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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Leflunomide

Kodiog mpoidvtog : 201600515

Zovavopo . Leflunomide, salts, hydrates, isomers and impurities where applicable

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, Ewonvony, Aeppotikd

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]

Oé&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
To&womta otV avaropayoyn, katmyopia 1B H360D
Ewu to&ucotnta 6 0pyova-oToYous VoTEPO amd ETOVEIANUpEVT EKOEDT, H372
kotnyopia 1

Emcivduvo yio to vddtvo meptBdriov — Xpoviog kivduvog, katnyopiog 2 H411

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]

Sk ¥

Ewovoypappata kivovvov (CLP)

GHS06 GHSO08 GHS09
Ipogworomtikn AEn (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H301 - To&wo oe mepintmon KoTdmoongs.

H360D - Mropei va BAdyet to Eufpvo.
H372 - TIpoxaiei fAGPec ota Opyavo VOTEPO OO TAPATETAUEVT | ETAVEIANUUEVT EKBEOT.
H411 - To&wd yio Tovg vIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTMGELS.
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Leflunomide
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.
P260 - Mnv avorvéete okovI.
P264 - ITAOvete ta xépio, ToVG THYELS (AVTIBPAYLE) KOt TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnoonoteite avtd To TPOiov.
P273 - No amogedyetor 1) ehevBépwon oto meptBdAiov.
P280 - No 9opdte TpocTATEVLTIKG YAVTLO/TPOGTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
WATI0/T0 TPOCMOMO/TO AVTLAL.
P301+P310 - XE INEPHITQXH KATAIIOXHX: KoAéoTE APES®OG TO YLOTPO.
P314 - ZvpPovlrevdeite/Emoxepbeite yiotpd eav ocbavieite adwabecia.
P321 - Xpeidleton 18 ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOUA.
P391 - Maléyte ™ yopévn mocdTA.
P405 - dvrdooetor KAEWB®EVO.
P501 - AudBeon tov mepieyopEvou/nePIEKTN o€ ONUEID GLAAOYNG EMKIVELVMV 1| £181KOV amoPfAiTmv,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Siebveig KovovioHove.
ENpavon coppova pe: eEatpeitarl 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVD TNG OToiag dev vrepPaivovv ta 10ml

Ewovoypappoata kivdovov (CLP)

GHS06 GHS08

2.3. AALot Kivovvol

Aev vdpyovv emmAov TANpoPopie

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

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]

Leflunomide - <100 Acute Tox. 3 (Amd tov otoparog), H301

(ATE=235 mg/kg copatikov Bépovg)
Repr. 1B, H360D

STOT RE 1, H372

Aquatic Chronic 2, H411

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tunqua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv petd and elomvon : Bydte tov nofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPAnOnKe va avamvevoet kabapd
aépa.

Métpa tpdTev Bondeidv petd amd emapn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mocdtnto okovmilovtdg ) (kabapd Kot Hodakd amoppoenTikd
mavi). [TAvete pe deBovo vepd Kot amoppuTaVTIKO.

Métpa tpdTOv Bondeidv HETE amd eToPn e To LATIO : Eemlovete pe vepd Kpotdvtog To BAEQapa KaAd avotyTd.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemhovete 1o otopo. Kaiéote opécng to KENTPO AHAHTHPIAYXEQN/yatpo. Ewdkn wtpikn

mapakorovdnon. Evééyetatl va cuotnbel mapotetopévn wtpikn mopakorovdnon.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELG 1 BAGPeg oty vyeia evdéyetan vo epeoavictody e kobvuotépnon.
ZOUTTOUOTO/ETOPAGELS LETH OO EIGTVON : Avemopkn dedopéva.
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Leflunomide
Agltio Agdopévev Acpaleiog

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

FOUTTOUOTO/EMOPAGELS HETG A EMAQT LE TO SEPLLOL : Avemapkn dedopéva.
SOUTTOHOTO/ETIOPAGELG HETG OO EMOPT UE TOL PATIOL : Averapkn dedopéva.
SOUTTOHOTO/ETISPAGELS HETG ATTO KOTATOOT : Ta cvpntdpora evééyetat va givat (aAn, kealahyles, vavtio Kot ATMOAEL GUVTOVIGHOV.

Toppovievbeite/Emokepbeite yiorpo. Eqv givar duvatd deiéte avtd to gdrlo acpodeiag, ki av 0L, dei&te ™ cvokevacia 1 Ty tikéto. Evepyn ovoia.
DappoKeLTIKO TPOTOV.

TMHMA 5: Métpa yro TV KOTOToAEP 0N TS TVPKAYLAG

Katddnia péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLIG : Xpnoworomote péca KoTdoBeons KatdAnia yio v tepPailovca TupKayid.

TMHMA 6: Métpa 6€ TEPINTOG GKOVOLOG EKAVGNG

Tevikd pétpa : AmoQUyeTe TV GUECT) EMAPN LE TO TPOIOV. MnV avanviete
oKOVN/avabVIAcELS/ 0EPLa/oTayOVIOI/ O TOVG/ EKVEPDATO.

6.1.1. ' Tpoc®TIKS GALO ATT6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Mérpa éktaxtng avéykng 1 Dopdte KOTAAANAO TPOGTOTEVTIKO POVYIGLUO, YOVTLO KOL TPOGTAGIOL Yot TO LATIOL KO TO TPOGMTO.

6.1.2. T Gropo mov Tpocpépovy TpdTEg Poniereg

Aev vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

MéBodot kabapiopon : Zryovpéyrte, 0TL Ta anoppiparta Oo tepioLAAEYOVV kot Oa amofnkevTovy aceaAés. Kobapiote
mpooekTikd. [IMvete Ta vrodeippota wov dev pmopeite va avaktoete pe : AlGAvpo VIOYA®PLHIOVG
vatpiov.

Agv vdpyovv emmALov TANPOPOpieg

TMHMA 7: Xepiopoc ko awodnkevon

Emmdéov kivdvvor katd v encepyacio . Euotdton emiong n mpoooyn tov xpiiotn 6Toug Thavovg Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpnoyLomonOel pue tpdmo mov opileTar amd TIG KATUCKEVUGTIKES TPOSLOYPUPES.

TIpo@ura&els yio ac@aAn yeipiopod : XpNoWOTomGTe T0 TPOIOV e TPOGOYN. ATOPVYETE TNV GUECT] EXAPY LE TO TPOIOV. XTO HETPO TOV
Sduvatov 1 xp1omN TOL TPOTOVTOG TPETEL VAL YIVETAL GE EPYOGTNPLAKT KOAVT.

Meétpa vytewng : Xp1ion tov mpoidvtog e opbn| Brounyavikn vyewn Kot dtodikacieg oc@aAeiog.

Teyvicd pétpa 1 Zoppopembeite Le TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OAUENG ;. dvrdooetol KAEW®LLEVO.

05/10/2023 (evnuépmon) EL (eMAnvixd) 3/10



Leflunomide
Agltio Agdopévev Acpaleiog

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

7.3. Ewducn} telkn xpion 1 p1osis
BAéme tpuqpa 1.

TMHMA 8: ‘Edeyyog g ék0gonc/atopiki mpoctacio.

8.1. [TapapeTpor eréyyov
8.1.1 EOvikéc oprokég Tipég emayyeipatikig ék0eong kan froroyikég oprakéc Tipég
Agv vrdpyovv emmAéov TANpopopieg

8.1.2. ZuvieTOpEVES S1001KOGIES TOPAKOLOVONONG

Aev vrdpyovv emmAov TANPoPopie

8.1.3. Zymparilovrar otoyycio pHmavong tov aépo

Agv vrapyovv emmAéov TANpopopieg
8.1.4. DNEL ko1 PNEC

Aev vdpyovv emmAov TANPoPopieg

8.1.5. Ileproyéc eréyyov

Agv vrdpyovv emmAéov TANpoeopiesg
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éreyyor

Kataiinior pnyavikoi éreyyon:
Awnpriote og Kol eEaeplopevo ydpo. Xpnoyomoleite amokAEIoTIKA 6€ KAEIGTN XO4vN LE EVeORATOUEVO @ikTpo. OikTpo aepocmpatidiov vyning
amotereopatikomrag (HEPA filter).

8.2.2. Atopkdg TPOOTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV POTIAOV KL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipoctucio Tov déppatog

IIpocrocia Tov déppatog:
Xpnoponoteiote TPooTATELTIKO povylonod Yo ynpkd. DIN EN 13034

Ipootacia TV yepLOV:
[Ipoctatevtikd yavtio aviektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKMOV 00DV

IIpocTocia TOV OVATVEVGTIKAV 00(DV:
Ye nepintoon amelevdépwaong okdvng : naockeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUGKELT G€ TEPINTOOT £kBeoNG 08 ATHOVG/GKOVES/ 0EPOADLLALTOL

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpopopiesg

8.2.3.'Ekeyyor meprfariovrikig ékBeong

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kol ynNUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OL0TNTEG

DUoIKH KOTAGTOOT o Xteped
APOLOL : Mn dwbéoyio
Epgdvion 1 Xkovn.

Oopn : Agvioyoetl.
Op1o oopng : Mn dwbéoyio
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Leflunomide
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 : Negpo: <0,1 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

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

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Kapia o kavovikn ypnon. BAéne tpfipo 7.

Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&woroyikég TANpOPOpPiES

Oé&ela to&codmra (amd 6TOHOTOC) 1 To&wod e mepintmon Katdmoonc.
Oé&ela to&ucdmra (deppotikny) : Mn ta&wvounpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAiepatikd dedopéva)
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Leflunomide
Agltio Agdopévev Acpaleiog

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

Leflunomide

LD50 and tov 6TOp0TOG 68 Apovpaiong 235 mg/kg
AGBpmon kot epebiopdg Tov d€ppatog : Mn ta&wopnpévog (EMeparticd dedopévar)
ToPapn opboipkn PAPN/epedionog : Mn ta&wopnuévog (EMeiparticd dedopévar)
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wounuévog (EMeparticd dedopévar)
gvaucOntomoinomn Tov dEppaTog
MetaAho&ryéveon YEVWINTIKOV KUTTApOV : Mn ta&vounpévog (EAiepatikd dedopéva)
Kapxwoyéveon 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)
To&wdmta 6TV avomapayoyn : Mmnopei va Brayet o £uppuo.
Ewn to&ikomra ota 0pyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EAketpaticd dedopévar)
epamag éxbeon
Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — . Ipokoiei PraPes ota dOpyovae votepa amd mapatetapévn 1 eravelAnupévn ékbeon.
emavelnupévn ékbeon
Tleportépo mAnpoopieg 1 Awtapayég Tov 0vOGOTOMTIKOY GLGTNLOTOG

E&acOévnon Tov avocomomTikod GVGTAATOG

Enucvduvotnta avappdenong : Mn ta&vounpévog (Advvapio GOAROYNHG SESOUEVMV YloL TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 12: OwkoAoyIKES TANPOPOPIESG

Owcoroyia - yeviKa : Emwivdvva amopfinta. Xpnoylonoteite KatdAAnAa doxeio amdppryng.
Emkivduvo yo 1o vddtvo mepidArov, Bpayvrpddeopog : Mn ta&vopunuévog (Baoel tov dwubéoipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)
(0&bg)

Emkivduvo yuo to vddtvo mepifdArov, pakporpddeopog : To&ikod yio Tovug vOpORLovg OPYUVIGHOVS, LE LUKPOYPOVIEG EMMTOCELS.
(xpoV10G)

Agv vdpyovv emmALovV TANPOPOPiEs

Agv vdpyovv emmALov TANPOPOPie

Agev vrdpyovv emmAov TANPOPOpieg

Aev vdpyovv emmAfov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 13: Xtoyyeio oyeTikd pe T ova0eon

Tomwn vopobeoio (amdPfAnto) : Kotaotpéyre pe ac@ai TpOTO GOUP®VO LE TOVG TOTIKOVS/ £0VIKODES KAVOVIGUOVGE.
ZVOTAGELS OYETIKA LE TNV ATOPPLYN : Mnv amoppinTete To VIOAEILLATO GTOV VTOVOUO, SOGTE TO TPOIOV KOt TH GLCKEVUGIN TOV O ESIKO
TPOIOVTIMV/GLOKEVACIOV onpeio GLALOYNG EMKIVILVEOV 1| EOIKAOV ATOPPLUUATOV.
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Leflunomide

Agltio Agdopévev Acpaleiog

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

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Zopeova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpoc OHE 1 apr@pdg TavtétnTog
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 netapo

pag

UN 2811 TOEIKA STEPEA,

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

(E), ENIKINAYNA TIA TO
TIEPIBAAAON

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 PHETAPOPE.

6.1

6.1

6.1

<&

14.4. Opado cvokevaciog

I

TR

1

14.5. Ileprforrovtikn emKivovvoTnTo

Enwivduvo yio to mepifdidov:
Naw

Emwcivduvo yio to mepifdiiov:
Naw
MoAVGHOTIKOS TapdyovVTog
Yot 70 VO&TIVO TEPPAAAOV:
Naw

Emucivéuvo yio to meptBdAiov: Now

Aev vrapyovv emmAéov dabéaies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa

Kodwog tagvounong (ADR) : T2

Ewwég data&eg (ADR) : 274,614

Tepropiopéveg moodtteg (ADR) . Skg

E&apovpeveg mocdtnteg (ADR) . El

Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwég datdéelg cvokevooiog (ADR) : B3

Awtdéelc pektg ovokevacieg (ADR) : MP10

Odnyieg yio popnTég de&opeveg
xodnv (ADR)

kot gpmopevpatokifotio. - T1

Edwkéc datd&ers yuo popntég deEapevég Ko . TP33
eumopevpotokiPdtie odnv (ADR)

Koducdg de&apevig (ADR) . SGAH, L4BH
Ewwég datda&erg yuo deopevég (ADR) : TU15, TEI9
Oynua yo petapopd deEapevig AT

Katmyopio petapopds (ADR) )

Ewwég dratdéerg yuo t petapopd - Xvdnv (ADR) . VCI, VC2, AP7
Ewwég datdéelg yuo ) petapopd - Doptwon, : CVI13,CV28

eKQOPTOON Kat XePopos (ADR)

Ewdwkéc dlatdEetg yuo T HETapo

pa - Agitovpyia (ADR) @S9
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Leflunomide
Agltio Agdopévev Acpaleiog

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

ApBv avayvopiong kvdvvov (Képiep App.)
IMoptokoAi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

petagopd péow Bordcong

Ewu mpopreyn (IMDG)
Iepropiopéveg mosotnteg (IMDG)
E&ampovpeveg mocotntes (IMDG)
Odnyieg ovokevasiog (IMDG)

Odnyieg cuoKeLAGIOG EUTOPEVUATOKIBMOTIOV-OEEAUEVHY
(kddwkog IMDG)

Ewwég dorages IBC (IMDG)

Odnyieg ywo de&apevég (IMDG)

Ewwég doragers yua de&apevég (IMDG)
Appds EmS (TTupraryid)

ApBuog EmS (Awppon)

Katyopieg poptiov (IMDG)

Inueio avapreéng (IMDG)

1316t Teg kan mapatnpricels (IMDG)

Evaépro petagopd

PCA E&apovpeveg mocotreg (IATA)

PCA Ileplopiopéveg mocomreg (IATA)

Kabapn péylom mocdmta yio TEplopiopévn TocoTTo
EMTPETOLEVT Y10 ETPOTYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aeposkaen
KOL Yl 0epOooKaQN petapopds poptiov (IATA)
Odnyieg cvokevasiog HOVO Yol HEPOSKAPT LETUPOPAS
eoptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS UTOKAEIGTIKG AT
aepookden pLetapopds poptiov (IATA)

Ewwés dotaes (IATA)

Kodwog ERG (IATA)

. El
. P002
: IBCOS8

. 60

. 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 petapopés yHony coppmva pe Tig Tpaters ron IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikot yopoxtipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe THY 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 nepthappaveton oto Mapaptnua XVII tov REACH

HMapaptnpae XIV tov REACH (Katdhoyog 0d€1006tnong)

Aev mephapBavetot oto [Mapdpmpa XIV 1ov REACH (Katdroyog ade1086tong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev neptrappavetor otov Katdhoyo vroyneuwy oveidv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevny cvvaiveon petd amd evnpépmon)

Aev gpappoletar.

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

Aev gpoppodletar.
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Leflunomide
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

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Tpomomoinon Mapoatnpiceg
Autia €dv dev €xovv Ta&vounOei Ipootédnke
Avtikofiotd v ékdoon Ipootédnke
evnuépmon Ipootédnke
Hpepounvia ékdoong TpomomomOnie

2.1 Katdraén coppova pe my odnyia 1272/2008 EK | TporomomOnke
[CLP]

2.2 Ewcovoypappata kvddovov (CLP) TponomomOnke

2.2 Anidaoelg Tpoeoraéng (CLP) TponomomOnke

22 Anhaoeig emkivdvvotntog (CLP) TpomomowmOnke

4.1 Métpa tpdTev Pondeidv petd omd exogn pe to TpomomomOnie
déppa

11.1 Attio v dev €xovv Tagvoundet TpomomomOnice

11.1 ATE CLP (And tov 6toH0TOG) TponomomOnke

11.1 LD50 and tov 6tépatog 6€ 0povpaiong TponomomOnke

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (And tov O&ela to&kodmra (amd Tov 6ToOHToG), Katnyopia 3

6TONOTOC)

Aquatic Chronic 2 Emwcivduvo yio to vddtvo mepidrlov — Xpoviog kivduvog, katnyopiog 2

H301 To&wd o€ mepinTon KATATOONG.

H360D Mmopei vo. BAdyet To Euppuo.

H372 IpokaAei PAaPeg oto Opyava Votepa amd mapateTapévn 1 exavelinuuévn £xbeon.
H411 To&wo Yo Tovg VIPOPLOVG OPYAVIGHOVG, LE LAKPOYXPOVIES ETITTMCELS.

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

STOTRE 1 Ewum to&ucotnta o Opyava-ctéxous VoTepa and enavelAnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpaleiog (AAA), EE
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Leflunomide
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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