®viro oonyLOV ypnong: IIAnpogopiss yro Tov yprio

Arsenic trioxide Accord 1 mg/ml TVKv6 S1GAVNE Y10 TAPAGKELY] SLOADRATOS TTPOG £YYLON
Tp1o&eidlo ToV apPoEVIKOD

AW PaoTe TPOCEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1 OIS TPLY 060G YopnyN0Oel avTd TO

QPAaPROKO, O1O0TL TEPLAUUPAVEL G UAVTIKEG TANPOPOPIES VIO GOC.

- ®viaEte avTo TO PUALO 00N YLDV YpNoNG. Towe ypelaotel va to dafdoete Eavd.

- Eav éyete mepartépm amopieg, pOTNOTE TOV YIOTPO, TOV POPLAKOTOLO 1] TOV VOGOKOLO GOG.

- Edv mapotnpnoete kdmolo ovemBountn evépyela, EVUEPDGTE TOV YLOTPO, TOV QOPLOKOTOLO 1) TOV
VOGOKONO 60G. AVTO 1oYOEL KOt Yot KAOe TOav avemBouunTn VEPYELD TTOL OEV AVOPEPETOL GTO
Tapov POALO odNYIBY ypriong. BAéne mapdypago 4.

T epLEyeL 10 TapoOv GUAAO 00N YLDV

Tt etvan to Arsenic trioxide Accord kat ot givat 1 yprion tov

T pénel va yvopilete Tpv cag yopnynoei to Arsenic trioxide Accord
[og yopnyeital to Arsenic trioxide Accord

[MBavég avemBounteg evépyeteg

[og va puidooete to Arsenic trioxide Accord

[Tepieydueva g GLOKELAGING Kol AOUTEG TANPOPOPIES

QA LD =

1. Th givan To Arsenic trioxide Accord kot wowa gival i ypfon Tov

To Arsenic trioxide Accord ypnoylomoleitol o€ eviAkeg acBeveig pe veodiayvwobeica youniod £wg
eVOLaUECOV KIvOUVOL 0&gla TpopvelokvTTaptk Acvyapio (APL), kot o evniikovg acbeveic, otav
GAAEeg Bepameiec amodelyOnKoy aVOTOTEAECUATIKEG OTNV AVTILETOTION TG acBéveldc tovg. H APL
elvar Lovadikog TOUTTOC LLEAOEIdOVG Agvuyarpiag, pio acBévelo Tov Topovotdlel ELEAvion Un
QLGLOA0YIKOV aPOLOD AEVKOKVTTAPMV KOl L1 PUGLOAOYIKNG OpLopporyiog Kabmg Kot LdAMIES.

2. T npéner va yvopilete pv cog yopnyn0Oei o Arsenic trioxide Accord

To Arsenic trioxide Accord npénet va diveton Lo TV TapaKoAoVONoT| yoTpov mov Eyel eEotkelmbel
LLE TNV OVTETAOTION TEPIOTATIKMV 0Eeiog Agvyaiog.

Agv mpéner va MaPete 10 Arsenic trioxide Accord
Ye mepintmon oAAEPYLOG 6TO TPLOEEIDI0 TOL APGEVIKOD 1) GE OMOLOONTOTE AAAO OO TO. GLGTOUTIKE
OVTOL TOV PUPHAKOL (AVAPEPOVTAL GTNV TAPEYPAPO 6).

IIpogdomon|oeic Ko TPOPLAGEELS

[Ipénet va amevBovbeite otov YiaTpod 1 TOV VOGOKONO Gag mpv oag xopnyndet to Arsenic trioxide
Accord, v

- €YeTE OTAPOYLLEVT] VEPPIKT AELTOVPYidL.

- €YeTe OMOWONTOTE NTOTIKA TPOPAT|LATAL.

O ywtpog cag Ba AdPet Tic €€ mpopuraterc:
Oa yivouv e&etdoelg dote vo. eheyybel n TocdTTO KaAiov, payvnoiov, aoBeoTiov Kot KpeaTvivig
670 aipo cag Tpv Vv Tpmtr 66om Tov Arsenic trioxide Accord.

- Emiong, mpémer va &xete voPAandel oe nAekTpiky KoToypaen tng Kopdidg
(nAextpokapdroypaenua, HKI) mpv amd v npmdtn cog doom.

- Ovegetdoeig aipotog (kdAto, 0oPECTIO, LOYVIOL0 KOl NTOTIKY AEITOVPYie) TPETEL VAl
emavaiapPavovtor katd tn didpkela g Oepameing pe Arsenic trioxide Accord.

- Emumkéov, Ba vropdiieote oe HKI dvo @opég tnv efdopdda.
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- Av dwtpéyete KivOuVO Y10 GUYKEKPIUEVO TOTTO AVAOUUAOD KOpOLoKoD pLOUOD (T.). KOIAMOKNG
Tayukopdiag diknv puridiov N mapdraocng tov dacthpatog QTc), Ba Ppickeote VIO cuveXY
KopdLOKN TopaKoAoVON o).

- O ywtpdg oag umopel va mapakorovdel Ty vyeio cog kaTd T dtdpKelo Kot LeTd ) Bepaneia,
KkaOd¢ T0 TPLoEEid10 TOV APCEVIKOD, 1) HpacTiK ovcin 6To Arsenic trioxide Accord, umopel va
TPoKOAEGEL AALOVG Kopkivoug. TIpémel va avapépete omoldnmoTe vEN Kot acvvindioto
GUUTTOMOTO KO KOATAGTAGELS OMOTE EMOKENTEGTE TOV YIUTPO GOC.

- TopakorodOnon ToV YVOOTIK®V Kol KIVITIKOV AELTOVPYIDV GOG EAV SLUTPEYETE KIVOLVO
avendpkelog Prrapivng Bl.

Hoora ko Eenpor
To Arsenic trioxide Accord d¢ cuvieTaTOL G€ OO Kot €pTPovg nAkiag KaTm TV 18 eTtdv.

Aldo @appoxa ko Arsenic trioxide Accord

[MopakareicOes va, evnuep®GETE TOV Y1ATPO 1 TOV QOPLOKOTOLO GOG EAV TAIPVETE, £XETE TAPEL
TPOGPOTO, 1] UTOPEL VO, TAPETE AALC. PAPLOKO, CKOLLO KOL QVTA TOL dEV Gag Exovv yopnynOel pe
GUVTOYT.

Ewdikdtepa, evNuep®GTE TOV YI0TPO GOG
- ghv moaipvete omolodNmoTe 0d TOLE S1POPOLE THTOVS PUPUAKDY TOL UTOPOHV VoL
TPOKOUAEGOVY it oAy 6T0 PLOUO TOV KOPOLUKOD GOG TAAUOD. TE QLTOVG
coumeproppavovar:
«  OpPLoUEVOL TUTTOL AVTIOPPVOUIKOVY (PAPUOKE TTOV YPTCIUOTOLOVVTOL Y10, T S10pOman Tov
avOUaA0L Kopdlokoy oo, .y, quinidine, amiodarone, sotalol, dofetilide)
. @apuoka yio ™ Oegpameio yoymong (AmdAED. EXTAPNG UE TNV TPUYUATIKOTITO, .Y,
thioridazine)
«  @bppoxka Kotd g katdbAinyng (.. amitriptyline)
. oplouévol THmot eapprdkmy yuo T Bepameio Paktnpidtakdv AodEewy (T.y.
erythromycin ko sparfloxacin)
. oplouéva eappaKo yio tn Bepameion aAAEPYIDV OTTMG 1| AAAEPYIKN pLviTIOW, TOV
ovoudlovtar avtuotapvikd (m.y. terfenadine ko astemizole)
«  0l0ONTOTE PUPUOKEVTIKO TPOIOV TPOKaAEL LelwoT TOL payvnoiov 1 Tov KaAlov 61O aipo
cag (.. amphotericin B)
. m cisapride (QoppakeVTIKO TPOIOV TO OTOI0 YPNGLOTOLEITOL VIO TNV AVAKOV(LON
OPIGUEVMV GTOUAYIKOV TPOPANUATOV)
H enidpaon avtdv tov eappdkov 6toug Kapdlokohs cog maAovg pmopel va emdevabel pe
Aym Tov Arsenic trioxide Accord. IIpénel onmGONTOTE VO EVILEPDGETE TOV YIOTPO GO GYETIKA
Le OA0L TOL PAPLLOKOL TTOV (PTCLOTOLELTE.
- g maipvete 1 €xete TAPEL TPOGPATA AAAL PdpLaKa To onoia ennpedlovy To Nrap cog. Edv
ogv glote PEParot, dei&te TN PLIAN 1 TN GLOKEVAGIO GTOV YLOTPO GOC.

To Arsenic trioxide Accord pe Tpo@1] ka1 ToTd
Agv vréipyovv TEPLOPICLOL GTNV KATAVAA®GT TPoP1|g 1 TOToV Kabd¢ maipvete To Arsenic trioxide
Accord.

Kinon

Zn™oTE TN GLUPOLAN TOL YLTPOV 1 TOL POPUAKOTOLOD GO TPOTOV TAPETE OTOIOONTOTE PAPLOKO.
To Arsenic trioxide Accord evoéyetotl va mpokaréoel PAaPepég ovvéneleg 6to EuPpvo otav
ypNoonoteitan amd £YKLEC yovaikes. Av Hmopeite va petvete £yKvog, TPEMEL vaL (PN CLOTOLETTE
amotelecpatikéG HeBOd0VS avTIcOAANYN G Katd T d1dpKela g Oepaneiog pe Arsenic trioxide Accord.
Edv giote éykvog 1| Ppebeite og KaTAGTAON EYKLHOGVVIG KaTd TN S1dpkela TG Oepaneiog pe Arsenic
trioxide Accord, mpénetl va {ntoete ™ cLUPOVAR TOV YLIOTPOD GOG.

O Gvdpeg TPEMEL VO YPNCLOTOIOVV ATOTEAEGLLOTIKY OVTICOAANYN Katd T didpkela g Oepaneiog pe
Arsenic trioxide Accord.

Onlraocpég
Zn™oTE TN GLUPOLAN TOL YLTPOL 1| TOV PUPUAKOTOLOD GOG TPOTOL TAPETE OTOIOONTOTE PAPLAKO.
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To apoevikd oto Arsenic trioxide Accord Tepvd 6T0 UnTpkod yaAa.
AOY® OV gVdgYOUEVOL TPOKANGNG PAafdv amd To Arsenic trioxide Accord o Bpépn mov OnAdlovv,
un OnAdalete katd ) didpkela g Oepameiog pe Arsenic trioxide Accord.

Oonynon ko EPGUOS PNYOVIHATOV

To Arsenic trioxide Accord avauévetal 0Tt dgv £xel kapio 1 €L AGUAVT EXIOPOOT) GTNV IKAVOTNTO
001 YNOMG KOl XEPLGLOD UNYOVIULAT®V.

Edv arcBavbeite evoyAnoeic | adiabecio petd v éveon pe Arsenic trioxide Accord, mpémetl va
TEPYLEVETE EMC OTOL TOL GUUTTAOWATO VTTOYWOPTICOVY TPV 0ONYNOETE | XEIPIOTEITE UNYOVILOTOL.

To Arsenic trioxide Accord mepiéyetl vatpro
To @dpuaxo ovtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd d6om. Avtd onuaivel TOg T0
QAPLOKO EIVOL OVOUGTIKG «EAEHOEPO VaTPiOLY.

3. I®g yopnyeitar To Arsenic trioxide Accord
Avdpkeln Kot coyvotnTo TG Oepaneiog

Acbeveic pe veodwryvocbeioa ofgio mpopvelorkvtraptkn Asvyoiio

O ywtpdc cag yopnyet to Arsenic trioxide Accord pio @opd npepnoing oc pio Eyyvon. Katd tov
TPMTO KOKAO TG Oepameiog cag, pmopei va vroPaiiecte o Oepameio kKaOe uépa yio S1doTnua péypt
Kot 60 Nuépeg 1 LEXPL O YIOTPOG GOG VO 0TOPOGiceL OTL 1) wopeia TG aoBéveldg oag Exel ferTimbel. Av
N acBéveld oag avtamokpdsi otn yoprynom tov Arsenic trioxide Accord, Oa vrofinbsite oe

4 pdobetoug kbrkhovg Oepanciog. Kdbe korhog amotedeitar omd 20 docelc, mov Oa yoprnyodvrot

5 nuépeg v efdopdda (Kot Ba akorovBovvtal amd dtakonmn 2 nuepmv) yuo 4 gfdopdoeg Kot Oa
akorlovBovvtar amd dtakonn 4 efdopddmv. O yutpodg cag Bo amoPacicet Yo T0 SIUCTN L TOV
amouteiton 1 cvvéyion g Bepameiag pe Arsenic trioxide Accord.

AocBeveic pe ofela mpopverokvTTOPIKT) Asvyouio, TV omoimv 1 acBévela dev €xel amokpibel e GAleC
Bepaneieg

O ywtpodg cag yopnyet To Arsenic trioxide Accord pia @opd nuepnoing wg éyyvon. Katd tov mpdto
KOKAO g Bepamneiog cag, pmopet va voPfairecte oe Bepameia kdbe pépa yio SaoTno LEYPL Kot

50 nuépeg M Léxpt 0 YoTpds 6ag va amopacicet 6t 1| mopeia g acBéveldg cag £xetl PeAtiwbel. Av n
acBéveld cag amokpBei otn yoprynon tov Arsenic trioxide Accord, Oa vroPinbeite oe devTepo
KUK o Bepamneiog tov 25 d06cewv, Tov Ba yopnyeitar 5 nuépeg v efdopdda (ko Ba axorovbeitar amd
dwakomn 2 nuepdv) yia 5 gfdopddes. O yiorpds cog Ba amopacicel yia 10 S1GoTNLLO TOV amatteiton 1
ocuvéylon g Bepamneiag pe Arsenic trioxide Accord.

Tpomog kot 000g yopryNoNS

To Arsenic trioxide Accord mpémet va apordveton Pe S1GAv L IOV TEPLEXEL YAVKOLN 1] S1dAvpa Tov
TEPLEYEL YAWDPLOVYO VATPLO.

To Arsenic trioxide Accord yopnysitoar cuviBwg amod ylotpd 1 voookopo. Xopnyeital e T LopOn
opov (€yyvong) uéca o EAEPa, o ddotnua 1-2 opmv aArd n €yyvon uropel va mapatadel ebv
napatnpnBodv avemBounteg evépyeteg O6mmg oy M LaAn.

To Arsenic trioxide Accord dev Tpémet va avaperyvhgTol 1 vo yyOETOL SILUEGOD TOV 1010V COAN VA [LE
A0 apLLOKOL.

Eév o Yiatpoc 1] 0 vVOGOKOP0G 60 6aS Yopny oL peyoivtepn d6on Arsenic trioxide Accord amd
TNV KOVOVIKI|

Mmopei va TpokinBovv omacpol, advvapio Tov v Kot cOyYLoT. TNV Tepint®on avtn, 1 Oepaneia
ue 1o Arsenic trioxide Accord mpémet vo S1aKomEl AUECHOS Kat 0 Y1TpOg 60g O avTIUET®TIoEL Ta
CUUTTMOUOTO OO TNV VIEPPOAIKT OGN APCEVIKOD.
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Edv éxete meptocoteEpeg EPOTNOELS GYETIKA LLE TN YPTON CVTOD TOL POPLEKOL, POTHGTE TOV YTPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOLLO GOG.

4. MBavéic avemBounteg evépysereg

Onwg 6Ma To pappoKa, £T01 KOL GVTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot 6gv TaPovc1alovial € OAOVE TOLG aVOPOTOVG.

Evnuepoote apéomg Tov yroTpo 1] TOV VOGOKONO 6OG OV TUPOTNPICETE TIS OKOAOVOES
avemOounteg evépyeies, KaOOG propel va givar onuadia pag copfapns tdOnong wov ovopaletal
«o0vopouno d1apopomoinensy, Tov propel va. eival porpaio:

- dvokoAlo 6TV avamvon

- Prixag

- movog 6to otNhog

- mPETOG

Evnuepoote apéomg Tov y1oTpo 1] TOV VOGOKONO GO OV TUPUTPNCETE LM 1] TEPLOCOTEPES U
TG 0KOAOVOEC avemOBOUNTES eVEPYELES, KOOMOGS pmopel va gival onuddia ariepyikig avtiopaonc:
- JuokoAlo 6TV avamvon

- mpeTdg

- Eagvikn avénon Bapovg

- KOTOKPATN oY VEPOD

- AmoBvuikd enelcoolo

- aioOnpa taAudv (dvvaroi kapdiakoi maAuol Tov acddveote 6to 6TNO0C)

Koatd ) owdpxeia g Oepaneiog pe Arsenic trioxide Accord, evo£yeTal Vo TOPOVGIUGTOOY OPIGLLEVEC
amd TG akoAoLOEg aVTIOPACELS:

Tlolb ovyvég (umopet vo. exnpedoovy wepioootepovs oro 1 otovs 10 avBpwmovg):

- komwon (Kovpaon), Tdvog, TVPETHC, TOVOKEPAUAOG

- vovtia, éuetog, dtdppota

- L&An, poikdc movog, apmdio 1§ LpUYKIOGHA,

- e&avOnua 1 kvnopdg, avEnuévo cakyopo aipatog, oidnua (rpnéyo eEartiog vrepPoAicod vypov),

- Aoydviaopa, Ypyopog Kapdtakog TaApnds, un eucsoroyikd HKT,

- HELOWPEVO KAALO 1) LOYVIIGLO GTO OLLO, U1 GLGLOAOYIKOL EAEYYOL NTOTIKY|G AgtTovpyiog
weptrapPoavopévng g mapovoiog vrepPolikng mocdtntag yorepvdpivng N yéppo-
YAOLTOUVATPOVOPEPAGTS GTO OLLOL

2oyvég (umopet va. exnpedoovy éwg 1 atovg 10 avBpamovg):

- peloon tov apldudv TeV KuTTdpmVv Tov aipatog (oonetdii, epubpokitrapa Kovn
AEVKOKVTTOPA), AVENUEVE AEVKOKDTTOPA,

- piyn, avdnpévo Papoc,

- TUPETOG OPEIMOUEVOS GE AoipmEN Kot yapnAd emimedo AELKOKLTTAP®V, AOTLWOEN EPTNTOG
Cwotipa,

- movog oto 6TNBoG, aipoppayic oTov Tvedova, vo&io (YoUNAd eninedo oEuydvov), GLAAOYT
VYPOL YOHP® ATO TNV Kapdld 1) TOV TVELHOVA, YOUNAN TECT] OLOTOSG, U] PLGIOAOYLKOG KOPIHKOG
pubpog,

- Topo&uopds, TOVos apfpmdoE®mS N 0GTOV, PAEYLOVI TOV OLOPOPOV AYYEIWDV,

- owénuévo vatplo N Layvnolo, KETOVEG GTO alipla Kot oTo 00pa (KETOEEMON), U1 PUGIOAOY KoL

€\eyyol VEQPIKNG AELTOVPYIOG, VEQPPIKT OVETAPKELN

- OTOPOYIKOG TOVOG (TTOVOKOIAOG)

- gpubpdmTa TOL dEPPOTOG, TPHELLO TOV TPOCHOTOL, Bounr| O6paoT

My yvawaotés (1 ovyvotnto. dev umopet va. ektiunlel ue foon to. drabéaipo dedouéva,):
- Aoilpwén tov mvedpova, Aoipmén tov aipatog
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- QAEYHOVI TOV TVELUOVOV OV TPOKOAAEL TOVO 6TO 6TNO0G KOl SLGKOAID GTNV AVATVOT], KOPIIOKN
OVETAPKELD,

- 0pVOAT®ON, GOYYXLOT

- gyKe@oAkn vooog (eykeporomabeta, eykepatonddeia tov Wernicke) pe d1dpopeg ekdNADOELG
GUUTEPTAOUPAVOUEVOV SUCKOADV GTN XPTOT TOV YEPIDV KOl TOV TOSLDV, dLOTOPUYDV TNG OMIATNG
Kol GUYYLONG

Ava@opd avemBOuNTOV gvepyEIOV

Edv mopatmpnoete KOmolo avemBounTn evépyela, EVIUEPMOTE TOV YIOTPO, TOV (OPOKOTOLO 1) TOV/TNV
VOGOKONO GaG. AVTO 1oYOEL Kot Yo KAOe Thav avemBouuntn VEPYELD TTOL OEV AVOPEPETOL GTO POV
@OALO 0N YOV xpRong. Mmopeite emiong va avoaeépete avemiBounteg evépyeleg omevbeiog, LEGO TOV
€0viKoD cLoTOTOG avaPOoPds Tov avaypdeetal oto [Hapdpnue V. Mécm g avapopag
avemouNTOVY EVEPYEIDV UopeEite Vo fondncete 6T GLAAOYN TEPIGGOTEP®V TANPOPOPIDOV CYETIK
LE TNV OOPAAELD TOL TAPOVTOC PAPUAKOV.

5. Iog vo gurdcoete To Arsenic trioxide Accord
To @dpuaxo ovtd TPémel va QUAAGGETOL GE PLEPT] OV OgV T0 PAETOVV Kot dgv TO POAVOLY Ta AL,

No pn gpnGIHonotEite OVTO TO PAPLLOKO LETA TNV NUEPOUN Vi ANENG TOVL avaQEPETAL GTNV
EMONILOAVOT TOL ELOASI0V Kot 6T KOUTi. AVTO TO PAPLOKO deV amaltel 1witePEG cLVONKES PVAUENC.

Metd, to mpdTo dvoryuo: Otav to mpoidv avorybel Oa mpémel va ypnoyomombei apécwmc.

Awgpketa Long petd mv apainon: ‘Eyxetl katadeyytel ynpikn kot guotkn otafepdtnTa, o€ Lope1| £TOLUN
TPOg ypNon, Y 168 dpeg otovg 25 °C kot otovg 2°C wg 8 °C. Ao pukpofloloyikng dmoyng, 1o
TPOTOV mPEmeL va ypnoonoindel apéoms. Av de ypnoyomonbel duesa, o xpOVOS Kol o1 GVVONKES
QOAAENG TPV amd TN ¥p1om elvart VBBV TOL ¥PNOTN Kot KAvoViK dev TPEmeEL va Eemepvovy Tic 24
wpeg 6tovg 2 °C — 8 °C, eKkTd¢ Kal av 1 0painon TPOYUATOTOmONKE GE EAEYYOLEVES KOl EYKEKPLLEVES
donmreg cuvOnKec.

Na pun ypnowonoteite ovtd T0 PAPLOKO EAV TAPATNPNCETE EEVO COUOTIONKSO DAMKO 1] av TO dStdAvpa
&YEL AMOYPOUATIOTEL.

Na pn xpnowonoteite avtd T0 PAPLOKO HETA TNV NUEPOUNVia AENG TOL AVOPEPETAL TNV
EMONLOVOT GTO PLOAISI0 KOl GTO KOVTL.

Mnyv metdite APLOKO GTO VEPD TNG AMOYETEVOTG 1] OTO OIKIAKA amoppippoto. Potiote Tov
(OPLOKOTOLO GOG Y10 TO TAG VO, TETAEETE T PAPLLOKO, TTOV OEV YPTGLLOTOLEITE T AvTd Ta pétpa Oal
BonBfcovv oty Tpoctacia Tov TEPPUALOVTOG.

6. Mepreybpeva TG GVOKEVACING KO AOUTEG TANPOPOPIES
T mepréyer o Arsenic trioxide Accord

- H dpaoctikn| ovoia etvor tpro&eidio tov aposevikov 1 mg /ml. ‘Eva ml mokvod dwdvpotog mepiéyet |
mg Tplo&eldiov Tov apoevikov. ‘Eva grokidio mepiéyel 10 mg tpro&etdiov tov 0poevikov.

- Ta d\Ao cvotatikd etvat vaTpiov vdpo&eidilo, CLUTLKVOUEVO VOPOYA®PIKO 05D (Yo pHBLIoN TOL
pH) ka1 Vowp ywo evéoipa. Biéne mapdypago 2«To Arsenic trioxide Accord nepiéyetl vatpiom.

Ep@davion tov Arsenic trioxide Accord kot Tepieyépeva TG GVOKEVAGING

To Arsenic trioxide Accord gtvat éva Tokvo dtdAvpa Yo TapacKeLT] SIAVIATOG TPog Eyyvon. To
Arsenic trioxide Accord dwotifeton 6€ YodAva PraAidle. g CUUTVKVOUEVO, GTELPO, JIVYEG, AP0,
VOOTIKO dtAv UL,

Kd&0e xovti mepiéyer 1, 51 10 praiidio.
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Evdéyeton va unv kukAo@opohv OAEG 01 GLOKEVAGIEC.

Karoyog Adcrog Kvukhogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavio

Hopaockevaotig

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

95-200 Pabianice,

[MoAwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytm,
OAavoio

To wapdév @OAL0 00NYIOV Yp1oNS avaBcpOnKe Y10 TELEVTOIO POPa
Agmtouepeic TAnpopopieg yio 1o @approKo avtod gival dabéciueg otov diktvakd Tomo Tov Evpomaikod
Opyavicpov @appdkmv: http://www.ema.europa.eu

35


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

Ot mimpogopieg mov akolovBovv amevBovovtal povo o emayyelLoTieg vYEig:

[IPEIIEI NA EOAPMOZETAI AYXTHPA AXHIITH TEXNIKH KATA TO XEIPIZXMO TOY
ARSENIC TRIOXIDE ACCORD KAGQX AEN IIEPIEXETAI ZYNTHPHTIKO.

Apaimon tov Arsenic trioxide Accord

To Arsenic trioxide Accord mpénetl va apoidveton Tpv omd v yopnynon. Oo npénel vo
YPNOYOTOL0VVTOL TAACTIKOL 0oK01 oV dev mepiEyovy PVC.

To mpocmmikd o TPETEL VO EKTOUOEVETAUL GTO YEPICUO KOl TV 0paimon ToL TPLoEELDIon TOL
apGEVIKOD Kot B0 TPEMEL VO pOpEal KOTAAANAO TPOGTATEVTIKO POVYIGHLO.

Apaiwnon: Eicaydyete npocektikd t ferdva piog cOptyyag HEGo 6To PLOAdI0 0d TO ELUGTIKO TOUM
ELOYMPNOTG KOl AvappoPioTe 0AOKANPO To epleyouevo. To Arsenic trioxide Accord Qo mpémet
Katomy va opoidveTol apécnd pe 100 £wng 250 ml evéoipov daidpatog yAvkding S0 mg/ml (5%) 1
EVEGUOV SHADLOITOG YA®pPLovyoL votpiov 9 mg/ml (0,9%).

Mn ypnoiponoimuéves tocdmreg kée praidiov Tpénel va amoppintovial Le Tov evOedelyévo Tpomo.
Mnv @UAGGGETE U YPNOYOTOIUEVEC TOGOTNTEG Y1 VO, YOop1yN0ohv apyotepa.

Xpnon Tov Arsenic trioxide Accord
[poopileton yio pio poévo ypron. To Arsenic trioxide Accord dev mpénel vo, avoperyvoeTaL 1| Vo,
yopnyeitot S1ouEGoL ToL 1610V EVOOEAEPLOV GOANVA TOVTOYPOVA LE GALD POPULOKEVTIKA TPOIOVTO.

To Arsenic trioxide Accord mpémel va yopnyeital pe evdopAéfia Eveon ywa 1-2 dpeg. To ddotnpa g
&yyvong wropel va mopatadel Kot va dapkésel £0¢ Kal 4 dPEG AV TopatnpnOovV ayyEloKIVITIKEG
avTdpacelc. Aev amonteital KevIpkog eAERIKOC KaBeTPOC.

To oo mpémel va givon dtowyég Kot dypopo. Ora ta mopevteptkd S1oAdIATo TPETEL VO,
e€etdlovTat OmTIKA Y10 TUYOV COUOTIONKO DMKO 1| AmOYPOUATICUO TPV amd T xoprynon. Na un
YPNOUYLOTOLEITE TO TMAPUCKEVAGHA OV TEPEYEL EEVO GOUATIONKO VAIKO.

Meté v apainon og evoopAEPLa dtaAvpata, 1 PLUGIKOXNUKY| Katdotaor Tov Arsenic trioxide
Accord mapapével otabepn yia 168 dpeg otoug 25 °C kat yu og Bgppokpacio yoyeiov (2-8 °C). Amo
pikpoflodoyiky dmoyn, o Tpoidv TPEmeL va ypnoiponoteitat aueca. Av og ypnowyonomOel dueca, o
YPOVOG KoL 0l GLVONKES POUAAENG TPV Ao T YPT|oN EIvaL EVBVVT TOL YPT|OTY| KOl KAVOVIKA JEV TPEMEL
va Egmepvolv Tig 24 dpeg atovg 2-8 °C, ekTOG KOl av 1 apoioT) TpayloTonomOnke oe e ey OLEVES
KoL EYKEKPIUEVEG AONTTEG GLVOTKES.

Awdikaoia Yo aoc@ain améppryn

Kd&Be aypnoyomointo mpoidv, avrikeipevo mov Epyovial 6€ XA LE TO TPOIGV Kot VIOAELLLO TPENEL
VO OTOPPINTETOL GOUPOVOL LLE TIC KATE TOTOVG 10YV0VGES GYETIKES O10TAEELG.
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