®vrAo oonYIOV ypions: IIAnpogopieg yia Tov yprioty

Azacitidine Accord 25 mg/ml k6vig Yio. evEGLLO EVOI@PIA,
azacitidine

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPV OPYIGETE VO

APNOLUOTTOLEITE AVTO TO PAPNOKO, OLOTL TEPLAAPPAVEL CNRAVTIKES TANPOPOPIES TIX GAC.

- DdvrdEte avtd TO EUALO 0N YDV Ypione. Towg ypelaotel va to dwfdocete Eava.

- Edv éxete mepartépm amopieg, pOTAGTE TOV YLOTPO, TOV QAPLAKOTOLO 1| TOV VOGOKOLO
oG,

- Eév mapatnprioete Kamowo avemBOUNTN eVEPYELL, EVIUEPDGTE TOV Y1ATPO, TOV
(POPLLOKOTTOL0 1] TOV VOGOKOWO GaG. AVTO 1oYVEL Kot Yl kEOe mhavr avemBount
EVEPYELD TTOV OEV AVOPEPETOL GTO TAPOV POALO 00T YLDV Yprione. BAéne mapdypago 4.

T epréyer To mapdv VAL 00NYLAOV:

T elvon o Azacitidine Accord kou mota givai 1 xpfon tov

T npénet va yvopilete Tpv ypnooromoete to Azacitidine Accord
[Tog va ypnopomomcete To Azacitidine Accord

[MBavég avemBounteg evépyeteg

o vo puidooete To Azacitidine Accord

[epreydpevo g cuokeLOTING KOl AOUTEG TANPOPOPiES

oM

1. T eivan To Azacitidine Accord kot wowa givar 1 (p1i61| TOV

T givon To Azacitidine Accord

To Azacitidine Accord givat évag ovTIKapKIVIKOG TapayovTag TOV VIKEL GE L0, 0L
eopudxev Tov ovopdlovtat «ovtiuetaforitegy. To Azacitidine Accord mepiéyet T SpacTiKy
ovoia «azacitidine».

Mo givar n xpnon Tov Azacitidine Accord

To Azacitidine Accord ypnopomoteital o€ evnAikovg mov dgv pumopovv va virofAnbovv oe
LETAUOCYEVCT| OPYEYOVOV KLTTAP®V Y10, Tn Oepameios:

- poelodvomhaoctikdv cuvdpouwy (myelodysplastic syndromes, MDS) vyniod kivéovov.
- ™G ¥POVIOG LueEAopovoKLTTaPIKNG Agvyatpiog (chronic myelomonocytic leukaemia,
CMML).

- ™G o&elag poeloyevong Agvyaiog (acute myeloid leukaemia, AML).

AvTég eivan vOG0ot mov ennpedlovy ToV HUEAD T®V 0GTMOV Kol UTOPOLV VO, TPOKUAEGOLV
TPOPANLATO GTN PUGLOAOYIKT] TOPAYMYT ALOCPULPI®Y.

Ilog dpa o Azacitidine Accord

To Azacitidine Accord dpa eumodifovtag TV avantuén TOV KapKIvVIK®V KuTtapmv. H
azacitidine evoouUOTOVETOL 6TO YEVETIKO VAIKO TV KLTTAP®V (ptpovoukdeiko o0& (RNA) kot
deo&upiPovoukieixd o&H (DNA)). Oswpeitar 6TL dpa peTABAAAOVTOC TOV TPOTO LE TOV 01010
TO KOTTOPO EVEPYOTOLEL KO QITEVEPYOTOLEL TaL YOVidla Kot emiong mapeuPaivovtag otnv
napaywyn véov RNA kot DNA. Avtég o1 dpdoelg Bewpeitar 6Tt StopBdvouvv Ta mpofAnuata
OPILOVONG Kol OVATTUENG TOV VEDV OLOCPULPI®Y GTO HVEAD TOV 0GTMOV OV TPOKAAOVV
LUVEAOOVGTANCTIKES dlaTapayEC KaOME Kot OTL KATASTPEPOLV TO KOPKIVIKA KOTTOPO 0T
Agvyouuia.



AmevBuvbeite 6TOV Y10TPO 1| TOV VOGOKOO GOG EAV £YETE OTOLEGONTOTE EPMTNOELS GYETIKA LE
TOV TpOTOo dphong Tov Azacitidine Accord 1 yioti avto o ehpuako cuvToyoypaeNOnKe Yo
oG,

2. T pémer va. yvopilete Tpy ypnopomonjoste To Azacitidine Accord

Mnyv ypnowpomomicete To Azacitidine Accord

- o€ mepintwon ailepyiag oty azacitidine 1 6 0mo100NTOTE GALO 0O TO GLGTATIKG
OVTOV TOV PAPUAKOL (avapEPOVTAL GTNV TaPdypapo 6).

- G€ TEPIMTOON OV TAGYETE ATO TPOYWPTLEVO KOPKIVO TOV MTTOITOC.

- o€ mepintwon mov Inidalere.

Ipocdomomoeis ko TPoPLAGEELS

AmevBuvleite oToV Y10TPO, TOV PUPUAKOTOLO 1] TOV VOGOKOWO GO TTPLY YPT|CULOTO|GETE TO
Azacitidine Accord:

- eaqv &xete petopévo aplBpd oponetaiinv, epuBpdv 1 AEVK®OV aocEaLpimy.

- edv £YeTE VOOO TV VEQPAV.

- edv £yete vOGO TOL NOTOC,.

- edv elyate moté pia kapdokn TaOnon 1 kapdlaky| TPOSPOAT 1 0TO10dNTTOTE 1IGTOPIKO
TVELUOVIKNG VOGOV.

To Azacitidine Accord propei va Tpokorécet pio Goapr avocsoAoYIKN avTidpacT Tov
ovopdleTar «cuvdpouo dapopomoinoncy (BA. mapdypapo 4).

E&étaom aipatoc

Oo kavete e€etdioelg aipotog mpv apyioete ) Oepameio pe Azacitidine Accord kat KoTd v
évapén kdbe meptodov Bepamneiog (mov ovopdletar ‘KOKAOS’). Avtd yiveton yuo va greyyBel 6Tt
éxete emapkn aplOud atpoceapiny Kot 4Tl To HTOP Kol Ol VEPPOL GO AEITOVPYOVV KOVOVIKAL.

Howowd xon £pnpor
To Azacitidine Accord dev cuvictdtar yio yprion oe Toudid kot pHPovg nikiog kétw tov 18
ETAV.

Alo @appoxa kot Azacitidine Accord

Evnuepdote tov yotpd 1 TOV QOpUOKOTOLd GOG EAV XPCLOTOIEITE, EYETE TPOCPOTO
YPNOUYLOTOGEL 1] UTOPEL VO YPTCLUOTOCETE GAAN QAppaKa. AvTd omatteitar S10TL TO
Azacitidine Accord pmopel vo. emnpedost Tov TpOTo dpaong opiopiVeOY GAM®Y QOPUAK®V.
Eniong, opiopéva GAha @dpuoka pmopel vo exnpedoovy tov tpdmo dpdong tov Azacitidine
Accord.

Kdnon, Onraopés ko yovripdtnto

Kvnon

Aev Bo mpémel va ypnoonomoete to Azacitidine Accord kotd tn didpketa TG KOnomng, d10TL
umopel va givan emPraféc yo o popd cog.

Av glote yuvaika mov umopel va petvel £ykvog, Oa TpEmEL va, Yp1GLLOTOLEITE (Lol

amoteAeo otk HEO0S0 avTIcOAAYNG Yio 660 Kaupd maipvete To Azacitidine Accord kot yia
6 unfvec petd ™ dakonn tng Bepamneiog pe to Azacitidine Accord.

Evnuepdote apéomg tov y1otpd cag edv peivete £€ykvog katd T didpketo g Oepomeiog.

Edwv giote éyxvog 1 Onddlete, vouilete 0tL umopei va giote €ykvog 1 oyedtdlete va
amokthoete Toudi, (THoeTE T GLUPOVAT TOV YLUTPOD 1) TOV PUPUOKOTOLOD GOC TPV TAPETE
oVTO TO PAPLOKO.



OnAacpog
Agv mpémet vo, Onhalete evad ypnowpomoteite to Azacitidine Accord. Agv givar yvootd gdv
avTd TO PAPLLOKO TEPVA GTO UNTPLKO YAACL.

Tovomo
Ot Gvdpeg dev Ba Tpémetl va kavouv Tondi eved Bpickovtor vto Bepaneio pe Azacitidine

Accord. Ot Gvdpeg Oa Tpémet va xpNooToloHV o, 0ToTEAEGHOTIKY HED0SO avTIGOAANYNG
v 660 Kopo6 waipvouvv to Azacitidine Accord kot yio 3 ufveg PHeTd T 610KOTN TG
Bepameiag pe to Azacitidine Accord.

Yv{ntorte pe tov yrTpd oag eav emboueite vo puAGEETE T0 omEPU oG TPV VIoPAnOeite
oTN ovyKekpévT Bepameia.

0onynon Ko YEPLOROS PNYAVILATOV
Mnyv odnyeite N xepileote 0MO1AONTOTE EPYOAELD 1] UNYOVILOTO EAV ELLPOAVIGETE
avemounTeg evEPYELEC, OTMS KOT®GT).

3. Iag va ypnowomoumjeete To Azacitidine Accord

Ipw cag yopnynoet to Azacitidine Accord, o yiatpdg cog Ba oag dmoet Eva GALo PappoKo
Y10l VO, aTOQUYETE T VOLTIO KoL TOV ELETO otV opyN Kabe kOkAov Oepameiog.

- H ovviotdpevn 86on sivar 75 mg avéd m? copotikig emedvelog. O yotpdg cog Oa
OToQUCioel T SOGT] L TOV TOV PAPUAKOV, AVAAOYA, LIE TN YEVIKT GOG KOTAGTAGN, TO
Vyog kot to Bapog cag. O yiatpog oag Ba eAéyyel TV TPO0dO Gag KOl LWTOPEL Vo
aAla&el ) d6om cog edv givan amapaitnTo.

- To Azacitidine Accord yopnysiton kdBe pépa yia pia efdopada, akolovboduevo amd
pio epiodo daxomng 3 efoopuddmv. Avtdg o “kdxhog Oepomeiog” Oa
emovaiopPaveron ke 4 gfdopdadec. Zovnbwg Aapupdvete ToLAGYIGTOV 6 KHKAOLG
Oepamneiog.

AvT6 T0 Pappako o cag xopnyndel mg éveon kdto amd To d€ppa (VTOdOPL) amd YTPo 1|
vocokopo. Mropet va gag yopnyndet vroddpia 6To Pnpod, TV KoY 1 TO Ave LEPOG TOV
Bpayiova.

Edv éxete meplocOtepEg EPOTICELS GYETIKA LLE TT] YPTOT CVTOV TOL PAPUAKOV, POTIOTE TOV
Y1otpd, TOV QOPLAKOTOLO 1] TOV VOGOKOUO GG,

4. MBavéc avemOBOuNTES EVEPYELEG

Onmg OAa To. pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOVUNTES
EVEPYELEG, OV KOl OEV TOPOLGLALOVTOL GE OAOVG TOVG AVOPMITOLC.

Evnuepaote ToV 710TPO 60 AUECOG AV TUPOTNPTCETE OTOLUONTOTE OTO TIG OKOLOVOES

avemOounTES EVEPYELEG:

- Yravniia, Tpépovio, IKTEPOS, KOTMOKOS HETEMPIOROS KOl EDKOLOL HOLOTIGNOL.
Avtd pmopel va amotelohV GUUTTOLOTA NTATIKAG OVETAPKELONG TOL Umopel va ivat
OmENTIKY Yo T Con.

- Oidnpa TOV KATO GKPOV KOl TOV TOOLMOV, TOVOS 6TNY TAATY, HEi®ON TG
ovpnong, avénuévn diya, Tayvraipio, Cain kKol voutio, Epetog 1 pet@pévn 6peén
Kal aicOnon cvyyvong, avnovyiog 1 KOT®mens. Avtd pmopet vo arotehovv
CUUTTOUOTO VEPPIKNG AVETAPKELOG TOL Pmopel va givarl ametAntikn yio ) {on.



Mvpetdc. Avtd Bo pmopovoe va opeihetar e AOIL®EN OC ATOTELEGLLO YOUNADY
EMNEOOV AEVKDOV UOGPALPimY, 1) 0Ttolo pumopel va eivat ametAntikn yio tn (on.
OopoKIKo GLyog 1] SV6TVOLA, T 0TTOL0 UTOPEL VA GVVOIEVOVTUL 0T TVPETO. AVTO
pmopel va opeidetar o€ Aoipmén Tov Tvevpova 1 omoia ovopdleTon “mvevpovia” Kot
pmopel va glvar ameidntiky yia ) Lon.

Ayoppayio. Onwog aipo ota KOTPOVO AOY® OUoppayitG TOL GTOUAYOL 1) TOV EVTEPOUL,
N OT®G apoppayio 6GTO ECOTEPIKO TOV KEPAALOV Gag. Avtd pumopel va givor
GUUTTOUOTO YOUNADY EMTEI®V OLUOTETAAIOV GTO QUL GOGC.

AVOKOAMO 6TNV AVAETTVO1], 010N 1A TOV YEIAE®V, KVIOPOG 1] EEavONpa. Avtd propel
va opeiletar og pia oAiepyikn avtiopaon (avtidpaor vrepevaucnciog).

AlAeg avemBOUNTEG EVEPYELEG TTEPIAAUPAVOVV:

IMoAv ovyvéc avemBOunTes evépyereg (Lmopel va ennpedoovv tepiocdtepa ond 1 ota 10
dropa)

Meiopévog apBpdc epubpmv aposearpiov (avoipio). Mropel va aicBavieite kémwon
Kol va glote @ypoc.

Meiopévog aptBpdc Aeukdv aploceoipiov. AVTod UTopel VoL GLVOSEVETAL OO TUPETO.
Eivai emiong mbavo va epoovilete avénuévn taomn yio AotumEerc.

XounAog aptfuog apometoriov (Bpopporevia). EppaviCete avénuévn taomn yuo
OLLOPPOYio Kot LOAWMTEG.

Avokotlotnta, S1appoia, vavTia, EUETOG.

[Tvevpovia.

Owpakikd dAyog, duomvola.

Kobpaon (kémmon).

Avtidpaon ot 0éon g éveong, ovumeptiappavouéveov epubpodtntag, TOvov 1
OEPLOTIKNG AVTIOPOCTC.

AndAeia 0peéng.

[Tovol otic apbpmoelc.

MoAomec.

E&avOnpa.

Koxkiva 1 pop otiypota kdtw amd to déppa.

[Tovog otV Kothd (KotAlakd GAYoq).

Kvnouoc.

[Mvpetog.

Epebiopévn potn kot kovayym.

ZaAn.

Keparahryia.

AvckoAia otov vavo (abmvia).

Pwoppayia (emictaén).

Mvikdg movog.

Advvapio (eEacBévion).

Andrewa Bapovg.

XounAd eninedo koAiov 6To oipa Gogc.

Yoyvég avemBounteg evépyereg (umopel va emnpedoovy émg kot 1 ota 10 dropa)

Evdoxpaviakrn apoppayio.

Aolpumén tov aipotog Tpokaiovpevn amo Paktipie (enyoipia). Avtd pmopet vo
opeidetal o€ YOUNAA eMiTESO AEVKAOV AULOCPUIPI®Y GTO AL GOG.

AVETAPKELN LDEAOD TOV 00TMV. AVTO UTOPEL VO, TPOKAAEGEL YOUUNAA emtimeda epLOpdV
KO ASUK®V OHOGPOPIMV KOl AULOTETAAIWDV.

"Evag tomog avoypiog 6mov to epubpd kot AEVKA allocpaiplo Kot To OLOTETAALY GOG

glvon petmpéva.
Aolpwén ota ovpa coc.
loyevng Aolpumén mov mpokaiel puGaAIdeg oTO déppa (EpTNG).



- Ayoppayio Tov 00A®V, apoppayic TOV GTOUMYOV 1| TOL EVTEPOV, aupoppayic amd To
0pB06 LOY® apoppoidmv (apoppayic a1Loppoidwy), aipoppayio Tov 0POoALOD,
aloppoyio K4to N péca amd 1o dEPUA (OUATO).

- Aipa ota ovpa.

- "EAkm oL 0TOHOTOG 1) TG YADGGOC.

- Mertoforéc Tov déppotoc otn B€om g Eveons. Avtég mepthapupdvouy oidnpa,
oKANPpovS 6ove, LAOAMTES, alpoppayia péca amd To 6épua (apdtmpa), eEavonua,
KVNGUO Kot LETAPOAES GTO YPMUO TOL SEPLATOC.

- EpvBpotmra tov dépuaroc.

- Aolpmén tov 6éppatog (Kuttapitidn).

- Aolpm&n g uHTNG Kot Tov Aapod, 1 Kovayym.

- Epebiopog 1 katappon g potng 1 Tov pvikov KOAToV (KoAritida).

- YynAn 1 younAn wieon tov aipoartog (véptacn 1 vEoTaoT)).

- Avcnvola Otav KiveloTte.

- [16vog 6T0 Aapd Kot TIG POVNTIKES XOPOES.

- Avomeyia.

- AnBopyoc.

- I'evikd aicOnpo adrbeciog.

- Ayyoc.

- X0yyvon.

- Tpyodmtwon.

- Neppikn avendpketa.

- Aopvdatmon.

- AgvKb EMiYPIGUA TOV KAADTTEL T1 YADOOW, TNV ECMOTEPIKY] TAELPE TOV LAYOLA®Y Kot
LEPIKES POPES TOV OVPOVICKO GOG, TO OVAN KOt TIG ApLYOSaAES (LuknTIoctkn Aoipumén
TOV GTOLOTOC).

- AwmobBopia.

- [Ttdom g apnplakng mieong 0tav otékeste OpHiot (opBoctartiky| VLOTAGT) TOV
odnyei oe {aAn katd ) petokivnon og 6pOia 1 kabiotn Oéom.

- Nvota, vodpommrta (vavniia).

- Ayoppayio Tov opeiletal og ypapuun Kabetmpa.

- Mo acOévela mov ennpedlet 1o éviepo 1 onoio propel voL 00N yNoEL GE TLPETO, EUETO
Kot TOVO 6TO GTOUGYL (EKKOAT®UOTITION).

- Yypo yOpw amd tovg mvedpoves (Lme(®KOTIKN GLAAOYN).

- Tpépoviro (piyn).

- Mvikoi oracplol.

- E&GvOnpa oto dépua pe avénuévn eayovpa (kvidwon).

- 2VAAOYTN VYPOL YOP® OO TNV KAPdLd (TEPIKAPIIKT) GUAAOYN).

Oy ovyvég avemBOUNTES EVEPYELESG (LUTopel va emnpedcovy €mg Kot 1 ata 100 dtopa)
- Alepycn avtidpaon (avtidpaon vrepevoucnaciog).

- Tpépovhro.

- Hrotwn avendpxeta.

- Meydheg PafukdOKKIVOL YPDUATOS, SIOYKMUEVES, ETMOIVVEC KNAIOEG GTO dEpLaL LE
TVPETO.

- Enddovvn e&€lkmon tov dEpUaTog (YOyYPULVOIEG TVOdEPLLL).

- dreyuovn Tov emniiov mov mePIPaiiet Ty Kapdid (Teptkapditidn).

Yravieg avemOOunTeg evépysaieg (umopel va ennpedoovy £oc kot 1 ota 1.000 dropa)

- Enpog Py

- Avoovvo TpriEylo oTig dKkpeg TV SaKTOA®V (TANKTPOSAKTUAIY).

- 2Hvdpopo AHoNG OYKOoV — LETAROAKEG EMTAOKEG TOL PTOPEL VO, TPOKVYOVV KOTA T1)
Oepameio TOL KAPKIVOL Ko UEPIKEC POPEC aKOUa Kal ympic Oepameia. AvTéC o1
EMTAOKEG TPOKAAOVVTOL A0 TO TPOIOV TV KAPKIVIKOV KVTTAP®V TTov tebaivouy Kot
umopel va mepilapfavovy ta akoéAovda: petaforég otn ynpeio Tov AipaTog, VYNAO



K&A0, POGPOPO, OVPIKO 0&D Kol YOUNAO 0GPEGTIO, 0ONYDVTOG KATA GUVETELL GE
HeTAPOAEG GTN VEQPIKN AglTovpYia, TOV KapOlokd TOAUO, GE GTOCUOVG KOl, EVIOTE, GE
Bdvaro.

Mn YVOoTég (1) cuyvotnta dev pmopet va ektunBel pe faomn ta dabécipa dedopéva)
Aolpoén tov fabitepmv GTPOUAT®OV TOV SEPUATOC, 1| 0TToio eEamADVETOL YPYOPQ.,
TPOKAADVTOG KUTOGTPOPT GTO OEPLLOL KOl TOVG LGTOVGS, 1) 0TOoi0. LIopel va. eivoal
amenTikn yo ™ Lo (VEKP®TIKN TEPLTOVUTION).

- YoBapn avocoroyikn avtidpacn (cOvdpouo Slopoporoinog), 1 oroio, LTopel vo
TPOKAAEGEL TVPETO, Py0, OLGKOMO GTNV avamvon, e£AvOnUa, LEI®UEVE 0VPa, JOUNAR
mieon Tov aipatog (LwodTAoN), TPHEWO TOV XEPLOV 1] TOV TOdDV Ko Taxeio avEnon
COUOTIKOV Bapovg.

Avo@opd avemBOunTev gvepyeL®v

Edév mapatnpnoete Kamowo avemBOUNTN EVEPYELL, EVIUEPDGTE TOV YIATPO, TOV PUPLOKOTOLO
N TOV/TNV VOGOKOUO 60G. AVTO 1oYVEL Kot Y10, kKabe mhovn avemBountn evépyela mov dev
aVOPEPETAL GTO TTAPOV PUAAO 0ONYIDV ¥prionc. Mmopeite emiong vo avagépete avemBounTeg
evépyeteg amevbelog, Lécw Tov €BViKOD GLOTNLLATOG AVOPOPES:™

E\rada

EBvikog Opyaviopog @apudrkmv
Meooyeimv 284

GR-15562 Xolapyog, Adiva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Kvnpog

DoppoxevTIkég Ynpeoieg
Ymovpyeio Yyelag

CY-1475 Asvkooio

TnA: +357 22608607

dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOuNT®V Evepyelmdv pumopeite vo fondnoete ot GLAAOYY
TEPLOCOTEPOV TANPOPOPLOV GYETIKG, LLE TNV AGPAAELD TOL TAPOVTOS PAPUAKOV.

5. Mo va puidcoere To Azacitidine Accord

To @dpuako avtd TPETEL Vo PUAACCETOL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAvVOLY T
Toudd.

Noa pn ypnoponoteite ovtd T0 PAPHOKO UETE TV UePOUNVia ANENG TOV avaEEPETAL GTNV
EMONUAVON TOL ELoAdiov Kot 610 Kouti. H nuepounvia Aéng eivon 1 tedevtaio nuépa Tov
VO TTOV OVOQEPETOL EKEL.

O y10tpoG, 0 POPLOKOTOLOG 1] 0 VOGOKOWOG 6aG Eivarl vrrevBuvol yia T eOAAEN TOV
Azacitidine Accord. Eivot eriong vevbovol yio ) 66T TPOETOAGTo Kot amdppiyn kabe

npoiovtog Azacitidine Accord mov dev £xetl ypnoyonotnOei.

Mo pn avorypéva eroAidte avtod Tov EaPUAKOD — dEV VTLAPYOLV 1LITEPES GUVONKEG


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

pOAAENG.

Orav ypnoiuomoreiton opuéows
MoMg mapackevaotel o evardpnpa Oa pénet va yopnynoet eviog 60 Aemtdv.

Orav ypnoiuomoiciton opyotepo.

Eav to evarmpnpua tov Azacitidine Accord mapackevdletal xpnoomoidvTog VoM yio.
EVESLULA TO 01010 OgV gival Vo YHEN, To evarmpn o TpEnel vo Tomobe el 6to yoyeio (2 °C
— 8 °C) auéomg PeTd TNV TapAcKELT TOV Kol va pLANYOEl aTo Yoyeio Yo éva HéEYIoTo
dtlonua 8 wpmv.

Edv 1o evaimpnpo tov Azacitidine Accord mapackevaletat ¥pnoIomoidvTag VOMmP Yo
gvéaa To omoio €xel puAaybel 6to yoyeio (2 °C — 8 °C), to evoidpnua TpEneL vo
tonoBetnOei oto yoyeio (2 °C — 8 °C) apéowmc PeTd TNV TAPAGKEDT] TOV KOl VoL pLANYOEl 6TO
yoyeio yuo éva LEYIoTO ot 22 @pav.

To evarmpnua O Tpémnet va apedel yro uéypt 30 Aemtd TPV TN YOPNYNON Y10 VO, OTOKTNGEL
Beppokpaoio dopatiov (20 °C — 25 °C).

Edv oto evarmpnua vapyovv peydia copotidio ovtd o mpénet vo amopprpdel.

6. Mepreydpeva TN 6VOKELUGIUG KOL LOUTEG TANPOPOPIES

T epiéyer to Azacitidine Accord

- H dpactikn ovoia givar n) azacitidine. ‘Evo guolidio mepiéyxer 100 mgn 150 mg
azacitidine. Metd v avacvotaon pe 4 ml 7 6 ml v¥datog yo. evésiua, 10
aVOCLOTAUEVO Evalmpnpa TeptEyel 25 mg/ml azacitidine.

- To dAlo ovotatikd givarl  povvitoan (E421).

Epgavien tov Azacitidine Accord kot agpieyopeva TS 6VGKEVOGING

To Azacitidine Accord ivot o Aevkn KOVIC Y10 EVEGTLO EVOLDPTLLOL KO TTAPEYETOL GE YUAALVO
eroAido mov mepiéyer 100 mg 1 150 mg azacitidine. Kabe cuokevacio mepiéyet £va @roAido
Azacitidine Accord.

Meyébn cvokevaciog
1 praAidio mov mepiéyel 100 mg azacitidine.
1 praridio mov mepiéyet 150 mg azacitidine

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

Moll de Barcelona, s/n,

Edifici Est 6* planta,

08039 Barcelona, Ioravia

IopaokeLOGTNC

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

95-200 Pabianice

ITolwvia

'H



Laboratori Fundacié Dau

C/ C, 12-14 Pol. Ind.

Zona Franca, Barcelona, 08040,
Iomavio

H

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytn,
OAhovoio

To mapév pvAlo 0dNYLOV YpiioNS avadempOnke Yo TedevTaio popd otig 03/2023

Agntopepelc mAnpoopieg yio 10 eappoxko avtd givor dtabéoipeg 6To SIKTLOKO TOTO TOV
Evponaikod Opyavicpod Gappokov:

http://www.ema.europa.eu. Ymdpyovv eniong c0voeouol pe GAAES 10TOGEMSEG TTOV aPOPOVV
onavieg acBéveleg Ko Bepomeies.




