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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Lacosamide

Kon Ha mponyxra : 201700391

CHHOHUME : Lacosamide salts, hydrates, isomers and impurities where applicable.

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuaHOCT 3a penpoaykimsTa, Kareropns 2 H361d
CrenmdiyHa TOKCHIHOCT 3 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H336

Kareropust 3, HApKOTHYIHH epeKTH
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e)eKTH U HeOJAronpHsiTHU e)eKTH 32 31PaBeTO HA YOBEKA H OKOJIHATA cpela

OHpCHeJ'IﬂHC Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a onacHoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu NorbIIane.

H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H336 - Moyke 1a npean3BHKa CHHIMBOCT HIIA CBETOBBPTEXK.
H361d - IIpeamnonara ce, ue yBpex/aa IIoja.
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Lacosamide

Nudopmanronen auct 3a 6€30macHOCT

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

IMpenopsku 3a 6e3omacuHoct (CLP)

P201 - Ilpenu ynotpeda ce cHabieTe ChC CIENUATHE HHCTPYKIHN.

P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3opain BCHUIKHU MPEIIa3Hu MEPKH 3a
6e30macHOCT.

P261 - 130srBaiiTe BAMIIBaHE Ha IPax/MyLIeK/Ta3/ IMM/H3MapEHNUs/aepO30IIH.

P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE H JIMIETO CTApaTesIHO Ciiel yrnoTpeoa.

P270 - Jla He ce sime, Mue WM ITyIIH IpH yIoTpeba Ha MPOIyKTa.

P271 - Jla ce u3non3Ba caMo Ha OTKPUTO WM Ha JOOpe IPOBETPHBO MSCTO.

P280 - M3nomn3BaiiTe npeana3Hu phKaBUIN/TIPEANa3HO 00IeKI0/IpeAa3Hy OUrIa/Ipeana3Ha Macka
3a JIHIe/TIpeNa3Hu CPEeCTBA 3a 3aIlIUTa Ha CIIyXa.

P301+P310 - I[TPU TIOT'JTBIIIAHE: HezabaBuo ce obanere B IEHTHP I10 TOKCUKOJIOT U mnun
Ha JIeKap.

P304+P340 - ITP11 BIUIIIBAHE: 13Benere MUIeTO Ha YUCT BH3LYX U IO IOCTABETE B MO3HIIHS,
yJlecHsBAIa AUIIaHETO.

P305+P351+P338 - IIP1 KOHTAKT C OUUTE: npomuBaiiTe BHUIMAaTEIHO C BOZA B IPOJbIDKCHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO MMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsipkeTe ¢ U3IIIAKBAHETO.

P308+P313 - TIPU siBHa miM mpeAmonaraeMa eKcro3unus: IloTepcere MEeIUIIMHCKH CHBET/IIOMOLLI.
P312 - Ilpu Hepasnonoxenue ce odanere B LIEHTHP ITO TOKCUKOJIOI' VS nnu Ha nekap.

P321 - Ciennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 3a ITbPBA IIOMOIL] Ha TO3H
€THKET).

P330 - Uzmiakuere ycrara.

P337+P313 - IIpu npoxb/DKUTETHO Jpa3sHeHe Ha ouute: [loTbpcere MEIUIIMHCKH CHBET/IIOMOLI.
P403+P233 - Ta ce cpxpansiBa Ha 100pe npoBeTprBO MACTO. CHABT Aa C€ ChXpaHsBa ITLTHO
3aTBOPEH.

P405 - Ta ce cbXxpaHsiBa MO KJIFOY.

P501 - CbabprkaHHETO/CHABT Jla Ce U3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHU W CIICIUATHH
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHAIHH H/WIH MEKIyHAPOJHI
pasmopenou.

ETI/IKGTHpaHe B CBOTBETCTBHUEC C: U3KJIIOYEHUS 32 BBTPCIIHU OIIAKOBKH, KOI'aTO CbAbPKaHUETO HE IIPEBUIIIABa 10 ml

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onmacHOCTH

Hsima Hammana JOIBJIHUTCITHA I/IHq)OpMaI.II/ISI

ok

GHS06 GHS08

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Persaament (EO) Ne 1272/2008 [CLP]
Lacosamide - <100 Acute Tox. 3 (opanua), H301 (ATE=253

mg/kg TenecHo Tero)
Eye Irrit. 2, H319
Repr. 2, H361d
STOT SE 3, H336

3a meanus TekeT Ha H- 1 EUH-npenynpesxienusaTa 3a onacHOCT: BkK. pasjen 16

3.2. Cmecu

He e npunoxumo
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Lacosamide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITbpBa MOMOL 1IPH BAUIIBAHE : Jla ce ocTaBM IOCTpajaiiis Ha YUCT Bb3AyX. OCHTypeTe CBEeX BB3IyX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOL IIPH KOHTAKT C KOXKATa . Jla ce oTCTpaHH MaKCHMAJHO upe3 H30bpCcBaHe (C YMCTa M MeKa HONHUBaIa Kepma). Ja ce n3mue
OOMITHO C BOJIA B KOATO € PUOABEH IETEPreHT.

H’pra TIOMOIII ITPY KOHTAKT C OUYUTE . M3mmaknHere ¢ BOJa, KATO ABPKUTE OUUTE IITUPOKO OTBOPEHHU.

ITepBa MOMOII IIPH MOTITBINAHE . Msnmaknere ycrara. Hesabasro ce obanere 8 IEHTBP 110 TOKCHKOJIOT' Mifl/Ha nexap.

Creranzo 1exapcko Habmoaenue. Moxe a 6b/e IPenopb4aHo MPOIBIDKUTETHO MEIHUIIHCKO
HabIoIeHIe.

Cumnromu/edextn . Bb3MoXHHE ca 3aKbCHENH eeKTH.

Cumnitomu/eeKTn crest BAWIIBaHEe . Hepocrarbunu naHHu.

Cumnromu/edeKTd ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.

Cumnromu/edeKTu ciiesf KOHTaKT C OYUTe : Hepmocrarbunu naHHU.

CumnToMu/eexTH ciel MorTbIaHe : CumnroMute Morar Ja ObJaT 3aMaiiBaHus, I1aBo0OIIHe, Ta/ieHe U 3ary0a Ha KOOPIUHALIHS.

Tlorbpcere MeanuuHCcKH chBet/momont. [Ipu Bb3MOXKHOCT /ia ce MOKaXKe HACTOSILMS JIUCT, a aKO HE € Ha Pa3IONI0KEeHHE, [ja Ce IOKaKe ONAKOBKATa MM €THKETa.
AxtuBarop. PapMarieBTHYEH IPOIYKT.

Tloaxoasuu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a FaCECHE Ha IOXKapHu B CbCEICTBO.

TPH aBAPHIAI

O6mm MepkH : Jla ce n30srBa NpeKkus KOHTAKT ¢ poaykTa. He BumBaiite

Ipax/IymeK/ras3/ M/ n3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOWTO He OTrOBAPSI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBC . I[a C€ HOCH IOAXOAAIIO ITPEeANnasHO 06J'ICKJ'IO, PBKAaBULH U 3AIIUTHU CPEACTBA 34 OUUTE UIIHN JIALIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Meroau 3a moyricTBaHe : V6EI[CTC C€, 4€ OTIaABLHUTE Ca C'bﬁpaHPI 1 C€ ChbXpaHABAT HA CUTYPHO MSICTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHE HCC'I)GPIpaCMPUI OCTaTbK C Pa3TBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Lacosamide

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOIBITHUTETHA OTIACHOCTH TI0 BpeMe Ha 06paboTka : Ha notpeGuress na ce 00bpHE BHUMAHHE 32 PUCKOBETE, EBEHTYATHO CBBP3aHH C U3MOI3BAHETO Ha
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT TE3H, 32 KOUTO € TPEeIHA3HAYCH.

Tpenna3uu Mepku 3a 6e3omacHa paboTa : C marepuana TpsiOBa a ce pabotu BHEMaTeNHO. [la ce u30srBa Mpekusi KOHTAaKT ¢ npoaykra. C
Marepuaa TpsioBa a ce paboTH MO TabopaTopHa KaMUHa, TOKOIKOTO TOBA € B3MOXHO.

XurueHH" MEpKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA Ha J0OpaTa MPOMHUIILIEHA XHUTHEHA U TIPOIIEYPHUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
VYcnoBust 3a cbXpaHsBaHe : Jla ce cbXxpaHsiBa NOJ KIIIOY.

7.3. Cneunduuna(u) kpaiina(u) ynorpe6a(u)

Bk maparpad 1.

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaIIPlOHa.]'lHl/l rpaHuYHHA CTOIHOCTH Ha npod)ecuonaﬂﬂa CKCIMO3UIHUA U OHOJIOTUYHHU TpaHHYIHHA CTOIHOCTH

Hsima Hanmmana JOIIBJIHUTCITHA I/IHCI)OpMaLII/ISI

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOeHNE
Hsima Hain4Ha AOIBIHUTEIHA HHPOPMALUSL

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA BB3AyXa

HsiMa HanMYHA TOIBIHATENIHA HH(OpMAIVS

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasi TEXHUYECKH KOHTPOJI

IMoaxoasiy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B JoOpe MPOBETPUBO MoMellleHHe. J]a ce H3M0N3yBa SANHCTBEHO B CMyKaTelHa KaOHHa ¢ MHTerpupaH Gpuitsp. Bucokoedextuser GpuiTsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHH NpeAna3Hu CPeACTBa
8.2.2.1. 3amuTa HAa OYUTE U JHLETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA M TAJIOTO:
Jla ce H3M013yBa XUMHYECKH YCTOITUMBO 3amuTHO obnexno. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUeCKH YCTOMYHBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa HAa ANXaTETHATE MBTHINA
OtaensHe Ha pax: IpoTUBoONpaxoBa Macka ¢ ¢puntep P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo3oiHa Macka. Hocere auxareneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30IIi
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Lacosamide

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.4. TepMUYHH ONIACHOCTH

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.3. KoHTpo.1 Ha eKCNno3HIMATA B OKOJIHATA Cpela

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHL

JIEJI 9: ®u3u4yHN U XUMHYHH CBOMCTBA

ArperaTtHo ChCTOSHUE . TBBpOO BemecTso
st : He e HanuyHo
BoHieH Bug : Ilpax.

Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanmuyHO
Touka Ha 3aMpb3BaHe : He e Hanmu4HO
Touka Ha KuIIEHE . He e nanuuno
3amanumocT . He e HammunO
I'paHuIM HA EKCIUIO3UBHOCT : He e npunoxumo
JloHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuna Ha eKCIUIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO

pH . He e Hanu4yHO

pH pasrBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: 10-33,3 g/l
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgnO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nammano
ITreTHOCT : He e HamuuHO
OTHOCHTEIHA ITBTHOCT . He e rammurO
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npuioxumo
Pa3mep Ha wactunure : He e Hanmu4HO

9.2.1. Uudopmanusi BbB BPb3Ka € KJIacoBeTe HAa (U3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CrabuseH npy HOPMAJHHU YCIIOBHSL.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

Hsima Hamm4aHa nombIHATEIHA HHOOPMALHS

Hsima Haym4Ha TOMTBJIHUTETHA HH(l)OpMaHHH
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Lacosamide

NudopmanroneH aucT 3a 6e300acHOCT

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

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3IIapCHUs.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BOHILBAHE)

ToxcuueH pu NorIbIIaHe.
He ce xnacudunupa (Jluncpamy nanHm)
He ce knacudunupa (Jluncpamy g1aHH")

Lacosamide

LD50 opanHO mTBX

253 mg/kg

KoposzuBHOCT/ipa3sHeHe Ha KoXata
CepHOo3HO yBpEXK/IaHe Ha OUHMTe/Jpa3HEeHe Ha OUHTE
CeHcrOMIM3aLys Ha IUXaTEIHUTE IBTHILA UK KOXKaTa

Myrarennoc-r Ha 3apOAUIITHUTE KIIETKU

Kanneporennocr

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — IOBTapsIIIA CC EKCIO3ULIHS

OmnacHoct IIpy BAUIIBAaHE

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorus - 00110
OmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa)

OmacHo 3a BOHATa cpesia, IBIrOCpPOYHa (XPOHHIHA)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIHS

He ce xnacudunupa (Jluncpamy naHHam)

Tpenu3BUKBa CEPUO3HO JIPA3HEHE HA OUHTE.

He ce knacudunupa (Jlunceamy gaHHm)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHUTE JAaHHH HE Ca M3II'BIHEHH KPHTEPHUTE 33
KIIacu(HIIpaHe)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3IIBIHEHH KPHTEPHHUTE 3a
KIIacu(HIIpaHe)

Ipenmonara ce, 4e yBpexa IIOAA.

Mosxe na Npeau3BUKa CbHIUBOCT UJIN CBETOBBPTEK.

He ce knacudunupa (Jluncpamy gaHHm)

He ce xnacudunupa (Texanuecka HeBB3MOXKHOCT 3a IOJTydaBaHe Ha JaHHN)

OrnacHu oTHaxbuy. Jla ce u3MmoN3yBaT MOAXO/SIIHN KOHTEHHEPH 3a OTIIAIHHUTE TIPOLYKTH.
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3MIBIHECHH KPHTEPHHTE 3a
KIIacu(HIIpaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH HE Ca M3IIBIHCHH KPHTEPHHUTE 33
KIIacu(HIIpaHe)
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Lacosamide

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

12.6. CBoiicTBa, HapymIaBamy (pyHKIHUTE HA €HIOKPHHHATA CHCTEMA

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

12.7. ipyru He4IaronpusitTHu edexTu

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaZ[’bI_H/I) . I[a C€ U3XBBPIIH 110 0e30IaceH HAuYMH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJHU pa3nope)16u.

Ipenopbku 3a 00e3BpekAaHe HAa POAYKTa/ONaKoBKaTa  Jla He ce U3XBBPIIAT OTHABLMTE B KaHANIU3aUuATa. VI3XBbpIieTe To3U MaTepral U HEroBUs
KOHTEHHEp B LIEHTHP 3a ChOMpaHe Ha ONACHU U CIIELMATHU OTIAIbIIM.

PA3IEJI 14: UudopManysi 0OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nim upenTudukanuoneH Homep

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa Mo cnucbka Ha OOH

TOKCHUYHO TBBPO BELLECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.Y.K.

Onucanue Ha TPAaHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCMYHO TBBPJ1I0O BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPI’AHMYHO, H.V K., 6.1, IIL, (E) 11

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
11 11 11
14.5. OnacHocTH 3a OKOJIHATA cpefia
OmnacHo 3a okonHaTa cpena: He OnacHo 3a okonHata cpena: He OnacHo 3a okonHata cpena: He

Mopcku 3ambpeuten: He

Hsima JOIIBJIHUTCITHA HAJIMIHA I/IH(i)OpMaLIHSI

14.6. CnienquaJ/iHy Npeana3’Hu MEPKH 32 MOTPeduTeInTe

CyxonmbTeH TPAHCIIOPT

Knacudukanuones ko (ADR) © T2

Crenmanau pasnopendou (ADR) 1 274,614

Orpannuenn konndectsa (ADR) : bkg

Wskimouenn xonmdectsa (ADR) : El

OnakoBbyHHU nHCTpYKIUK (ADR) : P002, IBC08, LP02, RO0O1
Creryaniu onakoBb4HH pasnopenou (ADR) : B3

Cwmecenn onakoBku (ADR) : MP10

WHCTpyKINH 3a IPEHOCUMH IIUCTEPHU U KOHTeiHepu 3a @ T1

nHacunau ToBapu (ADR)
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Creranau pasnopeoy OTHOCHO IIPEHOCUMH IcTepHn @ TP33

1 KOHTeliHepH 3a HacuHu ToBapu (ADR)

Konose 3a mucrepan (ADR) : SGAH, L4BH
Creranau pasnopenou oTHocHO nuctepau (ADR) : TU15, TE19
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHU AT
Tpaucnoptaa kareropust (ADR) D2

Crienmanisu pasnopendu 3a npeo3 - HacumnHo : VC1,VC2, AP7
cecTosHEE (ADR)

Criennaiiay pa3nopeadu 3a mpeBo3 - TOBapeHe, : CV13,CVv28

pasroBapBaHe u 00padoTtka (ADR)
CriennanHu pasnopeaon 3a IPeBo3 — ONepaTUBHH : 89
nsnckBanus (ADR)

Wpnentudukanponex Homep 3a onacHoct (Kemnep No.) @ 60
OpamxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Creranuiu pasnopenou (IMDG) 1 223,274
Orpanunuenu konnuectsa (IMDG) . 5kg
Uskimouenu konuuectsa (IMDG) © El1
OmnakoBpunu uHCTpYKIMH (IMDG) : P002
IBC onakosbunu unctpykuun (IMDG) . IBCO8
IBC cnieunannu pasnopenou (IMDG) : B3
Wnctpykunu 3a uuctepuu ( IMDG) Tl
Crerraniu pasnopenou otaocHo ucrepau (IMDG) : TP33
EmS-Ne (IToxxap) . F-A
EmS-Ne (Pa3nuB) © S-A
Kareropust Ha ToBapene ( IMDG) DA
Caoiictsa u nabmopenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aymien Tpacnopr

PCA Uzkmouenn xomraectsa (IATA) : El1
PCA OrpannueHr KOJIMYECTBA MBTHHYECKH CaMOJIET U © Y645
xapro (IATA)

PCA MaxcnuMaitHO HETHO KOJIMYECTBO 33 OTPaHUICHO . 10kg
KOJIMYECTBO IMBTHUUECKH camoeT U kapro (IATA)

PCA HMHcTpyKIMy 3a OnakoBaHe MBTHUYECKH camoneTr 1 © 670
xapro (IATA)

PCA MaxkcnMaitHO HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camorret u kapro (IATA)

Wnctpyknun 3a onakosane camo kapro (IATA) L 677
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) : 200kg
Crerrranan pasnopenou (IATA) . A3, A5
ERG xor (IATA) : 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeKIyHApOIHATa MOPCKA OPraHu3aus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOpMATHBHATAa ypenda

15.1. CiennduynH 32 BelIECTBOTO HIIM CMECTa HOPMATHBHA Ypea6a/3aK0HOAATEICTBO OTHOCHO (€30IIaCHOCTTA, 3/IPAaBETO M OKOJHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenune XVII (YcioBus 3a orpaHn4aBaHe)

He ¢urypupa B [Ipunoxernne XVII na REACH
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REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kauauaat-semecrsa (SVHC)
He ¢urypupa B cimcbka Ha REACH ¢ kanauzaar-BemecTsa
Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o3oHoBus cjoii (EC 1005/2009)

He ¢urypupa B cnucbKa ¢ BelecTBa, KOMTO HapymiaBat 03o0HoBusI cioii (Permament EO 1005/2009): Lacosamide

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTsa (Permament EC 2019/1148 3a npennaranero Ha ma3apa 1 ynorpebarta Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIFoYeHO(H) B ciuchbka ¢ IIpexypcopu Ha HaproTnuauTe BemecTa (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO U IIyCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICUXOTPOIHH BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou
HSIMa HaJINYHA OOITBJIHUTCIIHA anpopMauns{
15.2. Onenka Ha 0€30MacCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

3JEJI 16: Ipyra nngopmanus

HMHaukanms 3a IpOMEHH
Kracubuimpane Ha BELIECTBOTO HIIH CMECTA.

II'bnen Texer na H- u EUH-npeaynpeskaeHusiTa 3a OacHoCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 3

Eye Irrit. 2 Cepro3Ho yBpexIaHe/apasHene Ha ounte, Kareropus 2

H301 ToKcHYeH MPH HOTITBIIAHE.

H319 IIpenu3BuKBa CEpPHO3HO Apa3HEHE HA OUHTE.

H336 Mosxe 11a mpean3BUKa CHHIMBOCT HIIH CBETOBBPTEK.

H361d IIpenmonara ce, ue yBpexaa mioza.

Repr. 2 ToxcudHOCT 3a penpoaykiusTa, Kareropns 2

STOT SE 3 CreruraHa TOKCHYHOCT 32 OMPE/IETIeHN OPTraHy — eHOKpaTHA ekcro3uius, Kateropus 3, HapKOTHYHH e(heKTH

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpxaiia ce B To3u MHbopMaoneH JucT 3a 6€301MacHoCT, € MoJTy4yeHa OT U3TOUHHIIM, KOUTO CMsITaMe 3a
HaJIeKIHH. Bhrpexn ToBa, HHQOpManusaTa ce npegocTasst 0e3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3dHparia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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