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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog : Lacosamide
Xnuwn Ovopacio : Lacosamide
apBpuog CAS 1 175481-36-4
Kodwog mpoidvtog : 201700391

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) 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 TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

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

O&ela to&codmra (amd Tov 6TOHNTOC), Katnyopio 3 H301
ZoPapn opboipkn BAAPN/0@Bakpkdg epebiopdg, kKatnyopio 2 H319
To&wdmTo 6TV avorapaywyr, Katnyopio 2 H361d

To&wdmTa 6TV avorapaywyn, Enmpdchetn katmyopia, emdpdoeg H362
61N YoAovyio 1 HES® TNG Yolovyiog

Ewwn| to&ikotmra o€ 0pyova-ctdyovs Hotepa and pio Qanas H336
£xbeon, kotnyopia 3, vépkwon

I peg keipevo tov dniwoemv H kot EUH: BAéne tunqua 16

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

To&wo og nepintoon Katdroons. Yronto yio tpdkinon PAAPNG oto éufpvo. Mmopet va PAayet Ta Bpéen mov tpépovton pe untpucod yéio. Ipokaket coPapd
opOoApd epebiopd. Mmopei va pokarécet vavniio 1y {ain.

2.2. Zroyyeia eTIKETOG

Xapaxtnpiopds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

o

GHSO06 GHSO08

Ewovoypappata kivovvov (CLP)

22/04/2026 (svnuépwon) EL (eMnvikd) /11


mailto:sds@edqm.eu
http://www.edqm.eu/

Lacosamide
Agltio Agdopévev Acpaleiog

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

Ipogworomtikn AéEn (CLP) : Kivdvvog

Anhaoeig emkwvdvvornrog (CLP) : H301 - To&wo oe mepintmon KaTAmoongs.
H319 - IlpokoAei coPapd opBoiukod epediopo.
H336 - Mmopei va tpokarécet vevniio 1 LGAn.
H361d - "Yronto ywa mpdxinon PraPng oto ufpvo.
H362 - Mmopet va. BAGwet Ta. Bpépn mov tpépovtar pe untptkd yoAa.

AnAdoetg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 001 yieg mpv omd T xprion.
P202 - Mnv 10 gpnoiponomcete mpv SofACETE KOl KOTAVOGETE TIG 001YiES TPOPOANENG.
P260 - Mnv avonvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P263 - Amopehyete TV £maen 6TN SLAPKELX THG EYKVHOGVVIG KoL THG YOAOL)ioG.
P264 - ITAdvete ta gépra, Tovg myELS (avTifpdyia) Kot 10 TpOoMTO GXOAUGTIKA LETH TO XEPLOUO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNGULOTOLEITE 0WTO TO TPOTOV.
P271 - Na ypnotponoteitorl Lovo 6€ avolkto 1| KoAd agptlopevo xdpo.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P310 - XE IEPIIITQXH KATAIIOXHX: koAéote apécmng 1o KENTPO AHAHTHPIAZEQN
1M éva yoTpo.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovia otov kabapd aépa kot
apNoTe ToV vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL TV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTiKd pe vepod
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar £0KOLO. XvveyioTe va
Eemhéverte.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbovotntog £xbeong: Zvpfovievdeite/Entokepbeite
yuTpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adwabeoia.
P321 - Xpeidleton e1d8ikn ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty etikéta).
P330 - Eemldvete 10 oTOUA.
P337+P313 - Eav dev vroywpei 0 000aipikig epebiopodc: Zvppovisvdeite/Emorepbeite yotpod.
P403+P233 - Amobnievetan og KaAd aepldpevo ydpo. O mepléktng doTnpeitot epunTikd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuaBeon tov mepilexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aToPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvovIGHOovE.

Inipoaven ooppove pe: E€oipeitar n eomtepiki] ovokevooio, To tepreydpeva tng omoiag dgv vaepPaivovv Ta 10ml.

ok

Ewovoypappata kivovvov (CLP)

GHS06 GHSO08
2.3. Alhor kivovvol
AMeg Tnpoopieg : Evepyd ovotatikod (o€ QaplLaKeLTIKA TpoiovTa).

[Ipocoyn -  Tapodca ovaio dev Exet aKOUN SOKIULACTEL TANPMGC.

TMHMA 3: Z0vOeon/TApo@opies Y10 TO GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopioTiKog KOOKOg % Koataraén ocopeova pe v oonyia
TPOiOVTOG 1272/2008 EK [CLP]

Lacosamide apBuog CAS: 175481-36-4 <100 Acute Tox. 3 (And tov otdépatog), H301

(ATE=253 mg/kg copatikov Bapovg)
Eye Irrit. 2, H319

Repr. 2, H361d

Lact., H362

STOT SE 3, H336

ITAnpeg keipevo tov dnidcewv H ko EUH: BAéne tunipa 16
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Lacosamide
Agltio Agdopévev Acpaleiog

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

TMHMA 4: Métpa npatov fonderov

4.1. eprypopn péTpov TpOTOYV fondsiav

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

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
SevkoAvveL TV avomvor|. Apriote tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG LE ATOAD
GOamTOVVL Kot VEPOD, Kat TN cLVEXELD EemAévete ne (eoTO vepo.
Métpa tpdtev Bonbdeidv petd amd exapn He o LaTio 1 Eemhivete apécm Kol TOPATETAUEVO e VEPO KPATMOVTAS avorytd o PAEQapa TovAdyeTOV 15

Aemtd). Edv vdpyovv @oioi emaens, apatpEate Toug, epOcov gival edkolo. Xuveyiote va EemiéveTe.
Zopfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo eav to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOV £XEL XAoeL Tig aisbnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES
ZOUTTONOTO/EMOPACELS LETE OO EXAPT UE TOL LATLOL : Ilpokarel coPapd o@Oaipucod epebiopd. Epubpotnra, movoe.
4.3."Evo€1En 0mo10.601)TOTE ATUITOVIEVIS GUECTG LUTPIKNG QPOVTIONS KAl E0IKNG Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TS TUPKAYLAG

5.1. [TvpooPeotika péca

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

5.2. Exdukoi TO7ol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEiypa

X mepinTmon ToupKaylig Tapdyovtot ETKivéuva . H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€id1o Tov avBpaika Kot
TPOIOVTO amocHVOEGNG ko to&ka agpta. [IBavn amoPforn to&kod vépoug.

5.3. Zv6Ta0EIS Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAS 1 Amogevyete T Slpuyn Tov vepoL ¢ TupdcPecng 6To TEPBAALOV.
Ipootacio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. IIpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL S10OIKAGIEG EKTUKTNG UVAYKNG
Ievikd pétpa : AmoQevyETE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLLAL, T HATLOL ) TO POVYLGUO.

I TpocOmIKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVAyYKNG 1 ATONOKPOVETE TO TEPITTO TPOCOTIKO.

T dTopa wov TPocsPEpovy TpdTES fo10reg

omhopdg TpooTaciog : Mnv enepPoivete ywpic katdAAnho eéomhopd. Mo tepiocdtepeg Tnpopopicg avatpéée oty
Bfomhous . M . ; Ty o6, T . ) . .
evomra 8 :""Eleyyog g ékbeonc-Atopkn tpootacia.

6.2. Ileprparrovrikég mpoPuAGEeg
Na anopedyetar 1 Erevbépmon oto mepipdrrov. Eumodicte T €i6080 6T0VG 0moYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 6VYKPATON Kol KAOapLopo

IMa v amobnkevon : Amoppo@noTe T0 PE £va adpOvEG DAIKO Kot TOTODETHOTE TO G€ évav KOTAAANLO meptéktn Stébeong
amofANTmV.
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Lacosamide
Agltio Agdopévev Acpaleiog

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

MéBodot kabapiopod . EemhOvete TIG LOAGUEVEG EMPAVELEG e GpBovo vepd. Kabopiopodg pe amoppumavticd.

6.4. [lopomopnn og Ghho TEqpOTO

Agite 10 Tunpa 13 yio Anpogopieg oyetikd pe m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPLONO

Emndéov kivduvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va unv £pyoviat o€ Kopio EToQT| He T0 Tpoidv.
IIpoeurdéers yio aoorn XEPIoUO 1 Amogevyete kaOe nepirt Ekbeomn. Dpoviicte MoTE 0 YOPOG epyosiog va e&uepileTal cOOTA.
Métpa vylewvng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evvporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyacioc. [IMdvete ta xépla cag Tpv omd kabe
£PYOOLOKO SIAEYLIO KO LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupmepriopfavopnévav T ov acoppototitav

ZovOnkeg OAUENG 1 Amofnkeveton og KoAd aeplopevo ympo. O meptéktng Sratnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TNV Apecn NALKT aKTvoBoAia.
Y\ cvokevasiog 1 AlnpnoTe 6TOVG apYLKODG TEPIEKTES.

7.3. Ewdun} Telkn xpnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpoopieg

TMHMA 8: 'Eleyyog g ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrdpyovv emmAéov TANpopopieg

8.2."ELeyyor £ék0gong

Kataiinior pnyavikoi éheyyot

Koataiinhor pnyavikoi éleyyou:
Ppovriote dote 0 YDPog epyaciog vo e&aepiletol 6moTh. TvN0mG AmaLTeiTOL GUGTNLO YEVIKOD UNYOVIKOD EEQEPIGUOD TOV YDPOV. LTO HETPO TOV SVUVATOD M)
APNOT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYUCTNPLUKT YOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAIGHOG

IIpoctacio TOV POTIOV KO TOV TPOGCAOTOV

Ipootocia 0@OaAn®V:

Dopdre cvuokevn Tpootaciog yio Ta patia. [Ipostatevtikd yvaid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

IIpocrocia Tov déppatog:
Dopdte KOTAAANAO TPOGTOTELTIKO povyIcHo. Xprion oe epyactipla : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAV 00MDV

IIpootacio TOV OVATVEVGTIKAV 00(DV:
e mepinTmon Tapay@yng oKOVNG, XPTCLLOTOWOTE TPOSTUTEVTIKY HAoKa pe @iktpo : P3

TMHMA 9: ®vokég Kot YNUIKEG 1010TNTEG

9.1. Ztoyeia o TS facikés QUOIKES KoL YNUIKES 1O10TNTEG

Duowkn KoTdoToom 1 Zteped

APDLOL : Aevk0. oyedov Agvkd. Avorytd kitpvo.
Epepdvion 1 Zkovn.

Mopiaxn pata : 250,3 g/mol
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Lacosamide
Agltio Agdopévev Acpaleiog

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

Ooun : Mn dwbéopo
Opto oopng : Mn dwbéoio
Inpeio mEemg 1 =144 °C
Inueio mEemg : Mn dwbéopo
Enueio Bpaopod : Mn dwbéopo
Evopiektomrta : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Agv woydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapreéng : Aev oydet
Ogppokpacio arochvieong : Mn dwbéopno
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, KivepaTikog (1) : Aev oydet
Awrvtomra : Nepo: 10-33,3 g/l
TUVTEAEGTNG KOTAVOUNG GE UElY L0 N-0KTAVOAN S/ VEPOD : 0,25

(Log Kow)

Téon atumdv : Mn dwbéopno
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTITOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Aev oydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTTA

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 11: To&woloyikég TANPOQOPIES

Oé&ela to&codmra (amd oToOHaTOC) 1 To&wod oe mepintmon Katdmoonc.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpévog (EAdepatikd dedopéva)

Lacosamide (175481-36-4)

LD50 and tov 6tdépatog 68 0povpaiovg 253 mg/kg
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Lacosamide
Agltio Agdopévev Acpaleiog

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

AGBpwon ko gpediopdg Tov dEppatog : Mn ta&wopnuévog (Baoet tov dtabéoipov dedopévav, ta kprrnpia ta&vounong dev minpovval)

ToPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipkod epebiopod.

EvaisOntomoinem tov avamvevstikod 1 : Mn ta&vounuévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

gvoucOntomoinon Tov d€ppatog

MetaAdogryéveon YEVVNTIKOV KOTTAPOV : Mn to&wvopnuévog (Baoet tov Stofécipmv dedopévmv, Ta kpripio toSvounong 6ev mAnpovval)

Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpia to&vounong dev minpovvral)

To&wodmTa 6TV avamopay®yYn . Yronto yio mpdrinon BAEPng oo éuPpuo. Mropei va rayet ta Bpépn Tov TpEPOvTOL e UNTPIKO
yoAQL.

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va Tpokoréoet vevniia 1) SOAN.

epamnag Exbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&wvounpévog (EMeparticd dedopévar)

emavelnppévn €kbeon

Emucvdvvomnta avoppoenong : Mn ta&wopnpévog (EAdeiatikd dedopévar)

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 12: OwoAoyiKES TANPOPOPIEG

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpobeopog : Mn ta&wounuévog (Baoet tov drabéotumv dedopévav, o kprmmpla ta&vopnong dgv TAnpodvor)
(0&0c)

Emkivduvo yia to vddrtivo mepiBdilov, pakporpdbeopog : Mn ta&wounuévog (Baoet tov drabéotumv dedopévav, to kprmmpla ta&vounong dgv TAnpodvor)
(xpoV10G)

Lacosamide (175481-36-4)

NOEC ypoévia yépro > 10 mg/l (Pimephales promelas) (M£6odog OOZA 210)
NOEC ypovia kopkivoedn 32 mg/l (21 nuépeg, daphnia magna) (Mébodog OOZA 211)
NOEC ypovia ovkn > 100 mg/l (72 dpeg) (MéBodog OOZA 201)

Lacosamide (175481-36-4)

AVOEKTIKOTNTO KO IKAVOTITO OTTOSOUNONG Toayéwg amodoUnoILo

Lacosamide (175481-36-4)

YVVTEAEGTNG KOTAVOUNG G Mely o N-0KTaVOAN G/ VEPOV 0,25
(Log Kow)

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPiES
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Lacosamide
Agltio Agdopévev Acpaleiog

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

TMHMA 13: Xtovyeia oyeTika pe tn 6130gon

13.1. M£00odor emetepyaciog amopritmv

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 14: [TAnpo@opisg 6YeTIKA pe T1 PETAPOPE.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpog OHE 1 ap1Opég tavtétnTog
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacia amostorisc OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagi eyypaowv petagopds

UN 2811 TOEIKA STEPEA, OPTANIKA, E.A.O.,
6.1, 111, (E)

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,
1

UN 2811 Toxic solid, organic, n.o.s., 6.1, 11

14.3. Ta&n/-e1g KivdHvov KOTE TN PETAPOPQ

14.4. Opada cvokevaciog

111

1

111

14.5. Ileprfarrovtikn emKivovvoTnTo

Emwivduvo yo to meptpdirov: Oyt

Emwcivduvo yo to mepiaiiov: Oyt
Molvopatikdg Tapdyovtog Yo To VIATIVO
meptpdirov: Oyt
ApBudc EmS (TTupkayid): F-A
ApOuoc EmS (Awppon): S-A

Emwivduvo yio to mepipdirov: Oyt

Aev vrdpyovv emmAiéov dabéaies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa

Kddwoag ta&vounong (ADR)

Ewducée dataéeg (ADR)
Mepropiopéveg moodteg (ADR)
E&mpovpeves moootnteg (ADR)
Odnyieg ovokevaociog (ADR)

Ewducés dataéerg ovokevooiog (ADR)
Awtdéelg pektg ovokevaocieg (ADR)

T2

. 274,614
. Skg

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

: MP10

Odnyieg yio opnTég defapeveig kon gpmopevpatokifoti : Tl

x0dnv (ADR)

Ewducég drataéeis yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)

Kodwog degapevig (ADR)

Ewducée dotaéers yua deEapeveg (ADR)

Oympa yo petopopd deEapevng

Katmyopia petagpopds (ADR)

Ewducés drotaéelg yia ) petagopd - Xodnv (ADR)

1 TP33

. SGAH, L4BH
. TUI15, TEI9
. AT
: 2
VCl1, VC2, AP7
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oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ewducée drataéers yuo ) petapopd - Poptmwon,
eKQOPTOON Kat xepopos (ADR)

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvov (Képiep App.)
IMoptokoi dickot

Kodwog meploptopmv yio onpayyes (ADR)

petapopd péco Baraocong

Ewuc mpopreyn (IMDG)
Iepropopéveg mosotnteg (IMDG)
E&apovpeveg mosdtnteg (IMDG)
Odnyieg ovokevasiog (IMDG)

Odnyieg cuokevasiog EUTOPEVHATOKIBOTIOV-OEEAUEVDV
(xddwkog IMDG)

Ewwég dataéerg IBC (IMDG)

Odnyieg ya de&apevég (IMDG)

Ewwéc datdéers v de€apevég (IMDG)
Katmyopieg poptiov (IMDG)

1310 teg ko mapatnprioes (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

Kabapn péyom mocdta yio meploptopévn tocotto
EMTPETOLEVT Y10 EMPOTYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPBatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
Kat ylo aepookden petapopds eoptiov (IATA)
Odnyieg ovokevaciog HOVO Yol 0EPOGKAPT) LETUPOPES
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookden petapopds poptiov (IATA)

Ewducée drotaéelg (IATA)

Kwdikog ERG (IATA)

. El
. P002
. IBCO8

: CVI13,CV28

S9

. 60

1 223,274

Skg

: B3

¢ Tl

1 TP33
A

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

. El
: Y645

10kg

1 670

100kg

1 677

: 200kg

: A3,AS
. 6L

14.7. @ahdooreg petapopis yvony coppmva pe Tig Tpasels ron IMO

Agev 1oy0et

TMHMA 15: Ztoryeio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aierda, Tnv vysio Kot 7o agpifairov yio TV ovcia 1 70 peiypa

kavoviopoi EE

Mapéptpe XVII tov REACH (IIpovmoBéceic mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61\6)

Aev nepthappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroyngrov oveidv REACH (SVHC)

Agev meplapPévetar otov KatdAoyo vroyneuey ovsidv REACH

Kavoviopog mepi 6{ovtog (2024/590)

Aev nepthapfdvetonr otov Katdloyo ovoiav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10dv dimhg ypiong

Aev meptrapBavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumhng ypnone.
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Agltio Agdopévev Acpaleiog

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

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

Agv ovoypageTaL 6ToV KATAAoYo TPOSPOUMY 0VGLOV EKPNKTIKOV VAGDV (EE)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Agv avoypageTat 6Tov Katdroyo Tpddpopav ovoldv vapkotikodv (EE)

15.2. A&worhdynon ymuikig ooc@dierog

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 16: Alheg TAnpo@opisg

Emonpovon erhaydv:

Toa&wounon g oveiag 1 Tov pelypoToc.

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Hapotnpiicers
Avtikofiotd v ékdoon Ipoctédnke
svnuépmon Mpootédnke

1.1 apOpog CAS poctédnke

1.1 Zuvovopo Agorpédnke

1.2 Iepropiopoi otn xprion TpomomoumiOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemBopunteg puotkoynukeég emdpaoets, kabmng | TpomomorOnke
Ko €mdpAcELS otV avBpdTvn vyeia Kot 6To
nepiiov

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

22 Anhooeig emukvdvvotntog (CLP) TpomomoumiOnke

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

2.3 Al\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdtev Bondeidv petd omd exagn pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd eilomvon TpomomouniOnke

4.1 Métpa TpdTOV Pondeidv petd omd Katdmoon TpomomoumiOnke

4.1 Métpa tpdtev Bonbedv petd amd emaen pe To TpomomouOnke
péto

42 ZOURTOUATO/EMOPACELG LETG OO EMOPN LLE TO. TpomomouOnke
péto

4.2 ZOUTTONOTO/EMBPACELS Aparpédnke

4.2 ZOUTTOUOTO/EMOPAGELS LETE Od KOTATOO Aparpédnke

4.2 ZOUTTOUOTO/ETOPAUCELS UETE OO ETOPT| UE TO Agopédnke
déppa

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ELGTVOT| ApupiOnke

43 AN wTpn yvopdtevon 1 Bepomeio Aparpédnke

5.1 AxotdAinio mopocPectikd pécGo Mpootédnke
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Lacosamide

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

5.1 Katdhinko péoa mopdofeong TpomomouOnke

5.2 Y mepinton TuPKAYLAS ToPAyovVTaL ETKIVELVEL Ipootédnke
TPOIGVTO 0TOGVVOESNG

5.2 Kivdvvog mupkaytdc Aparpédnke

53 Ipootacio katd Thv mopdoPeon Ipootédnke

53 MEéEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&omhopndg mpoctaciog Ipootidnke

6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovtikég Tpo@LAGEELG Mpootédnke

6.3 I v amobnkevon Ipootédnke

6.3 MéBodot kabopiopod TpomomoumiOnke

6.4 Tapanounn| og GAho tunpoto (8, 13) Ipootédnke

7.1 Emumhéov kivéuvol kotd v enegepyacio TpomomouOnke

7.1 TIpoguraéels Yo acQaAn XEPIGHO TpomomouOnke

7.1 Métpa vytevig TpomomouOnke

7.2 XovOnkeg eOAaENG TpomomounjOnke

72 Ylkd cvuokevaciog IIpoctédnke

7.2 Teyvikd pétpo Aparpédnke

7.3 Ewwcég ypnoeig telikod katovalot Aparpénke

8.2 TIpootacio TV AVOTVELSTIKOV 030GV TpomomouOnke

8.2 Ipooctacio tov yepudv TpomomouOnke

8.2 [poctacio 0@OaAudY TpomomouniOnke

8.2 KatdAinkot pnyavucoi €deyyot TpomomouOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

9 Mopraxn pao Ipootédnke

9 XPOHOL Mpootédnke

9 2VVTEAEOTNG KOTAVOUNG O€ pely o n- Ipootédnke
oktavoing/vepov (Log Kow)

9 Enpeio éewg Ipootédnke

9 Oopn Aparpédnke

10.1 AvtidpactikdtnTa Aparpédnke

10.5 Mn ovppatd vika Aparpédnke

10.6 Emivduva tpoidvta amocHvieong Aparpédnke

12.1 NOEC ypévia yapua Ipootédnke

12.1 NOEC ypévia ¢pOknm Ipoctédnke

12.1 NOEC ypdvia KopKivoeldn Ipootidnke

12.1 Oworoyia - yevika Aparpédnke
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Lacosamide
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
13.1 YVOTAGELS GYETIKG e TNV amdppLym Aparpédnke
TPOIOVIOV/GVOKEVAGIOV
13.1 Tleprpepelakdg Kavoviopog mepi amofANTev Aparpénke
II\peg keipevo ppdoswv H ko EUH:
Acute Tox. 3 (Amo Tov O&ela to&kodmra (amd Tov 6ToHToG), Katnyopia 3
G6TONOTOC)
Eye Irrit. 2 ZoBopn o@Oaipcr PAAPN/0pBokkdg epediopdg, katyopio 2
Lact. To&wdmTa 6TV avoropaywyr, EMmpochetn katnyopia, ETOpAcels ot yakovyio 1| LEC® TG YaAOVYiG
Repr. 2 To&wodmTa 6TV avorapaywyn, katnyopio 2
STOT SE 3 Educ to&ucotnta og Opyava-ctoxovg otepa and pio epamas £xbeon, katnyopia 3, vapkoon
H301 To&wo og nepintoon Kotdmoongs.
H319 Ipokaiei coPapd opburpkd epebiopd.
H336 Mmnopei va Tpokarécet vvniio 1y (aAn.
H361d "Yronto yio mpoxkAnon PAAPNG oto Eufpuo.
H362 Mmopei vo. BAdyet Ta Bpépn mov TpEPOVTAL e UNTPIKO YO

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapodia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidvTog dev
VIOKEWVTOL 6T S1KN [ag VOOV Kot Popet Kot vor v UminTouy Kot 6TIS approdtotntég pog. I'iontoig kot yio GALovg AdYoug, omomolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAKNAG 1| XPNUOTIKNG Cnpiag oo, 1 Pe 0TOt0dNTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPNGILOTOLEITOL YOl TO GUYKEKPILEVO TPOToV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTAL EO( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, aoQUAEing Kot TEPPAAAOVTIKOV ATAITHCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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