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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Lamotrigine

Kon na npoxykra : 201600513

CuHOHMMH . Lamotrigine, salts, hydrates, isomers and impurities where applicable

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 3 H301
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

Heﬁnaronpm]n—m (l)l)l3l/lKOXPlM]/l‘lHl/l eq)eKTl/l H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBECKA U OKOJIHATa cpeaa

OnpegenﬂHe Ype3 CKCICPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTCJICTBA.

2.2. EneMeHnTH HA €THKETA

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHSO06
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacHocT (CLP) : H301 - Tokcu4eH npu MorIbIIaHe.
IMpenopsku 3a 6e3omacHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JAKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.

P270 - Ta He ce se, Ue WK MyHIY IPH YHOTpeba Ha IPOIyKTa.

P301+P310 - TTPU ITOT JTBIIIAHE: He3a6asHo ce obanete 8 ITEHTHP ITO TOKCHUKOJIOT S unn
Ha JIeKap.

P321 - CneunanusupaHo JedeHue (BXK. JOMbIHUTEIHA HHCTPYKIIMS 32 IbPBa IIOMOII Ha TO3U
eTHUKET).

P330 - M3nnakuere ycraTa.
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Lamotrigine

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

P405 - JTa ce chxpaHsiBa 1moJ KJIto4.
P501 - CpapprkaHneTo/ChIbT A Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBUE C: M3KIIOYEHHS 32 BBTPELIHHU ONAKOBKHU, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06

2.3. [Ipyru onacHOCTH

Hsma HanuyHa AOMBIHUTEIHA HH(bOpMa].IPIH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue Unentudurarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Lamotrigine - <100 Acute Tox. 3 (opanna), H301 (ATE=205
mg/kg TeIecHo Tero)

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a bpBa IIOMOIIL

4.1. OnucaHne Ha MepKHUTe 32 MbPBA MOMOL

ITepBa oMol Npy BAUIIBAHE : Jla ce ocraBu nocTpajanus Ha YMCT Bb3AyX. OcUrypeTe CBEX Bb3/IyX Ha 3aCETHATOTO JIMIIE.

ITepBa oMo IPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MaKCHMaiHO upe3 U30bpcBaHe (C YMCTa M MeKa IolBala kepina). Jla ce nsmue
OOMITHO C BOJIA B KOSATO € NIPUOABEH AETEPreHT.

ITepBa oMo IPK KOHTAaKT C OYUTE : Mznnaksere ¢ BoJa, KaTo ABPKUTE OUUTE IIUPOKO OTBOPEHH.

IIppBa nomoll NpH MOTITbIIAHE : Wsmnakuere ycrata. HezabaBHo ce o6anere B LIEHTHP I10 TOKCHUKOJIOT M 5l/Ha nekap.

CnenunaitHo JIEKapCKO HaOJII0ICHHE.

4.2. Hali-chblecTBeH! OCTPH M HACTBIIBALIHU CJIe/I U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

CumMnromu/edeKT cie]l BAUIIBaHe . HemocrarbuHu naHHHU.
CumMnromu/edeKTu cielf KOHTAaKT ¢ KoxKaTa . HemocrarbuHu aHHHU.
Cumnromu/e(heKT ciel KOHTAKT C OYUTE . HemocrarbuHu aHHHU.
Cumnromu/e(heKTy ciel] MorIbIlaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aBo0OJIHE, TaZieHe U 3ary0a Ha KOOp/IHMHAIIHUS.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeANIMHCKH TPHKA U CIIEUATHO JIeYeHne

HOprceTe MCIUIUHCKHA C'LBCT/HOMOI]_L HpPI BB3MOKHOCT [Ja C€ IMOKaX€ HACTOSAIIUA JIUCT, @ aKO HE € Ha Pa3II0JIOKEHHUE, Na CE€ TIOKaXXE OIMaKOBKaTa UK €TUKETA.
AKTPIBaTOp. d)apMaueBTquH TIPOAYKT.

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

Toaxoasmy noxaporacuTeIHA CpeCTBa . Opesto 3a 3aracsiHe Ha OT'BHSI.
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Lamotrigine

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

OnacHocT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLIHPI 3a racCHe Ha MoXapu : )_Ia C€ U3N0JI3BaT CPEACTBA, NIOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEICTBO.

OGM Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ npoxykra. He BanmiBaiite
npax/myIeK/ra3/ M/ u3napeHus/aepo30im.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBAps 32 CIIELIHHU CJIy4Yan

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsama Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

MeTou 3a HOYHCTBAHE : V6enere ce, 4e OTMAIBLUUTE Ca CHOPAHH U Ce ChXPaHsABAT HAa CUTYPHO Msicto. [louncrere

CTapaTesHo.

Hsma HanmuvHA TOTBITHUTETHA HHOOPMAIIHS

Oo6paboTka u cb

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTKa : Ha notpebuTesst 1a ce 00bpHE BHUMAHUE 32 PUCKOBETE, BEHTYAIHO CBBP3aHH C M3II0JI3BaHETO Ha
HPOJYKTa 3a APYTH LIEIH, PA3INYHHU OT TE3H, 3a KOUTO € IIPeHA3HAYCH.

Ipennasxn mepku 3a 6ezomacHa padbora : C marepuana TpsbBa 1a ce paboT BHUMaTEnHO. Jla ce u30srBa npeKust KOHTAKT C MPOAYKTA.

XHUrueHHH MEpKU : Jla ce paboTu B CHOTBETCTBUE C M3HCKBAHUATA Ha 00paTa MPOMUIIICHA XUTHEHA U MPOLIEYPHUTE 32
6e30MacHOCT.

TeXHUYECKU MEPKH : Jla ce cra3BaT NPHIOKUMHTE Pa3NOPenOH.
YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa O[] KIIFOY.

Bux maparpag 1.

PA3JIEJI 8: KonTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hi CPeACTBA

8.1.1 HanMoHa/IHM TPAHHYHM CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUsI M OMOJIOTHYHE FPAHMYHH CTOHHOCTH

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIHS

8.1.2. IIpenopbyuTEeIHN NPOLEAYPH 32 HAGI0/IEHHE

Hsima HanmuHa OMIBJIHUTETHA PIH(I)OpMaI.IHﬂ

8.1.3. O0pa3yBaT ce 3aMbPCHTE/IH HA BB3AyXa

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS
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Lamotrigine

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.4. DNEL u PNEC

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bopMaI.II/IH

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HannyHa nombiHUTETHA HHOPMALUS

8.2. KoHTpo.1 Ha eKCIO3HIMATA

8.2.1. IToaxoasil TeXHUYECKH KOHTPOJI

IMoaxoasii TEXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B JoOpe MPOBETPUBO MoMmeleHue. Jla ce H3Ion3yBa eMHCTBEHO B CMyKaTelHa KabrHa ¢ MHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JIn4HM npeana3sHu cpecTBa
8.2.2.1. 3amuTa Ha 0YMTE U JIUIETO

3ammura Ha ouMTe:
IMpennasau ounna. DIN EN 166

8.2.2.2. [Ipenna3Bane Ha KOXKaTa

3ammTa HA KOKATA U TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnexno. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHUYECKH YCTOHUYMBY npeanasHu pbkasuuu. [SO 374-1
8.2.2.3. 3amuTa Ha IUXATEJTHUTE MbTHIA

3ammTa Ha TUXaTeTHHTE MbTHINA:
OrtxaensiHe Ha npax: potuBonpaxosa Macka ¢ puitsp P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KCHHU Ha Mapu/TIpaxoBe/aepo30Iiu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

8.2.3. KoHTpOJI Ha eKCIIO3HIUATA B OKOJIHATA cpejia

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMELI_II/IH

PA3IEJI 9: ®u3nyHu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHMTE (M3UYHM M XMMUYHH CBOICTBA

ArperatHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e Hannuno
BroHien Bun . Ilpax.

Mupuc : He e npunoxumo.
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha kunEeHEe : He e nanuuno
3amanuMocT : He e Hanmuuno
I'pannny Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHHIia Ha eKCINIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxxumo
Temmnepatypa Ha paznaraHe . He e HannuHo
pH : He e Hannuno
pH pastBop : He e HanuuHo
Buckosuter, KuHEMaTuueH : He e npunoxumo
PastBOopuMOCT : Boma: 0,1 -1 g/l
Koeduuuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane na napute : He e HannuHo
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Lamotrigine

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

Hansirane na napute npu 50°C : He e Hanuuno
IlnbsTHOCT . He e nanmuuno
OTHOCHUTEIHA TUIBTHOCT . He e nanmuuno
OtHocuTeNnHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

9.2.1. Undopmanusi BB BPb3Ka ¢ KilacoBeTe HAa GU3NYHA ONIACHOCT

Hsma panuyna qonenHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 0€30MacCHOCT

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa OMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBane 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU U3MAPCHHUS.

PA3JIEJI 11: ToxkcuxosoruuHa nHgopmanus

Octpa TOKCHYHOCT (OpasHa) : ToxcuyeH npu MmoryplLiaHe.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (JIumncpamy gaHHH)
OcTpa TOKCHYHOCT (BMILBAHE) : He ce xnacuduimpa (JIuncsaum ganum)
Lamotrigine
LD50 opanso mrbx 205 mg/kg (RTECS Ne : XY5850700)
KoposuBHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlurncsamy gaHH")
Cepno3HO yBpesk/[aHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudumpa (JIunceamy naHHN)
CeHcuOMIM3aIys Ha AUXaTeIHATE IBTHINA WM Koxkata © He ce xnacudunnpa (JInncsamy naHHM)
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKA . He ce xnacudunupa (B3 0cHOBa Ha HAJIMYHUTE JAHHY HE Ca M3ITBIHEHH KPUTEPUUTE 32
KJIacuuypane)
Kanneporensoct : He ce knacudunupa (B3 ocHOBa Ha HAJIMYHUTE JAHHH HE Ca U3IIBIHCHH KPUTEPUUTE 32
KIacupHIEpaHe)
TOKCHYHOCT 3a PeNpOAyKIHATA . He ce xnacudunupa (B3 0cHOBa Ha HAJIMYHUTE JaHHHU HE Ca M3IBIHEHU KPUTEPUHTE 32
KJIacuHIIpaHe)
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEICHA : He ce xnacu¢ummpa (JIuncsamm fanunm)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHs
CTOO (cnennduyHa TOKCHIHOCT 32 OIPEIEIeHI : He ce xnacudunupa (JIuncsamy nanam)
OpraHH) — MOBTAPSIIIA CE eKCIIO3ULMS
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Lamotrigine

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

OmnacHOCT IIpU BAUIIBaHE . He ce xnacudunupa (TexHHYeCKa HEBB3MOXKHOCT 3a MOTy4aBaHe Ha JAHHH)

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioruusa uHgopmanus

Exoutorust - 001o : Omnacuu ornaxbiy. Jla ce U3M0I3yBaT MOAXOMSIIN KOHTSHHEPH 32 OTHA/J{HUTE HPOLYKTH.
OmacHo 3a BoHaTa cpejia, KpaTkocpouHa (octpa) : He ce xnacuduimpa (JIuncsaum fanunm)
OrnacHo 3a BOJ(HATA CPEAia, ABIrOCPOYHA (XPOHHYHA) . He ce knacuduuupa (JIuncpaim 1aHHu)

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOOPMAIHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

MecTHO 3aKOHOIATEICTBO (omam;un) : I{a C€ U3XBBPJHU 110 6e30I1aceH HaYnH B ChOTBETCTBUE C MECTHHTE / HallMOHATTHU pa3r10pe;[614.
HpeHOp’l:KI/I 3a 06e33pe>Kz[aHe Ha HpOZlyKTa/OHaKOBKaTa : I{a HE C€ U3XBBPJIAT OTHAABLMTE B KaHAJIU3ALMATA. I/ISXB’pr'IeTe TO3U MaTepUal U HErOBUA
KOHTeﬁHep B LICHTHP 32 c1,61/1pa1-1e Ha OnaCHU M Cri€UaIHA OTHAaABbIIHA.

PA3JEJI 14: Uadopmanus o HPAHETO

B cporBercTere ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucbka Ha OOH ninn naenTudgukanuoHeH Homep

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa Nno cnucbka Ha OOH

TOKCHUYHO TBBHPJIO TOXIC SOLID, ORGANIC, Toxic solid, organic, n.o.s.
BEIECTBO, N.O.S.
OPI'AHNYHO, H.V K.
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Lamotrigine
WNudopmannoneH iuc

T 3a OE30IMaCHOCT

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

ADR

IMDG

IATA

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 2811 TOKCUYHO
TBBPJIO BEILIECTBO,
OPTAHWYHO, HY K., 6.1,
11, (E)

UN 2811 TOXIC SOLID,
ORGANIC,N.O.S., 6.1, 11T

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

14.3. Kinac(oBe) Ha onacHO

CT NPH TPAHCIIOPTHPAHE

6.1

6.1

C2X

6

14.4. Onakopb4Ha rpyna

I

‘ 1 ‘

1T

14.5. OnacHoCTH 32 OKOJIH

aTa cpeaa

OmnacHo 3a OKOJIHATa Ccpejia:
He

OrmacHo 3a OKOJIHATa cpefa:
He
Mopcku 3ambpeuten: He

OnacHo 3a okosHaTa cpena: He

Hsma JOITBJIHUTECITHA HAJTUIHA I/[H(be]Z)MaI.II/IH

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpedUTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR) T2
Cneruanau pasnopenou (ADR) 274,614
Orpannuenn xonnyectsa (ADR) : Skg
Wskimtouenu xonmdectsa (ADR) El

OnakoBbuHn HHCTPYKIHU (ADR)

P002, IBCO8, LP02, R0O0O1

CreluaiHu onakoBb4HH pasnopenou (ADR) : B3

Cmecenn onakoBky (ADR) MP10
WHCTpyKIUHK 3a IPEHOCHUMH LIUCTEPHU U KOoHTeinepu 32 : T1

HacunHu ToBapu (ADR)

CreruanHu pa3nopenoy OTHOCHO IPEHOCUMH IucTepan  : TP33

1 KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR) SGAH, L4BH
Creruanau pasnopenou oTHocHoO nuctepau (ADR) : TU15, TEI9
IIpeBo3HO CpesCTBO 3a NPEBO3 B LIUCTEPHHU : AT
TpancnoptHa kareropust (ADR) 12

Crienmaiiiy pasrnopendu 3a npeBo3 - HacumHo VC1, VC2, AP7
cberosiHue (ADR)

CrienmaliHy pasrnopeion 3a MpeBo3 - TOBapeHe, : CV13,CV28
pasroBapBaHe u oopaborka (ADR)

CrienpaliHy pasnopeion 3a MpeBo3 — ONepaTHBHA : S9
n3uckBanus (ADR)

Wnentndukanponex Homep 3a onacHoct (Kemnep No.) @ 60

OpamxeBu Tabenn

Kon 3a TyHenHM orpaHuueHus (

Tpancnoprt o Mope

60
2811

ADR) . E

Crennanuu pasnopenou (IMDG) 1 223,274
Orpannuenu konuuectsa (IMDG) : Skg
Wzkrouenu konmyecta (IMDG) . El
Onakobunu uHcTpykuuu (IMDG) : P002
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Lamotrigine

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IBC onakopwsunu unctpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopendou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) ¢ Tl

Criennanuu pasnopendou otHocHo uucrepuu (IMDG) . TP33

EmS-Ne (TToxap) . F-A

EmS-Ne (Paznus) : S-A

Kareropus na toBapene ( IMDG) DA

[Inamua remneparypa (IMDG)

CaoiictBa u Habmonenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Bb3aywmeH TpaHCnoOpT

PCA Uzkmouennu xomumaectsa (IATA) . El
PCA OrpanndeHn KOIH4eCcTBa IbTHHIECKU CAMOJET U 1 Y645
xapro (IATA)

PCA MaxkcuManHO HETHO KOJIMYECTBO 332 OTPaHUYCHO ¢ 10kg
KOJIMYECTBO ITBTHUUECKH caMoieT U kapro (IATA)

PCA HucTpykiumu 3a ollakoBaHe IbTHUYECKH caMolleTH : 670
xapro (IATA)

PCA MaxcuManHO HETHO KOJIMYECTBO IIbTHUYECKU : 100kg
camortet u Kapro (IATA)

WucTpyxunu 3a onmakoBaHe camo kapro (IATA) 1 677
MaxkcuManHO HeTHO KoinudecTBo camo kapro (IATA) 1 200kg
Cneruanuu pasnopenou (IATA) 1 A3,AS
ERG ko (IATA) : 6L

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha Me:KIyHapoIHATA MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. Cienuanm 32 BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaar-seuiecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

Per;iaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnirchKa ¢ BelecTBa, KOUTO HapymiaBat 030HoBust cioit (Permament EO 1005/2009): Lamotrigine

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npexnaranero Ha nma3apa u ynorpebara Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(I)OPM&LIPI}I
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Lamotrigine

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

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

Acute Tox. 3 (opanHa) Octpa TokcudHOCT (opanHa), Kateropus 3

H301 ToxcuyeH npu MOrIbLIaHe.

Wudopmanumonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGopMaIoHeH JIMCT 3a 6€30MacHOCT, € MOIy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a
HaJeKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce mpeaocTaBs 0e3 HUKAaKBa rapaHIis, H3pUYHA WK M0pa30upala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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