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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Lacosamide

Kodog mpoiovrog : 201700391

Suvovopa . Lacosamide salts, hydrates, isomers and impurities where applicable.

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV dEdopévev acparsiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

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

O&ela to&komTaL (ad Tov GTOHTOC), Katnyopio 3 H301
ZoPapn opboipkn PAAPN/o@Barpkdg epebiopds, kotnyopio 2 H319
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d

Ewu to&ucomta o 6pyava-otoéyovs Dotepa and pio epdmas £xdeon, kamyopia H336
3, vapkwon
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov

ATOQa0N HEGH KPIONG EUTELPOYVOUOVOV KoL ATOSEIKTIKNG LoYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviouéd (EE) Ap. 1272/2008 [CLP]

S

Ewovoypappata kvddvov (CLP)

GHS06 GHS08
Ipogworomtikn AéEn (CLP) : Kivdvvog
Anhdoeig emkwvdvvotnrag (CLP) 1 H301 - To&wd og mepintmon katdmroonc.

H319 - Ipokaiei coPfapd o@Oaipd epebiopd.
H336 - Mnopei va tpokaréoet vevniio 1) {oAn.
H361d - "Yronto yio tpdxhnon Pr&Png oto uPpvo.
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ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P201 - Epodwoteite pe Tig £101kéc 0dnyieg mpv omd T ypnomn.
P202 - Mnyv 10 pnoLOTOMGETE TPV S0PACETE Kol KATAVONGETE TIG 00N YiEG TPOPVAAENS.
P261 - Amopevyete va avamvéete okdvn/avobudoeic/oéplo/otoyoviorn/aTpods/ekvepdpaTo.
P264 - TTAOvete ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot To TPOSMTO GYOAUCTIKG LETH TO YEPIOUO.
P270 - Mnyv tpm1te, mivete 1 Komvilete, OTAV XPNOUOTOLEITE CVTO TO TPOIOV.
P271 - No ypnoyronoteitatl Lovo o€ ovolktod 1 Kokd aeplopevo ympo.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P310 - ZE IIEPIIITQXH KATAIIOXHE: kaAéote apéomng 10 KENTPO AHAHTHPIAZEQN
1 éva yotpo.
P304+P340 - XE ITIEPIIITQXH EIZIINOHEX: Metagépate Tov TofdvTa otov Kabapd aépa Kot
APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TV (LVOTVOT).
P305+P351+P338 - ZE INEPIITQXH EITAOHY ME TA MATIA: Eenidvete TpoceKTkd e vepod
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETAPNS, APULPESTE TOVGS, AV Eivor €0KOA0. Zuveyiote va
Eemlévete.
P308+P313 - XE IIEPIIITQXH ékBeong 1 mbovotntag éxbeong: Zvppovievdeite/Emokepheite
YTpo.
P312 - KaAéote to KENTPO AHAHTHPIAZEQN 1 éva yuatpd, av aicbavOeite adiobecia.
P321 - Xpeidleton edkn aywyn (PAéne copminpopatikés odnyieg TpdTov Bondeidv 6TV eTIKETA).
P330 - Eem\dverte T0 oTOUA.
P337+P313 - Edv dev vmoympei o opBaipikog epebiopoc: Zvppovievdeite/Emokepbeite yotpo.
P403+P233 - Amobnkeveton og kahd aepliopevo xdpo. O meptékng dotnpeitorl punTIKd KAEIGTOG.
P405 - ®vrdocoeton KAeWOUEVO.
P501 - AuiBeon tov Tepilexopévov/Teptéktn o€ onpeio GLALOYNG EMKIVOVVOV 1] EWBIKAOV anoBAT®V,
GULLPMVO PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koit S1E0VEIG KOVOVIGHOVG.

Zipoven cOpeove pe: eEapeital | E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG onoiag dev vepPaivovy ta 10ml

Ewovoypdppora ktvdovov (CLP)

GHS06 GHS08

2.3. AALot Kivovvor

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 3: ZovOeon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Ovopa AVayvoOpeTIKOS KOdkés | % Katdraén copomva pe v odnyia
TPOiGVTOG 1272/2008 EK [CLP]

Lacosamide - <100 Acute Tox. 3 (And tov otdpatog), H301

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

Repr. 2, H361d

STOT SE 3, H336

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev oydet

TMHMA 4: Métpa npaTtov fondsidv

4.1. Meprypapn péTpv TPAOTOV fondertdv

Métpa npdTav Pondeidv petd amd elomvon : Bydkte Tov maBovta otov kabapd aépa. APNoTe T0 GTOpo OV TPOGPANONKE Va avanvedoet kabapd
aépo.
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Métpa npidtmv fonbetdv petd and emoen pe 1o déppo - Koabapiote  peyaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot paiokd amoppoenTikd
navi). [TAovete pe GpBovo vepd Kot amoppuTAVTIKO.

Métpa npdtmv fonbetdv Hetd and enapn pe To LATIO : Hem\dvete pe vepod KpaTadvTag To PAEPOpE KAAG ovolyTd.

Métpa npdtmv fonbetdv petd and Katdmoon : Eemlvete 1o otopa. Koréote apéomng 10 KENTPO AHAHTHPIAZEQN/yotpd. Ewdwn wrpikn

mapokorovdnomn. Evééyetar va cvotbel mapatetapévn wtpikn mapaolovdnon.

ZOUTTOHOTO/EMOPACELS : BAdPeg omv vyeia evdéyetat va epeavictovv pe kabuotépnon.

ZOUTTOHATO/EMIPACELG PETA OO EIGTVOT : Avemapkn dedopéva.

ZOUTTOHOTO/EMIPACELS PETG A EMOQT HE TO SEPHQL © Avemapkn dedopéva.

ZOUTTOHATO/EMIPACELG PETA OO EMOPY HE TOL PATLo : Avemapkn dedopéva.

ZOUTTOHATO/EMIPACELG PETA O KATATOON . To copnrdpota evdgyetar va sivar AN, kepaAiolyieg, vauTio Kot OTOAELN GUVTOVIGHOD.

ZopPovievbeite/Emokepbeite yiorpo. Eqv eivar duvatd dei&te antd to guilo acpodeiag, ki av oy, dei&te T cvuokevacia 1 Ty etikéto. Evepyn ovoia.
DappokevTiKd Tpoiov.

0. Y10, TNV KOTOTOAEUNGT) TG TUPKAYLAGS
Katddnia péca nupdcPeong : KovBépra mupocPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUN OGN TG TUPKOYLAG : Xpnowonowmote péoca katdoPeong katdAnia yo v nepidAlovca TupKaytd.

TMHMA 6: Métpo 6€ TEPITTMOON AKOVOLUS EKAVONG

Tevika pétpa : Amo@uyete TNV GpECT EMAPN UE TO TPOIOV. Mnyv avamvéete
oKkovn/avabopdosis/aéplo/oTayovidia/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoGc®MIKO GALO 06 TO TPOCMMTIKO EKTUKTIG AVAYKIG

Métpa £KTOKTNG OVAYKNG : Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YAVTIO KO TPOGTAGIO V0. TOL PATIO KO TO TPOCOTO.

6.1.2. I GTopa mov TPooPEPoLY TPAOTES Por)Osieg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agev vdpyovv emmAéov TANPOQOpieg

Mébodot kabapiopov : Ziyovpéyte, 0T Ta amoppipata o TepicLAeYoVV kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. ITAMvete Ta voAeippoTa Tov dev PTopeite va avaKTHOETE He : AGAVLO VTOYADPLOSOVG
voatpiov.

Aev vdpyovv emmAéov TANPOQOpieg
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Lacosamide
Agltio Agdopévov Acpareiog

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

TMHMA 7: Xepiopog ko amwodnkevon

7.1. TIpo@oAGEELS Y10 A0 QUAT (ELPLOPO

Emumiéov kivovvol kotd v enelepyacio . Egotdton emiong n mpocoyr| Tov ¥pnotn 6Toug Thavols Kivdhvoug oV EVOTAPYOVY OTNV TEPITTMON
TOL TO TTPOTOV YpNoonombel pe TpOTo oV OPiETaL OO TIG KATUGKEVUOTIKEG TPOSIOLY PUPES.

TIpo@uAG&ets Yo acpoAf XEPIGHO : XpNowonomote o Tpoidv pe TPocoyr]. ATOPVYETE TNV GUECT EXAPT HE TO TPOTOV. XT0 HETPO TOV
SVvOToD 1 PNON TOL TPOIOVTOG TTPEMEL VaL YIVETAL OE EPYACTNPLOKT] XOGVT.

Métpa vylewvnig 1 Xpnon tov Tpoidvtog pe opbn Propumyavikn vyewn Kot dtadikacies ac@oreiog.

7.2. ZovOnkeg ao@arovs pOLAENS, cvpmeprhapfavopévav Toyov acvpfatoTiToOv

Teyvikd pétpoa T Zoppopeodeite e Tovg 1oYHOVIEG KAVOVIGLOVG.
Zovonkeg @OAAENG : dvldooeton KAgWmpévo.

7.3. Exducn) Tehucn} yprion 1 piiosig

BAéme tunpa 1.

TMHMA 8: 'E)eyyog g ék0eonc/atopkn tpoctacio

8.1. Mapaperpor eréyyov
8.1.1 EOvikég oprokég Tipég emayyenaTikig $k0eong kon froroyikég oprakés Tipég
Agv vdpyovv emmAEOV TANPOQOPieg

8.1.2. ZuvicTdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.3. Zynpatilovrar otoycio pHmaveng Tov aépa

Agv vdpyovv emmAEOV TANPOQOPieg
8.1.4. DNEL xon PNEC
Agv vdpyovv emmaAEOV TANPOQEOPiEg
8.1.5. Tleproyés eréyyon

Agv vdpyovv emmAéov TANPOQOpieg

8.2."Elgyyot £k0gong
8.2.1. Katdhinhot pnyavikoi £leyyol

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ KoAd eEoeptlopevo ydpo. XpnoYomoleite amokAEIOTIKA G KAEIOTI] XOAVN e EVOOUUTOUEVO QiATpo. DIkTpo aepOcmUATISIOV VYNANG
amoterecpotikotrog (HEPA filter).

8.2.2. ATopk0G TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. TIpo6Tacio TOV HATIAOV KUl TOV TPOCHTOV

IIpoctocia 0pOorpdv:
Ipoctatevtikd yvoiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpocracia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouylopd yio ynpkd. DIN EN 13034

Mpooctacio TOV yePLOV:
IpootatevtiKd yavtio aviekticd og ynukd tpoidvta. ISO 374-1
8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 00MV

IIpocTucic TV AVATVEVGTIKAV 00AV:
X mepintoon amerevbépmong okovng : pbokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoka aepordpatog. Popdte avamveustikny
GLOKELT O TepinTmon EkBeong oe atpovs/crdves/aepordpaTo
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oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprwofétnon ko TapokorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vapyovv emmAéov TANPOQOpieg

S

Duon KordoTaom © Zteped
APDOHOL : Mn Swbéoo
Epgpdvion T XKkovn.

Oopn : Aevioydet
Opto oopng : Mn dwbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn dwbéoo
Inueio Bpoaciov : Mn dwbéoo
Evpiextomta : Mn dwbéoo
Opra Ktvdvvov ekprié&eng : Aevioydet
Xapnhotepo 6pio £kpnéng : Aevioydet
Avdtoto 0plo expnépuotrog : Aevioydet
Inueio avapreng : Aevioydet
Bgppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwAvtomra : Nepo: 10-33,3 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTukvémta : Mn dwbéoo
ZyeTkn ToKvOTHTO : Mn dwbéoo
ZyeTkn TOKVOTNTO ATUAV oToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS QUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. Ahha YapaKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPAGTIKOTNTO,

2ta0epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEov TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Lacosamide
Agltio Agdopévov Acpareiog

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

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVEVVOVG KOTVODG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) . To&wo og mepintwon KoTdmoong.
O&ela to&cotTa (Seppatikn) : Mn ta&wopnpévog (EAkelaticd dedopéver)
Oé&ela to&omta (avamvon) : Mn ta&wounuévog (EAeytaticd dedopévor)
Lacosamide
LD50 omd tov otdpoTog o8 apovpaiong 253 mg/kg
AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnpévog (EAkelotiicd dedopévor)
ToPapn ooy PAAP/epediopog . Tlpokodei cofapd opOuiuicd epebiopo.
EvaisOntomoinon Tov avamvenstikon 1 : Mn ta&wopnuévog (EXeaticd dedopévar)
gvaucOnTomoino oL dEPUTOG
MetoAho&ryéveon YEVWINTIKAOV KOTTAPOV : Mn ta&wopnuévog (Baoetl tov drabéoipmv dedopévmv, o kprmmpio Ta&vounong 6ev mAnpovval)
Kapkwoyéveon : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmv, Ta Kprtnpio ToSvounong dev mAnpovval)
To&woTa Yo TV avamopayoyn : Yromto yio mpoxinemn BAAPNG oto Epfpuo.
Ewdum to&ikomra ota opyava-ctdyovg (STOT) — : Mnopei va tpokarécet vivniio 1) LaAN.
epanag éxbeon
Ewum to&ikomra ota opyava-ctdyovg (STOT) — 1 Mn a&wvopnpévog (Erkelpatika dedopévar)
emavenupévn xbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Advvapio cuALoYNG SES0UEVAOV Yo TEXVIKODG AOYOVC)

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAloyikéc TANpoQopies

Owoloyia - yevikd . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yio to vddtivo mepidrrov, Bpayvrpdbeopog : Mn taéwopnpévog (Baoet tov Srabéotumv dedopévav, o kpiripla TaSvopunong dgv TAnpovvaL)
(080g)

Emucivduvo yio to vddtivo mepidilov, pakporpdbespog : Mn tagwopnpévos (Baoet tov Sabéotumv dedopévav, T kptripta Tasvopnong dgv Thinpodvat)
(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQPOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Lacosamide
Agltio Agdopévov Acpareiog

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

12.7. Ahhes apvNTIKEG EMTTAGCELG

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyyeio oyeTika pe T 6100gon

13.1. M£0odor enetepyacios amofiiTov

. Kataotpéyte pe ao@ain tpémo GOUEOVO pE TOVG TOTIKOVS £0VIKODG KAVOVIGHOVG.

: Mnv amoppintete TO. VTOAEILOTO GTOV VITOVOLO, ODGTE TO TPOIOV KOL TN GUOKELAGIN TOV GE E01KO
onpeio GLALOYNG EMKIVEVV®V 1] EBIKOV ATOPPLUUATOV.

Tomucn vopobeoio (amdPfAnto)
ZVOTACELS GYETIKA [LE TNV OTTOPPLYN
TPOIOVTIMV/GVUOKEVAGIOV

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT,

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tovtétnTog
UN 2811 ‘ UN 2811 ‘ UN 2811

14.2. Oweia ovopacia amostoric OHE

TOZIKA STEPEA, OPFANIKA, E.A.O. ‘ TOXIC SOLID, ORGANIC, N.O.S. ‘ Toxic solid, organic, n.o.s.
Heprypagii eyypaoov petagopds
UN 2811 TOZIKA STEPEA, OPFANIKA, E.A.0., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, |  UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
6.1, 1, (E) i

14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ

6.1 6.1 6.1
6 6
14.4. Opdaodo ocvokevooiog
11 1 11
14.5. Megprfarrovtikny emKivovvéTHTO
Emcivduvo yia to mepifdiiov: Oyt Emwcivduvo yia to mepifdiiov: Oyt Emwcivduvo yia to mepipdidov: Oyt

MoAvopatikdg Topdyovtag yio To VOGTIVO
nepBdAiov: Oyt

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypieTn

Eriysio petagopd

Kodwog ta&wvopnons (ADR) T2

Ewwés datdéerc (ADR) 1 274,614
Mepropiopéveg moodteg (ADR) : bkg
E&aupovpeveg mocotteg (ADR) : El

Odnyieg cvokevaciog (ADR) : P002, IBC08, LP02, R001
Ewwés datdéelc ovokevaoiog (ADR) : B3

Awtdéeig pektg ovokevooieg (ADR) : MP10
Odnyieg yio popntég deapevéc Kot epmopevpotokipotio @ T1

x0onv (ADR)

Ewducéc dratdéers yio popntég deEapevég Kot : TP33
sumopgvpoToKiBdTa 0NV (ADR)

Kodwog de&apevic (ADR) : SGAH, L4BH
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Ewwcés datd&erg yo de&opevég (ADR) : TU15, TE19
Oynuo yo Letapopd de&opevig AT

Katmyopia petagpopds (ADR) : 2

Ewwcés dratdéerg yio t petagopd - Xovdnv (ADR) : VC1,VC2, AP7
Ewwcéc dratdéels yio  petapopd - optwon, : CV13,CVv28
£KQOPTOON Kot xepiopog (ADR)

Ewwcéc datdéerg yio t petagopd - Aettovpyic (ADR) @ S9

ApBv avayvopiong kwvdvvou (Képrep App.) : 60
IMoptokoi dickot :

Kwdwog meplopiopmv yio onpayyes (ADR)

peTa@opd pécw® Boracong

Ewdu npopreyn (IMDG) 1 223,274
[epropiopéveg mosdteg (IMDG) . 5kg
E&mpovpeves mocotteg (IMDG) © El1
Odnyieg ovokevaciog (IMDG) : P002
Odnyieg ovokevaciog eunopevpatokiPotiov-deéapnevov  : IBCO8
(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B3
Odnyieg yio de€apevéc (IMDG) Tl
Ewdwég dataéers yuo de€apevég (IMDG) : TP33
ApBpoc EmS (IMvprayid) . F-A
ApBuoc EmS (Awppon) © S-A
Kotnyopieg poptiov (IMDG) DA
[816tnteg kau mapatnpoels (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Evoépra petagopd

PCA E&upovpeveg mocotreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y645
Kabapn péyrom nocdmnra yia nepopiopévn nocdétnra.  : 10kg

EMTPETOUEVT] Yot EMPOTI Y AEPOCKAPT KOL Y10L
aepookden petapopds poptiov (IATA)
Odnyieg cvokevasiog yo emPotnyd oepookden (IATA) : 670

KoBapn péyiom mocodta yio emtBotnyd aeposkaen : 100kg
KO Y10 0ePOCKAPN pHeTapopds poptiov (IATA)

Odnyieg cuokeLAGLOG LOVO Y10 AEPOSKAPT LETUPOPES © 677
poptiov (IATA)

Méyiot T0ooOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 200kg
aepookden petapopds poptiov (IATA)

Ewwég dortaées (IATA) : A3, A5
Kodwog ERG (IATA) : 6L

14.7. @aracoreg peTO.POPES JVONY cOpPmva pe Tig Tphéeg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOetiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLELD, TNV VYEIX KOl TO TEPLPaLLOV Yia TNV 0VGid 1] TO pEiypa
15.1.1. xavoviopoi EE

Hapaptnpa XVII tov REACH (IlpoirmoBéceig mepropispov)

Aev neprapfdavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61|G)

Aev meprapféveton oto Hapaptnpa XIV tov REACH (Katdioyog adet0ddtnomng)

Koataroyog vroyngrev overdv REACH (SVHC)

Aev neprapfavetol otov Katdhoyo vroyneumv oveiodv REACH
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Lacosamide
Agehtio Aedopévav Acpaleiog

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

Kavoviepog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)
Aev gpappoletor.

Kavoviepég POP (EE 2019/1021, Eppovor opyovikoi pomot)

Aev epappodletar.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviepdog EE 1005/2009)

Kavoviepég mepi ekpnktik@v apédpopav ovordv (EE 2019/1148)

Aev epiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovotdv ekpnkTikmv (Kavoviepog EE 2019/1148 oyetikd pe v epmopio Kot
™ ¥pNoN TPOSPOU®Y OLGLOV EKPNKTIKDV)

Kavoviopéog nepi mpédpopmv over®dv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkeatikdv (Kavoviepdg EK 273/2004 oyetikd e Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg
Agv vdpyovv emmAEOV TANPOQOPiEg
15.2. A&wohoynon ynukig ac@diglog

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 16: Alhegc TAnpo@opies

Emonipaven ahhaydv:
Ta&wounon g oveiag 1 Tov HelyLOTOC.

I peg keipevo pacswv H kor EUH:

Acute Tox. 3 (A6 tov Oé&ela to&codta (amd Tov 6TOHNTOC), Katnyopia 3

GTONOTOC)

Eye Irrit. 2 YoPapn opOoipkn PAaPn/oeBaipikdg epediopds, katnyopio 2

H301 To&wo o€ mepinT®ON KATATOONG.

H319 TpokoAei coPfapd o@OaAucd epebiopd.

H336 Mmopet va TpokaAécet vvniio 1) CaAn.

H361d "Yromto yio mpdkinen PAAPNG oto Epppuo.

Repr. 2 To&wodmTa 6TV ovamapoymyn, katnyopio 2

STOT SE 3 Ewdum to&ucodmra o 6pyava-ctoyovs Hotepa and pio epdral Ekbeon, kotnyopia 3, vipkmon

Aghtio Agdopévov Acpalreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio TPoépyovtat and myés Tis onoieg Bempodpe a&idmotes. [Tapodia avtd, divovto
YOPic Kapio gyyomon, pntn 1 appnTn, Yo Ty okpifetd Tovg.
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