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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog : Capecitabine
Xnuwn Ovopacio : Capecitabine
apOpuog CAS : 154361-50-9
Kodwdg mpoiévtog : 201600140

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

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

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 AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

AGBpmon/epebiopog Tov déppatog, kotnyopia 2 H315
ZoPapn opboipkn BAGPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
Metorra&ryéveon yevvnTikov Kuttdpov, katnyopio 1B H340
Kapxwvoyéveon, katmyopio 1B H350
To&wdmTa 6TV avorapaywyr, katnyopio 1B H360FD

To&wdmTo 6TV avorapaywyn, emmpdchetn katmyopia, emdpdoeg H362
o711 YoAovyio 1 HES® TNG Yolovyiog

Ewwn to&ikomra o€ 0pyova-ctdyovs Hotepa and exovelnuuévny  H372
£xbeon, katnyopio 1

IIpeg keipevo tov dnhocemv H kor EUH: BAéne tunqua 16

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

Mmnopei va Tpokaréoet kapkivo. Mmopel va mpokaAiécet yeveticd ehattdpato. Mropei va Brayet t yovipdta. Mropei va BAdyet to £uppvo. Mmopei va Brdyet
Ta Bpéen mov TpEPovtot pe untpikd yaia. Ipokodei coPapd opBoiukod epedionod. Ipokatei epebiopd tov déppatog. [pokarel PraPeg ota dpyava Hotepa and
TOPOTETAUEVT 1) ETAVELANUUEVT EkOECT.
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Capecitabine
Agltio Agdopévev Acpaleiog

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

2.2. Xtoyyeia eTIKETOG

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

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)
AnAdoelg emkvdvvotntag (CLP)

AnAdoelg Tpoevraéng (CLP)

GHSO07 GHS08
Kivdvvog
H315 - TIpoxahei epebiopd tov déppatoc.
H319 - TIpoxaiei coPapd opBaipicd epediopo.
H340 - Mmopei vo, TpoKaAEGEL YEVETIKG EAOTTMHATOL.
H350 - Mropei vo. tpokaAécel Kopkivo.
H360FD - Mnopet va BAayet ) yovyudtmta. Mropet va Brayet to Euppuo.
H362 - Mmopei va. BAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAQL.
H372 - TIpoxaiei fAGPec ota Opyavo (TETTIKO GUGTNIO, O, KOPSOYYEIOKO GUGTNILO, KEVIPIKO
VELPIKO GUOTNHA, dEppa) VOTEPO OO TAPATETAUEVN 1] ELOVEUUEVT EkBeCT (OO TO GTONN).
P201 - Epodwiorteite e Tig €181kEG 00N yieg Tpv amd ) xprion.
P202 - Mnv 10 pnGLOTOMGETE TPV SLOPACETE KL KATAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopdoeis/aéplo/otayovidlo/atnods/ekvepdpota.
P263 - Amogedyete TNV €mapn 6TN SLAPKELL TG EYKVHOGVVNG KL TNG YOAOLYiG.
P264 - TTAOvete TaL ¥€p1a, TOVG TNXELS (AvTIBPayieL) Kot To TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdte, ivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P280 - No @opdrte TpOGTATEVTIKE YAVTIO/TPOCTUTEVTIKG EVOVHATO/HEGO OTOHIKIG TPOGTAGIOG Y10 TOL
HATI0/TO TPOGOTO/TOL OVTIAL.
P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAvvte pe dgpbovo vepd.
P305+P351+P338 - £E INEPIIITQXH EITAO®HE ME TA MATIA: EenA0vete TPOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eivol E0KOA0. Zuveyiote va
Eemlévere.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv acbavieite adabeoio.
P321 - Xpedleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0SNYiEG TPOTOV PONOEIOV OTNV ETIKETAL).
P332+P313 - Eqv mapatmpnBei epediopodg tov déppatog: Zvppovievbeite/Emokepbeite yratpo.
P337+P313 - Edv dev voywpet 0 0pBoipkdg epediopoc: Zupfovievdeite/Emokepbeite yotpo.
P362+P364 - BydAte ta poAvopéva podyo Kot TAOVTE T TPV To. EAVOYPNCLLOTOU|GETE.
P405 - dvidooetol KAEWB®UEVO.
P501 - AudBeom Tov TEPLEXOUEVOV/TEPLEKTN GE oMpElo GLAAOYNG EMKIVELV@OV 1} E8IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS 1/Kkat diebveic Kavoviopode.

Ifpavon oopemva pe: EEapeitar n ecwtepikn cvuokevacio, ta tepleydpeva g oroiag dgv vepPaivovv ta 10ml.

Ewovoypappata kivovvov (CLP)

2.3. AALot Kivovvolr

GHS08

Avti 1 ovsia/piypa dev pet Ta kprepla ABT tov kavoviopnod REACH, Tapdaptpa XIII
Avti 1 ovsia/piypa dev pet Ta kprripla aAaB tov kavovicpov REACH, Iapdpmpa X111

AlAeg mAnpoopieg

Evepyd cvotatikd (6€ GopprakevTkd Tpoidva).
[Ipocoyn -  Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPOC.
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Capecitabine
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 AvVoyvopieTIKOg KOOkog % Katdraén copomva pe v odnyia
TPOIGVTOG 1272/2008 EK [CLP]

Capecitabine apBpdg CAS: 154361-50-9 <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
Muta. 1B, H340
Carc. 1B, H350
Repr. 1B, H360FD
Lact., H362

STOT RE 1, H372

IIpeg keipevo tov dnhdoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiaov

4.1. eprypopn péTpov TpOTOYV fondsidv

levid pétpa tpdTev Ponderdv 1 Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and gilomvon : Metagépete Tov mofovta oTov Kabapd aEpa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvVEL TV avamvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxeqbeite yotpo.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIEVT TEPLOYN OEPLATOG LE OTOAD
GamTovVL Kat vepo, kat ot cuvexeto Eemhévete pe Leotd vepd. Edv o epebiopdc tov déppatog
empévet, cupPovievteite yloTpo.

Métpa tpdtev Bonbdetdv petd amd exapn pe o paTio 1 Eemhivete apécm Kol TOPATETAUEVO HE VEPO KPATMOVTAS avorytd o PAEQapa TovAdy ooV 15
Aemtd). Edv vidpyovv @oioi emaens, apatpEote Toug, EpOcov gival e0kolo. Xuveyiote va Eeniévere.
Zvpfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo eav to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOUA GE ATOUO TTOV £XEL XAOEL TIG a1oBnoelg Tov. ZupPovievbeite/Emokepbeite
ApESOG YLaTpo.

4.2. TNpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS UETA OO ETOPT| UE TO EPLLOL : Ilpokaiel epebiopd Tov déppatog.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LTI : Ilpokarel coPapd o@Oaipucod epebiopd. Epubpotnra, movoe.

4.3.’Evé€i&n omo1a601moTe amatToOREVNS GIESTIG L TPUKNG PPOVTIONG Ko E0IKNG Oepaneiog

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOmOAEPNN O] TG TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovsa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TO7ol EMKIVOUVOTTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYpa

e mepinTmon TupKaylig TapdyovTot ETKivouva . H atelg kavon anehevbepdver emkivduvo povoeidio tov avBpaka, d10&€id10 Tov avBpaka Kot
TPOIOVTO amoGHVOECNG ko to&kd agpta. TIBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0E1g Y10 TOVG TUPOGPEioTeg

Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToLv vepol T TupdcPeong 6To TEPBAALOV.
Ipootacio katd v TopdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY GTOAN.
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Capecitabine
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPIOL, TO LATIO 1] TO POVYIGUO.

I TpocOmKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCOTIKO.
T dTopa wov TPocPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhinio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyetor n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG amoyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vepov.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Ko TOTODETOTE TO G€ Evav KOTAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog (e amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe ™ didbeon.

TMHMA 7: Xepiopog kon awodnkevon

EmumAéov kivovvor katd v enegepyacio : Eykvpovovoeg kot Inhalovseg vo unv €pyoviat o€ Kapio ETaen He 10 Tpoidv.
TIpopura&elg yio ac@oAn YEPLoUO 1 Amogedyete kK0Be mepirtn £xbeon. Ppoviiote dote 0 xdPog epyaciog va eEoepiletor cwoTE.
Métpa vyewvig : Mnyv 1pdrte, mivete 1| Komvilete, OTaV XPNOUOTOLELTE 0VTO TO TPOidV. T LOAVGHEVE EVIVLLATO

epyaciog dev mpémet va Byaivouv amnd o xdpo epyaciag. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAEYLILO KoL LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo xdpo. O mepéktng datnpeitor EpUNTIKA KAEIGTOS. ATOQEVYETE
T (ot kot TV Gueon nAlokn aktvoBolia.
Y\iké cvokevasiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki tpoctacio
Aev vdpyovv emmAov TANPoPopie

Kotaiinhor pnyavikoi £éheyyor

Katalinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvndmg amatteitol cHOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOV

ATOMKOG TPOGTUTEVTIKOS EE0TAMGPOG

IIpocTocia TOV HOTIAV KOl TOV TPOCAOTOV

IIpocrocia 0pOaipcdv:
Dopdre cuokevn Tpoctaciog yio o patio. [Ipootatevtikd yvaid pe TAdylo tpoctatevtikd. (EN 166)
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Capecitabine
Agltio Agdopévev Acpaleiog

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

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdte kordAAnia yavtue. IIpocstatevticd yavta avOektikd og ynukd npoiovra. (EN 374)
IIpocTocia TOV AVATVEVGTIKAV 00DV

IIpootacio TOV OVATVEVGTIKAV 00(DV:
X nePImTOON TOPAy®YNG oKOVNG, YPTOLLOTOWOTE TPOCTATEVTIKY LAcKa e @idtpo : P3

TMHMA 9: ®vokég Ko ynNUIKES 1O0TNTES

Duowkn KoTdoToom 1 Zteped
APDLLOL : AevKo. 6Yedov AgvKo.
Epopdvion 1 Xkovn.
Moprakn palo : 359,35 g/mol
Oopn : Mn Swbéopo
Opro oopng : Mn Swbéorpo
Inueio Eemg : 115-125°C
Inueio mEemg : Mn Swbéopo
Inueio Bpociod : Mn Swbéopo
Evopiektomra : Mn Swbéorpo
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agv oydet
Inueio avapreéng 1 Aev woyvet
Bepokpacio avTavaPAeEng : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéorpo
1EDOEC, KIvepaTikog (1) 1 Aev oyvet
Awdvtomro : Nep6: 10-33,3 g/l
TUOVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN G/ veEpOD 1 =45

(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atpov o Bepporpacio 50°C : Mn Swbéotpo
TTvkvémta : Mn Swbéorpo
ZyETIKN TUKVOTNTO : Mn Swbéorpo
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéopo

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUoTIKOTNTO.

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPieEs

Agv vdpyovv emmALov TANPOPOPieg
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Capecitabine
Agltio Agdopévev Acpaleiog

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

10.5. Mn cvppatd vikda

Agv vdpyovv emmALov TANPOPOPiEs

10.6. Emucivovva wpoiovta amwocHvieong

Aev vdpyovv emmAov TANPOPopie

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpogopicg yia Tig TaEELS Kivovvov, 0ntmg opilovrar otov kavoviepd (EK) aprf. 1272/2008

Oé&ela to&codmra (amd oTOHUTOC)

Oé&ela to&ucdmroa (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: Mn ta&wvounpévos (Baoet tov dtubécmv dedopévav, ta kptripua tagtvounong dev ainpovvray, H

Kotdmoon de Bewpeitan Thovog TpdTOG EKOESTC)

1 Mn ta&vounpévog (Erepatikd dedopéva; H katdmoon de Osmpeiton mbavog tpoémog £kbeong)
1 Mn ta&vounpévog (Erepatikd dedopéva; H katdmoon de Osmpeiton mbavog tpoémog £kbeong)

Capecitabine (154361-50-9)

LD50 amd tov 6top0T10g 68 apovpaiong

> 2000 mg/kg

AGBpmon ko epediopog Tov d€ppratog
ToPBopn opBaipkn PAGPN/epebiopog
EvasOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dEPHATOG
MetoAra&lyéveon YEVVNTIKOV KUTTApV
Kapxivoyéveon

To&wodmTa 6TV avamopay®yn

Ewwn to&ikomra ota 0pyava-otoyovg (STOT) —
epanaé £xbeon

Ewu to&ucotnta ota dpyava-otoyovg (STOT) —
emavelAnppévn ékbeon

Enucvdovotnta avappdenong

: Ilpokarel epebiopd Tov déppatoc.
. TIpoxaiei coPapd opBaipikd epebiopo.

1 Mn ta&wvopnpévog (EAkepaticd dedopéva)

1 Mmnopei vo TpoKaAEGEL YEVETIKG EAATTMHATOL
: Mmnopei va Tpokoréoetl KopKivo.

: Mmnopei va Brdyet ) yovipdmta. Mropei va PAayet To Euppuo. Mropei va Brayet ta fpéen mov

TPEQOVTOL PE UMTPLKO YOAQL.

1 Mn ta&wvopnpévog (EAkepaticd dedopéva)

. Tpoxaiei PAGPec ota Opyave (TENTTIKO GOGTNNO, O, KOPSLOYYEOKO GUGTNILA, KEVIPIKO VEVPLKO

ovoTua, dépua) VoTEPO aMd TAPATETAUEVN 1] ETOVEUUEVT EkBeoT (aTd TO GTONA).

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

11.2. ITAnpo@opieg yro. GALovg TOTOVG EMKIVOVVOTNTOS

Aev vdpyovv emmAov TANPOPopies

TMHMA 12: Oworoyikég TAnpo@opisg

12.1. TogwkoétnTa

Enwcivduvo yio to vddtivo mepiBdilov, Bpayumpoddeciog
(0&09)

Emcivduvo yio to vddtivo meptBdilov, pokporpodesiog
(xpdviog)

: Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

: Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

Capecitabine (154361-50-9)

LC50 - Yapu [1]

> 867 mg/l (96 dpeg, Oncorhynchus mykiss (Apepwavikn [éotpoga)) (Mébodog OOZA 203)

EC50 - Kapkvoewdn [1]

> 850 mg/1 (48 dpeg, Daphnia magna (Nepoyuvirog)) (Mébodog OOZA 202)

EC50 72h - dvka [1]

200 mg/l (72 opeg, Selenastrum capricornutum (IIpaowva @dkn)) (MéBodog OOZA 201)

NOEC ypdvia kopKivoedn

112 mg/l (21 nuépeg, Daphnia magna (NepoyvAidog)) (MéBodog OOZA 211)

NOEC ypoévia gukn

14 mg/1 (72 dpeg, Selenastrum capricornutum (IIpdowva gokmn)) (MéBodog OOZA 201)

12.2. AVOEKTIKOTITO KOA IKOVOTNTA 0TOS6IONG

Capecitabine (154361-50-9)

AVOEKTIKOTNTO KOL IKAVOTNTO ATOSOUN NG

Toyémg amodounoipuo
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Capecitabine
Agltio Agdopévev Acpaleiog

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

Capecitabine (154361-50-9)

ZUVTEAEGTNG KOTAVOUTNG G Hely o N-0KTovVOANG/vEPOD ~4,5
(Log Kow)

Agv vrdpyovv emmAéov TANpopopieg

Capecitabine (154361-50-9)

Avt n ovoio/piypa dev mpet ta kprripra ABT tov kavoviepod REACH, Ioapdptnpo XIII

Avti 1 ovsio/piypa dev mpet ta kprripa aAaB tov kavoviopov REACH, Hapdaptpa XIIT

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeia oyeTika pe 0 613d0gon

Agv vdpyovv emTALOV TANPOPOpPiEg

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

Xoppwvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

Topeova pe Tig dtotdEels HETapopig To TPoiov autod de yapaktnpiletor og emkivévuvo

14.2. Oweia ovopacio arostorig OHE

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

14.3. Ta&n/-€1g Kivdovvov KOTE TN PHETAPOPA

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opdda cvokevaciag

Mn poOulopevo Mn pvBulopevo Mn poBulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

Agev vrapyovv emmAéov Stabéoipueg TANPOPopieg

Eniyewo petagopa
Mn pvBulopevo

petapopd péco Baraocong
Mn poOulopevo
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Capecitabine
Agltio Agdopévev Acpaleiog

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

Evoépua petagopd
Mn pvOuldpevo

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

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6@aiela, TNV vysio Ko 7o agpailov yio TNV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev meptrapBavetat oto [Mapapmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov oveidv REACH (SVHC)

Aev tepthapfavetotl 6tov KatdAoyo vroyneuwv ovcuwv REACH

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

Aev nepthappdvetor otov Katdroyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopuog EE 1005/2009)

Kavoviopég tov Xvppoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypriong
Aev neprappéveton otov Kavoviopd (EK) tov ZvpBoviiov yo to £in Sumhng xpriong.

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

Aev nepiéyet kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovctdv ekpnktikdv (Koavoviopos EE 2019/1148 oyetucd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthappavetayoval) 6Tov Kotdhoyo mpddpopmy ovctdv vapkatikdv (Kavovionog EK 273/2004 oyetikd e Tig TpOSpopes ovcieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@aierog

Agv vdpyovv emmALoV TANPOPOPiES

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Mopatnpriceig
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Ipoctédnke

1.1 apOpog CAS Mpoctédnke

1.1 Zuvevopa Aparpédnke

1.2 TIeplopiopot otn xprion TpomomouniOnke

1.2 Xpron g ovciag/Tov pefypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemOOUNTEG PLOIKOYNIKES EMOPAGELS, KAODS TpomomouOnke
Kot EMOPACELS 6TV avBp@OTIVY VYEin Kot GTO
neptPariov

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomororOnke
[CLP]

22 Ewovoypdppota kivdvvov (CLP) TpomomouniOnke
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Capecitabine

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

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

22 Anhooeig emukivdvvotnrog (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa tpdTev Pondetdv Ipoctédnke

4.1 Métpa tpdTev Pondeidv petd omd exopn pe To TpomomouOnke
déppa

4.1 Métpa tpodtov Bondeldv petd and glomvon TpomomouOnke

4.1 Métpa tpmdtmv Bonbeldv petd and katdnoon TpomomouOnke

4.1 Métpa tpdTeV Bondeldv petd amd enaen pe To TpomomouOnke
pétio

4.2 ZOUNTOUOTO/EMOPACELS LETEL OO ETOPN LLE TO TpomomouOnke
dépuo

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL TpomomouniOnke
pétio

4.2 ZOUTTONOTO/EMSPACELS Agorpédnke

4.2 ZoURTOUOTH/ EMOPACELG LETE 0d KaTdmoon Aparpédnke

42 ZOURTOUATO/EMOPACELG LETG OO ELGTVON Aparpénke

43 AN wTpkn yvopdtevon 1 Bepaneio Aparpédnke

5.1 Axatdrinlo mopooPeotikd péco Mpootédnke

5.1 Katdiinka péoa mopdcPeong TpomomounjOnke

5.2 Ye mepinton Tupkoylig Topdyovtal entkivévva Ipootidnke
TPOIOVTO 0mocvVOESTg

52 Kivdvvog mupkoytdc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&onMopog mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG AVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tlep1Barrovticég TpoPLAGEELG Ipootidnke

6.3 T v amobfkegvon Ipootédnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Mapamopnn o dAho tufipota (8, 13) Ipoctédnke

7.1 Emmléov kivduvor katd v enetepyocio TpomomoumiOnke

7.1 TIpo@uAGEeLs Yo aGQaAN XEPIGUO TpomomouOnke

7.1 Métpa vylewvng TpomomouOnke

7.2 YuvOnkeg O aENg TpomomorOnke

7.2 Y\ cvokevaciog Ipootédnke

7.2 Teyvikd pétpa Apurpédnke

7.3 Ewwég yprioetg telcod kotavoimt Agorpédnke

8.2 TIpootooio TV AVOTVEVSTIKOV 03MV TpomomouOnke
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Capecitabine

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
8.2 TIpootaoio TV yepudv TpomomouOnke
8.2 TIpootacio opBaAipmv TpomomouOnke
8.2 Katdiiniot umyavikoi Ereyyot TpomomouOnke
8.2 [poctacio tov déppatog TpomomouOnke
9 Mopuaxr péao Ipootédnke

9 Enpeio éewmg IpootiOnke

9 APDOLLOL Ipootidnke

9 YUVTELEOTNG KOTAVOUNG G€ Helypa n- Ipootédnke

oktavorng/vepoo (Log Kow)

9 Oopun Aparpédnke
10.1 AvtidpacTtikéTTo Apurpédnke
10.5 Mn cvppatd vikd Agorpédnke
10.6 Emwcivduva tpoidvta amochvieong Aparpédnke
11.1 LD50 and tov 6TOp0T0g 6 0povpaiong Ipoctédnke
12.1 NOEC ypovia Kopkivoeldn Ipootédnke
12.1 NOEC ypdévia gdkn Ipootédnke
12.1 ECS50 72h - ®oka [1] Ipootédnke
12.1 LC50 - Yapua [1] IIpoctédnke
12.1 EC50 - Kapxwoewdn [1] Ipootidnke
12.1 Owoloyia - yevika ApupiOnke
13.1 Teprpepelakdg kavoviopog mepi anofAnTwv Aparpédnke

I peg keipevo pacewv

H xor EUH:

Carc. 1B Kapxvoyéveon, xatnyopio 1B

Eye Irrit. 2 YoBapn opboipkn PAABN/0@BaApKdg epebiopdc, katnyopio 2

H315 TIpoxalei epebiopd Tov déppartoc.

H319 TIpoxarei coPapd opBarikd epediopo.

H340 Mmropei vo. TpokarEGEL YEVETIKA EAATTMLOTA.

H350 Mmnopei va. Tpokarécel KapKivo.

H360FD Mrmopei vo. pAdyet T yovipotnta. Mmopei va. BAdyet To Epfpvo.

H362 Mrmopei vo. fAdyet Ta. Bpépn oL TPEPOVTAL e UNTPIKO YO

H372 Tpoxarel PAGPec ota Opyava (TENTIKO GUGTNUA, CHLE, KAPSLOYYELNKO GUGTNLO, KEVIPIKO VEVPIKO GUGTNU, dEPLLO) VOTEPA OO
mopoTeTApéVN 1| emavelnupévn ékbeon (amd To GTOU).

Lact. To&wodmTa otV avoarapaywyr, emmpdodetn katnyopia, emdpdcels otn yorovyio 1 p€ow® TG yaAovylog

Muta. 1B Metahlha&ryveon YevvnNTIKOV KLTTapmv, Katnyopio 1B

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

Skin Irrit. 2 AdBpwon/epebiopdg tov déppatoc, katnyopio 2

STOTRE 1 Ewu to&ucdtnta o dpyova-otoxous Votepa and enavelAnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpareiog (AAA), EE
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Capecitabine
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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