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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

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€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 HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360Df

ToKCHYHOCT 3a penpoAyKIMsATa, JOMBIHNATENHA KaTeropus, epektn  H362

BBPXY MM UPE3 JTAKTALMATA

CrenndiyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — roprapsima ce  H372

excnozunus, Kareropus 1

OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, KaTeropus 1 H410 (M=100)
3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOJAHUTE OPraHU3MH, C ABIroTpaeH epexr. Moxe na yBpenu miona. [Ipeanonara ce, ue yBpex/a OIIOAUTENHATA CHOCOOHOCT. Moxe 1a Obae
BpejieH 3a KbpMmadeTa. [I[puunnsBa yBpekane Ha OpraHuTe MOCPEACTBOM MPOABIDKHTEIHA UIIH TIOBTAPAIIA Ce CKCIIO3ULIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$ )

GHSO08 GHS09
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Sorafenib tosilate

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

Curnanna gyma (CLP) : OmacHo

Mpenynpexnenus 3a onacHoct (CLP) : H360Df - Moxe na yBpeau mioza. [Ipennonara ce, 4e yBpexaa OIIIOAUTEIHATA CIIOCOOHOCT.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.
H372 - [lpuunHsiBa yBpeXaaHe HA OPraHUTE TIOCPEICTBOM MPOIBIDKUTEIIHA WM MOBTAPSIIIA CE
€KCIOo3ULUs (OPaJHO).
H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPACH e(EeKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa cTe Mpoyeau U pa3dpaau BCHYKH NPeIa3Hd MEpKH 32
6e30macHOCT.
P260 - He BaumBaiiTe mpax/myIek/ra3/InM/u3napeHs/acpo30ii.
P263 - Jla ce n36srBa KOHTAKT IO BpeMe Ha OPEMEHHOCT U MPU KbpPMEHE.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P273 - Jla ce n36srBa U3ImycKane B OKOJIHATA Cpea.
P280 - U3non3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEAIa3HU CPEACTBA 32 3allUTa Ha CIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIMHCKH ChBET/TOMOLI.
P391 - Cpbepere pazasroro.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixkaHHETO/ChIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHEe HA OMACHU MU CIICLUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MIN MEX/ILyHaPOIHU
pasnopenou.

Etuketnpane B chOTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAaHUETO He npeBurasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

Toga BerectBo orrosapst Ha kpurepun PBT Ha Pernamentr REACH, Ipunoxenne XIII

Toga BerecTBo orrosapst Ha kpurepun VPvB Ha Pernmamentr REACH, Tlpunoxenne XIII

Jlpyra napopmarms : AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTYKTH).
BHHMaHHe - BENIeCTBO, KOETO BCE OIIE HE € H3IMHUTAHO HAITBIIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) 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 mbanus TexcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pas3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’BpBa moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WK aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TIOMO1II.
H’BpBa oMo Npyu BAUIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0O TIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. I[a C€ oCTaBH

TIoCTpagaIns 1a CU NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIHUHCKHA C’bBeT/HOMOI]_L
H’BpBa TIOMOII IIPYU KOHTAKT € KOXKaTa : I[a C€ CBaJI 3aMBPCEHOTO 00JIEKIIO U M3JIOKCHUST YJacCThK OT KOXKaTa J1a C€ U3MHUE C MEK CallyH U
BOa, KaTo CJICIa TOBA CE€ U3IINIaKHE C TOILIA BOOA.
H’pra TIOMOII IPU KOHTAKT C OUUTE . Wsmnmakuere ¢ BOJZA, KaTo ABPKUTE OUUTE IIUPOKO OTBOPECHU. HOT’preTe MCIOIUOHWHCKaA ITOMOII], aKO
60mcaTa, MUT'aHETO UM 3a4€PBABAHETO MPOABIIKAT.
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Sorafenib tosilate

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

IIspBa momon npy MOrIbIAHE : M3zmnaksere ycrarta ¢ BoAa (caMo ako MOCTpaJaluAT € B ch3HaHHUe). Hukora He qaBaiite HUIIO mpe3
ycrara Ha 4OBeK B Oe3ch3HaHue. He3abaBHO MOThpceTe MEIUIIMHCKH ChBET/IIOMOIIL.

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3JIEJI 5: IIpoTuBONOKAPHUA MEPKH

TToxxonsum TI0KapOTaCUTCIIHU CPEACTBA : I{a C€ U3M0J3BaT CPEACTBA, IIOAXOAAIINHN 3a raCEHE Ha IT0KapHu B CbCECTBO. B’LFJ'ICPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx npax. Onesiio 3a 3aracsiHe Ha OT'bHS.
Henoaxonsmu moxaporacuTelIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSI.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyqaﬁ Ha 11okap : HenwsnaoTo TOpeHE 0CBOOOX/1aBa ONACCH BBIJTIEPOJICH OKHUC, BBITICPOACH ABYOKHC U APYI'H TOKCUYHH
Ta30Be. Bb3MOXHO € OTIe/ITHETO Ha TOKCUYHH U3MnapeHuUs.

MHcTpykumny 3a raceHe Ha Moxapu : Jla He ce [oIycKa H3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA Cpe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

Alepku Ipu aBapuiiHO U3IIyCKaHe

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U IPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCcTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIyYau

3aIIUTHY CpeiCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 OAXOIAMIO 3alUTHO 000pyABaHe. 3a moBeue HHpOpMaNus,
BIDKTE pasznen 8: "KoHTpou Ha eKcrio3uiusita/ TMYHHU IPeAa3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUsATa U B O6H.I€CTBeHI/ITe BOIH.

3a 3agbprKane : Ilonmiite ¢ HHEPTEH MATEPHAN U IIOCTABETE B MOAXO/ISII KOHTEHHED 3a 00e3BpexkJaHe Ha OTHAABLIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCeHHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [109YnCTBaHE ¢ MOMILTA HA IETEPIEHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 00e3BpekaaHe Ha OTHAIBLHTE.

: PadoTa u cbxpaHeHue

JIOITBITHUTEITHY OTIACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpeMEHHNTE KEHH MIIN KbPMAuKHTE.
Tpennasun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3IMIITHA eKCIIo3UIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
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Sorafenib tosilate

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

XHUrueHHH MEpKU : Jla He ce sze, Mue WM IMylx Opy ynoTpeba Ha NpoaykTa. Jla He ce H3HaCs 3aMBPCEHO PabOTHO
00JIeKII0 U3BBH PabOTHOTO MoMelieHue. Jla ce U3MUST PBLETE MPEIN HOYUBKUTE U CIEN
MPUKIIIOYBaHE Ha padorara.

7.2. YcoBus 3a 6e30MacHO ChbXpPaHsBaHe, BKJIKYHTEIHO HECHbBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U IPsIKa CTbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . /Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

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

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpun Ha KOHTPO.JI

Hsima HanuyHa AOMBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCIo3uIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MscTO0. OOMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka  BEHTUIALHS Ha 00LIOTO
nomerienue. C Matepuana TpsOBa a ce paboTH 110/ 1abopaTopHa KaMHHa, TOKOJIKOTO TOBA € Bh3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HAa 0YMTE M JUIETO

3amuTa HA OYHTe:

Ja ce HocsT peanazHu ounia. [IpeanasHu ounna cbe crpannyHa 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopua ynorpeba : Jlaboparopua npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOHUMBH pena3Hu ppkasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannuHO
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e HannuHo
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHE : He e nannuno
Touka Ha KuNEHEe : He e nanuuno
3amanuMocT : He e manmuuno
JlonHa rpaHHIia Ha eKCINIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmnepartypa Ha camo3anajaBaHe : He e npunoxxumo
Temnepatypa Ha paznaraHe : He e HannuHo
pH . He e HanuuHo
pH pastBop : He e HannuHO
Buckosuter, kKuHeMaTuueH : He e npunoxumo
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Sorafenib tosilate

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

PaztBOopuMOCT : Boma: <0.1 g/l
Koedunuent na pasnpenencuue: n-okranon/soga (Log  : He e HamnuHO
Kow)

Hansrane Ha napure : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e HanuyHo
OTHocHTeNHa INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e nanuuno

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA Hthopmaum

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hswma Hanmmyaa JOIIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

Hsima Hanu4Ha TONBIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma nanuvHa ZOMBIHUTENHA HHPOPMAIIHS

PA3JIEJI 11: HKO0JIOTHYHA HH(popManus

OcTpa TOKCHYHOCT (OpaJHa) : He ce ximacudunupa (B3 ocHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHEHU KPHUTEPHUTE 3
kiIacubumpane; JIMICBAT TaHHH)

OcTpa TOKCHYHOCT (IepMaltHa) . He ce xnacuduimpa (Bb3 ocHOBa Ha HATUYHHUTE JAHHH, HE Ca H3IBJIHCHH KPUTCPHHUTE 32
kiIacubumpane; JIMICBaT TaHHH)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Sorafenib tosilate (475207-59-1)

LD50 opanso mrbx > 2000 mg/kg

KoposusHoct/ipastene Ha KoxaTa . He ce knacupuumpa (Bp3 ocHOBa Ha HAJTUYHHTE JAHHH, HE CA M3IIBIHEHH KPUTEPHHUTE 32
KkIacubHIEpaHe)

CepHo3HO yBpeXKAaHe Ha OUHTEe/Ipa3HeHe Ha OUHTe . He ce knacudunupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHEHH KPHTEPUHTE 32
KJIacupHIIpaHe)

CeHcnOMITH3aLus Ha IMXATeIHATE IBTUIA WK Koxkata  : He ce kiacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHN KPUTEPUUTE 32
KIacu(pHIIpaHe)

MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHU KPHUTEPUUTE 32
KJIacudupane)

Kanueporennoct : He ce knacuduumpa (Bb3 ocHOBa Ha HATMYHHTE JAHHH, HE Ca M3IIBIHECHH KPUTEPHHUTE 32
KIacupHIEpaHe)

TOKCHYHOCT 32 PeHPOAYKIHsITA : Moxe na yBpeau mioza. Ipesmosara ce, 4e yBpexaa OIuIouTeIHaTa crocobHoct. Mosxke na obe

BpEICH 3a KbpMayeTa.
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Sorafenib tosilate

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI . He ce xnacuduuupa (JIuncsar 1aHam)

OpraHu) — €IHOKPATHA EKCIIO3ULIUS

CTOO (crienudpuyHa TOKCHYHOCT 33 ONPEIEICHH : IlpuunHsBa yBpeX/aHe Ha OPTaHUTE MOCPEACTBOM IPOIBIDKUTEIHA MM TOBTAPSIIA CE CKCIIO3ULIHS
OpraHu) — MOBTApsILIa CE EKCIIO3ULIUS (opasHo).

OmacHOCT IpH BJMIIBaHE . He ce knacudunupa (TexHndecka HEBE3MOXKHOCT 32 [OJTy4aBaHe Ha JaHHH)

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

PA3 1 0JI0TMYHA HHpOpPMaLHs

OmnacHo 3a BOJHATa cpea, KpaTkocpodHa (ocTpa) : He ce xnacugunupa (Bb3 0cHOBa Ha HATMYHUTE IAaHHU, HE Ca M3ITBIHECHU KPUTEPHUTE 32
KJacuduypane)
OnacHo 3a BOJHATa cpejia, IbIroCpoYHa (XPOHUYHA) : CHJIHO TOKCHYEH 32 BOJHHUTE OPTaHU3MH, C JABJITOTPACH e(EeKT.

Sorafenib tosilate (475207-59-1)

ECI0 0.00017 mg/1 ((28 ouu, Pimephales promelas) (merox OECD 210))

Sorafenib tosilate (475207-59-1)

YCTOoiYMBOCT U pa3rpaauMocT He ce pasrpaxna 66p30

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Sorafenib tosilate (475207-59-1)

Tosa BemecTtBo otroBaps Ha kputepun PBT Ha Pernament REACH, Ilpunoxenue XIII

Toga BewecTBo orrosaps Ha kpurepun VPvB Ha Pernamentr REACH, Tlpunoxenne XIII

Hsima HanmuHa JOMIBJIHUTETHA Hthopmaum

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma manmmyaa JOIIbJIHUTECIITHA I/IH(‘I)OpMaI.II/ISI

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCIIOPTHUPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
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Sorafenib tosilate

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

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPIO, H.V K.

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

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

Onucanue Ha TPAHCIOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, III
POLLUTANT
14.3. Knac(oBe) Ha 0IACHOCT NP TPAHCIIOPTHPaHe
9 9 9

14.4. Onakopb4Ha rpymna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OracHo 3a okosnHara cpena: [a

OnacHo 3a okosHara cpeza: [a
Mopcku 3ambpenten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nus): S-F

OrmacHo 3a okomiHara cpena: [a

Hsma JOITBJIHUTCITHA HAJTMIHA I/IH(bOpMaI_II/ISI

14.6. Cnenuajiiy npeana3sHu MepKH 32 NOTPe0uTeuTe

CyxonmbTeH TPaHCIOPT

Knacudukanuonen kog (ADR) M7

Crnienmanuu pasnopendou (ADR) 274,335,375, 601
Orpannuenu konuuectsa (ADR) Skg

W3kirouenu konmmyectBa (ADR) El

OnakoBbuHH nHCTpyKuuu (ADR) P002, IBCO8, LP02, ROO1
CrienmanHy onakoBb4HU paznopenou (ADR) PP12, B3

Cwmecenu onakoBku (ADR) MP10

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

T1, BK1, BK2, BK3

CrienpaiHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHU TP33

U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR) : SGAV, LGBV
IIpeBo3HO CpeAcTBO 3a MPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) 3
Crienmaniu pasnopendu 3a npesosa - Onakoku (ADR) V13
Crienmaniu pasnopendu 3a npeo3 - HacumHo VCl1, VC2
cwerosiaune (ADR)

Crienmaniu pasnopendu 3a npeBo3 - TOBapeHe, CV13
pasroBapBane u oOpadotka (ADR)

Wnentudukanuonen Homep 3a onacHoct (Kemuep No.) 90

OpamxeBu Tabenu

Kon 3a TyHennu orpanndenus (ADR)

90
3077
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TpaucnopT no mope

Crnennanau pasnopendou (IMDG) 1 274,335,966, 967, 969
Orpannuenu konuuectsa (IMDG) : Skg

W3kmrouenu konmyectsa (IMDG) : El

Onakobunu uHcTpykuuu (IMDG) : LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopbunu unctpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopenou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) . BKI, BK2,BK3, T1
Criennanuu pasnopendu otHocHo nucrepuu (IMDG) . TP33

Kareropus na toBapene ( IMDG) A

Criagupane u ob6pabotka (IMDG) : SW23

Bb3aymen Tpancnoprt

PCA Uskimrouenu konmuecta (IATA) . El
PCA OrpaHuueHu KoJmuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPAaHUYEHO : 30kegG
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoiieT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camouiet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Criennanuu pasnopendu (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: Wudopmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cienuanm 32 BENIECTBOTO WJIH CMECTA HOPMATHBHA YPea0a/3aK0HO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

Peramamentn Ha EC

REACH, Ilpuno:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He ¢urypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cuucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pasperiaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMmeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioii (Permament EO 1005/2009)

Perniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CbBETA ot 5 maii 2009 roauna 3a BpBexxaAaHe pesxkxum Ha OOIIHOCTTA 32 KOHTPOJI HAa M3HOCA, TpaHcdepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
IPEKypCOPH Ha B3PUBHU BEIIIECTBA)

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

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)
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15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu
Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT IIpomeneno
JlaTa Ha peakusATa IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BElECTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeoa IIpemaxunato
2.1 Heb6naronpusitiu QU3HKOXUMHUYHY e(DEKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APAaBETO HA YOBEKA U
OKOJTHaTa cpena
2.3 Jpyra uadopmarus JobaBeHo
4.1 IIppBa nomoi - 001K MEPKH JobaBeHo
4.1 IIppBa mOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomoll pu BIUIIBAHE IIpomeneno
4.1 ITspBa nomomy py MorIbIaHe ITpomeneno
4.1 ITspBa moMomI IpH KOHTAKT C OUHTE IIpomeneno
4.2 Cumnromu/eheKTH cie]] MorablIaHe IIpemaxunarto
4.2 Cummromu/edexTu IIpemaxuaTo
4.2 CumnTomMu/eexTH cie/l KOHTAKT ¢ KoXKaTa IIpemaxnarto
4.2 CumnTomMu/epexTH ciell BAUIIBaHE IIpemaxunaro
4.2 CumMnromu/edeKTH ciie]] KOHTaKT C OYUTe IIpemaxunaro
43 JIpyro MEeAUIUHCKO CTAHOBHUIE WM JICUCHHE IIpemaxuato
5.1 Henonxonsuy noxaporacuTeIHu CPEACTBA Jlo6aBeHo
5.1 Toaxoasmu noxaporacuTeHi CpeIcTBa IIpomeneno
5.2 OnacHY NPOAYKTH Ha pa3lajlaHe B cilyyaid Ha JobaBeHo
oxap
52 OmnacHoCT OT noXkap IIpemaxunato
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MHcTpykuuy 3a raceHe Ha Moxapu IIpomeneno
6.1 3auuTHU cpecTBa Jlo6aBeno
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.1 OO0y Mepku IIpomeneno
6.2 IMpennasun Mepkw 3a oma3BaHe Ha OKoJHaTta cpena | JlobaBeHo
6.3 3a 3agpprkane Jlo6aBeno
6.3 MeTtoau 3a moYHCTBaHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) JobaBeHo
7.1 JIOIBJIHUTEITHN OTIACHOCTH 110 BpeMe Ha paboTta IIpomeneno
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HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.1 TIpeana3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTHEeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxnaro
7.2 YcnoBust 3a cbXpaHsBaHe IIpomeneno
73 Crennduynn KpaifHu ynorpebu IIpemaxnato
8.2 3amuTa Ha JUXaTeIHHTE IIBTUIIA IIpomeneno
8.2 3amura Ha phIeTe IIpomeneno
8.2 3almura Ha OYUTE IIpomeneno
8.2 Toaxoasiy HHKEHEPEeH KOHTPOIT IIpomeneno
8.2 3alura Ha Ko)KaTa U TSUIOTO IIpomeneno
9 Mupuc IIpemaxnato
10.1 PeakionHa ciocOOHOCT IIpemaxuato
10.5 HecwsBmecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxnarto
12.1 Exonorus - 0010 IIpemaxnarto
13.1 Pernonanuu pasnopenou 3a OTHaIbIHTe IIpemaxunaro

IIbaen Texer Ha H- 1 EUH-npenynpexienusiTa 3a 0nacHoCT:

Aquatic Chronic 1

OnacHo 3a BoJJHaTa cpejia — XpOHUYHA OMACHOCT, KaTeropus 1

H360Df Mosxe na yBpeau mioza. [Ipeanonara ce, ye yBpex/a OIUIOIUTeIHATa CIOCOOHOCT.

H362 Mosxe a Ob1e BpeIeH 3a KbpMadeTa.

H372 IprunHsBa yBpexkIaHe HAa OPraHUTE TIOCPEACTBOM MPOIBIDKHTETHA NI TTOBTApAIA Ce eKCITO3UIHs (OpATHO).
H410 CHITHO TOKCHYEH 33 BOAHUTE OPraHU3MH, C JBJITOTPacH e(EeKT.

Lact. TokcudHOCT 32 PEIPOLYKIHATA, JOMBIHATEIHA KATETOPH, epeKTH BbPXY HIX UPe3 JIAKTALUATa

Repr. 1B TokcuuHocT 3a penpoaykuusiTa, Kareropus 1B

STOTRE 1 Creruduyna TOKCHYHOCT 3 OMpe/IeJIeHH OpraHy — MOoBTapsIia ce ekcrosuims, Kareropus 1

Mudopmannonen mct 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTT'OBOPHOCT Hudopmarusra, chabpxaiia ce B To31 MHQOpMaHOHeH JUCT 32 6€30MaCHOCT, € MOJIy4eHa OT H3TOYHUIIN, KOUTO CMATaMe 3a

HaZeKAHU. Bbipexn ToBa, HHGpopManusTa ce npeocTans 0e3 HUKaKBa rapaHIus, H3pUYHA WM oapa3dupalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUSITA HITH

MeTojuTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3Bperk/iaHe Ha IPOJIyKTa ca W3BbH HAIINS KOHTPOJ U MOJKE J1a Ca U3BbH Halata KomrereHTHocT. [Topaau

Tasu ¥ APpyry NpUInuHU, HUE HE TIOEMaME OTTOBOPHOCT U U3PHUYHO CE€ OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary6n, LHICTU WK pa3xoau, IPOU3TUYAILU OT UJIU CBbP3aHU

110 HAKaKbB HAUMH ¢ paboTaTa, ChXpaHeHHeTo, ynorpebaTa 1 obe3BpexaaneTo Ha npojaykra. Tosn Mudopmannonen aucT 3a 6€30MaCHOCT € M3rOTBEH M TPsOBa

Jla ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOJYKTHT C€ M3II0JI3BA KATO ChCTaBKa HAa APYTU NPOJAYKTH, HAIMYHATA HH(POPMALMs OU MOTJIa []a Ce OKaxKe
Henpuioxkuma. Tazu nHbopManys ce OCHOBaBa Ha HAIIUTE TEKYIIM O3HAHMSA U € IIPpe/IHa3HauYeHa JIa 1a/Ie OIMCaHKe Ha TIPOyKTa CaMo 3a IIEJUTE Ha

3/IpaBeoIIa3BaHeTo, OE30MaCHOCTTa  OKONHATA cpesia. Ilopaau ToBa, T4 He TPsAOBa fa ce THIKYBA KAaToO TapaHIUs 3a CBOMCTBATA HA MPOTYKTA.
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