@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn

Azacitidine Accord 25 mg/ml k6vig Y10 evEGLLO EVOI@PIIA.
azacitidine

Awfdote TPooEKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPT|ONG TPV UPYICETE VA (P CLUOTOLEITE VT

TO QAPROKO, OLOTL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd TOo EOALO 0N YDV Yprons. Towg ypelactel va to dwfdcete Eava.

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

- Edv mapotnpfoete KOmolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV POPUIKOTOLO 1|
TOV VOGOKOUO G0G. AVTO 16Y0eL Kot Yo KO mhovn avemBOunTn evEPYELR TOV OV AVAPEPETAL
670 TTaPOY PUALO 0dNYIDV Ypong. BAéme mapdypapo 4.

T egprEyeL 1o Tapov GUALO 00N YLOV:

T eivan to Azacitidine Accord kot oo givat 1 xp1ion Tov

T npémel vo yvopilete npy ypnouonomoste to Azacitidine Accord
ITog va ypnopomomoete To Azacitidine Accord

[MBavég avemBOunteg evépyeteg

[Tog va puidooete To Azacitidine Accord

[epreydpevo e cuokeLOCIOG KOl AOUTEG TANPOPOPIES

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 TopayovTag oy OVIKEL GE Lo OULASH POPUAK®Y
nov ovoudlovton «avtipetafolritec». To Azacitidine Accord mepiéyet T dpaoctikn ovoio
«azacitidine».

ITow givar n xpfion Tov Azacitidine Accord

To Azacitidine Accord ypnoipomoteitar 6€ evnAikovg mov dgv propovv va vToAndodv ce
LETAPOGYEVOT| OPYEYOVOV KLTTAP®V Y10, T Oepameio:

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

- ™G xpdvIag puedopovokuttapiknig 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 TPOPANI LT
OTN PUOIOAOYIKN TOPAY®YN ALLOCOUPIMV.

Mo dpa o Azacitidine Accord

To Azacitidine Accord dpa gumodifovtag v avantuén tov KapKvikov Kuttdpov. H azacitidine
EVOOUATMVETOL GTO YEVETIKO VAIKO TmV KuTTapmV (provourieiko oy (RNA) kot
deo&vpipovoukdeixo 0&H (DNA)). Oswpeitar 6TL dpa LeTAPAAAOVTOG TOV TPOTO LLE TOV 0010 TO
KOTTOPO EVEPYOTOLEL KOl OTEVEPYOTIOLEL TOL YOVIdLa KOl ETTioTG TOpEUPaivovTag oTNV TOPAy®YN VEOL
RNA xot DNA. Avtég o1 dpaoelg Bempeitar 6Tt d1opfdvouy to tpofAnpata opipavong Kot avantoéng
TOV VEOV OUOGQALPIOV GTO HVEAD TMV 0GTMV TOV TPOKAAOVY HVEAOSVGTAAGTIKEG SATOPOYES KOOMG
Kol OTL KOTAGTPEPOVY TO KOPKIVIKE KOTTOPO 0TI ALY OLaL.



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

2. T wpéner vo yvopilete Tpy ypnoyponounjoete To Azacitidine Accord

Mnyv ypnopomounieete to Azacitidine Accord

- og mepintwon ailepyiog otnv azacitidine 1| 6 0mo100NTOTE GALO OO TAL GVGTATIKG CLTOV TOV
POPUAKOD (OVOPEPOVTOL GTNV TTAPAYPAPO 6).

- G€ TEPIMTOON OV TAGYETE OMO TPOYWPMNUEVO KAPKIVO TOV NTOTOG.

- og mepintwon mov Onralere.

Mpocdomounoeis Ko TPOoPVAAEELS

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

- €4V €xete pElUEVO apOpd apomeTolimv, puOpmY 1| AEVKOV QHOCPOLPImY.

- €dv €xeTE VOGO TMV VEQPOV.

- €dv €xete VOGO TOL NTOTOC.

- €av glyate moté Ui kopdlokn Taonon N kopdlakr TPOSPoAn 1 0TO10ONTOTE 1IGTOPIKO
TVELLLOVIKNG VOGOU.

To Azacitidine Accord pmopei va TpokaAEcet pio coPapr| AVOGOAOYIKY OvTidpaoT) TOL ovoualeTat
«G0OVdpopo drapoporoinoney (BA. mapdypapo 4).

E&étaon aipatog

Oa kavete eEetdoelg aipatog Tpy apyioete T Oepancio pe Azacitidine Accord kat katd v évapén
KkG0e meprodov Oepameiog (mov ovopdletar ‘KOKAOC’). Avtd yivetal yio va gleyyOel 0TL Exete emapkn
aplOpd aoSPALPi®V Kot OTL TO NP KOl Ol VEPPOL GOG AEITOVPYOVV KOVOVIKAL.

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

Al pappoxa kot Azacitidine Accord

Evnuepmote tov yiatpd 1 10V GOpULOKOTOL0 GaG GV XPTCLOTOEITE, EYETE TPOCPATA YPTCLLOTOUCEL
1N umopel va ypnoporomoete GAo @appaka. Avtd armarteitar d1ott To Azacitidine Accord propet va
EMNPEACEL TOV TPOTTO dpAonc oplopuévey AAA@V eoapuakov. Exiong, opiopéva dAha eapuoka pmopet
va ennpedoovy Tov Tpomo dpaong tov Azacitidine Accord.

Kinon, Oniaopdég kot yovipotnra

Konon

Agev Ba mpémel va ypnoomomoete o Azacitidine Accord katd ) d1dpKela TG KONGNG, O10TL UIopei
va givar emProPéc yio 10 popd coc.

XPpNGILOTOGTE L0 ATOTEAEGLOTIKT HEBOSO OVTIGVAANYNG KATA TN StdpKela Kot PEXPL 3 PVeEG LeTd
T Bepamneio.

Evnuepoote apéomc tov yiotpo cag edv peivete £€ykvog katd tn didpketa g Oepomeiog.

Edv eiote éyxvog 1 OnAalete, vopilete 0TL umopei va iote £ykvog 1) oYeOALETE VO ATOKTHOETE T,
{ntnote ™ GUUPBOVAN TOL YITPOV T} TOL POPLOKOTOLOD GG TPV TUPETE AVTO TO PAPLUOKO.

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

QAPLOKO TEPVA GTO UNTPLKO YEAQ.

Tovipdémra



O1 Gvdpeg dev Ba mpémel va kavouy Toudi eved Bpiokovtar vid Bepaneio pe Azacitidine Accord.
XPNGLUOTOMGTE [0 AOTEAEGUATIKY PLEBOJO avTIGOAANYNG Katd T d1dpKela Kot pExpt 3 Pveg Hetd
T Bepameia Pe aVTO TO PAPLLOKO.

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

Odofynon Ko YEPIGROS PNY AV LATOV
Mnv odnyeite 1 xepileote omowadnToOTE EPYOAELD 1] unyaviLoTa €6V eppavicete avemBounteg
gvépyeles, Omwg KOTWOoT).

3. Iag va ypnoporomcete To Azacitidine Accord

Ipw oag yopnynoet To Azacitidine Accord, o yiotpdg cog Oa cag ddoet Eva GALO PApLOKO Y10 VO
ATOPUYETE TN VAVTIO KO TOV EUETO oTNV opyn Kabe Kukhov Bepamneiag.

- H ovvictdpevn 86om eivan 75 mg avéd m? copatikng emedvetag. O yotpdg cog Oa
ATOPAGIcEL TN dOGT CLTOV TOV PAPUAKOV, AVAAOYA LE TN YEVIKT GOG KATAGTAGT, TO VYOG Kol
T0 Bapog cac. O yiatpog oag Ba eAéyyel TV Tpo0do Gog Kot umopet vo, adddEet T 066N oag
gbv gtvan amapaitnro.

- To Azacitidine Accord yopnyeitot kabe pépa yio pio gfdopddo, 0koAovOOVUEVO amd pia
nepiodo drakomg 3 efdopadmv. Avtdg o “kokhog Bepamneiog” Oo emavarapfdveron 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 vwoddpia 6To Unpod, TV KOAE 1 T0 dve péEPOg 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 QAPUAKO UTOPEel va TpokaAéoel avemBUNTES EVEPYELEG, AV
Kol 0gv Tapovcldlovtal 6 GAOVG TOVS avOpPOTOLG,.

Evnuepoote Tov Y10Tpo 60 APECHOG AV TOPATNPTCETE OTOLUONTOTE 0O TIG AKOAOVOES

avemOopnteg evépyereg:

- Ynvnhia, TpEpovro, IKTEPOS, KOIMOKOS HETEMPIGNROS KUl E0KOLOL HOAOTIoROL. AVTd
UTOPEL VO 0OTEAOVY CUUTTAOLOTO NTATIKNG OVETAPKELNS TOV UTOPEL VoL Elval ameANTIKN Y10
™ {on.

- OidNpo TOV KATO GKPOV KL TOV TOOLMOV, TOVOG GTNV TAATY, HELMO TG 0VPN OGS,
avEnuévn diya, Toyvmaipio, Cain kol vovtio, petog 1 petopévn 6pen ko aicOnon
oUOYV6NG, aVIIGLVYING 1] KOTMONS. AVTA pumopel Vo amoTEA0VV GUUTTAOUATO VEPPTIKNG
AVETAPKELOG TOV UTOPEL Vo givor ametAntikn yiao T {on.

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

- Oopakikd dryog 1| dVGTVOLL, TO OTTOLN PTOPEL VO, GUVOdEVOVTOL 0TO TVPETO. AVTO PTmopEl
va opeideton 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 EVTIEPOV, 1 OTIWS
ALLOPPAYio GTO ECMTEPIKO TOL KEPOAOVL GOC. AVTA Pmopel va £ivol GUUTTOUATO YOUNADV
EMMESMV OUOTETOAM®Y GTO il GOG.

- AVOKOMO 6TNV AVATTVOL], 010N A TOV XEAEOVY, KVNGROS 1 e£avOnpa. Avtd propel va
opeideton o€ pio oAiepywkn avtiopaon (avtidpacr vrepgvaicnciag).



Aldeg avemBounteg evépyeleg mepthappdvovy:

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

Meiwopévog apBpdc epubpmv apocsparpiov (avopio). Mropel va oicBavieite kOmmon Kot va
glote @ypog.

Mewwpévoc apBpdc Aevk@v atpoceapiov. Avtd pumopel va cuvodevetar omd mopetd. Eival
eniong mbavo va epeovilete avénuévn Taomn yio AomEELS.

Xoapniog apfpog arponetormv (Bpopporevia). Eppavilete avénpévn tdomn yuo capopparyio Kot
UOADTEG.

AvcroiAotTa, 014ppola, VauTia, EUETOC.

[Tvevpovia.

BOwpaxikd dryog, ddomvola.

Kobpaon (kommon).

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

Andrewn 6peéng.

[16vol otic apBpmoelg.

MoAonec.

E&dvOnpa.

Koxkiva 1 pop otiypoto Kato amd 1o dEpua.

[T6vog oty Kotld (KotAlakd GAyoq).

Kvnopoe.

[Mupetde.

Epebiopévn potn kat kovayym.

Z6é.

Kepararyia.

Avckoria otov vavo (abmvia).

Pwoppayio (emiotaén).

Mvikdg movog.

Advvapio (e£ocbévion).

AndAero fapovg.

Xopunid erinedo kodiov 610 aipo Gog.

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

Evdoxpaviakr| aipoppayic.

Aolpwén tov aipotog Tpokaiovpevn and Paktipie (onyoipia). Avtd pmopel vo opeileTan og
YOUNAQ ETTITEDD AEVKDV QUOGPALPI®V GTO CipLd GOg.

AVETAPKELD LDEAOD TOV 0GTAOV. AVTO UTOPEL VO, TPOKAAEGEL YOUNAG eTimed EpLOPDV KoL
AEVK®V ALOGPAPIOY KOl AUOTETOAMV.

"Evag tomog avaipiog 6mov to epubpd kot AEVKE alocoiplo Kot T OULOTETAAMA GG etvat

HELOUEVOL.

Aolpwén ota obpa cog.

loyevng Aolpmén mov Tpokoiel puGaALdeg oTO dépLa (EpTNG).

Ayoppayio Tmv 00A®V, GLOPPOYic TOV GTOUAYOV 1 TOL EVIEPOV, aioppayio amd to opho
AOY® opoppoidwv (cpoppayic alpoppoidmv), arpoppayic Tov 0POoAL0D, apoppayio KATM M
péca amo To dEPUA (UATMUA).

Aipo ota ovpa.

"EAcn Tov 6tOpHaTOg 1) TS YADCGOC.

MetaBoliéc Tov 6éppatog otn Béom g éveong. Avtég meptiapfdvouy oidnpa, okAnpovg 6Lovg,
UOADTEG, apoppayio péca amd to déppo (apdTmpa), Eavonua, kvnoud kot petafforéc oto
YPOLO, TOV OEPUATOC.

EpvBpdtra tov déppatoc.

Aolpwén tov dépuatog (Kuttapitida).

Aolpwén g poTng Kot tov Aopod, 1 Kovaryyn.

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

Yynin n yopunAn wieon tov aipatog (vIéptacn 1 vIOTOoM).

Avonvola 6tav Kivelote.



- TI6vog 6T0 Aopd Kot TIG QMVNTIKEG YOPOEC.

- Avomeyia.

- AnbBapyoc.

- I'evikd aicOnpo adabecioc.

- Ayyog.

- Xhyyoon.

- Tpydntmon.

- Neppikn avemdpKela.

- Aguddtmon.

- AguKob ETYPICUN TOV KAADTTEL T YADCOW, TIV ECOTEPIKN TAELPE TOV UAYOLA®Y KOl LEPUKEG
(QOPEG TOV OVPOVICKO GOG, TO OVDAN KO TIG ApUYSaAES (LLKNTIOCTKN AOTU®OEN TOV GTOUATOG).

- AuroBopia.

- [Mtdon g aptnplokng mieong 0tov otékeote dpbiot (opbootatikny vwoTAcT) TOL 0dNYEl G
CaAn xatd ) petoakivnon og 6pOia 1 kabiot) Bon.

- Noorta, vodpdtra (vevniia).

- Ayoppayia Tov opeidetan o€ ypapun Kabetpa.

- Mia acOévela mov emnpedlel To EViepo 1 0Toio, LWTopel Vo 00N YNOEL GE TLPETO, ELETO KOl TOVO
670 GTOUAYL (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 KaPdLd (TEPIKAPIIOKT GLAAOYN).

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

- Allepyuc avtidpaon (avtidpaon vrepevoicnaciog).

- Tpéuovio.

- Hroatwn averdpxeto.

- Meydieg BabuicoKKivov YpdUATOS, S10YKMUEVES, ETDOOVVES KNAIDEG 6TO dEPUA e TVPETO.
- Endovvn e&élkmon tov dépratog (Yayyparvmdeg Tuddep ).

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

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

- Enpog Prixoc.

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

- 2Hvopopo Aong 0YKov — PETAPOAKES EMTAOKES TOV PTOPEL VoL TPOKOWoLV KaTd T Oepameiol
TOV KOPKIVOL Kol Leptkég opég akopa Kot ywpig Oepameia. Avtég ol emmAokég TpokaAovvTaL
a6 TO TPOIOV TV KUPKIVIKAV KVTTAP®V 7oL ebaivouv Kot umopei va meptloufavouy ta
axorovba: petaforég otn ynueia Tov aipatog, VYNAS KAAMO, POGPOPO, OLPLKO 0EL Kot YOUNAS
aGP£CTIO, 00N YDVTOG KOTA GUVETELD 08 UETAPOAEC OTN VEPPIKT| AELTOVPYia, TOV KOPIL0KO
oAU, o€ oTaGHoUE Kal, Eviote, og Bdvaro.

Mn YVO6TEG (1 cvyvoTNTo dev pumopet va exTiun el pe Baon ta drubéciua dedopéva)
Aolpwén tov fabitepmv 6TPOUATOVY TOV dEPIATOC, 1| 0TToio, eEamAdVETAL YPIYOpQ,
TPOKAADVTOG KOTOGTPOPT GTO OEPLLOL KO TOVG 1GTOVG, 1) 0010l LITOPEL VoL VO ametAnTIK Yo
) {on (VEKPOTIKT TEPITOVITION).

- Yofapn avocoroyikn avtidpacn (cOVEpoUo S10popOToineTg), 1| OTTOl0, UITOPEL VO TPOKOAEGEL
ToPETO, PY0, OLOKOAID GTNY avomTvoT, EAVONUA, LEI®UEVE OVPA, YOUNAT TTEGT TOVL OiUATOG
(vméTaon), TPNEWO TOV XEPLOV 1 TOV TOSIOV Kol Taxeio avENon COUATIKOD BAPOVG.

Ava@opd avemOOunTOV evepyEL@dV

Ed&v mapotnprioete Kamoo avemBOUnTn eVEPYELL, EVILEPDGCTE TOV YIATPO, TOV POPLOKOTOLO 1] TOV/TNV
VOGOKOWO GaG. AVTO 1oyYvEL Kot Yio kéOe mbov avemBountn evépyela Tov dgv avapEPETAL GTO TOPOY
@OALO 0ONYL®V Ypronc. Mropeite emiong va avagépete avembBounteg evépyeleg anevbeiag, LEG® TOL
£6v1KoH CLGTANOTOC aVOPOPEG

EAlhada



EbBvikog Opyavicpdg @appdkov
Meocoyeiov 284

GR-15562 XoAapyog, ABnva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iototomnog: http://www.eof.gr

Kvnpog

Doppokevtikég Ynnpeoieg
Ymovpyeio Yyelog

CY-1475 Agvkooia

Dag: + 357 22608649

Iotétomog: www.moh.gov.cy/phs

Méow g avagopds avemBOunToV gvepyeldv pumopeite va fondncete 61 cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACOAAELD TOV TOPOVIOS POPLLAKOV.

5. Mo va puidooste To Azacitidine Accord
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT) TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.

Noa pun xpnoIoTolEite avTd TO PAPLOKO UETA TNV NUEPOUMVie ARENG TTOVL AVOPEPETAL TNV
gMONUAVEN TOL PLaAdiov kot 6to Kovti. H nuepounvia Aéng eivar 1 tedevtaio nuépa ToL WAV TOV
AVOQEPETOL EKEL

O yuoTpdc, 0 PapuaKoToldg 1} 0 VOoOKOUOG cag eivar vevBuvot yia ) evAaén tov Azacitidine
Accord. Eivar emiong vredbBuvot yio. tn owoti mpostoluacio katl amdppym kdbe mpoidvrog Azacitidine
Accord mov dgv £xel ypnoipononOei.

Mo un avotypéva, eaAidto avtol ToL POPUAKOD — JEV VTTAPYOLV 1W1aiTEPEC GLUVOTKESG PUAAENG.

Orav ypnoiuoroieitor opéows
MoAiG Tapackevactel To evarmpnua 0o mpémel va yopnynbdet evtog 60 Aentmv.

Orav ypnoiuoroieitar opyotepa.

Edv 1o evaumpnpo tov Azacitidine Accord mapackevaletol xprouomoidvTog HOmP Yo EVEGIUE, TO
omoio dev gival vtd YHEN, T0 evaumpnua Tpénel va torobemOel oto yoyeio (2 °C — 8 °C) auéomg petd
TNV TOPUCKELN TOL Kot va LAaYOel oTo Yuyeio yuo éva péyioto didotnua 8 mpov.

Edv 1o evaumpnpo tov Azacitidine Accord mapackevaletol xproiuomoidvTog HOmP Yol EVEGIULO, TO
omoio &xel puAayBel oto Yuyeio (2 °C — 8 °C), o evardpnua mpénet vo, torodetndei oto yoyeio (2 °C
— 8 °C) apéomg petd v TapacKeLT] TOL Kot va udaydel oto youyeio yuo éva péyioto dtdoTnpa 22
OPpOV.

To evanmpnua Oa mpénet va apedel yio uéypt 30 Aemtd mTp1v T YOPTNYNON Yo VO AITOKTGEL
Oeppokpacio dwpatiov (20 °C — 25 °C).

Edv oto evarmpnua vapyovv peydio copatidi avtd Oa mpénet vo amopprphet.

6. Iepreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T agpréyer o Azacitidine Accord

- H dpaoctikn ovsia eivar n azacitidine. "Eva giolidio nepiéyer 100 mg 7 150 mg azacitidine.
Metd v avacvotaon pe 4 ml 7 6 ml KdaTog Yo EVESIUA, TO OVAGVGTAUEVO EVOIDPT IO
nepiéxel 25 mg/ml azacitidine.


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

- To dAlo cvototikd givar  povviton (E421).

Epgavien tov Azacitidine Accord kon Tepleyopeve. TG GVOKEVAGING

To Azacitidine Accord eivor o Aevkn KOVIC Y10 EVEGUUO EVOLOPMUO KOl TOPEYETOL GE YUAAIVO
euAidlo mov mepéyer 100 mg 1 150 mg azacitidine. Kdbe ovokevacio mepiéyel évo @Lodidio
Azacitidine Accord.

Meyébn cvokevaociog
1 plokidio mov mepéyel 100 mg azacitidine.
1 praAidio mov mepiéyetl 150 mg azacitidine

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

Moll de Barcelona, s/n,

Edifici Est 6° planta,

08039 Barcelona, Iomtavia

IopooKeLooTNC

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

95-200 Pabianice

IToAwvia

H

Laboratori Fundaciéo Dau

C/ C, 12-14 Pol. Ind.

Zona Franca, Barcelona, 08040,
Iomavia

H

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OMowvoio

To mapov OALo 0dNYLAV xpHoNS ovadcopOnke Yo TelevTaio popd etig 07/2022.

Aentopepeic mAnpopopieg yio o pappako avtd givor dtbéotpeg oto diktvakd tOmo Tov Evpomnaikon
Opyavicpod Goppdkwmv:

http://www.ema.europa.eu. Ydpyovv €niong cOVIEGOL LE GALEG IGTOGEMOES TTOV ALPOPOHV GIAVIES
acOéveleg ko Bepomeieg.




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

2V0TAGELS Yo AoQUAN YEPIGUO

To Azacitidine Accord givat éva KTTapoToEIKO PAPUOKEVTIKO TPOIOV Kat, OT®G pe GAAES TOAVMG
T0&1IKEG OLGIEC, AMOLTEITOL TTPOGOYT| KATO TOV YEPICUO KOl TNV TOPACKEDT TOV EVOLOPTUATOV
azacitidine. ®a mpémet va epapudlovtar o1 S1001KaGIES Yol TOV KATAAANAO XEPIGUO KOl AmOPPLYT TV
OVTIKOPKIVIKOV QOPUAKEVTIKOV TPOTOVTIMV.

Y& mepinton mov 1 avacvoTauévn azacitidine €A0el o emaT| PE TO dEPLO, TAVVETE OUECMG
GYOANOTIKA Le camovvt Kot vepo. Edv €0t og emapn pe Prevvoyoviovg vuévec, Eemiovete
GYOANCTIKA pE ApBovo vepO.

Aocvufotdtnreg
AVT0 TO POPUOKEVTIKO TPOIOV OEV TPEMEL VO AVOUELYVOETOL LE AAAN PUPULAKEVTIKH TPOTOVTO EKTOG
QVTOV TOL AVOEEPOVTOL TOPOKAT® (BA. “Aladikacio avachotaonc”).

Awdkacio avacHoTaong

H avacvotaon tov Azacitidine Accord Ba mpémet va. yivetat ypnoipomoidvtag Domp yio evéctuo. H
duapkela {ONG TOL AVAGVOTUUEVOL QOPUOKEDTIKOD TPOTOVTOG UTopel Vo Topatadel KavovTog
avacVoTOoT e VOmp Yo evésa vTd YHEN (2 °C éwg 8 °C). Aemtopépeleg yio T OAAEN TOL
OVOCLGTOUEVOD TTPOIOVTOG TOPEXOVTAL TOPAKAT.

1. ®a mpénet vo, cuYKeEVIPp®OOLV Ta akdlovBa €101 Oraridio(a) azacitidine, eraiidio(a) e VOwWP
YloL EVEGLLAL, UT) OTOGTEIPMUEVO XEPOVPYIKA YavTIaL, PapfdKt PHe ovOTVEL LA, GUPLYYA(EG)
éveonc tov 5 ml pe Berdovaleg).

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

D1o\id1o mov TEPLEYEL ‘Oyxog HOUTOC Y10 EVESIUN, Telkn cvykévipoon
100 mg 4 mi 25 mg/ml
150 mg 6 ml 25 mg/ml
3. H Beldva g cOpryyoc mov mepiéyet HOUToC Y10, evéoipa o Tpémel va elcaydel Slapécon Tov

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

4. Metd v apaipeon ¢ ocvpLyyag kal tng Belovag, To eloridlo o mpémet vo avatapaydel
évtova péypt va emtevy el £vo OUOLOUOPPO VEQELDOES Evaldpna. METH TV avacOoeTAoN,
kabe ml evonwpnpartog Oa mepiéyel 25 mg azacitidine (100 mg/4 ml vy 150 mg/6 ml). To
AVOGVOTOUEVO TTPOTOV EIVaL £Va, OUOLOYEVEG, VEPEMMDOES EVOLMPT LA, EAEVOEPO
ocvcoopatoudtov. To tpoidv Oa mpinel va omopprebdei edv mepiéyel peydio couatiow 1
ovsoopotopate. Mn d1mbNoeTe T0 Evoimdpn o LETA TV GVOGLGTOOT TOL KaBOTL avtd O
UTOPOLOE VO amouakpOvel T dpaoctiki ovoia. I1pénel va Anebei vdyn 6T opiopévol
TPOCaPUOYEIS, SPIKes kot KAEIGTH GLOTNUATO TEPLEYOVY GIATPO, EMOUEVOC TETOL GUGTALOTO
dev Ba TPEnEL va ¥PNGIUOTOLOVVTOL Y10 TH YOPTYNOT TOV QUPUAKEVTIKOD TPOIOVTOC UETE TNV
OVOGVGTOOT).

5. To ghootikd Topa Oo Tpémel va kKabapiotel kat vo eieoydel evidg Tov QLaALdiov o Kovovpla
ovptyya pe Berdva. To groridio Oa mpémel va avamodoyvpiotel, Stac@oAiloviag 0Tl To AKPO TNG
Belovag PpiokeTor Katm and TV emeavela tov vypov. To éuporo Ba mpénet ToTE va tpafnytel
TPOG TO TGO Y10 VoL avappoPnOel 1 TOGOTNTA POPUIKEVTIKOD TPOIOVTOG TTOV OTOLTEITOL Y10 TNV
KATAAANAN SO0, dtacporiloviag 0Tt Exel aparpedel OA0G 0 aépag Tov TVYXOV EXEL TOYIOEVTEL
ot ovpryya. H copryya pe ) Belova Ba mpénel tote va apaipedel and 1o groridto kot n
Belova va meTayTel.

6. Mo kavovpia vTodopia feAdva (GUVICTOUEVO StapETpn e 25) Oa Tpénel T0TE va, atepembel
KaAd ot ovptyyd. Evaudpnua dev Ba tpénet va mepdoet and tn ferdva tptv amd Tnv £veon, Yo
va pelindel n mBavoTNTo EPPAVIONG TOTIK®V 0VTIOpAce®V ot B€om g éveong.




7. Otav yperdlovror mepiocotepa omd 1 Qraridia, O To TOPOTAVEO PLLOTA VIO TV TOPUCKELT
TOV gvol®pTLaTog Ba Tpémet va emavaineBovv. ['a 66celg yia T1g onoieg amattovvTon
neplocotepa oo 1 plaridia, 1 66on Ba Tpénet va popaotel e€icov m.y. 66on 150 mg =6 ml,
2 ovpryyeg ne 3 ml o k4B 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 TG 000MG TPEMEL VoL EmaveEVaI®pn el apécmg Ty T
yopnynon. H Beppoxpacio tov evaiwprpotog katd to xpovo g Eveong Ba mpénel va givar
nepimov 20 °C-25 °C. T v enavevaudpnor|, KUANGTE £VTOVa, Tr GUPLYYO OVAIEGH OTIG
TOAGUES GOG PEXPL VO EMTOYETE £V OUOLOUOPPO, VEQEADOEC evanmpnua. To wpoidv Bo tpémet
vo amopprpbei edv mep1Eyel peydlo cOUOTIOW 1) GUCCMOUATMOUOTO.

DOAAEN TOV OVAGLGTAUEVOL TPOTOVTOC

L0 dueon ypnon

To evaudpnpo Azacitidine Accord pmopei vo TapaokevaoTel apésms TPy T ¥pNoT Kot To
avaoLVOTOUEVO evoldpr o O Tpénet va yopnynOel eviog 60 Aemtdv. Edv mepdoel ypovikd dtdotnua
peyodutepo v 60 Aentdv, To avacLoTAUEVO evaudpnpa Bo Tpénel va amoppipbel KaTdAANAa Kol va
TOPOoKELAGTEL 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 e yoyeio (2 °C mg 8 °C) apéowmc petd v
avaeVoTOoT, Kot Vo, QuAaYOel oTo Yyoyeio yuo éva uéytoto didotnua 8 wpmdv. Edv 1o Tpoiov
TOPOLUEIVEL GTO YUYEID Y10l XPOVIKO OLAGTN O LEYOAVTEPO TOV 8 MPGOV, TO gvardpnpa Ba Tpémel va
amopplpBel KOTAAANAL Kot VO TOpacKeELASTEL VEQ dOOT).

Ortav 1 avacHoTaon YiveTol pnotuonotdvog Kémp ya evésiua vd yoén (2 °C éog 8 °C), to
AVOCLOTOUEVO evoldprua Tpénel va TonobetnBel oe yoyeio (2 °C €wg 8 °C) apéowc petd v
avaevoTooT, Kot vo, puAaydel oto yoyeio yio éva péyioto dtaotnuo 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 TOPACKEVAGTEL VEX OOOT).

H oOpryya mov mepiéyet to avacvotapuévo evarmpnua 0o mpénel va agedel yio péypt 30 Aemtd mpv
yopnynon va aroktioet feppoxpacio dopatiov nepimov 20 °C-25 °C. Edv nepdoet ypovikd drbotnua
peyodvutepo twv 30 Aentdv, To evarmpnua Bo Tpénel va amoppipbel KoTAAANAO Kol VO TOPACKEVOCTEL
véa dooM.

Ymroroyioudc pepovouévne 66onc
H ocvvolikn 8001 coppmva, e ) couatikn enteavela (BSA) umopel va vmoloyiotei wg e€Mg:

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

O ax6Aov00¢ TIVOKOG TOPEXETAL LOVO MC TAPASELYLLOL TOV TOG VITOAOYILOVTOL LEHOVOUEVEC OOGELG
azacitidine, o1 onoiec Bacilovtar og pio péon Tiuy BSA 1,8 m2,

Abon mg/m? 2UVOMKN 800N UE SUVOMKOC OYKOC

(% e oovictousvne | Baon tun BSA Ap1Oudc omottodueEVeV ELoOALdinV OVOOLGTOUEVOD

0007¢ éva, 1,8 m? EVOLOPTLOTOS TTOV

omoLTEITOL

DoAioio 100 mg DroAioio 150 mg

75 mg/m? (100 %) 135 mg 2 pLoAidia 1 puaAidio 54 ml

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

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




Tpomog yopnynong
Mn ombnocete 10 evoudpnuo LT TNV 0vacOGTAGT] TOV.

To avacvotoauévo Azacitidine Accord 6o mpémel va evietar vTodopio. (etcaydyete T Beldvo vd
yovia 45-90°) ypnotponoidvrag feAdva SoUeTPLOTOG 25 6T0 Gve PEPOS TOL Ppayiova, To unpod M
TNV KOWAOKT YMDPO.

Adoelg peyardtepeg and 4 ml Oa mpénet va eviovton og 800 Eegywpilotd onpeia.

O1 B¢oe1g g éveong Oa mpémel va evairdcooovtal. O véeg evéaelg Ba mpémet va, xopnyodvIal g
AmTOGTOOT) TOVAGYIGTOV 2,5 cm amd TO TPONYOVUEVO OTUEIO Kol TOTE GE TEPLOYES OOV TO GNUEID
mapovctilel evacOnocia, pOAoTES, EpLOPHTNTA 1} GKANPLVOT).

Andppuym

Ka6e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAELUO TPETEL VO ATOPPITTETOL COUPDVA LE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLOTAEELS.
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