European Directorate | Direction européenne

COUNCIL OF EUROPE . . .
edonme — Ifosfamide impurity F

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 10/01/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Ifosfamide impurity F

Xnuwn Ovopacio : 2-chloro-3-(2-chloroethyl)-1,3,2-oxazaphosphinane 2-oxide
Kodiodg mpoidvtog : 202300479

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

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

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
AGBpmon/epebiopog Tov déppotog, kKotnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319
Kapkwoyéveon, katmyopio 2 H351
Emcivduvo yio to vddtvo mepipdrlov — Xpoviog kivduvog, katnyoplog 4 H413

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xtoyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H315 - TIpokaiei epebiopd tov déppatoc.

H319 - IIpokaiei coPapd opBarpikcd epediopo.

H351 -"Yronto yio mpoxAnomn Kapkivov.

H413 - Mropei vo tpokaAEGEL LOKPOYPOVIEG EMTTMCELS GTOVG VOPOBLOVG OPYOVIGHOVG.
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 ypnoiponotioete Tpv StoPACETE Kot KOTAVONGETE TIG 001yl TpoPOAaing.
P264 - ITAOvete ta xépio, ToVG THYELS (AVTIBPAYLE) KOt TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnolonoteite avtd T0 TPOiov.
P273 - No amogedyetor 1) ehevBépwon oto meptBdAiov.
P280 - No 9opdte TpooTaTeLTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: Kaiéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpd, av oicbavieite adwabecio.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, CPAPESTE TOVGS, AV givar £0KOLO. XuveyioTe va
Eemhévere.
P308+P313 - XE INEPHITQZXH ékbeong 1 mbavotntog éxbeong: ZvpPovievbeite/Emokepbeite
yTpo.
P321 - Xpedlerar €1dwn ayoyn (BAéne cuprinpopoticég odnyieg tpdtmv fonbetdv oty eTikéTa).
P330 - Eemhvvete to otopa.
P332+P313 - Edv mapoatnpnBei epebiopdg tov déppatog: Zvpfovievdeite/Emoxepbeite yrotpo.
P337+P313 - Edv dev vnoywpet 0 0pOauicds epebiopos: Toppovievdeite/Emokepbeite yrotpo.
P362+P364 - Bydte ta poAvopéva podyo Kot TAOVTE To TPV TO. EAVOYPT|GLLOTOGETE.
P405 - dvrdooetor KA ®LEVO.
P501 - AuiBeon tov mepieyopEvou/nepIEKTN o€ ONUEI0 GLAAOYNG EMKIVELVMV 1) E18IKOV amofAiTmy,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

INpavon coppova pe: eEapeitor 1 EcOTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVA TNG oToiag dev vrepPaivovv ta 10ml

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AALot Kivovvol

Aev vdpyovv emmAov TANpoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvopeTIKOg KOOKog % Katdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
2-chloro-3-(2-chloroethyl)-1,3,2-oxazaphosphinane 2-oxide | - <100 Acute Tox. 4 (Amd tov otopatog), H302

(ATE=1711 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Carc. 2, H351

Aquatic Chronic 4, H413

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderov

Métpa tpotmv Bonbetdv petd amd emaen pe To déppo : KoBapiote ™ peyaivtepn duvorr mocotnto okovmilovtdg ) (kabapd Kot HoAakd amoppoenTikd
Tavi).
Métpa Tpotmv Bondetdv petd and exapn pe to pdto : Eemlovete to patio pe vepod yio Aoyoug ac@odeiag.
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Ifosfamide impurity F
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

TMHMA 5: Métpa Y10 TNV KOTOTOAENN O] TS TUPKAYLAG

KatdAnka péca nopdcPeong : KovBépta nupdoPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

MéTpa Y10 TNV KOTOTOAEUNOT) TG TUPKOYLAG : Xpnowonomote PEca KoTAoPeong KATAAANAL Yiol TV Tep1PaAlovca TupKayid.

TMHMA 6: Métpa o€ 1 0KOVGLOG EKAVONG

6.1.1. ' Tpoc®TIKS GALO A6 TO TPOSMOTIKG EKTAKTNG UVAYKNG

Mérpa €ktaxtng avykng 1 Amogevyete KaOe mepirt Ekbegom.

6.1.2. ' dTopo mov TPocPEpovy TPAOTES forBereg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

Aev vrdpyovv emmAov TANPOPopieg

TMHMA 7: Xepiopég kon amo0ikevon

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyocg g ék0eonc/atopikn Tpoctaciao

8.1.1 EOvikéc oprokég Tipés emayyeipatikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAov TANPoPopie
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

8.1.2. ZuvioTOpEvES S1001K0GiES TOPAKOLOVONONG

Aev vrdpyovv emmAéov TANpogopieg

8.1.3. Zymparilovrar otoycio pOTavens Tov aipo.

Agv vrdpyovv emmAéov TANpopopies

8.1.4. DNEL ka1 PNEC

Agev vdpyovv emmAéov TANpoPopieg
8.1.5. Tleproyég eréyyon

Agv vdpyovv emmALov TANPOPOPies
8.2. 'Edeyyon ék0gong

8.2.1. Katdiinkor pnyavikoi éreyyol

Kotaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlOpevo xdpo. Zuvibg amatteitol GOGTNUA YEVIKOD UNyavikod eE0EPIGHOD TOV XDPOL.

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpooTtocio TOV HOTIOV KOl TOV TPOGCAOTOV

Agv vrdpyovv emmAéov TAnpogopieg
8.2.2.2. IIpoctacio Tov déppatog
Ipootacia Tov déppotoc:

mod14 £pyooTNPiov

Ipootacio TOV yEPLOV:
IIpoototevTiKg yavtio

8.2.2.3. IIpoc6TOcio. TOV AVOTVEVGTIKMOV 00OV

Aev vdpyovv emmAfov TANpoPopie

8.2.2.4. Ogppikoi kivovvor

Agv vrapyovv emmAéov TANpopopieg

8.2.3.'Eleyyor meprfariovrikig ék0eong

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kol yNUIKEG 10160TNTEG

9.1. Zroyeia Yo TS fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Enpeio t&ewg : Mn Swbéotpo
Inueio m&emg : Mn Swbéorpo
Inueio Ppoacod : Mn Swbéorpo
Evpiextomrta : Mn Swbéorpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xouniotepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Inueio avapregng 1 Aev oyvet
Bgppokpacio avtavaereing 1 Aev oyvet
Beppokpacio arocHvheong : Mn dwbéoyio
pH 12

AdAvpo pH ;. Mn dwbéoyio
EDOEC, KIVEUOTIKOG (17) : Agv woydet
AwAvtomo : Nep6: 0.1-1g/1
TUVTEAEOTIG KOTAVOUNG OF HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

Tdon atpmdv : Mn dwbéoipo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéopo
TTvkvémta : Mn dwbéoipo
ZyeTkn mokvoTNnTOL : Mn dwbéoipo
ZyeTkn mokvoTnTa aTRAY 6tovg 20°C 1 Aev oydet

Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovv emmAéov TANpogopieg
9.2.2. AAA0 YOPUKTNPIGTIKA 0.6QULEiOG

Agev vdpyovv emmALov TANPOPOpieg

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovv emmAéov TANpopopieg

Kopio o kavovikn xpron. BAére tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GoTAONG, EKTEUTEL EXIKIVEVVOVG KOTVOUG.

TMHMA 11: To&woloyikég TANpOPOpPiES

Oé&ela to&codmra (amd oToOHaTOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EXeparticd dedopévar)
Oé&ela to&ucdmra (avamvon) : Mn ta&wounpévog (EMelpaticd dedopévar)

2-chloro-3-(2-chloroethyl)-1,3,2-oxazaphosphinane 2-oxide

LD50 and tov 6tdpaTog 68 0povpaiovg 1711
AGBpmon kot epediopdg Tov d€ppratog . Tpokoei epebiopd tov déppatos.
pH: 2
ZoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipkod epebiopo.
pH: 2
Evaisbntomoinem tov avamvevustikcov 1 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (EAdeiatikd dedopévar)
Kapxwoyéveon : 'Yromto yu mpdkinon Kapkivov.
To&wodmTa 6TV avamopay®Yn : Mn ta&wounpévog (EMeparticd dedopévar)
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAepatikd dedopéva)
epanag éxbeon
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn to&wopnuévog (EMeparticd dedopévar)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn taévounuévos (Advvapio GVAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovcidlet Wiaitepo Kivouvo Yo to TepPaiiov.

Emcivduvo yio to vdatvo mepiBdirov, Bpayurpdbecpog : Mn tadvounpévog (EAeyaticd dedopéva)

(0&09)

Emcivduvo yio to vdatvo meptBdAlov, pakporpdbeopog : Mmopel vo TpoKaA£cel poKpoypOVIEG EMATOGELS GTOVG VOPOPLOVG OPYAVIGHOVG.
(xpoviog)

Aev vopiotaton Tayeio amocvvieon

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOPieg

Aev vrdpyovv emmAéov TANPOPopieg

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztovycio oyeTikd pe T o1adeon

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Topeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

UN 3464 UN 3464 UN 3464

14.2. Oweio ovopacio arostomig OHE

OPTANOOQEDOOPIKH ORGANOPHOSPHORUS Organophosphorus compound, solid, toxic, n.o.s.
ENQZH, XTEPEH, TOZIKH, COMPOUND, SOLID,
E.A.O. TOXIC, N.O.S.
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
Meprypogn eyypaoov peragopdg
UN 3464 UN 3464 UN 3464 Organophosphorus compound, solid, toxic, n.o.s., 6.1, IIT
OPTANOOQXEPOPIKH ORGANOPHOSPHORUS
ENQXH, XTEPEH, TOZIKH, COMPOUND, SOLID,
E.A.0, 6.1, 111, (E) TOXIC, N.O.S., 6.1, III
14.3. Ta&n/-e1g KivdHvov KOTA TN HETAPOPE.
6.1 6.1 6.1
6 6

14.4. Opado. cvokevaciog

I

|

1 ‘

1T

14.5. Ileprforrovtikn emKivovvoTnTo

Enwivduvo yio to mepifdihov:
Ox

Enwcivduvo yio to mepifdihov:
Ox
MoAlvopatikds Tapdyovtog
Yo T0 VOGTVO TTEPPArLOV:
Ox

Emwcivduvo yio to mepipdirov: Oyt

Aev vrapyovv emmAéov Stabéoiueg TANPOPopieg

14.6. Ewdwkég mpo@uiacerg yia Tov ypiotn

Eniyeio petagopa

Kodwog tagvounons (ADR) T2
Ewwés dotaées (ADR) 1 43,274
Iepropiopéveg mosdteg (ADR) : Skg
E&mpovpeves mocotnteg (ADR) . El

Odnyieg ovokevaciog (ADR)

: P002, IBCO8, LP02, ROO1

Ewwés dotaéels ovokevooiog (ADR) : B3

Awtaéeis pekg cvokevooies (ADR) : MP10
Odnyieg Yo opnTég de&apeveig kot epmopevpatokiotion : Tl

xoomv (ADR)

Ewdwcég dotaéers yio popntég deEopevig Kot : TP33
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevng (ADR) : SGAH, L4BH
Ewwés dotaels ya defapevég (ADR) : TU15, TE19
Oympo yio petopopd de&opevng . AT
Kamnyopia petapopds (ADR) : 2

Ewdwcés drotaéelg yo ) petagopd - Xodnv (ADR) . VCI, VC2, AP7
Ewwég dotageis yuo ) petapopd - Poptmon, : CVI13,CV28
£KPOPTOO Kot xeplopog (ADR)

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

ApBv avayvapiong kivdvvov (Képrep Apop.) : 60

IMoptokoi dickot

60
3464

Kodwog meplopiopmv yo onpayyes (ADR) : E

petagopd pécm Boraocong

Ewwn mpopreyn (IMDG) 1 43,223,274

[epropiopéveg mosdteg (IMDG) : Skg

E&upovpeveg mocdmreg (IMDG) . El

Odnyieg ovokevasiog (IMDG) : P002, LP0O2
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

0dnyieg ovokevaoiog gunopevpotokiBotiov-deiapevav : IBCO8

(kddwcog IMDG)

Ewducég dataées IBC (IMDG) : B3

Odnyieg yio de€apevég (IMDG) . Tl

Ewducée drataéers yuo deEapevég (IMDG) : TP33

ApBuog EmS (IMupxayid) . F-A

ApBuog EmS (Awppon) : S-A

Katyopieg poptiov (IMDG) DA

1810t 1eg ko TapaTnpricels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépua petagopd

PCA E&upovpeveg mocdtteg (IATA) : El
PCA Tlepropiopéveg mocdmteg (IATA) : Y645
KaBopn péyrom mocotnta yio nepopiopévn tocotno.  : 10kg

EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL YL0L
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaciog yio emPatnyd aepookden (IATA) : 670

KaBopn péytom mocomta yo emPatnyd oepockaen : 100kg

KoL ylo agpookdon petapopds eoptiov (IATA)

Odnyieg cvokeLAGING LOVO YL AEPOSKAPT) HETAPOPAS T 677
eoptiov (IATA)

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

Ewwcég dotaéeg (IATA) : A3, A5, A6
Kodwog ERG (IATA) : 6L

14.7. @ardooreg peta@opég xHony cdppmva pe Tig Tpageig trov IMO

Agev 1oy0eL

TMHMA 15: Ztorygio vopoBetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty 06QaAela, TNV VYo Kot TO TEPIPAALOV Yi0. TV 0VGia 1] TO peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapBavetot oto Mapapmmpoa XVII tov REACH

Hopaptpe XIV Tov REACH (Katdloyog ad£1006tnong)
Aev nephappaveton oto Hapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyniguov ovordv REACH (SVHC)

Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovciwv REACH
Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omd evnpépoon)
Aev gpoppodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyevikoi pvmor)

Aev gpoppoletar.

Kavoviopog nepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nephapfdveton otov Katdhoyo ovotdv mov e&acbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog mepi ekpnktik@v apédpopmv ovor®@v (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopdc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vrapyovv emmAéov TANpoeopieg
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Ifosfamide impurity F
Agltio Agdopévev Acpaleiog

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

15.2. A&oroynon ympuikng ao@aieloag

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (And tov O&ela to&comta (amd Tov 6ToONTOC), Katnyopia 4

GTONOTOC)

Aquatic Chronic 4 Emcivduvo yo to vddrtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 4
Carc. 2 Kapkwoyéveon, katnyopio 2

Eye Irrit. 2 YoBapn o@Oaipkr PAGPN/0pBakkdg epediopdg, katmyopio 2

H302 Emprapég oe mepintmon kotdmoong.

H315 Ipokaiei epebiopd tov déppatog.

H319 TIpoxarei coPapd opBarikd epebiopo.

H351 "YTonto yio IpOKANGT KOpKivov.

H413 Mmnopei vo. Tpokarésel LAKPOXPOVIES EMITTMGELG GTOVG VIPOPLOVS OPYAVIGHOVG.
Skin Irrit. 2 AGBpmwon/epediondg tov déppatog, kotnyopia 2

Aghtio Agdopévav Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyovtat 6g avtd 10 deAtio mpoépyovtar amd mnyég Tig onoieg Oempovue a&dmiotes. [apdra avtd, divovat
xopic Kapio gyyonon, pnti 1 appnTn, Yo Ty akpifetd tove.
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