@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 Y1OTPO, 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:

- pverodvomiactik®dv cuvdpoumy (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 péner vo yvopilete Tpy ypnoypononjoete To Azacitidine Accord

Mnyv ypnopomouvieete 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 Tpodmo dpaong tov Azacitidine Accord.

Kinon, Oniaopdég kot yovipotnra

Konon

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

Av glote yuvaika wov pmopel va Heivel £ykvog, Oa TPETEL va YP1CUYLOTOLEITE L0l OTOTEAEGLOTIKT
péEB0d0 avticOAANYNG Yo 660 kapd maipvete to Azacitidine Accord kot yio 6 punveg petd ) Stakomn
¢ Oepomeiag pe to Azacitidine Accord.

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

Edv giote éykvog 1 Onialete, vopilete 0t umopei va giote €ykvog 1 oxe01ALETE VO ATOKTHOETE TN,
{ntnote ™ GUUPBOLAN TOL YTPOV T} TOL POPLOKOTOLOD GG TPV TUPETE AVTO TO PAPLOKO.

OnAaopog
Agv npémet va. Onralete evd ypnowonoigite to Azacitidine Accord. Agv givat yvmotd gdv owtd 10

QAPLOKO TEPVA GTO UNTPLKO YA,

Tovipémta



O1 Gvdpeg dev o mpémetl va kavouy Toudi eved Bpiokovtor vid Bepaneio pe Azacitidine Accord. Ot
dvopec Ba mpémet va ypnotpomotody pia anotehesatiky HEBod0 avTicOAANYNG Yo 66O Kopo
naipvovv to Azacitidine Accord kot yia 3 uveg petd ™ drakomn g Oepaneiog pe To Azacitidine
Accord.

Xvlntmote pe tov yurpd cog edv embupeite vo puAdEete 10 oméppa cag mpv vtoPAndeite o
ouykekplévn Bepameioa.

Odofynon Ko YEPIGROS PNYAVRLATOV
Mnv odnyeite N xepileote OMOIONTOTE EPYOAELD 1] UNYAVILLOTO EAV ELPAVIGETE OVETIOOUNTES
gvépyeles, Omwg KOTWOoT).

3. Iag va gpneporomjcete To Azacitidine Accord

Ipw oag yopnynoet To Azacitidine Accord, o yiotpdg cog Oa cag ddoet Eva GALO PAPLLOKO Y10 VL
ATOPUYETE TN VOVTIO KOl TOV EUETO TNV apyn Kabe kukAov Bepameiog.

- H ovvictdpevn 86om eivan 75 mg avéd m? copatikng emedvetog. O yotpdg cog Oa
ATOPAGIcEL TN dOGT CLTOV TOV PAPUAKOV, AVAAOYA LIE TN YEVIKT GOG KOTAGTAGN, TO VYOS Kol
T0 Bapog cac. O yiatpog oag Ba eAéyyel TV TpO0do Gog Kot umopet vo, adddEet T d66M cag
€ glvon amapaitno.

- To Azacitidine Accord yopnysitot kéOe pépa yio pio efdopdda, axorovfoduevo amd pia
nepiodo drokomg 3 efdopadmv. Avtdg o “kokhog Bepamneiog” Oo emavarapfdveton kabe
4 gfdopadec. Zovnbwg AapPavete Tovhdyiotov 6 KhkAovg Bepaneiog.

Av16 10 Qappako Ba cag xopnyndel og Eveon kdtm omd To dépua (LTodOPLA) Amd Y1TPS 1) VOGOKOUO.
Mmopei va cog yopnyndei vwoddpia 6To Unpod, TV KOG 1 T0 dve péEPog Tov Ppoayiova.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPAKOV, POTAGTE TOV Y1UTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4, IIBavég avemBOUNTES EVEPYELES

Onwc 6Ao To appoKa, ETCL Kol aLTO TO QAPULAKO UTOPEel va TpokaAEsel avemBOUNTES EVEPYELES, OV
ka1 0gv Tapovoldlovral 6 GAOVG TOVE avOPOTOLG,.

Evnuepaoote Tov y10Tpd 605 apuicms £GV TAPATNPICETE OTOLUONTOTE OTO TIS AKOLOVOES

oveTOVUNTES EVEPYELEG:

- Ynvnhia, TpERovro, IKTEPOS, KOIMOKOS HETEMPIOROS KUl EDKOL0L HOAOTIOROL. AVTd
UTOpEl VL ATOTEAOVV CUUTTMOLOTO TTOTIKAG AVETAPKELOG TOL PTOPEL VO EIVOIL OTEIANTIKY Y1l
™ {on.

- Oidnpo TOV KATO GKPOV Kol TOV T0dL®V, TOVOS 6TNV TAATY, HEI®GT TS 0VPN OGS,
avénpuévn diya, Tayvmaipia, G kKo vavuTtia, EpeTog 1 peropévi 6peén ko aicOnon
oUOYV6NG, aVIIGLVYING 1] KOTMOENS. AVTA pumopel Vo amoTEA0VV GUUTTAOUATO VEPPTIKNG
OVETAPKELOG TOL Umopel va givart amentikn yio ™ Con.

- Mvpetoc. Avtd o pmopovoe vo opeiletal € AOTUMEN OC UTOTEAECUA YOUNADY ETTES DV
AEVK®V apoc@atpieyv, 1 omoia pmopel va givot ametdntikn yiao tn {on.

- OopuKiko dryog 1 d06TVOLY, TU OTTOLN PUTOPEL VO GVVOIEVOVTOL 00 TVPETO. AVTO pmopel
va opeiieton og AoipmEn tov Tvedpova 1 omoia ovoudletot “mvevpovio’” Kot pmopel va givar
amENTIKN Yo TN Con.

- Awyoppayio. Onog aipo ota KOTPAVO AOY® apoppayicg TOL GTOUEAYOL 1| TOVL EVIEPOV, 1 OTIWS
aLoppayic. 6TO ECMTEPIKO TOV KEPAALOD 0OC. AVTH UTOPEL VO EIVAL GUUTTMOATO YOLNADY
EMMESMV OLUOTETOM®Y GTO il GOG.

- AVGKOALQ 6TV GVOTTVOT], 0IONIA TOV YEAEOY, KVIIOROG 1] eEavOnpa. Avtd uropei va
opeiletar og pio aAdepyikn avtidopaon (avtidpacn vaepgvaicincioc).



Alheg avemBOunTeg evépyeleg mepiapfivouy:

IoAd ovyvég avemOOunTES EVépyereg (Lmopel va ennpedoovy tepiocdtepa omd 1 ota 10 dropa)

- Mewwpévoc apBuds epuBpov apocearpiov (avopio). Mropel va aicBovleite kOm®on Kot va
elote @ypog.

- Meiopévog aplBpdc Aevk®v aoceoipioy. Avtd puropel vo cuvodevetal omd mupetd. Eival
eniong mbavo va gpeoavifete avénpévn taomn yuo AotpudEers.

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

- AvcroiAotnTa, 61appola, VauTia, EUETOC.

- ITvevpovia.

- Owpaxikd GAyog, dvomvola.

- Kobpaon (kommon).

- Avrtidpaon ot Béon g éveong, cvopmepiiapfovopévav puBpoTnTac, TOVOU 1) SEPLOTIKNG
avtidpaonc.

- Andlewo 6peénc.

- [16vol otic apBpdoets.

- MoAonec.

- E&avonpua.

- Koxkiva | pop otiypoto Kato amd 1o dEpua.

- [16vog otV Kotd (KotAlakd GAyoq).

- Kvnopoc.

- [Mupetde.

- EpeBiopévn potn kot kovayym.

- Z6é.

- Keporodyia.

- AvcxoAia otov vavo (abmvia).

- Pwoppayia (exictoén).

- Mvikdc movoc.

- Advvapio (e£ocbévion).

- Amndrewn fapovg.

- Xopunid erinedo kodiov 610 aipo Gog.

Yoyvég avemBOunTeg evépyeres (Umopei va emnpedoovy mg kot 1 ota 10 dtopa)

- Evdoxpaviakr| aipoppayic.

- Aoluwén tov aipotog Tpokaiovuevn amd Paktipie (enyapia). Avtd umopel vo oQeileTal og
YOUNAQ ETTITEDD AEVKDV QUOGPALPI®V GTO CipLd GOg.

- AvVeTapKeLD LOEAOD TOV 0GTMOV. AVTO UITOPEL VO, TPOKOAEGEL YOUNAA eTimeda epLOPOV Kot
AEVK®V QUOGPALPIOY KOl ALULOTETAAL®DV.

- "Evog tomog avaipiog 6mov o, epubpd Kot AEVKA alocoiplor Kot T OULOTETAAMA GG etvat
HELOUEVOL.

- Aolpwén ota o0bpa cog.

- Ioyevig Aoipumén mov mpokoiel puoaAideg oto dépua (Epmng).

- Ayoppayio T@v 00A®V, OLOPPOYic TOV GTOUAYOV 1] TOL EVIEPOV, aloppayic amd To 0phHo
AOY® opoppoidwv (apoppayio alpoppoidmv), arpoppayic Tov 0POoAL0D, apoppayio KATM M
puéca amo to dEpua (UdT®a).

- Aipo ota ovpa.

- "EAkm OV OTOHOTOC | TNG YADGGOG.

- MetaPoréc Tov 6éppatoc otn B€om g éveong. Avtég meptiapuPdvouy oidnua, okAnpovg 6lovg,
UOA®TEG, arpoppayio péca amd to déppa (apdTmpa), Eavinua, kvnoud kot petafforéc oto
YPADLO, TOV OEPUATOG,

- EpvBpdtra tov 6éppatoc.

- Aolpwén tov déppotog (kutToapitidw).

- Aolpwén g pdTng Kot Tov Aopod, 1 Kovaryyn.

- Epebiopog 1 katappon g poTng 1 1oV pvikov KOAT®V (KOATITION).

- Yynan 1 younAn wtieon tov aipatog (vaéptacn 1§ vroToon).



- Avonvola 6tav Kivelote.

- I16vog 6to Aapd Kot Tig POVNTIKES XOPOES.

- Avoneyia.

- Anbapyoc.

- I'eviko aicOnpua adwbeciog.

- Ayyog.

- Zoyyvon.

- Tpyomtowon.

- Neppikn avemdpKela.

- Apudatmon.

- AguKob ETYPICUO TOV KAADTTEL TN YADCOW, TIV ECOTEPIKN TAELPE TOV UAYOLA®VY KOl LEPUKEG
(OPEG TOV OVPOVICKO GOG, To OVAN Kot TG ApVYOaAES (LUK TIOCIKT AoipnmEn Tov 6TOUATOG).

- AuwoBopia.

- [Mtdon g aptnplakng mieong 0tov otékeote dpbiot (opbootatikn vwoTAcT) ToL 0dNYEl G
£aAn xatd ) petakivnon og 6pOua 1 kabiotn Bon.

- Noota, vodpdtra (vevniia).

- Ayoppayio Tov opeidetal o€ ypapun Kabetpa.

- Mo acBévela mov ennpedlet to £vtepo 1 omoia Pmopel v 00N YNGEL GE TUPETO, EUETO Kot TOVO
GT0 GTOUAYL (EKKOATOUATITION).

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

- Tpéuovro (piyn).

- Mvikoi omacpoi.

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

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

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

- Alepyucn avtidpaon (avtidpaon vrepevaicnciog).

- Tpéuovio.

- Hrotum avendpxeto.

- Meydhec PafukoOKKIVOL ¥PMDUATOC, SLOYKMUEVES, ETOIVVEC KNAIOEG GTO dEpOL e TVPETO.
- Endovvn e&élkmon tov dépratog (Yayyparvmdeg Tuddep ).

- DlLeypovn Tov emtniiov mov mepPdAletl Tnv kapdid (Teptkapditida).

Yravieg avemBounteg evépyeres (Umopel va emmpedoovy émg kot 1 ota 1.000 dtopa)

- Enpog prixac.

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

- 2Hvopopo ADoNE OYKOV — UETABOAKES ETUTAOKEC TOV UTOPEL VO TPOKVWOLVY KaTA T Ogpameio,
TOV KOPKIVOL Kol LePIkéEG opEG akoOpa Kat xwpig Oepameia. AVTég Ol EMTAOKEG TPOKAAOVVTOL
Ao TO TPOIOV TV KAPKIVIKAV KVTTAPp®V oL Tebaivouv Kot propel va mepthapfavouy ta
axorovOa: petaforég otn ynueia Tov aipatog, VYNAG KAAMO, POGPOPO, OLPIKO 0EL Kot YUUNAD
aGP£0TI0, 00 YMVTOG KOTA GUVETELD G UETAPOAEC OTN VEQPPIKT| AgLTOVPYia, TOV KapdloKd
AN, 08 OTAGHOVS Kal, EVioTe, og Bdvarto.

Mn YVO6Tig (N ovyvotnto dev umopet va extiun el pe Baon ta drubéciua dedopéva)

Aolpwén tov Babitepmv oTPOUATOV TOV EPUATOG, 1) OTToio eE0TADVETOL YPIYOPQ.,
TPOKAADVTOG KOTOGTPOPT GTO OEPLLAL KO TOVG 1GTOVG, 1) OO0l LITOPEL var ELvar ametAn Tk Yo
™ {on (VEKPOTIKY TEPLTOVITION).

- Yofapn avocoroyikn avtidpacn (cOVEpoUo S10popPOToineTg), 1) OTTOl0, UTOPEL VO TPOKOAEGEL
TLPETO, P10, SLOKOALD GTNV AvaTVOT], E£AVON O, LEI®UEVE 0VPa, YOUNAT TECT TOVL OipATOg
(vrdTaon), TPNEWO TOV XEPLOV 1 TOV oMV Kol TayEin, avEnon couaTikoy Bapovc.

- Ddleyuovi T@V AUOPOPOV aYYEIDV TOL dEPUATOC TTOL UTTOPEL VO, TPOKUAEGEL EEAVON A
(deppaTikn ayyeutidw).

Ava@opd avemOOunTOV evepysL@dv

Edv mapotnpfioete Kamolo avemBountn evépyela, EVIUEPMDGTE TOV YIUTPO, TOV PUPUOKOTOLO 1) TOV/ TNV
VOGOKOWO G0G. AVTO 1oYvEL Kot Yo kKEOe mhavi| avemBountr evEPYELO TOV OEV AVOPEPETOL GTO TUPOV
@OALO 00Ny Yprionc. Mropeite emiong va avagpépete avemBounteg evépyeleg angvbeiag, LEcm



EAlLada

EBvikdc Opyaviopog @apudxmv
Meocoyeimv 284

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

Kvnpog

DQappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkooia

TnA: +357 22608607

Dag: +357 22608669

Iototomog: www.moh.gov.cy/phs

Mécm g avapopdg avembountmv evepyelmv propeite vo, fondncete otn GuALOYH TEPIGTOTEPOY
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS POPLAKOV.

5. Mo va puidooste To Azacitidine Accord
To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV TO, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUAKO HETA TNV Nuepounvic ANENG TOL avapEpPETaL GTNV
gmoNpaven Tov Praidiov kot oto Kovti. H nuepopunvia AMéng elvan 1) televtaio nuépa tov piva mov
avaQEPETOL EKEL.

O y101pdG, 0 PaPUAKOTOLOG 1 0 VOGOKONOG 650G eivar vievbuvot ya T eVAagn Tov Azacitidine
Accord. Eivar emiong vredbBuvot yio. tn owoti mpostoluacio katl amxdppym kdbe mpoidvrog Azacitidine
Accord mov dev ygl ypnotuomoindei.

Mo pn avotrypéva oAidio avtol ToL PAPUAKOL — eV VTLAPYOLV WiTEPES GLUVONKEG PUAAENG.

Orav ypnoiuoroieitor opéows
Mohc mapackevaotel To evaidpnua Oa mpénet va yopnynoel eviog 60 Aentdv.

Orav ypnoiuomoreitor opyotepo.

Edv to evardpnua tov Azacitidine Accord mapackevdletol pnoomoidvTag VOmP Yo EVEGLO. TO
omoio dev gival vtd YH&N, To evaumpnua Tpénel va torobemOel oto yoyeio (2 °C — 8 °C) auéomg petd
TNV TOPUCKELTN TOL Kot Vo, QLAAYDEl oTo Yoyeio Yo éva uéyloto dtdotnua 8 mpmv.

Edv 10 evaumpnpo tov Azacitidine Accord mapackevaletol xprooToidVToc VOMP Yo EVEGLN TO
omoio £xel puAayOel oto yoyeio (2 °C — 8 °C), 1o evaidpnuo mpénet vo, torobetnOei oto yoyeio (2 °C
— 8 °C) apéomg petd tnv mapacKkeLT] TOL Kot va pudaydel oto yoyeio ylo éva péytoto dtdotnpa 22
PpOV.

To evardpnua Oa wpémet va apedel yio uéypt 30 Aemtd mpiv Tn YOPNyNoN Yo VO AOKTHGEL
Oeppoxpacio dopatiov (20 °C — 25 °C).

Edv oto evaumpnua vapyovv peydio couotid avtd Oa mpénet vo, amopprpOet.


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

6. Iepreydpeva TS GLOKEVAGIOG KL AOLTEG TANPOPOPIES

T wepréyer To Azacitidine Accord

- H dpaoctikn ovoia givar n azacitidine. "Eva ¢ialidio nepiéyer 100 mg 7 150 mg azacitidine.
Metd v avacvotaon pe 4 ml 1 6 ml ¥datog yio EVEGLA, TO AVOCVGTAUEVO EVOLDPTLLOL
nepEyel 25 mg/ml azacitidine.

- To Ao cvotatikd eivon 1 pavvitoin (E421).

Ep@avien tov Azacitidine Accord kon aepleydpeEva TS GVOKEVUGING
To Azacitidine Accord eivot o AEvK1 KOVIC Y10 EVEGIO EVOLDPTUO KO TOPEYETOL GE YOAAIVO PLOAIS10
nov mepgyel 100 mg 1 150 mg azacitidine. Kabe cvokevaoia mepiéyet éva grolidio Azacitidine Accord.

Meyébn cvokevaociog
1 praAidio mov mepiéyel 100 mg azacitidine.
1 glokidio mov mepéyetl 150 mg azacitidine

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

Moll de Barcelona, s/n,

Edifici Est 6° planta,

08039 Barcelona, Ioravia

IMopooKeELOGTNC

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

95-200 Pabianice

I[Molwvia

H

Laboratori Fundacié Dau

C/ C, 12-14 Pol. Ind.

Zona Franca, Barcelona, 08040,
Iomovia

H

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym,
OALovdio

To mapov vAlo 0dNYLAOV ypioNS avadempOnke Yo TelevTaio popd oTig 12/2023.

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

http://www.ema.europa.eu. Yrdpyovv €niong cOvOesUoL ue GALEG 16TOCEMBEC TTOV APOPOVV GTAVIES
acOéveleg ko Bepomeiec.

O Tinpo@opisg mov axorovodv arsvdivovTar povo o€ emayyeipoTieg vysiog:

2V0TAGELC Yo 0oQOAN YEPIGUO

To Azacitidine Accord givat £va koTtapoTo&ikd upPUAKEVTIKO TPOTOV KoL, OTMG ue GALES TBAVHOG
T0&1KEG OLGIEC, AMOLTEITOL TPOGOYT| KATH TOV YEPICUO KOl TNV TOPUCKEDT] TOV EVOLOPTUATOV
azacitidine. ®a mpénet vo epapudlovtar ol 10d1KAGIES Y10 TOV KATAAANAO XEPIGUO KOl AmOPPLYN T®V
OVTIKOPKIVIKOV QUPLOKEVTIKMY TPOIOVTOV.




Xe mepintwon mov 1 avacvotapévn azacitidine €A0et oe ema@Y| pe TO dEPUO, TAVVETE OUECMG
OYOANCTIKA pe camobvt Kot vepo. Edv éA0el og emapn pe PAevvoyoviovg vuéveg, Eemiovete
GYOANCTIKA pE ApBovo vepO.

Aocvufotdnreg
AvT0 TO POPUAKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVOETAL LE AAAN PAPUAKEVTIK TTPOTOVTO EKTOG
QVTOV OV avaPépovtat TapakdTo (PA. “Aladikacio avaciotaong”).

Awdkacio avachoToong

H avoobdotoon tov Azacitidine Accord Ba mpémet va yivetar ypnoiporoldvtag Vowp yio evéotpa. H
duapketa {ONG TOL AVAGVGTAUEVOL POPUOKEVTIKOD TPOTOVTOG Umopel vo Topatadel Kavovtog
avaoVoTOoT e VOmp Yo evésyua vTd YOén (2 °C éwg 8 °C). Aemtopépeleg yuo T OAAEN TOL
OVOGLGTOUEVOD TPOIOVTOG TOPEXOVTOL TOPOKATM.

1. ®a mpénet vo cuYKeVIp®OOLV Ta akdlovBa £10M: Droridio(a) azacitidine, proridio(a) pe HVO®pP
Y0l EVEGIU, UT) OTOGTEIPMUEVO. XEPOVPYIKA YavTia, BapupdKkt pe ovomvevua, cOPLYyo(Eg)
éveong tov 5 ml pe Berovo(eg).

2. O KotdAAniog dykog ¥daTog Yo evéciua Ba mpémel va avappoendei otn cOpryya,
dtoearilovtag 6tL £xetl apotpedel GAOC 0 0€PUC TOL TUYOV €XEL TAYIOELTEL GTN GLPLYYA.

DroAido mov TepLEyEL Oyxog HoaTOC Y100 evETTULQL Telkn cvykévipwon
100 mg 4 ml 25 mg/ml
150 mg 6 ml 25 mg/ml
3. H BeAdva g obptyyag mov mepiéyetl VOaTog yia evécsiua Oa mpénel va eioaybel dopésov Tov

€AOOTIKOV TONOTOG TOL PLoAdiov azacitidine kot va axolovBnoet £éveon Tov VOATOG Yo
EVEGILO, GTO PLAALDI10.

4. Metd v agpaipeon ¢ ovplyyag kat tng felovag, to eloiidlo O mpénet va avotoapaydei
évtova péypt va emrevyel £va opoldLOPPO VEQEAMOES evaldpnia. META TNV avacvoTAo,
KkG0e ml evouwpnruartog Oa mepiéyel 25 mg azacitidine (100 mg/4 ml /4 150 mg/6 ml). To
AVOGVOTOUEVO TTPOTOV Elval £Va. OUOLOYEVEG, VEPELMOES EVOLDPT L0, EAEDOEPO
ocvooopatopdtov. To tpoidv Ba mpénel va anopprpdei edv mepiéyetl peydio copatiow 1
cLGCOUATOUATO. M1 diNONcETE TO EVOUDPN UG LETA THY avacVGTAGT Tov KaboTL owtd Oa
UTOPOLGE VO amOUakpOVEL T dpactiki) ovcia. [Tpémet va Anebei vidyn 6T opiopévol
mpocapuoveic, spikes kot KAEIGTA GLGTAUATO TEPIEYOLV GIATPA, ETOUEVAOC TETOLO GLGTILOTO,
ogv Oa TPETEL VAL YPNGLLOTOLOVVTIOL Y0 T YOPNYNGT TOL QOPLOKEVTIKOD TPOIOVTIOC UETA TNV
0VOGVGTOOT).

5. To glootikd Topa Oo Tpémel va kabapiotel kat va eicoydel evidg Tov @loALdiov o Kovovpio
ovpryya pe Berova. To prokidio Ba mpénet va avamodoyvpiotel, dtaceariloviag 0Tt To GKpo TNG
Behovag PpiokeTor Katm amd TV emeavela Tov vYpov. To éuPoro Ba mpénet TotE va Tpafnytel
TPOG TO TG Y10 VoL avappoen el 1 T0GOTNTA POPUAKEVTIKOD TPOIOVTOS OV ATULTEITOL Y10l TV
KaTdAANAN SO0, drocporilovtag 6Tt £xel aporpedel OAOG 0 a€pag TOL TVYOV £xEL Tay1dELTEL
ot ovpryya. H copryya pe ™ Belova Ba mpénel tote va apaipedel and 1o proridto kot n
Beldva va meTayTel.

6. Mio kovovpio voddpia Peldva, (cuvicoTtdpevo dapétpnua 25) o tpénet TdTe va. otepembel
KaAd ot ovpryya. Evaidpnua dev Ba mpémet va tepdoel and T Peddva Tpv omd TV EVECT), Yl
va pelmdel n mBavomTa EPEAVIoNC TOTIK®Y ovTIdpdoemv ot 0éon g éveong.

7. Ortav yperalovtar mepiocdtepa omd 1 LoAidia, OAC To TOPATAVE® PLOTA Y10 TV TOPACKELN
TOV eVOIOPNLOTOG Ba Tpémet va emavaAineBovv. o 66ce1g yia TG omoieg amaitovvTot
neplecotepa oo 1 plaiidia, 1 66on Oa Tpénel va popaotel e€icov m.y. doon 150 mg =6 ml,

2 ovpryyeg ne 3 ml o€ k@b cvOpryya. AOY® KOTAKPATNONG 6TO GLaAid0 Kol ot feddva,
EVOEYETON VO, UMV EIVOL EPIKTY| 1] AVOPPOPTOT] OAOKANPNG TNG TOGHTNTAG TOV EVOIMPTLLOTOS OO
TO QLOALS10.




8. To mepieyoevo NG cHPLYYAS YOPNYNONG TNG 000G TPEMEL VO, EmavEVAL® P Oel apéowmg Tpv ™
yopnynon. H Beppoxpacio tov evaumpnpatog katd to xpovo g éveong Ba mpémet va glvan
nepinov 20 °C-25 °C. T v enavevaimpn o, KUANGTE EVTova TN cOPLYYO OVALESH OTIG
TOAGUES GOG PEXPL VO ETTOYETE £V OUOLOUOPPO, VEQEADOEC evanmpnua. To wpoidv o tpémet
va omoppleBei edv mepiéyel peydilo cOPATION | CUCCOUUTOUOTA.

DOAAEN TOV OVAGLGTAUEVOL TPOTOVTOC

Lo duson ypnon

To evoudpnua Azacitidine Accord pmopei va TapacKeLaoTEL OUECHS TPV T YPNOT] KOt TO

AVOGVOTOUEVO evoldpr o B Tpénet va xopnynOel eviog 60 Aemtdv. Edv mepdoel ypovikd dtdotnua
peyaAdtepo tv 60 AETTOV, TO OVAGVGTAUEVO EVOLOPLLO ol TPETEL VO, amopplpBel KaTAAANAQ Kol Vo
TaPOcKEVOOTEL VEQ dOOT).

Lo ustayevéatepn yprion

Orav 1 avacHotaon yivetar xpnoomoimvtag HOMP Yo EVESIILO T0 0Ttoio dev eivar vid Yosn, To
AVOGVOTOUEVO evoldpT Lo Tpénel vo TortoBetn el o€ yoyeio (2 °C mg 8 °C) apéomc petd v
avacoTOoT, Kot vo @LAaYOel oto yoyeio yuo éva péyioto ddotnpa 8 wpmdv. Edv 1o Tpoiov
TOPOLUEIVEL GTO YUYEID Y10 XPOVIKO OLAGTN O LEYOAVTEPO TOV 8 MPGOV, TO gvardpnpa Ba Tpémel va

amopplPOel KOTAAANA KOl VO TOPACKEVAGTEL VEQ OOOT).

Ortav 1 avecDeTaoT YIVETOL XPNCILOTOLOVTOG DOWP Yo evéstpo, vt WOgN (2 °C éwg 8 °C), to
AVOGVOTOUEVO evoldpT o TpEmel va Totobetn el g yoyeio (2 °C wg 8 °C) apéomc petd v
avaovoTOoT, Kot vo, puAayOel oto yuyeio yio éva péyioto dtdotnua 22 opdv. Edv To mtpoiov
TOPOLEIVEL GTO YUYEID Y10l XPOVIKO SLAGTN IO LEYOAVTEPO TV 22 ®P®V, TO Evoudpn o Ba mTpémet va

amopplpBel KOTAAANAL KoL VO TOPaCKEVAGTEL VEX SOGT).

H ocOpryya 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 drbdotnua
pueyoutepo v 30 Aemtav, To evaumpnua Bo Tpénel va amoppieOel KoTdAANAo, Kol VO TOPUCKEVOGTEL

véa dooM.

Ymroroyioudc pepovouévne 66onc

H ocvvolikn 8001 copgava, e ) couatikn enteavela (BSA) umopel va vmoloyiotei og €N

Zuvolikt] 860 (mg) = Adon (mg/m?) X BSA (m?)

O axd6AoV00¢ TIVOKOG TOPEXETAL LOVO MG TAPASELYLLOL TOV TOG VITOAOYILOVTOL LEHOVOUEVESC DOGELG

azacitidine, o1 onoieg Bacilovton oe pio péon Tunq BSA 1,8 m?,

Abon mg/m?
(% tnc ovvieTwueVC

2uvoMKkn d6om LE
Bdon tuwur BSA

4

000on¢ éva,

1,8 m?

Ap1OudC omontov UEVOYV OLOAOIKV

2uvoMKOC OyKoC

OVOGLGTOUEVOD
EVOLOPN LLOTOC TTOV

omoTeiTon
DrAido 100 mg DoAidoio 150 mg
75 mg/m? (100 %) 135 mg 2 QLolidwo, 1 puoAidlo 5,4 ml
37,5 mg/m? (50 %) 67,5 mg 1 puaAido 1 puoAidlo 2,7 ml
25 mg/m? (33 %) 45 mg 1 graridio 1 puaAidio 1,8 ml
Tpomog yopfynong

Mn ombncete 10 Evoidpnio LETE TNV 0vAGVOTOGCT TOV.

To avaocvotauévo Azacitidine Accord 6o mpémnet va evietar vrodopio. (elcaydayete T feddvo VIO
yovia 45-90°) ypnoonoidvag feAdva dStopeTprnotog 25 oto dve Pépog Tov Ppayiova, To umpd M
TNV KOIMOKT Y®PO.




Adoelg peyarvtepeg and 4 ml Oa wpémetl va eviovion o€ 000 EgxmpioTd onueia.

O1 B¢oe1g g éveong Oa mpémel va evairdocovtal. O véeg evéaelg Ba mpémet va, xopnyodvIol e
AmTOGTOOT) TOVAGYIGTOV 2,5 cm ammd TO TPONYOVUEVO OMUEIO KOl TOTE GE TEPLOYES OOV TO GNUEID
mapovctilel evacOnocia, pOAoTES, EpLOpdTNTA 1} GKANPLVOT).

Amodppryn

Kabe ayxpnoiponointo eaprokevticd mpoidv 1 VIOAELUO TPETEL VAL ATOPPITTETAL GOUPDVOL LIE TIG
KOTO TOTOLS IGYVOVGES GYETIKES OLUTAEELG.
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