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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Daunorubicinone

Kodwog mpoidvtog 1 202200201

Svvdvopo : Daunorubicin hydrochloride impurity A

1.2. Zovo@eic mpocoloplloPeveg YPIGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNGELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOL dEXTiOV dEdopévev acpaleiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komTa (amd ToV GTONATOC), KaTnyopio 3 H301
AéBpwon/epediopog tov déppatog, katnyopio 2 H315
ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopio 2 H319
EvawsOntonoinon tov avomvevotikod, katnyopio 1 H334
EvaisOnrtomoinon tov déppatog, katnyopio 1 H317
Metalha&ryéveon yevwnuk®v kuttdpmv, katmyopio 1B H340
Kapxwoyéveon, katnyopia 2 H351
To&wodmrta otV avarapayoyn, katnyopia 1B H360FD

Ewdu 1o&otnta og Opyova-otoyovs Hotepa amd pio epdmas £kbeon, katnyopia H335
3, gpebiopdg ™G AVaTVELGTIKNAG 0800
ITAnpeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

AvemOOpunTEg QUOIKOYNMIKES EMOPAGELS, KAODG Kot EMIPAGEIS 6TNV 0vOpOTIVY) VYl Ko 610 TEPIfariov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpropds coppova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

GHS06 GHSO08
Ipogwboromtiky AéEn (CLP) » Kivdvvog

Ewovoypdappata kivdvvov (CLP)
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Ankaoceig emkvdvvotrag (CLP)

AnAdoelg Tpoevraéng (CLP)

H301 - To&wo og mepintmomn KATATOoNG.

H315 - IIpokaiel epebiopd tov déppatog.

H317 - Mnopei va mpokolécel oALepyIKT dEpUOTIKT ovTidpaoT).

H319 - ITpokaiel coPapd o@barpcd epebiopd.

H334 - Mnopei va tpokarécet ariepyio 1 copatdpote Aodpatog 1 SV6TVOLN 6 TEPITTMON
€10TTVONG.

H335 - Mnopei va tpokarécet epeiopod g ovamvevsTiKig 0600.

H340 - Mropel va TpoKaAECEL YEVETIKA EAATTOUOTO.

H351 -"Yronto ywo tpdkAnon kapkivov.

H360FD - Mnopei va BAdyet T yovipotnta. Mmopei va fAdyet o Epppuo.

P201 - Epodwaoteite pe Tig £101kéC 0dnyieg mptv amd 0 xpnomn.

P202 - Mnv 10 XpNGLHOTOGETE TPV SLOPAGETE KOl KATAVONGETE TIG 03N Yieg TPOPOAAENG.

P261 - Amopevyete vo avanvEete oKOVI/avafudoels/aépia/oToyovidie/aTHOVS/ EKVEPMLATOL.

P264 - TTIAovete ta yépua, Tovg mxels (avTiBpdyla) Kot T0 TPOSOTO GYOAASTIKA UETE TO YEPICUO.
P270 - Mnv tpdte, mivete 1} kanvilete, OTav ¥pNOYLOTOLEITE AVTO TO TPOTOV.

P271 - Na ypnowonoteitat povo oe avolktd 1 KaAd aeplopevo xdpo.

P272 - Ta polvouéva evdbpato epyaciog dev Tpénet va Pyaivouy amd 1o YOpo epyaciog.

P280 - Na gpopdte mpooTaTenTIKG YAVTIO/TPOSTATEVTIKG EVOVLATO/LEGH ATOUIKNG TPOCTAGING Y10l T
UATLO/TO TPOGOTO/TO AVTLA.

P284 - Xpnoylonoteiote PEGO OTOUKNG TPOGTAGIOG TG OVOTVONG.

P301+P310 - XE INEPIITQXH KATAIIOXZHE: kaAéote apéong 10 KENTPO AHAHTHPIAZEQN
1 éva yoTpo.

P302+P352 - £E IIEPIIITQXH EITA®HE ME TO AEPMA: ITAOvte pe apBovo vepd.

P304+P340 - £E ITEPIIITQXH EIZIINOHEX: Metagépate tov mabdovia otov kabapd aépa Kot
AQNOTE TOV Vo EEKOVPOCTEL GE GTACT MOV JLEVKOAVVEL TNV CLVOTTVOT).

P305+P351+P338 - XE IIEPIIITQEH EITA®HXE ME TA MATIA: EenAdvete TpocekTikd pe vepo
Y10 0pKETE AEMTE. AV VILAPYOVV POKOT ETAPNC, APALPESTE TOVG, AV Efvat EDKOAO. ZvveyioTe v
Eem\évere.

P308+P313 - £E IEPIIITQXH ékbeong 1 mBavomtag ékBeong: Zupfovievdeite/Emokepbeite
ytpo.

P312 - KaAéote to KENTPO AHAHTHPIAZEQN 1 éva yuotpo, av arcBavieite adabecia.

P321 - Xpe1dletor ek ayoyn (BAETE CUUTANPOUOTIKEG 00N Yieg TPOTOV Bondedv 6TV TIKETA).
P330 - Eemldvete To GTONO.

P332+P313 - Edv napotnpnbei epebiopdg tov déppatoc: Zupfovievdeite/Emokepbeite yiotpo.
P333+P313 - Edv napotnpnbei epebiopdg tov déppratog 1 epaviotet e&avonpa:
Toppovievbeite/Emokepbeite ylatpo.

P337+P313 - Edv dev voympei 0 0pBaipikog epebiopdg: Zvppovievbeite/Emokepbeite yratpd.
P342+P311 - Edv napovcialovtot avanvevotikd cvpuntdpota: Kaiéote to KENTPO
AHAHTHPIAZEQN 1 éva yutpo.

P362+P364 - Bydite ta polvouéva povya Kot TAOVTE To TPV Tol EQVOPTGULOTOCETE.
P403+P233 - Amobnkevetat o Kold aepllopevo ydpo. O mepiékg dratnpeitat epunTikd KAEGTOC.
P405 - dvrdcoetot KAEW®UEVO.

P501 - AwdBeon tov Tepieyopévou/meplékTn oe onpeio GLALOYNAG EMKIVOLVOV 1) EWIKOV anofANToV,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kkon diebveig kavoviopovs.

Efpaven copeeva pe: eEapeital 1 ESOTEPIKT CLOKEVAGIN, To TEPLEYOUEVE TG oToiag dgv vepPaivouv Ta 10ml

Ewovoypdappata kivdvvov (CLP)

b

GHS06 GHSO08
2.3. AXhor Kivovvolr
Agv vrdpyovv emmAéov TANpoPopieg
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoigg

Ovopa AVoyvopeTIKOG KOOKOg % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

Daunorubicinone - <100 Acute Tox. 3 (And tov otoparoc), H301

(ATE=100 mg/kg copoatikov Bapovg)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Resp. Sens. 1, H334

Skin Sens. 1, H317

Muta. 1B, H340

Carc. 2, H351

Repr. 1B, H360FD

STOT SE 3, H335

I peg keipevo tov nhmoemv H ko EUH: BAéne tunpo 16

3.2. Meiypora

Agev 1oy0et

TMHMA 4: Métpa npdtov fondsiov

4.1. Ileprypagn péETpav TpATOV fonder®dv

Métpa mpotmv fonbeldv petd and gilomvon : Bydte tov maBovta otov kabapd aépa. APHoTE TO GTOO OV TPOSPANONKE Vo avarvedoel kabapd
aépa.

Métpa TpdTmV fondetdv HeTd and ETaQT He TO dEPLA : KaBapiote ™ peyordtepn duvari mocodmta oKovmilovtds T (kabopd Kot LOAOKO 0mToppoenTIKO
mavi). ITAovete pe dpbovo vepd Kot amoppuTaVTIKO.

Métpa mpdTmV fondetdv petd and exagn Le To LAt 1 Eemlovete pe vepd kpatdvtag o PAE@apO KaAd ovotyTd.

Métpa mpdTmv fondetdv petd and Katdroon © Eemlovete 1o otopa. Karéote apéowc 1o KENTPO AHAHTHPIAZEQN/yuotpd. Evdéyeton va

ovoTN0el TAPATETAPEVT LOTPIKN TApaKOAOVONON.

4.2. ZNRavTIKOTEPH COUTTONATO KOL ETOPAGELS, GNEGES 1] NETAYEVECTEPES

ZountdpoTo/emdpacels © BMaeg oty vyeia evdéyetar va gppaviotody pe kabvotépnon.
ZounTdpoTo/EMSPACELS HETA OO ELGTVON . Avemapkn dedopéva.
ZounTOUOTO/EMSPACELS HETA 0O ETOPT LE TO dEPUOL 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMBPACELS HETA OO ETOPT| LE TOL LATLOL 1 Avemapkn dedopéva.

4.3."Evé€1En 0010601 TOTE ATULTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kut £18WKNG Ogpamneiog

ZopPovlrevbeite/Emoxeqbeite yiotpd. Edv givon duvatod dei&te ovtd to gOAAO aceaieiog, Kt av Oy, dei&te T cvoKevasio 1) TV ETKETO.

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

5.1. [vpooPeotika péca

KotdAAnio péoa mopocBeons : KovuBépta nupdcPeong.

5.2. Exdukoi TO7ol EMKIVOUVOTNTOS TOV TPOKVTTOVV UTé TIV 0VGIA 1] TO PEIYRA
Kivduvog mupkaytdg . BMéme tpfua 2.2.

5.3. Zve6Tacsig yia Tovg TupocPioteg

Métpa yio TV KOTOTOAEUNON TNG TUPKAYIEG : Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovca TUPKAYLA.
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

Tevikd pétpo 1 ATo@OYETE TNV GUECT ETOPT LE TO TPOIOV. MNV avamvéete
okovVn/avabopdoeis/aépla/oTayovidia/aToNs/ EKVEQM LT,

6.1.1. I'a TPOCOTIKO GLLO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Métpa €KTaKTNG AVAYKNG : Dopdte KOTAANAO TPOGTATEVTIKO POVYIGUO, YAVTIO KOL TPOCTAGIO Y10l TO. MATLOL KOL TO TPOCEOTO.

6.1.2. T Gtopa mov TPocpipovy TPpAOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopie

Agv vrdpyovy emmA£ov TANPOPopieg

MéBodot kabapiopod 1 Zryovpéyre, Ot to amoppipata Oa tepiouileyodv kon Ba amobnkevtodv acparéc. Kabapiote
mpooekTikd. [IMbvete Ta vrokeippota wov dev Umopeite vo avakToeTe pe @ AGAvpo VTOYAMPLHIOVG
vatpiov.

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Emnéov kivovvor katd v enelepyacio . Eguotdron emiong n mpocoyn tov xpiot 6toug Thavods Kvdivoug Tov EVOTAPYOLY GTNV TEPITTOGT
OV TO TPOTIOV XpNGLoTonOel pe TPOTO TOL 0pileTarL OmTd TIG KUTACKEVOGTIKEG TPOILOY POUPES.

TIpo@uraéels yio ac@ain yepiopnd 1 XpNoWonomoTe T0 TPoidv pe TPOcoy. ATOPHYETE TNV ALECT ETOPY HE TO TPOTOV. XTO HETPO TOV
duvatoD 1 xpNHoN TOL TPOTOVTOG TPETEL VO YIVETOL GE EPYUGTNPLOKT YOGV,

Meétpa vyewng : Xp1ion tov mpoidvtog e opH Blopunyavikn vYLEWN Kot SLodKacies 0oQaAEiog.

Teyvucd pétpo T Zoppopeabeite pe TOVG IGYOOVTEG KAVOVIGHOVG.
ZovOnkeg OA0ENG 1 DdvAdooetol KAEW®LEVO.

BAéne tuqpa 1.

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpevES Sradikacisg mopakorovOnong

Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Agev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Agev vrdpyovy emmAov TANpoPopieg

03/04/2023 (Huepopmvia ékdoong) EL (eMnvikd) 4/10



Daunorubicinone
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.2. "Edeyyon ék0gong
8.2.1. Katariinkot pnyovikoi £reyyot

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kaAd eEaeplOpevo xdpo. XpnolLomoleite amoKAEIOTIKG 6€ KAEOTN YOGV LE EVOOUATOUEVO QILTPo. DIATPO 0EPOCOUOTIOIOY VYNANAS
amoteheopaticomrog (HEPA filter).

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGPOG
8.2.2.1. TIpocTucio TOV HOTIAOV KOl TOV TPOGAHTOV

Ipootacio 0@OAAN®OV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacio Tov déppatoc:
XpNoonoteioTe TPOGTATEVTIKO POoVYISHO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yEPLOV:
[Ipoctotevtikd yavtio avhektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. IIpocTucic TV UVATVEVGTIKAV 00DV

IIpooTacio TOV OVATVEVGTIKAOV 00ADV:
Ye nepintoon anelevdépmong okovNg : paokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypod mpoiov : Mdaoka agpordporoc. Popate avamvenoTikn
GLGKELT G€ TepinTon £kBeong oe aTOVG/GKOVES/ 0EPOADLLATOL

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon ko TapakorovOneon g meptparhovroroyikig £kBeong o€ Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyeia Yo Tig fAGIKES QUOIKES KA YNMIKES 1O10TNTES

ook Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Ooun © Aevioyoetl.
Op1o ooung : Mn dwbéopo
Enpeio th&ewg : Mn dwbéopo
Enpeio mh&ewg : Mn dwbéopo
Enueio Bpacpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo opro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn Swbéopo
1EDSeg, Kivepatikog (1) : Aevioyber
AwdvtémTo : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpoacio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA © Mn dwbéopo
ZyeTikn TokvoTTe ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

9.2.1. IIAnpo@opics GYETIKA IE TIS KLAGELS UGIKOD KIVIVVOU

Agev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMh0 {OpOKTNPIGTIKG 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo KOl avVIIOPUoTIKOTNTO

Z1afepd VIO KAVOVIKEG GUVONKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVEVVOUG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komTa (amd 6TOHATOG)
O&eia To&ikomTo (SeppatiKn)
O&eia To&otTa (avomvon)

: To&wod o€ mepinTmon KaTdnoong.
1 Mn ta&wvopnpévog (EAeparticd dedopéva)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)

Daunorubicinone

LD50 and tov otdpatog o€ apovpaiovg

50 — 300 (extipucdpevn Tun)

AGBpmon kot epebiopdg Tov dEppatog

ZoPBopn opBaipikn PAABN/epediopog
EvaisOntomoinon tov avomvevotikod 1y
gvaicOntomoinomn Tov d€ppatog

MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV
Kapxwoyéveon

To&wdmTa Y100 TV avemepoy®yn

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) —
epamag £xbeon

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) —
gmavelnupévn ékbeon

Enucwvdovomta avappoenong

Agv vrdpyovy emmAfov TANpoPopieg

: Ilpoxahrel epebiopod Tov déppotoc.
. TIpoxaiei coPapd opBaipcd epebiopo.
© Mmnopei va tpokoréoet addepyio | copmntdpato Aobuotog 1 dhonvoln e TepinTmon 16mvong.

Mmnopei va Tpokoréoet oAAepyIK deppatikn avtidpaon.

© Mmnopei va TpoKoAEGEL YEVETIKG EAATTOUATO.

: 'Yrmomto yuo mpéKkAnon kapkivov.

© Mmopei va BAdyet T yovipomta. Mmopei va fAdyet To Euppuo.
© Mmnopei va tpokoréoet epeMopd TG avOmVELGTIKNG 0000.

© Mn ta&wopnuévog (EAepatikd dedopéva)

: Mn taé&wvounpévog (Advvapio GuAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOVG)

03/04/2023 (Huepopmvia ékdoong)

EL (eMnvikd)




Daunorubicinone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 12: Owoloyikég TANpo@opisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowonoteite katdAinio doygio andppymg.
Emikivduvo yio to vdativo meptBdirov, Bpayvrpobeopog : Mn ta&wounuévog (EAepaticd dedopéva)

(0&bg)

Emikivduvo yio to vdartivo meptBdAlov, pakporpobeopog : Mn ta&wvounuévog (EAepaticd dedopéva)

(xpéviog)

Aev voiotaton Tayeio anocvvieon

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 01d0gon

Tomun vopobesio (amdPAnto) 1 Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.
ZVOTAGELS OYETIKA [ TNV amdppLyn : Mnv anoppintete To VIOAEIUATO GTOV VIIOVOLLO, SMGTE TO TPOIOV KL T CLOKEVAGIN TOV GE EOIKO
TPOIOVTIMV/CLGKEVUTLOV onpelo GLALOYNG EMKIVELVEOVY 1 EIOIKAOV ATOPPLUUAT®V.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApOpéc OHE 1 apOpog tavtotnTog

UN 2811 ‘ UN 2811 | UN 2811

14.2. Owkeia ovopasia awostoric OHE

TOZIKA STEPEA, OPPANIKA, E.A.O. ‘ TOXIC SOLID, ORGANIC, N.O.S. | Toxic solid, organic, n.o.s.
Teprypagn eyypapov petapopag
UN 2811 TOZIKA STEPEA, OPFANIKA, E.A.0., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, |  UN 2811 Toxic solid, organic, n.o.s., 6.1, IIl
6.1, Ill, (E) i

14.3. Ta&n/-e1g KivdHvov KaTd T PETOPOPd

6.1 6.1 6.1
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

IMDG

IATA

£

6

14.4. Opdaoda cvokevaciog

14.5. Tlgprfairovtikn emKIVOLVOTITO

Emkivduvo yio to mepifdihov: Oyt

Emwcivduvo yio to mepipdidov: Oyt
MoAvopotikdg TapdyovTag yio To VATvVo
nepdiiov: Oyt

Enikivduvo yia to mepifdiiov: Oyt

Aev vrapyovv emmAfov Stabéopues TANPoPopies

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eniyewa petagopa

Kodwog tagvounons (ADR)

Ewucée dotaéerg (ADR)

[epropiopéveg mocdtnteg (ADR)

E&upovpeveg moodmteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewducés dotdéerg ovokevaoiag (ADR)

Awtdéelg pewktg ovokevaocieg (ADR)

Odnyieg Yoo opNTES FEEANEVEG KO EUTOPEVUATOKIBDTLOL
x0dnv (ADR)

Ewwég drataerg v popntég delapteveég Kot
gumopevpoTokiPdTie x0dnv (ADR)

Kodwodg de&apevng (ADR)

Ewwéc datdaerg yu de€opevég (ADR)

Oynua ylo petapopd de&opevig

Katmyopia petagopds (ADR)

Ewwéc datderg yu ) petagpopd - Xodnv (ADR)
Ewwég datdEerg yuo  petagpopd - Doptwon,
eKQOPTOON Kot XePIoHOS (ADR)

Ewwég datdéers yuo ) petagpopd - Agttovpyio (ADR)
ApBv avayvodpiong kwvdvvov (Képiep ApBu.)
Toptokai dickot

Kodwods tepropiopdmv yuo onpayyes (ADR)

petapopd pécm Baracong

Ewu mpopreyn (IMDG)
Iepropiopéveg mocdotteg (IMDG)
E&apovpeveg moodmteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevasiog ePTOPELHATOKIBOTIOV-dEEAUEVHY
(xddwog IMDG)

Ewwég datagerg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datagerg yu de€opevég (IMDG)
ApOuog EmS (Iupkoyid)

ApBpdg EmS (Awappony)

Koamyopieg popticov (IMDG)

1816t 1eg ko mapotnpices (IMDG)

G

: 5kg

o T2

274,614

El

P002, IBCO8, LP02, RO01

B3
MP10

Tl
. TP33
. SGAH, L4BH

: TU15, TE19
AT

2

CV1s,Cva2s

. S9

60

: VC1, VC2, AP7

60

2811

223,274
El

P002
IBCO8

B3

Tl
. TP33

F-A

. S-A
A
: Toxic if swallowed, by skin contact or by inhalation.
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Daunorubicinone
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Evoépua petagopd

PCA E&apovpeveg mocomreg (IATA) : E1
PCA Ileplopiopéveg mocomteg (IATA) © Y645
KaBopn} péyrot noodtnta yio neplopiopévn tosdtra  : 10kg

EMTPETOLEVT Y10 ETPOTNYER OEPOTKAPT KOL Y0
agpookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog yo emPatmyd aepookden IATA) : 670

Kabapn péyiom mocdtnta yio ematnyd aepookden : 100kg
KOl ylo 0epookon petapopds poptiov (IATA)

Odnyieg cvokevaGiOg HOVO Y10 0EPOCKAPT LETAPOPAG . 677
poptiov (IATA)

Mé£y1ot 1060 TA LETAPOPAG OTOKAELGTIKE OO : 200kg
agpookden petapopds optiov (IATA)

Ewwcée dotaéerg (IATA) : A3, A5
Kodwog ERG (IATA) . 6L

14.7. @aldooreg peta@opég y0oNy cdpgmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vVopoOeTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTika pe TV 06QaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmpa XVII Too REACH (IIpoimobiceig mepropiopov)

Aev nepihappaveron oto [Mapapmuo XVII tov REACH

Hapdaptpae XIV tov REACH (Katdioyog 0.6£1060TN01G)
Aev tepthapfavetat oto Mapapmpe XIV oo REACH (Katdloyog ade0d6tnong)

Kataroyog vroyigrov overdv REACH (SVHC)

Aev neprhapfaveton 6tov Katdloyo vroyneiev ovoidv REACH

Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)
Aev gpapuoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletar.

Kavoviopdc nepi s€ac0éviong Tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdég mepi ekpnkTik®v tp6dpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetar(oviar) 6Tov Katdrloyo Tpddpopuav ovoldv ekpnktikdv (Kavoviopos EE 2019/1148 oyetucd pe v epmopio kot
™ XPNOM TPOSPOLUOV OVGLDY EKPIKTIKMDV)

Kavoviopiog mepi mpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmv ovotdv vapkaTik®v (Kavoviepog EK 273/2004 oyetikd pe tig mpddpopes ovoieg
VOPKOTIKAOV)

15.1.2. EOvikég dwuratelg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agev vrdpyovy emmAfov TANpoPopieg
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Daunorubicinone
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

TMHMA 16: ALAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (Ao Tov O&ela to&codmra (amd tov 6Tdp0ToC), Katyopio 3

GTOHATOG)

Carc. 2 Kapkwoyéveon, katmyopio 2

Eye Irrit. 2 YoBapn opborkn BAARN/0pBaApKdg epebiopde, katnyopia 2

H301 To&wd o€ mepinTOON KATATOONG.

H315 TIpoxaiel epebiopd Tov déppartoc.

H317 Mmopei va. tpokarécet odlepyikn deppatikn avtidpoon.

H319 Ipokaiel cofapd opOurpticd epebiopod.

H334 Mmnopei va Tpokarécet odlepyio 1| cuprtdpato AcOpoTog 1) dOCTVOLN GE TEPINTOOT EIGTVONG.
H335 Mropei vo. Tpokarécel EpeBIoIO TG AVATVEVGTIKNG 030V,

H340 Mrmopei vo. TPOKOAEGEL YEVETIKG EAOTTMHATOL.

H351 "Y7onto yio tpOKANGT KopKivov.

H360FD Mmopei va. Prayet ) yovipomta. Mropet va. PAdyet To £uppuo.

Muta. 1B Metalha&ry€veon YevwnTIK®OV KuTTdpmv, Katnyopio 1B

Repr. 1B To&wodmra oty avaropayoyn, katmyopio 1B

Resp. Sens. 1 EvaisOntonoinon tov avomvevotikod, katnyopia 1

Skin Irrit. 2 ABpwon/epebiopdg tov déppatog, katnyopia 2

Skin Sens. 1 EvaisOntonoinon tov déppatog, katnyopio 1

STOT SE 3 Edun to&ucotnta og dpyava-ctoyovs Dotepa and pio epdmas £xbeon, katnyopia 3, epeBlopdg e avomvevoTikng 0600

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe ovtd To deATio mpoépyovtat amd mnyEg Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovran

xopic kapio eyydnon, pnty N appnTn, Yoo v akpifetd toug.
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