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edome =3l Methotrexate

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  obpgova pe tov Kavoviopd REACH (EK) 1907/2006 6rnwg tpomomomOnke amd tov Kavoviouod (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Methotrexate

Kodwog mpoidvtog : 201600573

Svvdvopo . Methotrexate, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komTa (amd ToV GTONATOC), KaTnyopio 3 H301
MetoAla&lyéveon YEVVNTIK®V KTTapmv, kotnyopio 1A H340
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpNTEG QUOIKOYNMKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV avOpOTIVI] VYEio Kon 610 TEPIBaAlov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

GHS06 GHS08
[pogdomomtikn Aé€n (CLP) : Kivdvvog
AnAdoelg emkvovvomtag (CLP) : H301 - To&wo o€ nepintoon Kotdmoons.
H340 - Mnopei va TpokoléoeL YEVETIKG EAUTTOUOATAL.
Anidoeig Tpoevraéng (CLP) : P202 - Mnv to ypnoiponomoete npv dafdoete Kot KatovonoeTe Tig 0dnyieg Tpo@vraéng.
P308+P313 - XE IEPIIITQXH éxbeong 1 mbavottag ékbeong: TopPovievdeite/Emokepbeite
yoTpo.

Ewovoypappata kwvdovov (CLP)

Ifpovon cOpeeva pe: eEopeital n ECOTEPIKT CLOKEVOTIN, Ta TEPLEXOUEVA TG omoiag dev vrepPaivovv Ta 10ml
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Methotrexate
Agltio Aedopévov Acpaleiog

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

S

GHS06 GHS08

Ewovoypdppata kivdvvov (CLP)

2.3. AlLot Kivovvolr

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopioTikog Kodikos | % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Methotrexate - <100 Acute Tox. 3 (And tov otdpatog), H301
(ATE=50 mg/kg copatikov Bapovg)
Muta. 1A, H340

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agev 1oy0et

TMHMA 4: Métpa npdtov fondsiov

4.1. Meprypopin pETPOV TPAOTOV fonbstdv

Métpa tpdtov Bonbeidv petd omd eilomvon : Bydte tov mofovta otov kabapd afpa. APote To dTopo mov TpocPAnnke va avorvedoel kabapd
aépaL.

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdtnta okovmilovids ) (kabapd Kot LolaKo amoppoenTikd
mavi). [TAvte pe dpbovo vepd/....

Métpa tpdtov Bondeidv petd omd exapn pe to pdTio . Eemhovete pe vepd kpotdvtog o PAEQapO KoAd avoryTd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 1o otopa. KoAéote apéong to KENTPO AHAHTHPIAZEQN/yiotp6. Ewdwikn wtpikn

mapakorovdnon. Evééyetar va cuotndel mapotetapévn wtpikn topakoroddnon.

4.2. INpavTiKTEPH COUTTONATO KUL ETIPAGELS, APEGES 1] NETAYEVECTEPES

ZountdpoTo/emSpacels © BMaPeg oty vyeia evdéyetor va gppaviotodv pe kabvotépnon.

ZounTdUOTO/EMBPACELS HETA OO E1GTVON 1 Avemapkn dedopéva.

ZouUTTOUOTO/EMSPACELS HETA 0O ETAPT LE TO dEPUOL 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMBPACELS HETA OO ETOPT| LE TOL LATLOL 1 Avemapkn dedopéva.

ZoUTTOUOTO/EMBPACELS HETE OO KATATOOT . To copntdpato evégyetor va givor (aAn, kKepolakyies, vavTio Kot aT®AELL GUVTOVIGHOV.

4.3."Evé€1&n 0mo10.601NTOTE AmALTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kot £18WKNG Ogpamneiog

ZvpPovlrevdeite/Emoxeqbeite yuatpd. Edv givon duvatod dei&te avtd o pOAL0 aceareiog, Kt av Oyl dei&te T cvokevacio 1 v etkéta. Evepyn ovoia.
DappokevTikod TPoidv.

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

5.1. IvpocPectika péca

KotdAAnio péoa mopocBeons : KovBépta nupdcPeong.

5.2. Exdukoi TOmol ETKIVOUVOTITOS TOV TPOKVTTOLV UTd TIV 0VGIA 1] TO PEIYRA

Kivduvog moprayidg : BMéme tpnpo 2.2.
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Methotrexate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

MEtpa ylon TV KOTOTOAEUNOT TNG TUPKAYLEG : Xpnowonomote péoa kotdoPeons katdAinia yo v mepidrlovoa Topkayid.

TMHMA 6: Métpa 6€ TEPinT@ON 0KOVOLOG EKAVGTNG

Tevikd pétpa 1 ATo@OYETE TNV GUECT EXOPT LE TO TPOIOV. MNV avamvéete
oKkovn/avabopdoeis/aépla/oTayovidia/aToNs/ EKVEQM T,

6.1.1. I'a TPOSOTIKG GLLO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Métpa €KTaKTNG AVAYKNG : ®opdte KOTAANAO TPOGTATEVTIKO POVYIGUO, YAVTIO KOL TPOGTAGIO Y10l TO. MATLOL KOL TO TPOCOTO.

6.1.2. ' GTope mov TPooPEpovy TPpdTES Pondsieg

Agv vrdpyovy emmA£ov TANpoPopies

Agv vrdpyovy emmA£ov TANPOPopieg

MéBodot kabapiopod 1 Xyovpéyte, 01t o amoppipata Oa Tepiouileyodv Kot Ba amobnkevtovv acparéc. Kabapiote

mpooekTikd. ITMOvete Ta vrodeippota oV dev UTOPEiTe VoL OVOKTNGETE e : ALGAV IO VTOYADPLDOOOVG
vatpiov.

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkevon

Emndéov kivovvor katd v enelepyacio . Eguotdron emiong n mpocoyn tov xpiotn 6Toug Thavodg Kivaivoug oL EVOTAPYOVY GTNV TEPINTOGT
TOV TO TPOTOV XPNGILOTONOEL pe TPOTO OV OpileTaL OO TIG KUTACKEVOGTIKEG TPOILOY POUPES.

TIpo@uraels yio acQain xepiopod : XpNoyomomoTe T0 TPOIOV He TPOGOYY. ATOPVYETE TNV GUECT) EXAPY HE TO TPOTOV. XTO HETPO TOV
Sduvatov 1 xp1oN TOL TPOTOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLOKT YOGV,

Meétpa vyewng 1 Xp1ion tov Tpoidvtog pe 0pHN Plounyavikn VYLEWN Kot SL0dKacieg 0oQAAEi0G.

Teyvicd pétpo 1 Zoppopeabeite pe TOVG IGYVLOVTEG KAVOVIGHOVG.
ZovOnkeg OA0ENG 1 DdvAdooetol KAEW®LEVO.

BM\éne tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyikég oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvES dadkacics Tapakorovdneng

Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatilovrar sToygia poravens tov afpa

Agev vrdpyovy emmAfov TANpoPopieg
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Methotrexate
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.1.4. DNEL ka1 PNEC

Agev vrdpyovy emmA£ov TANpoPopieg
8.1.5. Tleproyég eréyyov

Agv vrtdpyovv emmAéov TANpoPopieg
8.2. "Edeyyon ék0gong

8.2.1. Katariinkor pnyovikoi £reyyot

Kotdahinhor pnyovikoi £reyyol:
Awnpiote og Kad eEaeplopevo xdpo. XpnolLomoteite anokAEIOTIKG 6€ KAEOTN Y04V LE EVOOUATOUEVO QIkTpo. DIATPO 0EPOCO®UOTIOIOY VYNANAS
amoteheopaticomrog (HEPA filter).

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGHOG
8.2.2.1. TIpocTucio TOV HUTIAOV KOl TOV TPOGATOV

Ipootacio 0QOIAN®OV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacio Tov déppatoc:
XpNoWOTOoLEioTE TPOGTATEVTIKO POVYISHO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yEPLOV:
[Ipoctotevtikd yavtio avhektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. IIpocTucic TV UVATVEVGTIKAV 00DV

IIpooTacio TOV OVATVEVGTIKAOV 00ADV:
Ye nepintoon anelevdépmong oKovNG : Haokes ue @iktpo Yo okdveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoka agpordpotoc. Popdte avamvenoTikn
GUGKELT G€ TepinTon £kbeong oe aToDG/GKOVES/ 0EpOAD LT

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANPoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikic ékBeong og Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®vo1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyeia Yo Tig faGIKES QUOIKES KA YNHIKES 1O10TNTES

oo Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Epedvion T Zkovn.

Ooun © Aevoyoet.
Op1o ooung : Mn dwbéopo
Enpeio th&ewg : Mn dwbéopo
Enpeio mhéewg : Mn dwbéopo
Enueio Bpacpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enpeto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Adropo pH : Mn dwbéopo
1EDdeg, Kivepatikog (1)  Agvioyber
AwAvtomzro : Nep6:<0.1g/l
ZUVTEAEOTNG KOTAVOUNG GE UELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
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Methotrexate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

ITieon atpod og Oeppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZyetTikn TokvOTNTOL © Mn dwbéoyo
TyeTikn TKvOTNTO 0TUOV 6ToVG 20°C 1 Agvioydet

Meéyebog copatidiov : Mn dwbéopo

9.2.1. IAnpo@opies GYETIKA IE TIS KLAGELS QUGIKOD KIVdHVOU
Aev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKG 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

Ztafep6 Vo KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovic ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SACTOONG, EKTEUTEL EMKIVIVVOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oéeia to&ucomTa (amd oTOUUTOG) . To&wod oe mepintmon katdmoong.
Oéeia to&ucomTa (Seppatikn) © Mn to&wvopnuévog
Oégia to&ucomta (avomvon) © Mn to&wvopnuévog
AGBpmon ko epeiopdg Tov déppatog © Mn taé&wopnpévog (EArepatikd dedopéva)
XoPapn opOaipikn BAGPN/epedionds © Mn ta&wvopnpévog (EArepatikd dedopéva)
EvaisOntomoinon tov avomvevstikod 1 : Mn tag&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
gvoucOntomoinom Tov d€puatog
MetaAro&ryéveon YEVVINTIKOV KUTTAP®OV : Mmnopei va TpoKoAEGEL YEVETIKG EAATTOUATO.
Koapkwvoyéveon © Mn ta&wvopnpévog
Methotrexate
Aebvég Ivetitovto Epsvvav yio tov Kapkivo (IARC) 3 - Advvarto vo katnyopromowm0ei
To&ikoTa Y10 TNV ovamopoymyn . Mn ta&wopnuévog (Iepartépm mAnpogpopiec: O&eia To&ucdTnTar)
Ewikn to&ikémta ot opyava-otoyovg (STOT) — 1 Mn togwopnuévog (Zagn av kot averapkn dedopéva yio v ta&vopnon)
epamag £xbeon
Ewikn to&ikémta ota Opyava-otoyovg (STOT) — © Mn to&wopnuévog (EXAeipaticd dedopévar)
emavelnupévn ékbeon
Enucwvdovomta avappoenong 1 Mn tag&wvopnpévog (Baoet tov dobéomv dedopivav, ta kptripia taévouncng dev mAnpovvrat)
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Methotrexate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

Owohoyia - yevika . Emivdvva amdfinta. Xpnowonoteite katdAinia doyeio andppyng.

Emikivduvo yio to vddtivo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog
(0&bg)

Emikivduvo yio to vddtivo meptBdAiov, pakporpdbeopog @ Mn ta&vopunpévog
(xpéviog)

Agv vrdpyovy emmA£ov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Tomun vopobesio (amdPAnto)
ZVOTAGELS OYETIKA [ TNV amdppLyn
TPOIOVTIMV/CLGKEVATLOV

1 Kataotpéyte pe ao@ain tpdmo cOLE®VO [E TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.
: Mnv anoppintete To VIOAEIUHATO GTOV VIOVOLLO, SMGTE TO TPOIOV KO T GLCKEVAGIO TOV GE EOIKO
onpeio GLALOYNG EMKIVELVEOVY 1 EOIKAOV OTOPPLUUATOV.

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

Topupovo pe ADR /IMDG / IATA

ADR IMDG IATA
14.1. AprOpéc OHE 1 apOpog tavtotnTog
UN 2811 UN 2811 UN 2811

14.2. Owsia ovopacia awostoric OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Ieprypagn eyypapov petapopag

6.1, 11, (E)

UN 2811 TOEIKA ETEPEA, OPI'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,
11

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

03/04/2023 (Huepopmvia ékdoong)
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Methotrexate
Agltio Aedopévov Acpaleiog

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

ADR IMDG IATA
14.3. Ta&n/-€1g KivdOvov KOTA TN HETUPOPE.
6.1 6.1 6.1
6 6

14.4. Opdoa cvokevaciog

14.5. Ileprfarrovtikn emKivovvoTnTa

Emucivouvo yia o meptpariov: Oyt

Emwcivduvo yuo to mepidiiov: Oy
MOAVGHOTIKOG TOPEYOVTAS Y10 TO VATV

mepipdirov: Oyt

Emcivovvo yia to mepiBdiiov: Oyt

Aev vrdpyovv emmAéov dobéaieg TAnpopopies

14.6. E1dukég mpo@uAaEels Yo Tov (pioTn

Eniyewo petagopa

Kodwog tagvounong (ADR)

Ewwég datageg (ADR)

Tepropiopéveg moodtnteg (ADR)

E&upovpeveg mocodtnteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewwég datd&elg cvokevaciog (ADR)

Awtdéelg pewtg ovokevaocieg (ADR)

Odnyieg Yoo popNTEG Se&AUUEVES KOl EUTOPEVHATOKIBMTLOL
xodnv (ADR)

Ewdwéc drata&erg yuo popntég deEapevig Ko
gumopevpoTokIPdTior Y0dnv (ADR)

Kodwog de&apevng (ADR)

Ewwég datagerg yu deopevég (ADR)

Oynua yloo petapopd de&opevig

Katyopia petapopds (ADR)

Ewducéc dotaéerg yua tn petagpopd - Xodnv (ADR)
Ewwég datda&erg yuo  petapopd - Doptwoon,
eKQOPTOGN Kot XGOS (ADR)

Ewwég datd&erg yuo  petapopd - Agttovpyio (ADR)
ApBv avayvoprong kivdvvov (Képrep Apbp.)
IMoptokoi dickot

Kwdwds mepropiopdmv yio onpayyes (ADR)

petTapopd péco Balacong

Ewwmn mpopreyn (IMDG)
Mepropiopéveg mosdtteg (IMDG)
E&apovpeveg moodmreg (IMDG)
Odnyieg ovokevaoiog (IMDG)

Odnyieg ovokevaciog epmopevpatoKiBoTiov-deiapevav
(k®dwkag IMDG)

Ewwés doraéeg IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewducés dotaéers yua defapevég (IMDG)
ApOudc EmS (ITupkoryid)

ApOudc EmS (Awappony)

Katmyopieg poptiov (IMDG)

T2
. 274,614
: 5kg

El

P002, IBC08, LP02, RO01
B3

MP10

Tl
. TP33

. SGAH, L4BH
. TU15, TE19

. AT

D2

. VCL1, VC2, AP7

CV13,Cv28

: S9

60

60
2811

223,274
: 5kg

El
P002
IBCO8

B3

Tl

TP33
F-A

. S-A
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Methotrexate
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

Inpeio avaereéng (IMDG)
1310 teg ko mapotnproes (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépuo petagopd

PCA E&apodpeveg mocomreg (IATA) © E1
PCA Ileplopiopéveg mocodmteg (IATA) © Y645
KaBopn} péyrot nocdtnta yo neplopopévn tosdtro  : 10kg

EMTPETOLEVT Y10 ETPOTNYEA OEPOSKAPN KOL Y10
agpookden petapopds optiov (IATA)
Odnyieg ovokevasiog yo emPamyd aepookden (IATA) : 670

Kabapn péyiom mocdtnta yio ematnyd aepookden : 100kg
KOl ylo 0epookaon petapopds poptiov (IATA)

Odnyieg cuokeLAGIOG LOVO Y10 EPOCKAPT HETAPOPAS . 677
poptiov (IATA)

Méy1ot 1060 TA LETAPOPAG OTOKAELGTIKG OO : 200kg
agpookden petapopdg optiov (IATA)

Ewwcée dotaéerg (IATA) : A3, A5
Kodwos ERG (IATA) . 6L

14.7. @alaooreg peTa@opég y0oNV cdppmva pe Tig Tpaéers oo IMO

Aev 1oydel

TMHMA 15: Xtovyeio vVopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTika pe TNV 06QAAELN, TNV VYEIN KO TO TEPLBAALOV VIO TNV OVGIX 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmpa XVII Too REACH (Ilpoimobéceig mepropiopov)

Aev nepihappaveton oto Mapapmmuo XVII tov REACH

Hapaptnpa XIV tov REACH (Katdroyog ad£1060TNn01G)

Aev tepthapfavetot oto Mapapmpe XIV oo REACH (Katdloyog adg0d6tong)
Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfaveton 6tov Katdroyo vroyneiev ovoldv REACH

Kavoviopiog PIC (EE 649/2012, ITponyoduevn cuvaivesn peTd omé evpépmon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyaviukoi pomor)

Aev gpappoletat.

Kavoviopig mepi e&aodévnong tov 6Lovrog (EE 1005/ 2009)

Aev teptlapfaveTol 6Tov KatdAoyo ovoumv mov e&acbevifouv to 6Lov (Kavovionog EE 1005/2009)

Kavoviopdég mepi ekpnkTik®v tpodpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetar(ovrar) 6tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ XPNOM TPOSPOLUOV OVGLDY EKPNKTIKMDV)

Kavoviopiog mepi Tpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov mepAapfaverar(ovial) 6Tov KatdAoyo Tpodpopmv ovotdv vapkaTik®v (Kavoviepog EK 273/2004 oyxetikd pe Tig mpoddpopes ovoieg
VOPKOTIKAOV)

15.1.2. EOvikég dwuratelg
Agev vrdpyovy emmAfov TANpoPopieg
15.2. A&oroynon yMuikig ocQarelog

Agev vrdpyovy emmAfov TANpoPopieg

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 8/9



Methotrexate
Aghtio Aedouévav Acpadreiog

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

TMHMA 16: ALAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (A6 Tov O&ela to&codmra (amd tov 6TdpaToC), Katnyopio 3
GTOHATOG)

H301 To&wo og nepinton Kotdroong.

H340 Mrmopei vo. TPOKUAEGEL YEVETIKG EAOTTMHATOL.

Muta. 1A Metorha&ryéveon yevvnTik®v Kuttdpov, katnyopio 1A

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpo@opieg mov TePEYovTaL 6€ anTd TO EATIO TPOEPYOVTUL OO TNYES TIG 0Toieg Dewpovpe aomiotes. [apdra owtd, divovron
YOpig Kapio eyydnon, pntn 1 appnTn, Yo v aKpifeid toug.
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