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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo
HavmeHoBaHME Ha BEIIECTBOTO : Lacosamide
XHUMUYECKO HaMMEHOBAHHUE : Lacosamide
CAS Ne 1 175481-36-4
Kon na npoxykra : 201700391

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYecKH U3MUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpHs Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEenopbHYBAT

OrpanuyeHus 3a yrnorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MH(POPMALMOHHHUS JIHCT 32 6€30NaCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha 0ACHOC

TEC

2.1. Knacuduuupane Ha BeliecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 3 H301
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361d

ToKCHYHOCT 3a peNpOyKIMsATa, JOIBIHNTENHA KaTeropus, epektn  H362
BBPXY MIIM UPE3 JTAKTALMATA

CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraHy — €IHOKpaTHa H336
excrio3unus, Kareropus 3, HapkoTnaau edextn

3a mbanus TexcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Tokcuuen npu normsinane. [pennonara ce, ye yBpexaa mioaa. Moxe na Ob1e BpeJieH 3a KbpMadera. [Ipequ3BUKBa CEpUO3HO pa3HeHe Ha ounte. Moxe na
MPEeIM3BUKA CHHINBOCT UITH CBETOBBPTEXK.

2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Perisiament (EO) Ne 1272/2008 [CLP]
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Lacosamide

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Curnanna gyma (CLP)

Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

GHS06 GHSO08
OnacHo

H301 - TokcuueH npu HOIJTbIIAHE.

H319 - [Ipean3BuKBa CepHoO3HO Jpa3HEHE HAa OUYMTE.

H336 - Moxe 1a mpen3BUKa ChbHIMBOCT HJIM CBETOBBPTEK.

H361d - IIpenmnonara ce, ue yBpexaa rioja.

H362 - Moxe na Ob1e BpeieH 3a KbpMauera.

P201 - IIpeau ynotpeba ce cHabneTe ChC CIELUANTHI HHCTPYKLUH.

P202 - He uznon3BaiiTe npeay Aa CTe Mpoyean ¥ pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.

P260 - He BaumBaiiTe mpax/myIex/ra3/anM/u3napeHs/acpo30iH.

P263 - Jla ce n304rBa KOHTAKT 10 BpeMe Ha OPEMEHHOCT U IPH KbPMEHE.

P264 - Jla ce u3amue pbleTe J10 JJAKTUTE U JIMIETO CTAPATENHO clie]] ynoTpeda.

P270 - [la He ce sae, Mye Wi MyIId Ipy ynoTpeda Ha MpoayKTa.

P271 - Jla ce n3non3Ba caMo Ha OTKPUTO MJIM Ha 100pe MPOBETPUBO MSACTO.

P280 - U3non3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOIEKI0/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMLE/IPEe/Na3Hu CPEJICTBA 32 3allUTa Ha CIIyXa.

P301+P310 - ITPU ITOT'JIBIIAHE: HesabasHo ce ob6anere 8 HIEHTBP I10 TOKCHUKOJIOT WS unun
Ha JIeKap.

P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3ULIMSA,
yJIeCHsBaIlA AHIIAHETO.

P305+P351+P338 - [IPY1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO € BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MMa TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
[poabkere ¢ U3MIAKBAHETO.

P308+P313 - [1PU siBHa K mpeAnonaracMa eKcrno3unus: I10Tbpcere MeANIHMHCKH ChBET/IOMOLIL.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.

P321 - Cnenpanu3upano je4yeHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa [IOMOIIL HAa TO3H
€THUKET).

P330 - UsmiakHere ycrara.

P337+P313 - Ilpu mpoaB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeJUIIMHCKU CHBET/TIOMOLL.
P403+P233 - Jla ce cbxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa IIBTHO
3aTBOPCH.

P405 - [la ce cbxpaHsiBa 110 KJIr0Y.

P501 - CbabppixaHHETO/ChIBT 1A CE U3XBBPJIH B IIYHKT 33 ChOMPaHEe Ha ONMACHU WU CIICLUATHH
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHHU H/HJIN MEXyHapOIHU
pasnopenou.

ETI/I]\”eTl/lpaHe B ChOTBeTCTBHE ¢: M3KiII0ueHus 3a BBTPEUIHU OIIAKOBKH, KOraT0 Cb/AbP’KaHUETO HE NPEeBUIIIaBa 10 ml.

IMukrorpamu 3a onacHocT (CLP)

2.3. /Ipyru onacHocTH

JHpyra uapopmanus

o

GHS06 GHSO08

AKTHBHO BeIECTBO (BbB (papMalleBTUYHH IIPOAYKTH).
BHuMaHue - BEIEeCTBO, KOCTO BCE OIIE HE € H3MUTAHO HAITBIIHO.
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Lacosamide CAS Ne: 175481-36-4 <100 Acute Tox. 3 (opanna), H301 (ATE=253

mg/kg TelxecHo TerIo)
Eye Irrit. 2, H319
Repr. 2, H361d

Lact., H362

STOT SE 3, H336

3a mennus TekeT Ha H- u EUH-nipenynpexxaeHusta 3a onacHOCT: BX. pa3aen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

IIbpBa nomoii - 001K MEPKU : B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE MPOABIDKABAT, IOTHPCETE MEAUIIMHCKA
TOMOIII.
IIbpBa oMol Mpu BIUIIBAHE . H3Besere NMIIETO HA YKUCT BB3/LyX U IO MIOCTABETE B MO3MLIM, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpaIairs 1a Cu mounHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITbpBa MOMOII IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3IOKEHUSAT YYacThK OT KOXKaTa Ja ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

[IbpBa nOMOILL IPU KOHTAKT C OYUTE . MzniakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KIEHaYUTe HIMPOKO OTBOPEHU (B
MpoIbJDKeHUE Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
¢ Bb3MOXHO. [Ipogbmkere ¢ u3miakBaneto. ITorbpcere MeUIMHCKA TOMOLL, aKO OOJIKaTa,
MHTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITbpBa MOMOLI IPH MOTTBILAHE : Msmiakserte ycraTa ¢ Boja (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B IEHTHP I10 TOKCHUKOJIOT USl/Ha
JeKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpezmsBm(Ba CEPHUO3HO APA3HEHE Ha OYHUTE. 3a‘{epBﬂBaHHﬂ, Gosika.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH IPUAKHA U CIIEIUAJTHO JIeYeHUue

Hsima HanmaHa JIOIIBJIHUTEITHA I/[H(bOpMaLII/IFI

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MoOKap

TToXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bat cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhIiiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'bHSL.
Hermoaxo sy moxaporacuTelIHA CpeCTBa : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

OnacHu IPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oXxap . HemwmaOTO TOpCHE 0c13060>1¢[a13a OITACE€H BBIJICPOJICH OKHC, BBIVICPOACH JIBYOKHUC U JIPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENsIHETO Ha TOKCHYHU H3IIapCHUs.

5.3. CbBeTH 32 NOKAPHUKApHUTE

WHCTpyKIUH 3a TaceHe Ha MOXKapU : Jla He ce IOIycKa U3MoJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA CpPe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 0e3 MOAXOISIIO 3alUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxaresHa 3anmTa. [IbiHa 3amura Ha TSI0TO.
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

OGH.II/I MEPKH N I[a ce u30srBa KOHTAKT C KoOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CPeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

I[a ce u3bsrsa H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTeﬁHep 3a oGe3Bpe)K.uaHe Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTEPIeHT.

Bikre Pasnen 13 orHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIANbLUTE.

JIOITBJTHUTEITHY ONIACHOCTH 10 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU I KbPMAUIKUTE.

TIpennaszuu Mepku 3a 6e3omacHa pabora : Jla ce n30srea BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MHe WIK MyIIH IpH ynoTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLETe NPeIu OYUBKUTE H CIIE]T
IPHUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHEe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MsicTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUTHHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAaIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCl'[03llllllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEHA PlHd)OpMaI.IHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoasm HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKaTEIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrea

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasuu oura. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

3ammTa Ha Ko}KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)
3ammTa HAa UXaTeTHHTE IBTHINA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 06pa3yBaHe Ha Ipax [a ce U3MO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHI CBOIiCTBA

ATpEraTHo ChCTOSHHUE : TeBpmo BemecTBo
st : OsUL. IOYTH OSUI. CBETJIOKBIIT.
BrbHIIEH BUL : IIpax.
MornekynHa maca : 250,3 g/mol
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha ToneHe 1 =144 °C

Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hannuno
3ananuMoct : He e Hanuuno
JloJIHa rpaHMIa Ha KCIUIO3HBHOCT : He e npunoxxumo
T'opHa rpaHMIa Ha EKCIUIO3UBHOCT : He e npunoxxumo
IInamua TemMneparypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hammuno

pH : He e nannuno

pH pasrBop : He e nanuuno
Buckosurer, kunematuueH : He e npunoxxumo
PasrBopumocT : Boma: 10-33,3 g/l
Koeduiuent Ha pasnpeznenenue: n-okranon/soga (Log @ 0,25

Kow)

Hausirane Ha napure : He e nannuno
Haunsrane Ha napure npu 50°C : He e nanuuno
ITneTHOCT : He e nanuuno
OTHOCHTEIHA ITBTHOCT : He e naymuno
OTHOCHTENHA IUTBTHOCT Ha mapure npu 20°C : He e npunoxumo
Pasmep Ha yacTunure . He e Hanuuno

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

PA3JIEJI 10: CTa0MIHOCT U PEAKTUBHOCT

Hsma nanwyHa 1onbIHUTENHA HHPOPMAIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHDOPMAIHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS
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Lacosamide

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.5. HecrBMecTHMH MaTepHAIN
HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGoOpManus

11.1. Madopmanus 3a K1acoBeTe HA ONACHOCT, onpeaeieHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

TOKCHYEH IPH MOTTBIIAHE.
He ce knacu¢unupa (Jlunceat nanHu)
He ce knacu¢unupa (JIunceaT nanam)

Lacosamide (175481-36-4)

LD50 opanHo mibx

253 mg/kg

KOpOSI/IBHOCT/I[paSHCHe Ha KoXara

Cepn03H0 YBpEXKIAAHE HA O‘II/ITe/I[pa3HCHe Ha OYUTEC

CCHCHGI/IHI/BHIII/UI Ha JUXaTCIIHUTE IIbTHUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOJHUIIHUTE KICTKH
Kanneporensoct

TOKCHYHOCT 32 PEIPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 32 OMPEICICHN
OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEICICHU
OpraH) — MOBTaPSIIIa CE EKCITO3UIIHSI

OnacHOCT NpH BAUIIBaHE

11.2. Uudopmanust 3a Ipyrd ONacHOCTH

Hsima HanuyHa AONMBIHUTEIHA m—[(bopMaum

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JaHHU, HE Ca U3ITBIIHEHN KPUTEPUUTE 3a
KJIacu(pHIIpaHe)

IIpenu3BUKBa CEPHO3HO pa3HEHE Ha OUUTE.

He ce xnacuunupa (Bb3 ocHOBa Ha HAIMYHATE NaHHH, HE Ca H3IBIHEHH KPHTEPHUTE 32
KJIacuuIypane)

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA U3IIBIHEHH KPUTEPUUTE 3a
KiacuuLypane)

He ce kiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHU, HE CA U3IIBIIHEHH KPUTEPUUTE 3
KIacupHIIpaHe)

Ilpenmnonara ce, ue yBpesk/a miona. Moxe 1a 6b/1e BpeJIeH 3a KbpMayeTa.

Mosxe Ja IpeAn3BUKa CbHIIMBOCT UJIN CBETOBBPTEIK.

He ce knacudunupa (Jluncear qanHmn)

He ce knacuduuupa (Jlunceat nanHm)

PA3EJI 12: ExoJioru4Ha uHgopmanus

12.1. Tokcu4UHOCT

OmacHo 3a BoJHaTa cpefia, KpaTKocpoyuHa (ocTpa)

OrmacHo 3a BojiHaTa cpeaa, ApJIrocpoyHa (XpOHI/I‘{Ha)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH, HE Ca U3IIBIHCHH KPUTSPUUTE 32
KIacH(pHIIpaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca U3IIBIHCHH KPUTSPUUTE 32
KIacH(pHIIpaHe)

Lacosamide (175481-36-4)

NOEC xponunyna pubu

> 10 mg/l (Pimephales promelas) (metox OECD 210)

NOEC xponnyna pakoodpazHu

32 mg/l (21 nuu, naduus (BoxHa 6b1xa)) (Metox OECD 211)

NOEC xpoHnyHa BoJ0paciu

> 100 mg/1 (72 gaca) (merog OECD 201)

12.2. YcTOolYMBOCT M pa3srpagiuMoct

Lacosamide (175481-36-4)

YCTOWYMBOCT U pa3rpaiiMocT

Pasrpaxna ce 6bp30
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Lacosamide (175481-36-4)

Koe¢muiuent Ha pasnpeznenenue: n-okranon/sona (Log 0,25
Kow)

Hsima Hanu4Ha nonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa JOTBIHUTETHA HHPOPMAIIHS

Hsma HanuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

PA3IEJI 13: O0e3BpeskiaHe HA OTHAABLUUTE

Hsima HanmuHa JOMIBJIHUTEHA HH(bOpMaI.IPIﬂ

PA3JIEJI 14: Undopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH nian uaenTuduKkanuoHeH HoMmep

UN 2811 UN 2811 UN 2811

14.2. TouHo HauMeHOBaHHE Ha NIpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBHP/JI0 BELLIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHNYHO, H.V K.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCMYHO TBBPAO BEIIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, III
OPI'AHNYHO, H.Y K., 6.1, 11I, (E) 1

14.3. Kinac(oBe) Ha OMacCHOCT NP TPAHCIIOPTHPAHE

14.4. Onakopb4Ha rpyna

111 1 111

14.5. OnacHocTH 32 OKOJIHATA cpeja

Omacro 3a oxonHaTa cpena: He OmacHo 3a okonHaTa cpena: He OmacHo 3a oxonHaTa cpefa: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxap): F-A
EmS-Ne (Paznus): S-A
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Lacosamide

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

HsiMa nombiHHUTEIHA HANMMYHA HHGOpMAIVS

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpedUTeuTe
CyxonbTeH TPAHCIIOPT
Knacudukanmonen xox (ADR) T2
Cneranau pasnopenou (ADR) 274, 614
Orpannuenu xonmnuectsa (ADR) Skg
Hskimouenn xonmdectsa (ADR) El
OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBC08, LP02, R0O01
CreruanHu onakoBsYHH pasznopendu (ADR) B3
Cmecenn onakoBku (ADR) MP10
HHcTpyKuuu 3a IPEHOCUMH LUCTEPHU U KOHTEHHEPU 3a T1
HacunHu ToBapu (ADR)
Creruanau pa3nopenos OTHOCHO IIPEHOCHMH ITHCTEPHU TP33
U KOoHTeiiHepH 3a HacumHu ToBapu (ADR)
Konose 3a nucrepan (ADR) SGAH, L4BH
Creruanau pasnopenou oTHocHO nuctepau (ADR) : TU15, TE19
IIpeBo3HO CpeCcTBO 3a IPEBO3 B LIUCTEPHU : AT
Tpaucnoprra kareropust (ADR) 2
Creruanau pasnopen6u 3a npeBos - Hacumno VC1, VC2, AP7
cberosinue (ADR)
Creruanau pasnopenou 3a IPeBO3 - TOBapeHe, CV13,CV28
pasroBapBane u 00padotka (ADR)
CreruanHu pa3nopen0H 3a IPeBO3 — ONEPaTHBHH S9
nzucksanus (ADR)
Wpnentudukanuonex Homep 3a onacHocT (Kemuep No.) 60

OpamxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR)

Tpancnopr 1o Mope

Creranuau pasnopen6u (IMDG)
Orpannuenn xonndecrsa (IMDG)
Wskimouenn xonmdectsa (IMDG)
OmnaxoBsuny uHCTpyKIuH (IMDG)
IBC onakosbunu uacTpykiuu (IMDG)
IBC cneunanuu pasnopendou (IMDG)
Wnctpyxunu 3a nucrepru ( IMDG)
Creranau pasnopen6ou otHocHo nuctepad (IMDG)
Kareropus Ha ToBapene ( IMDG)
CaotictBa u Habmonenus (IMDG)

Bb3ayien TpancnopT

PCA Uzkmouenn kommaectsa (IATA)

PCA OrpannudeHn KOIHYeCTBa IPTHHIECKU CAMOJIET
kapro (IATA)

PCA MaxcuManHO HETHO KOJIHYIECTBO 332 OTPaHUYCHO
KOJIMYECTBO IIbTHUUECKH camoneT u kapro (IATA)
PCA MHCTpyKIuH 32 OIaKOBAaHE MBTHUYECKH CAMOJIET U
kapro (IATA)

PCA MaxkcuManHO HETHO KOJIMYECTBO MBTHHYECKH
camoret u kapro (IATA)

WHcrpykuun 3a onakoBaHe camo kapro (IATA)
MakcuManaHo HeTHO KonmuecTBo camo kapro (IATA)
Crienmanuu pasnopendu (IATA)

ERG xop (IATA)

60
2811

223,274
S5kg

El

P002
IBCO8
B3

T1

TP33

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

El
Y645

10kg

670

100kg

677
200kg

: A3, A5

6L
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMaTHBHATAa ypenoda

15.1. Cl'lel.[lfl(l)ﬂ‘ll-ll/l 3a BeIEeCTBOTO UJIH CMECTAa HOPMATHBHA ypenﬁa/salcononaTechTBo OTHOCHO 6630ﬂaCHOCTTa, 3APaBE€TO U OKOJIHATA

cpena
Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuiaoxenue XIV (CnuchbK Ha BelllecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnucbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

Per1aMeHT 0THOCHO BelecTBA, KOHTO HAPYIIABAT 030HOBHS c.10ii (2024/590)

He ¢urypupa B cnucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U31e1us ¢ JBOHHA yrnoTpeba.

PerameHT OTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He ¢urypupa B cnincbka ¢ npekypcopu Ha B3puBHH Betectsa (EC)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHM BemecTBa (EO 273/2004)

He ¢urypupa B cnucbka ¢ Ipekypcopu Ha HapkoTH4IHE Bemectsa (EC)

15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO HJIH CMeC

Hsma HannyHa n0mbIHUTENTHA HHOPMALUS

PA3JIEJI 16: Ipyra undgopmanus

Wnaukanus 3a IPOMeHH:
Knacudunupane Ha BEIIECTBOTO MM CMECTA.

HNupnkanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcHsATa OT JlobaBeHo
Jlata Ha pemakuusTa Jlo6aBeno
1.1 CAS Ne JobaBeHo
1.1 CHHOHUMH IIpemaxnarto
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYrnorpeba Ha BelecTBOTO/CMECTa ITpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Heb6naronpustan QU3HKOXUMHUIHE e(DeKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpeja
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
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Lacosamide

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHeHn enemMeHT KomenTapu
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa nomoi - 00K MEPKH JobaBeHo
4.1 IIppBa HOMOILL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomou Npu BAMIIBAHE ITpomeneno
4.1 IIppBa nomoll pu MOrIbIAHE IIpomeneno
4.1 IIppBa moMoIL TP KOHTAKT C O4UTE IIpomeneno
42 Cumnromu/e(eKT cie] KOHTaKT C OYUTE IIpomeneno
4.2 Cumnromu/epexTu IIpemaxuarto
4.2 CumnToMu/epexTH ciel Morabiane IIpemaxuato
4.2 Cumrnitomu/e)eKTH Clies KOHTAKT ¢ KoXKarta ITpemaxunato
4.2 CumnToMu/eexTH ciell BAUIIBaHE IIpemaxnarto
43 JIpyro MeIUIIMHCKO CTAaHOBUIIE MU JT€UYCHUE IIpemaxuato
5.1 Henoxxonsuy noxaporacuTeNnHu CPeACTBa Jlo6aBeno
5.1 TToaxoasiy nokaporacUTENHU CPeCTBA IIpomeneno
5.2 OnacHu NPOAYKTH Ha paslajiaHe B cilyyaid Ha JlobaBeHo
oxap
52 OmnacHOCT OT noXap ITpemaxnato
53 3amuTa npu raceHe Ha mnoxap Jlo6aBeno
53 MucTtpyxunu 3a racene Ha MOXapH IIpomeneno
6.1 3auuTHU cpeacTBa Jlo6aBeno
6.1 ABapuiiHy r1aHOBE IIpomeneno
6.1 OO0y Mepku IIpomeneno
6.2 IMpennasun MepkH 3a ona3BaHe Ha OKoJHata cpena | JlobaBeHo
6.3 3a 3aabpikaHe Jlo6aBeHno
6.3 MeTtoau 3a moYncTBaHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 JlObIIHUTEIHU ONIACHOCTH 10 BpeMe Ha paborta IIpomeneno
7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa IIpomeneno
7.1 XUTrHeHHU MEPKH IIpomeneno
72 YcnoBust 3a cbXpaHsIBaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TexHuuecku MepKu IIpemaxnarto
7.3 CreuuduyHi KpaiHu ynoTpeou IIpemaxuaTo
8.2 3amuta Ha TUXaTEIHUTE TBTUIIA IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amuTa Ha OYUTE IIpomeneno
8.2 Tloaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
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Lacosamide

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a npoMeHu

Paznen IIpomeHeHn enemMeHT KomenTapu

8.2 3amuTa Ha KoXkarta U TSUIOTO IIpomeneno

9 Monekynna maca JobaBeHo

9 st Jlo6aBeHo

9 Koeduiment Ha pa3npeneieHue: n-okranoi/sogaa | lo6aBeHo
(Log Kow)

9 Touka Ha TOTIEHE Jlo6aBeHo

9 Mupuc IIpemaxnato

10.1 PeakionHa criocoOHOCT IIpemaxuato

10.5 HecwpBmecTumu Matepuanu IIpemaxunaro

10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxnarto

12.1 NOEC xponuyna pubdu JlobaBeHo

12.1 NOEC xpoHHYHa BOJIOpACIIU JobaBeHo

12.1 NOEC xpoHndyHa pakooOpa3HH JlobaBeHo

12.1 Exomnorus - 00110 IIpemaxunarto

13.1 TIpenopbku 3a 00e3BpeKAaHE HA IIpemaxuarto
MPOyKTa/OMaKkoBKaTa

13.1 Pervonanuu pasnopendu 3a OTHagbIUTe IIpemaxnarto

[I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHoOCT:

Acute Tox. 3 (opanHa) Octpa Tokcu4dHOCT (OpanHa), Kateropus 3

Eye Irrit. 2 Cepuo3HO yBpexaane/mpazHene Ha ounrte, Kareropus 2

Lact. TOKCHYHOCT 3a PEHPOLYKIHATA, JONBIHUTEIHA KATEropus, epeKTH BbPXy HJIM 4pe3 JIaKTalusTa

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

STOT SE 3 CrenuuyHa TOKCHYHOCT 32 ONpeIeTICHH OpraHy — eJHOKpaTHa ekcro3uius, Kareropus 3, HapkOTHYHH eheKTH

H301 ToKCHUEH NpU MOTITbILAHE.

H319 IIpenu3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H336 Mosxe 1a peAn3BUKa CHHIMBOCT MM CBETOBBPTEK.

H361d IIpenmnonara ce, 4e yBpexaa miozaa.

H362 Mosxe a 6b/1e BpeIeH 3a KbpMadeTa.

Nupopmanronen suct 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpkaiia ce B To3u MHbopMauoHeH Jauct 3a 6e30macHoCT, € HOJIyYeHa OT H3TOYHHUIIN, KOUTO CMsITaMe 3a
HaZeKAHHU. Bbrpexkn ToBa, nHGoOpManusTa ce npeocTans 0e3 HUKaKBa rapaHLus, H3pUYHA WIH opa3dupalia ce, OTHOCHO HeiHATa KOPEKTHOCT. Y CIIOBUSITA HITH
MeTouTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3Bperk1aHe Ha IPOIyKTa ca W3BbH HAIINSA KOHTPOJ U MOJKE Ja ca U3BbH Halata KoMmnereHTHocT. [Topaau
Ta3u U JIPyrv NPUUUHHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOHu, ILETH WM Pa3sXou, IPOU3TUYALIM OT WM CBbP3aHU
I10 HAKAKBB HAYMH ¢ paboTaTa, CbXpPaHEHHUETO, yroTpedara Hin 00e3BpeskIaHeTo Ha npoaykra. To3n MH]opMmannoneH aucT 3a 0€3011acHOCT € U3TOTBEH U TPsiOBa
Jla ce U3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO MPOAYKTHT C€ U3IOJI3BA KaTO ChCTaBKa Ha APYTH MPOIYKTH, HATMYHATA HH(OpMaLKs OU MOTJIa 1a ce OKaxe
HenpuioxknMa. Taszu nHopManus ce OCHOBaBa Ha HAIIIMTE TEKYIIM MO3HAHMS U € IPe/IHA3HAaYCHA 1 JaJI¢ ONMCaHNUE HA MPOIYKTa CaMo 3a LEIUTE Ha
3/]paBeoIa3BaHeTo, 0e30I1acHOCTTa M OKoJIHAaTa cpena. Ilopaau Toa, T He TpsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOYKTA.
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