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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Cabazitaxel impurity FP-A

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

apOpuog CAS : 183133-94-0

Kodwodg mpoidvtog : 202300167

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
O&ela to&ucodmra (16 Tov d€ppatog), kotnyopia 3 H311
AGBpwon/epebiopdg tov dépatog, katnyopio 2 H315
MetoAra&Lyéveon YEVVITIKOV KUTTAP®V, Katyopio 2 H341
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

To&wdmTo 6TV avamapay®yn, Enmpdchetn katnyopia, emdpacelg H362

o1 YoAovyio 1 HES® TNG Yolovyiog

Ewwn to&ikomra og 0pyova-ctoxovs botepa and eravelnuuévny  H372

£xbeon, katnyopio 1

Emcivduvo yia 1o vddrvo mepifdirov — 0&og kivduvog, katnyopiog 1 H400

Emcivduvo ya to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410 M=10)
Kkatnyopiag 1

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdAlov

Empropés oe mepintmon katdmoong. To&ucd oe emapn pe 1o déppa. [ToAd to&ucd yia Toug v3POPLOVE OPYUVIGHOVS, HE LAKPOYPOVIES EMTTAOGELS. Y TOTTO YloU
TPOKANG YEVETIKOV ehattopdtmv. Mropel va BAdyet t yovipdmra 1 to £uPpvo. Mmopel va Brdyet ta Bpéon mov tpépovtar pue untpkd yora. [pokaiel
epediopd tov déppatog. Ipoxaket BAaPeg ota dpyava Hotepa and TapateTopévn N emavelnupévn Ekbeon.
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

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

2.2. Xtoyyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)
AnAdoelg emkvdvvotntag (CLP)

AnAdoelg Tpoevraéng (CLP)

S ¥

GHS06 GHSO08 GHS09
Kivdvvog
H302 - Emprofég o€ nepintmon Katdmroons.
H311 - To&wd o€ emopn pe TO dEPLOL.
H315 - TIpokaiei epebiopd tov déppatoc.
H341 - "Y7tomto Y10 TpOKAN G YEVETIKOV EAATTOUATOV.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.
H362 - Mmopei va. BAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAQL.

H372 - TIpoxaiei fAdPec ota dpyava (Nmap) HoTEPO OO TAPATETAUEVT 1| EXOVEIRUUEVT EkOEDT.

H410 - TToAD To&1K0 Yot TouG VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOCELS.

P201 - Epodwiorteite e Tig €181kEG 00N yieg Tpv amd ) xprion.

P202 - Mnv 10 pnGLOTOMGETE TPV SLOPACETE KL KATAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopdoeis/aéplo/otayovidlo/atnods/ekvepdpota.

P263 - Amogedyete TNV €mapn 6TN SLAPKELL TG EYKVHOGVVNG KL TNG YOAOLYiG.

P264 - TTAOvete TaL ¥€p1a, TOVG TNXELS (AvTIBPayieL) Kot To TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.

P270 - Mnyv 1pdte, ivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P273 - No amogevyetor 1 ehevBépwaon 6to mepBAALOV.

P280 - No @opdrte TpOGTATEVTIKE YAVTIO/TPOCTUTEVTIKG EVOVLATO/HEGO OTOHIKIG TPOCTAGIOG Y10 TOL

UATLO/TO TPOGMTO/TAL OVTIA.

P301+P312 - ZE IIEPIIITQYXH KATAIIOZHX: KaAéote to KENTPO AHAHTHPIAXEQN 1 éva

ytpo, av acbavieite adabeoio.

P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAdvte pe dgpbovo vepd.
P308+P313 - XE IIEPIIITQZH éxfeong | mbavottag £xbeong: Zvppovievbeite/Emokepheite
ytpo.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 1y éva yatpd, av oncbaveite adobecio.

P321 - Xpedleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNOEIDV OTNV ETIKETA).

P330 - Egmhdvete 10 0TOUA.
P332+P313 - Eqv mapatmpnBei epediopog tov déppatog: Zvppovievbeite/Eniokepbeite yratpo.

P361+P364 - BydAte apéows OAo To LOAVGUEVO POV KOt TAOVTE TOL TPV TOL EQVOLYPT|CULOTOCETE.

P362+P364 - BydAte ta poAvopéva podyo Kot TAOVTE To TPV TO. EAVOYPNCLLOTOU|CETE.
P391 - Maléyte ™ yopévn mocdTA.
P405 - dvidooetotl KAEWB®UEVO.

P501 - AwdBeom Tov mEPLEXOUEVOV/TEPLEKTN GE oNpelo GLAAOYNG EMKIVELV@OV 1| E18IKOV amoPfAT®V,

GUUPOVO LLE TOVG TOTKOVG, TEPLPEPELOKOVG, £BVIKOVG /Kot dieBveic Kavoviopode.

Ifpavon copemva pe: EEapeitat n ecwtepikn cvokevascio, ta tepleydpeva g oroiog dgv vepPaivovv ta 10ml.

Ewovoypappata kivovvov (CLP)

2.3. AALot Kivovvolr

AlAeg mAnpoopieg

Sob

GHS06 GHSO08

[Ipocoyn - n Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPOC.
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopieTikog KOOIKOG % Koraraén copeova pe tTnv odnyia
TPOioVTOG 1272/2008 EK [CLP]

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta- apBpdg CAS: 183133-94-0 <100 Acute Tox. 4 (Amé tov otopatog), H302

dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl (ATE=500 mg/kg)

benzoate Acute Tox. 3 (A1 tov déppatog), H311

(ATE=300 mg/kg)

Skin Irrit. 2, H315

Muta. 2, H341

Repr. 1B, H360

Lact., H362

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410 (M=10)

IIpeg keipevo tov dnhdoemv H kot EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponberdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and glomvon : Metagépete Tov mofovta oTov Kabapd aEpa Kot apnoTe ToV Vo EEKOVPOCTEL 68 GTAOT TTOV
S1evkoAvveL TV avamvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zopfovievdeite/Emoxeqbeite yotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : Bydte ta poivopéva podya. IThvvete to déppa pe dpbovo camovvovepo.
Zopfovievdeite/Emoxebeite apéong yotpd. Eqv o epebiopdg tov déppotog emyévet,
cvppovlevteite yloTpo.

Métpa tpdtev Bonbdeidv petd amd exapn He o LaTio. . Eemhovete pe vepd kpatdvtog o BrEeapa kakd avorytd. Zvpfovlevteite yuatpd edv cvveyiletat o
TOVOG M 1| KOKKWVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo edv to dtopo drotnpel Tig atenoelg Tov). Mnv yopnynoete moté
0TWNTOTE 0O TO GTOUA GE ATOUO TTOV £XEL XAoeL Tig aichnoelg tov. Kodéote apuéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/EMOPAUCELS UETE OO ETOPT| LUE TO EPLLOL : Ilpokaiel epediopd Tov déppotog.

4.3."Evo€1En 0mo10.601)TOTE ATUITOVIEVIS GUESTG LUTPIKNG QPOVTIONS KL E10IKNG Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkoyld. Atoeidio Tov
avOpaxa. Pexaopoc pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKATIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

X mepinTmon TupKaylig Tapdyovtot ETKivouva . H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaia Kot
TPOIOVTO amocHVOESNG ko to&a agpta. [IBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTeg

MéTpa yio TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePoL TG TuPOSPecng 6TO TEPIBAALOV.
Ipootocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANAO0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPIOL, TO LATIO 1] TO POVYIGUO.

I TpocOmKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCOTIKO.
T dTopa wov TPocPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhinio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyetor n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG amoyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vepov.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Ko TOTODETOTE TO G€ Evav KOTAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog (e amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe ™ didbeon.

TMHMA 7: Xepiopog kon awodnkevon

EmumAéov kivovvor katd v enegepyacio : Eykvpovovoeg kot Inhalovseg vo unv €pyoviat o€ Kapio ETaen He 10 Tpoidv.
TIpopura&elg yio ac@oAn YEPLoUO 1 Amogedyete kK0Be mepirtn £xbeon. Ppoviiote dote 0 xdPog epyaciog va eEoepiletor cwoTE.
Métpa vyewvig : Mnyv 1pdrte, mivete 1| Komvilete, OTaV XPNOUOTOLELTE 0VTO TO TPOidV. T LOAVGHEVE EVIVLLATO

epyaciog dev mpémet va Byaivouv amnd o xdpo epyaciag. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAEYLILO KoL LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo xdpo. O mepéktng datnpeitor EpUNTIKA KAEIGTOS. ATOQEVYETE
T (ot kot TV Gueon nAlokn aktvoBolia.
Y\iké cvokevasiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki tpoctacio
Aev vdpyovv emmAov TANPoPopie

Kotaiinhor pnyavikoi £éheyyor

Katalinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvndmg amatteitol cHOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOV

ATOMKOG TPOGTUTEVTIKOS EE0TAMGPOG

IIpocTocia TOV HOTIAV KOl TOV TPOCAOTOV

IIpocrocia 0pOaipcdv:
Dopdre cuokevn Tpoctaciog yio o patio. [Ipootatevtikd yvaid pe TAdylo tpoctatevtikd. (EN 166)
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdte kordAAnia yavtue. IIpocstatevticd yavta avOektikd og ynukd npoiovra. (EN 374)

IIpocTocia TOV AVATVEVGTIKAV 00DV

IIpootacio TOV OVATVEVGTIKAV 00(DV:
X nePImTOON TOPAy®YNG oKOVNG, YPTOLLOTOWOTE TPOCTATEVTIKY LAcKa e @idtpo : P3

TMHMA 9: ®vokég Ko ynNUIKES 1O0TNTES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéorpo
Moprakn palo : 572,6 g/mol
Oopn : Mn Swbéopo
Opro oopng : Mn Swbéopo
Inueio Eemg 1 >230°C
Inueio mEemg : Mn Swbéopo
Inueio Bpoacod : Mn Swbéopo
Evpiektomra : Mn Swbéopo
Xapunhotepo 6pio £kpnéng : Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agv oydet
Inueio avapreéng 1 Aev woyvet
Bepokpacio avTavaPreEng 1 Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéopo
Adropo pH : Mn Swbéorpo
1EDOEC, KIvepaTikog (17) 1 Aev woyvet
Awdvtomro : Negpb: <0,1 g/l
TUVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavVOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Tdon atumdv : Mn Swbéorpo
Ilieon atpov o Oepporpacio 50°C : Mn Swbéorpo
TTukvémta : Mn Swbéotpo
TyETIKN TOKVOTNTO : Mn Swbéorpo
ZyeTkn TokvoTNTa ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéotpo

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOpieg
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Cabazitaxel impurity FP-A

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

10.5. Mn coppotd vikda
Agv vdpyovv emmALov TANPOPOPiEs
10.6. Emucivovva wpoiovta amwocHvieong

Aev vdpyovv emmAov TANPOPopie

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpogopieg yro. Tig TAEELS KIvdvVo, 67Teg opilovrar otov kavovioué (EK) apid. 1272/2008

Oé&ela to&codmra (amd oTOHUTOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: EmProfés oe nepintoon kotdmoong.
1 To&wod oe enaen pe o déppa.
1 Mn ta&vounpévog (Erdepatikd dedopéva)

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

LD50 amd tov 6t0p0T0G 68 apovpaiovg

> 300 — <2000 mg/kg (ektipdpevn Tiun)

LD50 péom tov déppatog oe apovpaiovg

>200 — < 1000 mg/kg (extipodpevn tiun)

AGBpmon kot epebiopog Tov d€ppratog
ToPBopn opBaipkn PAAPN/epebiopog
EvaisOntonoinon tov avomvevotikod 1
guateOntomoinon Tov dépHaTog
Metalho&yEveon YEVWNTIKOV KUTTAP®V
Kapxivoyéveon

To&wdmTo 6TV AVaTapoy®Yn

Ewwn to&ikomra ota dpyava-ctoyovg (STOT) —
epanag éxbeon

Ewdu to&uwcotnta ota dpyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvdovotnta avappdenong

: Ilpokaiel epebdiopd Tov dépporog.
1 Mn ta&wvopnpévog (EAkepaticd dedopéva)
1 Mn ta&wvopnpévog (EAepaticd dedopéva)

: 'Y®omTo Yo TpOKAN G YEVETIKOV EANTTOUATOV.
: Mn ta&vounpévog (EAiepatikd dedopéva)

: Mmopei va fAdyet T yovipotta 1 o EuPpuo. Mropei vo. PAdyet Ta. Bpépn mov TpépovTal e

UNTPKo YOO

1 Mn ta&vounpévog (EAeipatikd dedopéva)

. Ilpokaiel PraPeg ota dpyava (Mmap) VoTEPO 0d TapATETAUEVN 1) ETAVEIANUUEVT EKOECT|.

: Mn ta&vounpévog (Eriepatikd dedopéva)

11.2. ITAnpo@opieg Yo GAAOVG TOTOVS ETKIVOVVOTNTAG

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

12.1. To&wkétnTa

Emcivduvo yio to vdativo meptBdilov, Bpayumpodbespog

(0809)

Emcivouvo ya 1o vddtvo tepidAlov, Lokpompdbesog

(xpoviog)

: IToAD T0&1cd Yo Tovg VEPOPLOVS OPYUVIGHOVG.

: TToAD T0&tKd Yo Tovg VEPOPLOVG OPYAVIGHOVG, IE HOKPOYPOVIES EXTTMOCELS.

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

ErC50 ¢oxn

<1 mg/l (72 dpeg) (eKTDUEVT TIUN)

NOEC ypdévia kopKivoedn

>0,001 —<0,01 mg/l (21 nuépec) (ekTinmdpevn TI)

12.2. AvOEKTIKOTN T KoL LKOVOTNTO 0T0O0NONG

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

AVOEKTIKOTNTO KO IKOVOTNTO ATOdOUNGNG

Aev voiotaton Tayeio amocvvieon

12.3. AvvototnTo frocveocapevons

Aev vdpyovv emmAov TANPoPopie
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Cabazitaxel impurity FP-A

Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA

ADR IMDG IATA
14.1. Ap1Opéc OHE 1 apOpog TavtotnTog
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacia amostoric OHE

TOZIKA XTEPEA, OPT'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Ieprypagn eyypaoov peTogopds

UN 2811 TOZIKA XTEPEA, OPI'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 111,

6.1, 111, (E), EIIIKINAYNA I'TA TO IIT, MARINE ENVIRONMENTALLY HAZARDOUS
TIEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-€1g KivdHvov KOTE TN PHETAPOPA
6.1 6.1 6.1

£33

6

$

&2

6

$

14.4. Opdodo cvokevaciog

1II

1II

1II

14.5. eprforrovtikn emkivovvoTnto

Emucivduvo yio to mepidiiov: Now

Emkivduvo yio to mepididov: Not
MoAVGHATIKOS TapEyOVTOG Y10l TO VIGTIVO
nepBdiiov: Noaw
ApOuoc EmS (Ivpkayd): F-A
ApBuog EmS (Awppon): S-A

Emucivduvo yio to mepidiiov: Now

Aev vrapyovv emmAéov Stabéoiueg TANPOEOpieg
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

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

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo peragopd

Kddwoag ta&vounong (ADR)

Ewducée dotaées (ADR)

Mepropiopéveg moodteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewdwés dotaéerg ovokevooiog (ADR)

Awtdéelg pektg cvokevacieg (ADR)

Odnyieg Yoo opNTEG SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
x0dnv (ADR)

Ewducég drotaéers yio popntég deEopevig Kot
gumopgvpotokiBdtio xodnv (ADR)

Kodwog de&apevig (ADR)

Ewducés dotaéels ya defapeveg (ADR)

Oympo yo petopopd de&apevng

Katmyopia petapopdc (ADR)

Ewducés drotaéels yia ) petagopd - Xodnv (ADR)
Ewdwcés dataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xePopog (ADR)

Ewdwcés dotaéers yio ) petapopd - Agtrovpyio (ADR)
ApBv avayvopiong kvdvvov (Kéurep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

petagopd pécm Boraoong

Ewdu npopreyn (IMDG)
[epropiopéveg mosdteg (IMDG)
E&mpovpeves mocdtnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cLoKELAGIOG EUTOPEVUATOKIBAOTIOV-OEEAUEVDY
(kddwog IMDG)

Ewucés daraées IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewducés dotaéers v defapevég (IMDG)
Katmyopieg poptiov (IMDG)

1816t Teg kan TapaTnprices (IMDG)

Evaépia petagopd

PCA E&apovpeveg mocoteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péylom mocdmta yio Teplopiopévn tocomto
EMTPETOLEVT Y1 ETPOTIYE AEPOCKAPT KO YLOL
agpookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emPatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aeposkaen
Ko yu 0epookaen petapopds goptiov (IATA)
Odnyieg cvokevAGIOgG LOVO YO0 HEPOTKAPT LETUPOPAS
poptiov (IATA)

Méyiot mocdTNTo. LETAPOPAS UTOKAEIGTIKG AT
aepookden petapopdg eoptiov (IATA)

Ewwés dotaers (IATA)

Kodwog ERG (IATA)

. El
. P002, IBCOS, LP02, ROO1
: B3

. MP10

Tl

. El
. P002
. IBCO8

T2
. 274,614

Skg

: TP33

SGAH, L4BH

. TU15, TEI9

. AT

: 2

. VCI,VC2, AP7
: CVI13,CV28

S9

. 60

60
2811

1 223,274

Skg

: B3

¢ Tl

: TP33

A

: Toxic if swallowed, by skin contact or by inhalation.

. El
: Y645

10kg

1 670

100kg

: 677
© 200kg

: A3,AS
: 6L

14.7. Oaldooreg petapopis yvony copgpmva pe Tig Tpaters ron IMO

Agv oyvet
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hopaptpe XIV Tov REACH (Katdloyog ad£1006TnonG)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong
Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
EVNUEPOOT| TpomomouiOnke
Avtikafiotd v £kdoon TpomomouOnke

Ewwcéc datdéerg yio  petagopd - Xodny (RID) | [Ipootédnke

Metagopikny katnyopia (RID) Ipootédnke

Ewdwcég datagers yuo tig de&apevég RID (RID) Ipoctédnke

Kodwoi de&opevav yio tig defapevég RID (RID) | IIpoctédnke

Ewwég droraéers yio kvntég dedopeveg ko xoomv | lpostédnke

nepiéxteg (RID)

Odnyieg yo kivntég de&apevég kot ooy nepiékteg | lIpootédnke
(RID)

Awtdéeis yio Tig pektég ovokevaoies (RID) Ipootédnke
Edwcég dataéers ovokevasiog (RID) poctédnke
Odnyieg ovokevaciog (RID) Ipoctédnke
E&mpovpeveg mocdtnteg (RID) Ipoctédnke
Tlepropiopéveg moodtteg (RID) Ipootédnke
Ewu npopreyn (RID) Ipoctédnke
Kamyopia cvokevaciog (RID) Mpootédnke
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
Kddwag ta&vopnong (RID) Ipootidnke
ApBuog OHE (RID) Ipoctédnke
ApBpodc kdvov/pumie potov (ADN) Ipootédnke
Ymnoypentucdg eEomhiopog (ADN) Mpootédnke
Emutpenodpeva péoa petapopis (ADN) Ipootédnke
E&mpovpeves mocdtnteg (ADN) IpootiOnke
Tlepropiopéveg moodtteg (ADN) Ipootidnke
Etucéreg kvddvov (ADN) Ipootédnke
Kwdwog ta&vopnong (ADN) Mpootédnke
KatdAinin ovopacio aroctodng (RID) Ipoctédnke
Ap. Tavtomoinong kwdvvov (RID) Ipoctédnke
Aépota e&npég (RID) IIpoctédnke
Ewwcég datdéels yio  petapopd - Doptwon, Ipootidnke
£KQOpTOON Kot xepopdg (RID)

2.1 Katdtaén oopemva pe v odnyia 1272/2008 EK | TpomomouOnke
[CLP]

2.1 AvemBOpunteg puotkoyn kg emdpaoels, kabng | TpomomorOnke
Ko €mdpAcELS otV avOpdmvn vyeia Kot 6To
nepBaAiov

22 Anhaoelg Tpoevraing (CLP) TpomomounjOnke

2.2 Anhooeig emucvduvotnrog (CLP) TpomomouOnke

2.3 Al\eg mAnpogopieg Ipootidnke

9 Mopraxn palo Ipootédnke

9 Inueio T&emg Ipootédnke

9 YdarodalvtotnTa TpomomouniOnke

11.1 ATE CLP (At o0 3éppotog) TpomomouOnke

11.1 LD50 and tov 6téH0TOC 5 0povpaiong TpomomoumiOnke

11.1 LD50 pécm tov 8éppatog o€ apovpaiong TpomomoumOnke

11.1 ATE CLP (And tov 6top0TOG) TpomomouOnke

12.1 NOEC ypdvia kapkivoedn Mpootédnke

12.1 ErC50 ¢oxn Ipootédnke

14.1 Ap1Buog OHE (ADN) Ipootédnke

14.2 Katdiinin ovopacio omootodric (ADN) Ipootidnke

14.3 Etucéreg kivdvvov (RID) Ipootédnke

14.4 Kamyopia cvuokevaciog (ADN) Ipootédnke

14.6 Ewwn mpopreyn (ADN) Ipootédnke

I\ peg keipevo ppacswv H ko EUH:

Acute Tox. 3 (A1d Tov O&eia To&dtnTo (516 TOVL dEPHATOG), KaTnyopio 3

3¢ppatog)
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Cabazitaxel impurity FP-A
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (And Tov
GTONOTOC)

O&ela to&codmra (amd Tov 6TONTOC), Katnyopia 4

Aquatic Acute 1

Emcivduvo yo 1o vddtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1

Aquatic Chronic 1

Emkivduvo yua to vddrvo mepifdAiov — Xpoviog kivduvog, katnyopiog 1

H302 Emprapés og mepintmwon kardmoong.

H311 To&wo og emaen Ke o dépLa.

H315 IpokaAel epebiopd tov déppatog.

H341 "YTomto yio TpdKANoT YEVETIKOV EANTTOUATOV.

H360 Mrmopei vo. fAdyet T yovipotnta 1 1o EuPpuo.

H362 Mmopei vo. BAdyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YO

H372 IpokaAei PAaPes ota dpyava (rap) VoTeP and TOPATETAUEVN 1) EmavEnUpEvn EkOeo.
H400 TToAd o0& Y10 Tovg VEPOPLOVS OPYAVIGHOVG.

H410 TToAd to&o Yo Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXITTMOCELS.

Lact. To&wodmTa 6TV avamopay@yn, EMmpOcOet Kotnyopia, ETOPAGEL; 6T YoAov)ia 1) LEG® TNG YoAoLXiog
Muta. 2 Metorha&ryéveon YEVVITIKOV KUTTAP®V, Katnyopio 2

Repr. 1B To&wodmTa otV avorapaywyn, katnyopio 1B

Skin Irrit. 2 AGBpwon/epedionog tov déppatog, katnyopio 2

STOTRE 1 Edun to&ucotnta o Opyava-ctodxovs Dotepa and enavelnupévn ékbeon, katmyopia 1

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtan amd mnyég Tig onoieg Oempovpe a&omiotes. [apdra avtd, divovar
xopis Kapio eyyvmon, pnm N appntn, yio v akpifeid tovg. Ot cuvinkeg i ot pébodot xeptopov, amobnkevong, xpioNg 1 ardPPIYNG TOL TPOTOVTOG deV

VIOKEWTAL 6T S1KH [LoGg €0OVVN Kot PITOPET Kot VoL NV EUTITTOVY Kot 6TIS applodtdTTég Log. [''ontong Kot yio GAAoVG AdYOVE, omomotovacte kabe evbovn o

TEPINTOOT AMDAELNG, VAIKNG ) XPNHOTIKAG {Npiog 0o, 1 e 0TotodNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodKeVoT 1) TN XP1ON TOL TPOIOVTOS. AVTO TO

Aghtio Agdopévav Acpaleiog cuvtaydnke Kel TPETEL VO YPTCILOTOLEITOL Y10, TO GUYKEKPIUEVO TPOTOV. Edv To Tpoidv ypnoiponoleitent g cuotatikd GAAOL
TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL £ EVOEXETOL VAL LNV EIVOL EQUPUOCILES. VTEG O TANPOPOPieg PacilovTol 6TIC TPEXOVOES YVMOELS LOG KoL

TPoopilovTal Yl VoL TEPTYPAYOLY TO TPOTIOV ATOKAEIGTIKA Y10, AOYOUG LYEINS, AoPUAEiNG Kot TEPPAAAOVTIKOVY OTatHoe®V. XuVendg, ogv o npénet vo. OswpnOei

OTL €YYLATOL OTOLUONTOTE GLYKEKPIUEVT] 11OTNTO TOV TPOIOVTOG.
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