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m =3l Daunorubicinone

HNudopmanmoneH aucT 3a 6€301macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B chotBeTcTBHE ¢ Pernament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878
Jara Ha usnasane: 03/04/2023 Bepcusi: 1.0

31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Daunorubicinone

Kox Ha mpoaykra 1 202200201

CHHOHUMH : Daunorubicin hydrochloride impurity A

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAIM3H U HAYYHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Jla ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuuHOCT (opanHa), Kareropus 3 H301
Koposust/npa3nene Ha koxxara, Kateropus 2 H315
CepHo3HO yBpexgaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Pecnmparopra ceHcubmmmzanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kareropus 1 H317
MyTareHHOCT 3a 3apOAMIIHY KiIeTku, Kareropus 1B H340
Kanneporennoct, Kareropus 2 H351
ToxcuuaHoCT 3a penpoxykuusra, Kareropus 1B H360FD
CrernuuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaH — €HOKPATHA eKCIO3HIIHS, H335

Kareropust 3, npa3HeHe Ha JUXaTEHATE IBTHINA
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OIacHOCT: BX. pasfen 16

Hebnaronpusatau GU3HKOXUMUYHH eeKTH M Hed1aronpusaTHH edeKTH 32 3APaBeTO HA YOBEKAa H OKO0JIHATA cpela

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

Etuxerupane B chorBeTcTBHE ¢ Pernmament (EOQ) Ne 1272/2008 [CLP]

S

GHS06 GHS08

IMuxrorpamu 3a onacuoct (CLP)
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Daunorubicinone

Nudopmanronen muct 3a 6€30macHOCT

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHocT (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

OmnacHo

H301 - Tokcu4eH npu morybIiaHe.

H315 - [Ipenu3BuKkBa Apa3HEeHe Ha KOXKATA.

H317 - Moxke 1a IpHYMHY aJlepTHYHA KOXKHA PEaKIHs.

H319 - [Ipenu3BuKBa CEPHO3HO Apa3HEHE HA OUHTE.

H334 - Moxke 1a NpHYMHA aJICPTHYHY WM ACTMATHIHYU CHMIITOMU WIIH 3aTPyJHCHUS B IUIIAHETO
IIPH BUIIBAHE.

H335 - Moxe 1a npenu3BHKa Ipa3HeHe Ha JUXATSIHUTE ITBTUILA.

H340 - Mosxe na npuYMHU TeHEeTUYHH Ae(DEeKTH.

H351 - [Ipennonara ce, 4e NIpUYMHSIBA PaK.

H360FD - Moxe n1a yBpenu oIuioquTesHaTa criocooHoctT. Moxke J1a yBpeau Iioja.

P201 - TIpeau ynotpeba ce cHabaeTe ChC CHIEHUATHNA HHCTPYKIIKH.

P202 - He n3nosn3Baiite npeayu a cTe NpoveNu U pa3dpany BCUUKHU MPEANa3HA MEPKH 3a
6e30acHOCT.

P261 - N30srBaiiTe BAMIIBAaHE HA MPpaxX/MyIIeK/Ta3/AuM/u3napeHust/aepo30iu.

P264 - [Ta ce u3mue phlieTe 0 JaKTUTE U JIULETO CTAPaTEeNHO ClIe/ ynoTpeoa.

P270 - [1a He ce sine, 1€ WK IyLIH IPH ynoTpebda Ha NPOyKTa.

P271 - [la ce u3mon3Ba caMo Ha OTKPUTO WK HA J0Ope NPOBETPHBO MSCTO.

P272 - [1a He ce u3HACS 3aMBPCEHO PaOOTHO 00JIEKIIO U3BBH PA0OTHOTO MOMEILEHHUE.

P280 - M3non3BaiiTe npeana3Hyu pbKaBULM/IPeINa3HO 00JIEKIIO/MpeNa3Hu OurIa/peanasHa Macka
3a JMIe/IpeAa3HU CPEACTBA 3 3allUTa Ha CIIyXa.

P284 - Hocere cpencTBa 3a 3aliuTa Ha IUXATEIHUTE IBTHIIA.

P301+P310 - TTPU ITOT JIBILIAHE: He3a6asuo ce obanere B8 IEHTHP 11O TOKCUKOJIOT' M5 miu
Ha JIeKap.

P302+P352 - [IP11 KOHTAKT C KOXATA: 13muiite 00UIHO C BOAA.

P304+P340 - I[TPY BJJUIIIBAHE: V3BeneTe MMLETO HA YUCT BB3AYX U I'O MIOCTABETE B MTO3HIIMS,
yJIeCHsBAIIA AULIAHETO.

P305+P351+P338 - [IP11 KOHTAKT C OUMUTE: npomuBaiiTe BHUMATEIHO C BOJA B IIPOABIDKEHHE
Ha HJKOJKO MUHYTH. CBajleTe KOHTAKTHUTE JICIIHU, aKO HMa TaKUBA M JOKOJIKOTO TOBA € BE3MOXKHO.
IIpoabmkeTe ¢ U3MIAKBAHETO.

P308+P313 - [1PU siBHa nnu mpeanoiaraemMa eKcrno3uius: [1oTbpcere MeJUIIMHCKH CHBET/TIOMOIIL.
P312 - TIpu Hepasnonoxenue ce odbanere B IEHTHP I1O TOKCHUKOJIOT M unu Ha nexap.
P321 - Cnennanu3upaHo JieueHue (BK. JOMBIHUTEIHA HHCTPYKIMS 32 TbPBA TIOMOII] Ha TO3U
CTHKET).

P330 - U3nnakueTe ycrata.

P332+P313 - [Ipu nosiBa Ha KOXKHO Apa3HeHe: [loThbpceTe MEJUIIMHCKH CHBET/TIOMOLI.

P333+P313 - [Ipu nosiBa Ha KOXKHO Jipa3HeHe Mk 0OpHB Ha Koxara: [IoThpceTe MeANIIMHCKH
CBBET/IIOMOIII.

P337+P313 - [Ipu npobKUTETHO Apa3sHeHe Ha ounTe: [loThpceTe METUIIMHCKU CHBET/TIOMOIII.
P342+P311 - IIpu cumnroMu Ha 3atpyaHeHo qumiane: Obanere ce B LIEHTBP I10
TOKCHKOJIOT' VS unu Ha nexap.

P362+P364 - Caniere 3aMBbpPCEHOTO OOJIEKIIO U IO M3MEpeTe MPEAN MOBTOPHA YIOTpeOa.
P403+P233 - [la ce chxpansBa Ha J0Ope npoBeTpuBO MsicTO. CHABT J1a c€ ChXpaHABa IUTBTHO
3aTBOPEH.

P405 - JTa ce chxpaHsiBa MO KITIOY.

P501 - CpabpikaHHETO/CHIBT J1a C€ U3XBBPIIM B MIYHKT 3a ChOMpaHE Ha OTIACHU WX CIICIUATHH
OTHabL, B CbOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY H/HITH MEKyHAPOJHH
pasnopenou.

ETI/IKGTI/IpaHC B CHbOTBETCTBHUEC C: U3KIIIOYECHU 3a BBTPCIIHU OIIAKOBKH, KOTAaTO ChABbPKAHUETO HE NIPEBUIIIABA 10 ml

IMuxrorpamu 3a onacuoct (CLP)

b

GHS06 GHSO08
2.3. JIpyr" onacHOCTH
Hsma HanuyHa DOMBJIHUTENTHA HHGOPMALUs
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Daunorubicinone

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

TaB/MHGpoOpMaLUA 32 ChCTABKUTE

3.1. BemecTBa

HaumeHnoBanue HNnenTudukarop Ha % Knacuduxanus B CbOTBETCTBHE €
MPOIYKTA Peraament (EOQ) Ne 1272/2008 [CLP]
Daunorubicinone - <100 Acute Tox. 3 (opanua), H301 (ATE=100

mg/kg TenecHo Terio)
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

3a mpaHus Teker Ha H- 1 EUH-npenynpesxeHusTa 3a 0IIacHOCT: BXK. paszen 16

3.2. Cmecu

He e mpunoxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOII]

ITspBa oMo IPX BAUIIBAHE . Jla ce ocraBu mocTpaganus Ha YUCT Bh3ayX. OCHIypeTe CBEK Bb3AyX Ha 3aCETHATOTO JIHLIE.

ITepBa moMoII IPX KOHTAKT C KOXKATa : Jla ce oTcTpaHH MaKCHMAIHO 4pe3 H30bpCcBaHe (C YiCTa H MeKa IIoNuBalia Kepma). Jla ce u3mue
OOMIIHO ¢ BOJA B KOATO € MIPHOABEH JICTCPreHT.

ITepBa mOMOII IPU KOHTAKT C OYUTE : MsmnakseTe ¢ BoJa, KaTO ABPIKHTE OYUTE MIUPOKO OTBOPEHH.

IIppBa momo1I Y NOTIIBbIIAHE : Msmmakuere ycrata. Hezabasno ce o6anete B IEHTBP I1O TOKCHKOJIOT Mfl/na nexap. Moxxe na

6’[;/16 TIPETIOPBYaHO MPOABIIKUTECIIHO MEAUIIUHCKO Ha6J’I}0I[eHI/Ie.

4.2. Haji-cbmecTBeHn OCTPU U HACTHIIBALIU CJIe/I U3BECTECH MEPUOA OT BpeMe CHMIITOMHA U e(l)eKTIl

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHETH e)EeKTH.
CumnroMu/e(eKTH ciie/| BAMIIBaHe . Hepmocrarbuuu raHHu.
CumnroMu/edeKTn ciIe/l KOHTaKT ¢ KoXara : Hepmocrarbunu raHHu.
CumnroMu/epeKTH ciie/l KOHTAKT C OUHUTe . Hepmocrarbunu raHHu.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU MEIUIIMHCKH I'PHUKU U CHIELIMAJIHO JIeYUeHue

HOT’preTe MCIUIUHCKA CLBCT/HOMOLLI. HpI/I BB3MOKHOCT [1a C€ MOKaXXE€ HACTOAIINA JUCT, @ aKO HE € Ha PA3MOJI0KCHUE, 1a CC MMOKAXXEC OMaKOBKaTa MJIA €TUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH
5.1. Cpeacrsa 3a raceHe Ha moxxap
Tonxomsm TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

5.2. OcoGenu 0MacCHOCTH, KOUTO MPOU3THYAT OT BeIeCTBOTO HJIM CMeCTa

OnacHocT OT noxap : Bwx nmaparpad 2.2.

5.3. CbBeTH 32 NMOKapHUKApHUTE

I/IHCprKI.IP[I/I 3a racCHe Ha I10OXKapu . }Ia C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEACTBO.
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Daunorubicinone

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

€PKH NPH aBapHiiHO U3IyCKaHe

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ MpoaykTa. He BaumBaiite

[pax/MmyIek/ra3/ anM/u3napeHus/aepo30Iu.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsI 32 CIIEIIHH CJIyYan

ABapHﬁHH IJIaHOBE . I{a C€ HOCH IOAXOAIO0 NIPEAIIAa3sHO 06JICKJ'IO, PBKAaBUIH U 3alIUTHU CPEACTBA 32 OUNUTE WJIH JIULETO.

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsima Hanu4Ha nOnbIHUTENHA UHOOPMALIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

Mertoau 3a HoYHCTBaHE . Y6e/:leTe C€, 4€ OTHaabLHUTE Ca C’L6paHI/l 1 C€ CbXpaHABAT HA CUTYPHO MACTO. TTouncrere
CTapaTeyiHo. I[a CC u3Mue HCC’L6I/IpaeMI/I$I OCTaTbK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Oo6paboTka u ¢

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha norpeGures na ce 00bpHe BHUMaHKE 32 PUCKOBETE, €BEHTYAJIHO CBbP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a JAPYTH LIeIH, PA3JIMYHH OT TE3H, 38 KOUTO € IIpeJHa3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsiOBa 1a ce paboTu BHUMarenHo. [la ce n30sArsa npekus KOHTakT ¢ npoaykra. C
Marepuaia TpsioBa 1a ce paboTH Mo J1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA 100paTa NPOMHIIICHA XMUIHEHA U IPOLIEYPUTE 38
6e30I1acHOCT.

TexHu4ecKH MepKH . Jla ce cra3BaT IPHIIOKUMUTE Pa3HopeaOH.
YcnoBus 3a cbXpaHsBaHE . Jla ce cpXpaHsaBa 0] KJIIOY.

Bwx maparpad 1.

PA3JIEJI 8: KoHTpOJI Ha eKCNIO3UIMATA/TUYHHU NPeANa3sHu cpeacTBa

8.1.1 HanMoHAa/IHH rPAHNYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OUOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAGTIOIEHUE
Hsima Hanu4Ha qONBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsima HanmuHa nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

8.1.5. Perysinpane upe3 ooxBatu (control banding)

Hsima HanmMuHa JOMIBJIHUTETHA I/IH(l)OpMa].II/Iﬂ
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Daunorubicinone

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Iloxxoasin TEXHUYECKH KOHTPOJI

IMoaxoasiiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 100pe MpOBETPUBO NMOMeIeHre. Jla ce u3mon3yBa eqUHCTBEHO B CMyKaTeHa KabiHa ¢ HHTerpupan Guirsp. Bucokoedexrusen Gpunrsp 3a
gactuun (HEPA ¢untep).

8.2.2. JIMYHHU Npeana3Hu CPeACTBA
8.2.2.1. 3amuTa HA 0YHTE U JHUIETO

3ammuTa HA OYHTE:
[pennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH yCTOH4IMBO 3amutHO obnekito. DIN EN 13034

3ammuTa Ha pBLeTe:
XuMHYECKH yCTOHUMBH npeanazHu pbkasuiy. 1SO 374-1
8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

3amuTa HAa AUXATETHATE IBTHINA:
Otaensue Ha npax: npotuBonpaxoBa Macka ¢ Guarsp P3. DIN EN 140 & 149. Teuen npoaykt : AnTHaepo3onna Macka. Hocere auxareneH amapar, ako cTe
U3JI0)KEHHU Ha Tapy/IpaxoBe/aepo30iu

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.3. KOHTpOJI Ha eKCIIO3HIHATA B OKOJIHATA cpeJa

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

3AEJI 9: ®u3u4HU U XUMHUYHHU CBOICTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSTHUE : Twepmo BemecTBo
IBsT . He ¢ HamuunO
Mupuc : He e npunoxumo.
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIEeHE : He e nanuuno
3ananuMocT : He e nanuuno
I’'paHuIM Ha EKCIUIO3MBHOCT : He e npunoxumo
JloiHa rpaHMIa Ha KCIUIO3MBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3iaraHe : He e npunoxumo
Temneparypa Ha camMo3arajiBaHe : He e npunoxumo
Temneparypa Ha pasnafane : He e Hanmuuno
pH : He e Hanmnuno
pH pasrBop : He e nanuuno
Bucko3uTer, KHHEMaTHYEH : He e npunoxumo
PazrBopumoct : He e nanuuno
KoeduimenT Ha pasnpenenenue: n-okranoin/soga (Log  : He e HannuHO
Kow)

Hansrane Ha napure © He e Hanuuno
Hansrane Ha napure npu 50°C © He e Hanuuno
InsTHOCT © He e Hanuuno
OTHOCHTEIIHA ITBTHOCT : He e HanmuuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yactuiure © He e Hanuuno
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Daunorubicinone

HNudopmanmoneH aucT 3a 6€30MacHOCT

B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

10: Ctadounan

U PEAKTUBHOCT

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npu Hopmanua ynorpe6a. Buxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3JIEJI 11: Toxcs

Oru4yHa HH(popManus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

ToKCHYEH NpHU MOTITBIIAHE.
He ce xnacudunupa (JIunceammy nanam)
He ce xnacudunupa (JIunceammy nanam)

Daunorubicinone

LDS50 opanHo mrbx

50 — 300 (porHo3Ha CTOWHOCT)

KoposueHoct/apasHeHe Ha KoKaTa
Cepro3HO yBpeK/JaHe Ha O4NUTe/Ipa3HeHE Ha OYNTE

CCHCI/IGI/IJII/BaLlPI}I Ha JUXATCIHUTE ITbTHILA WA KOXKaTa

MyTareHHOCT Ha 3apOJUILIHUTE KIETKU
Kanneporennocr

ToKCHYHOCT 3a penpoIyKIUsATa

CTOO (cmeunduvHa TOKCHIHOCT 32 OIPEACICHI
OpraHy) — eIHOKPaTHA eKCHO3HIHs

CTOO (creunduvHa TOKCHIHOCT 33 ONPEICICHA
OpraHy) — HOBTapsIIla ce eKCIO3HIHs

OnacHocT IIpU BAUIIIBAHE

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI

IMpenu3BuKBa pa3HEHE Ha KOXKATa.

Ipenns3BUKBa CEPHO3HO APa3HEHE HA OUHTE.

Moske fa IPUYMHHM AJIePTUYHH HIIM aCTMATUYHU CUMITOMH HJIM 3aTPY/AHCHUS B JUIIAHETO NIPU
BAMIIBaHE. MOXe /1a IPUYMHY aJIePrUYHA KOXKHA PEaKIHs.

Mosxe 1a MpUYHHYE FeHETUYHH 1E()EKTH.

Ipennonara ce, ye MPHYNHABA PaK.

Mozxe ma yBpean OILIOTUTENIHATa CTOcoOHOCT. MOoXKe fa yBpeau mioja.

Moxe na NpEeaAu3BUKa APA3HECHE HA NUXATCIHUTE IIbTUILIA.

He ce xnacudunupa (Jlumncsary gaHHH)

He ce ximacudunupa (TexHHuecKa HEBB3MOXKHOCT 3a T10JTy4aBaHe Ha JaHHM)
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Daunorubicinone

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3/IEJI 12: Exonoruuna uagopmanus

Exomnorus - 00mmo : OmnacHu oTnagsuy. Jla ce H3M0NI3yBaT MOAXOAANIN KOHTEHHEPH 3a OTIAJHUTE IPOIYKTH.
OmacHo 3a BogHATa cpeja, KPaTKocpodHa (0cTpa) : He ce xnacudunupa (Jlunceamm ganam)
OmnacHo 3a BogHATa cpeia, JbITOCPOUYHa (XPOHUYHA) : He ce xnacudumnupa (Jlunceamm ganam)

He ce pasrpaxnga 6Bp30

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa nonbiHUTENHA HHGOPMALUST

PA3JIEJI 13: O0e3Bpesxkaane HA OTHAABIUTE

MecTHO 3aKOHOATENCTBO (OTIIAIBIIN) : Jla ce M3XBBPIIH IO 6e30MaCeH HAYMH B CHOTBETCTBHE C MECTHHUTE / HAIIMOHAIIHU Pa3Hopen0H.

IIpenopsku 3a 00e3BpexkIaHe HA MPOAYKTa/oMaKoBkaTa  : Jla He ce H3XBBPIAT OTMAABLHTE B KaHAIM3AUATA. MI3XBBpIIeTe TO3H MaTepHall X HETOBHS
KOHTeIfHep B ICHTHD 3a ChOMpaHe Ha ONACHU U CIEIHAIHH OTIAIbIIH.

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH niu naeHTHGUKANNOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

TOKCHUYHO TBBPJO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHNYHO, H.Y K.

Onucanne Ha TPAHCNOPTHUTE JOKYMEHTH

UN 2811 TOKCUMYHO TBBHPJI0 BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPI'AHMYHO, H.Y K., 6.1, 111, (E) 11

14.3. Kiaac(oBe) Ha ONACHOCT MPH TPAHCIOPTHPAHE

6.1 6.1 6.1
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IMDG

IATA

£

6

14.4. OnakoBbuyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OmnacHo 3a okonHaTa cpena: He

OmnacHo 3a oxonHaTa cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHaTa cpena: He

Hsima nombiHHuTeNHA HATUYHA HHGOPMALHS

14.6. Cneuna/aHu mpeana3Hl MepKH 3a MOTPeOUTeINTe

CyxonbTeH TPAHCIOPT

Krnacudukanmonen xox (ADR)

Crnieunanuu pasnopendu (ADR)

Orpannuenu konuyectBa (ADR)

Wskimovenu koiuuectBa (ADR)

OnakoBbuHH HHCTPYKLMK (ADR)

CriennaiHy onakoBb4HH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIMH 32 IPEHOCUMH LIUCTEPHU U KOHTEHEpH 3a
Hacunuu ToBapu (ADR)

CriennaiHy pasnopendu OTHOCHO IPEHOCUMH LUCTEPHU
U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

Criennaniu pasnopendu oTHocHo nuctepiu (ADR)
IIpeBO3HO CPEACTBO 3a MPEBO3 B LUCTEPHH
Tpancnoprha kareropus (ADR)

Criennanuu pasnopendu 3a npeBo3 - HacumHo
cberosiaue (ADR)

Crienpaniy pa3nopendu 3a NpeBo3 - TOBapeHe,
pastoBapBaHe U 00padotka (ADR)

CriennaiiHy pa3nopendu 3a NpeBo3 — ONEePaTHBHU
nzucksanus (ADR)

Wnentudukanuonex Homep 3a onacHoct (Kemiep No.)
OpanxeBu Tabenu

Kon 3a TyHenHu orpanndenus (ADR)

TpaucnopT no mope

Cnermanuu pasnopen6u (IMDG)
Orpannuenu xonmdectsa (IMDG)
Wskiouenu xonmdectsa (IMDG)
OmnaxoBsunH HHCTpyKIuH (IMDG)
IBC onakosbunu naCTpyKImu (IMDG)
IBC cnenmanau pasnopenou (IMDG)
Wuctpykuun 3a mucreprn ( IMDG)
Cnermanau pasnopen6u otHocHo nucrepru (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropust Ha ToBapene ( IMDG)
CaotictBa 1 Habmonenus (IMDG)

G

AT

T2
274,614

El

P002, 1IBCO8, LP02, R001
B3

MP10

T1

TP33

SGAH, L4BH
TU15, TE19

2

: VC1, VC2, AP7

CV1s,Cva2s

S9

60

60
2811

223,274
5 kg

El

P002
IBC08
B3

T1
TP33
F-A
S-A

A
Toxic if swallowed, by skin contact or by inhalation.
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Bb3ayumeH TpaHcnopT

PCA Uzkmouenn kommaectsa (IATA) . El
PCA Orpannyenn KoIM4ecTBa IbTHUYECKU CAMOJIET U 1 Y645
xapro (IATA)

PCA MakcuMasaHO HETHO KOJIMUECTBO 32 OrPaHUYEHO : 10kg
KOJIMYECTBO IBTHHYECKH camodeT U kapro (IATA)

PCA MHcTpykimy 3a ollakoBaHe MbTHUYECKH camoner - 670
xapro (IATA)

PCA MakcuMasHO HETHO KOJIMYECTBO ITbTHUYECKH : 100kg
camortet u kapro (IATA)

WHcTpykuuu 3a onakoBane camo kapro (IATA) . 677
MaxkcuManHO HeTHO KoiudecTBo camo kapro (IATA) : 200kg
Cneruanuu pasnopen6u (IATA) : A3, A5
ERG xox (IATA) T 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE ChIVIACHO MHCTPYMEHTH Ha MeskIyHAapOHATA MOPCKA OPTraHU3alus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypea6a/3aKoH0IATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3[PABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenune XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxernne XIV na REACH (Criucpk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ kananmar-BenecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTetHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otnocHo YO3 (EC 2019/1021, YcToiiuuBH OPraHUYHU 3aMbPCUTETH)

Henpunoxumo.

PerjiaMeHT O0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIeCTBa, KOUTO HapymIaBat 030HoBUs cioil (Permament EO 1005/2009): Daunorubicinone

PersiaMeHT 0OTHOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKJIIOYEHO(M) B CIUCHKA € MPEeKypcopH Ha B3puBHU BemecTa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpedara Ha
IPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHU BemecTBa (EO 273/2004)

He cbappika BemecTBo(a), BKIOUEHO(H) B criuchbka ¢ [Ipekypcopu Ha HapkoTudyHuTe Benlectsa (Pernmament EO 273/2004 0THOCHO POU3BOJICTBOTO U ITYCKAHETO
Ha T1a3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3IIOI3BAaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTHYHH HJIM IICHXOTPOIIHH BEIIECTBA)

15.1.2. HaunonaHu pa3nopenoun
Hsma HanuyHa DOMbJIHUTETHA MHBOPMALUs
15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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PA3JIEJI 16: Ipyra uadopmanus

[I'bnen Texker Ha H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Acute Tox. 3 (opaiHa) Octpa TokcuuHocT (opanHa), Kateropus 3

Carc. 2 Kanneporennoct, Kateropus 2

Eye Irrit. 2 Cepuo3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H301 ToxcuyeH npu MOTbLIaHe.

H315 TIpean3BuKBa apa3HEHE HA KOXKATA.

H317 Moske J1a IPUUUHY aJepruyHa KOXKHA PEeaKLys.

H319 [Ipenu3BUKBa CEpHO3HO Ipa3sHEHE HA OYHTE.

H334 Mooxe 1a NPUYMHHM AJIEPIUYHH HJIM aCTMATHYHU CUMITOMH WJIM 3aTPYAHEHHUs B IUIIAHETO IPH BAMIIBAHE.
H335 Moske 1a mpein3BUKa Apa3HEHEe Ha TUXATEIHUTE IBTHUIIA.

H340 Moske 1a IPHYNHY TeHETHIHY AS(PEKTH.

H351 TIpenmnonara ce, ye NPUYMHSABA PAK.

H360FD Moske 12 yBpeau OIUIOAUTEIHATA CIIOCOOHOCT. MOXKe [1a yBpeau IIoaa.

Muta. 1B MyTareHHoCT 3a 3apoJUIIHU KieTku, Kateropus 1B

Repr. 1B TokcuuHocT 3a penpoxaykuusta, Kareropus 1B

Resp. Sens. 1 Pecnimpatopna cencubunmzanus, Kareropus 1

Skin Irrit. 2 Koposust/npasnene Ha koxara, Kareropus 2

Skin Sens. 1 KosxnHa cencubunmzanms, Kareropus 1

STOT SE 3 CrerduyHa TOKCHYHOCT 32 ONpe/eICHH OPTraHy — eAHOKpaTHa ekcro3uims, Kateropus 3, Apa3sHeHe Ha AUXATEIHUTE MTBTUILA

Mudopmannonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, I/III(I)OpMélIIl/IﬂTa Ce npeaocTaBs 0e3 HUKaKBa rapannus, u3spuiyHa uiun nonpa’s()wpamu C€, OTHOCHO HeiHaTa KOPEKTHOCT
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