@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Azacitidine Accord 25 mg/ml kévig yia gvéoipo evai@pnpa.
azacitidine

Awpdote TPooeKTIKA 0AOKANPO TO PVLAO 001 YIAV YP1 GG TTPLV APYICETE VO (proLHOTTOLEiTE AVTO

TO QAPROKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOALO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO, TOV POPUOKOTOLO 1] TOV VOGOKOUO GOG.

- Edv mapatnpnioete kdmola avemBountn evEPYELD, EVIUEPMDGTE TOV YIOTPO, TOV (POPLOKOTOL0 1|
TOV VOGOKOWO 00G. Avtd 1oy0eL kol Yio kKiOe mhavh avemBounTn evEpyELn, TOL OV AVOQEPETAL
670 TapdY PUALO 0dNYIDV Ypong. BAéme mapdypapo 4.

T wegpréyel 10 Tapov UAA0 00N YLOV:

T1 efvon o Azacitidine Accord kot mota givat 1 xprom tov

T mpénet va yvopilete mpv ypnoponomoete to Azacitidine Accord
[Modg va ypnoponomoete To Azacitidine Accord

[MBavég avemBounteg evépyeteg

[og va puidooete 1o Azacitidine Accord

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

AR S e

1. Th eivar To Azacitidine Accord kan o givan 1) yp1)o1 TOL

Th givar To Azacitidine Accord

To Azacitidine Accord givat évag avTIKapKIvIKOG TOPEyOVTOS TOL OVIKEL GE Uit OPLAS POPUAK®OV
7ov ovopdlovtar «avrtipetaforitec». To Azacitidine Accord mepiéyet T SpacTikn ovoia
«azacitidine».

Iowa givan M ypfon Tov Azacitidine Accord

To Azacitidine Accord ypnoiponoleital o evniikovg Tov dgv umropody vo, vtofAnbovv og
LETAPOGYEVOT OPYEYOV®V KLTTAP®V Yo, T Oeparmeio:

- HueAodVoTAACTIKGOV cLVIPOU®V (myelodysplastic syndromes, MDS) vynhod Kivdvvov.

- NG XPOVING LVEAOUOVOKVTTAPIKNG Agvyanpiog (chronic myelomonocytic leukaemia, CMML).
- g o&elag pueroyevoug Aevyoupiog (acute myeloid leukaemia, AML).

AvTtég etvan vOGoL mov ennpedlovy ToV HUEAD TMV 00TMOV KOl LTOPOVYV VO TPOKAAEGOLV TPOPAN LT
GTN PVOLOAOYIKN TOPAYDYT ALLOCOUPIMV.

I®g dpa 10 Azacitidine Accord

To Azacitidine Accord dpa epmodilovtoc v avantuén tov Kapkvik®v kuttapov. H azacitidine
EVOOUATMVETOL GTO YEVETIKO VAIKO TmV KLTTApmV (provourieiko oy (RNA) kot
deo&upiPovoukdeixo 0&O (DNA)). Oswpeitar 6Tt dpa PETAPAAAOVTOG TOV TPOTO LLE TOV OO0 TO
KOTTOPO EVEPYOTOLEL KO ATTEVEPYOTOLEL TA, YOVIOLQ, Kail EMioNG TapEUPAiVOVTAG GTNV TAPUYWDYT VEOD
RNA ka1 DNA. Avtég o1 dpdoeig Bempeitar 61t dtopfdvouv ta mpofAnpata opipaveng kot avamtuéng
TOV VEOV OHOGQAPIOV GTO HVEAD T®V 0GTMV TOL TPOKOAOVV HVEAOSVOTAAGTIKEG SATUPUYEG KOOMG
Kol OTL KOTAGTPEPOVY T KOPKIVIKE KOTTOPO 0TI ASVYoLpiaL.



AmevBuvbeite 6Tov Y10TPO 1 TOV VOGOKOUO GOG EQV EYETE OTOEGONTOTE EPMTICELS GYETIKA [LE TOV
TpOTOo Opaong Tov Azacitidine Accord 1 yioti avTd TO PAPUAKO GVVTOYOYPAPHONKE YO GOG.

2. T npéner va yvopilete mpy ypnowponomjcere To Azacitidine Accord

Mnyv ypnoipomonjoete To Azacitidine Accord

- og mepintwon aAlepyiog otnv azacitidine 1| 6 0mo100MTOTE GALO OO TA GLGTATIKA AVTOV TOL
POPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).

- G€ TEPIMTOON OV TAGYETE OO TPOYWPMUEVO KAPKIVO TOV NTTOTOG,

- og mepintwon mov Onralete.

Mpocdomounoeis Ko TPOoPVAAEELS

AmevBuvbeite 6TOV Y10TPO, TOV POPLAKOTOLO 1| TOV VOGOKOUO GOG TPV YPNCUYLOTOGETE TO
Azacitidine Accord:

- €qv €yete peloUéEVo apipuod apometodiov, puOpmdv | AEVKOV aUocapimv.

- €4V €xETE VOGO TMV VEQPOV.

- €dv €xete VOGO TOL NTOTOC.

- €av glyate moté Ui kopdlokn Taonon N kopdlakr TPOSBoAn 1 0TO100MTOTE 1IGTOPIKO
TVELLLOVIKNG VOGOU.

To Azacitidine Accord pumopei va TpokarEcEL o, GOPop1| 0VOGOAOYIKT aVTIOPOOT) TOV OVOUAlETOL
«oOvdpopo drapoporoinoney (PA. mapdypapo 4).

E&étaon aipatog

B kdvete eEetdoelc aipatog mpw apyioete ) Bepameia pe Azacitidine Accord kot kotd v évapén
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 cuvictdrtol yio xpron o€ Todid Kot eprfoug niikiog kdto tov 18 etmv.

Alho @dppoxa ko Azacitidine Accord

Evnpuepmote tov yiatpd 1] 10V GOpULOKOTOL0 GaG 6V YPNOLLOTOLELTE, £YETE TPOCPATO YPTCLLOTOLCEL
N Uropel va ypnoYomooete GAla @dppoka. Avtd amatteiton 016tL o Azacitidine Accord pmopel va
EMNPEACEL TOV TPOTTO dPpAonc oploUévey AAA®V Qoapuakov. Exiong, opiopéva dAha eapuoka pmopet
Vo ETNpedoovy Tov TPOTo dpdomng Tov Azacitidine Accord.

Kinon, Oniaopdég kot yovipotnra

Kvnon

Agv Ba mpénel va yproonomcete 10 Azacitidine Accord katd tn S1dpKeld TG KON ONG, S10TL Uopel
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 didpkeia g Oepameiog.

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedalete vo amokTNoeTE TOLdi,
{ntnote 1 GUUPBOLAN TOL YITPO T} TOV PUPLOKOTOLOD GAG TPV TAPETE AVTO TO PAPLLOKO.

OnAaopog
Agv mpénet vo OnAalete evod ypnoyonoieite to Azacitidine Accord. Agv gival yvooto €dv avtod to

QAPLOKO TEPVA GTO UNTPLKO YEAQL.

Tovipdémra



Ot Gvdpeg dev Ba Tpémet va Kavouv modi evd Bpickovror vd Bepaneio pe Azacitidine Accord.
XPNGLUOTOMGTE [0l ATOTEAEGLOTIKY LEBOSO OVTIGVAANYNG Katd TN dtdpketa Kot péxpt 3 piveg petd
T Oepameio Pe aVTO TO PAPLLOKO.

Yvlnmote pe tov yurpd cag eqv embupeite va puAdEete 10 omépua cag Tpv voPAanbeite o
ovyKekpéEvn Bepameio.

Odofynon Ko YEPIGROS PNYAVIRATOV
Mnv odnyeite N xepileote omowdNTOTE EPYOAEin 1] yoviLOTO €AV ELPaviceTe avemBOUNTES
gvépyeles, Omwg KOTWOoT).

3. [ og va ypnopomomcete To Azacitidine Accord

[Ipw cog yopnynoet to Azacitidine Accord, o y10tpdg oag Ba cag dDEL Eva GALO PAPLLOKO Yio VoL
ATOPUYETE TN VAVTIO KO TOV EUETO GTNV opyn KABe Kukiov Bepameiag.

- H ovvictdpuevn d6on eivar 75 mg avd m? copotikic empavelog. O yatpog cog 0o amopacicst
1 8061 VT TOV PAPUAKOV, OVAAOYO LLE TN YEVIKT| OO KATAGTAOT], TO VYOG Kol T0 fépog Goc.
O ywtpdc coc Oa eréyyel v Tpoodo cog kol pmopel va oAAG&el T d66m oag edv ivat
amopaitnTo.

- To Azacitidine Accord yopnyeiton kdBe pépa yo pio efdopdda, axoiovBovpevo omd pio
nepiodo drokomg 3 gfdopdadmv. Avtdg o “kOkAog Oepameiag” Oa emavorapPdveTar Kabe
4 gfdopadec. Zuvnbwg Aappavete TovAdyiotov 6 KOKAoLG Bepaneiog.

Av10 10 Pdppaxo Ba cag xopnyndel og éveon katm amd To dépua (Lmoddpia) amd Y1Tpd 1 VOGOKOUO.
Mmnopei va cag yopnyndet vroddple 6To PNPO, TV KO 1] To dve PéEPOG Tov Ppayiova.

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

4. IBavéc avemOOpnTES EVEPYELEG

Onwg 6o Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
ka1l Ogv Tapovoldlovtal 6 GAOVG TOVS avEpPOTOLG,.

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

avemOopnteg evépyereg:

- Ynavniia, tpépovio, ikTEPOS, KOIMAUKOS HETEMPLOUOS KOl EVKOLOL HOAOTIGNOL. AVTA
UTOPEL VO 0OTEAOVY CUUTTOLOTO NTATIKNAG OVETAPKELOS TOV UTOPEL VO EIval AmEMNTIKN Y10
™ Con.

- Oidnpo TOV KATO GKPOV KL TOV TOOLOV, TOVOG GTNV TAATY, HEiMO TG 0VPN oS,
avénuévn diya, Tayvmaipia, G kKo vavuTtia, EpeTog M peropévy 06peén ko aicOnon
oVYYVONG, AVOVYIaS ) KOT®G6NG. AVT LTOpEl VO ATOTEAOVY GUUTTMOUATO VEQPIKNG
AVETAPKELOG TOV UTOPEL Vo givor ametAntikn yiao T {on.

- Mvpetoc. Avtd o pmopovoe vo opeiletar oe AOTU®EN G ATOTELEGUO YUUNADY ETTEd DV
AEVKOV alocealpimv, n oroio propel va etvar anetAnTiky yia ) (o).

- OopuKikd drhyog 1 006TVOLY, TO 0TTOLN PUTOPEL VO GVVOIEVOVTAL 0.0 TVPETO. AVTO pTopel
va opeidetal o€ Aoipnmén Tov Tvedpova 1 ooio ovopdleTal “Tvevpovia’ Kot pmopel va givan
ameANTIKN Yo T {on.

- Awpoppayia. Onog aipo oto KéTpava AGY® opoppayiog Tov GTOUAYOV 1] TOV EVIEPOL, 1| OTIMG
ALLOPPAYio GTO ECMTEPIKO TOL KEPOALOD G0OG. AVTA UTOPEL VoL EIVOL GUUTTOUATA YOUNADY
EMTESOV OULOTETOM®Y GTO Aliplo GOG.

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



AMdeg avemBounteg evépyeleg mepthappdvovuy:

oAb ovyvéic avemBopnteg evépyereg (Lmopel va ennpedoovy nepiocdtepa omd 1 ota 10 dropa)

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

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 0éon g veong, coumeptiapfavouévav epufpotnTag, TOVOL 1 dEPUUTIKNAG
avtidpaonc.

Andrewa 6peéng.

[16vol otic apBpmoelg.

MoAonec.

E&dvOnpa.

Koxkiva | pop otiypoto ket amd 1o dEpua.

[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 KoAiov 010 aipo Gog.

Yoyvéc avemBounteg evépyereg (Umopel va emmpedoovy éo¢ kot 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 Aoipmén mov tpokoiel puoaiideg oto déppa (€pmng).

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 Ao To dEPUA (UATMUA).

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 ETYPICUN TOV KAADTTEL T YADGCOW, TIV ECOTEPIKT TAELPE TOV UAYOLA®Y 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 enmpedoovy éog Kot 1 ota 100 droua)

- 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 ).

- dleyuovn Tov emtOniiov mov mePIPAALEL TNV KapdLd (TeptkapdiTidn).

Yrdwvieg avemBounrteg evépyseieg (umopel va ennpedoovy £wg kat 1 ota 1.000 dropa)

- Enpog Prixoc.

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

- 2Hvopopo Aong Oykov — PETAPOAKES EMITAOKES TOL PTOPEL VoL TPOKOWoLV KaTd T Bepameiol
TOV KOPKIVOL Kol LepIkég opég akopa Kat xwpig Oepameio. AvTég ol emMTAOKEG TPOKAAOVVTOL
a6 TO TPOIOV TV KAPKIVIKAOV KVTTAP®V Tov mebaivouv kat pmopei va mepthapuavouy to
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
oAU, o€ oTaGHoUE Kal, Eviote, og Bdvaro.

Mn YVOGSTIHG ovYvoTNTAGS (1) GLYVOTNTA OEV Umopel va exTiun el pe Paon to dabéoya dedopéva)
Aolpmén tov fabitepmv 6TPOUAT®OVY TOV dEPIATOC, 1| 0TToio, eEamAdVETAL YPIYOpQ,
TPOKAADVTOG KOTOGTPOPT GTO SEPLO KAl TOVG 16TOVG, 1| Omoio, umopel va tvor et Tk yio
) {on (VEKPOTIKT TEPLTOVITION).

- Yofapn avocoroyikn avtidpacn (cOVEpoUo S10pOoPOToineTS), 1| OTTOl0, UITOPEL 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 mbavi| avemBountr evEPYELO TOV OEV OVOPEPETOL GTO TOUPOV
@OALO 00Ny Yprionc. Mropeite emiong va avagpépete avemBounteg evépyeleg angvbeiag, LEcm

EBvikdc Opyaviopog Gapudkwmv
Meocoyeimv 284, GR-15562 Xolapyog, Abnva



TnA: +30 21 32040337
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr.

Méow g avapopdg avemBOuNToOV evepyel®V pmopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVIOS POPLLAKOV.

5. Hog va puraocoete To Azacitidine Accord
To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPROKO LETE TNV Nuepounvio ANENG OV avapEpPETaL 6TV
gmoNuaven Tov eraeidiov kot 6to kKovti. H nuepopunvia Aéng eivar ) televtaio nuépa ToL WAV TOV
OVOQEPETAL EKEL.

O y101pdS, 0 PUPUAKOTOLOG 1] 0 VOGOKONOG GaG etvan vrrevBuvol yia T eOAaEN Tov Azacitidine
Accord. Eivor emiong vrevbuvor yio tn oot mpoeToacio kot amdppuyn kKabe tpoidvrog Azacitidine
Accord mov dev €xet ypnoyromomnOet.

Mo un avotypéva, eaAidto autol ToL POPUAKOD — eV VTTAPYOLV W1aiTEPEC GLUVONKESG PUAAENC.

Orav ypnoiuomoieitor opéomg
MoAiG Tapackevactel To evarmpnua Oo mpémet va yopnynbei evtog 60 Aentmv.

Orav ypnoiuoroieitar opyotepo,

Edv to evarmpnua tov Azacitidine Accord TapackevdleTol ¥pnoLULOTOIOVTAG VOIMP Yo EVEGILO TO
omoio dev gival vtd YOHEN, T0 evaumpnua Tpénel va totobe el ato yoyeio (2 °C — 8 °C) auéomg petd
TNV TOPUCKELN TOL Kot Vo, @LAAYOEl oTo Yoyeio Yo éva uéyloto dtdotnua 8 mpamv.

Edv to evaumpnua tov Azacitidine Accord TapackevdleTol ¥pNOLUOTOIOVTAG VOMP Yo EVEGILO TO
omoio £xel puAaybel 6to Yoyeio (2 °C — 8 °C), 1o gvaidpnuo mpénet vo, torobetn0ei 6to yoyeio (2 °C
— 8 °C) apéomg HeTA TNV TOPOCKELT TOL Kot va puAaybel oto yuyeio Yo éva péyioto drdotnuoa 22
WPpOV.

To evandpnua Ba wpénet va apedel yio péypt 30 Aemwtd TPV TN YOPNYNON Yo VO AITOKTIGEL
Oeppoxpoaoio dwpatiov (20 °C —25 °C).

Edv oto evaumpnua vapyovv peydio couotido avtd 0o mpénet vo, amopprpOet.

6. Iepreydpeva TS 6GLOKEVAGIOG KO AOLTTEG TANPOPOPIEg

T wepréyer o Azacitidine Accord

- H dpaotikn ovoia givar 1 azacitidine. 'Eva @uolidio mepiéyet 100 mg 1 150 mg azacitidine.
Metd v avacvotacn pe 4 ml 7 6 ml VSatog Y10 EVEGIUO, TO OVOGVOTAIEVO EVOLDPTLOL
nepiéyet 25 mg/ml azacitidine.

- To dAho cvotatikod givor n pavvitoan (E421).

Ep@dvion tov Azacitidine Accord ko TEPLEYONEVE TG GVCKEVUGIOG
To Azacitidine Accord ivar pio AevKT KOVIC Y10 EVEGIUO EVOLDPTLLOL KO TOPEYETUL GE YUAAIVO PLOAIS10
mov weptéyel 100 mg 1 150 mg azacitidine. Kadbe cvokevaoio mepiéyet éva larioto Azacitidine Accord.

Meyébn cvokevaociog
1 proAidio mwov mepiéyet 100 mg azacitidine.
1 proAidio mov mepiéyet 150 mg azacitidine


http://www.eof.gr/
http://www.kitrinikarta.gr/

Kéroyog Aderag Kvkrhogopiag
Accord Healthcare S.L.U.
World Trade Center,

Moll de Barcelona, s/n,

Edifici Est 6* planta,

08039 Barcelona, Iortavia

[MopaokevaoTNE

Accord Healthcare Polska Sp.z o.0.
ul. Lutomierska 50,

95-200 Pabianice

IMolwvia

H

Laboratori Fundacié Dau

C/ C, 12-14 Pol. Ind.

Zona Franca, Barcelona, 08040,
Iomavio

'H

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

Lamia, Schimatari, 32009,

EXLada

"o ool dMmoTE TANPOPOPIN GYETIKA HLE AVTO TO PAPLOKO, EXTIKOVOVIGTE LE TOV TOTIKO AVTITPOCMTTO
tov Katdyov g Adelag Kvkiopopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL/
NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL
Win Medica Pharmaceutical S.A.
Tel: +30 210 7488 821

To wapdév UAA0 00N YOV ypioNs avade®p1)Onke Yo TEAEVTOIO POpd oTic 10/2025.

Aentopepeic mAnpopopieg yio 0 PappoKo avtod givorl dtabéoipeg oto diktvakd TOmo Tov Evpwnaikon
Opyavicpod oppdkmv:

https://www.ema.europa.eu. Yapyovv eniong cOVOEGHOL Pe GALEC IGTOCEAIDES TTOL APOPOVY GTAVIEG
acBéveleg ko Bepomeies.




O Tinpo@opiec mov akorovBovV amevOUOvovTaL povo o€ erayyelpatieg vysiog:

2V0TAGELS Yo AoQOAN YEPIGUO

To Azacitidine Accord givor éva Kuttapoto&ikd eappakevTikd Tpoidy Ko, Onmg pe e mBavadg
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.

Y& mepinTon mov 1 ovacvoTouévn azacitidine €A0gl oe ETaT| e TO dEPLLO, TAVVETE OUECMG
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
AVTAOV OV AVOPEPOVTAL TAPAKAT® (PA. “Aladikacio avaciotoong”).

Awdkacio avacHoTaong

H avacvotoom tov Azacitidine Accord Oa Tpémel va yivetal ypnoOTOIOVTOC VOWP Yio evéotpa. H
duapxela {ONG TOL AVAGVOTUUEVOL POPUOKEDTIKOD TPOTOVTOG UTopEl Vo Topatadel KavovTog
avacoTooT e Vomp Yo evésa bTd YOEN (2 °C éwg 8 °C). Aemtopépeleg yuo T OAAEN TOL
OVOGLGTOUEVOD TTPOIOVTOG TOPEXOVTOL TOPOKATE.

1. ®a mpénet vo cuYKeVIp®OOLV Ta akdlovBa £10m: Droridio(a) azacitidine, proridio(a) pe HVO®P
YloL EVEGLLAL, 1) OTOGTEIPMUEVO XEWPOVPYIKA YavTia, BapfdKt pe ovodmvevpa, cOPLyyo(Eq)
éveonc tov 5 ml pe Beroval(eg).

2. O KoTtdAANA0og dyKog VOATOC Yo evéatua Ba Tpémel va avappoendei otn cdpiyya,
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/ml
150 mg 6 ml 25 mg/ml
3. H Beldva tng cOpryyoc mov mepiéyet HOuTog Y10, evéoipa o Tpénel va elcaydel Stapécon Tov

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

4, Metd v agpaipeon ¢ ocvplyyag kat tng felovag, to eloiidlo O mpénet va avotoapaydei
évtova péypt va emtevy el £vo oUOLOUOPPO VEQEADOES Evaldpna. METH TV avocOoTAoN,
KkéBe ml evauwpnpatog Oa mepiéyel 25 mg azacitidine (100 mg/4 ml 7 150 mg/6 ml). To
AVOGVOTOUEVO TTPOTOV EIVaL £Va. OUOLOYEVEG, VEPEAMDOES EVOLDPT L, EAEDOEPO
ocvooopatoudtov. To tpoidv Ba mpinel va omopprebdei edv mepiéyel peydio couatiow 1
ovooopotopate. Mn d1mbNoeTe T0 Evoumdpn o LETA TV GVOGLGTOOT TOL KaBOTL avtd O
UTOPOLOE VO amouakpOVvel T dpactiki) ovcia. [1pénetl va Anebei vndyn 6T opropévor
TPOGOPUOYEIG, spikes Kol KAEIGTO GUGTIUATO TEPLEYOVV PIATPO, ETOUEVAOC TETOL0 GUGTILOTO
dev Ba TPENEL VA ¥PNGLUOTOLOVVTOL Y10 TH YOPTYNOT TOV QUPUOKEVTIKOD TPOTOVTOG UETA TNV
OVOGVGTOOT).

5. To ghootikd Tdpa O Tpémel va kKabapiotel kat vo eieoydel Evidc Tov PLaALdio (o Kovovpio
ovptyya pe Berdva. To groridio Oa mpémel va avamodoyvpiotel, Stac@oAilovtag 0Tt To AKPO TNG
Behovag PplokeTon K&t and TV emeavele tov vypov. To éuPoro Ba mpénet toTE Vo, Tpafnytel
TPOG TO TG Y10 vaL ovappoPn Ol 1 TOGOTNTA POPLAKEVTIKOD TPOTIOVTOG OV AITCLTEITOL Y10l TNV
KATAAANAN SO0, dtacporiloviag 0Tt Exel aparpedel OA0G 0 aépag Tov TVYXOV EXEL TOYIOEVTEL
ot ovptyya. H copryya pe ) Belova Ba tpémel tote vor apaipedel and 1o graridto 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 yperdlovror mepiocotepa omd 1 Qroridia, O To TAPOTAVED PALATO Yo TV TOPACKELT
TOV evOlOPTLOToG Ba Tpémet va emavaAineBovv. I'a 66ce1g yia TG omoieg amaitovvTon
neplocoTEPa amd 1 raAidia, n 66om Ba wpémel va popaoctel e&icov m.y. 66omn 150 mg = 6 ml,
2 ovpryyeg pe 3 ml og Kabe cOpryyo. AdYm KOTAKPATNONG GTO PLaAid0 Kal ot PeAdva,
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
nepinov 20 °C-25 °C. T'a v enavevoidpnon, KLANGTE EvTova T cVPLYYO AVAUESH OTIG
TOAGUES GOG PEXPL VO EMTOYETE £V, OUOLOUOPPO, VEQEADOEC evanmpnua. To wpoidv o mtpémet
vo amopprpbei edv mep1Eyel peydAo COUOTIOW 1) GUCCOUATMOUOTO.

DOAAEN TOV OVAGLGTAUEVOL TPOTOVTOC

Lo aueon ypron

To evandpnua Azacitidine Accord pnopei va TapacKeLOGTEL APECHS TPV TN YPNOT KOl TO
avaGVOTOUEVO evaldpT o 0o Tpénet va xopnynOel eviog 60 Aemtdv. Eqv mepdoet ypovikd dtdotnua
HeyoATEPO TV 60 AENTAOV, TO AVAGLOTAUEVO Evaudpnpa Bo Tpémel va amoppipbel KaTdAAnAo Kol va
TapocoKevaotel véa doom).

Lo ystayevéatepn ypron

Orav 1 avacHotaon yivetar xpnoomoimvtag HOMP Yo EVESIILO T0 0Ttoio dev eivar vid Yosn, To
AVOGVOTOUEVO evoldpT Lo Tpénel vo TortoBetnOel o€ yoyeio (2 °C mg 8 °C) apéowmc 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).

Orov 1 avachotaon yiveton yxpnotporoidvtag KVomp yia evésua vd YHén (2 °C éng 8 °C), to
aVOCLGTAUEVO evaudpnpa Tpénet vo tomobetn el og yoyeio (2 °C €wg 8 °C) apéomg puetd v
avaevoTooT, Kot vo, puAaydel oto yoyeio yio éva péyioto dtdotnua 22 opdv. Edv to mtpoiov
TOPOUEIVEL GTO YUYEID Y10 XPOVIKO SLAGTNUG 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 aroktioet feppoxpacio dopatiov nepimov 20 °C-25 °C. Edv nepdoet ypovikd drbdotnua
peyodotepo twv 30 Aentdv, To evaumpnua Bo Tpénel va amoppipOel KoTAAANAN Kol VO TOPACKEVOCTEL
véa dOoM.

Yroroyioudc pepovouévne 66onc
H ocvvolikn 8001 copgava, e t couatikn enteavela (BSA) umopel va vmoloyiotei og €N

Suvohikr 80om (mg) = Adon (mg/m?) x BSA (m?)

O ax6Aov00¢ TIVOKOG TOPEXETAL LOVO MG TAPASELY L0 TOV TOG VITOAOYILOVTUL LEHOVOUEVEC HOGELG
azacitidine, o1 omoieg Pacilovrar o€ pia péon tiui BSA 1,8 m?.

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

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

0007C éva, 1.8 m? EVOIMPNULATOG TTOV

omoLTeiTon

Ddrorido 100 mg Ddrodido 150 mg

75 mg/m? (100 %) 135 mg 2 @loAidL 1 @loAido 5,4 ml

37,5 mg/m?* (50 %) 67,5 mg 1 @laAido 1 @loAido 2,7 ml

25 mg/m? (33 %) 45 mg 1 laAido 1 @loAido 1,8 ml




Tpoémog yoprynong
Mn ombnocete 10 evoudpnuo LT TNV ovacOGTAGT TOV.

To avacvotopévo Azacitidine Accord Ba wpémel va gvietar vtodopia (eicaydyete T Pehdva vITd
yovia 45-90°) ypnoponoidvrag feAdva dtapetpripatog 25 oto dve pépog tov Ppayiova, To unpd M
TNV KOWAMOKT YMPOa.

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

O1 B¢oe1g g éveong Oa mpémel va evairdocovtal. O véeg evéaelg Ba mpémet va, xopnyodvIoL 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 aypnoiponointo eopuokevticd tpoidv 1 VIOAELUO TPETEL VAL ATOPPITTETAL GOUPOVOL LE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLOTAEELS.
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