@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Azacitidine Accord 25 mg/ml k6vig Y10 evEGLLO EVOLOPNT.
azacitidine

Awpdote TpooekTIKG 0AGKANPO TO PVAAO 0ONYIAV YPT| OGS TPV UPYICETE VA (P CLUOTOLEITE OVTO

TO QAPROKO, OLOTL TEPLAGUPAVEL GNPAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépm amopieg, pmTNOTE TOV Y1ATPO, TOV POPLAKOTOL 1) TOV VOGOKOLO GOG.

- Edv mapotnpfoete Kamolo avemBOUnTn eVEPYEL, EVILEPDGTE TOV YIOTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot Yo KO mhovn avemBOunTn evEPYELR TOV OV AVAPEPETAL
670 TTapPOY PUALO 0dNYIDV Ypong. BAéme mapdypapo 4.

T egprEyeL 10 Tapov GUAA0 00N YLOV:

T eivar to Azacitidine Accord kat oo givat 1 xp1ion Tov

T npémel vo yvopilete npy ypnoonomoste to Azacitidine Accord
Iog va ypnopomomoete To Azacitidine Accord

[MBavég avemBounteg evépyeteg

[Tog va puidooete To Azacitidine Accord

[epreydpeva g cuokevaciog Kot Aotég TANpopopieg

Uk wd P

1. T givon To Azacitidine Accord ko towe. givar i yprjon Tov

T givon To Azacitidine Accord

To Azacitidine Accord gival £vag avTIKapKvikOg TopiyovTag oy OVIKEL OE Lo OULASH POPUAK®Y
nov ovoudlovton «avtipuetafolritec». To Azacitidine Accord mepiéyet t dpaoctikn ovoio
«azacitidiney.

ITow givar n xpfion Tov Azacitidine Accord

To Azacitidine Accord ypnotpomoteitar 6€ evnAikovg mov dgv propovv va vToAndodv cg
LETAPOGYEVOT] APYEYOVOV KLTTAP®V Y10, T Oepameio:

- pverodvomractik®dv cuvdpoumy (myelodysplastic syndromes, MDS) vyniod Kivdvvov.

- ™G xpdvIag pueropovokuttapikig Asvyaytiog (chronic myelomonocytic leukaemia, CMML).
- ™g o&elog poeloyevoig Asvyarpiag (acute myeloid leukaemia, AML).

AvTtég etvan vOGot mov ennpedlovy ToV HUEAD TMV 00TMOV KOl LTOPOVYV VO TPOKAAEGOLV TPOPAN LT
OTN PUOIOAOYIKN TOPAYMYN ALLOCOUPIMV.

Mog dpa o Azacitidine Accord

To Azacitidine Accord dpa gumodifovtag v avantuén tov KapKvikov kKuttdpov. H azacitidine
EVOOUATMVETOL GTO YEVETIKO VAIKO TmV KuTTapmV (provourieiko oy (RNA) kot
deo&vpipovoukdeixo o&H (DNA)). Oswpeitar 6TL dpa LeTAPAAAOVTOG TOV TPOTO LLE TOV 0010 TO
KOTTOPO EVEPYOTOLEL KOl OEVEPYOTOLEL TOL YOVidLa Kol €Tiomg mopeUPaivoviag oTny Topay®yn vEoL
RNA xot DNA. Avtég o1 dpaoelg Bempeitar 6Tt S1opfdvouy to TtpofAnpate opipavong Kot avarntoéng
TOV VEOV OUOGQALPIOV GTO HDEAD TMV 0GTMV TOV TPOKAAOVY HVEAOSVGTAAGTIKEG SATOPOYES KOOMG
Kol 0Tl KOTAGTPEPOVY TO KOPKIVIKE KOTTOPO 0TI ASVYoLLiaL.



AmevBuvbeite 6Tov Y10TPO 1 TOV VOGOKOUO GOG EQV EYETE OTOEGONTOTE EPMTICELS GYETIKA [LE TOV
pomo dpaong tov Azacitidine Accord 1} yioti avto o GapuaKo GLVTOYOYPOENONKE Y10 GOG.

2. T wpéner vo yvopilete Tpy ypnoyponounjoete To Azacitidine Accord

Mnyv ypnopomounieete to Azacitidine Accord

- o€ mepintwon ailepyiog otnv azacitidine 1} oe 0m0100MTOTE GALO OO TAL GVGTATIKG CLTOV TOV
POPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).

- G€ TEPIMTOON OV TAGYETE OO TPOYWPMNUEVO KAPKIVO TOVL NTOTOG.

- og mepintwon mov Onralere.

Mpocdomounoeis Ko TPOoPVAAEELS

AmevBuvbeite 6TOV Y10TPO, TOV POPLAKOTOLO 1| TOV VOGOKOUO GOG TPLY YPTCLLOTOW|GETE TO
Azacitidine Accord:

- €4V €yete peloUévo apipod apometariov, epuOpmdv N AEVKOV aUOGPaLpimV.

- €4V €xeTE VOGO TMV VEQPOV.

- €dv €xete VOGO TOL NTOTOC.

- €av glyate moté o kopdlokn Taonon N kopdlakr TPOSPoAN 1 0TO10OMTOTE 1GTOPIKO
TVELLLOVIKNG VOGOU.

To Azacitidine Accord pmopei va TpoKaAEcet pio coPapr| AVOGOAOYIKY OvTidpaoT ToL ovouaieTat
«oOvdpopo drapoporoinoney (PA. mapdypapo 4).

E&étaon aipatog

Oa kavete eEetdoelg aipatog Tpy apyioete T Oepancio pe Azacitidine Accord kat katd v évopén
Kk@0e meprodov Bepamneiog (mov ovopdletar ‘KOKAOC’). Avtd yivetal yio va gleyyOel 0TL Exete emapkn
aplOpUd aocPALPi®V Kot OTL TO NP KOl Ol VEPPOL GOG AEITOVPYOVY KOVOVIKAL.

Howord ko £pnpor
To Azacitidine Accord dev cuviotdrtat yio yprion o€ madid kot epriovg nhikiog kéto tov 18 etdv.

Al pappoxa kot Azacitidine Accord

Evnpuepmdote tov yiatpd 1 10V GOpULOKOTOL0 GaG GV XPCLOTOEITE, EYETE TPOCPATA YPTCLLOTOUCEL
1N umopel va ypnoporomoete aAla @appaka. Avtd armarteitar d1ott To Azacitidine Accord propet va
EMNPEACEL TOV TPOTTO dPpAonc oploUévey AAA®V Qoapuakov. Exiong, opiopéva dAha eapuoka pmopet
va ennpedoovy Tov Tpodmo dpaong tov Azacitidine Accord.

Kinon, Oniaopdég kot yovipotnra

Konon

Agv Ba mpémel va ypnoomomoete o Azacitidine Accord katd ) d1dprela TG KONGNG, O10TL UIopei
va givar emProPéc yio 10 popd coc.

XpNGILOTOMGTE L0 ATOTEAEGLOTIKT HEBOSO OVTIGVAANYNG KaTA TN Stdpkela Kot PEYPL 3 PVeg LeTd
T Bepamneio.

Evnuepoote apéomc tov yiotpo cog edv peivete £€ykvog katd tn ddpkela g Oepoameiog.

Edv eiote éyxvog 1 Onrhalete, vopilete 0TL pmopei va giote £ykvog 1) oYeSALETE VO ATOKTHOETE T,
{ntnote ™ GUUPBOLAN TOL YITPOV T} TOV POPLUKOTOLOD GG TPV TAUPETE AVTO TO PAPLOKO.

Oniaocuog
Aev mpémer va OnAalete evod ypnoyonoteite to Azacitidine Accord. Agv givot yvootd edv avtod T0

QAPLOKO TEPVA GTO UNTPLKO YEAQL.

Tovipdémra



O1 Gvdpeg dev Ba mpémel va kavouy Toudi eved Bpiokovtar vid Bepaneio pe Azacitidine Accord.
XPNGLUOTOMGTE [0l ATOTEAEGLOTIKY LEBOSO OVTIGVAANYNG Katd TN dtdpketa Kot péxpt 3 piveg petd
T Oepameio Pe AVTO TO PAPLLOKO.

Yvlntmorte pe Tov yurpd cog edv embupeite vo puAdEete 10 oméppa cag mpv vtoPAndeite o
ovyKekpéEvn Bepameio.

0dofynon Ko YEPIGROS PN AV RATOV
Mnv odnyeite 1 xepileote onowdnToOTE EPYOAELD 1] UnyaviLoTa €6V epPavicete avemBounteg
gvépyeleg, Omwg KOTWOT).

3. Iag va ypnowpomomcete To Azacitidine Accord

Ipw oag yopnynoet To Azacitidine Accord, o yiotpdg cog Oa cag ddoet Eva GALO PAPLLOKO Y10 VO
ATOPUYETE TN VAVTIO KO TOV EUETO GTNV opyn KABe Kukiov Bepameiag.

- H ovvictdpevn 86om eivan 75 mg avé m? copotikng emedvetog. O yotpdg cog Oa
ATOPAGIcEL TN dOGT CLTOV TOV PAPUAKOV, AVAAOYA LE TN YEVIKY| GOG KOTAGTAGT, TO VYOG Kol
T0 Bapog cac. O yiatpog oag Ba eAéyyel TV TpO0do Gog Kot umopet vo, alddEet T 066N oag
€bv gtvan amapaitnro.

- To Azacitidine Accord yopnyeitot kabe pépa yio pio gfdopddo, 0koAovOOVUEVO amd pia
nepiodo drokomg 3 efdopadmv. Avtdg o “kokhog Bepamneiog” Oo emavarapPfdveton kabe
4 gfdopadec. Zovnbog Aapupavete TovAayiotov 6 KiKAovg Bepomeiog.

Av10 10 Pdppaxo Ba cag xopnyndel og éveon kdtm amd To dépua (Lmoddpia) amd YTpd 1 VOGOKOUO.
Mmopei va cog yopnyndei vmoddpia 6To Unpod, TV KOALE 1 T0 dve péEPOC Tov Ppoayiova.

Edv éxete meplocoTEpPEG EPOTIOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPUAKOV, POTHOTE TOV Y1UTPO,
TOV QOPLLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IBavéc avemOOunTES EVEPYELEG

Onwc 6A0 To apoKa, ETCL KoL ALTO TO APLAKO UTopel va TpokaAEsel avemBUUNTES EVEPYELEG, OV
ka1l Ogv Tapovcldlovtal 6 GAOVG TOVS avOpPOTOLG,.

Evnuepdote ToV 710TPO 660G APECMG AV TAPATNPTCETE OTOLUINTOTE 0O TIS AKOAOVOES

avemOopnteg evépyereg:

- Ynvniia, TpERovLO, IKTEPOS, KOIMOKOS HETEMPLONOS KUl EDKOLOL HOAOTIGHOL. AVTd
UTOPEL VO 0OTEAOVY CUUTTAOLOTO NTATIKNG OVETAPKELNS TOV UTOPEL VoL Elval ameAnTIKN Y10
™ {on.

- Oidnpo TOV KATO GKPOV KL TOV TOOLMOV, TOVOG GTNV TAATY, PEi®ON TG 0VPN OGS,
avEnuévn diya, Toyvmaipio, Cain kol vovtio, petog M peropévny 6peln ko aicOnon
oUOYV6NG, aVIIGLVYING 1] KOT®MGNS. AVTA UITOPEl VO ATOTEAOVYV GUUTTOUATO VEPPTIKNG
AVETAPKELOG TOV UTOPEL Vo givor ametAntikn yiao T {on.

- Mvpetoc. Avtd o pmopovoe vo opeiletal € AOTU®EN OC UTOTELEGUO YOUNADY ETITES DV
AEVKOV alocealpiov, 1 onoio umopel va eivar aneintikni yo ™ Con.

- OopaKxiké dryog 1| 0V6TVOLL, TO OTTOLN PTOPEL VO GVVOdEVOVTOL 0TO TVPETO. AVTO PTopEl
va opeiieton og AoipmEn tov Tvedpova 1 omoia ovoudletot “mvevpovio” Kot pmopel va givat
ameANTIKN Yo T {on.

- Awyoppayio. Onog aipo ota KOTPAVO AOY® aoppayicg TOL GTOUEAYOL 1| TOVL EVIEPOV, 1 OTIWS
ALLOPPAYio GTO ECMTEPIKO TOL KEPOAOV GOC. AVTA Pmopel va givol GUUTTOUATO YOUNADV
EMMESMV OLUOTETOAM®Y GTO Ll GOG.

- AVOKOMO 6TNV AVATTVO1], 010N A TOV YELAEOV, KVNOROS 1 e£avOnpa. Avtd pnopel va
opeileton o€ pio oAiepywkn avtiopaon (avtidpacr vrepgvaicnciag).



AMdeg avemBounteg evépyeleg mepthappdvovuy:

oAb ovyvéc avemBopnteg evépyereg (Lmopel va ennpedoovy epiocdtepa omd 1 ota 10 dropa)

Meiopévog apBpdc epubpmv apocsearpiov (avopio). Mropel va oicbavieite kOmmon Kot va
glote oypog.

Mewopévoc apBpdc Aevkdv atpoceapiov. Avtd pmopel va cuvodevetar omd mopetd. Eival
eniong mbavo va epeovilete avénuévn Taomn yio AoUmEELS.

Xopuniog apfpog arponetormv (Bpopporevia). Epepavitete avénpévn tdon yio aupoppayio Kot
UOADTEG.

AvcroAotTa, O14ppola, VaUTia, EUETOC.

[Tvevpovia.

BOwpaxikd dryog, ddomvola.

Kobpaon (kommon).

Avridpaon otn Béon g éveong, coumeptlapfoavouévav epufpotnToc, TOVOL 1 SEPUOTIKNAG
avtidpaonc.

Andrewa 6peéng.

[16vol otic apBpmoelg.

MoAonec.

E&dvOnpa.

Koxkiva | pop otiypoto ket amd 1o dépua.

[T6vog oty Kothd (KotAlakd GAyoq).

Kvnouoe.

[Mupetde.

Epebiopévn potn kat kovayym.

Za.

Kepararyia.

Avckolia otov vavo (abmvia).

Pwoppayio (emiotaén).

Mvuikdg movog.

Advvapio (e£ocbévion).

AndAero fapovg.

XopnAd erinedo koliov 010 aipo Gog.

Yoyvéc avem@ounteg evépyereg (Umopel va ennpedoovy ¢ kat 1 ota 10 dtopa)

Evdoxpaviakr| orpoppayic.

Aolpwén tov aipotog Tpokaiovpevn and Paktipie (onyoipia). Avtd pmopel vo opeileTon og
YOUNAQ ETTITEDD AEVKDOV QUOGPALPI®V GTO CipLd Gag.

AVETAPKELN LWEAOD TOV 0GTMOV. AVTO UTOPEL VO, TPOKAAEGEL YOUNAG eTtimeda epLOPOV Kot
AEVK®V QHOGPALPIOY KOl AUOTETOAMV.

"Evag tomog avaipiog 6mov to, epubpd kot AEVKE aloceoiplo Kot T OULOTETAAMA ooG etvat

HELOUEVOL.

Aolpwén ota 0bpa cog.

loyevng Aolpmén mov Tpokoiel puGaAideg oTo déppa (EpTNG).

Awoppayio Tmv 00 ®V, GLOPPOYic. TOV GTOUAYOV 1 TOL EVIEPOV, aioppayio amd to 0pho
AOY® opoppoidwv (cpoppayio apoppoidmv), arpoppayic Tov 0PBoA0D, apoppayio KATM M
péca amo To dEpUa (AT U).

Aipo ota ovpa.

"EAcn Tov 6toOpaTOg 1) TS YADCGOC.

MetaBoliéc Tov 6éppatog otn Béom g Eveong. Avtég meptiapfdvouy oidnpa, okAnpovg 6Lovg,
UOA®TEG, arpoppayio péca amd to déppo (apdTmpa), Eavinua, kvnoud kot petafforéc oto
YPOLO, TOV OEPUATOC.

EpvBpdtra tov 6éppatoc.

Aolpwén tov dépuatog (Kuttapitida).

Aolpwén g poTng Kot tov Aopod, 1 Kovaryyn.

Epebiouodg 1 katappon} g LOTNG 1 TV pviKdv KOAT®V (KoATitida).

Yynin n yopunAn wieon tov aipatog (vEéptacn 1 vEOTOoT).

Avonvola 6tav Kivelote.



- TI6vog 6T0 Aopd Kot TIG PMVNTIKEG YOPOEC.

- Avoneyia.

- AnbBapyoc.

- I'evikd aicOnpo adabecioc.

- Ayyog.

- Xhyyoon.

- Tpydntowon.

- Neppikn avemdpKela.

- Aguddtmon.

- AguKob EMYPICUN TOV KAADTTEL T1) YADOCO, TNV ECOTEPIKT] TAELPE TOV UAYOLA®VY KOl LEPUKEG
(QOPEC TOV OVPOVICKO GOG, TOL OVAN KO TIG AUVYSaAES (LUK TIOOIKT AoTU®mEN TOL GTOUATOG).

- AuroBopia.

- [Mt®on g aptnplakng mieong 0tov otékeote dpbiot (opbootatikn vwoTacT) ToL 0dNYEl G
CaAn xatd ) petoakivnon og 6pOa 1 kabiot) Bon.

- Noota, vodpdtra (vvniia).

- Ayoppayia Tov opeideton o€ ypapun Kabetpa.

- Mia acOévela mov emnpedlel To EVTepo 1 0Toio, LWTOPEL VO 00N YNOEL GE TLPETO, ELETO KOl TOVO
670 GTOpAYL (EKKOATOUATITION).

- Yypd yOpw amd toug Tvebpoveg (Vel®KOTIK GLAAOYN).

- Tpéuovro (piyn).

- Mvikol onacpot.

- E&GvOnpa oto déppa pe avEnuévn eayovpa (kvidwon).

- ZVAAOYN VYPOL YOP® OO TNV KAPSLd (TEPIKAPIIOKT) GLAAOYN).

Oy ovyvég avemOBopnteg evépyereg (umopet va ennpedoovy éog kot 1 ota 100 dropa)

- Alrepyuc avtidpaon (avtidpaon vrepevoicnciog).

- Tpéuoviro.

- Hroatwn avendpxeto.

- Meydieg faBuiOKKIvoL YpOUATOG, S10YKMUEVES, ETDOIVVES KNAIdEG 6TO dEpUA e TLPETO.
- En®ovvn e&élkmon tov dépratog (Yayyparvmdeg Tuddep ).

- dLeypovn Tov emtOniiov mov wePPAAAEL TNV KapdLd (TeptKapdiTION).

Yrdwvieg avemBounteg evépyeieg (umopel va ennpedoovy £mg kat 1 ota 1.000 dropa)

- Enpog Prixoc.

- Avmovvo TpNEo oTig AKpeg TV SaKTOA®V (TANKTPOSAKTLAL).

- 2Hvopopo Aong OYKov — PETAPOAKEG ETUTAOKES TOV PIOPEL VO TPOKOWYOLY KoTd TN Bepaneio
TOV KOPKIVOL Kol LepIkég opég akopa Kat xwpig Oepameio. AvTég ol emMTAOKEG TPOKAAOVVTOL
a6 TO TPOIOV TV KAPKIVIKAV KVTTAP®V 7oL ebaivouv Kot umopei va meptloufavouy ta
axorovBa: petaforég otn ynueia Tov aipatog, VYNAS KAAMO, POGPOPO, OLPLKO 0EL Kot YOUNAD
aGP£0TIO, 00N YMVTOG KOTA GUVERELD, G UETAPOAEG OTN VEPPIKT| AgLTOLPYia, TOV KapdloKd
TOALO, GE GTOCUOVC Kal, eviote, og Bdvarto.

Mn Yvootig (n cvyvotto dev umopet va extiun el pe Baon ta dubéciua dedopéva)
Aolpmén tov fabitepmv 6TPOUAT®OVY TOV dEPIATOC, 1| 0TToio, eEamAdVETAL YPIYOpQ,
TPOKAADVTOG KOTOGTPOPT GTO SEPLLAL KO TOVG 1GTOVG, 1) 0010l LITOPEL vaL ELVO ameANTIKT Yo
) {on (VEKPOTIKT TEPLTOVITION).

- Yofapn avocoroyikn avtidpacn (cOvVEpoUo S1opoporoineTg), 1 0Toio, UITopPEl Vo TPoKaAEGEL
TLPETO, P10, OLOKOAID GTNV avamyvor], e£AvOn U, LEL®UEVE 0VPa, YOUNAT TECT TOL OiUATOg
(vméTaon), TPNEWO TOV XEPLOV 1 TOV TOSIOV Ko Taxeio avENon COUATIKOD BAPOVG.

Ava@opd avemOOunTmV gvepyetdv

Ed&v mapotnprioete Kamoo avemBOUnTn eVEPYELL, EVILEPDGTE TOV YIATPO, TOV POPLOKOTOLO 1] TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mbavr| avemBountr evEPYELO TOV OEV OVOPEPETOL GTO TUPOV
@OALO 0ONYL®V Ypronc. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEG® TOL
€0VIKOO GLGTAUATOG AVAPOPAS TTOL avaypaeeTol oto [Tapdptnue V. Méom g avapopag
AveETOOUNTOV EVEPYEIDV UOPEiTE Vo PonBNceTE 6T CLALOYN TEPIGGOTEP®V TANPOPOPIDY GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.


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

5. IMog va pvidcsoete To Azacitidine Accord
To @dppoxo ovtd TPémel va PUAACCETAL GE PLEPT TOV OgV TO PAETOVV Kot Ogv TO POAvVOLY Ta TOLILEL.

Na pun xpnoionoteite avtd To0 PAPUOKO PETA TNV NUepouMVia ARENG TOL AVaPEPETAL TNV
gmonpavon tov eraidiov kot 6to Kovti. H nuepopunvia AMéng eivar ) televtaio nuépa Tov pva o
avaQEPETOL EKEL.

O yuTpdc, 0 PapuaKoToldg 1} 0 VOGOKOUOG 6ag eivar vevBuvot yia ) evAaén tov Azacitidine
Accord. Eivat eniong vevfuvol yuo t oot mpostoacio kot andppuyn kabe tpoidvrog Azacitidine
Accord mov dev gl ypnotporondei.

Mo pn avotypéva oAidio avtol ToL EAPUAKOL — eV VTLAPYOLV WLTEPES GLUVONKESG PUAAENG.

Orav ypnoiuomoreitar opuécws
Molic mapackevootel To evaidpnua Oa mpénet va yopnynoel evrog 60 Aentdv.

Orav ypnoiuomoreitor opyotepo

Edv 1o evaumpnpo tov Azacitidine Accord mapackevaletorl xproomoidvTog HOmP Y10, EVEGIUE TO
omoio dev gival vtd YHEN, To evaumpnpa Tpénetl va tonobetn el oto yoyeio (2 °C — 8 °C) apéowmg petd
TNV TOPUCKELTN TOL Kot Vo, @LAAYOEl oTo Yoyeio Yo éva uéyloto dtdoTtnua 8 mpdv.

Edv to evardpnua tov Azacitidine Accord mapackevdletot pnoiomoidvTag VOMmP Yo EVEGLLO. TO
omoio &xetl puAayBel 610 yuyeio (2 °C — 8 °C), 1o evaidpnua mpénet vo, torobdetnBei 1o yoyeio (2 °C
— 8 °C) auéomg Uetd TV TapacKeLT] TOL Kot va @uAayOei oto yuyeio yuo éva péyloto dtdotnua 22
OPpOV.

To evarmpnua Oa wpémet va apedel yio uéypt 30 Aemwtd mp1v Tn YOPNYNoN Yo VO ATOKTHGEL
Oeppoxpacio dopatiov (20 °C — 25 °C).

Edv oto evarmpnua vapyovv peydia copatidie avtd Oa mpénet vo amopprpOet.

6. Iepreydpeva g 6VOKEVAGIAG KO AOUTEG TANPOPOPiES

T mepréyer To Azacitidine Accord

- H dpactikn ovoia eivar ) azacitidine. "Evo glalidio mepiéyet 100 mg 1 150 mg azacitidine.
Metd v avacvotaon pue 4 ml 9 6 ml ¥3atog yio. EVESIUA, TO AVAGVOTAUEVO EVOIDPT IO
nepiéyetl 25 mg/ml azacitidine.

- To Ao cvotatiko ivon 1 pavvitoin (E421).

Epgavien tov Azacitidine Accord kon Tepleyopueve. TG 6VOKEVAGIAG
To Azacitidine Accord eivort pio AUk KOVIC Y10 EVEGILO EVOLDPTUE KO TOPEYETOL GE YOAAIVO PLOAIS10
nov mepigyel 100 mg i) 150 mg azacitidine. Kabe cuokevaoio tepiéyet éva erolidio Azacitidine Accord.

Meyébn cvokevaociog
1 puaAidio mov mepiéyel 100 mg azacitidine.
1 praAidio mov mepiéyetl 150 mg azacitidine

Karoyog Adsrag Kvkhogopiag
Accord Healthcare S.L.U.
World Trade Center,

Moll de Barcelona, s/n,

Edifici Est 6* planta,

08039 Barcelona, Iortavia



Tapookgvaotnc
Accord Healthcare Polska Sp.z 0.0.
ul. Lutomierska 50,

95-200 Pabianice
TTorwvia

H

Laboratori Fundacié Dau

C/ C, 12-14 Pol. Ind.

Zona Franca, Barcelona, 08040,
Iontavia

H

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyn,
OMowvoio

H

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, Schimatari, 32009,

EALGSa

"o omoladnmote TANPOPOpia GYETIKA LE AVTO TO PAPLOAKO, ETKOVOVIGTE LLE TOV TOTIKO AVTITPOGMTO
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To wapov @Al 03N YLOV yprionS avabepnOnke Yo TeElsvTaio Qopd oTig 02/2025.

Aemtopepeic mMAnpoopiec yio To @dpuoko avtd gival dtabéciuec 6to dkTLOKS TOTO Tov Evpomaiko
Opyavicpot oppdkwmv:

http://www.ema.europa.eu. Yrdpyovv €niong cOvOesUoL ue GALEG 16TOGEMBEC TTOV APOPOHV GTAVIEG
ac0éveleg ko Bepomeiec.




O Tinpo@opiec mov akorovBovV amevOUvovTaL povo o€ erayyelpatieg vyeiog:

2V0TAGELS Yo AoQOAN YEPIGUO

To Azacitidine Accord givat éva KTTapoToEIKO PAPUOKEVTIKO TPOIOV Kat, OT®G pe GAAES TOAVDG
T0&1KEG OLGIEC, AMOLTEITOL TPOGOYT| KATO TOV YEPICUO KOl TNV TOPUCKEDT TOV EVOLOPTUATOV
azacitidine. ®a mpémet va epapudlovtar o1 S1001KaGIES Yol TOV KATAAANAO XEPIGUO KOl AmOPPLYT TV
OVTIKOPKIVIKOV QOPUAKEVTIKOV TPOTOVTI@MV.

e mepinton mov 1 avacvoTauévn azacitidine éA0el o€ eman] P To dEPUA, TAVVETE AUECHOC
GYOANOTIKA Le camovvt Kot vepo. Edv éABet og emapn pe Prevvoyoviovg vuévec, Eemiovete
GYOAUCTIKA pE ApBovo vepO.

Aocvufotdtnreg
AVT0 TO POPUOKEVTIKO TPOIOV EV TPEMEL VO AVOUELYVOETOL LE AAAN PAPUAKEVTIKH TPOTOVTO EKTOG
AVTMOV TOL AVOEEPOVTOL TOPOKAT® (BA. “Aladikacio avaciotaonc”).

Awdkacio avacHoTaong

H avacvotaon tov Azacitidine Accord Oa mpémet va. yivetat xpnoipomoidvtag Domp yio evéotpo. H
duapxela {ONG TOL AVAGVOTUUEVOL POPUOKEDTIKOD TPOTOVTOG UTopEl Vo Topatadel KavovTog
avacVoTooT e VOmp Yo evésya vtd YHEN (2 °C éwg 8 °C). Aemtopépeleg yio T OAAEN TOL
OVOGLGTOUEVOD TTPOIOVTOG TOPEXOVTOL TOPOKATE.

1. ®a mpénet vo, cLYKeEVIPp®OOLV Ta akdlovBa €101 Oraridio(a) azacitidine, eraiidio(a) e VOwWP
YloL EVEGLLAL, UT) OTOGTEIPMUEVO XEPOVPYIKA YavTIa, PapfdKt pHe ovOTVEL LA, GUPLYYA(EG)
éveonc tov 5 ml pe Beroval(eg).

2. O kotdAANAog dyKog VOaTOG Yo evéatua Oa Tpémel va avappoendei otn cdpiyyo,
dtopalilovrtag OtL £xel apoipedel GAOC 0 0€POG TOL TUYOV €XEL TAYIOELTEL GTN GLPLYYA.

D1oAid10 mov TEPLEYEL Oykog Ho0TOC Y10, EVEGTIULQ Telkn cvykévipmon
100 mg 4 ml 25 mg/mi
150 mg 6 ml 25 mg/mi
3. H Beldva tng cOpryyoc mov mepiéyel HOaTog Yo evéota Oo Tpémetl va eicaydel dlapécon Tov

€AOOTIKOV TONOTOG TOL PLoAdiov azacitidine kot va axolovBnoet £éveon Tov VOATOG Yo
EVEGILOL OTO PLOALS10.

4. Metd v agpaipeon ¢ ocvplyyag kat tng Belovag, To eloridlo Oa mpénet va avatapaydel
évtova péypt va emtevy el £vo oUOLOUOPPO VEQEADOES Evaldpna. METH TV avocOoTAoN,
kabe ml evonwpnparog Oa nepiéyel 25 mg azacitidine (100 mg/4 ml 1y 150 mg/6 ml). To
AVOGVOTOUEVO TTPOTOV EIvaL £Va. OUOLOYEVEG, VEPEAMDOES EVOLDPT L0, EAEDOEPO
ocvcoopatoudtov. To tpoidv Oa mpinel va omopprebdei edv mepiéyel peydio couatiow 1
ovsoopotopate. Mn d1mbNoeTe T0 Evomdpn o LETA TV GVOGLGTOOT TOL KaBOTL avtd O
UTOPOLCE VO amouakpOVvel T dpactiki ovoia. I1pénel va Anebei vdyn 6T opiopévol
TPOCaPUOYEIS, SPIKeS kot KAEIGTA GLOTNUATO TEPLEYOVY GIATPO, EMOUEVOC TETOL GLUOTALLOTO
dev Ba TPEnEL va ¥PNGLUOTOLOVVTOL Y10 TH YOPTYNOT TOV QUPUAKEVTIKOD TPOIOVTOC UETE TNV
OVOGVGTOOT).

5. To ghootikd Topa O Tpémel va kabapiotel kat va eieoydel evidg Tov QLaALdiov o Kovovpla
ovptyya pe Berdva. To groridio Oa mpémel va avamodoyvpiotel, Stac@oAilovtag 0Tt To AKPO TNG
Belovag PplokeTon Katm and TV emeavela tov vypov. To éuporo Ba mpénet ToTE va tpafnytel
TPOG TO TGO Y10 vaL avappoPn el 1 TOGOTNTA POPLAKEVTIKOD TPOIOVTOG TTOV OTOLTEITOL Y10 TV
KATAAANAN SO0, dtacporiloviag 0Tt Exel aparpedel OA0G 0 aépag Tov TVYXOV EXEL TOYIOEVTEL
ot ovpryya. H copryya pe ™ Belova Ba mpénel tote va apaipedel amd 1o proridio kot n
Belova va meTayTel.

6. Mo kavovpia vTodopia feAdva (GUVIeTOUEVO StapUETpN e 25) Oa Tpénel T0TE va, otepembel
KaAd ot ovptyyd. Evaudpnua dev Ba tpénet va mepdoet and tn ferdva tptv amd Tnv £veoT, Yio
va pelindel n mBavoTNTO EPPAVIONS TOTIK®V 0VTIOpAce®V ot B€om g éveong.




7. Otav yperalovror tepiocotepa omd 1 graridia, O To TOPOTAVEO PLLOTA Yi0 TV TOPACKELT
TOV gvol®pLaTog Ba Tpémet va emavaineBovv. ['a 66celg yia Tig onoieg amattovvton
neplocotepa oo 1 plaridia, 1 66on Ba Tpénet va popaoctel e&icov m.y. 66om 150 mg =6 ml,
2 ovpryyeg ne 3 ml o kabe cOpryya. Ady® KOTOKPATNONG 6TO PLaAidlo kol ot feddva,
EVOEYETOL VO, UMV EIVOL EPIKTY| 1] AVAPPOPTOT] OAOKANPNG TNG TOGHTNTAS TOV EVOIMPT|LLOTOS OO
TO QlaAid10.

8. To mepieydpevo g cHPLYYOS YopNYNoNS TNG 000MG TPEMEL VoL EmaveEVaI®pn el apécmg Tpv T
yopnynon. H Beppoxpacio tov evaiwprpatog katd to xpovo g Eveong Ba mpénel va givar
nepimov 20 °C-25 °C. T v enavevaudpnort|, KUANGTE £VTOVa, Tr GUPLYYO OVAIEGH OTIG
TOAGUES GOG PEXPL VO EMTOYETE £V, OUOLOUOPPO, VEQPEADOEC evanmpnua. To wpoidv Bo tpémet
vo amopprpbei edv mep1Eyel peydAo COUOTIOW 1) GUCCMOUATMOUOTO.

DOAAEN TOV OVAGLGTAUEVOL TPOTOVTOC

Lo aueon ypron

To evandpnpo Azacitidine Accord umopei vo TopaokevaoTel apésms Tpy T ¥PNoT Kot To
avaGVOTOUEVO evaldpr o Oo Tpénet va xopnynOel eviog 60 Aemtdv. Edv mepdoet ypovikd dtdotnua
peyodutepo twv 60 Aemtdv, TOo ovacLOTAUEVO evaudpnpa Bo Tpémel va amoppipBel KaTdAANA L Kol va
TOPOcKELAGTEL VEX dOO.

Lo ystayevéatepn ypron

Orav 1 avacHotaon yivetar xpnoomoimvtag HOMP Yo EVESIILO T0 0Ttoio dev eivar vid Yosn, To
AVOGVOTOUEVO evoldpT o TpEmel vo Totobetn el og yoyeio (2 °C mg 8 °C) apéomc petd v
avaeVoTOoT, Kot Vo, QAaYOel oTo Yyoyeio yuo éva uéytoto didotnua 8 wpmdv. Edv 1o mpoiov
TOPOLUEIVEL GTO YUYEID Y10 XPOVIKO OLAGTN O LEYOAVTEPO TOV 8 MPGOV, TO gvardpnpa Ba Tpémel va
amopplpBel KOTAAANAL KoL VO TOPACKEVAGTEL VEX OOGT).

Otav 1 avacHoTaon YiveTol pnoiuonotdvog Kémp ya evéstua vd yoén (2 °C éog 8 °C), to
AVOCLOTOUEVO evoudprua Tpénel va Tonobetn el oe yoyeio (2 °C €wg 8 °C) apéowc petd v
avaevoTooT, Kot vo, puAaydel oto yoyeio yio éva péyioto dtdotnua 22 opdv. Edv to mtpoiov
TOPOUEIVEL GTO YOYEID Y10 XPOVIKO SLAGTN O LEYOAVTEPO TV 22 MP®V, TO eVOldpN Lo o Tpémet va
amopp1pBel KOTAAANAL Kol VO TOPOCKEVAGTEL VEX OOGT).

H obOpryya mov mepiéyet to avacvotapuévo evarmpnua 0o mpémel va apedel yio péypt 30 Aemtd mpv
yopnynon va anoktioet Beppoxpacio dopatiov nepimov 20 °C-25 °C. Edv nepdoet ypovikd dibdotnua
peyodotepo twv 30 Aentdv, To evaumpnua Bo Tpénel va amoppipOel KoTAAANAN Kol VO TOPACKEVOCTEL
véa dOoM.

Yroroyioudc pepovouévne 66onc
H ocvvolikn 8001 copemva, e T copatikn extpdvela (BSA) pumopel vo vmoroyiotel og eENG:

Tuvolikn d6on (mg) = Adon (mg/m?) x BSA (m?)

O ax6Aov00¢ TIVOKOG TOPEXETAL LOVO MG TAPASELY L0 TOV TOG VITOAOYILOVTUL LEHOVOUEVEC HOGELG
azacitidine, o1 onoiec Bacilovtan oe pio péon Ty BSA 1,8 m2,

Abdon mg/m? 2UVOMKN dOoN UE 2UVOMKOC OYKOC

(% ¢ oovictousvne | Baon tun BSA Ap1Buodc amortodpevev eloAdiny OVOGLGTOUEVOD

0007C éva, 1,8 m? EVOIMPNULATOG TTOV

omoLTeiTon

DrAido 100 mg DoAido 150 mg

75 mg/m? (100 %) 135 mg 2 pLaAidio 1 puaAidio 5,4 ml

37,5 mg/m? (50 %) 67,5 mg 1 puaAido 1 guoAidio 2,7ml

25 mg/m? (33 %) 45 mg 1 groAidio 1 groAidio 1,8 ml




Tpoémog yoprynong
Mn ombnocete 10 evoudpnuo LT TNV ovacOGTAGT TOV.

To avacvotoauévo Azacitidine Accord 6o mpémel va evietar vTodopio. (etcaydyete T feldvo vTd
yovia 45-90°) ypnotponoidvrag feAdva SoUeTPLOTOS 25 6T0 Gve PEPOS TOL Ppayiova, To unpod M
TNV KOWALOKT YMPOa.

Adoelg peyardtepeg and 4 ml Ba mpénet va eviovton og 800 Eeywpilotd onpeia.

O1 B€oe1g g éveong Oa mpémel va evairdooovtal. O véeg evéaelg Bo mpémet va, xopnyodvToL e
AmTOGTOOT) TOVAGYIGTOV 2,5 cm a7t TO TPOTYOUUEVO OTUEIO Kol TOTE GE TEPLOYES OOV TO GNUEID
mapovctilel evacOnocia, pOAoTES, EpLOpHTNTA 1} GKANPLVOT).

Andppuym

Kdabe ayxpnoiponointo eopuokevtiKd tpoidv 1 VIOAELUO TPETEL VO ATOPPITTETOL COUPDVA LE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLOTAEELS.
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