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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa ovoiag : Methotrexate
Kodiog mpoidvtog : 201600573

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 1A H340
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

To&wo og mepintwon Kotdroons. Mmopet vo TpokarEGEL YEVETIKA EAATTALLOTA.

2.2. Xroyyeia eTIKETOG

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

ot

GHS06 GHSO08

Ipogworomtikn AéEn (CLP) . Kivduvog

AnAdoelg emkvdvvottag (CLP) : H301 - To&wo og mepintmon KoTdmoongs.

H340 - Mmopei vo. TpoKaAEGEL YEVETIKG EAOTTMHATOL.

AnAdoeilg Tpoevraéng (CLP) : P202 - Mnv 10 ypnoiponoicete mpv SLoffGoETE KOl KATOVONGETE TIG 0d1yieg TpopOAAENG.
P308+P313 - XE ITEPIIITQEH £éxbeong 1 mbavotmrog Ekbeong: Zupfovievbeite/Emokepbeite
ytpo.

Iipavon ocoppovo pe: EEapeitol n ecmtepikn cuokevacio, Ta nepleyopeve g onoiag dev vepPaivovy to 10ml.

Ewovoypappata kivovvov (CLP)
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Methotrexate
Agltio Agdopévev Acpaleiog

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

Sob

Ewovoypappata kvdovov (CLP)

GHS06 GHS08
2.3. Alhor kivovvor
AMAeg mAnpoopieg : Evepyd ovotatiko (o€ QopULaKeVTIKA TPoidvTa).

IIpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPOC.

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

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Methotrexate - <100 Acute Tox. 3 (Amd tov otoparog), H301
(ATE=50 mg/kg copatikov Bapovg)
Muta. 1A, H340

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

TMHMA 4: Métpa ap@tov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Tevikd pétpa tpdTev Ponberdv : Ye mepintoot apBoA®V 1| €AV T0 GUUTTOUATO ETUEVOVV, KOAECTE YLOTPO.

Métpa tpdtev Bondeidv petd and silomvon 1 Metagépete Tov TofovTa 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TOV
S1evKOADVEL TV avomvor]. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintoon adwbeciog :
ZvpPovievdeite/Emokeqbeite yotpo.

Métpa tpdTev Bondeidv petd amd enaen pe To dEpuo : ATONOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOamOVVL Kot VEPO, Kal TN cuVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTev Bondetdv Hetd amd exapn He To LATIo : Eemhovete pe vepd kpoatdvtog to fAEeapa kakd avorytd. Zvpfovlevteite yiutpd edv cvveyiletar o
TOVOG M M KOKKIVILL.

Métpa tpdtov Bondeidv petd omd Katdmoon : Eemldvete o otopa pe vepd (Lovo edv to dtopo dtatnpei Tig aronoeig Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOUA GE ATOUO TTOV £XEL XAoeL Tig ashnoelg Tov. Kodéote apéong to KENTPO
AHAHTHPIAZEQN/yotpo.

4.2. InpovTIKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVECTEPES
Aev vrtdpyovv emmAéov TANpoPopieg
4.3."Evé€1&n 0mo1060NTOTE AMULTOOPEVIG GIECTIG LUTPIKIG PPOVTIdUG Ko 181K G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEP)ON TNG TVPKAYLAG

5.1. MvpocPestika péoa

Katdhnia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yia v neptBdilovcsa mupkayld. Ato&eidio Tov
avBpaxa. Pexaopos pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AKATIAANA0 TUPOGPESTIKG LEGO ;. Mn ypnoonoteite peydin pon vepoo.

5.2. EW01koi T0mol ETKIVOUVOTITAS TOV TPOKVTTOVV OT6 TNV 0VGiX 1] TO peiypa

Ye mepintoon TopKayLig Topdyovrol entkivéuva . H atelig kavon anglevbepdver emticivéuvo povo&eidio Tov avBpaka, d10&€id1o Tov dvOpaka kot
mpoidvta arochvieong Ao o€ aépa. [Tibovn amoBoin to&kod vEpoug.
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Methotrexate
Agltio Agdopévev Acpaleiog

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

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Amo@elyete ™ S1apuyn ToL vepoL g Tupdofeons oto mepPaiiov.
IIpoortacio katd v TupodcPeon : Mnv erepPaivete xmpig KatdAAnAo eE0MAGHO. AVTOVOLUN AVOTVEVGTIKT GUGKEVT HE LOVOGT).
OMOGOUN TPOGTATEVTIKT GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVONG

Tevikd pétpa : Amo@evyete TV ENOPT) TOV TPOIOVTOG LLE TO SEPHM, TO HATLO ) TO POVYLGUO.

I'a TpocmmKS GALO 00 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avaykng : ATOUOKPOVETE TO TEPLTTO TPOSOTIKO.
TN dTopa mov TpocPipovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv enepoiverte yopic katdrinio egomhopd. ' tepiocdtepes TAnpopopies avatpiéte oty
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia.

Noa amogevyeton n ekevbépwon oto nepidirov. Epmodicte v €i6080 6TOVG 0moyeTeuTIKovs 0ymyohs 1 6T0 dNUOGLO SIKTVO VEPOD.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG VAIKO Kol TOTODETHOTE TO G€ £vav KOTAAANAO Teptéktn S1ébeong
amofAnTmV.
MéBodot kabapiopov : Eemlovete TIG LOAGUEVEG EMPAVELEG pe pBovo vepd. KaBopiopog pe anoppumavTikd.

Agite to Tpipa 13 yio Tinpopopieg oxetikd pe ) duabeon.

TMHMA 7: Xepiopog kon awodnkevon

Emndéov kivduvor katd v eneepyacio . Eykvpovobdoeg kot OnAGlovceg va punv €pxovtal o€ Kapio Emaen HE TO TPOIOV.
TIpopuraelg yio ac@oAn YePLopd : Amogevyete k4B mepurth kbeon. Opovtiote doTE 0 Yhpog epyaciog va e&aepileTar cwotd.
Métpa vyewvig : Mnv tpire, mivete 1| kanvilete, dtav ypnoponoteite avtd 1o mpoidv. Ta poivopéva evéduato

epyaciag dev mpémet va Pyaivovv amd to ydpo epyaciac. [IMdvete ta xépla oag mpv amd kabe
£PYOOLOKO SIEAELpO KoL LETE TO TENOG TG EPYAGINGC.

TovOnkeg @OAUENG : AmoBnkebdeton og kakd aepilopevo ydpo. O meptékg datnpeiton EpUNTIKA KAEIGTOS. ATOQEVYETE
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
Y\iké cvokevasiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agev vdpyovv emmAov TANPOPOpies

TMHMA 8: "EAgyyog g £ék0eong/atopiki tpoctacic

Aev vdpyovv emmAéov TANpoPopie
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Methotrexate
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT 1 Zteped
APDHOL 1 Mn Swbéopo
Epgdvion 1 Zkovn.

Oopn : Mn Swbéotpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mhgemg : Mn Swbéotpo
Enpeio Bpacpod : Mn Swbéorpo
Evpiextémrta : Mn Swbéorpo
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avtavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Awddopo pH : Mn Swbéorpo
1E®deg, KvepoTiedg (1) : Aev oybdel
Awdvtomro : Nep6: <0.1 g/l
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéorpo
ITieon atpov oe Beppokpacio S0°C : Mn Swbéopo
TTukvotnta : Mn dwbéoyio
TyeTIKn TUKVOTNTOL : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

Agv vrdpyovv emmAéov TANPoPopieg
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Methotrexate
Agltio Agdopévev Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC)

Oé&eia to&ucdmra (deppotikn)

Oé&eia to&ucdmra (avamvon)

AGBpmon ko epediopdg Tov dEppratog
ZoPapn opOaipkn PAPN/epedionog
Evaisbntomoinem tov avamvevstikov 1
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWNTIKOV KUTTAPOV
Koapkwvoyéveon

: To&wo og nepintwon Kotdmoongs.

: Mn to&wopnpévog

: Mn ta&wopnpévog

: Mn ta&wvopnpévos (EAdepatikd dedopéva)

: Mn ta&vounpévog (EAdepatikd dedopéva)

1 Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, Ta kptripia Tagtvounong dev TAnpovvtat)

: Mmnopei v TPOKAAEGEL YEVETIKG EAATTOUOTO.
: Mn to&wopnpévog

Methotrexate

Aebvég Ivetitovto Epsuvav yio tov Kapkivo (IARC)

3 - Adbvato vo katnyopromomn el

To&KdTNTO 6TV AVATAPOYOYN

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epamag éxbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvduvotnta avappdenong

: Mn ta&wopnpévog (Iepartépm minpogopies:; O&eia To&kdTTOY)
: Mn tagvounpévos (Zagn av Kot averopkn dedopéva yio T ta&vounon)

: Mn ta&wvounpévog (EMepaticd dedopévar)

: Mn ta&wopnuévog (Baoet tov Stofécipmv dedopévav, Ta Kprnpio toSvounong 6ev mAnpovval)

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpoQoOpies

Emikivduvo yia to vddrtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wopnpévog

(0&bg)

Emikivduvo yia to vddrtivo meptBdAlov, pakporpodbeopog : Mn ta&wopnpévog

(xpoV10G)
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Methotrexate
Agltio Agdopévev Acpaleiog

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

Methotrexate

AVvOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNGONG | Toyémg amodounoipo

Aev vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

TMHMA 13: Ztoyyeia oyeTikd pe 0 ova0eon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAinpo@opies 6YETIKA IE TN HETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio amostoric OHE

TOZIKA XTEPEA, OPTANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Meprypag] eyypdomv petapopdg

UN 2811 TOEIKA STEPEA, OPTANIKA, E.A.0., | 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) 11

14.3. Ta&n/-€1g KivdOvoL KOTE TN HETAPOPA

6.1 6.1 6.1
6 6
14.4. Opddo cvokevaciog
111 1 1T
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Methotrexate
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Emcivouvo yia to meptBdrrov: Oyt

Emwivduvo yuo to mepiaiiov: Oyt
Molvopatikdg Tapdyovtog yio To VOATIVO
meptpdirov: Oyt
ApBpdc EmS (TIupkayid): F-A
ApOudc EmS (Awppon): S-A

Emwivduvo yo to mepipdirov: Oyt

Aev vrdpyovv emmAéov dobéaies TAnpopopies

14.6. E101kéc TPoQUAGEELS Y10 TOV (PGTN

Eriyswo petagopd

Kodwag tag&vounong (ADR)

Ewdwés dotaées (ADR)

[epopiopéveg mosdteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwés dotaéers ovokevooiog (ADR)

Awtaéerg peikmg cvokevooies (ADR)

Odmyieg Yo OpNTEG SEEAUEVEG KOl EUTOPEVULOTOKIBATIOL
yxoomv (ADR)

Ewdwcég dotaéers yio popntég deEopeveg Kot
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevng (ADR)

Ewwés dotaels yua defapevég (ADR)

Oympo yo petopopd de&opevng

Kamnyopia petapopds (ADR)

Ewducés drotaéels ya ) petagopd - Xodnv (ADR)
Ewwég dotagers yuo ) petapopd - Poptmon,
£KPOPTOON Kot xeplopog (ADR)

Ewwég dotaers yo ) petapopd - Astrovpyio (ADR)
Ap1Bv avayvopiong kwvdvvov (Képrep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

pETAPOPE pécm Bardcong

Ewdun mpopreyn (IMDG)
[epropiopéveg moosotnteg (IMDG)
E&ampovpeves mocotnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cLOKEVAGIOG EUTOPEVUATOKIBMTIOV-OEEAUEVDY
(kddwog IMDG)

Ewwég dorages IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewwcés dotaéeis yua defapevég (IMDG)
Kamnyopieg poptiov (IMDG)

Enpeio avaereéng (IMDG)

1816t teg kan Tapanpricels (IMDG)

Evaépo petagopd

PCA E&apovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabapn péylom mocdmTo Yo TEPLoPIGUEVT) TOGOTNTOL
EMTPETOUEVT Y10 ETPOTNYE AEPOCKAPT KO YLOL
aepookden pHetapopds poptiov (IATA)

Odnyieg ovokevaciog yo emBatnyd oepookden (IATA)

. El
: P002, IBCO8, LP02, ROO1
: B3

: MP10

. Tl

. El
. P002
. IBCO8

T2
. 274,614

Skg

: TP33

SGAH, L4BH

. TUI1S5, TE19

. AT

2

: VCI1, VC2, AP7
: CV13,CV28

S9

;60

60
2811

1 223,274

Skg

: B3

. Tl

. TP33
A

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

. El
: Y645

10kg

1 670
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Methotrexate
Agltio Agdopévev Acpaleiog

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

KaBapn péytom mocotta yo emPatnyd 0epockaen : 100kg
Kat ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yo AEPOSKAPT) LETAPOPES 1677
poptiov (IATA)

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

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

14.7. @aldooreg petapopis yvony copepmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Xtoyycio vopo0eTikov yapaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaield, TNV vyio Kot 7o agpiailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

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

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nephappaveton oto [apaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyngiov overdv REACH (SVHC)

Aev nepilapPévetar otov Katdioyo vroyneuwy ovsidv REACH

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

Aev nepthappdvetor otov Katdloyo ovetdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog tov Zoppoviriov (EK) yra tov £reyyo e10dv dimhg ypiong
Aev teptrapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumng ypnone.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetucd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev nepiéyer ovoio(eg) mov mephappavetay(oviar) otov Katdhoyo mpddpopmv ovodv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@dierog

Agv vdpyovv emmALov TANPOPOPieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
Avtikafiotd v £ékdoon Ipootédnke
svnuépmon Mpootédnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/Tov pelypatog TpomomounjOnke

1.2 Kopa katmyopio yprong Agorpédnke

2.1 AvemBOuNTEG PUOIKOYNLUKEG EMOPACELS, KAODG TpomomouOnke
Ko EMBPACELG GTNV avOpOTIVI VYELD KoL GTO
neptPariov

01/04/2025 (svnuépwon) EL (eMnvikd) 8/10



Methotrexate

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

2.3 AM\eg mAnpogopieg Ipootidnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdtev Bonbeldv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bondeidv petd omd eilomvon TpomomouOnke

4.1 Métpa tpdTev Pondeidv petd omd Katdmoon TpomomouOnke

4.1 Métpa tpdtov Bondeldv petd amd enaen pe To TpomomouOnke
pétio

42 ZOURTOUATO/ETOPACELS Aparpénke

42 ZopuntdPoTH/EMSPACELG HETE b KaTdmoon Aparpédnke

4.2 ZOUNTOUOTO/EMOPACELS LETEL OO ETOPN LLE TO Aparpédnke
dépuo

4.2 ZOUTTOUOTO/ETOPAGELS LETE OO ELGTVOT Agarpédnke

4.2 ZOUTTOUOTO/ETOPACELS UETE OO ETUPT| UE TOL Agorpédnke
pétio

43 AN wTpkn yvoudtevon 1 Bepomeio Aparpédnke

5.1 AxotdAAnio TpocPecTikd péGo Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Ye mepinton mpkaylig Topdyovrot extkivévuva Mpootédnke
TPpoidvTo omocHvOesng

5.2 Kivduvog mopkayidc Apurpédnke

53 TIpootooio katd v TopdoPeon Ipootidnke

53 Métpa Y10 TV KATATOAEUN G TNG TUPKAYLAG TpomomouOnke

6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 [eptBoilovTikés TPOPLAGEELS Ipoctédnke

6.3 T v amodfkevon Ipootidnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Hapanoun og GAho tunpota (8, 13) Ipootédnke

7.1 Emumhéov kivéuvol katd v enegepyacio TpomomouOnke

7.1 IIpo@ulaéels yio ao@ain xEPopUd TpomomouOnke

7.1 Métpa vytevnig TpomomoumiOnke

7.2 YAkd cvokevaciog Ipootédnke

72 Teyvicd pétpa ApupiOnke

7.2 YuvOnkeg O aENg TpomomorOnke

7.3 Ewducég yprioetg telucod katavoimt Aparpédnke

8.2 [Ipoctacio TV VOTVELGTIKOY 00MV TpomomouOnke

8.2 IIpoctacio tov yepudv TpomomoumOnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
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Methotrexate

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
8.2 TIpootaoio opBaApmv TpomomouOnke
8.2 TIpootacio Tov déppoatog TpomomouOnke
9 Oopn Aparpédnke
10.1 AvtidpocTikoTTo Aparpédnke
10.5 Mn cupPatd vikd Agopédnke
10.6 Emwcivduva mpoidvto amocdvieong ApupiOnke
12.1 Oworoyia - yevikd Aparpénke
13.1 YVOTAGELS GYETIKG [LE TNV amdppLym Aparpédnke
TPOIOVIMV/GVGKEVOCLOV
13.1 [eprpepetaxds kavoviopog tepi anofrntmv Aparpédnke

I\ peg keipevo ppacswv H ko EUH:

Acute Tox. 3 (And Tov

O&elo to&kodTTa (amd Tov 6TOHTOG), Katnyopia 3

GTONOTOC)

H301 To&wd o€ mepinTon KATATOoNG.

H340 Mmopei vo TPOKOAEGEL YEVETIKE EAVTTMOLATOL.

Muta. 1A Metalha&ryEveon YEVWNTIKOV KLTTapmv, Kotnyopio 1A

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtat and mnyég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtot
YOPic Kapia gyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot péBodot yeptopod, amobnkevong, ypNnong 1 ardppyng Tov TPoiovTog dev

VIOKEWVTAL 6T S1KN Hag gvBOVH Kot propet Kot vor v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYous, omomotovpacte kabe evduvn oe

TEPIMTOON UTMOAELNG, VAIKNG 1| XPNUOTIKNG Cnpiag oo, 1 pe 0TotodNToTe TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0mobKeLoN 1] TN PN TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acparelog cuvtdydnke Kel TPETEL VaL YPTGLOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTldv. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TTUPEXOVTOL EO( EVIEYETOL VL LNV fvarl EQUPUOGLLES. VTEG 01 TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS HLOG KO

npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEinS, acpaAeing Kot TEPPAAAOVIIKAOY ATAITCE®Y. ZVVETADG, dev Oa mpémet vo. OewpnOel

OTL £YYLATOAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTOL TOV TPOIOVTOG.
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