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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog : Fluorouracil
Xnuwn Ovopacio : Fluorouracil
Kwd.-EE 1 200-085-6
apOpuog CAS : 51-21-8
Kodwodg mpoidvtog : 201600403

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

sds@edgm.eu, www.edgm.eu

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]

O&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
MetoAha&lyéveon YEVVNTIKOV KuTTapov, katnyopio 1A H340
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

Ewwn to&ikomra o 0pyova-ctoxovs botepa and exavelnuuévny  H372

£xbeon, katnyopio 1

Emcivduvo yua 1o vddrvo mepidirov — o&og kivduvog, katnyopiog 1 H400

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

IIpeg keipevo tov dnhocemv H kor EUH: BAéne tunqua 16

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

To&wo og nepintoon Katdmroons. IToAd T0&1kd Yo ToVG VIPOPLOVG OPYAVIGLOVGS, LE LUKPOXPOVIES ENRTOGELS. MTOpel VoL TPOKUAEGEL YEVETIKA EAOTTOUOTOL.
Mmnopei va. Prayet ) yovipoma 1 o Euppuo. [pokarel PraPes ota dpyava votepa amd mopateTapnévn 1 exavelnpupévn £xbeon.
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Fluorouracil
Agltio Agdopévev Acpaleiog

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

2.2. Xtoyeia eTIKETOG

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

S ¥

Ewovoypappata kivdvvov (CLP)

GHS06 GHSO08 GHS09
Ipogwboromtiky AEn (CLP) . Kivduvog
AnAdoelg emkvdvvotntag (CLP) : H301 - To&wo oe TepinTtmon KoTUmoongs.

H340 - Mmopei vo, TpoKaAEGEL YEVETIKG EAOTTMATOL.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.
H372 - TIpoxaiei fAdPec ota dpyave (LVEAIG TOV 0GTMV, TEXTIKO GUGTNLLOL, KOPSLoyyelakod
GUOTNUO, KEVTIPIKO VEVPIKO GOGTNHA) VOTEPA OO TOPATETAUEVT] 1) EMAVEIANUUEVT EKOEO.
H410 - TToAD To&1K0 Yot ToLG VIPOPLOVE OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOOELS.
AnAdoelg Tpoeoraéng (CLP) . P201 - Egodiacteite pe T1g £101kEG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 pNOCLOTOMGETE TPV SOPACETE KOl KATAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopdoeis/oéplo/otoyovidlo/atnods/ekvepdpaTa.
P264 - TTAOvete TaL ¥€p1a, TOVG TNYELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P273 - No amopevyetat 1 eEhevBépmon 610 TeptBarlov.
P280 - No 9opdite TPOGTATEVTIKG YAVTIOU/ TPOGTATEVTIKG EVOVUATO/UEGO OTOUIKNG TTPOGTAGTIOG Y10l TOL
UATLO/TO TPOGMTO/TAL OVTIAL.
P301+P310 - XE [IEPITITQXH KATAIIOXHX: koAéote apécms 1o KENTPO AHAHTHPIAZEQON
1M éva yoTpo.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv acbavieite adabeoio.
P321 - Xpedleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PONOEIOV OTNV ETIKETA).
P330 - Eemhdvete 10 GTOUO.
P391 - Maléyte ™ yopévn mocdTTA.
P405 - dvidooetol KAEWB®UEVO.
P501 - AwiBeom oV TEPLEXOUEVOV/TEPLEKTN GE OMEEID GLAAOYNG EMKIVELV@OV 1} E8IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot diebveic Kavoviopoe.
Zipovon oopeave pe: E&apeiton n ecotepikn cuokevacio, to meplexopeva g onoiog dev vepPaivovy ta 10ml.

o

GHS06 GHSO08

Ewovoypéppoarta kivdvvov (CLP)

2.3. AALot Kivovvolr

AMAeg mAnpoopieg . Evepyd ovotatikd (o€ gappokevtikd mpoidva).
[Ipocoyn - n Tapodca ovaio dev Exet KON SOKIULAGTEL TAPOC.

TMHMA 3: XvvOeon/TAnpo@opisg y1a T GLCTATIKG

3.1. Ovoieg

Ovopa AvayvopioTiKog KOOKOg % Koatataén oopeova pe tnv oonyia
TPOIOVTOG 1272/2008 EK [CLP]

Fluorouracil apBuog CAS: 51-21-8 <100 Acute Tox. 3 (And tov otdpatog), H301
Kd.-EE: 200-085-6 (ATE=230 mg/kg copatikov Bapoug)

Muta. 1A, H340

Repr. 1B, H360

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410 (M=10)

IMAnpeg keipevo tov nidcewv H kot EUH: BAéne tunipa 16
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Fluorouracil
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
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 : AevKo. oyedov AgvKo.
Epedavion : Kpvotodiikn okovn.
Mopiaxn pata : 130.08 g/mol

Oopn : Mn Swbéopo
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Fluorouracil
Agltio Agdopévev Acpaleiog

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

Op1o oopng : Mn dwbéopo
Inpeio mEemg : 282283 °C (amocbvbeon)
Inpeio méewg : Mn dwbéoipo
Inueio Bpaopod : Mn dwbéopo
Evopiektomta : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arochvieong : Mn dwbéopo
pH : 45-5
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1) : Aev oydet
Awrvtomra : Nepo6: 10-33.3 g/l
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

Aev vdpyovv emmAov TANpoPopieg

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTTA

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOPies

TMHMA 11: To&woloyikég TANpOPOpPiES

Oé&ela to&codmra (amd oToOHUTOC) 1 To&wod oe mepintmon Katdmoonc.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpévog (EAdepatikd dedopéva)

Fluorouracil (51-21-8)

LD50 and tov 6tdpatog o€ apovpaiovg 230 mg/kg (Ap. RTECS YR0350000)
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Fluorouracil
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@Oaipkn BAAPN/epebiopds

EvaisOntomoinem tov avamvevuotikob 1
gvoucOnTomoinom Tov dEpUaTog
MetoAa&LyEveoT YEVVITIKOV KUTTAP®V

Kapxwvoyéveon

1 Mn ta&wvopnpévog (EAAepatikd dedopéva)

pH:45-5

: Mn ta&wvopnpévog (EAiepatikd dedopéva)

pH:45-5

: Mn ta&vounpévog (EAiepatikd dedopéva)

: Mmnopei vo TpoKaAEGEL YEVETIKG EANTTMOTOL
1 Mn ta&wopnpévog (Mn cupmepacHaTiKd ded0pEVaL)

Fluorouracil (51-21-8)

Aebvég Ivetitovto Epsuvav yo tov Kopkivo (IARC)

3 - AdbHvato vo katnyopromomndet

To&wdmTo 6TV avomapoyoyn

Ewwn to&ikomra ota dpyava-otoyovg (STOT) —
e@amaé ékbeon

Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvduvotnta avappdenong

: Mmopei va fAdyet T yovipodmta 1 To Epppuo.
1 Mn ta&wvopnpévog (EAhepaticd dedopéva)

. Ilpokahiet BraPeg ota Opyava (LLELOS TOV 0GTOV, TETTIKO GUOTN LA, KOPILOYYELWMKO cOGTNHA,

KEVTPIKO VEVLPIKO GVGTNLAL) VOTEPQ OO TAPUTETOUEVT T) ETAVEIANUUEVT EKOEGT.

1 Mn ta&vounpévog (EAepatikd dedopéva)

11.2. ITAnpogopieg yro. GAhovg TOTOVG EMKIVOVVOTN TS

Agv vrtdpyovv emmAéov TANPOPopieg

TMHMA 12: Owkoroyikég TAnpo@opisg

12.1. To&wkétnTa

Emkivduvo yuo to vddtvo mepifdArov, Bpoyunpdbespog

(0809)

Emcivduvo ya to vddtvo mepifdAlov, Lokpompdbesog
(xpoviog)

: TTod o€k Y1 Tovg VIPOPLOVG OPYAVIGHOVG.

: TToAd To&1Kd Yo Toug VIPOPLOVE OPYAVIGUOVG, HE HOKPOXPOVIEG EMTTMOCELC.

Fluorouracil (51-21-8)

LC50 - Yapua [1]

2222 mg/1 (120 dpeg, Danio rerio(yapt (EPpa) (Papt Epppuo Ocoto&iicdtnto SoKipéc)

EC50 - Kapkwvoedn [1]

25 mg/1 (48 dpeg, Daphnia magna (Nepdyvirog)) (MéBodog OOZA 202)

EC50 72h - @vka [1]

0.11 mg/1 (72 wpeg, Raphidocelis subcapitata (IIpdowva oxn)) (MéBodog OOZA 201)

NOEC ypdvia yapro

32 mg/1 (35 nuépec, Oncorhynchus mykiss (Apepwcavikn [éotpopa)) (MéBodog OOZA 210)

NOEC ypovia kopKivoedn

0.0028 mg/1 (21 nuépecDaphnia magna (Nepowvirog)) (MéBodog OOZA 211)

NOEC ypévia pOkn

0.01 mg/1 (96 mpeg, Pseudokirchneriella subcapitata (ITpdcva eoxn)) (Mébodog OOZA 201)

12.2. AvOEKTIKOTN T KO IKOVOTNTO 0T0d0UOoNG

Fluorouracil (51-21-8)

AVOEKTIKOTNTO KO IKAVOTNTO OTOSOUNONG

Agev voiotaton tayeio omocvvheon

12.3. Avvatétnto frocveoapsvong
Agev vdpyovv emmALov TANPOPOpieg
12.4. KiwwynmikétnTto 6710 £60.00G

Aev vdpyovv emmAov TANPOPopie

12.5. Anoteréoparta g o&ordynong ABT kot aAaB

Agev vrdpyovv emmAéov TANpoPopieg

12.6. 1016TNTES EVOOKPIVIKNIG SraTapayng

Aev vrtdpyovv emmAéov TANPoPopieg
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Fluorouracil
Agltio Agdopévev Acpaleiog

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

12.7. AXLeS SUOPEVEIG EMATAOCELS

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 13: Ztorycio oyeTikd pe T 01agon

13.1. M£0odor emeCepyaciog amopritov

Aev vdpyovv emmAov TANPOPopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pe T PETAPOPE

Zoppova e ADR / IMDG / TATA

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

14.2. Oweia ovopacio arostoiic OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagi eyypaowv petagopds

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), EINIKINAYNA I'TA TO 1T, MARINE ENVIRONMENTALLY HAZARDOUS
INEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-e1¢ KivdHvVov KOTA TN RETO.POPA
6.1 6.1 6.1

£23

6

¥

$

14.4. Opada cvokevaciog

111

1

111

14.5. IleprfarhovTIKI| EMKIVOVVOTITA

Emwivduvo yuo to mepipdiiov: Now

Emivdvvo yuo to mepipdiiov: Not
Molvopatikdg Tapdyovtog Yo To VOATIVO
meppaiiov: Non
ApBpodc EmS (TIupkayid): F-A
Ap1Buog EmS (Awppon): S-A

Emwivduvo yuo to mepipdiiov: Now

Agv vapyovv emmAéov Stabéotpues TANPOEopisg

14.6. Ewduéc mpo@uAha&elg yia Tov (pioetn

Eniyewo petagopa

Kodwag ta&vounong (ADR)

Ewducée dotaées (ADR)
Mepropiopéveg mosdteg (ADR)
E&mpovpeves mocotnteg (ADR)
Odnyieg ovokevaociog (ADR)

Ewwcés dotaéers ovokevooiog (ADR)
Awtaéers pekmg cvokevooies (ADR)

T2
274,614

: Skg

. El

: P002, IBCOS, LP02, ROO1

: B3

. MP10

Odnyieg yio opnTég defapeveig ko epmopevpotokifotie : Tl

x0dnv (ADR)
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Fluorouracil
Agltio Agdopévev Acpaleiog

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

Ewducég drataéeis yio popntég deapevig Kot
gumopevpotokiPdTie 6NV (ADR)

Kodwog deEapevig (ADR)

Ewducée dotaéels yua deEapeveg (ADR)

Oympa yo petopopd deEapevig

Katmyopia petagopds (ADR)

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

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvovo (Képiep App.)
IMoptokoAi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

petapopd pécm Baraocong

Ewwmn popreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&upovpeveg mocdmreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epmopevATOKIPOTIOV-deEAUEVHV
(kadkog IMDG)

Ewducég dataées IBC (IMDG)

Odnyieg yia de€apevég (IMDG)

Ewducés drataéers yuo deEapevég (IMDG)
Katmyopieg poptiov (IMDG)

1810t 1eg ko TapaTnpricels (IMDG)

Evoépua petagopd

PCA E&apovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

Kabapn péyom mocdmta yio meploptopévn tocommto
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
Kat ylo agpookdon petapopds eoptiov (IATA)
Odnyieg cvokevaoiog HOVO Yo 0EPOGKAPT LETUPOPES
poptiov (IATA)

Méyiot) mocoTNTO. LETAPOPAS OTOKAELGTIKG Ad
aepookden petapopds poptiov (IATA)

Ewducée drotaéerg (IATA)

Kwdikog ERG (IATA)

. El
. P002
. IBCO8

. TP33

SGAH, L4BH

. TU15, TEI9

. AT

: 2

. VCI, VC2, AP7
: CVI13,CV28

S9

. 60

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. Oardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiewa, Tnv vyeio Kot 7o agpiairov yio TV ovoia 1 10 peiypa

kavovicpoi EE

Mapéaptype XVII tov REACH (IIpodmoBécsic mepropiopov)

Aev meptrapBavetat oto Mapdpmpa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn616)

Aev nephappaveton oto Mapaptnuo XIV tov REACH (Kotdhoyog adetoddtnong)
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Fluorouracil
Agltio Agdopévev Acpaleiog

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

Kataroyog vroyiguov ovordv REACH (SVHC)

Aev nepthapfdavetor otov Katdroyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€ao0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfdaveton otov Katdloyo ovoidv mov eEacbeviCovy to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopég tov Zvppoviriov (EK) yia Tov éheyyo 1d®@v dimhig ypfiong
Aev neprappaveton otov Kavoviepd (EK) tov Zvpfoviiov yio to £i6n Sumhng xprions.

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

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

Kavoviopog mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovsio(eg) mov mepthapfavetayoval) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 cyetikd pe Tig TpOSpOLES Ovsieg
VOPKOTIKOV)

15.2. A&oroynon yMuikig acQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOQPOPIES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo croryeio Mapotnpiicerg
ApBudc OHE (RID) Ipoctédnke
Ap1Bpds kKOVoV/pmhe ehtov (ADN) Ipoctédnke
Yroypewtikog eEomiopog (ADN) Ipootidnke
Emupenopeva péoa petapopds (ADN) Ipootédnke
E&aupovpeveg mocotteg (ADN) Ipootédnke
Ieplopiopéveg mocdteg (ADN) Ipootédnke
Etucéteg ktvdvvov (ADN) Ipoctédnke
Kwdwog ta&ivopnong (ADN) Ipootidnke
Katdiinin ovopacio amootorrg (RID) Ipootédnke
Ap. tavtomoinong kwvovvou (RID) Ipootédnke
Aépata e€npég (RID) Mpoctédnke
Ewdwég datagers yuo ) petapopd - Doptmon, Ipoctédnke

ekQOpTOON Kot Yepiopdg (RID)

Ewwég dotagers yio ) petapopd - Xoonv (RID) | IIpoctédnke

Mertagopikn kotnyopia (RID) Ipoctédnke

Ewwég daragers yuo tig de&apevég RID (RID) Ipoctédnke

Kodwoi de&apevav yio tig deEapevég RID (RID) | poetédnke

Educég drotaéers yio kvmtég defapeveg ko xoonv | lpoctédnke

nepiékteg (RID)

Odnyieg yio kvntég de&apevég kat ooy mepiékteg | IIpoctédnke
(RID)

Aotaéets yu 16 pektég ovokevaocies (RID) Ipoctédnke
Ewwég datdéerg cuokevaciog (RID) Ipootidnke
Odnyieg ocvokevasiog (RID) Ipootédnke
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Fluorouracil

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
E&apovpeveg mocdtteg (RID) Ipootidnke
Tepropiopéveg mocdteg (RID) Ipootédnke
Ewwmn mporeyn (RID) Ipootédnke
Kamyopia cvokevaciog (RID) Mpootédnke
Kddwag tagvopunong (RID) Hpootédnke
Enpeio avaereéng (IMDG) Aparpédnke
Avtikafiotd v £ékdoon Ipootidnke
evnuépmon Ipootédnke

1.1 Kwd.-EE Mpootédnke

1.1 apOpog CAS Ipoctédnke

1.1 Zuvovopo Agopédnke

1.2 IIepropiopoi ot xpnon TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemB0OunTeg PUOIKOYNUKEG EMOPACELS, KAODG TpomomouOnke
Kot EMOPACELS 6TV avBp@OTIVY VYEia Kot 6TO
nepBiiov

2.1 Katdraén coppova pe my odnyio 1272/2008 EK | TpomorovOnke
[CLP]

2.2 Anhaoeig emukvdvvotntog (CLP) TpomomouOnke

2.2 Eucovoypappata kvddovov (CLP) TpomomouOnke

22 Anhaoeig tpoevraing (CLP) TpomomouiOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa tpdTev Pondetdv poctédnke

4.1 Métpa tpdTev Pondeidv petd omd exapn pe To TpomomouOnke
déppa

4.1 Métpa tpodtov Bonbeldv petd and glomvon TpomomouOnke

4.1 Métpa tpmdtmv Bonbeldv petd and katdnoon TpomomouOnke

4.1 Métpa tpdTev Bondewdv petd amd emaen pe To TpomomouOnke
pétio

4.2 ZoUNTOUOTO/EMOPACELS Aparpédnke

4.2 ZOUTTOUOTO/EMOPAGELS LETE 0d KOTAmTOoo Agapédnke

4.2 ZOUTTOUOTO/ETOPAUCELS UETE OO ETUPT| UE TO Agorpédnke
Sépua

4.2 ZOURTOUATO/ETOPACELG UETG OO ELGTTVON Aparpédnke

42 ZOURTOUATO/EMOPACELG UETG OO EMOPT LLE TO. Aparpédnke
pétio

43 AN wTpkn yvopdtevon 1 Bepaneio Aparpédnke

5.1 Axatdrinlo mvpooPeotikd péco Mpootédnke

5.1 KatdAinka péoa mopdcPeong TpomomouniOnke
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Fluorouracil

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

52 Y mepInTOon TUPKAYIAS TOPAyOVTOL ETKIVELVEL Ipootidnke

TPOIGVTO. 0TocVVOESNG

5.2 Kivdvvog mupkayidc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke

53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpoctaciog Ipoctédnke

6.1 Métpa éktaktng ovéykng TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke

6.3 To v amobfkevon Mpootédnke

6.3 MéBodot kabapiopod TpomomouniOnke

6.4 Iapamopnn oe dAha tpipota (8, 13) Ipoctédnke

7.1 Emumhéov kivéuvor kotd v eneéepyacio TpomomouOnke

7.1 TIpo@uAGEeLS Yo aGQOAN XEPIGUO TpomomouOnke

7.1 Métpa vytevnig TpomomouOnke

7.2 YuvOnkeg eOAaENg TpomomouOnke

7.2 Ylkd cvuokevaciog Ipootédnke

7.2 Teyvikd pétpo Agorpédnke

7.3 Ewdwcéc ypnoeig telcon Kotovolot Aparpédnke

8.2 TIpootooio TV AVOTVELSTIKOV 03MV TpomomouOnke

8.2 TIpootacio tov yepudv TpomomouOnke

8.2 Ipoctacio 0@OaAudY TpomomouniOnke

8.2 Katdiinkot punyavucoi Edeyyot TpomomouniOnke

8.2 IIpoctacio Tov déppatog TpomomouOnke

9 Epopdvion TpomomouOnke

9 Mopraxn pao Ipootédnke

9 XPOHOL Mpootédnke

9 Inueio &emg Ipootédnke

9 pH Ipootédnke

9 Ooun Aparpédnke

10.1 AvtidpactikdTnTa Aparpédnke

10.5 Mn ovppatd vika Aparpédnke

10.6 Emwivduva tpoidvta amocdvieong Aparpédnke

11.1 ATE CLP (And tov 6T0p0TOG) TpomomouOnke

11.1 LD50 ané tov otépatog o apovpaiovg Ipootédnke

12.1 NOEC ypovia ¢pokn Ipootidnke

12.1 NOEC ypoévia KopKivoeidn Ipootidnke

12.1 NOEC ypdévia yapio Ipootédnke
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Fluorouracil

Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
12.1 EC50 72h - ®vkia [1] Ipootidnke
12.1 LC50 - Yapa [1] Ipootédnke
12.1 EC50 - Kapkwvoegdn [1] Ipootédnke
12.1 Owoloyia - yevikd Aparpédnke
13.1 2V0TAGEIS GYETIKG e TNV amdppLym Agopédnke
TPOIOVTOV/GVCKEVOGLOV
13.1 [eprpeperords kavoviopog tepl anofrntmv ApupiOnke
14.1 ApOuoc OHE (ADN) Ipootidnke
14.2 Katdiinin ovopacio amootors (ADN) Ipootédnke
14.3 Etikéteg ktvdvvov (RID) Mpootédnke
14.4 Kamyopia cvokevaciog (ADN) Ipootédnke
14.6 Ewu npopreyn (ADN) Ipoctédnke

M peg keipevo ppacswv H xor EUH:

Acute Tox. 3 (An6 Tov
GTOLATOC)

O&elo to&omta (amd Tov 6ToOHTOC), Katnyopio 3

Aquatic Acute 1

Emucivduvo yia to vdatvo meptBdrlov — 0&0G Kivovvog, katnyopiag 1

Aquatic Chronic 1

Emucivduvo yio to vddtvo mepiBarrov — Xpoviog kivduvog, katnyopiog 1

H301 To&wo og nepintoon Kotdmoong.

H340 Mrmopei vo. TpOKOAEGEL YEVETIKG EANTTMLOTOL

H360 Mmopei vo. fAdyet T yovipotnta 1 o Euppuo.

H372 IpokaAei PAaPeg ota dOpyava (LLEAIG TV 06TAOV, TEXTIKO GVOTNIEL, KAPSILYYELONKO GUGTNLLO, KEVIPIKO VELPIKO GVOTNIO) VOTEPO
OO TOPOTETAUEVT 1) EMAVEIANUUEVT EKOEO.

H400 TToAd to&o 1o Tovg VEPOPLOVG OpYAVIGHODG.

H410 TToAb o0& 1o Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXTTMOCELS.

Muta. 1A Metarlha&ly€veon YEVVNTIKOV KLTTapmV, Kotnyopio 1A

Repr. 1B To&wdmTa 6TV avoropaywyr, katnyopio 1B

STOTRE 1 Ewwn to&ikotra og 0pyava-otdyovs Hotepa and exovellnupévn ékbeon, katnyopio 1

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPIiG Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoioVTOG devV

VIOKEWVTOL 6T SIKN [ag VOOV Kot HIopet Kot vo. v UmImTouY Kot 6TIS approdtdotntég pog. I'iontoig kot yio GALovg AdYous, omomolovpacte kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpicg oo, 1 [e 0TOL0dNTOTE TPOTO GLVOEVELEVN LLE, TO YEPLGUO, TNV 0T0BNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acparelog cuvTaydnke KeL TPEMEL VaL YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TPOTov. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GAAOL

TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL £ EVOEYETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOPies PacilovTol GTIC TPEXOVCES YVMGCELS LLOG KoL

poopilovTal Yo Vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoPUAEiNS Kot TEPPAAAOVTIKOV OTOITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel

OTL £YYLATAL OTOLUSNTOTE GUYKEKPILEVT] 1LOTNTA TOV TPOIOVTOG.
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