@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 owtd TO0 PUALO 0N YLDV Xpoms. Towg ypetaotel va To dafdoete Eovd.

- Edv éyete nepartépo amopieg, p@THGTE TOV Y1ATPI, TOV GUPLOKOTOLO 1] TOV VOGOKOUO GOG.

- Edv mapatnpnoete kdmola avemBountn evépyela, EVIUEPDOGTE TOV YIATPO, TOV QPOPLOKOTOLO 1) TOV
VOGOKOWO GaG. AVTO 1GYvEL Kot Yio KEOe mhavi avemBountr evEPYELD TOV OEV AVOPEPETOL GTO
POV GUALO 00T YLDV YpTionc. BAéme mapdypapo 4.

T weprEyeL 10 Tapov UAA0 00N YOV

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

T apémet vo yvopilete Tpv cog xopnyndei to Arsenic trioxide Accord
Iog 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 1 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 Oepameiec amodeiyOnKay avoToTEAEGUATIKEG GTIV OVIILETMTIOT TG acbéveldg tovc. H APL
glvar povadikog Tumog PueAogdovs Aevyotpiog, pio achévela Tov Tapovcldlel EHEAVIOT Un
QUVGLOAOYIKOVD 0PLOIOV AEVKOKVTTAP®OV KOl LI PUGIOAOYIKNG apoppayiog Kabmg Kot LOAMTEC.

2. T péner va yvopilete mpiy ocag yopnyn0Osi To Arsenic trioxide Accord

To Arsenic trioxide Accord npénet vo. divetar vid v mapakorlovdnomn yorpod mov £yl eEotkelmbel
UE TNV OVTIUETOTIOT TEPIOTOTIKAV 0&giag Asvyapiag.

Agv mpémer va haPete to Arsenic trioxide Accord
e mepintwon ahiepyiag oto TPLo&eidio Tov apceviKoD 1 G€ OTOI0ONTOTE GAAO 0T TO. GUGTUTIKG,
aVTOV TOV PAPUAKOL (avapépovtatl 6TV Tapdypoapo 6).

Ipogdomomoeis ko TPpoPLAGEES

Ipénel va amevBuvbeite 6Tov yioTpd 1 TOV VOGOKOWO GoG 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 TPy TV TpdTn 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, aoPEoTlo, LLoyViie1o Kot NTATIKY AEITOVPYin) TPEMEL VO
gmavalapBavovtol 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 putdiov 1 mapdroaong tov dwaotipatog QTc), Ba Ppickeste vd cuven
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, pmopei va
TPoKaAEGEL AAAovg Kapkivove. [lpénet va avapépete omoladnmote véa Kot acvvifiota
GUUTTOHOTO KOl KATAOGTAGELS OTOTE EMOKENTECTE TOV YIUTPO GOG.

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

Moo ko £éenpor
To Arsenic trioxide Accord dg cuviotdtal og maidid ko epnBovg niikiog kdto tov 18 eTdv.

Alho @appoxa ko Arsenic trioxide Accord

[opakareicOe va evnuepdoeTe TOV Y10TPO 1] TOV QOPLOKOTOLO GOG EAV TapVETE, £XETE TAPEL
TPOCPOTA 1) UTOPEL VOL TAPETE GAL QPAPLLOKO, KOO Kot aVTd oV dev GG Exovv yopnyndet pe
SLUVTOYN.

Ewdwkotepa, evnuepmaote tov yiotpod Gog
- &Gv maipveTe 0TOI0OMTOTE OO TOLG S1OLPOPOVG TOTTOVE PUPUAK®OV TOL UTOPOLV VO,
TPOKAAEGOLV pio oAy 6TO pLOLO TOV KOPOLOKOD GO TAAUOD. € QVTOVG
coumepthapPavovror:
«  OPLOUEVOL TUTOL AVTLOPPVOUIKDVY (PAPIOKE TOV XPTCLLOTOIOVVTOL Yia TN d10pObmon 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 papuaka, yio T epameion aAAEPYIDOV OTOC 1 AAAEPYIKN PVITION, TTOV
ovoualovtol aviuotouvikd (m.y. terfenadine ko astemizole)
«  0l100MTOTE PUPUOKEVTIKO TPOTIOV Tpokael LEION TOV HayvnGiov 1} TOL KOAIOL GTO aipa
oag (.. amphotericin B)
. m cisapride (QopHAKEVTIKO TPOIOV TO OTTOI0 ¥PNGULOTOLEITAL Y10 TV OVOKODPLoN
OPICUEVOV GTOUOYLIK®V TPOPANUATOV)
H enidpaon oavtdv Tov eoprakov 6Toug KapdloKovg 6og TAALoVS Uropel va emdevmbet pe
AMyn tov Arsenic trioxide Accord. TIpénet onmwodNmOTE VoL EVIIUEPDGETE TOV YIATPO GAG GYETIKA
UE OA TO PAPUOKO TTOL YPNCULOTOLEITE.
- &G maipvete 1 &xete TAPEL TPOSPATO AALL PAPLOKA T omoia ennpedlovv To Nmop cog. 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 TEPLOPICUOTL GTIV 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 Tpokaréoel PAafepéc cuvéneieg oo Eufpvo dtav
ypNopomoteitol amd yKveg yovaikes.

Av umopeite va peivete £yKvog, TPEMEL v YPNOILOTOLEITE ATOTELECHATIKEG HEBOOOVG AVTIGOAAYNG
Katd T ddpkela g Oepaneiog pe Arsenic trioxide Accord kot yuo 6 Piveg HETE TNV OAOKANP®OT TNG
Oepameiog.

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



O1 Gvdpeg Tpémel va (pNCUOTOLOVV ATOTELEGULOATIKT AVTIGUAANYT KoL VO EVI|LEPDVOVTOL VOL LNV
TEKVOTOGOVV KaTd T ddpketa e Ayng tov Arsenic trioxide Accord kot yuo 3 puniveg petd v
oloxAnpwon g Oepaneiog.

Oniaocpdg

Zn™oTE TN GLUPOLAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GUG TPOTOV TUPETE OTOLOONTOTE PAPUAKO.
To apoevikd oto Arsenic trioxide Accord tepvd 6to unTpikd yolo.

Abyo Tov evdgyopevov mpoxinong rafov amd to Arsenic trioxide Accord g 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 Kapia 1| el 0GNUAVTT ETIBPOOT] GTNV IKAVOTNTO
001 YNONG KOl YEPICUOD UNYOVILATOV.

Edav aioBavbeite evoylnoeig 1| adabeoio petd v éveon ue Arsenic trioxide Accord, npénet vo
TEPIUEVETE MG OTOV TO, GUUTTAOUATO, VITOYDPTGOVV TPV 0ONYNOETE N} EPICTEITE PN AV LLOTAL.

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 nuepnoing g pia £yyvon. Katd tov
TPMTO KOKAO NG Bepameiog oag, umopel vo vroPdileote oe Oepancio KAOe Pépa yio S1AoTNUO UEXPL
ka1 60 nuépeg 1 LEYXPL O YITPOC GOG VO, ATOPAGIGEL OTL 1) TopEia TNG acbéveldg cag £xet Pertiwbel. Av
N aoBéveld cog avtamokpifei oty xopnynon tov Arsenic trioxide Accord, a 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
akoAiovBovvtor and drakonr| 4 edonddmv. O yatpog cog Ba anopacicet yia To StdoTn 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 yuTpdc oag yopnyei to Arsenic trioxide Accord pia popd nuepnocing wg £yyvon. Kotd tov mpodto
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 Exel PedTionbel. Av
acBéveld cag amokpifei ot yoprynon tov Arsenic trioxide Accord, 6o vopAnbeite o€ devtepo
KOK O Ogpameiog tv 25 d06cewv, mov Ba yopnyeitatl 5 nuépeg v eBdoudda (kat Oo axorovbeitor amd
dwokomn 2 nuepdv) yia 5 efdopddeg. O yroTpds cog Bo amoPacicet Yo TO SIUCTN A TOV OTALTEITOL 1|
ovvéyion tng Oepanciog pe Arsenic trioxide Accord.

Tpoémog kot 006G yop1nynong

To Arsenic trioxide Accord mpénel va apai®veTol pe S1aAv o Tov TeEPEYEL YAVKOLN 1 didAvua Tov
TEPLEYEL YA®PLOVYO VATPL0.

To Arsenic trioxide Accord yopnysitar cuvifmg and yoTpd 1 voookopo. Xopnyeitat pe mm 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 Tpénet va avapeyVOETOL 1] VoL EYYVETOL SIAUEGOL TOL 16100 COANVA pe
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 Ta
CUUTTOMOTO OO TNV LIEPPOALKT] OOGN OPGEVIKOD.

Edv éxete meplocoTEpEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPLAKOV, POTHCTE TOV Y1UTPO,
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 Tapovoldalovtal 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 TOPOTNPTCETE PLD. 1] TEPLGGOTEPES OTTO
TIg 0KOLOVOES avemBUUNTES EVEPYELES, KOOGS NTTOPEl va gival onuadia aALePYIKNS AVTIOpaoNS:
- dvokoAio 6TV avamvon

- TUPETOC

- Eaoevikn avénon Bapovg

- KOTOKPOTNOT VEPOD

- AmoBvpikd emelcodo

- aionpo Toipov (duvartoi kapdiaxoi wodpol wov asbdaveste oto 6T00C)

Katd ) dudpkeia g Ogpameiog pe Arsenic trioxide Accord, evogyetal va TopoVGLOGTOVY OPLOUEVES
Ao TIG aKoOA0VOEC avTIdpacELC:

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

- KOmwon (Kovpaon), TOVOC, TVPETOC, TOVOKEPUAOG

- vavTia, UETOG, d1Gppota

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

- g&avnuo 1 Kkvnopog, avEnuévo GaKyopo aipatoc, oidnua (Tpnépo eEontiag veepfoiikov VYPoD),

- Aoydviacpo, YPIYopog Kapotakog TOAUOS, un euoloioykd HKT,

- UEIOWPEVO KOAAO M| HOYVIOL0 GTO OO, U1 PUGLOAOYIKOT EAEYYOL NTOTIKNG AEITOVPYIOG
nmeptAapavopévng tng mapovasiog vaepPoiikng TocoTNTAg YoAepLOPIvIg 1 Yo~
YAOVTOLVATPOVGPEPACTC GTO QLo

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

- ueioon tov aplfudy TeV KUTTEP®Y TOV aipotog (apometdita, epudpokdtropa KoM
AevKokOTTOPW), CLENLEVE AELKOKDTTOPA,

- piyn, ovénpévo Papog,

- TUPETOC OPEIAOUEVOG GE AOT®EN Ko YopnAd enimedo ALKOKVTTAP®V, AOTU®EN EPTNTOC
Coothpa,

- wovog oto atnBoc, aoppayia otov mvedpova, vroéia (yaunio eninedo o&uydvov), GLAAOYN
VYPOL YOP® Ao TNV Kopdd 1] TOV TVELLOVA, YAUNATN TEST] CULOTOC, U] PLGIOAOYIKOG KAPSLOKOC
poouog,



- wapo&uouds, TOVOS apbBpdGE®S 1) 0GTOV, AEYUOVT| TV OLLOPOP®V Ay YEI®V,

- avENEEVO VATPLO N LayVIGlo, KETOVEG 6TO aipa Kot ota ovpa (KeToEEman), LU PLGLOAOYIKOT
€Leyyol VEQPIKNG AELTOVPYIOG, VEPPIKT| OVETAPKELN

- OTOUOYIKOG TTOVOG (TOVOKOIAOG)

epuBpdTNTA TOL déPLOTOC, TPNELLO TOV TPOGDOTOV, Hapmny| Opacn

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

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

- 0QLOATOGT), GVYYVON

- 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 KOmolo avemBOUnTn eVEPYELX, EVILEPMDGTE TOV YIATPO, TOV PUPLOKOTOLO 1| TOV/TIV
VOGOKONO GaG. AVTO 1oyveL Kot Yo kébe mhavi avemBountn evépyela Tov dev aVOPEPETAL GTO TOPOV
@OALO 0OMYLDV ¥prione. Mmopeite eniong va avapépete avemBounteg evépyeleg anevbeiog, LEC® TOL
€0VIKOO GLGTAATOG OVAPOPAG

EAlada

EBvikdg Opyaviopog @apudxmv

Meocoyeiov 284

GR-15562 XoAapyog, Abnva

TnA: +30 21 32040380/337

®ag: +30 21 06549585

Iotétomog: http://www.eof.gr

Mécm g avapopdg avembountmv evepyelmv propeite vo, fondncete ot GLALOYH TEPIGTOTEPOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS PUPULAKOV.

5. o va puidooete To Arsenic trioxide Accord
To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV gV TO PAETOVV Kot 6gV TO POGVOVY TO, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepoUNVia ANENG TOV AvaPEPETAL TNV
EMGNUAVOT TOL PLOALIIOV KoL 6TO KOUTI. AVTO TO PAPLOKO dEV amaltel Wlaitepeg cuvOnKeg EOAUENG.

Metéd to mpdto dvorypa: Otav 1o mpoidv avorydel o mpénet va ypnorpomomBel opécwc.

Avdpxela {ong petd v apaioon: ‘Exel kotaderytel ynukn kot puotkn otafepdmra, o Hopen totun
PO xpNon, Yo 168 dpeg otovg 25 °C ko otovg 2°C €wg 8 °C. Ao pukpoflorloyikng droyng, To
TPO1oV TPEmeL va ypnoomombet apécws. Av de ypnoiporondel dueca, o ¥povog Kal ot GLVONKESG
@OAOENG TPV amd T ¥pNon eivorl evBHvn Tov ¥PNOTN Kol KAVOVIKG dev TpEmel va, Eemepvoy Tig 24
wpeg otoug 2 °C — 8 °C, eKtOG KOl 0V 1] ApaioT) TPUYUATOTOONKE GE EAEYYOUEVEG KOl EYKEKPLUEVEG
donmreg cuvOnkec.

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

Noa pn ¥pnoonmoteite avTo T0 PAPIOKO HETE TNV NHEpOUNVIa AENG TTOL OVOQEPETAL GTNV
EMONUAVOT GTO PLOAISIO KOl GTO KOLTI.

Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG 1| OTA OKLOK(A amoppinpota. Potiote tov
POPLOKOTOLO GOG YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OV YPpNoLLomToteite mo. Avtd To uétpa Ba
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC,.


http://www.eof.gr/

6. Iepreydpeva g cvokeVAGiag KoL AouTég TANPOPOpies
Tvepiéyer To Arsenic trioxide Accord

- H épaoctikn ovoia givar Tpro&eidio tov apoevikod 1 mg /ml. "Eva ml mukvod dtodduatog mepiéyet 1
mg tpro&eldiov tov apoevikov. Eva glaridio mepiéyel 10 mg tpro&eidiov Tov apceviKoD.

- Ta d\ho cvotatikd etvar vatpiov vOpo&eidio, GLUTLKVOUEVO VIPOYA®PLKO 0EL (Yio phBuon Tov
pH) kot Vdwp Yo evéoa. BAéme mapdypapo 2«To Arsenic trioxide Accord mepiéyet vatpilon.

Epgavien tov Arsenic trioxide Accord kon epieydpeva TG 6VOKEVOGIOG

To Arsenic trioxide Accord ivat éva Tokvo dtddvpa Yo TapacKeLy StoAdpatog mpog £yyvon. To
Arsenic trioxide Accord Swotifeton o€ yodivo glaAidio g coUTLKVOUEVO, 6TEIPO, B10VYES, Aypmuo,
VOOTIKO SLEAV AL

Kabe kovti mepiéyet 1, 51 10 proAio.

Evdéyetar va umv kokAo@opovv OAEG 01 GLOKEVAGIES.

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,

IMoAwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OX\avdio

To wapdv UAA0 00N YOV ypiioNs avale®pnOnke Yo TEAEVTOIO POPa 0TI 5/2022

Aentouepeic TANPOQOPIES YI0 TO PAPLOKO aVTO ivar SLBEGILES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyoaviopod ®oppdkmv: 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 apotdvetol ptv amd Ty yopnynon. o mpénet va
YPTCULOTOLOVVTOL TANGTIKOL 0oKOT ToV dev mepi€yovv PVC.

To npocomikd Oo TPETEL VO EKTOOEVETOL GTO XEIPIGHO KOl TNV apaimon Tov Tpto&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
ELGYOPNONG Kat avoppoPriote 0AOKANpo To Tepeyopevo. To Arsenic trioxide Accord Oa mpémet
Kkatdmy va, apordvetor apecws pe 100 émg 250 ml evéspov 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 YopnyNndovv apyotepa.

Xpiion Tov Arsenic trioxide Accord
ITpoopiletar yia pia pdvo ypnomn. To Arsenic trioxide Accord dev mpénel va avauetyvheTol 1j va
yopnyeitar S1up€cov Tov 10100 EVOOPAERIOL COAVE TOVTOYPOVE IE GALO QUPILOKEVTIKA TPOIOVTO.

To Arsenic trioxide Accord npénet va yopnyeitan pe evooeréPia Eveon yua 1-2 dpeg. To ddotnpa g
€yyvong pmopel va mapatabel kot vo Stopkésel Emg Kol 4 dpeg v TapaTNpNOOVV 0yYELOKIVITIKEG
avtidpdoeic. Aev amatteiton Kevipikoc eAefikdc kabetnpag.

To dddvpua wpémel va ivar dtowyeg kot dypmpo. Ola ta Tapevteptkd S1olduaTo TPETEL VO,
g€etdlovtal OTTIKA Y10 TUYOV COUOTIONNKO DAIKO 1 OTOYPOUATIGUO TPy otd TN xoprynomn. Na un
YPTCULOTOLEITE TO TOPACKEVAGUO OV TEPLEXEL EEVO COUATIONNKO DAKO.

Metd v apaioon o€ eVOOQAEPLA SHADUATA, 1) PVGIKOYNLIKY KaTdoTooT Tov Arsenic trioxide
Accord mapapével otabepn| yio 168 mpeg otovg 25 °C ko yio og Beppokpasio yoyeiov (2-8 °C). Amd
LUIKPOPLOAOYIKT] ATTOWT|, TO TPOIOV TPEMEL VA, Y1 CLLOTOEITOL Apesa. Av og ypnopomombei dpeca, o
¥POVOG Kot o1 cuVOTKEG POAAENC TPV OTTo TN YPNoN Evar €0OVVN TOV YPNOTN KAl KAVOVIKE OEV TPEMEL
va Egmepvoiv Tig 24 dpeg otovg 2-8 °C, eKTOG KOl av 1 ApOimdCT) TPy LOTOTOONKE GE EAEYYOUEVEC
KOl EYKEKPIUEVES Ao TTTEG GUVOTKEG.

Awdikaoiao yio ac@aiq arndéppuyn

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



