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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

Kodwdg mpoiévtog : 202300167

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvon, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN 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: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Oé&ela to&cota (amd Tov 6TOHNTOC), Katnyopio 4 H302
O&ela to&ucodmra (16 Tov déppatog), kotnyopia 3 H311
AGBpmon/epebiopog Tov déppatog, kotnyopia 2 H315
MetoAa&Lyéveon) YEVVITIKOV KUTTAP®V, KaTyopio 2 H341

To&wodtTa 6TV avamopay®yn, emmpocbet Katnyopia, Emdpacelg otn yorovyio H362
1N p€ow g yarovyiog

To&wdmTa 6TV avorapaywyr, katnyopio 1B H360Df
Ewdwn to&ikomra o€ 0pyova-ctdxovs Hotepa and exavellnupévn ékeon, H372
Katnyopia 1

Emucivduvo yo to vddtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1 H400
Emcivouvo yua 1o vddrvo mepifdirov — Xpoviog kivdvvog, katnyopiag 1 H410

IIpeg keipevo tov dnhocemv H kor EUH: BAéne tunqua 16

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

ATOQOOT LEGH KPIONG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeia eTIKETOG

Xapaxtnpiopds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Sk ¥
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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

[pogworomtikn AéEn (CLP)
AnAdoelg emkvdvvottag (CLP)

AnAdoetg Tpoeoiaéng (CLP)

GHS06 GHS08 GHS09

: Kivduvog
: H302 - Emprapéc oe mepintwon katdmnoong.

H311 - To&wd o€ emogn pe To dépua.

H315 - Ilpokaiei epebiopd tov déppatoc.

H341 - "Y7onto Y10 TpOKANGN YEVETIKOV EAATTOUATOV.

H360Df - Mropei va Bréyet o £uppuo. Yronto yio tpdxinon PAEPNS otn yovipodra.
H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPovTaL e UNTPIKO YOAL.

H372 - Tlpoxahiei PA&Pec ota Opyava VOTEPO OO TAPAUTETAUEVT 1| ETAVEANUUEVT EKBEOT.
H410 - TToAD To&1Kd Y1 Toug VIPOPLOVE OPYAVIGUOVG, HE LOKPOXPOVIES ETMTTMOCELS.

: P201 - Epodiacteite pe T1g 101kéG 0dnyieg mpv amd T xpnom.

P202 - Mnv 10 ¥pncLomomoeTe TPy StoPAceTe Kot KATAVONGETE TIG 00N Yieg TPOPOAAENG.

P260 - Mnv avonvéete okovn/avaboudoeis/aéplo/ctayovidio/otnods/ekvepaduata.

P263 - Amopehyete TV £maen 6TN SLAPKEL THG EYKVHOGVVIG KO THG YOAOL)ioG.

P264 - ITAdvete ta gépua, Tovg myeLs (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGULOTOLEITE OWTO TO TPOTOV.

P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.

P280 - No popdte TpocTATEVTIKE YOVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 TOL
UATIO/TPOCOTO.

P301+P312 - XE ITEPIIITQXH KATAIIOXHX: Kakéote to KENTPO AHAHTHPIAZEQN 7 éva
ytpd, av oicbavieite adwabecio.

P302+P352 - XE ITEPIIITQXH EITA®HXE ME TO AEPMA: ITAbvte pe apBovo vepd.

P308+P313 - XE IIEPIITQXH éxbeong 1 mbovotntog £xbeong: Zvpfovievdeite/Enioxepbeite
yuTpo.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adwbeoia.

P321 - Xpeidleton e1din ayoyn (PAéne copumAnpopatikeég 0dnyies TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOU.

P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepeite yiatpo.
P361+P364 - BydAte opuécmg OA0 To LoAOGUEVE POV KO TAVVTE TO TPV TO. EQVOLPT|CLLOTOGETE.
P362+P364 - Bydte to polvopuéva podya Kot TAOVTE To TPV 1o EOVOYPTGULOTOUGETE.

P391 - Maléyte ™ yopévn mocdTa.

P405 - dvrdcoeton KAEWOUEVO.

P501 - AuaBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aToPANTOV,
GOUPMVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot Sebvelg KovovieHove.

INpavon coppova pe: eEapeitol 1) E0OTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVD TNG OToiag dev veepPaivovv to 10ml

Ewovoypdppoata kvdovov (CLP)

b

GHS06 GHS08
2.3. AXLot Kivovvol
Aev vrdpyovv emmAéov 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

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, 1 Obeta- - <100 Acute Tox. 4 (Amé tov otopatog), H302

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

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

(ATE=300 mg/kg copatikov Bépovg)
Skin Irrit. 2, H315

Muta. 2, H341

Lact., H362

Repr. 1B, H360Df

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IIpeg keipevo tov dnhdoemv H kot EUH: BAéne tuqua 16

3.2. Meiypota

Aev 1oy0et

TMHMA 4: Métpa apdtov fonbsiov

4.1. leprypoon péTpov TpAOTOYV fonderav

Métpa tpdtev Bondeidv petd and eilomvon : Bydte tov moBovta otov kabapd aépa. AQnote TO GTOHO TOL TPOSPANOnKe va avarvevoet kabapd
aépaL.

Métpa tpdtev Bondeidv petd omd enaen pe to dEpuo : KoBapiote ™ peyaivtepn duvorn mocdtnto okovmilovtdg ) (kabapd Kot Lokakd amoppoenTikd
mavi). [TAWvete pe debovo vepd Kot amoppuTOVTIKO.

Métpa tpdtev Bondeidv pHetd amd exapn e To LaTio. 1 Eemlovete pe vepd kpotdvtog ta BAEQapa Kakd avorytd.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhovete 1o otopo. Karéote apéong to KENTPO AHAHTHPIAXZEQN/yatpo. Evééyeton va

cvot el mopateTaAUEVN LOTPIKT TOPAKOAOVONGM).

4.2. INpovTiKéTEPO CUUTTONATO KOL EMOPAGELS, ANECES 1] NETAYEVECTEPEG

ZOUTTOUOTO/EMOPACELS : BAaPeg oy vyeio eviéyetot va eppovioTovv pe kabvotépnon.
ZOUTTOUOTO/EMOPACELS LETE OO EIGTVOT : Avemapkn dedopéva.
ZOUTTONOTO/EMOPACELS UETA OO ETOPT| UE TO FEPLLOL 1 Avemapkn dedopéva.
ZOUTTONOTO/EMOPACELS UETE OO ETAPT| UE TOL LATLOL : Avemapkn dedopéva.

4.3."Evé€1&n 0mo1060NTOTE AMOLTOOPEVIG GPEST|G LUTPIKIG PPOVTIdUG Ko 181K g Ogpaneiog

Toppovievbeite/Emokeqbeite yiotpo. Eav eivon duvatd dei&te antd to pOALo acpalreiog, Kt av OxL, dei&Te T GVOKELAGIN 1] TNV ETIKETA.

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLAG

5.1. TvpocPestika péca

Katahinia péoa mopdofeong . KovBépta mupdoPeong.

5.2. Exdukoi TOo1 EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PElYpa
Kivdvvog mopkayidg : BAéme tpunpoa 2.2.

5.3. Z06TAGES Y10 TOVS TVPOGPEGTES

Métpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAS ;. Xpnowonowmote péca KotdoBeons katdAnia yio v tepipdrlovoa mopKayid.
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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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 Amo@lyete TV Gueon enaen He To TPoldv. Mnv avonvéete
oKkOVI/avabvdoels/aépa/cTayovidia/oToNs/ EKVEPOLATA.

6.1.1. T Tpocs TS GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa £kTaKTNG OVAYKNG 1 ®opdte KOTAAANAO TPOGTATEVTIKO POVYIGHO, YOVTLO KOL TPOGTAGIO VIOt TO LATIOL KO TO TPOGMTO.

6.1.2. T GTope mov TPocpipovy TPpdTES fondeieg

Aev vdpyovv emmAéov TANPoPopies

Aev vrdpyovv emmAéov TANpoPopieg

MéBodot kabapiopov 1 Xryovpéyte, 0Tt To amoppipato Oa TepicLALeyovV Kot Oa amodnkevtody acparéc. Kabapiote
mpooekTikd. [IMvete Ta voAeiploTa oV dev LTOPELTE VO OVOKTNGETE [E : AGAVHLO VTOYA®PLHIOVG
vatpiov.

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 7: Xepiopog kon awodnkevon

EmumAéov kivovvor katd v enegepyacio : E@uotdton emiong  mpocoyn Tov ¥pNnotn 6Tovg Thovods Kvdhvous Tov EVUTEPYOLY GTNV TEPITTOON
OV TO TPOIOV YpNoonom el pe TpOTo oV 0pileTarl Umd TIG KOTUGKEVOGTIKES TPOSLOLYPAUPES.

TIpopura&elg yio ao@oAn YEPLopd : XpNoWOTOmGTE TO TPOIOV UE TPOGOYH. ATOPUYETE TNV GUECT] ETAPN LLE TO TPOIOV. XTO HETPO TOV
S3VvoTo 1 YPNON TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYACTNPLOKT XOAVT.

Métpa vyewvig : Xp1fion tov TpoidvTog e opon Propnyavikn vyEwn Kot S10dKacieg acQUAELOG.

Teyvikd pétpo : ZoppopPmBEiTE e TOVG 1)YVOVTEG KAVOVIGHOVG.
TovOnkeg @OAAENG : QuldooeTat KAEWB®UEVO.

BAéme tunpa 1.

TMHMA 8: "EAgyyog g £ék0eong/atopiki tpoctacio

8.1.1 EOvikéc oprokég Tipég emayyelpatikig ék0eong ko froroyikég oprakéc Tipég

Agev vrdpyovv emmAéov TANpoQopieg

8.1.2. ZuvieTApEVES S10d1KOGiES TOPAKOLOVONONG
Aev vdpyovv emmAov TANPoPopie

8.1.3. Zymparilovrar otoyycio pHmavong tov aépo
Agv vrdpyovv emmAéov TANpopopieg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAov TANPoPopie

8.1.5. Ileproyég eréyyov

Agv vrapyovv emmAéov 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

8.2. "Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éleyyou:
Awnpriote og KaAd eEaeptlOpevo ydpo. Xpnoylomoleite amokAEIGTIKA 6€ KAEIGTN XO4vN e Eveopatopévo eiktpo. Giktpo aepocmpatdiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. ATopkdg TPOOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. TIpoctacio déppoatog

IIpootacio Tov déppoToc:
Xpnoonoteiote TPOoTATELTIKO PoLYIGHO Yo ynpukd. DIN EN 13034

IIpocrocia TOV yePLOV:
ITpoctotevtikd yavTio aviekTikd og ynuikd tpoidvra. ISO 374-1
8.2.2.3. [IpooTtocio TOV AVUTVEVGTIKAOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe nepintoon amekevbépwaong okdvng : paockeg e eidtpo yo okoéveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpoldpatog. Popdte avamvevotikn
GLOKEVT| O€ TEPinT®on EkOeoNG 08 ATHOVG/GKOVES/ AEPOADLLATO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmALov TANPOPOPieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariiovroroyikig £ékBeong og Kivovvo

Agv vrtdpyovv emmAEov TANPOPopieg

TMHMA 9: ®voikég Kot YNUIKES WOOTNTES

9.1. Ztoyyeio Yo TG faGIKES QUOIKES KA YNMIKES 1O10TNTES

Dok KoTdoToom o Xteped
APOLOL : Mn dwbéoyo
Oopn : Agvioyoetl.
Op1o oopng : Mn dwbéoyto
Inpeio Eemg : Mn dwbéoyo
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evopiextémta : Mn Swbéopo
Opta kvdvvov ekpniéewg 1 Agv oydet
Xapnhotepo 6pio £kpnéng 1 Agv ioyoet
Avdtoro 0pto expnépotmtag 1 Agv oyoet
Inueio avapredng 1 Asv oyoet
Bgppokpacio avtavaeieing 1 Asv oyoet
Ogppokpacio arocHvieong : Mn Swbéopo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVENLOTIKOG (17) 1 Agv oydet
AwAvtomTo : Nepo: >
ZUVTEAECTIG KOTAVOUNG GE HELYILO N-0KTOVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atudv : Mn dwbéoyo
Iieon atpol oe Beppokpacio S0°C : Mn dwbéoyo
Tukvomta : Mn dwbéoyo
ZyETIKN TOKVOTN T 1 Mn dwbéoyo
ZyeTikn TokvOTNTA ATU®OV 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo
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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

9.2.1. IIxnpo@opieg oyYeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AMha YOPUKTNPIGTIKA 0.6QULEing

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 10: X100gp0T1TO KO GOVTIOPAGTIKOTTA

21abepd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TApoPopie

Oé&ela to&ucodmra (amd oToONATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (deppotikn) : To&wo o€ emagn pe To dEpua.
Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EAelparticd dedopévar)
4-(Acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl benzoate
LD50 and tov otdpaTog € 0povpaiong > 300 — <2000 mg/kg (ekTipdpevn )
LD50 péom tov 3£pRatog 6€ apovpaiong > 200 — < 1000 mg/kg (ektipdpevn Tiun)
AGBpmon ko epediopdg Tov dEppratog : Ilpokairel epebiopd tov dépparos.
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (EAepatikd dedopéva)
Evaicbntomoinem tov avamvevustikov 1 : Mn ta&wopnpévog (EMeparticd dedopévar)
gvoucOntomoinon Tov déppatog
Metarlho&ryéveon yevnTIKOV KOTTAPOV : Ymomto Y10 tpOKANGT| YEVETIKOV EAATTOUATMV.
Kapxwoyéveon : Mn ta&wounuévog (EMepaticd dedopévar)
To&wodTa Yo TV avamzopayoyn : Mmnopei va PAayet Ta Bpéen mov tpépovtan pe unTpikd yéio. Mmopel va Brdyet to ufpvo. Yronto
v TpdKAnon PAAPNG ot yovipodTTa.
Ewu to&ucotnta ota 6pyava-ctoéyovs (STOT) — 1 Mn ta&vounpévog (EAeipatikd dedopéva)
epanag £xbeon
Ewwn to&ikomra ota opyava-otoyovg (STOT) — . IIpokodei Brafeg ota Opyava HoTEPa amd TAPATETAUEVN 1] ETAVEIRLUEVT EkOEDT).
emavelAnpupévn ékbeon
Emkivduvomta avappoenong : Mn ta&wvopnpévog (Advvapio cuALOYNAG dedopévmv Yo TeXVIKoDg AdYoug)

Agv vdpyovv emmAéov 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

TMHMA 12: Owkohoyikég TAnpo@opisg

Owoloyia - yevika . Emivdvvo amdpinta. Xpnowonoteite katdAAnio doyeia andppiyng.
Emivduvo yia to vddrtivo mepiBdirov, Bpayvrpobecpog : TToAd T0&1Kd yio TOVG VIPOBLOVG OPYAVIGHOVC.

(080¢)

Emivduvo yia to vdartivo mepiBdrlov, pokporpodbecpog : TToAd 10&ko yio ToLG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOGCELS.
(xpoV10G)

Aev voiotaton Tayeio amocvvheon

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Tomwr| vopobeoio (amdfinto) . Kotaotpéyte pe ac@ain tpdmo cOUP®mVO e TOVG TOmKoVS/ 0ViKovg KavovioHovs.
ZVOTAGELS GYETIKA LE TNV ATOPPLYN : Mnv anoppintete 0 VTOAEIUNLOTA GTOV VTOVOLO, SDGTE TO TPOIOV KO T GLGKELAGIO TOV GE EO1KO
TPOIOVTOV/GVOKEVUGLOY onueio cLALOYNG EMKIVOLVOV 1) EWIKOV OTOPPLULUATOV.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Yopeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio arostorig OHE

TOZIKA XTEPEA, TOXIC SOLID, ORGANIC, Toxic solid, organic, n.o.s.
OPT'ANIKA, E.A.O. N.O.S.

Ieprypagn eyypapov petagopig

UN 2811 TOZEIKA XTEPEA, UN 2811 TOXIC SOLID, UN 2811 Toxic solid, organic, n.o.s., 6.1, III, ENVIRONMENTALLY HAZARDOUS
OPI'ANIKA, E.A.O,, 6.1,1II, | ORGANIC,N.O.S., 6.1, I,
(E), EIIIKINAYNA I'IA TO MARINE
IMEPIBAAAON POLLUTANT/ENVIRONME
NTALLY HAZARDOUS
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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

ADR IMDG IATA
14.3. Ta&n/-€1g Kivovvov Katd T peTaQopa
6.1 6.1 6.1
6 6
14.4. Opaoa cvokevaciog
I I 1T

14.5. llgprfarrovTikn emukivouvoTnTa

Emkivdvvo yo to meptpdiiov:
N

Emivdvvo yua to meptpaiiov:
Non
Moivopatikdg mapdyovtag
Y1 To VOATIVO TEPIPAALOV:

Now

Emcivovvo ya to meptpdirov: Non

Agev vdpyovv emmAéov Stabéotpes TANPOEOpie

14.6. Ewdwkég mpo@uratels yia tov (piotn

Eniyewo petagopa

Kodwodg tagvopnong (ADR)

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg ovokevaocieg (ADR)

Odnyieg Yo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

Ewwcéc dratdéets yio popntés delapeveg Ko
gumopevpotokiPdTie odnv (ADR)

Kodwodg de&apevig (ADR)

Ewwéc datdéers v deapevég (ADR)

Oynua yo petagopd deEopevig

Katmyopia petagopds (ADR)

Ewducéc drotaéelg ya ) petagopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xepopog (ADR)

Ewducég drataéers yio ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvoo (Képiep ApBu.)
IMoptokoi dickot

Kodwodg mepropiopdv yio onpayyes (ADR)

petapopd péco Baracong

Ewu npopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&upovpeveg mocdmteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epmopevATOKIPOTIOV-deEAUEVHV
(xddwog IMDG)

Ewwég dorages IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datd&ers v deopevég (IMDG)
ApBpdés EmS (TTupraryid)

. El
: P002, IBCO8, LP02, ROO1
: B3

. MP10

Tl

: El
: P002
: IBCOS8

. T2
. 274,614

Skg

. TP33

SGAH, L4BH

. TUI15, TEI9
. AT
: 2

VCI, VC2, AP7

: CV13,CV28

S9

. 60

60
2811

1 223,274

S5kg

. B3

: Tl

. TP33
. F-A
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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

ApBpos EmS (Awppon) : S-A
Katmyopieg poptiov (IMDG) DA
1810t 1eg ko TapaTnpricels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépua petagopd

PCA E&upovpeveg mocotteg (IATA) : El
PCA Tlepropiopéveg mocdtteg (IATA) : Y645
KaBopn péyrotm mocotnta yio nepopiopévn tocotnto.  : 10kg

EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL Yl0L
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaciog yio emPatnyd aepookden (IATA) : 670

KaBopn péytot mocotta yo emPatnyd oepockaen : 100kg
KoL Yo agpookon petapopds poptiov (IATA)

Odnyieg cvokeLATING LOVO YL ALEPOSKAPT) HETAPOPAS T 677
eoptiov (IATA)

Méyiot mocdTTO HETAPOPAS ATOKAEIGTIKG ad : 200kg
aepookden petapopds poptiov (IATA)

Ewwég datacerg (IATA) : A3, AS
Kodwog ERG (IATA) : 6L

14.7. @ardooreg peta@opég yHony cdpepmva pe Tig Tpageig trov IMO

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOscio 6yeTikd pe Ty 06QaAeLa, TNV VY0 Ko TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroyiguov ovordv REACH (SVHC)

Aev teptlapfavetol 6Tov KatdAoyo vroynieuwv ovoiwv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omd evnpépoon)
Aev gpoppodletar.

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

Aev gpoppoletar.

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

Aev nepthapfdveton 6tov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviepog EE 1005/2009)

Kavoviopog mepi ekpnktik®v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv oveidv vapkoTikdv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephapfavetayoviot) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 TpoOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg
Agv vrtapyovv emmAéov TANpopopieg
15.2. A&orhoynon yMuikig ac@aielag

Agv vrdpyovv emmAéov TAnpogopieg
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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 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (Aid Tov O&ela to&ucodmra (514 Tov déppatog), kotnyopia 3

déppatog)

Acute Tox. 4 (And tov O&eia To&otnTa (06 T0V 6TOHATOC), KoTnyopio 4

GTOLOTOC)

Aquatic Acute 1 Emivduvo yua to vddrtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1

Aquatic Chronic 1 Emucivduvo yia to vdartivo mepiBdriov — Xpoviog kivduvog, katnyopiog 1

H302 Emprapé oe mepintmon kordmoons.

H311 To&wo og emaen pe o déppa.

H315 IpokaAei epebiopd tov déppatog.

H341 "YTOTTO Y10 TPOKANGT YEVETIKOV EAOTTOUATOV.

H360Df Mmopei vo. BAdyet To EuPpuo. Yronto yio mpokAnon PAAPNG ot yovipdto.
H362 Mmopei va. PAayet Ta Bpéen mov Tpépovtat pe unTpikd yéia.

H372 [pokaiei PAaPes ota Opyava voTepa amd mopateTapévn 1 exavelhnpuuévn £xbeon.
H400 TToAd o0& 1o Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAd to&o Yo Tovg VEPOPLOVG OPYAVIGHOVG, LE HOKPOYPOVIES ETTTMOCELS.

Lact. To&wdmTa 6TV avorapaywyr, emmpdodetn katyopia, emdpacels otn yokovyio 1| HES® TG YaAoLyiog
Muta. 2 Metorra&ryéveon YevVnTIKOV KUTTAp®V, Katnyopio 2

Repr. 1B To&wodmTa otV avamapayoyn, katyopio 1B

Skin Irrit. 2 AGBpmon/epediondg tov déppatog, kotnyopia 2

STOTRE 1 Ewdum to&ucotnta o Opyova-ctéxous Votepa and enavellnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpogopieg mov mepiéyoval o€ antd to dehtio mpoépyovtar and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot
XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tove.
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