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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Cabazitaxel impurity FP-A

XHUMHYECKO HANMEHOBAHHUE : 4-(Acetyloxy)-1,13alpha-dihydroxy-7beta, 1 Obeta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-
yl benzoate

Kon na npoxykra : 202300167

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (nepmaina), Kareropus 3 H311
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
MyTareHHOCT 3a 3apOAMIIHY Ki1eTku, Kareropus 2 H341
TOKCHYHOCT 32 PENPONYKIMATA, TOMBIHHTEIHA KATETOPHs, €PEKTH BBPXY HIN H362
4pe3 JIaKTaluaTa

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B H360Df
CreruuaHa TOKCHIHOCT 32 ONpeJie]IeHH OPraHy — IIOBTapsIia ce ekcnosums,  H372
Kareropus 1

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTCJICTBA.
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Cabazitaxel impurity FP-A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

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

IMpenopsku 3a 6e3omacuHoct (CLP)

S ¥

GHS06 GHSO08 GHS09
OmacHo
H302 - Bpenen npu noribluaHe.
H311 - TokcHuYeH NpH KOHTAKT C KOXKaTa.
H315 - IIpean3BukBa Apa3HEeHE Ha KOXKaTa.
H341 - IIpennonara ce, 4e IPHINHSABA TeHETUIHN JS(EKTH.
H360Df - Mosxe na yBpeau mioza. IIpeamnonara ce, 4e yBpeska OILIOAUTEIHATA CIOCOOHOCT.
H362 - Moxxe na Obzie BpesieH 3a KbpMadeTa.
H372 - IIpuunHsBa yBpexxIaHe Ha OPraHUTE II0CPEICTBOM IPOIBDKATEIHA HIN IIOBTapSIIa ce
EKCTIO3UIIHSL.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIHUATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbIeTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WK U OpH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce n30srea u3nyckaHe B OKOJIHATa Cpeaa.
P280 - M3non3BaiiTe npennasHu pbKaBULU/TIPENa3HO 00ICKIO/MPena3Hu OYrIa/Ipena3Ha Macka
3a JuIie.
P301+P312 - ITPU ITOI' JTBIIAHE: npu nepasnonoxenue ce odagere B LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P302+P352 - ITPU KOHTAKT C KOXXATA: U3muiite 00MIHO ¢ BOAA.
P308+P313 - [IPU siBHa uim npeamonaraema excrno3uuus: [IoTepceTe MEANIIMHCKY CHBET/IOMOIIL.
P312 - Ilpu Hepasnonoxenue ce obanere B LIEHTHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - CnennanusupaHo ge4eHue (BXK. JOIIbIHUTEIHA HHCTPYKIHS 32 IbPBa IIOMOII HA TO3H
€THKET).
P330 - UsmnakHere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXXHO Jpa3HeHe: [loTbpceTe MeANIIMHCKH ChBET/TIOMOIIL.
P361+P364 - He3abaBHO cBajeTe ISUIOTO 3aMbPCEHO 00JIEKIIO U TO M3MEPEeTe MPeau OBTOPHA
ynotpeba.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.
P391 - Cpbepere pazasaToro.
P405 - Jla ce cbxpaHsiBa 1oJ KIr04.
P501 - CbappxaHHETO/ChABT Aa CE U3XBBPIH B IIyHKT 3a ChOMpaHE Ha ONMACHH WU CIELHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIIHY, HAIIMOHAIHY H/HIH MEKIyHApPOJHU
pasnopenou.

ETuxernpaHe B ChOTBETCTBHE C: H3KIIOUCHHUS 32 BBTPELIHH OIIaKOBKH, KOTaTO ChAbPKaHUETO He ImpeBumiaBa 10 ml

Iuxrorpamu 3a onacuoct (CLP)

Sob

GHS06 GHS08
2.3. JIpyru onacHoCTH
HsiMa Hann4yHa JOMBIHATETHA HHQOpMALHS
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

4-(Acetyloxy)-1,13alpha-dihydroxy-7beta, 1 Obeta- - <100 Acute Tox. 4 (opanna), H302 (ATE=500

dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl mg/kg TelxecHo Tero)

benzoate Acute Tox. 3 (zepmanna), H311 (ATE=300

mg/kg TelxecHo TerIo)
Skin Irrit. 2, H315

Muta. 2, H341

Lact., H362

Repr. 1B, H360Df
STOT RE 1, H372
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. OnucaHne Ha MepPKHUTe 32 MPBA MOMOLI

[TspBa oMo Npy BAMIIBAHE : Jla ce ocTaBM MOCTPaAAIHs HA YUCT BB3AyX. OCUTypeTe CBeX Bb3AyX Ha 3aCETHATOTO JIHLE.

ITspBa oMo PH KOHTAKT € KOXKaTa : Jla ce oTcTpaHH MaKCHMAIHO 4Ype3 H30bpcBaHe (C YMcTa H MeKa IonuBaila Kbpmna). la ce u3mue
OOMIIHO ¢ BOJa B KOSATO € MPUOABEH ICTEPreHT.

[TppBa moMoLI IPU KOHTAKT C OYHTE : M3mnaksere ¢ Boaa, KaTo IbPIKUTE OYUTE LINPOKO OTBOPEHH.

[IppBa nomo1l NpU MOTITbIIAHE : W3mnakuere ycrara. Hesabasno ce o6anere B LIEHTBP 110 TOKCHUKOJIOI' M Sl/Ha nexap. Moxe na

Ob1e NPENoOpbYAHO NPOABIDKUTEIIHO MEAUITUMHCKO Ha6J’I}OI[CHI/Ie.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIU CJIe/l U3BECTEH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]l

Cumnromu/edextn : BB3MOXHN ca 3aKbCHENN eheKTH.
Cumnitomu/eekTn clies BAUIIBaHE : HenocraTbunu 1aHAm.
CumnToMu/e(heKTn Clies KOHTAKT ¢ KoXkKarta : HenocraTbunu 1aHAm.
CumntoMu/eheKTn cliess KOHTAKT C OYNTe : HenocraTbunu 1anAm.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIHMHCKH T'PUKHA U CIELIMATTHO JIeUeHue

HOT’BpCeTe MCIUIUHCKHA CLBeT/HOMOI]_L HpH BB3MOXKHOCT [1a C€ IMOKaX€ HACTOSAIIUA JIUCT, @ aKO HE € Ha Pa3II0JIOKEHHUE, a CE TIOKaXXE OITaKOBKaTa UK €TUKETA.

PA3IEJI 5: IIpoTHBONOKAPHUA MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

HOI[XOI[SII]_II/I TI0)KapOTaCUTECIIHA CPEIICTBA : OI[C}IJ'IO 3a 3aracCsHe Ha OT'bHI.
5.2. Oco0eHn 0NIACHOCTH, KOUTO NPOU3THYAT OT BELIeCTBOTO HJIH CMECTa
OmacHOCT OT moXap . Bux naparpad 2.2.

5.3. CbBeTH 32 MOKapHHKAPHUTE

WHCTpyKUuH 3a TaceHe Ha MoXKapu : Jla ce U3MON3BAT CPEACTBA, IOAXO/ISIIH 38 TACEHE HA MOKAPU B CHCEICTBO.
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku npu aBpapuiiHO H3IIyCKAHE

OO0y MepKku : Jla ce u30sirBa mpeKust KOHTAKT ¢ Mpoaykta. He BaumBaiite
npax/myIeK/ra3/anM/u3napeHus/aepo30im.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBAps 32 CIIELIHHU CJIy4Yan

ABapuiiHH IITaHOBE : Jla ce HOCH HOJXOMSIIO MPEANAa3HO 00IEKII0, PHKABHIH H 3aIUTHH CPEACTBA 3a OUUTE HIIH JIULETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Meroau 3a HoYHCTBaHE : Y6ez[eTe C€, 4€ OTIaABLUTE Ca C’LGpaHH H CC ChXpaHsABAT Ha CUTYPHO MACTO. TTouuncrere

CTapaTeJIHoO. ,Z[a C€ U3MHUC HeC’LGI/IpaeMH}I OCTaTBK C : PaBTBOp OT HAaTPUECB XUIIOXJIOPHUT.

Hsama Hammyaa JOITIBJIHUTCITHA I/IH(i)OpMaLIPISI

OopaboTka u ¢

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha 00paboTka : Ha notpeGuTesst 1a ce 00bpHE BHUMAHHE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHH C M3IIOI3BAHETO Ha
HPOJYKTA 3a APYTH LIEIH, PA3IHYHHU OT TE3H, 3a KOUTO € IIPeIHA3HAYCH.

TIpennaszuu Mepku 3a Oe3omacHa pabora : C matepuaia TpsiOBa J1a ce paboTu BHUMATENHO. J{a ce n30area npekus KOHTaKT ¢ npoaykra. C
MaTepHaa Tpsa0Ba Jja ce paboTH o] TabopaTopHa KaMUHA, JOKOIKOTO TOBA € B3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTu B CHOTBETCTBUE C M3MCKBAHUSATA Ha 10OpaTa MPOMHUIIICHA XUTHEHA U MIPOLIEYPHUTE 32
0e30macHoOCT.

TeXHU4YECKH MEPKH : Jla ce cna3BaT MpUIIOKUMUTE pa3nopenou.
YcnoBus 3a chXpaHsiBaHe : Jla ce cpxpaHsiBa MoJ KIr0Y.

Bumx maparpad 1.

J1 HA EKCHO3]’[1[lrlﬂTa/JIll‘lHH npeanmasHu Cpeacrea

8.1.1 HanmoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJIOIrMYHN TPAHUYHH CTOHHOCTH
Hsma nanwyHa 1oMBIHUTENHA HHOOPMAIIUSL

8.1.2. IlpenopbunTeIHH NPOLEIYPH 32 HAGII0deHHE

Hsima HanmuHa gonmbiHUTENHA HHGOPMALHS

8.1.3. O6pasyBar ce 3aMbpPCHTEJIM HA Bb3/1yXa

Hsma nanwyHa gonbIHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

8.1.5. Peryinpane upe3 o6xsatu (control banding)

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS
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Cabazitaxel impurity FP-A

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

8.2.1. Ioaxoasil TeXHHYECKH KOHTPOJI

IMoaxoasii TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B JoOpe MPOBETPUBO MoMelIeHue. Jla ce H3I0N3yBa SANHCTBEHO B CMyKaTe/lHa KabHHa ¢ HHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JInuHH NpeanasHu CPeAcTBa
8.2.2.1. 3amuTa Ha OYHUTE U JIMLETO

3amuTa Ha ounTe:
IMpennasuu ounna. DIN EN 166

8.2.2.2. [Ipenna3Bane Ha KOXkKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOIUHBO 3amuTHO obnexo. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHYECKH YCTOHUYMBY npeanasHu pbkasuuu. [SO 374-1
8.2.2.3. 3amuTa Ha AUXaTEJTHUTE MbTHIA

3ammTa Ha IUXaTeTHHTE MbTHINA:
OrtnensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TIpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIUATA B OKOJIHATA cpe/ia

Hsima Hanmana JOIIBJIHUTCITHA I/[H(t)OpMaI_II/IH

PA3JIEJI 9: ®u3u4YHA U XUHMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHHM M XMMUYHH CBOICTBA

ArperatHo CbCTOsSHHE : TBBpIO BELIECTBO
IBsar . He e Hannmuno
Mupuc : He e npunoxumo.
I'panunaTa Ha Mupuca : He e manuuno
Touxa Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuNEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'pannny Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonmHa rpaHHIIa Ha eKCIIO3UBHOCT . He e npuoxxumo
I'opHa rpanuLa Ha EKCIJIO3UBHOCT : He e npunoxumo
IInamua remnepatypa : He e npunoxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxumo
Temmnepartypa Ha paznaraHe : He e HannuHo
pH : He e nannuno
pH pastBop : He e nannuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PasztBOpumocT . Bopma: >
Koedunuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e Hanuuno
Kow)

Hansarane na napute . He e HannuHo
Hansraune na napute npu 50°C . He e Hanuuno
IInbTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha uactuimre . He e naauuno
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

9.2.1. Undopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONACHOCT

Hsma HanwyHa HonBIHHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 0€30MacCHOCT

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

JIEJI 10: CTtaboniano

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIs ONACHU HU3MAPCHHUS.

KCHKOJIOIr'M4YHa HHq)OpMaIIHH

Ocrtpa ToKcHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BMILIBAHE)

Bpexen npu normbiiane.
TOKCHYEH IPU KOHTAKT C KOXKara.
He ce xnacudunupa (Jlumncsaiu q1aHam)

4-(Acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl benzoate

LDS50 opanHo mrbx > 300 — <2000 mg/kg (mporHo3Ha CTOHHOCT)

LD50 nepmanHo mrbx > 200 — < 1000 mg/kg (mporxHo3Ha cTOHHOCT)

KOpO3I/lBHOCT/ JIpa3HCHE Ha KO)KaTa Hpe/:[l/l?:BI/lKBa JIpa3HCHE Ha KO)KaTa.

CepHo3HO yBpex/JaHe Ha OUHTe/Apa3HEeHe Ha OUHTE He ce xnacudunmpa (Jluncsamy naHamM)

CeHcnOMIM3anUs Ha IUXATETHUTE IBTUIIA WK KOXKaTa
MyTareHHOCT Ha 3aPOUIIHUTE KIETKA
Kanneporennocr

TOKCHYHOCT 3a pENpOAyKIHATa

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN
OpraHu) — €IHOKpATHA EKCIIO3HLIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraHu) — MOBTApSIIA C& EKCTIO3UIHS

OnacHOCT NpH BAMIIBaHE

He ce xnacudunupa (Jluncsamy naHam)

Ipenmnonara ce, 4e IPUYNHABA TCHETUIHHU Te(EKTH.

He ce knacuduuupa (Jlumncsaiu 1aHam)

Mosxe na 6b/1¢ BpesieH 3a Kbpmaueta. Moxe a yBpeau mioza. [Ipeanonara ce, 4e yBpexnaa
OILIOJIUTEITHATA CIIOCOOHOCT.

He ce xnacudunupa (Jluncsamy naHaM)

IIprunHasiBa yBpex1aHe Ha OPraHUTE IIOCPESACTBOM IIPOABDKUTEITHA HITH IIOBTAPSIINA CE SKCIIO3ULIHS.

He ce knacu¢urmpa (TexHudecka HeBb3MOXXHOCT 32 MOJIy4aBaHE Ha JaHHH)

Hsma HanuvHa ZONBIHUTETHA HHPOPMAIIUS
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 12: Exosiornyna uH(popmManus

Exosorust - 061110 : Omnachu otnaxbuu. [la ce M3M0JI3yBaT MOAXOASAIIN KOHTCHHEPH 32 OTIAAHUTE HPOYKTH.
OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : CHMIJIHO TOKCHYCH 3a BOJHUTE OPraHU3MH.

OnacHo 3a BOJHATA Cpe/ia, ABIrOCPOUHA (XPOHHYHA) : CHIIHO TOKCHYEH 3a BOJHUTE OPraHU3MH, C JIBITOTPacH eeKT.

He ce pasrpaxua 6bp30

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha MOMBIHUTENHA HHOPMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: OGe3Bpesxaane HA OTHAABIUTE

MecTHO 3aKOHOIATEICTBO (OTl'IaI[’LI.II/I) : I[a C€ U3XBBPJIU 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHU pa3nope;[6n.

HpCHOp’LKI/I 3a o6e3Bpe>Kz[aHe Ha HpO,ZlyKTa/OHaKOBKaTa : I[a HE C€ U3XBBPJIAT OTHAABIUTE B KaHAJIA3ALIUATA. I/ISXB’BPJ'ICTC TO3U MaTepUa U HErOBUA
KOHTeﬁHCp B LICHTHP 3a C’BGI/IpaHe Ha OnaCHU M ClICHUATHA OTHAaAbIIA.

PA3JIEJI 14: UndopManysi OTHOCHO TPAHCTIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucska Ha OOH nnn naenTudukanuoneH Homep

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPIO TOXIC SOLID, ORGANIC, Toxic solid, organic, n.o.s.
BEIIECTBO, N.O.S.
OPI'AHMYHO, H.V K.

Onucanne Ha TPAHCHOPTHHTE JOKYMEHTH

UN 2811 TOKCUYHO UN 2811 TOXIC SOLID, UN 2811 Toxic solid, organic, n.o.s., 6.1, III, ENVIRONMENTALLY HAZARDOUS
TBDBHPJIO BEHIECTBO, ORGANIC,N.O.S., 6.1, I,
OPTAHMYHO, H.Y K., 6.1, MARINE
III, (E), OTIACHO 3A POLLUTANT/ENVIRONME
OKOJIHATA CPEJIA NTALLY HAZARDOUS

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

6.1 6.1 6.1
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Cabazitaxel impurity FP-A

I/IH(I)OpMaL[I/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMDG

IATA

6

=&

=&

6

14.4. OnakopbYHa rpyna

I ‘ 1

1

14.5. OnacHocTH 32 0KOJIHATA cpeja

Ha Ja

OrmacHo 3a OKoJIHaTa cpena: OmnacHo 3a OKOJIHaTa cpena:

Mopcku 3ambpeuTen: Jla

OnacHo 3a okosHaTa cpena: la

Hsma JOITBJIHUTECITHA HAJTUIHA I/[H(fbopMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpedUTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cneruanuu pasnopenou (ADR)

Orpannuenn xonnyectsa (ADR)

Wskimtouenu konmdectsa (ADR)

OnakoBbuHn nHCTPYKIHU (ADR)

Crienaiiu onakoBbuHH pasznopentdu (ADR)

Cmecenn onakoBky (ADR)

VHCTpyKIMH 32 IPEHOCHUMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CrienpiaiHu pasnopeaoy OTHOCHO MPEHOCHMH LIUCTEPHH
" KOHTeiHepy 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Creruansu pasnopenou oTHocHO nuctepau (ADR)
ITpeBo3HO CPECTBO 3a MPEBO3 B IUCTEPHH
TpancnoprHa kareropust (ADR)

Crrenmanau pasnopenou 3a npeso3 - Hacumao
cberosiHue (ADR)

CrienmaHu pasnopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)

CrienaiHu pa3nopenon 3a NpeBo3 — OTEPATUBHH
n3uckBanus (ADR)

Wnentudukanponex Homep 3a onacHocT (Kemiep No.)
OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

TpancnopTt o Mope

Crnennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
W3knrouenu konnyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)
IBC onakopbunu unctpykuuu (IMDG)
IBC cneunanuu pasnopenou (IMDG)
Wuerpykuuu 3a nucrepuu ( IMDG)
Criennanuu pasnopendu otHocHo uucrepuu (IMDG)
EmS-Ne (TToxap)

EmS-Ne (Paznug)

Kareropus na toBapene ( IMDG)
CaoiictBa u Habmozaenus (IMDG)

T2

274, 614
Skg

El

P002, IBCO8, LP02, R0O01

B3
MP10
T1

TP33

SGAH, L4BH
TU15, TEI9
AT

2

VC1, VC2, AP7
CV13,CV28

S9

60

60

2811

223,274
Skg
El
P002
IBCO8
B3

Tl
TP33
F-A
S-A

A

Toxic if swallowed, by skin contact or by inhalation.
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Bb3aywmeH TpaHCnopT

PCA Uzkmouenn kommaectsa (IATA) : El
PCA OrpanudeHn KOIHYECTBA IIbTHHIECKU CaMOJIET 1 1 Y645
xapro (IATA)

PCA MakcuMaHO HETHO KOJIMYECTBO 32 OTPaHUYCHO . 10kg
KOJIMYECTBO ITBTHUUECKH caMoneT U kapro (IATA)

PCA UHcTpyKimy 3a oIlakoBaHe MbTHUYECKH caMolieTu © 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IBTHUYECKH : 100kg
camornet u Kapro (IATA)

WucTpyxnuu 3a onakoBaHe camo kapro (IATA) 1 677
MakcuMaiHO HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Crenmanau pasnopendu (IATA) : A3, AS
ERG ko (IATA) : 6L

14.7. MopckH TPAaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHapoaHATAa MOPCKAa OPraHU3anus

He e npunoxumo

PA3JIEJI 15: UH¢popmanusi OTHOCHO HOPpMATHBHATA ypenoda

15.1. Cienuuaam 32 BEeNIeCTBOTO WJIH CMECTAa HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BelllecTBaTA 3a pa3peliaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BeliecTBara 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seirecrsa (SVHC)
He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa
Pernament PIC (EC 649/2012, IIpenBapuTe1Ho 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunosxumo.

PerjiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He durypupa B cnucbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cinoii (Permament EO 1005/2009)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpe6ara Ha
IIPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOUeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHM 32 HE3aKOHHO MIPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIM CMeC

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI
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Cabazitaxel impurity FP-A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

JIEJI 16: /Ipyra nadopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OlacHOCT:

Acute Tox. 3 (nepmaiHa) Ocrtpa TokcnuHoCT (nepmainna), Kareropus 3

Acute Tox. 4 (opanHa) Octpa Tokcu4HoCT (opanHa), Kateropus 4

Aquatic Acute 1 OmacHo 3a BOAHATA cpefia — OCTPa OMACHOCT, KaTeropus 1

Aquatic Chronic 1 OnacHo 3a BoJJHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 1

H302 Bpenen npu nornsiuaxe.

H311 ToKCHUEH NPHU KOHTAKT C KOXarTa.

H315 Ipenu3BuKBa Ipa3sHEHE HA KOXKAaTa.

H341 Ipenmonara ce, 4e NPUYNHABA TCHETUYHU Te(EKTH.

H360Df Moske na yBpeau mioza. Ilpeamnomnara ce, 4e yBpeskaa OILIOAUTEIHATAa CHOCOOHOCT.

H362 Moske n1a Obe BpesieH 3a KbpMayera.

H372 IpuunHsBa yBpexkAaHEe HAa OPraHUTE MTOCPEACTBOM MPOIBIKHTEIHA WM TOBTAPSIIA CE eKCITO3UIHS.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHU3MH, C IBITOTPacH e(eKT.

Lact. TokcuaHOCT 32 PEIPOAYKIHATA, JOMBIHATEIHA KaTETOPHs, €peKTH BbPXY HIX Upe3 JIAKTallUATa
Muta. 2 MyTareHHOCT 3a 3apOJIUIIHU KiIeTkH, KaTeropus 2

Repr. 1B TokcuuHoCT 3a penpoaykiusata, Kareropus 1B

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

STOTRE 1 Crenudryaa TOKCHIHOCT 32 ONpeJie]IeHH OpraHy — IIOBTapsIa ce ekcrosuius, Kareropus 1

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpkamnia ce B To3u MHpopMaoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaIusTa ce IpeaocTans 6e3 HUKaKBa rapaHIys, H3pUYHA MU Oo/pa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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