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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Cabazitaxel for system suitability

Xnuwn Ovopacio : Cabazitaxel acetone

Kodiodg mpoidvtog : 202300382

Zovavopo ¢ [(1S,28,3R,4S,7R,9S,108,12R,15S)-4-acetyloxy- 1-hydroxy-15-[(2R,3S)-2-hydroxy-3-[(2-

methylpropan-2-yl)oxycarbonylamino]-3-phenylpropanoyl]oxy-9,12-dimethoxy-10,14,17,17-
tetramethyl-11-oxo-6-oxatetracyclo[11.3.1.03,10.04,7]heptadec-13-en-2-yl] benzoate;propan-2-one

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

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Agv vdpyovv emmALov TANPOPOPies

1.2.2. Avtevogikvodpeveg yposig

Agev vrdpyovv emmAéov TANpoQopieg

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

sds@edgqm.eu - www.edgm.eu

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

Agv vdpyovv emmAéov TANPOPOpieg

2.2. Zroyeia eTIKETOG

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

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 for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 GUGTATIKG

Ovopa AvayvopoTikos Kodwkés | % Kotaroén cdpowva pe tnv odnyia
TPOioVTOG 1272/2008 EK [CLP]
Cabazitaxel acetone - 100 Acute Tox. 4 (And Tov otopatog), H302

(ATE=500 mg/kg copatikov Bapoug)
Acute Tox. 3 (Ald tov déppartog), H311
(ATE=300 mg/kg copatikov Bapoug)
Skin Irrit. 2, H315

Muta. 2, H341

Lact., H362

Repr. 1B, H360Df

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IT\peg keipevo tov dniodoemv H kot EUH: BAéne tunpa 16

Aev 1oy0et

TMHMA 4: Métpa npotov fonderov

Aev vdpyovv emmAov TANPOPOpie

Aev vrdpyovv emmAéov TANPoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

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

Agev vrdpyovv emmAéov TANpogopieg

Agv vrapyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPIiES

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1.1. e Tpocs TS GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Agev vrdpyovv emmAéov TANpoPopieg

6.1.2. T Gtope mov TPocPEpovy TPpdTEG fondeieg

Agv vdpyovv emmA£ov TANPOPOPies
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Cabazitaxel for system suitability
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 7: Xeipiopog omo0nkevon

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 8:°

8.1.1 EOvikéc oprokég Tipés enmayyelpotikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAéov TANpoPopieg

8.1.2. ZuvicTdpeveg drodikacics TopakorovOneng
Agv vrdpyovv emALOV TANPOPOPIES

8.1.3. Zymparilovrar otoygio pHTaveong tov aépo
Agev vdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmALov TANPOPOPies

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoPopieg

8.2.1. Katdiinkor pnyavikoi Eheyyor
Agv vdpyovv emmAéov TANPOPopieg

8.2.2. Atopkdg TPooToTEVTIKOG EE0mTAMG oG

Agev vrdpyovv emmAéov TANpoQopieg

8.2.3. OproBétnon ko TapakorovOnon g nepifariiovroroyikng £kOeong og Kivovvo

Agv vdpyovv emmALov TANPOPOpieg

TMHMA 9: ®voikég Kot ynUIKEG 1010TNTEG

Puown KoThoTaom 1 Xteped

APDUOL : Mn Swbéopo
Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéopo
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Cabazitaxel for system suitability
Agltio Agdopévev Acpaleiog

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

Inpeio m&emg : Mn dwbéoipo
Inpeio méewg : Mn dwbéopo
Inpeio Ppocpod : Mn dwbéoipo
Evoiektomta : Mn dwbéopo
Opto ktvdvvov ekpnéemg : Aev oydet
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arochvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HETY L0 N-0KTAVOAN S/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéorpo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopno
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUADV 6TOoVG 20°C : Aev woydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIknpo@opics GYETIKA IE TIS KAAGELS PUOIKOD KIVOHVOL

Agv vrapyovv emmAéov TANpopopieg

9.2.2. AAA0 YOPUKTNPIGTIKA 0.6QULEinG

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TTa KOl OVTIOPAGTIKOTTA

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOpPieg

Agv vdpyovv emmA£ov TANPOPOpies

TMHMA 11: To&woroyikég TANpOPOpPiES

Oé&ela to&codmra (amd 6TOHOTOC) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (deppotikny) 1 To&wod oe enaen pe o déppa.
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAiepatikd dedopéva)

15/09/2023 (Huepounvio £xdoong) EL (eMnvikd) 5/9



Cabazitaxel for system suitability
Agltio Agdopévev Acpaleiog

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

AGBpwon ko gpediopdg Tov dEppatog . Tpokolei gpebiopd tov déppatos.

ToPapn opOaipkn PAPN/epedionog : Mn ta&wvopnpévos (EAdepatikd dedopéva)

EvaisOntomoinem tov avamvevstikob 1 1 Mn ta&vounpévog (Eriepatikd dedopéva)

gvoucOntomoinon Tov d€ppatog

MetaAdogryéveon YEVWINTIKOV KOTTApOV : Ymonto yio TpOKANGT YEVETIKOV EAATTOUATMV.

Koapkwvoyéveon : Mn ta&wopnuévog (EMeiarticd dedopévar)

To&wodTa Yo TV avamTopayoyn : Mmopei va Prayet Ta Bpéen mov tpépovtan pe untpkd yéio. Mmopei va BAdyet to ufpvo. Yronto
v TpoKAnon PAAPng ot yovipomta.

Ewdun to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAdepatikd dedopéva)

epamnag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — . TIpokoaiei PAaPeg ota Opyove VoTEPQ OO TAPOTETAUEVT 1) ETAVEIANUPEVT EKOECT|.

emavelnppévn €kbeon

Emucvduvomnta avoppoenong : Mn ta&wopunpévog (Advvapio GLALOYNAG dEdOUEVMV Yo TEXVIKODG AOYOVS)

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpopopies

Owoloyia - yevikad : Emwivduvo andfinta. Xpnoponoteite katdAAnio doxeio andppuymg.
Emkivduvo yia to vddrtivo meptBdilov, Bpayvrpobeopog : IToAd T0&1KO yio TOLG VIPOBLOVG OPYAVIGLOVS.

(0&0c)

Emikivduvo yia to vddrtivo meptBdrlov, pokporpodbecpog : TToAd 10&k0 yio TOLG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOGELS.
(xpoV10G)

Aev vopiotaton Tayeio amocvvheon

Aev vdpyovv emmAov TANPOPopie

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Agv vdpyovv emmALoV TANPOPOPiES

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

Xoppwvo pe ADR / IMDG / IATA
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Cabazitaxel for

system suitability

Agltio Agdopévev Acpaleiog

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

ADR IMDG TATA
14.1. ApwOpoc OHE 1 ap@pdg tavtotnTog
UN 2811 UN 2811 UN 2811
14.2. Oweia ovopacia amostoric OHE

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

TOXIC SOLID, ORGANIC,
N.O.S.

Toxic solid, organic, n.o.s.

Meprypogi] €yypao®v netopo

pag

UN 2811 TOEIKA STEPEA,

OPT'ANIKA, E.A.O., 6.1, 111,

(E), ENIKINAYNA TTA TO
TTEPIBAAAON

UN 2811 TOXIC SOLID,
ORGANIC, N.O.S., 6.1, 111,
MARINE
POLLUTANT/ENVIRONME
NTALLY HAZARDOUS

UN 2811 Toxic solid, organic, n.o.s., 6.1, IIl, ENVIRONMENTALLY HAZARDOUS

14.3. Ta&n/-e1g KivdOvov KOTA TN PETAPOPE.

6.1

6.1

6.1

¥

14.4. Opada cvokevaciog

1

TR

1

14.5. Ileprforrovtikn emKivovvoTnTo

Emcivouvo yua to meptBaiiov:
No

Emcivouvo yuo to mepiBaiiov:
No
MOoAVGHATIKOG TapAyovTag
Y 7o V3GTIVO TEPIPAAAOV:
No

Emicivouvo yua to meptBdiiov: Not

Agv vrapyovv emmAéov dabéaies TAnpopopieg

14.6. Ewdwkég mpo@uAia&ers yro Tov ypnotn

Eniyewo petagopa

Kodwog tagvounong (ADR) T2

Ewwég data&elg (ADR) 274,614

Tepropiopéveg moodtteg (ADR) . Skg

E&apovpeveg moodtnteg (ADR) : El

Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1

Ewwég datdéelg ovokevooiog (ADR) : B3
Awtdéel pektg cvokevacieg (ADR) :

Odnyieg yio popnTég de&opeveg
xodnv (ADR)

MP10
kot epmopevpatokiBotio. - Tl

Ewdwkéc datdéers yuo popntég deEapevig Ko TP33
gumopevpotokiPdtio odnv (ADR)

Koducdg de&apevig (ADR) SGAH, L4BH
Ewwég datda&erg yuo deopevéc (ADR) TU15, TE19
Oynua yo petapopd deEapevig : AT
Katmyopio petapopds (ADR) )

Ewwéc datdéerg yuo t petapopd - Xvdnv (ADR) VCl1, VC2, AP7
Ewwég datdéerg yuo  petapopd - Doptwon, CV13,CV28
eKQOPTOON Kat XePopog (ADR)

Ewwéc datdéerg yuo ) petagpopd - Asttovpyioa (ADR) @ S9

ApBv avayvodpiong kwvdovov (Kéurep ApBp.) : 60

15/09/2023 (Huepounvia ékdoong)

EL (eAnvicd)
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Cabazitaxel for system suitability

Agltio Agdopévev Acpaleiog

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

Toptokoi dickot

Kodwog meplopiopmv yio onpayyes (ADR)

petagopd péow Bordcong

Ewu npopreyn (IMDG)
Iepropiopéveg mosotnteg (IMDG)
E&ampovpeveg mocotnteg (IMDG)
Odnyieg ovokevasiog (IMDG)

Odnyieg cuoKELAGIOG EUTOPEVUATOKIBMOTIOV-OEEAUEVHY
(kddwkog IMDG)

Ewwég dorages IBC (IMDG)

Odnyieg Yo de&apevég (IMDG)

Ewwcég dorageis yua de&apevég (IMDG)
Appds EmS (TTupraryid)

ApBuog EmS (Awppon)

Katyopieg poptiov (IMDG)

1316t 1eg ko mapatnpricels (IMDG)

Evaépro petagopd

PCA E&apovpeveg mocotreg (IATA)

PCA Ilepropiopéveg mocomreg (IATA)

Kabapn péylom mocdmta yio Teplopiopévn TosomTo
EMTPETOLEVT Y1 EMPOTIYE AEPOCKAPT KO YLOL
aepookaen petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KOL Yl 0epOooKaQN petapopds poptiov (IATA)
Odnyieg cvokevAGiOg HOVO YO HEPOTKAPT LETUPOPAS
@optiov (IATA)

Méyiot mocoTNTO. LETAPOPAS UTOKAEIGTIKG AT
aepookaen petapopds poptiov (IATA)

Ewwés dotaels (IATA)

Kodwog ERG (IATA)

. El
: P002
: IBCOS8

. 223,274

S5kg

: B3

. Tl

. TP33
. F-A

S-A

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

. El
: Y645

10kg

: 670

100kg

: 677
: 200kg

: A3,AS
: 6L

14.7. Oardooreg petapopis yvony copgpmva pe Tig Tpaters ron IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikoo yopokTipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe TNV 0.6QaLEWD, TNV VYEID KoL TO TEPIBaLLOY Yia TNV OVGia 1| TO pEiypa

15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappaveton oto Mapaptnua XVII tov REACH

HMapaptnpae XIV tov REACH (Katdhoyog 0.6€1006tnong)

Aev teptrapfavetot oto Mapdapmpa XIV tov REACH (Katdroyog ade1086tong)

Kataroyog vroyiouov overdv REACH (SVHC)

Aev nepthapfavetor otov Katdhoyo vroyneuwy ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevn cuvaiveon petd amd evnpépmon)

Aev gpappoletar.

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

Aev gpoppodletar.

15/09/2023 (Huepounvia ékdoong)

EL (eAnvicd)
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Cabazitaxel for system suitability
Agltio Agdopévev Acpaleiog

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

Kavoviopog mepi e€aoBévnong Tov 6Covrog (EE 1005/ 2009)

Aev nephapPdveton otov Katdroyo ovetdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDY EKPNKTIKADV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&wordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppaccwv H ko EUH:

Acute Tox. 3 (A4 Tov O&eia To&wdtnTa (816 ToV dEPHATOG), KaTnyopio 3

3¢pHatog)

Acute Tox. 4 (And Tov O&eia To&wotnta (06 T0V 6TOHATOC), KaTnyopia 4

GTONOTOC)

Aquatic Acute 1 Emucivduvo yia to vddrtvo meptBdrlov — 0&0G Kivouvog, katnyopiag 1

Aquatic Chronic 1 Emucivduvo yio to vddrtvo mepiBdrrov — Xpoviog kivduvog, katnyopiog 1

H302 Emprapég oe mepintmon kordmoong.

H311 To&wo oe emapn pe o déppa.

H315 TIpoxalei epebiopd Tov déppartoc.

H341 "YTOTTO Y10 TPOKANGT| YEVETIKAV EAOTTOUATOV.

H360Df Mmopei va. Prayet To £uPpvo. "Yromto yia tpékAnon PAAPng ot yovipdma.
H362 Mmropei va. PAayet Ta Bpéen mov TpEPovTat pe uNTPkod yaAa.

H372 Ipokaiei PAaPeg oto Opyava VoTEPO OO TOPATETAUEVN 1) EXAVEIAUULEVT EkOEDT).
H400 TToA) T0&1Kd Y1t TOVG VIPOPLOVG OPYAVIGHOVG.

H410 TToA) T0&1Kd Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

Lact. To&wodmTa otV avorapaywyr, emmpdodetn katnyopia, emdpdcels otn yokovyio 1| péow g yaAovyiog
Muta. 2 Metalha&ryEveon YEVWNTIKOV KLTTAp®V, KoTnyopio 2

Repr. 1B To&wodma oty avarapayoyn, katmyopio 1B

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

STOTRE 1 Eww to&ikotra o€ 0pyova-ctoyovs Hotepa and exavellnupévn ékbeon, katnyopio 1

Aghtio Agdopévav Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtat and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIiG Kapio gyydnon, pntm N appnTn, Yo Ty okpifetd tove.
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