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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Baclofen impurity C

XHUMHYECKO HANMEHOBAHHUE : Di-baclofen-urea-di-cyclohexylammonium salt
Kon na npoxykra : 202100166

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

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 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
Koposus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
PecrimpaTopHa cencubmmmsanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
CrrenniyHa TOKCHYHOCT 3a ONPE/IENICHN OpPTaHy — €IHOKPaTHA eKCITO3UIINS, H335

Kareropus 3, npa3HeHe Ha JUXaTEIHUTE IBTHIIA
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'{Hl/l eq)eKT]/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHSO06 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H301 - TokcudeH npu MorIbINaHe.

H315 - IIpenu3BuKBa Ipa3HeHe Ha KOXKATa.
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Baclofen impurity C

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Ipenopbku 3a 6e3omacuoct (CLP)

H317 - Moxe /1a IpU4MHHM ajJepruyHa KOXKHa PeaKiys.
H319 - [Ipean3BuKBa CeprHO3HO Jpa3HEHE Ha OYMTE.

H334 - Mo>xe 1a NpUYMHH aJePrUYHU WX ACTMATUYHH CHMITOMH M 3aTPyIHEHHUS B JUIIAHETO

[IPY BIUIIBAHE.
H335 - Moxe na npean3BUKa Apa3HEHE Ha TUXATEIHUTE IbTHIIA.

P261 - M36sreaiite BAMIIBaHE HA MPax/MyLIeK/Ta3/ JMM/U3IapeHNs1/aepO30JIH.

P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JIMIETO CTApaTENIHO clie]] ynoTpeda.

P270 - [la e ce sne, mue WK MyIIU OpU ynoTpeda Ha MPOoayKTa.

P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSCTO.

P272 - Jla He ce u3Hacs 3aMbpCcEHO pabOTHO OOJICKIIO U3BBH PaOOTHOTO MOMELICHHE.

P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka

3a JTHLe/PeINa3Hu CPeICTBA 3a 3alUTa Ha CIIyXa.
P284 - Hocete cpencrsa 3a 3amyra Ha AUXATEIHUTE IBTUILA.

P301+P310 - ITPU ITOI'JTBIIAHE: He3zabasHo ce obanere B LIEHTBHP [1O TOKCUKOJIOT' U umm

Ha JIeKap.
P302+P352 - [TPU KOHTAKT C KOXATA: M3muiite 00MIHO ¢ Boja.

P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yIIeCHSIBAII[A THIIAHETO.

P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO € BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.

Ipoabkere ¢ U3MIAKBAHETO.

P312 - Ilpu Hepasnonoxenue ce obanere B IEHTDHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BXK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).

P330 - M3miakHere ycrara.

P332+P313 - Ilpu mosiBa Ha KOXKHO apasHene: [loTbpceTe MEUIIMHCKH ChBET/TIOMOIL.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [ToTbpcere MeTMIMHCKU
CHBET/MOMOIII.

P337+P313 - Ilpu nmpoaB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU ChBET/TIOMOLL.
P342+P311 - [Ipu cumnromu Ha 3arpynHeHo auinane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' A unu Ha nexap.

P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO U TO U3IEPETE NpeIu OBTOPHA yroTpeda.
P403+P233 - Jla ce chxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXpaHsBa IUIBTHO
3aTBOPCH.

P405 - [la ce cbxpaHsiBa 1101, KJIr04.

P501 - CbabppixaHHETO/CHIBT J1a CC U3XBBPJIH B IIYHKT 33 ChOMPaHEe Ha ONMACHU WU CIICLUATIHH
OTHajbIH, B ChOTBETCTBHE C MECTHHTE, PETMOHAITHH, HALIMOHAIIHY H/MJIN MEXTyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CbOTBETCTBUE C: U3KIHOYCHHUS 32 BBTPCIIHN OIIAKOBKHU, KOIaTO ChABPKAHUETO HE IIPEBUIIIABA 10 ml

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHocTH

Hsima HanmaHa JOITBJIHUTEITHA I/IH(i)OpMaLII/IH

b

GHS06 GHS08
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Baclofen impurity C

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 Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Di-baclofen-urea-di-cyclohexylammonium salt - <100 Acute Tox. 3 (opanna), H301 (ATE=145

mg/kg TelxecHo Tero)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
Resp. Sens. 1, H334
Skin Sens. 1, H317
STOT SE 3, H335

3a menHus TekeT Ha H- u EUH-nipenynpexxaenusita 3a onacHOCT: BX. paznen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

[TppBa oMo NpH BAMIIBAHE : Jla ce ocTaBM MOCTPaJAIIHs HA YUCT BB3ayX. OCUTypeTe CBeX Bb3AyX Ha 3aCETHATOTO JIHIE.

ITppBa oMol PH KOHTAKT € KOXKaTa : Jla ce oTCTpaHH MaKCHMAIHO Ype3 H30bpCcBaHe (C YMcTa H MeKa IonuBaila Kbpma). la ce u3mue
OOHITHO ¢ BOJIa B KOSATO € MPUOABEH ICTEPreHT.

[TpBa noMoLI PU KOHTAKT C OYHUTE : M3mnaksere ¢ Boaa, KaTo ABPIKUTE OYUTE LINPOKO OTBOPEHH.

IIbpBa oMol NpU MOrIIbIIAHE : Wsmnakuere ycrara. Hesabasno ce o6anere B LIEHTBP 110 TOKCHUKOJIOI' U Sl/ua nexap. Moxe na

Obae NPEenopbYaHO NPOABIHKUTEIHO MEAULIMHCKO Ha6J’IIOI[CHI/I€.

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

Cumnromu/edexTn . Bb3MoxHH ca 3aKbCHENH eeKTH.
CumrroMu/epeKTH clie/l BAUIIBaHE . HenmocraTbunn naHuwH.
CumnroMu/eeKTH ciie]f KOHTAKT C KoXara . HenmocraTbunn naHuw.
CuMITOMH/@(EKTH CIIe/l KOHTAKT C OUHTE . HenmocraTbunu naHuw.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH I'PUKHA U CIELIMAJTHO JIeYeHue

Ho‘r’ﬁpceTe MCIUIHUHCKHA CLBeT/HOMOI]_L HpH BB3MOXKHOCT J1a C€ IMOKaX€ HACTOSAIIUA JIUCT, @ aKO HE € Ha Pa3IOJIOKEHUE, Na CE TIOKaXXE OIMMaKOBKaTa UK €TUKETA.

PA3JIEJI 5: IIpoTHBONOKAPHUA MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

HOI[XOI[SIII_II/I TI0KapOracuTeJIHA CPEACTBA : OI[CSUIO 3a 3aracsHC Ha OT'bHA.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

OmacHOCT OT TmoXap : Bmx maparpad 2.2.

5.3. CbBeTH 32 MOKapHHKAPHUTE

WHCTpyKUHH 3a TaceHe Ha MOXKapu : Jla ce U3MON3BAT CPEACTBA, IOJXO/ISIIH 38 TACEHE HA MOKAPU B CHCE/ICTBO.

PA3JIEJI 6: Mepku npu aBpapHiiHO H3IIyCKAHe

6.1. JInuHM MpeANa3sHH MePKH, NPeANAa3HU CPeICTBA H MPOLeIyPH NPH CHEIIHH CIyq9an

OO0y Mepku : Jla ce u30sirBa mpeKust KOHTAKT ¢ mpoaykta. He BaumBaiite
npax/myIex/ra3/anM/u3napeHus/aepo30IH.
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Baclofen impurity C

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

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBaps 32 CIIELIHHU CJIy4Yan

ABapPIﬁHH TTAaHOBE : I{a C€ HOCH IOJAXOAIIO0 IPEAa3sHO 06J'ICIUIO, PBKaBUIU U 3alIUTHU CPEACTBA 32 OUUTE WIIH JIULETO.

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CHICIHHU CJIy4Yan

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

Mertoau 3a HOYHCTBAHE : YGCZ[CTC C€, Y€ OTIaaABbLHUTE Ca chpaHn 1 CE€ CbXpaHABAT HA CUTYPHO MSCTO. TTouncrere
CTapaTeIiHoO. I[a CC U3MHUC HCC’LGI/IpaCMHﬂ OCTaTBK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

PA3JIEJI 7: PaGoTa u chbXpaHeHHe

JIOITBJIHUTEITHY ONTACHOCTH 10 BpeMe Ha 00paboTka : Ha norpebGurens na ce 00bpHe BHUMaHHE 3a PUCKOBETE, CBCHTYAIIHO CBBP3aHH C U3MOJI3BAHETO HA
MIPOJIYKTA 3a JAPYTH LIEJIH, PA3JINYHHU OT TE3H, 38 KOUTO € IIPe/IHA3HAYCH.

TIpenmnasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsioBa 1a ce pabotn BHUMateHO. [la ce n30srBa Mpekust KOHTAKT ¢ mpoaykra. C
MarepHaia TpsbBa Ja ce paboTH Mo JTabopaTopHa KaMHHa, JJOKOJIKOTO TOBA € BB3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA Ha JoOpaTa IPOMHUIIICHA XUTHEHA U POLIEypPUTE 32
06e30MacHOCT.

TexHu4eckn MEpKu : Jla ce cna3BaT MpUIIOKUMUTE pa3nopenou.

YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa MOA KIIOY.

Bmx maparpad 1.

JI HA EKCH03lll[llﬂTa/J]l/l‘IHH npeanmasHm Cpeacrea

8.1.1 HanmoHaJIHH rPAHUYHYU CTOHHOCTH HA NPOPECHOHATHA eKCIO3UIUs U GHOJIOrMYHN TPAHUYHH CTOHHOCTH
Hsma nannana nomsrHATENHAa MHGOPMAIHS

8.1.2. IIpenopb4uTEIHH NPOLEAYPH 32 HAOII0ICHUE

Hsima HanmuHa gonbsiHuTeNHA HHGOPMALHS

8.1.3. 3ambpcuTen HA Bb3yXa, 00pa3yBaHM 110 BpeMe Ha NpeAnucaHaTa ynorpeda

Hsama Hamnyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xBatu (control banding)

Hswma manmmyaa JOIIbJIHUTCIIHA I/IH(‘I)OpMaI.II/[ﬂ

8.2.1. IloaxoasiI HHKeHepeH KOHTPOJI

TMoaxonsiuy HHKeHePeH KOHTPO.I:
Jla ce chxpaHsiBa B J0Ope MPOBETPHUBO HoMeleHue. Jla ce U3M0iI3yBa eAUMHCTBEHO B CMyKaTenHa KabuHa ¢ nHTerpupa Gpuiarsp. Bucokoedextusen puntsp 3a
gactuim (HEPA duntsp).

14/02/2024 ([lata Ha u3aaBaHe) BG (6warapckn) 4/10



Baclofen impurity C

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

8.2.2. JIM4HM npena3sHu cpecTBa
8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

3amuTa Ha ouMTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3ammTa Ha KoKaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIYMBO 3amuTHO obnekio. DIN EN 13034

3amuTa Ha pbueTe:
XuMHUYECKH yCTOHUMBH Npeana3Hu pbkaBuiy. ISO 374-1
8.2.2.3. 3amuTa Ha AUXaTeJHUTE MHTUILA

3amuTa Ha AMXaTeJHATE MbTHINA:
OtaensiHe Ha npax: npotuBonpaxosa Macka ¢ puitsp P3. DIN EN 140 & 149. Teuen npoaykt : AutHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
U3JI0’KEHU Ha Mapu/IpaxoBe/aepo30Iiu

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanuvHa I0MBIHUTETHA HHOPMALIUS

8.2.3. KoHTPO./1 Ha eKCIO3HIMATA HA OKOJIHATA cpeja

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 9: ®u3uyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTe (PM3HMYHM U XUMHUYHHU CBOIHCTBA

ATperatHo CbCTOSTHUE : TBBpIO BELIECTBO
Bsar : He e HannuHO
Mupuc : He e npunoxumo.
I'pannnaTa Ha Mupuca : He e manuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KHIICHE . He e HannuHO
3amaaumoct . He e HannuHo
I'paHuLM HA EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
ITnamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anajaBaHe . He e npunoxumo
Temneparypa Ha pa3yarane . He e HannmuHO
pH : He e manmuuno
pH pastsop : He e manuuno
Buckosuter, kuHEeMaTHYeH : He e npunoxumo
Pa3ztBopumocT . He e HannuHO
KoedummeHT Ha pasnpenenenue: n-okranon/sona (Log  : He e HammuHO
Kow)

Hansarane Ha napute . He e HannuHO
Hansraune Ha napute mpu 50°C : He e nanuuno
IInpTHOCT . He e HannuHO
OTHOCHUTENHA IUTBTHOCT . He e HannuHo
OtHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuire . He e HannuHo
9.2. JIpyra uapopmanus

9.2.1. Undopmanusi BbB Bpb3Ka ¢ KJacoBeTe Ha (U3MYHA ONACHOCT

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

9.2.2. JIpyru XapaKkTepHuCTHKH 32 0e30MacHOCT

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUSI
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Baclofen impurity C

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

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

CrabuiIeH npy HOPMAJIHU YCIIOBHS.

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU H3MAPCHUS.

1IKOJIOT'MYHA IIHq)OpMaIIHH

OcTtpa TOKCUYHOCT (OpainHa) : ToxcuyeH nmpu MorbLIaHe.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncat nanxm)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Di-baclofen-urea-di-cyclohexylammonium salt

LD50 opanHo mrex 145 mg/kg

KoposuBHocT/ipasnene Ha KoxKara : IlpenusBHKBa Ipa3HEHE HAa KOXKATa.

CepHO3HO yBpeXJaHe HA OYHTE/Apa3HEHE HA OYHUTE : Ilpenu3BUKBa CEpHO3HO Ipa3sHEHE HA OYHTE.

CeHcHOMNU3aIMsl HA AUXATEIHUTE IBTUIIA WM Kokata  © Moxke Jja IPUYMHH aJepruYHH I aCTMATHYHH CUMITOMH HJIM 3aTPYAHEHHS B THIIAHETO IPH
BAMIIBaHe. MoJKe /1a IPHYIMHHU alepruyHa KOXKHA PEaKIHsl.

MyTareHHOCT Ha 3apOAUIIHAUTE KICTKA : He ce xnacu¢mumpa (JIuncsat nanam)

Kanneporennoct : He ce xnacudunupa (Jluncsat nanxm)

TokcuuHOCT 32 PEIpOLYKIHATA . He ce xnacuduuupa (JIuncear jaHHH)

CTOO (crneuuduyHa TOKCHYHOCT 32 ONPEICICHU : Moxe 1a mpeaAn3BUKa Apa3HEHe Ha IUXATeIHUTE IbTUIIA.

OpraHu) — eIHOKpPaTHA EKCIIO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHA : He ce xnacudunupa (Jlunceat nanam)

OpraHy) — MOBTapsIIIa Ce SKCTIO3ULHS

OmnacHOCT NpH BANIIBaHE : He ce xkmacudummpa (Texandecka HeBE3MOXKHOCT 3a TIONTyYaBaHe HA JaHHN)

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

ruyHa HH(I)OpMaIIHSl

Exosorust - 061110 : Omnacuu ornagsiy. Jla ce U3MOI3yBaT HOAXOAAIIN KOHTEHHEPH 3a OTHAaJHUTE HPOLYKTH.
OmnacHo 3a BogHaTa cpejia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (Jluncat nanHm)

OmnacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) . He ce xnacuduuupa (JIuncsat 1aHHm)

He ce pasrpaxnia 6bp3o
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Baclofen impurity C

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHAAbLHUTE

Pernonanuu pasnopendu 3a oTmaabLuTe : Jla ce U3XBBPIHX MO OE30MaceH HAYMH B CHOTBETCTBHE C MECTHHTE / HALMOHAIHHU Pa3nopeaou.

TIpenopsku 3a 00€3BpekKIaHE HA MPOAYKTa/OMaKoBKaTa : Jla He ce H3XBBPIAT OTIMAABIITE B KAHANU3ALHATA. VI3XBBpIIETE TO3M MaTePHAa i HErOBHUsI
KOHTEHHep B IEHTHP 32 ChOMpaHe Ha ONMACHU U CIICIUATHU OTIAIbIIH.

PA3JIEJI 14: Undopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALHOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

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

Onucanue Ha TPAHCIIOPTHHTE JOKYMEHTH

UN 2811 TOKCUYHO UN 2811 TOXIC SOLID, UN 2811 Toxic solid, organic, n.o.s., 6.1, III

TBBPJ1IO BEIIECTBO, ORGANIC, N.O.S., 6.1, IIT

OPT'AHMWYHO, H.Y K., 6.1,
111, (E)

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBbuHa rpyna
11 11 11

14/02/2024 ([lata Ha u3aaBaHe) BG (6warapckn) 7/10



Baclofen impurity C

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

He He

OrmacHo 3a OKOJHATa cpena: OmnacHo 3a OKOJTHATA cpena:

Mopcku 3ambpeuten: He

OmacHo 3a okonHaTa cpeza: He

HsiMa mompiHHuTeIHA HaMHYHA HHQOpMALHS

14.6. Cnenma, 1oy npeana3Hu MePKH 32 MOTpPedUTeINTE

CyxonmbTeH TPaHCIOPT

Knacudukarnuonen kog (ADR)

Crnennanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3zknrouenu konmyectBa (ADR)

OnakoBb4HU nHCTpyKIuK (ADR)

CrienmanHu onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpaiiHy pa3nopedyu OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR)

Criennaniu pasnopendu oTHocHO nucrepHu (ADR)
ITpeBo3HO CpeACTBO 3a MPEBO3 B LIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaniu pasnopeadu 3a npeBo3 - TOBapeHe,
pasroBapBaHe u oOpadotka (ADR)

CrienpaiiHy pasnopeadu 3a NpeBo3 — ONepPaTHBHU
nzucksanus (ADR)

Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tadbenu

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT no mope

Cneranunu pasnopen6ou (IMDG)
Orpannuenu xonmdecrsa (IMDG)
HUskimouenn xonmdecrsa (IMDG)
OmnaxoBsuny uHCTpyKImH (IMDG)
IBC onakosbunu nacTpykiuu (IMDG)
IBC cneunanuu paznopendou (IMDG)
Wnctpyxnnu 3a nucrepru ( IMDG)
Creranau pasnopen6ou otHocHo nucrepad (IMDG)
EmS-Ne (TIoxap)

EmS-Ne (Pa3nmuB)

Kareropus Ha ToBapere ( IMDG)
CaotictBa u Habmonernus (IMDG)

Bb3aywmeH TpaHcnopT

PCA Uzkmouenn konuuectsa (IATA)

PCA OrpannueHu KoJMuecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMamHO HETHO KOJIMYECTBO 32 OTPaHUUYEHO
KOJINUECTBO IIbTHUUECKH camoneT u kapro (IATA)

PCA MHcTpyKuny 3a ONaKoBaHE MbTHUYECKH CaMOJIET U
xapro (IATA)

AT

T2

274,614

Skg

El

P002, IBCO8, LP02, RO0O1
B3

MP10

Tl

TP33

SGAH, L4BH
TU1S, TE19

2
VC1, VC2, AP7

CV13,CV28

S9

60

60
2811

223,274
S5kg
El
P002
IBCO8
B3

T1
TP33
F-A
S-A

A

Toxic if swallowed, by skin contact or by inhalation.

El
Y645

10kg

670
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PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH : 100kg
camoriet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1677
MakcumanHo HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Crennanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

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

He e npunoxxumo

31EJI 15: Uudopmanys 0THOCHO HOPMATHBHATA ypenda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuaosxenune XVII (YciaoBusi 3a orpaHnyaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTeiHo 000CHOBAHO ChIIacue)

Henpunoxumo.

Periament otHOcHO YO3 (EC 2019/1021, YcToliYMBH OPraHUYHHA 3aMbPCHTEJIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLecTBa, KOUTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)

Per;iaMeHT 0THOCHO mpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPEeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha ma3apa u ynorpebara Ha
IPEKypCOPH Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Pernmament EO 273/2004 0THOCHO POM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha OTpeJIeTIeHH BEIECTBA, U3IMONI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIIECTBA)

15.1.2. Hauuonayiuu pa3nopenoun

Hsma Hann4Ha IOMBJIHUTENTHA HHOPMAIUSI

15.2. Ouenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIIECTBO HJIH CMEC

Hsma HannyHa nombeiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

Ibaen Tteker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a 0lacHOCT:

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

Eye Irrit. 2 Cepuo3HO yBpexIaHe/ipa3Hene Ha ounrte, Kareropus 2
H301 TokcHueH Npy NOTTbILAHE.

H315 TIpean3BukBa apa3HeHe Ha KOXKaTa.

H317 Moske 1a IPUYUHH aJepruyHa KOXKHa PeaKLys.

H319 IIpean3BuKBa CEpHO3HO JPa3HEHE HA OUUTE.
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IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

H334 Moske 1a IPHYUHY aTePrUYHU WIH aCTMAaTHYHU CHMIITOMH WM 3aTPyJHCHUS B TUIIAHETO IIPU BIMIIBAHE.

H335 Moxxe 1a TpeAn3BUKaA Apa3HEHEe Ha AUXaTEIHUTE IbTUILA.

Resp. Sens. 1 PecnmpaTopna cencubunmsanust, Kateropus 1

Skin Irrit. 2 Koposust/mpasuene Ha koxara, Kareropus 2

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

STOT SE 3 CrenuduyHa TOKCHYHOCT 32 ONpeie]IeHH OpraHy — eJHOKpaTHa ekcro3uius, Kareropus 3, apa3HeHe Ha AUXaTeTHUTE IBTHILA

Mudopmannonen yucr 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpikamia ce B To3u MHpOpMamoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIHI, KOUTO CMsITaMe 3a

HaICXKTHHU. B'bl]pel\'H TOBa, VlH(l)OpMaLLHSI ra c€ npeaocraBs 0e3 HUKaKBa rapanuus, U3puuHa Uiu |1(upa36npama ce, OTHOCHO HeiHaTa KOPEKTHOCT
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