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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

dopma Ha IPOYKTa : Cmec
HanmeHoBaHMe Ha IPOYKTa : Daunorubicin for system suitability
Kon na nponykra : 202200245

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT

European Directorate for the Quality of Medicines & Healthcare
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F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Octpa ToxcnuroCT (opanna), Kareropus 3 H301
Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Pecrmparophna cencubmmmsanus, Kareropus 1 H334
Koxna cencnbmmzanust, Kateropus 1 H317
MyTareHHOCT 3a 3apoAMIIHHU KieTkH, Kareropus 1B H340
Kanneporennocr, Kareropns 1B H350
ToxcnuHoCT 32 penpoxykuusaTa, Kareropus 1B H360FD
CrenmdyHa TOKCHIHOCT 3 OTIPE/IeTIeHN OpTaH! — €IHOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, npa3HeHe Ha IUXaTeTHHUTE ITHTUIIA
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 31paBeTO HA YOBEKAa H 0KOJHATA cpeJa

OHpCHeJ'IﬂHC Ype3 EKCNCPTHO MHCHHUEC U I10 CUJIATa Ha JOKAa3aTeICTBA.

2.2. EleMeHTH HA eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

S

GHSO06 GHS08
Curnanna gyma (CLP) . OmacHo

IMTukrorpamu 3a onacHoct (CLP)
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Coabpxa : Daunorubicin hydrochloride; Doxorubicin hydrochloride

Ipenynpesxnenus 3a onacHoct (CLP) : H301 - ToxcuyeH npu NorTbINAHE.
H315 - IIpenu3BuKBa Apa3HEeHe HA KOXKATA.
H317 - Moxe 1a IpHYUHY aJIeprHYHA KOXKHA PEaKIIHsL.
H319 - [Ipenu3BuKBa CeprO3HO Apa3HEHE HA OUHTE.
H334 - Moxe 1a IpHYMHY aJIepTHYHI WIH aCTMATHYHU CUMIITOMH WIIH 3aTPyIHEHHS B JUIIAHETO
[IPH BMIIBAHE.
H335 - Moxe na npenu3BuKa Ipa3HEHe Ha JUXATSITHUTE TBTHILA.
H340 - Moxe 1a IpHYNHU TeHETHYHH Je(HEKTH.
H350 - Moxe 1a TpHYNHY pak.
H360FD - Moxe nia yBpeu OIUIOAUTEIHATa CIIOCOOHOCT. MoxXe a yBpequ IIoja.

IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenu ynotpeba ce cHabaeTe ChC CHEHATHN HHCTPYKIIUH.
P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3dpain BCHUIKU MPEIIa3Hu MEPKH 3a
6e30macHOCT.
P261 - 130srBaiiTe BAUIIBaHEe Ha IPax/MyLIeK/Ta3/ IiMM/H3IapeHNs/aepO30IIH.
P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE U JIMIETO CTApaTeNIHO Ciiel yrnoTpeoa.
P270 - Jla He ce sime, ue WM ITyIIH IpH yIoTpeba Ha MPOIyKTa.
P271 - [Ta ce u3nos3Ba caMo Ha OTKPUTO HJIM Ha JI00pe MPOBETPHBO MSCTO.
P272 - [Ta He ce u3Hacs 3aMbpCeHO PabOTHO OOJIEKIIO H3BBH Pa0OTHOTO TIOMEILICHHUE.
P280 - M3nomn3BaiiTe npeanasHi phKaBULU/TIPEANIa3HO 00JICKIIO/IPEANa3Hy O4nIIa/lpe/ina3Ha Macka
3a JIMIE/TIpea3Hy CPEICTBA 3a 3alUTa Ha CIIyXa.
P284 - Hocere cpencra 3a 3amura Ha JUXaTeIHUTE IIHTUIIA.
P301+P310 - ITPU TIOT'JTBIIIAHE: Heszabasno ce obanere B IEHTHP 110 TOKCUKOJIOT U niu
Ha JIeKap.
P302+P352 - IIP1 KOHTAKT C KOXATA: 13muiite 0OMIHO ¢ Boza.
P304+P340 - ITP1 BINIIIBAHE: M3Benere MUIeTO Ha YUCT BB3IYX U IO IOCTABETE B MO3HIIS,
yJIeCHsIBAIIA JIUIIAHETO.
P305+P351+P338 - ITP1 KOHTAKT C OUMTE: npomuBaiiTe BHUMAaTEIHO C BOAA B IIPOJBIDKEHUE
Ha HIKOJKO MUHYTH. CBaeTe KOHTaKTHHTE JICIIH, aKO UMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsipKeTe ¢ U3IUIAKBAHETO.
P308+P313 - IIPU siBHa miM mpemionaraeMa eKcro3unust: [1oTepcere MeUIIMHCKH CHBET/IIOMOILI.
P312 - Ilpu Hepasnonoxenue ce obanere B LIEHTHP I10 TOKCUKOJIOI' S nnn Ha niekap.
P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] Ha TO3H
©THKET).
P330 - M3nmakuere ycrara.
P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIINHCKH CHBET/TIOMOLII.
P333+P313 - [1pn mosiBa Ha KOXKHO Jipa3HeHe MM 0OpHB Ha KoxaTa: IIoThpceTe MeMIIMHCKN
CHBET/TIOMOII.
P337+P313 - Ipn mpobmKUTENHO Apa3HeHe Ha ounTe: [loThpceTe MeIUIMHCKH CHBET/TTOMOII.
P342+P311 - Ipn cumnromu Ha 3aTpyaHeHo aunrane: Ob6anere ce 8 IEHTBP 1O
TOKCHUKOJIOT A nnu Ha nekap.
P362+P364 - CBanere 3aMbpCEHOTO OOJICKIIO U IO U3IEpeTe IPEH ITIOBTOPHA YIIOTPeOa.
P403+P233 - Jla ce cpxpaHsBa Ha 100pe MpoBeTpuBO MsAcTo. CHIBT J1a ce ChbXpaHsBa INTBTHO
3aTBOPEH.
P405 - Jla ce cpxpaHsBa IO KJIIOY.
P501 - CbabprkaHHETO/CHIBT J1a Ce M3XBBPIIH B IIYHKT 3a ChOMpaHe Ha OIACHHU WIIH CIICIIATHH
OTIAABIN, B CHOTBETCTBHE C MECTHHTE, PETMOHAITHH, HALIMOHAIHH /WM MEKIyHAPOJHI
pasnopenou.

ETnkernpaHe B ChOTBETCTBHE C: H3KITIOUSHHUS 32 BETPEIIHH OIIAaKOBKH, KOTaTO ChIBPKaHHeTo He npeBumasa 10 ml

b

GHS06 GHS08
OnacHu ChCTaBKH . Daunorubicin hydrochloride; Doxorubicin hydrochloride

IMTukrorpamu 3a omacHoct (CLP)

2.3. Ipyru onacHoCTH

He cpabpxa PBT/vPVB Bemectsa > 0.1%, oneHenn B ceotBercTBre ¢ [Iprnoxenne XIII na Pernamenr REACH
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

CMecTa He ChABpIKa BEIIecTBO(a), BKIIIOUEHO(1) B CIIUCHKA, U3TOTBEH B choTBeTcTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a npurexaBaHeTo Ha CBOICTBA,
HapylIaBany GpyHKINHTE HAa €HJOKPHHHATA CUCTEMA, WM 32 KOETO/KOUTO HEe € YCTAHOBEHO, Ye Ma(T) CBOICTBA, HapylIaBamy (yHKIIMUTE Ha eHAOKPUHHATA
CHCTEeMa, B CbOTBETCTBHE ¢ KpuTepuute, onpenenenu B Jlenerupan Permament (EC) 2017/2100 na Komucnsra umu Pernmament (EC) 2018/605 na Komucusita B
KOHIIEHTpaNus, paBHa MU M0-Bucoka ot 0,1 TernoseH %.

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

Daunorubicin hydrochloride - 99,01 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TeIecHO 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

Doxorubicin hydrochloride - 0,99 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TeraecHo Terio)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

Muta. 1B, H340

Carc. 1B, H350

Repr. 1B, H360

3a meanus Teker Ha H- u EUH-npenynpexenusTa 3a onacHoOCT: BX. pa3nen 16

PA3JIEJI 4: Mepku 3a mbpBa OMOII]

4.1. Onucanne Ha MepPKHUTE 32 MHPBa MOMOLI

ITspBa oMol IPH BANIIBAHE . Jla ce ocTaBu MocTpafaius Ha YUCT Bh3AyX. OCHUrypeTe CBEX Bb3/IyX Ha 3aCETHATOTO JIMLE.

[IppBa HOMOIIL IPHU KOHTAKT € KOXKATA : Jla ce oTcTpaHM MakCUMAJIHO upe3 U30bpcBaHe (¢ yucTa M MeKa nonuaaiia kepma). la ce usmue
OOMITHO C BOJA B KOSITO € NIPUOABEH JIETCPIeHT.

ITbpBa MOMOII P KOHTAKT C OYUTE . Usmakuere ¢ Boja, KaTo ABPIKUTE OUUTE IIIMPOKO OTBOPEHH.

[I'ppBa nomo1l npu MOrITbIAHE . Usmnakuere ycrata. Hesabasuo ce o6anere B LIEHTHP IO TOKCUKOJIOT USl/na nexap. Moxe na

Ob/ie MPEMOPbHYAHO MPOABIDKUTEIHO MEAUIIMHCKO HAOTIOACHHE.

4.2. Haii-chIecTBEHH OCTPH U HACTHIBAIIM CJIe/l H3BECTEH MEepHo/l OT BpeMe CHMIITOMH H e eKTH

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eheKTH.
Cumnromu/eheKTy ciie]] BAUIIBaHe . Henocrarbunm maHHH.
Cumnromu/eeKTd ciell KOHTaKT ¢ KoXarta . Henocrarbunm maHHH.
Cumnromu/eeKTd ciell KOHTaKT C OYUTe . Henocrarbunm maHHH.

4.3. Yka3aHue 3a Heo0X0AMMOCTTA OT BCAKAKBY HEOTJIOKHU MeIUIMHCKH TPUKHA U CIELIMATHO JIeUeHue

HOT’BpCCTC MEIUIUHCKHA CHBET/TIOMOIII. HpH BB3MOKHOCT [1a C€ IMOKaXXE HACTOSALINA JIUCT, & aKO HE € Ha Pa3IIoJI0KEHUE, /1a CE ITOKaXKE OITaKOBKaTa WJIM €TUKETA.
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Daunorubicin for system suitability

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ NpoaykTa. He BaumBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE VM JIHIIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaAbLUTE Ca C’LGpaHI/I 1 CC CbXPaHABAT HA CUTYPHO MSICTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka . Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmasnu Mepku 3a 6e3omacHa padora . C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKkust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha J0OpaTa MPOMHUIILICHA XUTHEHa U IIPOLEAyPHTE 3a
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysimpane upe3 o6xsaru (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Ioaxoasimy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 100pe IPOBETPpUBO HoMenIeHre. [la ce H3Mo3yBa eMHCTBEHO B CMyKaTelHa KaOMHa ¢ HHTerpupa GmiTsp. BucokoedekTuBeH GpuiTsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obiekio. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen nponykr : ArTHaepo3onHa Macka. Hocere muxarenen anmapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3UYHM H XUMHYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHHE

st

Mupuc

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE

Touka Ha 3aMpB3BaHe
Touka Ha KUTICHE
3anamuMoct

I'paHHIM Ha EKCIUIO3UBHOCT

TBBpIO BEIIECTBO
He e nanmmuno
He e npunoxxumo.
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxumo
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Daunorubicin for system suitability

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCITTIO3UBHOCT . He e npunoxumo
TeMneparypa Ha pasnarane : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
Temneparypa Ha pa3nagane . He e nanuuno
pH : He e nanuuno
pH pastsop . He e nanmuuno
Buckosurer, kMHEMaTHYEH . He e npunoxumo
PasrBopumoct : He e Hanmuyno
KoedunuenT Ha pa3npenenenue: N-okranon/Boga (Log  : He e mammuno
Kow)

Hansrane Ha napure : He e Hanmuyno
Hansrane na mapure npu 50°C : He e Hanuyno
IInsTHOCT : He e HanuyHo
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha uactunuTe : He e Hanmuyno

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapakTepHCTHKH 32 6e30ImacHoCT

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipyu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIHS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIsI OITaCHU HU3IIapECHUS.

H4YHa MHpopmanus

Ocrtpa ToKkcHYHOCT (OpaiHa) : TOKCHYeH NpH MOTITbIIaHe.

OcTpa TOKCHYHOCT (IepMaliHa) . He ce xnmacuduumpa (Bb3 ocHOBa Ha HAJTHYHHTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 32
KIIacuHIHpaHe)

OcTpa TOKCHYHOCT (BAHIIBAHE) . He ce xnmacuduumpa (Bb3 ocHOBa Ha HAJTHYHUTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 32
KIIacHHIHpaHe)

Daunorubicin for system suitability

ATE CLP (opanna) 101 mg/kg TenecHo terio

03/04/2023 ([lata Ha u3aBane) BG (6barapcku) 6/11



Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT

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

Daunorubicin hydrochloride

LDS50 opanHo miabx

‘ 50 - 300 mg/kg

Doxorubicin hydrochloride

LD50 opanHo mibx

‘ 300 — 2000 mg/kg (mporHo3Ha CTOHHOCT)

KoposuBHOCT/Apa3HeHe Ha KoxaTa
CepHo3HO yBpeK/jaHE Ha OUMTE/IpasHEHEe Ha OUHUTE

CCHCI/IGI/IHHSaLU/Iﬂ Ha JUXaTCIIHUTE IIbTUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOJMIIHUTE KICTKH
Kanueporennoct

TOKCHYHOCT 3a PENpPOAYKLHUATA

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — €JHOKpaTHa €KCIO3ULUS

Ipenu3BuKBa qpa3HeHe Ha KOXara.

[penu3BuKBa CEpHO3HO Apa3HEHE HA OUHTE.

Moske 1a IPUYHHA aJePrUYHU WIH ACTMATHYHU CHMIITOMHU WK 3aTPyIHEHUs B JUIIAHETO MPU
BaMIBaHe. Moje /1a IPUYHHA aJlepriyHa KOXKHA PEaKLHs.

Mosxe 1a MPUYMHA TCHETUYHU Ie(eKTH.

Mosxe 1a MpUYMHHU paK.

Moske /1a yBpeau OIUIOAUTENIHATa CIOCOOHOCT. MOJKe J1a yBpeau mioja.

Moxe z1a mpeAn3BUKa JApa3HEeHe Ha AUXATEIHUTE IbTUILA.

Daunorubicin hydrochloride

CTOO (cennguyHa TOKCHYHOCT 32 OIPEIEICHN OPraHH)
— €JHOKpaTHA CKCITO3ULIHS

Moxe na Npeau3BUKa IPa3sHECHE HA JUXATCIIHUTE IIbTUILIA.

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OnacHOCT IpH BAMILIBAHE

11.2. Undopmanus 3a Ipyra ONacHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA I/IH(t)OpMaI_II/IH

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3MIBIHCHH KPUTEPHUTE 32
KIacHHIHPAHE)

He ce knacudunupa (TexHndecka HeBb3MOXKHOCT 3a MOJTyJIaBaHe Ha JAHHH)

3AEJI 12: ExonoruyHa undopmanus

12.1. TokcuuHOCT

Exoutorust - 061110
OrmacHo 3a BoJIHATa Cpe/ia, KpaTKocpouHa (ocTpa)

OmacHo 3a BOHATa cpesia, IBIrOCpOYHa (XPOHHIHA)

He ce pasrpaxza 66p30

12.2. YeToiHYMBOCT H Pa3rpaiuMocT

Hsima Hammana JOITBJIHUTECITHA I/IHq)OpMaLII/IH

12.3. BuoakyMy.JIMpaIna crocooHoCT

HsiMa HanM4YHa TOMBJIHATENHA HHQOpMALIHS

12.4. IIpeHOCHMOCT B OYBATA

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

12.5. Pesyaratu ot ouenkara Ha PBT u vPvB

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALUS

Onacuu oTnaabuy. Jla ce H3Mmon3yBaT MOAXOISIIN KOHTSHHEPH 3a OTITa{HUTE IIPOLYKTH.
He ce xiacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IBJIHCHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)
He ce kiacu¢uumnpa (Bs3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHH KPUTEPHHTE 32
KIIacH(HIIpaHe)

12.6. CBoiicTBa, HapymaBamy GyHKIHMUTE HA €HTOKPHHHATA CHCTEMA

Hsma HanmvHa JOMbIHUTENTHA HHOOPMALUS

12.7. ipyru HeGJIaronpusiTHA eeKTH

Hsima Hanmuana JOIIBJIHUTCITHA HH(i)OpMaLIHS[
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOZATEICTBO (OTHAIBIIN)
Ipenopsky 3a 06e3BpeskIaHe Ha IPOTYKTA/ONaKOBKaTa

. I[a C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJIHU pa3n0pe)16u.
. I[a HE C€ U3XBBPJAT OTHAABIUATE B KaHAIA3AIIMATA. I/I3XB’LpJIeTe TO34U MAaTE€PHAT U HETOBUA

KOHTeﬁHep B HEHTHP 3a C’L6I/IpaHe Ha OIIaCHHU M CIICIIAATIHA OTIIaIbIIH.

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA

UN 2811

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niam upenTudgukannoneH Homep
UN 2811 UN 2811

14.2. TouHo HAaUMEHOBaHHE HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELLECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

OPI’AHMYHO, H.V K., 6.1, IIL, (E)

UN 2811 TOKCMYHO TBBPJ1I0O BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 11l

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPaHe

14.4. OnakopbyHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpea

OmnacHo 3a okonHaTa cpena: He

OnacHo 3a okosHara cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHata cpena: He

HsiMa nombiaHHTeTHA HATHYHA HHQOpMAIIHS

14.6. CiequaaHu MpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxombTeH TPAHCIIOPT

Kracudukannonen xox (ADR)

Crerrranau pasmopentou (ADR)

Orpanuuenu konuuectsa (ADR)

W3kmouenu konmyectBa (ADR)

OnakoBbyHHU HHCTpYKIMH (ADR)

Crelyaniu onakoBs4HH pasnopenodu (ADR)

Cwmecenn onakoBkd (ADR)

HHcTpyKuuy 3a IPEeHOCHMMH UCTEPHU U KOHTEHHEPH 3a
nacunau ToBapu (ADR)

Creryanau pa3nopenos OTHOCHO IPEHOCHMH IIUCTEPHU
1 KOHTelHepH 3a HacuHu ToBapu (ADR)

Konose 3a nuctepuu (ADR)

Creranau pasnopenou oTHocHO nuctepau (ADR)
ITpeBo3HO CPEACTBO 3a MPEBO3 B IIUCTEPHU
Tpaucnopraa kareropus (ADR)

Crienmansu pasnopendu 3a npeo3 - HacumnHo
cectosaue (ADR)

: 5kg

: T2

274,614

El

P002, IBC08, LP02, RO01
B3

MP10

Tl

. TP33

SGAH, L4BH

. TU15, TE19
AT

2

: VC1, VC2, AP7
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Criennaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, : CV13,CVv28
pasroBapBaHe u 00padoTtka (ADR)

CriennanHu pasnopeaon 3a IPeBo3 — ONepaTUBHH : 89
nsnckBanus (ADR)

Wpnentudukanponex Homep 3a onacHoct (Kemnep No.) @ 60
OpamxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Crenuanau paznopenou (IMDG) 1 223,274
Orpanunuenu konmuectsa (IMDG) . 5kg
Uskimouenu konudectsa (IMDG) © El1
OmnakoBbunu nHCTpYKIMH (IMDG) : P002
IBC onakosbunu unctpykuuu (IMDG) . IBCO8
IBC cnieunannu pasnopendu (IMDG) : B3
Wnctpykunu 3a uuctepuu ( IMDG) Tl
Creraniu pasnopenou otaocHo ucrepau (IMDG) : TP33
EmS-Ne (IToxxap) . F-A
EmS-Ne (Pa3nuB) © S-A
Kareropust Ha ToBapene ( IMDG) DA
Caoiictsa u nabmopenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aymien Tpancnopr

PCA Uzkmouenn komuaectsa (IATA) : El1
PCA OrpannueHr KOJIMYECTBA IBTHHYECKH CAMOJIET U © Y645
xapro (IATA)

PCA MaxkcuMaltHO HETHO KOJIMYECTBO 33 OTPaHUICHO : 10kg
KOJIMYECTBO ITBTHUUECKH camoneT U kapro (IATA)

PCA MHcTpyKIuu 3a OIaKkoBaHe MBTHUYECKK camoneT 1 © 670
xapro (IATA)

PCA MaxkcuMaiiHO HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camorret u kapro (IATA)

Wnctpyknun 3a onakoane camo kapro (IATA) L 677
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) : 200kg
Crerpanan pasnopenou (IATA) . A3, A5
ERG xox (IATA) : 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHApOIHATa MOPCKA OPraHu3alus

He e npunoxxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEJCTBO OTHOCHO 0€30MACHOCTTA, 3/[PABETO H OKOIHATA
cpena

15.1.1. Peranamentu na EC

REACH IIpuio:xenne XVII (YcioBus 3a orpaHn4aBaHe)

He cpappixa BemecTBo(a), BritoueHo(n) B [Ipunoxenne XVII Ha REACH (YcioBus 3a orpanudyaBane)

REACH, ITpuiaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He cpappixa BemectBo(a), BkimoueHo(u) B [Ipunoxenne XIV na REACH (Cnmchk Ha BelecTBaTa 3a pa3peaBane)
REACH Cnucbk ¢ kanauaar-semiectsa (SVHC)

He cpappika BemecTBo(a), BKitoueHo(n) B crincbka Ha REACH ¢ kanannar-BemecTsa

Peranament PIC (EC 649/2012, IIpeaBapuTesino 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Daunorubicin for system suitability

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Persament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHUuYHM 3aMbPCHTEJIH)

Henpunoxumo.

Per;iaMeHT 0THOCHO BellecTBa, KOHTO HapymaBaT o3oHoBus cioii (EC 1005/2009)

He cpappixa BemecTBo(a), BKIIIOUSHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBUA ci1oi (Permament EO 1005/2009 otHOCHO BemecTBa, KOUTO
HapylIaBaT 030HOBHSI CJIO¥)

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BenectBa (Pernament EC 2019/1148 3a npemiaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHM BEIIECTBA)

Per;iaMeHT 0THOCHO MpeKypCcOpHTe HA HAPKOTHYHY BemecTsa (EO 273/2004)

He cpabpika BemecTBo(a), BKIO4YeHO(1) B ciuckKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BemiectBa (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICHU BEIIECTBa, U3I0JI3BaHH 33 HE3aKOHHO MPOU3BOJICTBO Ha HAPKOTUYHH WIIH ICUXOTPOIIHH BEILIECTBA)

15.1.2. HauuoHa o1 pa3nopeaou

Hsima HanmuuHa JOBIHUTEIHA I/IH(I)OpMaLIHSI

15.2. Onenka Ha 6€30MacHOCT HA XUMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaimM4YHa TOMBJIHATETHA HHQOpMALIHS

PA3IEJI 16: Ipyra ungopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHOCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcuuHOCT (opainHa), Kareropus 3

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (opainHa), Kareropus 4

Carc. 1B Kanueporenuoct, Kareropust 1B

Carc. 2 Kanueporenuoct, Kateropus 2

Eye Irrit. 2 Cepro3Ho yBpexIaHe/apasHeHe Ha ounte, Karteropus 2

H301 ToxcuueH npu NOrIbLIaHE.

H302 Bpenen npu nornsinaxe.

H315 IIpenu3BukBa Ipa3sHEHe HAa KOXKaTa.

H317 Moxe 1a IPUYMHM aepruyHa KOXKHA PeaKIys.

H319 IIpenu3BuKBa CEPHO3HO ApA3HEHE HA OUHUTE.

H334 Moske 1a MPUYHHK alepruiHU UK aCTMATHYHH CUMIITOMHU WIIH 3aTPyAHEHNUS B AUIIAHETO IPH BJMIIBAHE.
H335 Moske 1a mpequ3BUKa Ipa3sHeHe Ha AUXaTeIHUTe IBTHINA.

H340 Mooxe 1a MPUYHHY TEeHETHYHH 1eEeKTH.

H350 Moske 1a MPUYHHA paK.

H351 IIpeanonara ce, ye MPUYMHSBA paK.

H360 Moske fa YBpEAHu OIUIOAUTENHATA CIOCOOHOCT MITH TII0AA.

H360FD Moske 12 yBpeaHu OIUTOAUTENHATA CIOCOOHOCT. MOske /1a yBpEaH ILIoAa.
Muta. 1B MyTareHHOCT 3a 3apOJMIIHHA KiIeTkH, Kareropus 1B

Repr. 1B TokcuaHOCT 32 penponykiusTa, Kareropus 1B

Resp. Sens. 1 Pecnimparopna cencnbmmsamms, Kateropus 1

Skin Irrit. 2 Koposus/apasueHe Ha koxata, Kateropus 2

Skin Sens. 1 Kosxna cencubnmzanusi, Kateropus 1

STOT SE 3 CreruuaHa TOKCHYHOCT 32 OHPEEICHN OPraHy — eAHOKpaTHA excro3umus, Kateropus 3, npa3sHeHe Ha IUXaTeIHATE TBTUIIA
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Nudopmanronen auct 3a 6€30macHOCT
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Kaacuduuupane u npoueaypa, u3no/I3BaHa 3a nojiydyaBaHe Ha KiacupurkanusaTa 3a cMecu cbriaacHo Persament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 3 (opasHa) H301 W3uucnureneH MeTox
Skin Irrit. 2 H315 W3uncinuTenen MeTos
Eye Irrit. 2 H319 W3uncnureneH MeTox
Resp. Sens. 1 H334 W3uncnureneH MeTox
Skin Sens. 1 H317 W3uncnureneH MeTox
Muta. 1B H340 W3unciaurened MeTo,
Carc. 1B H350 M3uncinurened MeTo
Repr. 1B H360FD W3uucnurenen meron
STOT SE 3 H335 W3uncnureneH MeTox

Wudopmannonen et 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHHIM, KOUTO CMsATaMe 3a
HaIeXIHH. Belpexn ToBa, HHpopManusTa ce mpefocTaBs 0e3 HUKaKBa rapaHIysl, N3pHIHA WM IT0pa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT

03/04/2023 ([aTa Ha u31aBaHe)

BG (6warapckn)

11/11




