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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Maleic acid
Xnuwr Ovopacio T punAgiviko o0&
No. kataAdyov © 607-095-00-3
Kwd.-EE 1 203-742-5
apOpog CAS : 110-16-7
Kmdwog mpoiovtog : 201600547

1.2. Zovo@eic Tpocdopilopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopuo katnyopia yprong : To mpoidv mpoopiletar yio TV £pgvva Ko avamTuén Kot TV enoryyEALOTIKT EKTOIdEVOT).
Xpnomn g ovsiog/Tov petypotog : Movo Yo emoyyeALATIKY ¥PIOT
Kotnyopia Aetrovpyiog 1 xpriong T Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvoopeveg yp1oeg
Iepropiopoi ot xprion © Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikd

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdopévEV acPaLEing

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
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVOUVOTN TG

2.1. Ta&woépnon g oveiag 1| Tov peiypatog

Katateén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&kodTTaL (ad Tov 6TOHATOC), Katnyopio 4 H302

ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319

Ewum to&ucomta o Opyava-otéyovs votepa and pio epdnas Ekbeon, komyopio H335

3, epebIopOC TG AVATVEVGTIKNG 050V

AGBpmon/epebiondg tov déppatog, kotnyopia 2 H315

EvaisOntomoinem tov déppatog, katnyopia 1 H317

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

Ewwd 6pra ovykévipmong:

(0,1 <C<100) Skin Sens. 1, H317

AvemOOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TTEPBarilov

ATopaon HECH KPIoNG EUTELPOYVOUOVOV KOl ATOSEIKTIKNG 1GYVOG.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppovae pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHS07
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Maleic acid
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Ipogwworomtikn AéEn (CLP) . TIpocoyn
Aniooelg emkvdvuvomtag (CLP) : H302 - Emprofés oe mepintwon kotdmoong.
H319 - [Tpokakel coPopd o@boipkd epebiopod.
H335 - Mropei va tpokarécet epeiopd g ovamvevoTiKig 0600.
H315 - ITpokaket epebiopd tov dEpHATOS.
H317 - Mmopel va. TpokaAEcel GAAEPYIKT SEPUOTIKT AVTIOPAOT).

AnAdacelg mpoevraéng (CLP) : P280 - Na gpopdte mpooTtatenTiKd YavTio, LECH OTOMKNG TPOSTAGIOG Y10l T LATLO.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN egav
otoBavOeite adwabecia.

Zhpavon cOUPoV pe: eEapeitol 1 E6MTEPIKT GUOKELAGTN, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy to 10ml

Agv ararteiton ofpavon

2.3. AALot Kivovvor

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVGTUTIKA

3.1. Ovoigg
Ovopa AVayvopLeTiKog KOOUKOG % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
IMAeiviko 0&H apbpog CAS: 110-16-7 <100 Acute Tox. 4 (Ar6 tov otopatog), H302
Kwd.-EE: 203-742-5 (ATE=500 mg/kg copatikod Bapovg)
No. kataArdyov: 607-095-00-3 Eye Irrit. 2, H319
STOT SE 3, H335
Skin Irrit. 2, H315
Skin Sens. 1, H317

Ewwd 6pra ovykévrpmong:

Ovopa AvayvopioTikds KodKog Ewkd 6pra cuykévrpoong
i
TPOi6VTOg
AEIVIKO 0ED opBuog CAS: 110-16-7 (0,1 <C <100) Skin Sens. 1, H317
un

Kw3.-EE: 203-742-5
No. koraAidyov: 607-095-00-3

IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa TpdTOVv Pondeidv Hetd amd enapn Le TO dEp . KoBapiote ™ peyoidtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Lodakd amoppoenTikd
Tovi).
Métpa TpdTev Pondeidv netd and exapn He To LATIoL . Hemhovete to pdtio Le vepo Yo AOYous aopoeiag.

4.2. INROVTIKOTEPO GUUTTONATO KOL ETOPAGELS, GPECES 1] HETHYEVECTEPES

Aev vdpyovv emmAéov TANPOQOpieg

4.3."Evd€i&n 0010601 TOTE AmMOLTOONEVIG GUEGTS LUTPIKNG PPOVTIdAG KOt 181K Ogpamneiog

Aev vdpyovv emaAéov TANPOQOpieg
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Maleic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 5: Métpa Y10 TNV KOTOTOAEUN O TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMIKO EKTUKTNG UVAYKIG

Métpa €kTaKTNG OVAYKNG : Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPiES

Agv vdpyovv emmaAEOV TANPOYOPIiES

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpoostacio

8.1.1 EOvikég oprokés Tipnég emayyepatikig £ék0song ko frohoyikés oprokés Tipég

Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves dLudikasiss TapakorovOneng
Agv vdpyovv emmAEov TANPOQOPiEg
8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Aev vdpyovv emaAEOV TANPOQOPiEg

8.1.4. DNEL ka1 PNEC

Agv vdpyovv emmAEOV TANPOQPOPIiEg

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 3/8



Maleic acid
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpniote o€ KoAd eEoeptlopevo ydpo. Zuvibog amarteitor cOGTNUE YEVIKOD Unyavikod eE0EPIGHOV TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGPOG

8.2.2.1. TlIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

Agv vrtdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:

TOd14 EPYUGTNPIOL

[pooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.2.4. Ogppkoi kivovvol

Agev vapyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kor wapokorovOnon s teppaiiovroroyikis £k0eong 6€ Kivouvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynuKEG 1016TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KO YNUIKES 1O10TNTES

Dok KotdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéorpo
Enpeio Téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéoipo
Evpiextomta © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg 1 Agv woydet
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro expn&uydmrag 1 Agv woydet
Enpeio avaoreéng . Aev woyvel
Beppokpacio avTavAPAEENS 1 Agv woydet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra : Nepo: 100 — 1000 g/l
2VVTEAEOTNG KOTAVOUNG G Hely Lo N-OKTOVOANG/VEPOD © Mn dwbéotpo
(Log Kow)

Tdon otumdv © Mn dwbéotpo
ITieon atpov oe Heppokpacio 50°C © Mn dwbéotpo
IMokvotnto © Mn dwbéotpo
ZyETIKN TOKVOTNTA © Mn dwbéotpo
ZyeTIKN TOKVOTNTA ATHAV 6ToVG 20°C 1 Aev woyet
Méyefog copatidiov : Mn dwbéoipo
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Maleic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpOTNTO KO OVTIOPUCTIKOTNTO

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS)
Oé&ela to&coTTa (Seppatikn)

O&ela to&koTTaL (avarvon)

AGBpmon kot epebiopdg Tov déppartog
ToPapn opboipkn PAaPn/epediopog
EvaisOntomoinon Tov avamvenostikon 1
gvaucOnToToino TOL dEPUOTOG

. EmPrapés oe mepintmon katdmoong.

: Mn ta&wopnuévog

: Mn ta&wopnuévog

. TIpokolei epebiopd tov déppatog.

. TpokoAei cofapd opOuiuicd epebiopo.

: Mmopei vo mpokaA£oet alkepyikn SEPUATIKY AVTIdPACT).

MetoAho&ryéveon YEVVINTIKAOV KOTTAP®OV : Mn ta&wopnuévog
Kapkwoyéveon : Mn ta&wopnuévog
To&wodTa Y10 TV avamopayoyn : Mn ta&wopnuévog

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) —
epanag éxbeon

: Mmopei vo mpokaA£cet epefiopd TG aVaTVELSTIKNG 050V.

Ewdum to&icomta ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog
emavenupévn xbeon
Enucvduvotnro ovappdenong : Mn ta&wounuévog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAroyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovctdlel wiaitepo kivovvo yio To meptBaAiov.
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Maleic acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Emucivduvo yio to vddtivo mepiBdiiov, Bpayvnpodbecpog : Mn ta&vopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdiiov, pakporpdbespog : Mn ta&wvopnpévog
(xpovioc)

Agv vapyovv emmAEov TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztovycio oyetikd pe tn ovd0eon

Agev vapyovv emmAEOoV TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 oprOpog tovtéTnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. Mep1pairovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TANpoopieg

Eniyewa peragopd
Aev oydet
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Maleic acid
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

peTaQOpa péco Baraocong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoyygio vopoBetikod yopaxTipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe TNV 06QAAEL, TNV VYEIO KOL TO TEPLBAALOV Y10 TNV OVGIN 1] TO PEIYHO
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)

Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006tnong)

Aev meprapPavetor oto Hapaptnua XIV oo REACH (Katdloyog adetoddtnong)
Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd amd evnuépoon)
Aev gpappdletart.

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

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmv over®v (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov mepthapfdveta(ovtat) 6Tov Katdrhoyo mpddpopmv ovcidv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikev (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetar(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vopkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Acute Tox. 4 (Ao Tov O&eia To&otnTa (amd T0V 6TOHATOG), KaTnyopio 4

GTOLOTOC)

Eye Irrit. 2 Yopapn opOuipkn PAaPn/o@Oaipikdg epebicpds, katnyopio 2
H302 EmPrapés oe mepintmon katdmoons.

H315 TIpokaiel epebiopd tov déppatog.

H317 Mrmopei vo TpokaA£cel OAAEPYIKT OEPUATIKY AVTIOPOOT|.

H319 TIpoxaiei coPapd opBaiikod epebiopo.
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Maleic acid

Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

I peg keipevo pacewv

H xor EUH:

H335 Mmopet vo TpokaAEcet epefIopo TG AVATVEVGTIKAG 050V.

Skin Irrit. 2 AwiBpoon/epebiopog tov déppatog, kotnyopia 2

Skin Sens. 1 EvatsOnronoinon tov déppatoc, katnyopia 1

STOT SE 3 Ewducn to&ikdtnta og Opyava-ctoyovg votepa amd pio epdmas ékbeon, katnyopia 3, epeflopdg TG OVOTVELGTIKNAG 0000

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpopopieg mov mepiéyovial o€ antd 10 deATIO TPoépyovTal amd myEs TS onoieg Bempoipe a&iomotes. [Tapoia avtd, divovtat

YOPIc Kapio yyvmon, pntm 1 appnTn, Yo Ty okpifeld tovg.
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