@vAro ooV (piong: IIAnpoeopics yra Tov ypriotn

Arsenic trioxide Accord 1 mg/ml Tokvé dralvpe Yo TapacKEL SLOADRATOS TPOS £yyvon
Tpro&eidio Tov apoevikon

Awfdote TPooEKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV GaS YopnYN0Oel avTd TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- ®uAdEte awtd TO PUALO 0dNYIOVY Ypione. Towg ypelaotel va to dafdoete Eava.

- Edv éyete nepartépo amopieg, p@THGTE TOV Y1OTPO, TOV GOPUAKOTOLO 1| TOV VOGOKOUO GO,

- Edv mapatnpnoete kdmola avemBountn evépyela, EVIUEPDOGTE TOV YIATPO, TOV QPOPLOKOTOLO 1) TOV
VOGOKOWO G0G. AVTO 1oYvEL Kot Yo kKaOe mhavr avemBountrn evEpyeLo TOL OEV AVOPEPETOAL GTO
POV GUALO 00N YLDV YpNoNG. BAéne mapdypapo 4.

T weprEyeL 10 Tapov UAA0 00N YOV

Tt eivar to Arsenic trioxide Accord kot ot givot 1) yprion Tov

T npémel va yvopilete Tpv cog xopnyndei to Arsenic trioxide Accord
[og yopnyeiton to Arsenic trioxide Accord

[MBavég avemBOunteg evépyeteg

[Tog va puidooete to Arsenic trioxide Accord

[epreydpeva g cvokevaciog Kot AoEG TANpopopieg

Uk wd P

1. T givon To Arsenic trioxide Accord ko oo, givar i yprjon Tov

To Arsenic trioxide Accord ypnowonoteitor o€ eviilikeg aobeveis pe veodioyvmodeion yapniod émg
€vOlGpesoL Kvovvoy o&eia TpopverokutTapikn Asvyopio (APL), kot 6e evnlikovg acOeveic, dtav
GAdec Oepamneiec amodeiyOnKay avomTOTEAECUATIKEG GTNV AVTILET®RTIOT TG acbéveldg tovc. H APL
glvar povadikog TOmog PVeA0E0VS Aevyoniog, pio acBévelo Tov Tapovcldlel ELPAVIOT U
QUVGLOAOYIKOVD 0PLOIOV AEVKOKVTTAP®OV KOl LI PUGIOAOYIKNG apoppayiog Kabmg Kot LOAMTEC.

2. T péner va yvopilete mpiy oag yopnyn0si To Arsenic trioxide Accord

To Arsenic trioxide Accord npénet vo. divetat vid v mapakorlovdnomn yiorpod mov £xetl e€otkelwbel
UE TNV OVTIUETOTIOT TEPIOTOTIKAV 0&giag Asvyapiag.

Agv nipémer va haPete to Arsenic trioxide Accord
e mepintwon ahiepyiag oto TPLo&eidio Tov apceviKoD 1 G€ OTOI0ONTOTE GAAO 0T TO. GUGTUTIKG,
aVTOD TOV PAPUAKOL (AVOPEPOVTOL BTV TaPEyPopo 6).

Ipogdomomoeis ko TPpoPLAGEES

Ipénel va anevBuvbeite 6tov yioTpd 1 TOV VOGOKOWO GaG TTpLy cag xopnyndsi to Arsenic trioxide
Accord, av

- €yete dTOPAYUEVT VEPPIKT AgtTovpYia.

- €YETE OMOLUONTOTE NTOTIKG, TPOPANLLOLTAL.

0 ylatpog oag o AdPet Tic e€Ng mpopuAdéels:
Oa yivovv e€etdioelg dote va gleyyOei n TocodTTO KaAlOL, poryvneiov, acPeoTiov Kot KpeaTviving
070 oipa oag Tpwv TNV TpdyTn ddon tov Arsenic trioxide Accord.

- Emiong, nmpénet va £xete voPAn0el oe nhekTpiky KoToypopr| TNG KAPSLAS
(mextpoxapdioypaenuo, HKI) mpv amd v npmtn cog doom.

- Oue€etdoelc aipotog (kdAo, aoBEoTlo, LLoyviio1o Kot NTATIKY AEITOvPYio) TPEMEL Vo
gmavaiapBavovtol kotd tn dudpketa tng Oepaneiag pe Arsenic trioxide Accord.

- Emuthéov, Ba vofdiieote oe HKI dvo popég tnv gfdopdda.



- Av dwrpéyete Kivouvo Yo GUYKEKPIUEVO TUTTO AVAOLOAOD KOPOLaKoL puOLoy (TT.y. KOMOAKNAG
tayvkapdiog diknv putidiov 1 mapdraong Tov daotiuatog QTc), Ba Ppickeste vd cuvern
KapdloK TapaKolovOnom.

- O ytpdc oag umopel va mapakorovdel Ty vyeio cag katd T didpKelo Kot petd  Oepaneio,
Kabd¢ 10 TP1o&Eidlo Tov apceviKov, 1 dpacTikh ovsia oto Arsenic trioxide Accord, propei va
TpoKaAEceL AhAovg Kapkivoue. [lpénet va avapépete onotadnTote véa Kot acvvificto
GUUTTOHOTO KOl KATAOGTAGELS OTOTE EMOKENTECTE TOV YIUTPO GOG.

- [opakorovnon T@V yVOOTIK®OV Kol KIVITIKOV AELTOVPYIDV GG EAV SIATPEYETE KiVOLVO
avemdpkelog Prrapivng BL.

Moo ko £éenpor
To Arsenic trioxide Accord dg cuviotdrtal og maidid kot epnBovg nhikiog kdtw tov 18 eTdv.

Alho @appoxa ko Arsenic trioxide Accord

[opakareicOe va evuepdoEeTE TOV Y1ATPO 1] TOV POPLAKOTOLO GUG EAV TAIPVETE, £XETE TAPEL
TPOCPOTA 1) UTOPEL VOL TAPETE GAL QPAPLOK, KOO Kot aLTd OV dev oag Exouvv yopnynbei pe
SLUVTOYN.

Ewdwkotepa, evnuepmaote tov yiotpod Gog
- &Gv maipveTe 0TOI0OMTOTE OO TOLG S1OLPOPOVG TOTTOVE PUPUAK®OV TOL UTOPOLV VO,
TPOKAAEGOLV io oAy 6TO pLOLUO TOV KOPSLOKOD GOG TAAUOD. TE OVTOVG
coumepthapPavovror:
«  OPLOUEVOL TUTTOL AVTIOPPVOUIK®Y (PAPIOKE TOV ¥PTGILOTOLOVVTOL Yo T S10pOman Tov
AVOUAAOD Kopdlakoy oo, .y, quinidine, amiodarone, sotalol, dofetilide)
«  @bapuaxa yio T Bepaneio yOywong (amdAED ETOPNG LE TNV TPOYLATIKOTNTO, ..
thioridazine)
. Qapuake Kot ¢ KatdOiwyng (.. amitriptyline)
< OpPLoUEVOL TUTTOL PapUAK®V Yio T Oepameia faktnpidlok®my AoudEEDVY (..
erythromycin kot sparfloxacin)
. oplopéva eapuake yio ™ Bepomeio aALEPYIDV OGS 1| AALEPYIKT| pviTIdW, TOV
ovopdlovtol avtuotopuvikd (w.y. terfenadine ko astemizole)
«  0l100MTOTE PUPUOKEVTIKO TPOTIOV Tpokael LEION TOV HayvnGiov 1} TOL KOAIOL GTO aipa
oag (.. amphotericin B)
. m cisapride (QopHAKEVTIKO TPOIOV TO OTTOT0 YPNCLOTOLELTAL Vi TV AVOKODPIoN
OPICUEVOV GTOUOYLIK®V TPOPANUATOV)
H enidpaon oavtdv Tov eoprakov 6Toug KapdloKovg 6og TAALoVS Uropel va emdevmbet pe
Aym tov Arsenic trioxide Accord. TIpénet onmodNmOTE VO EVIUEPDGETE TOV YIATPO GOG CYETIKA
UE OA TO PAPUOKO TTOL YPNCULOTOLEITE.
- &G maipvete 1 &xete TAPEL TPOSPATO GALL PAppOKa To omoia ennpedlovv To map cag. Edv
dev glote PEParot, dei&te TN OLAAN 1 TN GLOKEVOGIO GTOV YIUTPO GOC.

To Arsenic trioxide Accord pg Tpo@i kon 0T
Agv VhpyovV TEPLOPIGUOTL OTIV KOTOVAA®GT TPOPNG 1| ToToh KobMG Taipvete to Arsenic trioxide
Accord.

Kvnon
ZntoTE TN GLUPOVAT TOV YLOTPOD 1] TOL PAPUOKOTOLOD GUC TPOTOV TUPETE OTOLOONTTOTE PAPLAKO.

To Arsenic trioxide Accord gvééyeton va Tpokarécel PAafepéc cuvéneieg oo Eufpvo otav
ypNopomoteitol amd yKveg yovaikes.

Av umopeite va peivete £yKvog, TPETEL Vo YPNOIUOTOLEITE AmOTELEGHATIKEG HEBOSOVE OVTIGOAANYNG
Katd T ddpkela g Oepameiog pe Arsenic trioxide Accord kot yio 6 PVeG HETE TNV OAOKANP®OT TNG
Oepameiog.

Edv eiote éykvog M| Bpebeite oe KatdoTooT £YKLUOGVVNG KOTA T Sidpketo TG Oepaneiog pe Arsenic
trioxide Accord, tpénel va (ntioete TN GLUPOVAT TOL YIUTPOV GOG.



Ot dvdpeg Tpémel va (pNCUOTOLOVV ATOTELEGULOATIKY AVTIGUAANYT] KoL VO EVI|LEPDVOVTOL VOL LNV
TEKVOTOGOVY KaTd T didpketa e Ayng tov Arsenic trioxide Accord kot yuo 3 puniveg petd my
oloxAnpwon g Bepaneiog.

Oniaocpdg

ZntoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOOD GOC TPOTOV TAPETE OTOLOONTOTE PAPLLOKO.
To apoevikd oto Arsenic trioxide Accord tepvd 6to unTpikd yolo.

Abyo tov evdgyopevov mpoxinong rafov amd to Arsenic trioxide Accord og Bpépn mov OnAdlovv,
un nAdalete katd ™ ddpketa g Bepomeiog kot £c dvo efdouddeg HETA TNV TEAEVTAIN OGN TOVL
Arsenic trioxide Accord.

O ynon ko yEPLoROg pNYaAvNRATOV

To Arsenic trioxide Accord avouévetol 0Tt dev Exel Kapio 1| el AGNUAVTT ETIOPOCT] GTNV IKAVOTNTOL
001 YNONG KOl YEPICUOD UNYOVILATOV.

Edv aicBavbeite evoylnoeig | adabeoio petd v éveon pe Arsenic trioxide Accord, npénet va
TEPIUEVETE MG OTOV TO, GUUTTAOUATO, VITOYDPTCOVV TPV 0ONYNOETE 1 XEIPLOTEITE UNYOVILOTO.

To Arsenic trioxide Accord mepiéyet vaTpro
To papuaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6om. Avtd onuaivel Tog To
QAPLOKO EIVAL OVGLUOTIKA «EAEVOEPO VOTPiOVY.

3. g yopnyeiton To Arsenic trioxide Accord
Awdpkera kol ovyvéTnTa TG Ogpameiog

AcBeveic pe veoduryvaoheica ofeio mpopvelokvtropikn Asvyoio

O yoTpdg oag xopnyet to Arsenic trioxide Accord pia popd nuepncing g pia £yyvon. Katd tov
TPMTO KOKAO NG Bepameiog oag, umopel vo vroPdileote oe Depomeio KAOe puépa Yo SGoTnI UEYPL
ka1 60 nuépeg 1 LEYXPL O YITPOC GOG VO, ATOPAGIGEL OTL 1) TopEia TNG acbéveldg cag £xet Pertiwbel. Av
N aoBéveld cog avtamokpifei otn xopnynon tov Arsenic trioxide Accord, Oa vrofAndeite oe

4 pdobeToug kKhkhovg Bepaneiog. Kdbe xvxhog amotereitarl and 20 docelg, mov Ba yopnyovvral

5 nuépec mv gfdopada (ko Oa akorovBovvratl and dtakom 2 nuep®dv) yia 4 efdopddeg Kot Oao
akoAiovBovvton and draxomnr| 4 eBdonddmv. O yatpog cog Ba anopacicet yia To dSdoTn e Tov
anorteitat ) ovvéyion g Oepameiog pe Arsenic trioxide Accord.

AcBeveic pe ofela Tpopvelokutapikn Aevyopio, TV onoiov 1 acBéveln dev Eyel amokpifei oe dAeg
Oepameieg

O yurpdc oag yopnyei to Arsenic trioxide Accord pia popd nuepnoing wg £yyvon. Kotd tov mpdto
KOKAO NG Oepameiag cag, umopet va vtoPailecte o Oepameio kdbe pépo yio dStdotnua Léypt Kot

50 nuépeg M péYPL 0 Y10TPOG GO VO OTOPOGicEL OTL 1) Topeia TNG 0oBEvelds cag £xet Pedtiwbel. Av
acBéveld cag amokpifei ot yoprynon tov Arsenic trioxide Accord, 6o vropAnbeite o€ devtepo
KOK O Ogpameiog tv 25 dd6cewv, mov Ba yopnyeitatl 5 nuépeg v eBdoudda (kat Bo axorovbeitor amd
dwokomn 2 nuepdv) yia 5 efdopddeg. O yroTpds cog Bo amopacicet Yo TO SIACTN O TOV OTALTEITOL 1|
ovvéyion tng Oepanciog pe Arsenic trioxide Accord.

Tpoémog kot 006G yop1nynong

To Arsenic trioxide Accord mpénel va apaidveTol pe d1aAv o Tov TepEyel YALKOLn 1 didAvua mov
TEPLEYEL YA®PLOVYO VATPL0.

To Arsenic trioxide Accord yopnysitan cuvifmg and yioTpd 1 voookopo. Xopnyeitat pe m Hopen
0pov (&yyvonc) puéco oe EAEPa, og ddotnua 1-2 mpdv aAd 1 €yyvon umopel va mapatadel edv
mapatnpnBovv avemBountec evépyeleg O6mmg EEaym 1 CaAn.



To Arsenic trioxide Accord dev Tpémet va avaperyvOETOL 1 Vo £YYVETOL SIAUEGOL TOV 16100 COARVO LE
Ao pappoKa.

Eav o ywatpog 1] 0 vo60KO10G 60G 6aG (opnyostL peyorvtepn d6om Arsenic trioxide Accord améd
TNV KOVOVIKI]

Mmropei va tpokAnBovv cracuol, advvapio Tov pudv Kot cOyyvuon. v tepintmon oy, 1 Oepaneio
ue To Arsenic trioxide Accord mpémet vo, S10K0TEL AUES®E Kot 0 YTpOg 60G B0, AVTIUETOTIGEL TaL
CUUTTOMOTO OO TNV LIEPPOALKT] OOGN OPGEVIKOD.

Edv éxete meplocoTEpEG EPOTNOELG GYETIKA LLE T YPNOT] AVTOL TOV QUPLEAKOL, POTHGTE TOV Y10TPO,
TOV QOPLLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETOOUNTEG EVEPYELEG, OV
ka1 0gv Tapovoldlovtal 6 GAOVG TOVE AVOPAOTOLG,.

Evnuepoote apéoms Tov Y1aTpo 1] TOV VOGOKONO0 GOS OV TAPATPNGETE TIS 0KOLOVOES
avemOOUNTES EVEPYELES, KOOMG pmopel va givar onuadia puog cofapiis madnong mov ovopdleTan
«o0VVOPOpO H10POoPOTOINGNS», TOV PTOPEL VA Eival porpaia:

- dvokoAio 6TV avamvon

- Prixag

- movog 6to otnbog

- TPETOC

Evnuepoote apécme 1oV Y10.TpO 1] TOV VOGOKONO GOG OV TOPOTNPICETE PLM. 1] TEPLEGOTEPES OO
TIg 0KOLOVOES avemBUUNTES EVEPYELES, KOOGS NTTOPEl va gival onuadia aALePYIKNS AVTIOpaoNS:
- dvokoAio 6TV avamvon

- TUPETOC

- Eaoevikn avénon Bapovg

- KOTOKPOTNOT VEPOD

- AmoBvpikd emelcodo

- aionupo Tolpmv (duvartoi kapdiakoi modpol Tov aedidveste 6to ot00C)

Katd ) dudpkeia g Ogpameiog pe Arsenic trioxide Accord, evogyetal va TopoVGLOGTOVY OPLOUEVES
Ao TIG aKOAOVOEC avTIOpAcELC:

1100 ovyvés (umopel va emnpedoovy mepiaootepovg aro 1 otovg 10 avBpwmovg):

- KOmwon (Kovpaon), TOVOC, TUPETOC, TOVOKEPUAOG

- vavTia, UETOG, d1Gppota

- L&A, poikdg Tovog, apmdio 1 LupUNyKIOG L,

- g&avnuo 1 Kkvnopog, avEnuévo clKyopo aipatoc, oidnua (rpnéyo e&artiog vrepPoiikov vypov),

- Aoydviacpo, YPIYopog Kapotakog TOAUOS, un euoloioykd HKT,

- UEIOWPEVO KOAAO 1] LOYVIOL0 GTO OL0, U1 PUGLOAOYIKOT EAEYYOL NTOTIKNG AELITOVPYIOG
meptAapavopévng tng mapovsiog vaepPoiikng TocoTTAg YoAepLOPIvIg 1 Yo~
YAOVTOLVATPOVGPEPACTC GTO LN

2oyvés (umopet va exnpedoovy éwg 1 otovg 10 avBpwmovg):

- ueioon tov aplfudy ToV KVTTAP®V TV oipatog (opomeTdito, epudpokdTrapa Koy
AevKokOTTOPW), CLENLEVE AELKOKDTTOPA,

- piyn, ovénpévo Papog,

- TUPETOC OPEIAOUEVOG GE AOT®EN Kot YopUNAd Emimeda AEVKOKVTTAP®OV, AOTH®EN EPTNTOC
Coothpa,

- wovog oto atnboc, aoppayia otov mvedpova, vro&ia (xaunio erinedo o&vyovov), GLAAOYN
VYPOL YOP® Ao TNV Kopdd 1] TOV TVELLOVA, YAUNATN TEST] CULOTOC, U] PLGIOAOYIKOG KAPSLOKOC
poouog,



- wapo&uouds, TOVOS aplpdGE® 1) 0GTOV, PAEYLOVI] TWV OLLOPOP®V ayYEi®V,

- aLENEEVO VATPLO N LayVIGL0, KETOVEG GTO aipol Kot ot oVpa (KETOEEMOT)), U1 PLGLOAOYIKOT
€Leyyol VEQPIKNG AELTOVPYIOG, VEPPIKT| OVETAPKELN

- OTOUOYIKOG TTOVOG (TOVOKOIAOG)

epuBpdTNTA TOL dEPLOTOC, TTPNELLO TOV TPOGMOTOV, Haumy| 6pacn

Mn WOTES (1 ovxvoTnTA O8v UTopEl vo, extiunOel ue Paon to drobeoiua dedouéva,):
Aolpwén tov mvedpova, Aolpumén tov aiparog

- QAEYHOVY] TOV TVELUOV®V OV TPOKAAEL TOVO 6TO 6TNOOG KOt SUGKOAIN GTNV OvaTVoT|, KApolok
OVETAPKELDL,

- 0QLOATOGT), GVYYVOT

- gyKepaAkn vocog (eykepoarondbeia, eykepoarondbeia tov Wernicke) pe dtdpopes ekONAMGELS
GUUTEPTAAUPOVOUEV®Y BVGKOAMDV GTN YPNOT TOV YEPLDV KOl T®V TOSLDV, SLOTOPUYDV TNG OUAiog
KOl GUYYVONG

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnpnoete Kamoto avemBOunTn evEPYEL, EVILEPDGTE TOV YITPO, TOV PAPUOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1GYvEL Kot Yio kKdOe mhavr| avemBountr evEPYELO TOV OEV AVOPEPETOL GTO TOPOV
@OALO 00N YIDV Yprionc. Mropeite eniong va avaeépete avembounteg evépyeieg anevbeiag, HEcw TOV
€0VIKOO GLGTNIATOG AVAPOPAS TTOL avaypdeeTol oto [lapdpmua V. Méom g avaeopag
AvVETOOUNTOV EVEPYEIDV UmopEite va Pondnoete 6T GLALOYN TEPIGGHTEPMOV TANPOPOPLOV GYETIKA
LLE TNV 0CQAAELL TOV TOPOVTOG PUPLAKOL.

5. o va puidooete To Arsenic trioxide Accord

To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLOA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avapEPETAL TNV
EMONUAVOT TOL PLOAOI0V Kol 6TO KOUTI. AVTO TO PAPLOKO dEV amaltel Waitepeg cuvOnKee EOAUENG.

Metéd to mpdrto dvorypa: Otav 1o mpoidv avorydel o mpénet va ypnoipomombel apécmc.

Avgpxela {ong petd v apaioon: ‘Exel kataderytel ynukn kot puotkn otafepdmra, o Hopen Tolun
TPOG ypNon, Y 168 dpec otoug 25 °C kar otovg 2°C émg 8 °C. And pkpoProAoykng aroyng, To
TPoiov Tpémel va ypnoomombet apéows. Av de ypnoiporondel aueca, o ¥pdvog Kal ot GLVONKESG
@OAOENG TPV amd T ¥pNon eivarl evBOvN ToL ¥PNOTN Kot KAVOVIKG deV TpEmeL va, Eemepvouy TG 24
mpeg atoug 2 °C — 8 °C, ektOg KOl oV 1) ApaioT) TPoyUOTOTOONKE GE EAEYYOUEVEG KOl EYKEKPIULEVEG
donmtec cuVONKEG.

Noa un ypnoiponoteite ovtd 10 PAPUOKO €AV TapatnpNoeTe £EEVO cOUATIOKSO VAIKO 1 av TO dtdAv U
£xel amoypOUATIOTEL.

Na pn ¥pnoHoToLEiTE AVTO TO PAPLOKO HETE TNV NHEpOUNVIa AMENG TTOL OVOQEPETAL GTNV
EMONUAVOT GTO PLUAISIO KOl GTO KOLTI.

Mnv metdite @APUAKO GTO VEPS TNG AMOYETELONG N OTA OKLOK(A amoppippata. Potiote tov
QOPUOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUAKE TTOL eV YPpMOLUOTOlEiTE T Avtd ta pétpa Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T agpréyer To Arsenic trioxide Accord

- H dpaotikr ovsia gival tpro&eidio tov apoevikon 1 mg /ml. "Eva ml mokvod dtoddpatog mepiéyet 1
mg tpro&etdiov Tov apoevikov. Eva groiidio nepiéyel 10 mg tpio&ediov tov apceviko.


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

- Toa dMha cvotatikd gival vatpiov vOPoEeidlo, GLUTVKVOUEVO VIPOYA®PLKS 0&D (Yia pOOIoT TOV
pH) kot Vdwp Yo evéoipa. BAéme mapdypapo 2«To Arsenic trioxide Accord mepiéyet vatpiloy.

Epgavien tov Arsenic trioxide Accord kon epieydpeva TG 6VOKEVOGIOG

To Arsenic trioxide Accord givat éva Tokvo dtdAvpa Yo TapacKevy dtoldpatog mpog £yyxvon. To
Arsenic trioxide Accord dwatifetor o€ yodAva PLaAidio MG CLUTVKVOUEVO, GTEIPO, dLOVYEG, GypmLLO,
VOOTIKO SLEAV AL

Kabe kovti mepiéyet 1, 51 10 praiio.

Evdéyetan va umv KokAo@opodv OAEG 0L GUGKEVAGIES.

Kéroyog Aderag Kvkrhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 6a planta,

08039 Barcelona,

Iomavia

Hopackevactiig

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

95-200 Pabianice,

IToAwvia

I'o omoladnmote TANPOPOPio. GYETIKE LUE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite oTov ToMIKO OvTITPOc®TO ToL Katoyov g Adstog Kukhogopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LX/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 wapov OAlo 0dNYLOV xp1ions avadepOnKe Yo TELEVTAIN Qopd oTig 12/2024

Aentouepeic TANPOQOPIES Y10 TO PAPLOKO aVTO ivar SLBEGIES GTOV JIKTLOKO TOTO Tov Evpmmaikod
Opyovicpot Goppdkmv: http://www.ema.europa.eu



http://www.ema.europa.eu/

Ot TAnpoopieg mov akoAovBoldy amevfivovtal HOVO Ge EnayYEAUATIEG VYELOG:

[TIPEITEI NA EQAPMOZETAI AYXTHPA AXHIITH TEXNIKH KATA TO XEIPIXMO TOY
ARSENIC TRIOXIDE ACCORD KA®QX AEN ITEPIEXETAI ZYNTHPHTIKO.

Apaioon Tov Arsenic trioxide Accord

To Arsenic trioxide Accord npénet vo apoudvetotl ptv amd v yoprynon. o mpénet va
YPTCULOTOLOVVTOL TANGTIKOL 0l0KOT ToV dev mepi€yovv PVC.

To mpocomikd Oo TPETEL VO EKTOOEVETOL GTO XEIPIGLO KOl TNV 0paimon Tov TPLo&ediov Tov
apcevIKoD Kot Bo Tpémel vo popdl KATAAANAO TPOGTATELTIKO POVYLIGUO.

Apainon: Eicaydyete mpocektikd tn feAdva piag cOpryyoc HEGH 6TO GLOAISI0 amd TO EAACTIKO TMLLOL
ELGYDPNONG Kat avoppoPriote 0AOKANpo To Tepeyopevo. To Arsenic trioxide Accord Oa mpémet
Kkatdmy va, apordvetor apecws pe 100 émg 250 ml evéopov dodvpatog yAvkolng 50 mg/ml (5%) 1
EVESUOL SLoADPaTOC YAmplovyov vatpiov 9 mg/ml (0,9%).

Mn ypnotponompéves TocoOTNTEG KABE PLoAMOIOV TPEMEL VAL AMOPPITTOVTAL [IE TOV EVOESELYUEVO TPOTO.
Mnv QUAGGGETE N ¥PNOIUOTOMUEVES TOGOTNTES Y10, VO YopnyNnHovv apyotepa.

Xpiion Tov Arsenic trioxide Accord
ITpoopiletar yia pia pdvo ypnomn. To Arsenic trioxide Accord dev mpénel va avauetyvheTol 1j va
yopnyeitar S1oup€cov Tov 1010V EVOOPAERIOL COANVE TOVTOYPOVE LE GALN POPLOKEVTIKA TPOIOVTA.

To Arsenic trioxide Accord npénet va yopnyeitar pe evooeréPia Eveon yua 1-2 dpeg. To ddotnpo g
€yyvong pmopel va mapatabel kot vo Stopkésel Emg Kol 4 dpeg v TapaTNpNOOVV 0yYELOKIVITIKEG
avtidpdoeic. Aev omarteiton kevpikdg eAePikdg kabethpag.

To ddivpa wpémel va ivar dtowyeg kot dypmpo. OAa To TapevTePIKA SIOADUATA TPETEL VA,
g€etdlovtal OTTIKA Y10 TUYOV COUOTIONNKO DAIKO 1 OTOYPOUATIGUO TPy otd TN xoprynomn. Na un
YPTCULOTOLEITE TO TAPACKEVAGLA OV TEPIEYXEL EEVO COUATIONKO VAIKO.

Metd v apaioon o€ evooQAEPLa StaADUATA, 1) PLOIKOYNIKY Katdotaon tov Arsenic trioxide
Accord mapapével otabepn| yio 168 mpeg otovg 25 °C ko yio og Beppokpasio yoyeiov (2-8 °C). Amd
LUIKPOPLOAOYIKY| ATTOWT|, TO TTPOIOV TPEMEL VA, XPTCLLOTOEITAL Apeca. Av dg ypnoyomoindel dueca, o
¥POVOG Kot 01 GLVOTKEG POAAENC TPV o TN XpNo” Eivar E0BVVN TOV YPNOTN Kol KAVOVIKE OEV TPEMEL
va Egmepvoiv Tig 24 dpeg otovg 2-8 °C, eKTOG KOl av 1 ApOimdCT) TPy LOTOTOONKE GE EAEYYOUEVEC
KOl EYKEKPIUEVES AOTTTTEG GUVOTKEC.

Awdikaoiao yio ac@aiq arndéppuyn

Ka6e aypnoiponointo mpoidv, aviiKeileva Tov £pYovTal GE ETAQT LE TO TPOIOV Kol VTOAELO TPETEL
VO OTTOPPITTETAL GOUPOVO, LE TIG KATA TOTOVE 10 DOVGEG OYETIKEC SLUTAEELS.



