@vAro ooV (piong: IIAnpoeopics yro Tov yprjot

Temozolomide Accord 5 mg cxkinpa kKoydkio

Temozolomide Accord 20mg oxAnpa koydaxio
Temozolomide Accord 100mg cxinpa kKoyaxKio
Temozolomide Accord 140mg cxkinpa kKoyaxio
Temozolomide Accord 180mg cxinpd kayakio
Temozolomide Accord 250mg ckinpa Koyaxio

tepololouion

AP aoTE TPOGEKTIKG 0ALOKANPO TO GVALO 0ONYLOV YP1ONGS TPOTOV UPYICETE VO TAIPVETE AVTO TO
PapnoKo 0T TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 UG,

DoArdEte ovTd TO PUALO 0dNYIDY XpRomG. Towe ypelaotel va to dafdoete Eavd.

Edv éyete mepartépm amopieg, pmTNOTE TOV Y1ATPO, TOV PAPUAKOTOLO GOG 1] TOV VOGOKOLO.

H cvvtayn yio avtd 10 @appaKo xopnyndnkKe amokAloTIKG yio 060G, AgV TPETEL VO ODGETE TO
@AapurOKo 6€ AAAOVG. Mmopel va Tovg Tpokaréoel PAGPN, akOo Kot OTAY To GTIUELR TNG
acBévelog Tovg givor 101 pe ta S1Kd cag.

Edv kdmota avemBountn evépyeta, EVIUEPDOGTE TOV YIATPO, TOV PUPHOKOTOLO 1] TOV VOGOKOHO
60G. AT 1oyYveL Kat Y10, kKGO Thovi avemBOUNTN EVEPYELX TTOV OEV OVAPEPETOL GTO TAPOV
@O0 odNyudV yprong. BAéne mapdypapo 4

T Tepréyel To Tapov VAL 00NYLAOV :

NN BN

1.

T eivan to Temozolomide Accord kot oo glvat 1) xprom Tov

T mpénet va yvopilete Tpotov mhpete To Temozolomide Accord
Iag va tapete To Temozolomide Accord

[MBavég avemBOUNTES EVEPYELEG

[ég va puidoocetot o Temozolomide Accord

[Mepieyduevo ¢ cvokevaciog Kot Aoutég TANpoPopieg

T eivan To Temozolomide Accord kot wola givar ) xpiion 100

H tepoloAopidn eivor éva avTiKapKivikd @ApUOKO
Ta kaydxia Temozolomide Accord AauPavovtal yio ) Oepomeio e0IKOV LOPODOV KOPKIV®VY TOV
EYKEPAAOL:

2.

EvnAikov pe pio veodioyvacuévn 101KN LOPPT OYKOL TOV EYKEQAAOL (TOAVUOPPO
vAowoPrdctoua). H tepolorouion apyikd ypnoionoteital poli pe axtvodepomeio
(towtdypovn edon g Bepaneiog) kot petd povn (povobepamevtikn edon g Oepaneiog)
Hodidv nhkiog 3 etdv Kot Gve kot evAiKov acevov pe e101kEG LoPPES OYKOV TOL
EYKEPAAOV (7). TOAOUOPPO YAOIOPAAGTOUN T} AVOTAUCTIKO GGTPOKVTMN) O 07T010G EXEL
EMOVEUPAVIOTEL 1] OTIC TEPITTAOCELS OTOV 0 Kopkivog €xel eamhmBel Emerta amd v
kabepopévn Bepaneia.

Tvnpéner va yvopilete Tprv va wapere To Temozolomide Accord

Mnyv napete o Temozolomide Accord

o€ mepintwon aAlepyiog (vrepevarstneiog) oty tepololouion 1 o€ omolodNmoTe AALO OO TO!

GLOTATIKA 0VTOV TOV Papudkov (topatifevral oty Tapdypaeo 6).

0€ MEPIMTMOTN TTOL EYETE EUPAVIGEL AALEPYIKT] OVTIOPAOT GE EVOL GALO AVTIKOPKIVIKO QAPLOKO

7ov ovoudletal daxapPalivn. Zvuntdpota 1 oAAEPYIKEG avTIdpdoelc Teptiapufavouy

aiocOnua eayobpag, S0GTVOLN 1| GLPTYLOS, TPNELLO TOV TPOCOTOV, YEMMV,YADCGOS 1) AULLOV.
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- 0€ MEPIMTOOT TOL EYETE UEIOUEVO 0P1OUO KVTTAP®V ALLOTOC, OTMG TV AELKOKLTTAP®V KOl
TOV OUOTETAAIWV. AVTA To KOTTOPA TOV AIHOTOG EIVOAL OTLLOVTIKE Y10l TV OVTILETATION TNG
QAEYHOVIG KoL TNV KaTOAANAN TEN Tov aipatog O yatpdc cog Ba eréyéet To aipa oag yio vo
PeParmBel 611 Exete apkeTd amd aVTA TO KOTTAPO TPV EEKIVIOETE TN Bepameia..

Ipogidomomoeis kot Tpo@LAGEELS

Amevfuvbeite 6TOV YI0TPO, TOV POPLOKOTOLO 1| TOV VOCOKOUO GOG TPoToD Tapete To Temozolomide
Accord,

- 0€ MEPIMTOOT TTOL TPEMEL VO TOPpakoAoVOEiTTE GTEVA Yot TNV avAmTLEN pHiag cofapnc LopONG
QAeYLOVTG 6TO BdpaKa Tov KaAgitan mvevpovia and Preumocystis jirovecii (PCP). Edv eiote
veodlyveoouévog actevig (ToAvpopeo yAotofAdctoua) uropei va Aaupdavete tepoloiopion
v 42 nuépec o€ GUVOLOGUO LE akTvobeparmeia. Xe aTIV TNV TEPITTMOO, 0 YA TPOC Gog Oa
G0G CLVTAYOYPAPTOEL EMIONG Eva PApLaKo Yo va Gog Bondnoet va amo@hyete avtd TOV TOTO
g mvevpoviag (PCP).

- av giyote moté N umopel va €xete T@P po Aoinwén omd nrotitido B. Avto copfaiver eneidn
N tepoloAopidn Ba pmopovoe vo, TPOKAAESEL ETAVEVEPYOTOINGT TG Natitidoc B, n omoia
propel va etvan Bavatnedpa oe opiopéves mepintdoels. O aobeveic Ba mpémel va eréyyovran
TPOCEKTIKA 0 TO Y1oTpO TOVG Yo opeiol aLTNG TG AoIH®ENG, TPV amd TV Evapén g
Oepomeiog.

- o€ MEPIMTOOT TOL EYETE AV, YOUUNAES TIEG ALLATOAOYIK®OV TAPOUETP®V (OTWS
AELKOKVTTAP®V Kot alploneTaAiny) | tpofAnpate oty mén Tov aipatog Tpty and v
évapén g Bepameiog N av To epupavicete Katd ™ didpkela g Bepaneiag. O yatpodg cag
Umopel va YpelaoTEl Vo LELMGEL TN dOGT TOL PapUAKoV Gag 1 va dlakoyel T Bepameia cog i
umopei va ypelaotel va AaPete kamowa dAAN Oepameio. O yiatpdc oag Oo amopacicel av Oa
ypeotel va yivel kémola oAdayn otn Oepomeio Goc. Xe OPIGUEVEG TEPUTTMOGELS, UTOPEL VoL
vrapéet avaykn teppaticpov g Oepomeiog pe tnv tepololopion. Ga vrofaiiecte o
ToKTIKEG €EETAGELG QULLOTOC Y10, TV TAPOKOA0HONGT TG KOTAGTACNG GOC. L€ TEPITTMOGN TOL
EUPAVICETE TVUPETO 1) CLUTTOUATA AOTUMOENC, EMKOVOVIOTE AUECHOS LLE TO YIATPO GO,

- o€ MEPIMTOOT oL UToPEl va €xete PIKPO Kivouvo yuo dAleg peTtaolég oTo KOTTOPO TOV
OlPLOTOG, GCUUTEPTAAUPOVOLEVIG TG AEVYOLULOG.

- €av €yete vavtia N £ueto o omoia eivat ouyvég avemBvunTeg evépyeleg TG TEU0LOAOUIONC
(BAéme mapdypo@o 4). Xe nepintmon mov EYETE GUYVA EUETO TPV 1 KATA TN O1APKELL TNG
Bepaneiog, poTNOTE TO YLOTPO GOG Yo PApLaKe oL Bo propovoay va oag fondncovy oty
TPOANYT TOV EUETOV 1) GTOV EAEYYO TOV EUETOV KOl GYETIKG LLE TNV KOADTEPT GTIYUN YO TV
AYM ¢ Tepoloropidng uéxpig 6Tov o £uetog tebel vid Eleyyo. Edv petd tn Aqymn g d6omg
00G KAVETE ELETO, PNV TAPETE pia dgvTEPT 0OGM TNV 1010 NUEPAL.

- €0V eKONADOETE TLPETO | CUUTTOUATO, AOTHUMOENC, EMKOIVOVNOTE AUECWOS LLE TOV YIATPO GOC.

- o€ mepintwon mov giote v TV 70 etdv. Ot nhkiwpévol acbeveic elvar mepiocdtepo
EMPPENEIC OTIC AOUDEELS, GTOV AVENUEVO CYNUATIGULO LOADTOV 7| 6TV avEnuévn
oopparyicL.

- 0€ MEPIMTOOT TOL TAGYETE OO NTOTIKG 1 VEPPIKE TPoPANpaTa, Kaddg Umopel va ypelaotel
Vo ovampocapootel n d6on g tepoloropiong mov AapPavere.

Howowd xan £enpor

Mnv divete 10 QAPHOKO 0VTO 68 Tond1d NAKING KAT® TV 3 etV emeldn dev Exel pehetnOel. Ymdpyoovv
TEPLOPIOUEVEG TTANPOPOpiES oe acbeveic nhikiag avm tv 3 et@v mov £yovv mapel Temozolomide
Accord.
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Alro pappoxa ko Temozolomide Accord

Evnpepmote tov yotpd 1 Tov Qoprokorold cog eqv Taipvete, £xete mpdoeata Thpel 1 pwopel va
TAPETE AAAOL QAP LLOKOL.

Kinon, Oniaopoc kor yovipdtnra

Edv giote éykvog, vopilete 6tT1 pmopel va giote £ykvog 1 oyedtdleTon va anoktinoete moudi, {nrnote
GLUPBOVLAN TOL Y1ATPOV 1] TOV POPLAKOTOLOV GG TPOTOL TAPETE AVTO TO PAPLAKO. AVTH 1oYDEL EMEON
dev mpémet va AapPavere Oegpaneio pe Temozolomide Accord Katd ) StdpKeld TNG EYKVUOGVUVNG
€KTOG €0V gival cap®OG KOBOPIGUEVO 0o TO Y1oTPd GO,

AmoTeEAEGUATIKEG LEOOOOL OVTIGVAANYNG CUVIGTAOVTOL KO Y10 TOVG GVOPES KOl Y10l TG YOVOIKEG
acBeveic mov maipvovv Temozolomide Accord (PAéme emiong «IIpocé&te 1d1aitepa Avopikn|
YOVILOTNTOY TOPOKATM).

Agv mpénet vo OnAalete evod Aappdavete ) Oepancio pe to Temozolomide Accord.

Avopun] yovipotnta

To Temozolomide Accord pmopel va mpokarécel poéviun otepotnta. Ot dppeves acbeveic Oa mpémet
V0L (PNCUOTOLOVY OTOTEAECUATIKT OVTIGUAAN YT KOl VO LIV TEKVOTTOU oLV Y1 EmG 6 UNveg LETd TovV
TepLOTIoUO TG Bepameiog. Tuviotdtol 1 avalTnon GLUBOLANG Y10 TN GUVTHPNGN CTEPUATOS TPV OO
T Bepameia.

Znmote TN GLUPOVAT TOV YLOTPOV GOG TPOTOV TAPETE OTOLOONTOTE PAPLLAKO.

0o ynon kKo EPIGROS PN OV RLATOV

H Anym g tepoloropidng pmopei va cog kdvel va oicBavieite kovpaon 1 vvniia. Xtnv nepintmon
avTn, Unv odnyeite N yewpileote epyodeia | unyovnpate 1 ditpoya oynuoto Emg 6Tov deite TMG oG
emnpedlel avtd to papupako (PA. wapdypoeo 4).

To Temozolomide Accord mepiéyer haxtoln

Ta koydxia Tepiéyovv Aaktoln (éva idog caxydpov). Edv cag £yetl met o yotpog cag 0Tt ExeTe
dvoaveéio o€ KATOW GAKYOPA, ETKOWVMVIOTE LE TO YIOTPO GOg TPV AAPETE QLTO TO PAPLLOKO.

To Temozolomide Accord mepiéyel vatpro
To pdppaxo avtd mepieyel Aydtepo amod 1 mmol vatpiov (23 mg) avd kaydkio, eivatl ovtd TOL
ovopdlovpe «eredBepo vatpiovy.

3. og va wapete 10 Temozolomide Accord

[Tavtote va TaipVETE TO PAPLOKO QVTO GVOTNPA COUPOVE, LLE TIC 0OTYIEC TOV YIATPOV 1} TOL
Qappakonolod oag. Eav éxete appifories, p@tiote TOV Y10TpO 1 TOV QOPUAKOTOLO GOC.

Hog va avoifete Tov pakeAicko
Avoitte Tov pakericko SumAdvovTag kol oyilovTag KTl UKOG TNG YPOUUNG SITADUATOG IE TNV
€YKOTN OT1 YOVIO TOV QaKEMOKOVL.

H tepoloiopion o mpémetl vo cuVTayoypaQEITOL amd E101KOVE YIOTPOVS UE EUTEIPIO GTOVS OYKOVLS TOV
EYKEPALOV.
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AocoAroyio ko dtdpkela Tne Oepameiog

O y10tpoc oag Bo amopacicel T 6ot 0061 TS TEP0{0AOUIONG TOV evdEiKVVTOL Yo 60, fACEL TNG
COUOTIKNG 060G O14mAaong (Dyog Kol COUATIKO BAPog) Kal Tov KT Toco £xete AaPet ynuetobepameio
610 apehBov. Mmopel va cag xopnyndodv dAla aproKa Yo Vo TAPETE TPV KAUT HETA TN ANy TG
tepoloAopiong ylo v amo@uyn 1 Tov EAEYYO TOV EUETOV.

AdPete 1t cvvtayoypaeodevn 60om cag omd To Temozolomide Accord pia @opd v nuépa. AdPete
) 6060m ue dodeto otopdyl. [a mapdoderypo, Tovidyiotov pio dpa TPOTOD GYEIACETE VO PATE TPOLVO.
Kotameite 1o konydkio(a) oAdokAnpo(a) pe Evo Tothpt vepo. Mnv avoiyete, Opvupartilete 1 pocdrte ta
Koy aKioL.

Edv éva koydkio gival KatesTpapuUéVo, amoPOYETE TV EXAPN TNG OKOVNG LE TO dEPLLOL, TO LTI 1) TN
POt G0C. ATOQOYETE TNV EIGTVOT TNG OKOVING. X€ TEPINTMOOT OV KOTA AA00g ThEL PAPUAKO GTO
pdrtie ot pot oag, EemAdvete TNy TEPLOYY| LE VEPO.

Eav Aappavere To Temozolomide Accord o€ cuvovacuo pe aktivodespaneio (vEodLayvoopuivol
ac0eveic):

Evd n aktivobepamneio cuveyiletar o yuotpog cog Oa Eextvioet Tnv tepoloAopion otn 666n Tov

75 mg/m? ko1 1 akpiPnig nuepfiota d6om mov Ba AdPete 0o e£aptnOei 0md To VYOS Kot TO COUTIKO
oag Bapog. Oa Adafete avtn T d60om Kabe uépa yro 42 nuépes (mg 49 nuépeg) o€ GLVIVAGUO U
axtvobepaneio. Me Baon Tig apatoAoyIKéEG G0¢ EEETAGEIC KOt TO TOGO KOG umopeite va aveydeite
v tepoloropidn, n yopnynon g 66ong uropei va kabvoTtepnoeL 1] Vo SIKOTEL.

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

21 ovvéyetn pmopel va vrdpEovy uéypt 6 Koot Bepamneiog, ke Evag amd Tovg omoiovg dapkel 28
nuépec. Oa AaPete ) véa cog d6oN TV Kayakinv e TepoloAopuidng apyikd oto eninedo TV

150 mg/m? pio @opd v Nuépa Yo Ti¢ TPATEG 5 Nuépes («nuépeg 060 dYMoNg») Kébe KOKAOV, o1
omoieg Ba akorovOnBovv amd 23 nuépeg ywpig tepoloropion. Avtd abpoiletar o koKAo Bepaneiog 28
NUeEPOV.

Metd v nuépa 28, Ba Eexvioet o endpevog KOKAOG, kKatd tn didpkeia Tov onoiov Ba AapPdverte Kot
AL aLTO TO PAPHAKO Hio POopPa TNV NUEPA Yo S NUEPES, ot omoieg Ba axoiovdnBobv amd 23 nuépeg
yopic tepoloropion. Me Baon Ti¢ TIWES TV €EETACEMV TOV QUUATOS GO KOl TO TOGO KOAN UTOPEITE VA
aveybeite v tepololopnion katd ™ didpkelo Kabe koKhov Oepaneiog, 066N umopel va
enovopuduiortel, va kabvotepnoet 1} va dlokomet.

Ye mepintmon wov hapfavere to koydakwe Temozolomide Accord mg povoOBepaneio (ympicg
aktvofepamneia):

"Evag kdKhog Oepamneiog pe to Temozolomide Accord dwopkel 28 nuépeg. Oa Adfete To KoydKio pio
GOPA TNV NUEPA Y10 TIC TPDTESG 5 NUEPES («NUEPEG BOGOALOYNGNC»), O1 0Toieg Ba akolovOnbovv and 23
nuépeg xwpig tepoloropion, mov Ha TpooteBov ooV KKk o Bepameiog Twv 28 NuUeEPOV.

Meta v nuépa 28, Oa Eexvnoet 0 enduevoc KOKAOG, Katd tn d1dpKeLo, Tov omoiov Bo AauPdverte kot
AL AVTO TO PAPUAKO Hio POPA TNV MUEPA Yo S NUEPEG, Ol omoies Ba axolovOnbodv amd 23 nuépeg
yopic tepolorouion. Ipv amd kdbe véo khkho Oepaneciog, Oo vrofdileote oe e£€TAGELS aipLaTOg
TPOKEWEVOL Vo, dlamioTmOel edv 1 d6om TG Tepoloropiong ypeldletal ovamTpoGoPLOYT|.

e mepintoon wov dev £xete AaPel ynuetobepameio oto mapeAbov, Bo Adfete v TPOTN dOGN TG
tepoloAopiong cog oto eninedo Twv 200 mg/m? pio popa TV NUEPA Y10l TIG TPOTEG 5 NUEPeS («nUEPES
d0coAdYNoNG»), o1 ooieg Ba arxoAovONBovV amd 23 Nuépeg ympic Tepolorouidn. Te mepinT®on TOL
glyate Mapel ynuetobepomeio oo maperdov, o AaPete v Tpdtn d60™ TG TEUOLOAOUIONG COG OTO
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eninedo tov 150 mg/m? pia popd Ty Nuépa Yo Tig TPMTEG 5 NUEPES («nuUéPeg BOGOAIGYNONC»), Ol
omoieg B akoAovBnBovV amd 23 nuépeg ywpig tepoloropion.

AvaLoya [LE TO, OTOTEAEGLOTO TOV EEETAGEMV TOV OIUATOG GOG, O YIOTPOG GOG EVOEXETAL VO,
AVOTPOCAPUOGEL T 300N Gag Yo Tov endpevo KOKA0. KdBe popd mov Egxvate éva véo KOKAO
Bepaneiog, oryovpevteite nmg Exete KataAd el TANPmG TOcH Kaydakia and Kabe meplektikdtnTa Ha
ypelotel va Aappdavete kabe pépa kot eni méoec nuépeg Ba Aapupdvete avt ™ doOM.

‘O)or o1 acOeveic

To Temozolomide Accord d10TiBeTONL GE KoK SIOPOPETIKAOV TEPIEKTIKOTNT®V (paivovtal Ty
eEotepkn etwcéta o mg). ' Kabe mTeEPLEKTIKATNTA VIAPYEL SLAPOPETIKO YPDOLO TOLATOC. Avddoya
pe TN 8001 g TEUOLOAOUIONG TTOL GOG CLVTAYOYPUPEL O YIOTPOG GG, LITOPEL VO TPETEL VO TTAPETE
TEPLOCOTEPA, OO EVa KOWAKLO Y10, KABE NUEPA 0GOAOYNGNG TOL KOKAOL Bepameiag.

- Z1youpevTeite TMG EYETE KOTAVONGEL TANPOS TOGO Koydkia and Kabe meplekTikdT T
ypelaletar vo AdPete.

ZnN™oTE amod TO YTPO 1 TO QOPLOKOTOLO GOG VO GOG GNUEIDCOVY TOV 0PIOId TV KoOyoKimy
oo K0Oe TEPLEKTIKOTNTA (GLUTEPIAAUPAVOUEVOL TOV YPOUATOG) OV Yperdletal va AdPete
KkéBe nuépa TG S0GOAGYNONG.

- Z1YOVPEVTEITE TMG EYETE KOTAVOTGEL TANPWOS TOLEC NUEPES EIVOL OL MUEPES TNG OOGOAOYNGNG
oG,

- X1yovpevteite Tmg Exete emaAnBedoet T S00T GOG LE TOV EMOYYEARATIO VYEIOG TOL GOG
nepadmer kdbe Popd mov EeKvaTe Evo VEO KUKAO. Mepikég popég 1 SOGT 1} TO GUVOLO TOV
SLOPOPETIKOV KOWOKI®mY oV ypeldletal vo AAPeTe TPOKELTOL VO SLUPEPEL OO OLTO TOV
TEAEVTAIOV KUKAOVL.

- Ao T oLy oL Ba TAPETE TO PAPHOKO GTO GTITL GOG KO LETA, OE TEPINTTOGCT TOV
aoBavieite pmepdepévog/n M €xete aUEIPOAIEC OYETIKA UE TOV TPOTO ANYNG TNE SOOTG GO,
{ntote emmAéov 0dmnyieg mptv Eekvioete Tov kKukAo Bepameiog. Ta AaOn oyetcd pe tov
TPOTO ANYNG AVTOV TOL PUPUAKOV UTOPEL VoL £xoVV GoPapég EMMTOCELS 6TV VYED.

Eév wapete peyorvtepn 66on Temozolomide Accord amd Tnv kovoviki

Edv xatd AdBog mapete peyadlvTepn TocoOTNTO ad KOWAKLO OO ALTH TOL GOG CLOTHONKE,
EMKOWVOVNOTE LE TOV Y1OTPO, TOV POPUOUKOTOL 1) TO VOGOKOUO GOG AUEGHG.

Edv Egyaoete va mapete To Temozolomide Accord

[épte T d601 OV TOPOAEIYATE TO TAYVLTEPO SVVATOV EVTOG TNG id1g Nuépag. Edv éxel mapédbet pia
0AOKAN PN NUEPQ, cupPovievdeite To YioTpd coc. Mnv duthacidcete TNV emOUEVT 6OGT Yo Vo
gnovopOmaoete yia pio 066M oL EEYAGUTE EKTOG EAV GaG TO VTTOJEIEEL 0 Y1aTPdS GOC.

Edv éxete meplocOTEPEG EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOV TOV QUPUAKOV, POTNOTE TOV YATPO,
TOV POPLLOKOTOLO 1| TO VOGOKOUO GOGC.

4, MOavég avemOopnTes evépysreg

Onwg dha Ta eappoKa, £TGL KOl GVTO TO QAPUOKO LITOPEl Vo TPoKAAEGEL aveTIOOUNTEC EVEPYELEC, OV
ka1 0gv Tapovcldlovtal 6 GAOVG TOVG aVOPOTOLG,.

O1 acBeveic mov Aappdvovv tepoloropidn cg cuvdvacoud e aktvodepameio UTopel vo epLpavicovy
SoQOopeTIKEG aveMBOUNTES EVEPYEIEG A0 OVTEG TTOL eRpavifovtal o€ acbeveig Tov Aappdvovv
povoBepomeio pe tepoloAopion.

Emikoveoviote apuéomg pe To Y1otpod 6og £V ELQOVICETE OTIONTOTE OO TO, TOPUKATO:
- coPopov Babuov aiiepyikn (vtepevoctnacia) avtidpaon (kvidworn, cuptyud 1 GAAN
OVOTTVEVOTIKT SVOKOMO),
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- Un eAEYYOUEVT] QLOpayYidL,

- EMINATIKES KPioELS (GTOoUOVG),

- TPETO,

- piyn,

- coPoapov Babuov movokEParo o omoiog dev voywPEL.

H Oepaneio pe tepoloropion uropei va TpokoAécel PeioT Tov aplfpod OpIGHEVAOV TOTOV KUTTAP®V
TOV OiOTOC. AVTO UTOPEL VO GOlG TPOKAAEGEL ALENLEVT] ELPAVIOT] LOADTOV 1) cpoppayiog, avarpio
(Ahewym TV pLOPOKLTTAP®V), TVPETO KOUT UEIWUEVN avTioTacT EvavTl TV Aouméewv. H peioon
ToV aplfpov TV KLTTAP®V TOL aipatog gival cuviBe Tapodiky, AAAG GE OPIGUEVEG TTEPITTMGELS
umopel va glvar TopaTeTOUEVN Kol UTOPEL VoL 00N YNGEL € piat TOAD cofapt) LOPPT ovVaLLiog
(amiaotikn avopio). O yiarpog cag Oa tapakorovbel To aipo Gog TOKTIKE Y10 OTOEGONTOTE
petaforég Kot Bo amopacicel edv TopioTATOL AVAYKN Y10 0TO0dNToTE E101KN Oepancia. e oplopéveg
TEPIMTMOGELG, 1 d00T NG TEPOLoAopidng mov AapPavete Oa pewwbei | n Bepameia Oa drokomet.

AlAeg avemBOUNTEG EVEPYELEG TTOL £YOVV OvapePOEl TopaTiOevTol ToPUKAT®:
IHoAd ovyvég avemBOunTES Evépyeleg (umopel va ennpeaoovy neprocoTepo and 1 ota 10 dropa):

- ammAgl Ope&ne, dSuckoAin TNV opuAic, Kepaiaiyia
- £UeTOC, VauTia, d1dppota, SVoKOIMOTNTO
- eEavonuo, TpLyoOTTOON

- Kovpaon
Yoyvés avemBOunteg evépyeieg (nmopei va ennpedoovy éog 1 ota 10 dropa):

AOLUDEELS, AOUMEELS TOL GTOUATOG, AOUMEELG TPADUOTOG

UEL®UEVOG aplOUOG TV KVTTAP®Y TOL aipatog (ovdetepomevia, Aepponevia, Opoupomrevia)
aALEPYIKT ovTiOpOIOT

AVENUEVO GAKYOPO ALOTOC

EMNPEACUEVT] LVIUN, KOTAOALYT, Gyy0G, GOYYLGT, aVIKavOTNTO Vo KounOeite 1 va ueivete
KOWUGHEVOL

Sl0TOPAYHEVOS GUVTOVIGUOG KOt S10TOpay 100PPOTIOG

SvoKoAln GLYKEVTPMOOTG, LETAPOAN TNG VONTIKNG KATAGTAONG 1] EX0YPOTVIONG, ACLOGUVN
CaAn, dwtapayn acOncewv, aicOnon LovdidoHoTog, TPELOLAO, U1 PUGLOAOYIKT] YEVGN
HEPIKT] AMAELD. OPAONG, LT PLGLOAOYIKT OpaoT), Sumhmmia, Enpoi 1 etd®dvvol opOaipol
KOQ®oN, fountd TV OTOV, OTOAYio

Opoppwon otov Tvedpova 1 6TA KATM GKPO, VYNAN 0pTpLoKn Tieom

mvevpovia, dSvorvola, Bpoyyitda, yos, PAEYIOV TNG PVIKNG GOG KOIAOTNTOG

GTOUOYIKO 1] KOIAMOKO GAYOC, GTOAYIKY] dtatapayry/aicOnpa kadhoov Tov GTOUAY0V, SVGKOALN
GTNV KOTATOOoT)

Enpodepyia, kvnopudg

Lokt PAGPN, poikn advvopio, poikd aGAyn Kot Tdévot

enmOLVN apBpwon, oceLodyia

GLYVN 0VPNOT], SVCKOAIN [LE T GLYKPATNOT TOV OVPOV GG

TLPETOC, YPUTTDIN CLUTTOUATO, GAYOC, aictnuo adiabecioc, kKpdmpa M ypinn
KOTAKPATNON VYPOV, O10YKOUEVE KOTM GKPO.

avENGELS NTATIKAOV eVEOU®V

ATMOAELD COUATIKOD Bapove, adénorn copotikoD Bapovg

Kak®om arnd aktivoforia

Oy ovyvég avemBOuNTeg evépyeleg (umopei va emnpedoovy £mg 1 ota 100 dropa)::
- AOWUMDEELS TOV EYKEPAAOV (EPTNTIKN UNVIYYOEYKEPOAAITION) GLUTEPIAQUPAVOUEVEOV
OovaTnEOpmV TEPIOTUTIKMOV
- VEEG 1| ETOVEVEPYOTONUEVES AOIUMEELG OO KUTTOPOUEYOAOTO
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- EMOVEVEPYOTOUNUEVEG AOTUADEELS ad TOV 10 NG Nratitidog B

- deuTepPOYEVElg KAPKIVOL GCUUTEPTAAUPAVOUEVIG TNG AEVYOUTOG

- HEW®UEVOS aplBUOg TV KVTTAP®V TOL ALaTog (TOVKLTTOPOTEVIa, avalpio, AEVKoTEVIa)

- epLBpéc KNAldeg KAT® omd To dépua

- dmotog draPrtng (cvumtdpate Tov tepAappdvouy avénuévn ovpnon kot aictnua diyog),
YOUNAG emtimeda kaAiov GTo aipa

- drakvpdvoels g cvvarsOnuotikig diibeongs, yevdaicOnon

- UEPIKT TOPAALGT), LETAPOA 6TV aicOnon TG doppNnong Gog

- EKTTTOON NG BKOLOTIKNG 0E0TNTOC, AOTUWOEN TOV HEGOV OTOG

- aicOnpa Toipov (6tav aebaveote TV Kapdld oag va YTUTA), eEAWELS

- S10YK®GN GTOUAYOV, SVGKOAMN ELEYYOV EVIEPIKADY KEVAGEWMV, OLOPPOTdES, EnpocTtopio

- NTATITIO0 Kol KAKWOOT) TOV Nratog (cupmepthapufavouévng g 0avatneopag Nmatikng
AVETAPKELNG), YOAOGTACT, ALENLLEVT XOAEPLOPivN

- OAOKTOLVEG GTO GO 1] GTO GTOUA, ATOAETIGT) OEPUATOS, VAN dEPLOTOG, EMMOVVT
€pLOPOTNTA TOL dEPPOTOC, coPapd €AV pe depraTiKd oidnua (CUUTEPIAAUPOVOUEVOY TV
TOAQUDV TOV YEPLDV KOl TOV TEAUATOV TOV TOSLDV)

- avénpévn evasnecio oto Pwg ToL AV, kKvidmon (e&avOnpata), avénpévn epidopmon,
UETAPOAT] GTO YPDUO TOV SEPUOTOG

- dvokoAia oty obpnon

- KOATIIKY] OlLopparyiet, KOATIKOG EpEBIGUOG, OmOVGia 1) EXDOIVVN EUUNVOS PUGT, LOGTOOLVIC,
ce€ovaMkn avikavoTnTo

- piyog, 010YK®MON TPOGHOTOL, SVGYPOUATICUOS TG YADGGAG, diya, dloTapayn 000vTog

Ava@opd avemOOunTOV EVEPYELDV

Edv mapatnproete kdmolo avemBountn evépyela, EVNUEPMDGTE TOV YIUTPO, TOV POPUAKOTOLO 1) TOV
VOGOKOWO Gog. AVTod 1oydeL Yo kKaOe mhavi avemBountn vEPYELD TOL OEV AVOPEPETOL GTO TOPOV
@OALO 0dMydY Ypriong. Mropeite eniong va avoaeépete avemBopunteg evépyeteg ancvbeiog Tov
€Bvikobd cuoTipatog avapopds Tov avaypdeetotl oto Hopdptnua V.Mécm tng avaeopdc
avemBOUNTOV EVEPYELDV UTOPEiTE Vo fondnceTe 6T GLALOYN TEPLGGOTEP®V TANPOPOPIDV GYETIKA
LE TNV ACQPAAELD TOV TALPOVTOG PAPUAKOV.

5. g va puidooetar To Temozolomide Accord

To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kot dgV TO POAVOLY TO, TOLOLE,
Katd mpotipmon o éva kKAedwpévo vrovAdnt. H tuyaia kKatdmoon propei va givan Bavatnedpa yio ta
TG

Na pn ypnoiponoteite avtd To eAPROKO HETA TNV Nuepounvic ANENG TOL avapEPETAL TNV
gmonuaven kot 6to kouvti. H nuepounvia Anéng etvor 1 tedevtoio nUEPO TOL UVO TOL OVOPEPETL.

D1éAn

Mn puAdoocete og Beppokpacio peyarvtepn tov 25°C.

Yvokevaoio eraAng: Dvidocete oTnV apyikn ELOAN. Alatnpeite T EAAN KaAd KAEIoUEVT Y10 VO
TPOGTATEVETOL OTO TIV VYPAGIOL.

Ddaxeriokog
Mn puAdooete og Beppokpacio peyolvtepn tov 25°C.
DVAAGGETE TNV OPYLKT] GLCKEVAGIO Y10l VO TPOGTOTEVETOL OO TNV VYPOGiaL.

Evnuepdote 10 popuoKomold oG GV TOPATPNCETE OTOLUONTOTE GALAYT GTNV EUPAVICT] TOV
Koyokiov.

Mnv metdite eAPUAKO GTO VEPD TNG AMOYETELONG N OTA OIKIUKA amoppippata. Potote tov

QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO, PAPLOKO TTOL OEV ¥PTOUOTOIEITE Tl AVTA To. HETPa. Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOG.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

6. Iepreyopevo TG 6GVOKELUGTNG KO AOUTES TANPOPOPIEg
T epréyerl to Temozolomide Accord

H dpaoctikn ovoia givar 1 tepoloiopion.

Temozolomide Accord 5 mg hard capsules: KaBe koaydxkio mepiéyet S mg tepoloAopiong.
Temozolomide Accord 20 mg hard capsules: KaBe xoydxio mepiéyetl 20 mg tepololopidng.
Temozolomide Accord 100 mg hard capsules: KaBe kayakio mepiéyel 100 mg tepololopidong.
Temozolomide Accord 140 mg hard capsules: K&0e kaydkio mepiéyel 140 mg tepoloropidng.
Temozolomide Accord 180 mg hard capsules: K&0e kaydxio tepiéyet 180 mg tepoloropidng.
Temozolomide Accord 250 mg hard capsules: KaBe xayakio mepiéyel 250 mg tepololopiong.

Ta GAAao cuotatikd glvat:

TEPLEYOLEVO KO OKIOD:

Gvudpn Aaktoln, KoALoeWEC dvudpo d10&eid1o Tov Ttuprtiov, duvio KapPoSvueduiiouévo vatplovyo
OOV A, TpLYIKO 0EV, 6TEATIKO 0ED.

KEAMQOG KonyoKiov:

Temozolomide Accord 5 mg hard capsules: (eEhotivn, Titaviov d1o&gidto (E171), aidnpov o&eidio
kitpvo (E172), wdwokappuivio (E132), vepo.

Temozolomide Accord 20 mg hard capsules: (ehotivn, Titaviov d10&gido (E171), odnpov ogidio
kitpwvo (E172), vepd.

Temozolomide Accord 100 mg hard capsules: Cehativn, Titaviov dto€eidio (E171), odnpov o&eidro
kokkwvo (E172), vepd.

Temozolomide Accord 140 mg hard capsules: (ehotivn, Titaviov dto&eidto (E171), wdwokapuivio
(E132), vepo.

Temozolomide Accord 180 mg hard capsules: Cehativn, Titaviov dto&eidio (E171), odmpov o&eidro
kitpvo (E172), cdnpov o&eidio koxkwvo (E172), vepo.

Temozolomide Sandoz 250 mg hard capsules: Cehativn, Titaviov dto&eidto (E171), vepod.

UEAGVL EKTUTOONC:

KOMUUEN AMAKKOG, TPOTLAEVOYAVKOAT, o101pov 0&gidto pérav (E172) kot kaiiov vopoteidio.

Ep@évion tov Temozolomide Accord kol mepieydpevo Tng cvokevaciog

Ta oxAnpd koydxio Temozolomide Accord twv 5 mg éxovv Aevkd cOUa, TPAGIVO TOUN Kol PEPOVY
évtomn entypagn «TMZy» 6to Topa & «5» 6TO MU UE LODPO UEAGVL.

Ta oxdnpd kaydxio Temozolomide Accord tv 20 mg £ovv AgVKO GOUA, KITPVO IO KOL PEPOVY
évromn emtypagn «TMZy» oto nopa & «20» 6T0 cdU, Le LadPO UEAGVL.

Ta oxdnpd kaydxio Temozolomide Accord twv 100 mg éxovv Agukd GO0, Pol TOUA Kot GEPOLY
évromn entypaon «TMZy» oto ndpa & «100» 610 GO [1E LODPO LEAGVL.

Ta oxdnpd koydxio Temozolomide Accord tv 140 mg £xouv Agukd GO0, UTAE TOLO KOl GEPOVV
évtomn emypoe] «TMZ» oto topa & «140» 610 GOUA e HOOPO HEAGVL.

Ta oxdnpd koydxio Temozolomide Accord tv 180 mg £xovv Agukd GO, KAUGTAVOKOKKIVO TMLLOL
Kol @épovv Eviumn enmtypopr] « TMZ» 610 topa & «180» 610 o e pavpo HeAGvL.

Ta oxdnpd koydxio Temozolomide Accord tv 250 mg £xovv Agukd GO, AEVKO IO KOl PEPOVY
évromn emtypaen «TMZy» oto nopa & «250%» 610 GO [LE LODPO LEAGVL.

Ta oKANPA Koyakio YopnyoovTol G€ KEYPLUTOPOYPMIES YOOAMVES PLUAES Ol omoieg epiéyovv 5 1 20
KO AKLOL.
Kd&Be kovti mepiéyet 1 praridio.

Ta oxAnpd Koydxio xopnyobvtol 6€ QaKEATKO oL TePLEXEL 1 Koy dKlo.
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Kd&0g xovti mepiéyet 5 i 20 paxeriokoug.

Mmropeti va pun KuKAOQOPOLV OAEG Ol GLGKEVAGIES.
Kéroyog Aderog Kvkrhogopiag kot Ilapaockevastig
Karoyog Aderag Kvkrhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomovia

Hopookevaotic

Accord Healthcare Limited,
Sage house, 319 Pinner Road,
North Harrow,

Middlesex,

HA1 4HF,

Hvopévo Baciiero

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym
OMrovdio

To wapdv ULA0 00N IOV Yp1ioNs avaBswpnOnke Yo TerevTaio @opd Tov 06/2020
Alrec TNYEG TANPOPOPLAOV

Aentopepeic TAnpopopieg yio 1o pappoko avtd givor dtabéoipec 610 dkTLaKS TOTO Tov Evpmmaikod
Opyavicpov @appaxov (EMA) http://www.ema.europa.eu/.
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