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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO : Sorafenib tosilate
XUMHYECKO HANMEHOBaHHE : Sorafenib tosilate
CAS Ne : 475207-59-1

Kon na npoxykra : 201900049

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/lKOXPlMPl'lHl/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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Sorafenib tosilate

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
6e30macHOCT.
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.
ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BBTPELIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Toa BemectBo orrosapst Ha kpurepun PBT Ha Pernament REACH, Ilpunoxenne XIII
Toa BerecTBo orrosapst Ha kpurepuu VPvB Ha Pernamentr REACH, Ilpunoxenne XIII

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HMnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Sorafenib tosilate CAS Ne: 475207-59-1 <100 Repr. 1B, H360Df
Lact., H362

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

3a nmeanus TekceT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

3.2. Cmecu

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa oMo

4.1. Onucanue Ha MEPKHTe 32 MbPBa MOMOIL

ITspBa noMonI IpH BAUIIBAHE : IlpemecteTe mocTpafanms Ha 9UCT BB3MyX. OcUrypeTe CBeX Bb3IyX Ha 3aCETHATOTO JIHIIE.

IIbpBa nOMOIL IPY KOHTAKT € KOKaTa : Jla ce oTcTpaHH MaKCHMAJHO Ype3 H30bpCcBaHe (C YMCTa H MeKa IonuBaiia Kbpma). Jla ce m3mue
OOMIIHO ¢ BOJa B KOATO € IPHOaBEeH ICTEPreHT.

IIbpBa oMol IpY KOHTAKT € O4UTE . HMsnnakHere ¢ Boza, KaToO JbPKUTE OYMTE LIMPOKO OTBOPEHU.

ITspBa moMoII U MOTTTBIAHE . Msmnakuere ycrara. CreruanHo jiekapcko Habmonenue. Moxe 1a 0be Ipernopb4aHo

TIPOOBIKATEITHO METAIIMHCKO Ha6J’IIOI[eHI/Ie.
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Sorafenib tosilate

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

Cumnromu/edextn : BB3MOXHE ca 3aKbCHENH ePEKTH.

CumnroMu/e(peKTH clie/l BAUIIBaHe . HenocraTb4Hu HaHHH.

CumnroMu/eeKTH clie/i KOHTAKT ¢ KoXKara . Henocrarb4Hu naHHH.

CuMnToMu/epeKTH Clie/t KOHTAKT C OUUTE . Henocrarb4Hu naHHH.

CumnroMu/eeKTH cliel HOrTbIIaHe . Cumnromure Morart ja ObIaT 3aMaiiBaHusl, 1aBoGoiIne, rajeHe u 3ary0a Ha KOOpAMHALKS.

TloTspcere MeauuuHCKH chBeT/momont. I[Ipn BE3MOMKHOCT J1a ce MOKaXKe HACTOSIIMSA JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaKe ONaKOBKAaTa MM CTHKETA.
AxrtuBatop. dapMaleBTHYCH MPOIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : OI[CSIJIO 3a 3aracsH€ Ha OI'bHA.

OmacHOCT OT Moap : Bmx maparpad 2.2.

HHCpr'KIIPIPI 3a raCCHE Ha MOoXapu : Ja ce usnon3par CpeacTBa, MOAXOIAIIH 3a TaCCHE Ha IM0Xapu B CbCEIICTBO.

O06mu Mepku : Jla ce n30sTBa IpeKUst KOHTAKT ¢ MpoAyKTa. He aumBaiite

pax/ImyIek/ras/ M/ u3napeHus/acpo30u.

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBApPsI 32 CIIELIHH CJIy4aH

ABapHﬁHH TTAaHOBE : I[a C€ HOCH IMOJAXOIAIIO NPLEAIa3HO 06J'ICKIIO, PBKAaBUIU U 3aIUTHU CPEACTBA 32 OUNUTE UJIH JIULETO.

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICUIHH CJIy4Yan

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Mertoau 3a HOYHCTBAHE N Y6ez(eTe CC, 4€ OTIaaAbLHUTE Ca c1>6paHn M CC ChbXpaHABAT HA CUTYPHO MACTO. TTouuncrere
CTapaTeiHo. I[a CC U3MHUC HeC’BGHpaCMHﬂ OCTaTBK C : PaSTBOp OT HAaTPUEB XUIIOXITIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

: PaGoTa u chxpaHeHue

JIOITBJIHUTEIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebGuresns 1a ce 00bpHe BHUMaHHE 3a PUCKOBETE, CBEHTYAIIHO CBBP3aHH C U3MOJI3BAHETO HA
[IPOJIYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IIPeIHa3HAYCH.

Tlpenmnasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatesHO. [la ce n30srBa npekust KOHTaKT ¢ npoykra. C
Marepraia TpsAbBa Jia ce paboTH MoJ TabopaTtopHa KaMHHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTy B CHOTBETCTBHE C H3UCKBAHMATA Ha J0OpaTa POMHUIIICHA XUTHEHA U IPOLEypPUTE 32
6e30MacHOCT.
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Sorafenib tosilate

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

TeXHU4YeCKH MEPKH : /Jla ce cia3BaT NPHIOKUMUTE PA3OPEAOH.
VYcnoBus 3a chXpaHsBaHe . /Jla ce chxpaHsiBa O/ KIIIOY.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Bk maparpag 1.

PA3IEJI 8: KoHTpoJI Ha eKCIIO3UIMATA/JIMYHM NPEANAa3HU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI
8.1.1 HanmoHnajHu rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIIO3UIINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsma HanuyHa D0MbIHUTENTHA HHOPMAIUS

8.1.2. IIpenopb4HTEHH NPOLEIYPH 32 HAGII0eHHe

Hsma Hanu4Ha JOIBIHUTETHA HHPOPMAIHSL

8.1.3. 3ambpcuTean HAa Bb31yXa, 00pa3yBaHHu M0 BpeMe Ha NMpeJNucaHaTa ynorpeda
Hsima Hanu4Ha JOMBIHUTENIHA HHPOPMALHSL

8.1.4. DNEL u PNEC

Hsima HanmaHaa JIOITBJIHUTEITHA I/[H(bOpMaLII/IFI

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

8.2. KoHTpoa Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHepPeH KOHTPOJX

IMoaxoasiuy HH:KEHEPEH KOHTPOI:
Jla ce chxpansiBa B JoOpe MPOBETPUBO HoMeleHue. Jla ce H3IoN3yBa eAMHCTBEHO B CMyKaTe/lHa KabHHa ¢ HHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JInuHH NpeanasHu CPeAcTBa
8.2.2.1. 3amuTa Ha OYHUTE U JIMLETO

3amuTa Ha ounTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3amuTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOITUmBO 3amuTHO obnexo. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHYECKH YyCTOHUMBY npeanasHu pbkasuuu. [SO 374-1

8.2.2.3. 3amuTa Ha AUXaTEJHUTE MbTHIA

3ammTa Ha TUXaTeTHHTE MbTHINA:

OrtaensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TIpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJHATA cpeAa

Hsima Hanmana JOIIBJIHUTCITHA I/[H(i)OpMaI_II/IH

12/07/2024 (Jlata Ha penakuusTa) BG (6warapckn) 4/10



Sorafenib tosilate

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha ToneHe : He e Hanu4HO
Touka Ha 3aMpb3BaHe : He e Hanu4HO
Touka Ha KUIIeHe : He e Hanmu4HO
3ananuMocT : He e Hanu4HO
I'panuim Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanuuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Buckosurer, kuHeMaTHICH . He e npunoxumo
PazrBopumocT : Boma: <0.1 g/l
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e nanmuuno
Kow)

Hansrane Ha napure : He e Hannuno
Hansrane Ha napure npu 50°C : He e Hanuuno
ITIneTHOCT : He e Hanuuno
OTHOCHTENHA IUTBTHOCT : He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure : He e nanuuno

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3NYHA ONACHOCT

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsma Hanu4Ha qonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OIIaCHU U3IapCHUs.
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Sorafenib tosilate

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

31EJI 11: Toxkcukoaornysa nagpopmanus

11.1. Uudopmanusi 3a KJIacoBeTe HA OMACHOCT, onpenejeHd B Permavent (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpanHa) : He ce xnacu¢uimpa (Bp3 0cHOBa Ha HATMYHHUTE AAHHH HE Ca U3MBIHCHH KPUTEPHUTE 38
KIacupHIEpaHe)

OcTpa TOKCUYHOCT (iepMaiHa) . He ce xnacu¢uimpa (Bp3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MBIHCHH KPUTEPHUTE 38
KIacupuIEpaHe)

OcTpa TOKCUYHOCT (BIUILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

Sorafenib tosilate (475207-59-1)

LD50 opanno mrsx > 2000 mg/kg

KoposuBHocT/ Ipa3HeHe Ha KoKarta . He ce knacuduuupa (Bb3 ocHOBa Ha HAJIMYHUTE JAaHHHU HE Ca U3ITBJIIHEHU KPUTEPUUTE 32
KIacubHIEpaHe)

Cepno3HO yBpeskJIaHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHNUTE JJTAHHH HE Ca W3ITBIHCHN KPUTEPUHTE 3a
KJIacupHIIpaHe)

CeHcHOMIN3aIysl Ha IUXaTeHATE IBTHINA WIIM Koxkata  : He ce knacudunmpa (B3 ocHOBa Ha HATMYHHTE JaHHU HE Ca H3IBIHEHH KPHTEPUUTE 32
KIacH(pHIIpaHe)

MyTareHHOCT Ha 3apOJUIIHHTE KICTKH . He ce xnacudummpa (Bb3 ocHOBa Ha HATMYHHUTE JAaHHH HE Ca M3I'BIHCHU KPUTEPHUTE 32
KJIacuuIpane)

KanneporeHHocT . He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MIBIHCHN KPUTEPUUTE 32
Kiacuupane)

TOKCHYHOCT 32 PeNpOAYKIHATA : Mosxe na yBpenu moza. Ilpenronara ce, ye yBpexkaa omoguTesIHaTa ciocoOHocT. Moxe 1a Obie
BPE/ICH 33 KbpMayeTa.

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEICICHA : He ce xnacu¢mupa (JIunceat nanau)

OpraHy) — €IHOKPATHA EKCTIO3ULUS

CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEICHU : IlpuunHsBa yBpekIaHEe Ha OPraHUTE OCPEACTBOM IIPOIABIDKUTEIIHA UIIH IIOBTAPAINA CE CKCIIO3HIIHS

OpraHy) — MOBTapsIIIa ce eKCIIO3UIHS (opanHo).

OmnacHOCT IIpU BAUIIBAHE . He ce xnacudmummpa (TexHnuecka HeBB3MOXKHOCT 3a IIOTyYaBaHE HA JaHHH)

11.2. Uadopmanusi 32 APYrd ONACHOCTH

Hsma HannyHa nombeiHUTETHA HHOPMALUS

3AEJI 12: Exonoruuna undopmanus

12.1. TokcHu4YHOCT

Exounorust - 001mo : Omnacuu otnagbiy. la ce U3M0I3yBaT HOAXOMAMIN KOHTSHHEPH 3a OTIHAJHUTE HPOLYKTH.

OrnacHo 3a BOJ(HATA Cpesia, KpaTKoCpouHa (0cTpa) . He ce knacu¢unupa (B3 0CHOBa Ha HATHYHUTE JaHHU HE CA H3IBIHCHH KPUTSPHHUTE 32
KIacubHIEpaHe)

OrnacHo 3a BOJIHATA CPefia, ABJIrOCPOYHA (XPOHHYHA) : CHJIHO TOKCHYEH 3a BOJIHHTE OPraHU3MH, C ABITOTPacH eeKT.

He ce pasrpaxna 6bp30

Sorafenib tosilate (475207-59-1)

EC10 0.00017 mg/1 ((28 ouu, Pimephales promelas) (merog OECD 210))

12.2. YCTOIYMBOCT M pa3rpanMoctT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
12.3. Buoakymy.JIMpaIna cnocooHoCT
Hsma Hanuana JOIIbJIHUTECITHA I/IH(I)OpMa].II/IH
12.4. TIpeHocuMOCT B MOYBATA

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

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

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

Sorafenib tosilate (475207-59-1)

Toa BemectBo otroBapst Ha kputepun PBT Ha Pernmamentr REACH, Tlpunoxenne XIIT

Tosa BemecTBo oTroBaps Ha kputepun VPvB Ha Pernament REACH, Ipunoxenne XIIT

12.6. CBojicTBa, HapymIapamu (P)yHKIHHTE HA €HAOKPUHHATA CHCTEMA
Hsma HanuyHa nombIHUTETHA HHOPMALUS
12.7. Ipyru HeOnaronpusitHu eQeKTH

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIN

Pernonannu pasnopeadu 3a OTnagbLuTe

: Z[a C€ U3XBBPJHU 11O 6e30MmaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATTHU pasnopeuﬁn.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALIUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. Touno HauMeHOBaHUE HA MpaTKaTa no cnucbka Ha OOH

BEIIIECTBO, OITACHO 3A ENVIRONMENTALLY

OKOJIHATA CPEJIA, HAZARDOUS
TBBPIO, H.Y K. SUBSTANCE, SOLID,
N.O.S.

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

OnucaHue Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BELIECTBO, UN 3077
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V K., 9, HAZARDOUS
111, (-) SUBSTANCE, SOLID,
N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, 111

14.3. Knac(oBe) Ha 0NIaCHOCT NIPH TPAHCIIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111 | 111 |

il

14.5. OnacHocTH 32 OKOJIHATA cpeAa

OnacHo 3a oKoHaTa cpea: | ONacHo 3a OKOJIHATa Cpejia:
Ha Jla

Mopcku 3ambpenten: [a

OmnacHo 3a okoHaTa cpena: Ja

Hsma nombaHuTENHA HATMYHA HHPOpMALUs
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14.6. CnenaJiHy NpeANa3sHA MEPKH 3a NOTpeduTeIuTe

CyxonbTeH TPAHCIIOPT

Knacudukaruonen kog (ADR)

Creranau pasnopendu (ADR)

Orpannuenu xonudectsa (ADR)

W3kirouenu kommuectBa (ADR)

OnakoBbuHHU HHCTpYKIuK (ADR)

CrienmaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

WHCTPYKIHUH 32 IPEHOCHMH LIMCTEPHU U KOHTEIHEPH 3a
HacunHu ToBapu (ADR)

CrienpiaiHu pasnopeaoy OTHOCHO MPEHOCHMH [UCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHH
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - OnakoBku (ADR)
Crienmaniu pasnopendu 3a npeBo3 - HacumHo
cwrcrosiaue (ADR)

Crienpaniu pa3nopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)
Wnentudukanuonex Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanndenus (ADR)

TpaHcnopT no Mmope

Crienmainiu pasnopenou (IMDG)

Orpannuenu xonmdectsa (IMDG)

Wskimouenu xonmdectsa (IMDG)

OmnaxoBbuny uHCTpyKImH (IMDG)
Creranau pasnopenou 3a onaxkosaune (IMDG)
IBC onakosbunu nacTpykuuu (IMDG)

IBC cnienmnanuu pasmnopenou (IMDG)
Wuctpyxunu 3a nucrepru ( IMDG)
Creranau pasnopenou otHocHo mucrepad (IMDG)
EmS-Ne (TToxap)

EmS-Ne (Pa3nuB)

Kareropus na toBapene ( IMDG)

Cknanupane u oopadorka (IMDG)

Bb3ayumeH TpaHcnopT

PCA Uzkmouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMUECTBO 3a OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)
PCA MHcTpyK1iuy 3a ortakoBaHe MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxkcuMaiiHO HETHO KOJIMYECTBO IMbTHUYECKU
camoutet u kapro (IATA)

WHcTpykuuu 3a onakoBase camo kapro (IATA)
MaxkcHuMatHO HeTHO KondecTBo camo kapro (IATA)
Crnenmanuu pasnopenou (IATA)

ERG koj (IATA)

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeK/IlyHAapo/iHATa MOPCKA OPraHu3alus

He e npunoxumo

AT

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13

VC1, VC2

CV13

90

90
3077

274, 335, 966, 967, 969
S5kg

El

LP02, P002

PP12

IBC08

B3
BKI, BK2, BK3, T1
TP33

F-A

S-F

A

SW23

El
Y956

30kgG
956
400kg

956
400kg

A97, A158, A179, A197, A215

9L
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PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na 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 [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (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 HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnircbKa ¢ BelecTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

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

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npexnaranero Ha nma3apa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MO0I3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA HH(I)OpMaLIPI}I

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

Nnaukanus 3a NMPOMEHHU

Pasznen IIpomeHeH eneMeHT Ipomsina Komenrapn
JaTa Ha pepakuuaTa ITpomeneno
Jlata Ha u3naBaHe IIpomeneHo

1.1 CAS Ne JlobaBeHo

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a ONAaCHOCT:

Aquatic Chronic 1 OnacHo 3a BoJiHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus |

H360Df Mosxe na yBpenu mioza. Ilpeanonara ce, 4e yBpexaa OIUIOANUTEIHATA CIOCOOHOCT.

H362 Mosxe 1a Ob/ie BpelieH 3a KbpMauera.

H372 IMpruunsBa yBpexaaHe Ha OpraHUTE MOCPEICTBOM MPOIBIDKUTENIHA WM HOBTAPSIIIA C€ eKCIIO3HIIHS.
H410 CHITHO TOKCHYCH 33 BOIHUTE OPTAHM3MH, C IBJITOTPacH e(eKT.

Lact. ToKCHYHOCT 3a PENPOLYKIHATA, JONBIHUTEIIHA KATEropus, epeKTH BbPXy HJIM 4pe3 JIaKTalusITa
Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B
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IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

STOTRE 1

CHCHI/I(bI/I‘IHa TOKCHUYHOCT 3a OIPEACIICHU OpraHu — NOBTapsIla C€ CKCIIO3ULHA, KaTeropHs{ 1

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cpabpikamnia ce B To3u MHpOpMamoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeKIHH. Bblpexu ToBa, HHpopManusTa ce pefocTasst 0e3 HUKaKBa rapaHIusl, H3pUYHA WIN HOoApa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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