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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 : Sorafenib impurity H

XUMHYECKO HANMEHOBaHHE : 4-[4-[[[2-chloro-3-(trifluoromethyl)phenyl]carbamoyl]-amino]phenoxy]-N-methylpyridine-2-
carboxamide

Kon na npoxykra : 202300097

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla 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. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B H360Df

TOKCHYHOCT 32 PENPONYKIMATA, JOBIHHTEIHA KATETOPHs, €PEKTH BBPXY HIN H362

9pe3 JaKTaluATa

CreruuaHa TOKCHIHOCT 3 ONpeJIe]IeHH OPraHy — IOBTapsIia ce ekcrnosuims,  H372

Kareropus 1

OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410 (M=100)
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'1Hl/l ed)elc"m )/ 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]

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHS08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H360Df - Moxe na yBpenu mioza. IIpenmnonara ce, 4e yBpexka OIUIOJUTENIHATa CIIOCOOHOCT.

H362 - Moxe 1a Ob/ie Bpe/ieH 3a KbpMauerTa.
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H372 - IlpuunnsBa yBpexk/jaHe Ha OPraHUTE MOCPEICTBOM MIPOABIKUTEIIHA HITH TIOBTapsIIIA ce
€KCIOo3ULus (OpaJIHO).
H410 - CuiHO TOKCHYEH 3a BOAHUTE OPraHU3MH, C IBITOTPACH e(eKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P263 - Jla ce n30sirBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IPU KbPMEHE.
P264 - la ce u3Mue polieTe 10 JAKTHTE H JIULETO CTAPATEIHO Clie]] yroTpeoda.
P270 - la He ce sae, nue Wiy My nNpy ynotpeba Ha NpoayKTa.
P273 - Jla ce n36srBa n3mycKkane B OKOJIIHATA Cpea.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P314 - [Ipu HepasmnonoxKeHne NOThPCETE MEUIIMHCKU CHBET/TIOMOIII.
P391 - Cpbepere pazasToro.
P405 - Jla ce chxpaHsiBa 1oJ| KJIto4.
P501 - CboapprkaHueTo/ChaBT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/UJIN MEX/LyHapOIHU
pasnopenou.
EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHMS 32 BBTPEILIHH ONAKOBKH, KOraTo ChAbPKAHUETO He npeBuiiasa 10 ml
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

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

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTuduxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

4-[4-[[[2-chloro-3-(trifluoromethyl)phenyl]carbamoyl]- - <100 Repr. 1B, H360Df

amino Jphenoxy]-N-methylpyridine-2-carboxamide Lact., H362

STOT RE 1, H372
Aquatic Chronic 1, H410 (M=100)

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITbpBa MOMOLL IIPH BAHIIBAHE : Ja ce 0CTaBH NOCTPAJANKs HA 9HCT Bh3MyX. OCUrypeTe CBEXK BB3/yX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLL PH KOHTAKT C KOXKaTa : Jla ce OTCTpaHM MaKCHMAaJIHO Ype3 H30BpcBaHe (C 4ICTa M MeKa IONKBaNia kspra). a ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH AETEPTeHT.

ITbpBa MOMOLI IPH KOHTAKT € OYHTE . V3mmaksere ¢ BoJa, KaTO IBPIKUTE OUUTE LIMPOKO OTBOPCHH.

ITbpBa MOMOLI IIPH MOTITBbIIAHE . Mznmaksere ycrata. Moxke 1a Gb/ie MPEMOPBYaHO NPOABIKUTENHO MEIHIIMHCKO HAOIII0ICHHE.

4.2. Hajli-chblecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumnromu/edextu : Bb3MoxHH ca 3aKbCHENH eeKTH.
CumMnromu/edeKTu ciel| BAUIIBaHE : Henocrarpunu naHHu.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Cumnromu/eexT ciell KOHTAKT C KOXKaTa . Hemocrarbunu naHHH.
Cumnromu/eeKTH ciie] KOHTAKT C OYUTE . Hemocrarbunu naHHwH.

HOT’BPCCTC MCIUIUHCKHA ChBET/ IIoMo1I. HpPI BB3MOXKHOCT [1a C€ MMOKAXXE HACTOALILUA JIMCT, 4 aKO HE € Ha PA3IOJIOKECHHUE, a CC NMOKAXKE OIMaKOBKaTa WJIA €TUKETA.

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

TToaxosm TI0KapOTracUTECIIHA CPEACTBA : Opesno 3a 3aracsiHe Ha OI'bHS.

OmnacHOCT OT moXap : Bwx nmaparpad 2.2.

I/IHCprKI.II/[I/I 3a raCcCHEe Ha IOXKapu : I[a C€ M3M0JI3BAaT CPEACTBA, IIOAXOAAIIH 32 raCEHE Ha I10KapHu B CbCEICTBO.

PA3/IEJI 6: Mepku npu aBapuiiHO H3MyCKaHe

O6mm Mepkn : Jla ce n30srBa NpeKkus KOHTAKT ¢ IpoaykTa. He BaumBaiite

Ipax/ITymeK/Ta3/auM/U3IapeHus/aepo30IIH.

6.1.1. 3a mepcona, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4aH

ABapHﬁHH TIJTaHOBE : I{a C€ HOCH NOAXOAAIIO NPEANAa3ZHO 06J'ICKJIO, PBKAaBULH U 3AIIUTHU CPEACTBA 34 OUNUTE UJIH JIULIETO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CHIELIHH CJIy4Yan

Hsima Hanu4Ha TOBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIHS

Mertozau 3a moYKCTBaHE : VY6enere ce, 4e OTHaABLUUTE Ca CHOPAHHU U CE ChXPAHABAT HAa CUTYPHO MsicTo. [louncrere
craparenHo. Jla ce u3mue HechbOMpaeMus OCTAThK ¢ : Pa3TBOp OT HATPHUEB XUITOXIIOPUT.

Hsma HanuvHa ZOOBIHUTETHA HHPOPMALIUS

: O0padoTKa U CbXpaHeHHue

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebureins na ce 00bpHE BHUMaHHE 33 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3MOJI3BAHETO Ha
[POJYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IPeIHa3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa padboTa : C marepuaia TpsioBa 1a ce paboTu BHUMAatesHo. [la ce u30srea npekust KOHTaKT ¢ npoaykra. C
Marepraia TpsAbBa Ja ce paboTH MoJ JabopaTopHa KaMHHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHUATA Ha J0OpaTa MPOMHUIIICHA XMTHEHa U IPOLIEypUTE 3a
6e30MacHOCT.

TexHUYeCKH MEepKH : Jla ce cra3Bat npuIIOKUMHUTE Pa3nopenou.

VYcenosus 3a CbhXpaHsBaHE : I{a C€ ChbXpaHsBa O KJIH0Y.

Bwx maparpad 1.
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Sorafenib impurity H

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

PA3J/IEJI 8: KoHTpPOJI HAa eKCIIO3MIUATA/THYHH NPeINAa3HU CPEeACTBA

8.1. [IapameTpn Ha KOHTPO.JI
8.1.1 HanmoHaJIHH rPAHUYHU CTOHHOCTH HA MPO(ECHOHAIHA eKCIO3ULUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hanmuuna JOITbJIHUTCIIHA I/IH(bOpMaLII/I}I

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEIM HA Bb3/1yXa

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

8.1.5. Pery.impane upe3 o6xsatu (control banding)

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOI:
Jla ce cpxpaHsiBa B 100pe MPOBETPUBO MOMeEIIeHHE. J]a ce H3MoN3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ nHTerpupan Guitep. BucokoedekrnBen Gpuarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIM4HM npenasHu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu oumna. DIN EN 166

8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3ammTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekito. DIN EN 13034

3ammTa Ha pbueTe:
XuMHUYECKH yCTONUMBH Npena3Hu pbkasuiy. ISO 374-1
8.2.2.3. BammTa Ha IUXaTEJHUTE NHTHIIA

3amuTa Ha AMXATEJIHATE TbTHINA:
OtaensHe Ha npax: npotuBonpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen npoxykt : AHTHaepo3onHa Macka. Hocere nuxareneH anapar, ako cTe
U3JI0’KECHU Ha Mapu/IpaxoBe/aepo30IIH

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

8.2.3. KoHTpOJI HAa eKCIIO3HLHUATA B OKOJIHATA Cpea

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

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XHMHYHHU CBOICTBA

ATperatHo CbCTOSTHUE

IBsT

Mupuc

I'pannuaTa Ha Mupuca
Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe
Touka Ha KUIIEHE
3ananruMocT

I'pannuyM Ha €KCIUIO3UBHOCT

TBBprO BEECTBO
He e naymuno
He e npunoxumo.
He e naymuno
He e naymmuno
He e naymmuno
He e naymuno
He e naymmuno
He e npunoxumo
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Sorafenib impurity H

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

JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : He e Hanuuno
pH pastBop : He e HamuyHO
Buckosurer, kunemaruueH : He e npunoxumo
PastBOpuUMOCT : He e nanuuno
Koeduient na pasnpepenenue: n-okranon/soga (Log @ He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e HanmuuHO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepUCTHKH 32 0€30MacHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuiieH Ipu HOPMATHH YCIIOBHSL.

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpak1aHe OTACJIA OIIaCHU U3NapCHUA.

HYHA HHpoOpMALUs

OcTpa TOKCHYHOCT (OpaJHa) : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JJAHHH HE CA U3IIBIHCHN KPUTEPUHTE 32
KIacupuIEpaHe)

OcTpa TOKCHYHOCT (JiepMaltHa) . He ce knacuduupa (Bb3 ocHOBa Ha HATMYHKUTE JJAHHH HE CA U3IIBIHEHN KPUTEPUHTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce xnacu¢uimpa (JIuncsaum 1anunm)

KoposusHocT/ipa3Hene Ha Koxara . He ce xnacudummpa (JIuncpamm fanun)

CepHO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUUTe : He ce xnacudunupa (JIuncsamy nanHm)

Cencubunusamys Ha AUXaTeIHATE IBTUINA WK Koxkata  : He ce knacudunupa (JIuncsamy qaHHmN)
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Sorafenib impurity H

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

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU : He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JAHHH HE Ca M3ITBIHCHNH KPUTEPUHTE 32
KIacupHIEpaHe)

KanneporeHHoct : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JJAHHH HE CA U3IIBIHCHN KPUTEPUUTE 32
KIacupuIEpaHe)

TOKCHYHOCT 32 penpoAyKIHATa : Moxe na yBpenu miona. Ilpenmonara ce, 4e yBpexk/a oIuIoAUTENHATa CIocoOHOCT. Moxe 1a Ob/1e
BpEJICH 3a KbpMaueTa.

CTOO (cnennduyHa TOKCHIHOCT 32 OIPEIEICHI . He ce xnacu¢urmpa (JIunceamm fanan)

OpraHt) — €HOKPATHA EKCTIO3HIIUS

CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEIeHU : IpuumnsBa yBpe)kaaHe Ha OpraHUTE IIOCPEACTBOM IIPOIBIDKUTEIHA HIIU HOBTAaPSIIIa Ce eKCIO3HIIHS

OpraHy) — HOBTapsIIIa ce eKCIO3UIIUL (opanno). (JIuncBamy naHHM)

OnacHOCT NpH BAMIIBaHE : He ce xnacudunupa (Jlurncsamy gaHH")

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

12: Exosnornyna nngopmanus

“

Exoutorust - 001o : Onacuu ornaxbiy. Jla ce U3M0I3yBaT MOAXOMSIIN KOHTEHHEPH 3a OTHAHUTE HPOLYKTH.

OrnacHo 3a BOJ(HATA Cpefia, KpaTKoCpouHa (0cTpa) . He ce knacuduuupa (B3 0cHOBa Ha HANTMYHUTE JaHHU HE Ca H3IIBIHEHH KPUTSPHHUTE 32
KIacupuIpaHe)

OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA) : CHJIHO TOKCHYEH 32 BOIHHTE OPraHH3MU, C ABITOTPacH eeKT.

He ce pasrpaxna 66p30

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3JEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

MecTHO 3aKOHOIATEICTBO (OTHa,I['bI.IPI) . I{a C€ U3XBBPJH 110 0e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHAJIHU pa3nope,u6n.

PA3JIEJI 14: Undopmauus 0THOCHO TPAHCIIOPTUPAHETO

B cporBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucbka Ha OOH nian naenTuguKanuoHeH HoMep

UN 3077 UN 3077 UN 3077
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Sorafenib impu

rity H

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.2. TouHo HAUMEHOBAHHU

e Ha mpaTkara no cnucbka Ha OOH

BEIIIECTBO, OITACHO 3A
OKOJIHATA CPEJIA,
TBBPAO, H.Y K.

ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO,
OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, HV K., 9,
111, (-)

ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III

14.3. Kiiac(oBe) Ha onacHo

CT IPU TPAHCIIOPTHPAaHe

9

%
dlh.

14.4. OnakoBb4Ha rpyna

I

‘ 1

1T

14.5. OnacHocTH 32 0KOJIHATA cpeJia

OrmacHo 3a OKOJHATa cpena:

Ja

OmacHo 3a OKOJTHATa cpeja:
Ja

Mopcku 3ambpenten: [a

OmacHo 3a okonHaTa cpeza: Ja

HsiMa mompiHuTeIHA HANMHYHA HHOOpMALHS

14.6. Cnenma;THu npeana3Hu MePKH 3a MOTpPedUTeINTe

CyxonmbTeH TPaHCIOPT

Knacudukamonen kog (ADR)

Crnennanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHu uHCTpyKIuK (ADR)

Crienmaniu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CrienpaiHy pa3nopedy OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepau (ADR)

ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopenou 3a npeosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosinue (ADR)

Crienmaiiiy pasnopeou 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

: MP10

. Tl1, BKI1, BK2, BK3

. AT
: 3

: M7
. 274,335,375, 601

Skg

. TP33

SGAV, LGBV

V13
VCl1, vVC2

: CV13

: 90

90
3077
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Sorafenib impurity H

HudopmarmoneH aucT 3a 6€300acHOCT

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

Kon 3a TyHennu orpanndenus (ADR)

TpaHcnopT no mope
Crenmanuu pasnopenou (IMDG)

274, 335, 966, 967, 969

Orpannuenn xonmdecrsa (IMDG) S5kg
HUskmouenn xonmdecrsa (IMDG) El
OmnaxoBsuny uHCTpyKIuH (IMDG) LP02, P002
Creranuu pasnopenou 3a onaxkosane (IMDG) PP12
IBC onakosbunu uacTpykiuu (IMDG) IBCO8
IBC cnennanuu pasnopendu (IMDG) B3
WHcrpykuun 3a nucrepuu ( IMDG) BK1, BK2, BK3, T1
Crienmaniu pasnopendou oTHocHo nucrepuu (IMDG) TP33
EmS-Ne (TIoxap) F-A
EmS-Ne (Pa3nuB) : S-F
Kareropus Ha ToBapene ( IMDG) DA
Ckmanupane u o6padorka (IMDG) Sw23
Bu3aymen Tpancnopt

PCA Uzkmouenn xonnuectsa (IATA) : El
PCA Orpannyenn KoaM4ecTBa IIbTHUYECKH CAMOJIET U 1 Y956
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3a OTPaHUYEHO 30kgG
KOJIMYECTBO ITBTHUYECKH camoieT U kapro (IATA)

PCA MucTpykimy 3a onlakoBaHe NbTHUYECKH CaMOJIET U 956
xapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO ITbTHUYECKH 1 400kg
camorret u kapro (IATA)

WHcTpyknuu 3a onakoBaHe camo kapro (IATA) : 956
MaxkcHuManHoO HeTHO KoiudecTBo caMmo kapro (IATA) : 400kg

Cneranan pasnopenou (IATA)
ERG xon (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApOHATa MOPCKA OPraHU3aus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOpMATHBHATA ypeaoda

15.1. CnenuduyHu 3a BemecTBOTO WJIH CMeCTa HOPMATHBHA ypen0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO H OKOJIHATA

cpena

15.1.1. Pernamentu Ha EC

REACH IIpuno:xenue XVII (YeaoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII va REACH

A97, A158, A179, A197, A215

9L

REACH, IIpuiaoxenue XIV (Ciucbk Ha BelecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cuucbk ¢ kanauaat-seurectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananpar-Berecrsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.
PerjiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat o3oHoBus cjoii (EC 1005/2009)

He durypupa B cuchka ¢ BeIecTBa, KOUTO HapymaBatT 030HoBus cioif (Permament EO 1005/2009): Sorafenib impurity H

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C IIPEeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HIPEKYPCOPH Ha B3PUBHH BEIIECTBA)
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Sorafenib impurity H

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

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO

Ha 1masapa Ha OIIpEACIICHU BEIICCTBA, U3II0JI3BaHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HIIH IICUXOTPOITHU BCI_IISCTBa)

15.1.2. HanmonasaHu pasnopeaou

HsiMa Hann4dHa qOMBIHATENTHA HHQOPMALHS

15.2. OneHka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa JOMBIHATETHA HHQOPMALHS

31EJI 16: Ipyra nngopmanus

II'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a onacHocT:

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIIACHOCT, KaTeropus 1

H360Df Mozke na yBpenu mioza. Ilpeamnonara ce, 4e yBpeskaa OILIOAUTEIHATAa CIOCOOHOCT.

H362 Moske n1a Objie BpelieH 3a KbpMayera.

H372 IprunHsBa yBpexkAaHEe HA OPraHUTE TOCPEACTBOM MPOIBIDKHTEIIHA WK TOBTAPAIIA CE eKCITO3UIHS.
H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHU3MH, C IBITOTPacH e(eKT.

Lact. TokcHYHOCT 32 PENPOYKIHATA, JOBIHATENHA KaTeropus, epeKTH BbpXy MM 4pe3 JIaKTalusITa
Repr. 1B TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1B

STOTRE 1 Crernuduyaa TOKCHYHOCT 32 OIpeielIeHH OpTaHH — IIOBTapsIa ce excrosuius, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopMaoneH IucT 3a 6€30MacHOCT, € MOIy4eHa OT U3TOYHHIIN, KOUTO CMSTaMe 3a

HaOCK/THHA. BLHpCKI/I TOBAa, I/III[l)OpM'dLLI/I}ITa Ce npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,:[pa's6l4paum CC, OTHOCHO HeliHaTa KOPEKTHOCT
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