTUONG ] EXAYPOTVIONG, ACUOGUVT|
CaAn, dwtapayn acbfoewv, aichnon LovdIEGHOTOC, TPELOVAO, U1 PVGIOAOYIKT YEVOT|
UEPTKN OTTMAELD OPACTG, LT PLGLOAOYIKY Opac, dimhmTia, Enpoi 1 exddvuvol oeOaApoi
KOQ®o, fountd TOV OTOV, OTUAYiN

Opoupwon cTov TvedUOVE 1 GTA KATM GKPQ, VYNATY apTNPLOKT Tieon

vevpovia, dOeTvoL, Bpoyyitda, Pyas, PAEYLOV TG PVIKNG GOC KOIAOTNTOG

GTOMAYIKO 1 KOWAMOKO GAYOC, GTOUayIKT dlotapay/aicOnua kadhGov Tov GToUdY0V, SLGKOAILN
GTNV KOTAmoon

Enpodeppio, kvnopodg

poikn PAAPT, poikn advvapio, poikd dAyn kot Tévol

enmovvn pBpwaon, ocpuaiyia

GLYVN 00PNGT], SVOKOAIN LLE TN CLYKPATNOT TOV OVPOV GOG

TLPETOG, YPITNDON CUURTAOUATA, AAYOC, aicOnua adabecioc, kphmua i ypinn
KATOKPATNOT VYPOV, SOYKOUEVE KAT® GKPO.

aVENOELG NITATIKOV VD@V

ATOAELN COUATIKOV Bapove, abENon copaticod Bapovg

Kéxmon ard axtvoPoiio

Oy ovyvég avemBounTeg evépyeleg (nmwopei va exnpedoovy £0¢ 1 oto 100 dropa):
- AOWMEELG TOL EYKEPAAOV (EPTNTIKN UNVIYYOEYKEPUAITION) CLUUTEPILOUPAVOUEVDV
BovoneopmV TEPIGTATIKMV
- VEEC N EMOAVEVEPYOTOIMUEVEG AOIUMEELS OO KVTTAPOUEYAAOTH
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- EMOVEVEPYOTOINUEVEG AOUDEELS amd ToV 10 NG nratitidoc B

- devTEPOYEVELG KapKivol GuumeptAapBavoprévng g Asvyonpiog

- UELMUEVOG aPOUOG TOV KVTTAP®V TOL OiATOG (TUVKLTTOPOTEVI, avVoLpic, AguKomevia)

- £pLOPEC KNALOEG KAT® 0d TO dEPUAL

- drotog SwapnTng (cvumtdpata wov TepAauPdvovy avénuévn obpnon Kot aicOnua diyag),
YOUNAG emineda kaiiov 6To oo

- dakvudveelg g cvvalsOnpotiknig dtideong, yevdaicOnon

- peptkn mapdivon, petafoin oty aictnon g 6cepnong Gog

- £KTTOON NG 0KOLOTIKNG 0E0TNTaS, AOIH®EN TOV PEGOV OTOG

- aicOnpa ToApoV (0Tov aebdaveote TNV KapOLd GG VA YTUTA), EEAWELS

- SOYK®GN GTOUAYOV, SUGKOAIN EAEYYOVL EVIEPIKAOV KEVOGEWDVY, ALOPPOides, EnpocTtopio

- Nratitido Kot KAK®omn tov Nratog (cupmephapfavopévng g Bovatneopos NToTIKng
AVETAPKELOG), YOLOGTAOT), ALENUEV YOoAEPLOPIVN

- QADKTOIVEG GTO GO0 1] GTO GTOU, OTOAETICT OEPUATOG, EEAVONIA SEPHOTOC, EMDIVVT
gpLBpdTNTA TOL HEppaTOC, coPapd eEavOnua pe depuratikd oidnua (copmeplapPavorévey Tov
TOAQUDV TOV YEPIDV KOl TOV TEAUATOV TV TOSLDV)

- avénuévn evaistneio oto Ew¢ ToL AL, kKvidmaon (eavOnuata), avénuévn epidopmaon,
LETAPOAT GTO YPOUO TOV OEPLATOC

- dvokoAio otV ovpnoN

- KOATIIKT] opopparyiol, KOATIKOG £peOIGOG, amovaia 1} endduvr EUUNVog pooT|, LacTodLVia,
6€E0VOAIKT AVIKOVOTITA

- piyog, S1OYK®OOT TPOSHTOL, SVGYPOUATIGHOS TG YADGGOC, diya, dtotapayn 000vTog

Ava@opd avemOOunTOV gVvEPYELAV

Edv mapotnprioete Kamowo avemBOUNTN EVEPYELL, EVILEPADOTE TOV YIATPO, TOV POPLAKOTOL 1) TOV
VOGOKONO 6aG. AVTO 1oyVveL Yo kébe mbavr avemBountn evépyela mov dev avapEPETAL 6TO TAPHY
@OALO 0OMY1DV ¥prione. Mmopeite eniong va avaeépete avembounteg evépyeieg ancvbeiog Mmopeite
emiong va avoeépeTte avemBounTeg evépyeleg amevbeiog, LEom

EArGoa

EOvikdc Opyaviopuog Gapudkmv
Meocoyeimv 284

GR-15562 XoAlapyog, ABnva
TnA: +302132040380/337

Dog: +302106549585
Iotétomog: http://www.eof.gr

Kvmpog

Dappoxevtikég Ynnpeoieg

Ymovpyeio Yyelog

CY-1475 Asvkocio

Tn: +35722608607

Dog: +35722608669

Iotétomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOuNToOV evepyel®v pmopeite va fondncete 6t GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV OCPAAELD, TOV TOPOVTOG QPOPLAKOV.

5. Iog va guraccete To Temozolomide Accord

To @appako ovtd TPETEL VO QUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kol OV TO POAVOLY Ta, TOLOLd,
Katd Tpotipmon o éva kKAebwpévo viovAdnt. H tuyaio kKatdmoon pmopei va givan Bavatnedpa yio ta
TodLd.

Na pn ¥pnoIHonToLEiTe aVTO TO PAPHAKO HETA TNV NUEPOUNVIA AENG TTOL OVOPEPETOL TNV
emoNpaven Kot 6To kKouti. H nuepounvia Anéng eivar 1 tedevtoio nuéPO TOL UIVO TOL OVAPEPETOL.


http://www.eof.gr/
http://www.moh.gov.cy/phs

D1aAn

Mn pvldocete o€ Beppokpacia peyarvtepn twv 25°C.

Yvokevacio eraAng: Gvidooete 6TV APYIKT ELAAN. ATNPEITE TN PLOAT KOAL KAEIGUEVT Yo VO
TPOGTATEVETAL OO TNV VYPOCIL.

Doakehickog
Mn gpuAdooete og Beppokpacio peyoarvtepn tov 25°C.
DuAdooete GTNV APYIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TV VYPAGIaL.

Evnuepoote T0 popUoKOTOld oG AV TOPTIPTGETE OTOLUONTOTE GAANYT) GTNV EUPAVICT] TOV
KOy oKiov.

Mnv metdite @ApULOKO GTO VEPD TNG ATOYETELGONG N OTA OIKINKA amoppippata. Potote tov
(QOPUOKOTOLO GOG Y10l TO TMG VO TETAEETE TO, PAPLOKO TTOV OEV XPTCLOTOIEITE M. AVTA ToL LETPA Oa
BonBnocovv oty tpoctacia Tov TeptPaiiovtog.

6. Iepreyépeva TG cGVOKEVAGIAG KO AOUTEG TANPOPOPiES
T gpréyel to Temozolomide Accord

H dpaoctikn ovoia gival 1) tepoloAiopion.

Temozolomide Accord 5 mg hard capsules: Kabe koydkio mepiéyet 5 mg tepoloropiong.
Temozolomide Accord 20 mg hard capsules: Kéfe koydxio mepiéyet 20 mg tepoloiopiong.
Temozolomide Accord 100 mg hard capsules: Kafe koydkio nepiéyet 100 mg tepololopidng.
Temozolomide Accord 140 mg hard capsules: Kafe koydkio nepiéyet 140 mg tepololopidng.
Temozolomide Accord 180 mg hard capsules: Kabe kaydxio mepiéyet 180 mg tepoloropiong.
Temozolomide Accord 250 mg hard capsules: Kabe kaydxio mepiéyet 250 mg tepoloropiong.

Ta dAlo cvotatikd givat:

TEPLEYOUEVO KOWaKioL:

Gvudpn Aaktoln, KOALOEWSES Avudpo 8101010 ToL TTVpLTion, ApVAO KapPoSvpebviiopévo vatplovyo
Tomov A, Tpuykd o0&, oteaTikd 0&D.

KEALQOG KW OKIOL:

Temozolomide Accord 5 mg hard capsules: (ehativn, Titaviov d10&gidio (E171), o16Mpov 0&eidio
kitpwo (E172), wdwokappivio (E132), vepo.

Temozolomide Accord 20 mg hard capsules: Celativn, titaviov dro&eidio (E171), odnpov o&eidio
kitpwvo (E172), vepo.

Temozolomide Accord 100 mg hard capsules: (elativn, titaviov dro&eidio (E171), cidnpov oeidio
kokkwo (E172), vepo.

Temozolomide Accord 140 mg hard capsules: (elativn, Titaviov d10&gidio (E171), wdikokapuivio
(E132), vepd.

Temozolomide Accord 180 mg hard capsules: {elotivn, Titaviov d10&gidio (E171), oidnpov o&eidio
Kitpwvo (E172), o1dnpov o&eidio koxkwvo (E172), vepo.

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

UELOVL EKTOTMONG:

KOupEeD AAKKOG, TPOTLAEVOYAVKOAT, 6181pov 0&eidio pérav (E172) ko kaAiov véposeidio.

Epgavien tov Temozolomide Accord kon epLeOpeEvo TG GVOKEVAGING

Ta oxkinpd koydxia Temozolomide Accord tov 5 mg éxovv Aevkd cdpa, TPAGIVO TOWO KoL GEPOVY
évromn emypoen «TMZy» 6to tdpa & «5» 6TO GO [E LOVPO HEAAVL.

Ta oxkinpd koydxio Temozolomide Accord tov 20 mg £xovv Agvkd codu, KITPIVO TOUN KOl GEPOVY
évtonn emypaen «TMZ» 610 tdpa & «20%» 6TO GOUO e LOOPO LEAGVL.

Ta oxinpd koydxio Temozolomide Accord tov 100 mg éyovv Agvkd odua, pol IO Kot PEPOLY
8



évtonn emtypaen «TMZ» oto topa & «100» 610 cOp e podpo peldv.

Ta oxinpd koydxio Temozolomide Accord tov 140 mg éyovv Aeukd O, UTAE TOUL KoL PEPOVY
évrom emypoen «TMZy» oto nopa & «140» 610 GO PE LOVPO LEAGVL.

Ta oxAnpd koydkie Temozolomide Accord tov 180 mg éxovv AeVKO GO, KOGTUVOKOKKIVO TMLLOL
Kol @épovv Evtunn entypapn «TMZ» 610 topa & «180» 6T0 cOpe pe padpo LEAGVL.

Ta oxAnpd koydkie Temozolomide Accord tov 250 mg £xovv AEVKO GOUA, AEVKO T KOl PEPOVY
évrom emypoen «TMZy» oto nopa & «250» 610 GO PE LOVPO LEAGVL.

Ta oxAnpd Koydkia yopryohvtal 6€ KEXPIUTAPOYPOLES YOAALVES PLAAES Ol omoieg Tepiéyovv 5 1 20
[ATINTR
Kabe kovti mepiéyet 1 graridio.

Ta oxdnpd Koydkia yoprnyobvtal 6€ PaKeAicKo Tov tepléyel 1 Konydklo.
Kd&0e xovti mepiéyet 5 i 20 pakeAickovg.

Mmropei va, un KuKAOQOPOUV OAEG 01 GUGKEVAGIES.
Karoyoc Aderog Kvkhogopiog ko Ilapackevastiig
Karoyog Aderog Kvkhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

Iopoockevaotig
Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvio

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytm
OALavoio

To mapdv pOAro 0dNYLAV yp1ons avadewpnOnke Yo Televtaio popd oTig 3/2022
Addeg TNYEG TANPOPOPLAOV

Aemntopepeic mAnpoeopieg yia to eappako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evporaikon
Opyoviopod ®oappdkmv (EMA) http://www.ema.europa.eu/.



