COUNCIL OF EUROPE . . . .
edonme = Fluorouracil impurity mixture

European Directorate | Direction européenne
for the Quality | delaqualité

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: 03/07/2025  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Fluorouracil impurity mixture
Kodiog mpoidvtog : 202500320

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprocig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi oty xpron 1 Oy v TpOQILA, GAPHLOKE 1) OTKIOKT P17
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@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]

O&ela to&cdmra (amd Tov 6TOHNTOC), Katnyopio 3 H301
Metalha&ly£veon YEVWNTIKGOV KUTTApmV, Katnyopio 1B H340
To&wodmta otV avaropayoyn, katmyopia 1B H360

Ewu to&ucotnta o dpyova-otoxovs votepa and exovelnupévny  H372

£xbeon, katnyopio 1

Emcivduvo yio to vdatvo meptBdrlov — 0&0g kivdvvog, katnyopiag 1 H400

Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410

Kkatnyopiag 1

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

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

To&wo og nepintoon Katdmoons. IToAd T0&1kd yio ToVG VIPOPLOVG OPYAVIGLOVGS, HE LOKPOXPOVIES EMRTOGELS. MTTOpEl VoL TPOKUAEGEL YEVETIKA EAOTTOUOTOL.
Mmnopei va. Prayet ™ yovipodma i o éuppuo. [pokarel PraPes ota dpyava votepa amd mopateTapévn 1 exavelnuuévn £xbeon.

2.2. Zroyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

Sk ¥

GHS06 GHS08 GHS09
Ipoewomomrikn Aé€n (CLP) : Kivdvvog

Ewovoypappata kivovvov (CLP)
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Fluorouracil impurity mixture
Agltio Agdopévev Acpaleiog

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

Tepiéyer : 5-Chlorouracil
AnAdoelg emkvdvvomtag (CLP) : H301 - To&wo oe mepintmon KaTAmoongs.
H340 - Mmopei va TpoKaAEGEL YEVETIKA EAOTTMOHATOL.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 10 £uppuo.
H372 - Tlpoxaiei PAaPeg ota dpyavo (LLEAOS TOV 0GTMV, KOPSLyyelakd GOGTNLUO, KEVIPIKO VELPIKO
GUOTNUO, TETTIKO GUGTNLO) VOTEPO OO TAPATETAUEVN 1} EXOVEAUUEVT EkDeOT.
H410 - TToAd To&1Kd Yo Toug VIPOPLOVE OPYAVIGHOVG, HE LOKPOXPOVIES ETMTTMOCELS.
AnAdoetg Tpoeoiaéng (CLP) : P201 - Epodiacteite pe t1g 101kéG 0dnyieg mpv amd T ypnon.
P202 - Mnv 10 ¥pnGLOTOMGETE TPV SLoPACETE KOl KATAVONGETE TIG 00N YieG TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P264 - ITAOvete Ta x€pia, Tovg TNXELS (AvTIBpayia) Kot TO TPOGMTO GYOMUGTIKE LETA TO XEPIOGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1 ehevfépwon oto meptBdAiov.
P280 - No popdte TpOoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P310 - XE IEPIIITQXH KATAIIOXHX: koAéote apécmng 1o KENTPO AHAHTHPIAXZEQN
1 éva yoTpo.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copuminpopatikég 0dnyieg tpdTav Pondeidv oty etikéta).
P330 - Eem\dvete 10 oTOUA.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ oneio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SiebVelg KavoviGHovE.
ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexoeva g omoiag dev vaepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP)

GHS06 GHS08
Emwcivduvo nepieydpevo : 5-Chlorouracil

2.3. AlLot Kivovvol

Agv mepiéyet ovaieg PBT n/kon vPVB > 0,1%, ot omoieg £xovv a&toroynOet coppava pe to Hapdpmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meprapfdvetol otov Katdroyo mov kotaptiletar copewva pe 1o Apdpo 59 Iapdypapog 1 Tov kavovicpod REACH yua tig
10T TEG EVOOKPIVIKTG dloTapoyng 1 (o) ovoia(eg) dev avayvmpiletar(ovar) 6Tt xey(0VV) W1OTNTEG EVOOKPIVIKNG S1OTAPAYNG COUPOVO. LE T KPLTHPLO TOV
opilovtat otov Kat' e&ovaloddton Kavoviepd g Emtponng (EE) 2017/2100 1y tov Kavoviopd g Emtponng (EE) 2018/605 oe cuykévipmon ion 1 peyaivtepn
and 0,1 %

Alheg TAnpopopieg . TIpocoyn - To mpoidv dev Exel SOKILACTEL TANPWC.

TMHMA 3: Z0vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.2. Meiypata

Ovopa AvayvopieTiKog KOOKOG % Kararaln copeova pe tny odnyio
TPoidVTOg 1272/2008 EK [CLP]

5-Chlorouracil apOpog CAS: 1820-81-1 40-60 Acute Tox. 3 (Amé tov otopatog), H301
Kwd.-EE: 217-339-7 (ATE=100 mg/kg copatikov Bépovg)

Muta. 1A, H340

Repr. 1B, H360

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410 (M=10)

T peg keipevo tov dnhooemv H kot EUH: BAéne tunqua 16
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Fluorouracil impurity mixture
Agltio Agdopévev Acpaleiog

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

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponderdv . Ye mepintoot au@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvveL TV avamvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo © ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG LE OTOAD
GOamTOVVL KOt VEPOD, Kat TN cLVEXELD EemAéveTe ne (eoTO vepo.

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

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo eav o dtopo dratnpel Tig aronoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOV £XEL XAoeL Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES
Aev vdpyovv emmAov TANpoPopie
4.3."Evo€1En 0To10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG QPOVTIONS KAl 101K G Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

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

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v nepiBdilovsa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTdAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

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

X mepinTmon TupKaylig Tapdyovtol ETKivouva 1 H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaia Kot
TPOIOVTO amOGHVOESNG ko to&kd agpta. TIBavn amoforn to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTeg

Métpa yio TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn Tov vepol T TupdcPecng 6To TEPIBAALOV.
Ipooctocio katd v TopdoPeon 1 Mnv enepPaivete yopig KatdAANA0 EOTAMOUS. AVTOVOLT AVOTVEVGTIKT GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. Ilpocomkés TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL H10OIKAGIEG EKTOKTNG OVAYKIG
Ievikd pétpo © AmoQevyETE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLO ) TO POVYLGUO.

TN TpocOmKS GALo a7 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKToKTNG AvVayKNG : ATOPOKPOVETE TO TEPITTO TPOCOTIKO.

T dTopa mov TPocsPEpovy TpdTES for0reg

omhopdg TpooTaciog : Mnv enepPoivete ywpic katdAAnho eéomhopd. Mo tepiocdtepeg Tnpogopicg avatpéée oy
Bfomhous . M . . vy o6, T . ) . .
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEELS
Na anopedyetar 1 Elevbépmon oto mepipdrrov. Eumodiote v €i6080 6T0VG 0moXETEVTIKOVG 0y®@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 6VYKPATON Kol KaOopLopo

INa v amobnkevon 1 Amoppo@noTe T0 PE £va adpavEG DAIKO Kot TOTODETHOTE TO G€ évav KOTAAANLO meptéktn Stébeong
amofANTmV.
Mé0odot kabopiopod : Eemhdvete TI LOAMGUEVEG EMPAVELES pe GpBovo vepd. Kabopiopog (e amoppumavTikd.
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Fluorouracil impurity mixture
Agltio Agdopévev Acpaleiog

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

6.4. [lopomopnn) o Ghho TEqpOTO

Agite 10 Tunpa 13 yio Anpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, A6PUAN YEIPLONO

Emmdéov kivdvvor katd v eneepyocio . Eyxvopovotoeg kot Onhalovoeg va pnv £pyoviat o€ Kopio EXoQT| 1Ue T0 TPoidv.
[Ipoeuldéers yio aoorn PO 1 Amogevyete kaOe nepirth ékbeon. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.
Métpa vytevng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite 0vtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO StAEYLIO KO LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENGS, cupmepriopfavopuévay Tuyov acoppotoTitav

ZovOnkeg OAUENG 1 Amofnkeveton og KoAd aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOS. AToQevyeTe
™ (éotn Kot TV Apecn NAloKT aKkTvoBolia.
Y\ cvokevaciog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Ewdukn} Telkn xpnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 8: ‘Eleyyog g ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrtdpyovv emmAéov TANPoPopieg

8.2."ELeyyor £ék0gong

Kataiinior pnyavikoi éheyyon

Koataiinhor pnyavikoi éreyyou:
Ppovricte dote 0 YDPog epyaciog vo e&aepiletol 6moTh. TvN0mG AToLTEITAL GUGTNLOL YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SLUVATOD )
APNOT TOV TPOIOVTOG TPETEL VO YIVETOL GE EPYUCTNPLUKT YOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAGHOG

IIpoctacio TOV HOTIOV KOl TOV TPOGCAOTOV

Ipootocio 0@OaAn®V:

Dopdre cvuokevn Tpoctaciog yio ta patia. [Ipocstatevtikd yvaiid pe TAdylo tpootatevtikd. (EN 166)
Ipootacia Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTAAANAO TPOGTOTELTIKO povyicpo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yEPLAOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAV 00MDV

IIpooTtacio TOV AVATVEVGTIKAV 00(DV:
e mepinTmon Tapay®yng oKOVNG, XPTCLLOTOWOTE TPOSTUTEVTIKY HAoKa pe ¢iktpo : P3

TMHMA 9: ®vokég Kot YNUIKEG 1010TNTEG

9.1. Ztoyeia Yo TS facikés UOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped

APDLLOL : Mn Swbéopo
Oopn : Mn Swbéopo
Op1o oopng : Mn Swbéorpo
Enpeio théewg : Mn Swbéopo
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Fluorouracil impurity mixture
Agltio Agdopévev Acpaleiog

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

Inpeio méewg : Mn dwbéoipo
Inpeio Ppocpod : Mn dwbéopo
Evelektomro : Mn dwbéoipo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Ogppokpacio avtovipreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HETY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéorpo
TYETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TOUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAov TANPOPopieg

TMHMA 10: Z100gpdtNTO KO OVTIOPOCTIKOTITO.

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmALOV TANPOPOPIiES

Agev vdpyovv emmA£ov TANPOPOpies

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&ela to&codmra (amd 6TOHUTOC) 1 To&wod oe mepintmon Katdmoonc.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvounpévos (Baoet tov dtubéciumv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (Baoet tov dtubéciumv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

Fluorouracil impurity mixture

ATE CLP (An6 tov 6t0p1070G) 228.571 mg/kg copatikod Bapovg

5-Chlorouracil (1820-81-1)

LD50 and tov 6tdpaTog 68 apovpaiong > 50 — < 300 mg/kg (eKTipdUEVT TIUN)
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Fluorouracil impurity mixture

Agltio Agdopévev Acpaleiog

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

AéBpwon kot epebiopdg Tov dEPHATOG

ZoBopn o@Oaipcn BAAPN/epebiopds
EvaisOntomoinem tov avamvevstikob 1
gvaucOntomoinom Tov d€ppaTog

MetoAha&Lyéveon YEVVITIKOV KUTTAP®V
Kapkwvoyéveon

To&wdmTa 6TV avomapoyoyn

Ewdun to&uwcotnta ota 6pyava-ctoyovs (STOT) —
epanag £xbeon

Ewwn to&ikomra ota opyava-otoyovg (STOT) —
emavelAnupévn ékbeon

Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta kpreipila tagvounong dev thnpovvot)
Mn to&vopnpévos (Baoet tov dobéoiov dedopévav, ta kprrnpa to&vounong dev minpovvar)

Mn to&vounpévos (Baoet tov dtobéoiov dedopévav, ta kprnpla to&vounong 6ev minpovval)

Mrmopei vo TPOKOAEGEL YEVETIKG EAOTTMLOLTOL

Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta kpreipila tagvounong dev Thnpovvrot)
Mmopei va fAdyet T yovipomto 1 To EpPpuo.

Mn to&wvopnpévos (Baoet tov dobéoiov dedopévav, ta kprnpa to&vounong dev minpovval)

Ipoxahiei PAGPeg ota dpyavae (LVELOG TOV 0GTMOV, KOPIOYYELIKO GOGTNUO, KEVIPIKO VEVPIKO
GUOTNUO, TETTIKO GVUOTNLO) VOTEPO OO TOPATETAUEVN 1| EXOVEIAUUEVT EkDeOT).

5-Chlorouracil (1820-81-1)

Ewdun to&uwcotnta ota 6pyava-ctoyovs (STOT) —

emavelnupévn ékbeon

Ipokaiel Prafeg oto Opyava (LLEAOS TOV 0GTOV, TENXTIKO GOOTNA, KOAPSOLYYELOKO GUOGTNLLA,

KEVTIPIKO VEVPIKO GVGTNIO) VOTEPQ OO TOPATETOUEVN 1) EmAvEULUEVT EKOEGT.

Enucvduvotnta avappdenong

Mn to&vopnpévos (Baoet tov dtobéoiiov dedopévav, ta kprnpla to&vouncong 6ev minpovval)

11.2. ITAnpo@opieg yro. GAhovg TOTOVG EMKIVOVVOTN TS

Agv vrtdpyovv emmAéov TANPOPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

12.1. To&ikétnTa

Emkivduvo yua to vddtvo mepifdArov, Bpoyunpdbecspog

(0809)

Emikivduvo yia to vdativo meptBdAlov, pokponpobesiog

(xpoviog)

TToA) T0&1Kd Y1 TOVG VIPOPLOVG OPYAVIGHOVG.

IToAb To&ko Yo Tovg VEPOPLOVG OPYAVIGHOVG, ILE HOKPOYPOVIEG EMTTMOCELS.

5-Chlorouracil (1820-81-1)

EC50 72h - @k [1]

<1 mg/l (72 dpeg) (EKTYUOUEVT TuN)

NOEC ypdvia kapKivoedn

<0.1 mg/l (21 nuépeg) (eKTUOUEVN TIUN)

NOEC ypoévia @ukn

< 0.1 mg/l (96 ®pec) (EKTIUDUEVT TIUR)

12.2. AVOEKTIKOTNTO KoL TKOVOTNTO 0T0O0PONS

Fluorouracil impurity mixture

AVvOEKTIKOTNTO KOL TKAVOTNTO ATOSOUN NG

Aev voiototon Tayeio amocvvheon

5-Chlorouracil (1820-81-1)

AVOEKTIKOTNTO KOt IKOVOTNTO, ATOdOUNGNG

Aev voiotaton Tayeio amocvvieon

12.3. Avvototinro frocveocapevons
Aev vrdpyovv emmAéov TANpoPopieg
12.4. Kiwwntikétnto 610 £60.00G

Agev vrdpyovv emmAéov TANpoQopieg

12.5. Anoteréoparto g o&rordynong ABT kot aAaB

Aev vrtdpyovv emmAéov TANpoPopieg
12.6. I616TNTES EVOOKPIVIKIG SraTapayng

Aev vrtdpyovv emmAéov TANpopopieg

12.7. AlLeg dUOPEVEIG EMATAOGELS

Agv vrdpyovv emmAéov TANpopopieg
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Fluorouracil impurity mixture

Agltio Agdopévev Acpaleiog

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

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

13.1. M£00odor emeCepyaciog amopritmv

Agv vdpyovv emmALov TANPOPOPiEg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T PETAPOPE.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpég OHE 1 apiBpég tavtétnTag
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacsio arostolic OHE

TOZEIKA XTEPEA, OPTANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagi eyypaowv petagopds

UN 2811 TOEIKA XTEPEA, OPTANIKA, E.A.O.,

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

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

6.1, 111, (E), EINIKINAYNA I'IA TO 111, MARINE ENVIRONMENTALLY HAZARDOUS
INEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-e1¢ KivdHvov KOTA TN RETO.QOPA
6.1 6.1 6.1

£23

6

1

$

14.4. Opada cvokevaociog

111

11

111

14.5. Tlep1falhovTIKI EMKIVOVVOTITA

Emwivduvo yo to mepipdiiov: Now

Emcivouvo yo to mepipdiiov: Now
Molvopatikdg Tapdyovtog Yo To VOATIVO
neppaiiov: Now
ApBudc EmS (TTupkayid): F-A
ApOuodc EmS (Awppon): S-A

Emwcivduvo yo to mepipdiiov: Now

Aev vrdpyovv emmAéov dabéaies TAnpopopies

14.6. Ewdwuéc mpo@uAhagerg yia Tov (pioetn

Eniyewo petagopa

Kddwog ta&vounong (ADR)

Ewducée dotaées (ADR)
Mepropiopéveg mosdteg (ADR)
E&apovpeveg mocdmteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewducés dotaéelg ovokevooiog (ADR)
Awtdéelg pektg ovokevaocieg (ADR)

T2

. 274,614
: Skg

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

: MP10

Odnyieg yio opnTég defapeveig ko gpmopevpatokifotia : Tl

x0dnv (ADR)

Ewducég drataéers yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)
Kodwog de&apevig (ADR)

Ewducéc dotaéers ya deEapeveg (ADR)
Oympo yo petopopd deEapevng

Katmyopia petagopds (ADR)

1 TP33

. SGAH, L4BH
. TU15, TEI9

. AT

: 2
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Fluorouracil impurity mixture

Agltio Agdopévev Acpaleiog

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

Ewducés drotaéelg yia mn petapopd - Xodnv (ADR) : VCI1, VC2, AP7
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13,CV28
eKQOpTOON Kat xeptopos (ADR)

Ewducée drotaéelg yia ) petagopd - Agrtovpyio (ADR) @S9

ApBv avayvopiong kvdvvoo (Képiep App.) : 60

IMoptokoAi dickot

Kodwog meploptopmv yio onpayyes (ADR)

petagopd péco Baraocong

Ewu mpopreyn (IMDG) 1 223,274
Iepropopéveg mosodtnteg (IMDG) : Skg
E&apovpeveg mosdtnteg (IMDG) : El
Odnyieg ocvokevasiog (IMDG) : P002
Odnyieg ovokevaciog epnopevpatokiPotiov-deéapevaov  : IBCO8
(kadwkog IMDG)

Ewwég dataéerg IBC (IMDG) : B3
Odnyieg v de&apevég (IMDG) : Tl
Ewwéc datdcers v de€apevég (IMDG) : TP33
Katyopieg poptiov (IMDG) DA

1310 teg ko mapatnpnoeg (IMDG)

Evoépua petagopd

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

PCA E&aupovpeveg mocdmteg (IATA) : El
PCA Tlepropiopéveg mocdtteg (IATA) 1 Y645
Kabapn péyiom mocdta yio meploptopévn tocotmto 10kg
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 670
Kabapn péyiom mocdtnta yio emBotnyd aepookaen 100kg
Kat ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yol 0EPOGKAPT) LETUPOPES 1 677
poptiov (IATA)

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

Ewucés drotaéelg (IATA) : A3,AS
Kwdwkog ERG (IATA) : 6L

14.7. @aldooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoktipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio kKot 7o agpifdirov yio TV ovcia 1 0 peiypa

kavovicpoi EE

Hapéptype XVII tov REACH (IIpobmoBéceic mepropiopov)

Aev mepiéyet kopia ovoio(eg) mov meprapfaveroiovrar) oto [apaptnpo XVII tov REACH (Ilpobnobéceig meplopiopon)
Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61\G)

Aev mepiéyet kopia ovsio(eg) mov meprapfavetoi(ovrar) oto [apaptmua XIV tov REACH (Kotdhoyog adetoddtnong)
Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepiéyet kapio ovaia(eg) mov nepthappdavetar(ovtat) 6Tov Katdioyo vroyneuwy ovcudv REACH

Kavoviopég mepi e£oc0éviong tov 6ovrog (EE 1005/ 2009)

Aev mepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdroyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009 oyetikd e Tig 0voies mov
e&acbeviCouv ™ oTifdda Tov 6lovtog)
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Fluorouracil impurity mixture
Agltio Agdopévev Acpaleiog

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

Kavoviopog tov Zvpfoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypiong

Aev nepiéyet ovaio mov vokertol otov Kavoviopo (EK) tov Zvppoviiov yio tov éheyyo eddv Stmhng xpriong

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 ovoio(eg) mov mephapfavetayoval) 6Tov Kotdhoyo Tpddpopmv ovetdv vopkatikdv (Kavovienog EK 273/2004 cyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.2. A&oroynon yMuikig acQaielog

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: AlAeg TANPOQPOPIES

peg keipevo ppacswv H ko EUH:

Acute Tox. 3 (An6 Tov Oé&ela to&uodmra (amd Tov 6TdHaToC), Katnyopio 3

GTOHATOC)

Aquatic Acute 1 Emwcivduvo yio to vdatvo meptBdrlov — 0&0G kivovvog, katnyopiag 1

Aquatic Chronic 1 Emwcivduvo yio to vdatvo mepidriov — Xpoviog kivduvog, katnyopiog 1

H301 To&wd o€ mepinTon KATATOoNG.

H340 Mmopei vo. TpOKOAEGEL YEVETIKE EANTTMLOTOL

H360 Mmnopei va. PAayet T yovipdta 1 70 pfpuo.

H372 Ipokaiei PAaPes ota dOpyava (LLEAGS TV 0GTAOV, KAPSIOLYYELOKO GUGTNLLN, KEVIPLKO VELPIKO GVGTNIA, TEXTIKO GVGTNIO) VOTEPO

oo mopoTeTAUEVN 1| ETOVEANUUEVT EKOEGT.

H400 TToAd o0& Y10 Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAd to&ko Yo Tovg VEPOPLOVG OPYAVIGHOVG, HE HOKPOYPOVIES ETTTMOCELS.

Muta. 1A Metodra&ryéveon yevvnTikav Kuttdpov, katnyopio 1A

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

STOT RE 1 Edun to&ucdtnta o dpyava-ctoyovs Dotepa and exavelnupévn ékbeon, katnyopia 1

Katnyopromoinon kot tp@TéKoAL0 Y10 TNV KATIYOPLOTOINGT TOV PIYRATOV 6ORQoVe pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Acute Tox. 3 (And tov H301 Mé£B050¢ VTOAOYIG OV
GTOLOTOG)

Muta. 1B H340 Mé£60d0¢ VTOAOYIG OV
Repr. 1B H360 MéBodog voroyiopon
STOTRE 1 H372 MéBodog voroyiopon
Aquatic Acute 1 H400 MéBodog voroyiopon
Aquatic Chronic 1 H410 MéBodog vroroyiopon

Aektio Agdopévav Acpaleiag (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovial o€ antd T0 dehtio mpoépyovtat and mnyés Tig onoies Oempodpe a&iomotes. [Tapoia avtd, divovtot
xopis Kapio eyyomon, pnm N dppntn, yio v akpifeld tovg. Ot cuvnkeg i ot péBodot xepiopov, amobnkevong, xp1IoNG 1 orTdPPIYNG TOL TPOTOVTOG deV
VIOKEWTOL 6T 1K pLog €VBHVN Kot PLITOPET Kot VoL NV EUTITTOVY Kot 6TIS applodoTTEG Hog. [''owTtovg Kot Yo GAAovG AdYOVE, 0momolovpacte kabe evbovn o
TEPINTOO AMDAELNG, VAIKNG 1) ¥PNHOTIKAG {Npiog amd, 1] e 0TOL0dNTOTE TPOTO GUVOEVEUEVT LLE, TO YEIPIGHO, TNV AT0BNKEVST 1] TN XP1ON TOL TPOIOVTOG. AVTO TO
Aglktio Agdopévav Acpalelog GuVTayONKe KeL TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv o mpoidv xpnoipomoteitent g GuoToTikd GALOV
TPOTOVTOG, Ol TANPOPOPIES TOL TAPEXOVTOL EG( EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPies BacilovTal GTIC TPEYOVCES YVAOGELS UG KO
TpoopilovTal yio vo. TEPTYPAYOVV TO TPOTOV OMOKAEIGTIKG Y10 AOYOVG VYELNG, ac@aAelog Kot TEPPARAOVIIKOV ATUITGEDV. ZVVETMOG, dgv Ba Tpénet va Hewpndet
OTL £YYLATOL OTOLUONTOTE GUYKEKPILEVT] 131OTNTO TOV TPOIOVTOG.
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