Bile Salts No. 3

% ; NE“EEN Nudopmanronen aucT 3a 6€30macHOCT

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3naBsane: 14.7.2025 r. [lata Ha pemakuusra: 10.10.2025 r.  3amens Bepcusta ot: 14.7.2025 r.  Bepcus: 2.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

TBproBcko HaHMEHOBAaHHE . Bile Salts No. 3

Kon na nponykra : NCMO0210

Bun Ha iposykTa . Food Safety -- [Food Safety]

Howmep(a) Ha gactute : 700003518|NCM0210A|700003519|NCM0210B|700003520|NCM0210C|700004648NCM0210D|N
CMO0210

1.2. MnenTuduuupaHn BUI0Be YNOTPeda HA BelIECTBOTO WJIM CMeCTa, KOUTO Ca OT 3HAa4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Nnpenopb4YBar

HUnenTndunupann ynorpeou

Yrnorpeba Ha BemecTBOTO/CMeCTa : JlaGopaTopHH XMMHUKAIIH
Hayunu u3cnenBaHus U pa3BUTHE

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMAIMOHHUS JIHCT 32 6€30MacHOCT

Mpoussoauren

Neogen Corporation

620 Lesher Place

48912 Lansing, Michigan

United States of America

T 800.234.5333

sds@neogen.com, https://www.neogen.com/

1.4. TesedoHeH HOMEP NPH CHELIHH CIY4aH

TenedoHeH HOMEp IIPH CIIEIIHH CITyYan : 24 hours:
Medical: 1-800-498-5743 (U.S. and Canada) or 1-651-523-0318 (international)
Spill/ICHEMTREC: 1-800-424-9300 (U.S. and Canada) or 1-703-527-3887 (international)

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacndunupane Ha BelIeCTBOTO MJIH CMeCTa

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

Crerriyaa TOKCHIHOCT 32 ONMPE/IETICHNA OPTaHi — eHOKPATHA H335
excrosunus, Kareropus 3, 1pasHene Ha JUXaTelTHUTE IBTHINA

OnacHo 3a BOJHATa cpejia — XPOHUYHA OMACHOCT, KaTeropus 3 H412

3a meanus Teker Ha H- u EUH-npenynpexenusiTa 3a onacHOCT: BX. pa3zen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIArONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa H 0KO0JHATA cpeJa

Moxe na TIpeAn3BUKa IPa3HEHE Ha NUXATCIIHUTE IIbTHIIA. BpeneH 3a BOAHUTE OpraHu3MHu, ¢ AbJITOTpacH C(bCKT.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) . BuHumanue
Copabpika : Sodium deoxycholate
Ipenynpexaenus 3a onacHoct (CLP) : H335 - Moxe n1a npean3Brka ApasHEeHe HA JUXATCIHUATE THTHINA.

H412 - BpeneH 3a BOHUTE OPraHU3MH, C JBJITOTPAcH eEKT.
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Nudopmanronen auct 3a 6€30macHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - V30srBaiiTe BAUIIBaHe HA Ipax/IyIIek/Ta3/AuM/U3apeHHs/aepO30n.
P312 - Ilpu nepasnonoxenue ce odagere B LIEHTBP I10 TOKCUKOJIOI'MS unu Ha nexap.

2.3. JIpyru onacHOCTH

He cbpabpxa PBT w/unu vPvB BemectBa > 0,1%, ouenenn B cbotBeTcTBHEe ¢ REACH, Tlprnoxenne XIIT

KoMnoHeHT

BewiectBo(a), HeotroBapsiiio(u) Ha kputepuure 3a PBT na | Sodium cholate (361-09-1)
Pernament REACH, B chorBerctBue ¢ [Ipunoxenue XIII

BewiectBo(a), HeotroBapsiiio(u) Ha kputepuure 3a vVPVB Ha | Sodium cholate (361-09-1)
Pernament REACH, B chorBerctBue ¢ [Ipunoxenue XIII

CwMmecra He chbpiKa BelecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, U3roTBeH B choTBeTCTBHE ¢ wieH 59(1) or REACH, 3a npurexaBaHe Ha CBOICTBa, HapyLIaBally
(YHKIMHTE HA CHIOKPUHHATA CHCTEMA MIIH € YCTAaHOBCHO, Y€ BEIIECTBOTO(TA) HE € HACHTU(UINPAHO KaTO IPUTEKABAILO CBOHCTBA, HAPYIIABAIH (yHKIMUTE HA
SHIOKPHHHATA CHCTEMa B CHOTBETCTBUE C KpuTepuute, onpenenetu B Jenerupan Pernament (EC) 2017/2100 na Komucusita unu B Pernament (EC) 2018/605 na
Komucusra B KOHLIEHTpalys, paBHa Ha Wiy mo-rojsiMa ot 0,1 %

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHUTE

3.2. Cmecu
HaumenoBanue HUnentuduxarop Ha % Knacudukauus B CbOTBETCTBHE €
NPOIYKTa Persmament (EOQ) Ne 1272/2008 [CLP]
Sodium cholate CAS Ne: 361-09-1 >50-<75 Aquatic Chronic 3, H412
EO Ne: 206-643-5
Sodium deoxycholate CAS Ne: 302-95-4 >50-<75 Acute Tox. 4 (opanna), H302
EO Ne: 206-132-7 STOT SE 3, H335

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a omacHOCT: BX. paszuen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanne Ha MePKHTe 32 MPBa MIOMOLI

ITspBa nomons - 00K MEpKU . Ilpu HepasmonoxeHue ce 00aieTe B LEHTHP 110 TOKCUKOJIOTHS WM Ha JIeKap.

ITspBa nomon npu BIUIIBAHE : HM3Benere nuueTo Ha YMCT BB3AYX U 'O NOCTABETE B MO3ULIMSA, yIEeCHsBaIIA quimanero. [Ipu
HepasIoJIokeHue ce 0bajieTe B IIEHTHP 110 TOKCHKOJIOTHS MM Ha JIeKap.

ITbpBa noMoI py KOHTAKT € KOXKaTa . M3mmiite kokaTa ¢ MHOTO BOJIa.

ITbpBa nomoI Npy KOHTAKT € O4UTE : HMsmnakHere ounTe ¢ BOZA KaTo Mpe/rasHa MspKa.

IIppBa nomo1l NpH MOTITbIIAHE . Ilpu HepasmonoxeHne ce 00aieTe B IEHTHP 110 TOKCUKOJIOTHS WJIM Ha JIeKap.

Camo3ammura Ha OKa3BaIysl IbpBa OMOI] . IlepcoHansT, OKa3Ball ITbpBa IIOMOLL, TPSIOBA J]a HOCH MOAXOJSIIN JIMYHH TIPEANa3HH CPEACTBA.

4.2. Haii-cbuecTBeHu OCTPH U HACTBNBALIM CJIeX U3BECTEH MEPHO OT BpeMe CHMIITOMHA U eq)eK'm

Cumnromu/edeKxTu ciejl BAUIIBAHE © Moske 1a npeau3BUKa Jpa3HEeHe Ha JUXaTEIHUTE IHTHUIIA.

Cumnromu/edeKxTu ciiell KOHTAKT ¢ KoxkKaTa . Hsima npu HopManuu ycnoBus. [IpaxsT Moxe Ja IPUYMHU IpasHEeHe B T'PHKUTE Ha KOXKATa WIIH IPH
KOHTAKT, KOTaTO HOCHTE TECHHU APEXH.

Cumnromu/edeKTu ciesy KOHTAKT C 09UTe . Hsima npu HopManuu ycnoBus. [IpaxbT OT IpogyKTa MOXKe Ja IPeAU3BHKA Apa3HEeHe Ha OUHTeE.

Cumnromu/edexTd ciel MOrTbIaHe . Hsama npu HopManHu ycnoBus.

4.3. Yka3zaHue 3a HEOOX0IUMOCTTA OT BCSIKAKBH HEOTJIOKHH MEAUIUHCKHA 'PUKA U CIICHNUATHO JIeYEeHH e

Jla ce 1ekyBa CUMITOMAaTU4YHO.
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Bile Salts No. 3

Nudopmanronen auct 3a 6€30macHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

TTonxoasmty mo>kaporacUTENIHN CPeICTBa : Bogen crpeii. Cyx npax. IlsHa.
Henoaxoasmu noxaporacuTesIHu CpecTBa : Jla He ce U3Mo0I3Ba CUIIHA BOAHA CTPYSI.

5.2. Oco0enn 0MacHOCTH, KOMTO MPOM3THYAT OT BEIECTBOTO HJIH CMeCTa

OmnacHOCT OT IoXap : Hsama puck ot noxap.
OmnacHOCT OT eKCIIOo3us : Hsama omacHOCT OT IUPEKTHA EKCILIO3Hs.
OmnacHu NPOIYKTH Ha pa3lajiaHe B CIydail Ha moxap : BB3MOXHO € OTAENAHETO Ha TOKCUYHHU U3MAPEHUsL.

5.3. CpBeTH 32 MOJKapHHKAPHTE

VHCTpyKUMH 32 TaceHe Ha MoKapu : C orbHs TpsiOBa a ce 6opuTe OT 6€30MaCHO PA3CTOSIHUE U OT 3aLIUTEHO MACTO. [la He ce BiH3a B
30HH Ha MMoXap 6e3 Ipe/nasHu CPeaCcTBa, BKIL. U CPECTBA 3a AMXATEIHA 3alIUTa.

3amuTa Npy raceHe Ha 1noxap : Jla He ce npennprema HaMmeca 0€3 MOAXOAAIIO 3aAUTHO 000pyJBaHe. ABTOHOMEH M U30JIMPAILLl
amapar 3a AuxartesHa 3ammTa. [IbiHa 3amura Ha TAI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1. JInuHM NpeanasHu MEPKH, MPeINa3HU CPEJCTBA U NPOLEeAYPH NPH CIICUIHH CJIy4Yan

O6wuu Mepku . Jla ce yBenOMST BIIACTUTE, aKO IPOLYKTHT IOMAAHE B KAHAIM3ALMATA MM OOIIECTBEHH BOJIOCMH.
TomnuiiTe pazasaToTO, 32 1a C€ MPEAOTBPATAT MaTEPHAIIHHU BPE/IU.
3a mepcoHaJ, KOiTO He OTTOBAPS 32 CHEUIHU CIIy4an

3ammTHA cpeacTBa : Jla ce HOCAT IpenopbYaHUTE IMYHM IIPEIIa3HH CPE/ICTBA.
ABapuiiHu I1aHOBE : Jla ce mpoBeTpH 30HATa HAa pa3IuBaHe/pa3cUnBane. [1304rBaiiTe BIUIIBaHEe HA
Tpax/myIeK/ra3/ MM/ M3napeH s/ aepo30i.

3a JIMIaTa, OTTOBOPHM 32 CIICIIHHU CJIydan

3aluTHH CpeacTBa : Jla He ce npennprema HaMmeca 0e3 MOAXOAAIIO 3aUTHO 000py/IBaHe. 3a nmoBeue HHpopManys,
BrokTe paszen 8: "KoHTpon Ha ekcro3uimsiTa/ TMYHU Mpe/na3Hu cpeactsa’.
ABapuiiHu M1aHOBE : Jla ce oTCTpaHH HEHY)KHHSI IEPCOHAIL.

6.2. Hpezmaslm MEPKH 32 olasBaHe Ha OKOJIHATA cpeaa

Jla ce n30srBa M3ITyCKaHe B OKOJHATA CPE/Ia.

6.3. Metoau u MaTepHaIid 32 OrpaHuYaBaHe U MOYUCTBAHE

3a 3agbpikaHe : C momoriira Ha YMCTAa JIONATa [OCTaBETe MaTepuala B CyX ChJl M IO OKpHiiTe, Oe3 1a To IpUTHUCKATE.
Meroau 3a MOYHCTBAaHE : Cebepere NpOAYKTa 0 MEXaHUUEH HAYHH.
Jpyra unpopmarus  Marepuanure Wi TBBPANUTE OCTATHIM Jia CE U3XBBPIIAT HA PA3PELICHO 3a LeITa MACTO.

6.4. ITo3oBaBaHe Ha APYTH pa3iean

3a moBeue MHpOpMaNus, BIKTE pazzaen 13.

PA3JIEJI 7: PaGoTa u chbXpaHeHue

7.1. llpenma3Hu MepKH 3a Ge3onmacHa pagora

Ipenna3uu Mepku 3a Ge3oracHa pabora . Hocere nmu4nu npenasuu cpencTsa. Jla ce U3IoiI3Ba caMo Ha OTKPUTO WIIM Ha 100pe MPOBETPHBO
msicto. M30srBaiiTe BAMIIBaHE HA Mpax/MyIIek/Ta3/ IuM/u3napeHns/aepo30u.

XUrneHHn MepKu . Jla He ce sizte, e WM TTyIIX IPH yroTpeba Ha NpoayKkTa. Bunarn u3MuBaiite pbLeTe cu cief
padoTa ¢ mpoayKTa.

7.2. YcnoBus 3a 6e30macHO CbXpPaHABaHE, BKIIOYUTETHO HECbBMECTUMOCTH

TexHuuecku MEpKHU . I[a C€ ChXpaHsaBa Ha NPOXJIAAHO U IIPOBETPUBO MACTO, JajI€d OT TOIIMHA.
VYcnosus 3a CbXpaHsBaHE . I[a C€ ChXpaHAaBa O KJIIOY. I[a C€ CbXpaHsBa Ha /:[06pe TPOBETPUBO MSACTO. ChabT 12 ce ChXpaHsiBa
TUITBTHO 3aTBOPEH.
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Bile Salts No. 3

Nudopmanronen auct 3a 6€30macHOCT

B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

TeMneparypa Ha CbXpaHEHUE
OnakoBbYHH MaTepHaIN

7.3. Cnenuduuna(n) kpaitna(u) ynorpedoa(u)

Hsima HanmmaHa qOMBIHUTETHA I/IH(l)OpMaI_II/ISI

2-30°C

Bunarn C’LXpaHﬂBaﬁTe MPOAYKTa B OMMaKOBKa OT CHIIMA MaT€puall, KATO OpPUTHHAJIHATA OIIaKOBKaA.

POJ HA eKCHO3l/IIIl/IﬂTa/JII/I‘{HI/l npeamnmasHu cpe

8.1. [lapameTpH Ha KOHTPOJX

Hsima HanmmaHa qOMTBIHUTETHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKcO3MIUATA

TMoaxoasin HHYKEHEPEeH KOHTPOJI

Ioaxoasii HH:KeHePEeH KOHTPOJI:
Jla ce ocurypu 106po npoBeTpsiBaHE Ha paOOTHOTO MSCTO.

JIuaHH npeamnasHua cpeacrsa

JIMYHY MpeIna3Hu CpeicTBa:
Jla ce HOCSIT MPenopbYAHHUTE JINYHU PE/NA3HU CPEICTBA.
CuMBoJI(M) 32 JTMYHH NPEANA3HU CPeIcTBA:

3ammuTa HA OYMTeE M JIMLETO
3amuTa Ha ouHTe:
Ipennasan ounna

3amuTa Ha KOKaTa

3amuTa HA KOKATA H TSJIOTO:
Jla ce HOCH OAXOAIIO NPEITa3HO 00JIEKIO

3auMTa Ha pbleTe:
3auTHA PHKABULIN

3ammTa Ha JAUXATEJTHUTE IMIbTUILA

3amnTa HA IUXATEJTHUTE MbTHIA

B CJ'Iy‘IaI\/'[ Ha HEAOCTaThYHA BEHTHJIAIUA Ja C€ HOCH IMOAXOISI JUXATCJICH arapaT

KOHTpO.]'l Ha eKCNo3uIusiTa HA OKOJIHATA Cpeaa

KoHTpo.1 Ha eKCcHO3MIHUATA HA OKOJIHATA cpeja:
Jla ce n30srBa M3ITyCKaHe B OKOJHATA CPe/Ia.

3AEJI 9: ®u3nyHu 4 XUMHUYHHU CBOCTBA

9.1. Uudpopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XUMHYHHU CBOHCTBA

ArperatHo CbCTOAHHE

st

BroHien Bug

Mupuc

I'panunara Ha Mupuca

Touka Ha TOoneHe

Touka Ha 3aMpb3BaHe

Touka Ha KUTICHE

3anmanumocT

JlonHa rpaHuIa Ha eKCIUIO3UBHOCT
I'opna rpaHuIia Ha €KCILIO3UBHOCT

TBBpIO BELIECTBO
B

IIpax.
XapaxTepeH.

He e nanuuno
He e nanuuno
He e npunoxumo
He e nanuuno
Heszananum

He e npunoxumo
He e npunoxumo
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Bile Salts No. 3

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€301acHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

IInamua remneparypa : He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
TeMneparypa Ha pasnarase : He e Hanmuyno
pH 1 75-85

pH pastsop . He e nanuuno
Buckosurer, kMHEMaTHYEH . He e npunoxumo
PaztBOpHMOCT : PasTBaps ce BEB Boja.
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e mammuno
Kow)

Hansrane Ha napure : He e Hanuyno
Hansrane na mapure npu 50°C : He e Hanmuyno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OtHOCHTENHA MITBTHOCT Ha mapuTe npu 20°C . He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

Hsma nammana nomsmauTenHa nHGOPMANHs

PA3JIEJI 10: CTa0UJHOCT U PeaKTHBHOCT

TIpomyKTBT € HepeaKTHBEH IPH HOPMAJIHH YCIIOBHS Ha YIOTpeba, CbXpaHEHHWe M TPaHCIIOPT.

CraluieH npy HOPMAJIHHU YCIIOBHSL.

Hsima no3Hata omacHa peaknusd npu HOpMaJIH! YCJIOBUA Ha yHOTpe6a.

Hsima npu npenopbyaHuTe YCIOBHS 3a ChXpaHEeHHe U padoTa (BUKTE paszen 7).

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

TIpu HOpMaiHM yCcIOBHS Ha ChXpaHEHHUE 1 yrnoTpeda He ce 00pa3yBaT ONacHU pas3naHy MPOTYKTH.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

OcTpa TOKCHYHOCT (OpasIHa) : He ce xmacuduumpa (Bb3 ocHOBa Ha HAJTUYHHTE JAHHHU, HE Ca M3IIBIHCHH KPHTEPHHTE 38
KIIacuHIHpaHe)

OcTpa TOKCHYHOCT (IepMaltHa) : He ce xnmacuduumpa (Bb3 ocHOBa Ha HAJTUYHHTE JAHHH, HE Ca M3IIBIHCHH KPHTEPHHTE 32
KIIacuHIHpaHe)

OcTpa TOKCHYHOCT (BAHILIBAHE) . He ce xnmacuduumpa (Bb3 ocHOBa Ha HATHYHHTE JAHHH, HE Ca M3IIBIHECHH KPHTEPHHTE 32
KIacuHIHpaHe)

Sodium cholate (361-09-1)

LD50 opanHo 2400 mg/kg Tenecno Terio Animal: mouse

Sodium deoxycholate (302-95-4)

LD50 opasHo mrsx 1370 mg/kg (Rat, Oral)
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Bile Salts No. 3

Nudopmanronen auct 3a 6€30macHOCT

B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

KoposuBHOCT/ Mpa3HeHe Ha KoKata

He ce Knacn(bnunpa (B’b3 OCHOBA Ha HAJIMYHUTEC JaHHU, HEC Ca U3ITBJIHCHU KPUTCPUUTE 3a

KJacupuIupane)
pH: 75-8,5
Sodium cholate (361-09-1)
oH ‘ 8-95 (5%)
Sodium deoxycholate (302-95-4)
pH ‘ 75-9 (2 %)
Cepuosao YBpEKIAHE HA OQHTC/L[paSHeHC Ha O4YUTEC He ce Knacn(bnunpa (B’LS OCHOBA Ha HAJIMYHUTEC JaHHU, HE Ca U3IIBJIHEHU KPUTCPUUTE 3a
KIacHHILHPaHE)
pH: 7,5-85
Sodium cholate (361-09-1)
pH 8-9,5(5%)
Sodium deoxycholate (302-95-4)
pH 75-9 (2 %)

CeHCI/I6I/IJ'II/I3aLII/I$[ Ha TUXATCIIHUTE IMBbTUILA UJTU KOXKaTa

MyTareHHOCT Ha 3apOIUIIHUTE KJICTKH

KanueporenHoct

ToxcuaHOCT 32 penpoaykuusaTa

CTOO (crenu¢puvHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — eIHOKpATHA eKCIIO3ULIHS

He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca M3ITBIHEHH KPHTEPUUTE 32
KIIacH(HIIpaHe)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHCHH KPUTEPHUTE 38
KIacHHIHPaHE)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32
KIacHHIHPaHE)
He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca U3ITBIHEHH KPHTEPUUTE 32
KIIacH(HIIpaHe)

Moxe na Npeau3BUKa Jpa3HEHE Ha JUXATCIIHUTE IIbTHUILA.

Sodium deoxycholate (302-95-4)

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICH OPTaHH)
— €JHOKpATHA CKCIIO3UIHS

Mosxe na mpeAn3BUKa Apa3HEHEe Ha AUXATEIHUTE IbTUILA.

CTOO (crenn¢pudHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHM) — TOBTApSIIIA CE CKCIIO3UIIHS

OrmacHocT TIpHA BAMIIBaHE

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JJAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)
He ce xnacu¢uumpa (Bs3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a

KIIacH(HIIpaHe)

Bile Salts No. 3

BI/ICK03I/ITGT, KWHEMAaTHYCH

‘ He e npunoxunmo

Sodium deoxycholate (302-95-4)

Buckos3uteT, KHHEMAaTHYCH

‘ Not applicable (solid)

11.2. MudopmManmsi 32 APYTU OMACHOCTH

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALUS

PA3JIEJI 12: Exosiornyna nHopmanus

12.1. TokcuuHOCT

Exosorust - 06110
OrmacHo 3a BoJIHATa cpe/ia, KpaTKocpouHa (ocTpa)

OrnacHo 3a BogHAaTa cpena, ApJrocpoyHa (XpOHI/I'-IHa)

BpeieH 3a BOAHNTE OPraHU3MH, C ABITOTPacH eeKT.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH, HE Ca U3ITBIHEHH KPUTEPUUTE 32
KIIacH(HIHpaHe)

BpeieH 3a BOAHUTE OPraHU3MH, € ABITOTPacH eeKT.

Sodium cholate (361-09-1)

LC50 - Pu6u [1]

45356,434 mg/l Source: Ecological Structure Activity Relationships
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Nudopmanronen auct 3a 6€30macHOCT

B cvoTBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Sodium cholate (361-09-1)

EC50 - Ipyru Boguu opranumi [1]

35,8713 mg/| Test organisms (species):

EC50 72h - Bogopaciu [1]

169,7059 mg/l Test organisms (species):

EC50 96h - Bogopaciu [1]

22734,682 mg/l Source: Ecological Structure Activity Relationships

Sodium deoxycholate (302-95-4)

LC50 - Pubu [1]

1592,185 mg/l Source: ECOSAR

EC50 96h - Bogopaciu [1]

968,709 mg/l Source: ECOSAR

12.2. YcToi4YuBOCT H pa3rpauMocT

Bile Salts No. 3

YcToiuuBOCT U pasrpaguMocT

He ce pasrpaxma 6bp30

Sodium cholate (361-09-1)

YcToiuuBOCT U pasrpaguMocT

‘ Not readily biodegradable in water.

Sodium deoxycholate (302-95-4)

YCTOWYMBOCT U pa3rpaiuMocT

‘ Biodegradability in water: no data available.

12.3. BuoakyMy.iMpaIna crocooHoCT

Sodium cholate (361-09-1)

Koeduuuenr Ha pasnpenenenue: n-okrason/soga (Log
Pow)

-0,29 (Calculated, KOWWIN)

Buoakymymupaiia criocoOHOCT

Not bioaccumulative.

Sodium deoxycholate (302-95-4)

Koedwunment Ha pasnpenenenue: n-okranon/soga (Log
Pow)

1,24 (Estimated value)

Buoakymymupaiia crocoOHOCT

Low potential for bioaccumulation (Log Kow < 4).

12.4. TIpeHOCHMOCT B OYBATA

Sodium cholate (361-09-1)

HpeHOCI/IMOCT B ITo4YBara

1140 Source: Quantitative Structure Activity Relation

Exkonorus - mousa

Highly mobile in soil.

Sodium deoxycholate (302-95-4)

Exkonorus - mousa

No (test)data on mobility of the substance available.

12.5. Pesyaratu ot onenkata Ha PBT u vPvB

KomnoneHT

BemectBo(a), HeoTroBapsio(u) Ha kputepunte 3a PBT Ha
Pernament REACH, B crotBercTBue ¢ [Ipunoxkenue XIII

Sodium cholate (361-09-1)

BemectBo(a), HeoTroBapsio(u) Ha Kpurepunte 3a VPvB Ha

Pernament REACH, B crotBercTBuE ¢ [Ipunoxkenue XIII

Sodium cholate (361-09-1)

12.6. CoiicTBa, HapymaBamy GyHKIHHATE HA €HTOKPHHHATA CHCTEMA

Hsima Hanmuana JOIIBJIHUTCITHA HH(i)OpMaLIHS[
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12.7. Ipyru HebaaronpusatHu edextn

Hsima Hanmmana qOMBIHATETHA I/IH(l)OpMaI_II/ISI

3AEJI 13: O6e3BpexaaHe HA OTHAAbIUTE

13.1. MeTtoau 3a TpeTHPaHe HA OTHATBIIN

Peruonannu paznopendu 3a OTHaIbIUTe
Meroau 3a TpeTUpaHe Ha OTNAIbLU

IpenopsKy 3a OTBEKJAHE Ha OTIIAXbYHN BOAU
IIpenopbku 3a 06e3BpexkAaHe Ha IPOIYKTa/OAKOBKATA

JlomrbiHuTENHA HHPOPMALHS
xox HP

O0e3BpexIaHeTO TPsAOBA J1a Ce N3BBPILIBA B ChOTBETCTBUE C OPUIIHATHUTE pa3nopenou.
M3xBBpIIeTE ChABPKAHUETO/OMAKOBKATA B CHOTBETCTBUE C MHCTPYKIIMUTE 32 COPTHPAHE Ha
JIUIIEH3UpaHaTa cy:k0a 3a 00e3BpexkKIaHe Ha OTIAIbIIH.

O0e3BpexIaHeTO TPsOBA J1a Ce N3BBPILIBA B ChOTBETCTBUE C OPUIIMATHUTE pa3openou.

Jla ce cnia3BaT NpuIIOKKUMHUTE ITPaBUIIa 3a ICTIOHUPAHE Ha TBBPAU oTnaxblu. OOe3BpeKAaHETO
TpsiOBa Jja ce U3BBPIIBA B CHOTBETCTBHE C OUIIUATTHUTE PA3IOPEAOH.

Jla He ce U3MoI3BaT MOBTOPHO MPA3HUTE OMIAKOBKH.

HP5 - ,,Cnenu¢mana TokcuaHocT 3a onpenenenu opranu (STOT) /OnacHoct npu

BJMIIBaHE “: OTHAIBLH, KOUTO MOTAT Jia IIPUYMHSAT CHEU(HYHA TOKCHYHOCT 3a OLPEIEICHH OpraHu
[IPH €AHOKPATHA WIIH MHOTOKPATHA EKCIO3ULHS HIIH KOMTO IIPUYHUHSBAT OCTPH TOKCHYHHU e(heKTH
CcJie/l BAMIIBAHE.

HP6 - ,,OcTpa TOKCHYHOCT™: OTIAABLH, KOUTO MOTaT Jia IPHIUHAT OCTPH TOKCHYIHH €)EKTH ClIex
IpUeMaHe Ipe3 ycTaTa WM KoXKaTa, WIN Ype3 BAHIIBaHE.

HP14 -, ToxcuuHHM 3a OKOJHATA Cpefa‘: OTIHAIbIN, KOUTO IIPEACTABISIBAT HIIM MOTaT Jia
IIPEeICTaBIIABAT HEIIOCPECTBEHH HIIM IIPOSIBSIBAIIM CE CJIE]] BpeMe PHCKOBE 32 eIMH WIIH IT0BeUe
KOMIIOHEHTH Ha OKOJIHATa Cpefa.

PA3IEJI 14: UudopManusi 0OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA / ADN / RID

ADR IMDG

IATA ADN RID

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKALNOHEH HOMeP

He e npmoxumo ‘ He ce perymupa

‘ He ce perynupa ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HAaUMEHOBAaHHE HA MPaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He ce perynupa ‘ He ce perynupa ‘ He e npunoxumo ‘ He e npunoxumo
14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIOPTHPaHe
He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa ‘ He e npunoxumo ‘ He e npunoxumo
14.4. OnakoBb4Ha rpyna
He e npunoxumo ‘ He ce perymmpa ‘ He ce perymupa ‘ He e npunoxumo ‘ He e npunoxumo
14.5. OnacHocTH 3a OKOJIHATA cpea
He e npunoxxumo ‘ He ce perynupa ‘ He ce perynupa ‘ He e npunoxumo ‘ He e npunoxumo
HsimMa onmbiHATENHA HAIMYHA HHPOPMALHL
14.6. Cienyua/iHy npeana3’Hu MEPKH 32 MOTPeduTeInTe
CyxonmbTeH TPAHCIIOPT
He e npunoxumo
Tpancnopr no mope
He ce perymupa
Bb3aymien TpaHcnopT
He ce perymupa
TpaHcHoOpT M0 BHTPEUIHUTE BOAHU HTHINA
He e npunoxumo
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KenesonbTeHn TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MEKIyHAPOHATA MOPCKA OPraHU3alust

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPMATHBHATA ypenda

15.1. CoenuduyHu 3a BenIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

Pernamentu na EC

REACH, Ipunoxenne XVII (YcnoBus 3a orpannyaBane)

He cpabpika BemectBo(a), BimoyeHo(u) B [Tpunoxenue XVII va REACH (YcnoBus 3a orpaHu4aBaHe)

REACH, ITpunoxenue XIV (Cimchbk Ha BellecTBaTa 3a pa3pelniaBaHe)

He cpappixa BemectBo(a), BuitoueHo(n) B [Ipunoxenne XIV nva REACH (Crnmchk Ha BelecTBata 3a paspeniaBaHe)

REACH, Cnucbk ¢ kanauaaTt-seuecrsa (SVHC)

He cpabpika BemectBo(a), BioyeHo(1) B cniucbka Ha REACH ¢ kanaunar-seriecTsa

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

He cpappixa BemectBo(a), BiitodeHo(n) B PIC crmcbka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OITACHY XUMUKAIIH)
Persnament orHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)

He cvabpixa BemectBo(a), BritoueHo(n) B cnucbka ¢ YO3 (Permament EC 2019/1021 0THOCHO yCTOWYHBHTE OPraHUYHU 3aMbPCHTEIH)

PeryiaMeHT OTHOCHO BelecTBa, KONTO HApyLIaBaT 030HOBUS cJioi (2024/590)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymmaBaT 030HOBHS cioi (Permament EO 2024/590 oTHOCHO BelecTBa, KOUTO
HapyIIaBaT 030HOBHUSI CIIOH)

Peranament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOIiHA ynoTpeda

He cpappika BemectBo, koeto e npenmer Ha PETJIAMEHTA HA ChBETA (EC) 3a koHTpoOI Ha M3/ieius C [BOiHA yrnoTpeda

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

He cpappika BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeyraraneto Ha masapa u yrnorpebara Ha
MPEKypCOpH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO MPOM3BOACTBOTO U MYCKAHETO
Ha 11a3apa Ha OIPE/ICIICHH BEIECTBa, U3MOI3BaHU 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BelIeCTBO HJIH CMeC

He e u3BbpIeHa oneHka Ha XMMUYecKaTa 0€30MacHOCT

PA3JIEJI 16: Apyra uadopmanus

ChbKpalieHust H AKPOHUMH:

ACGIH AMepHKaHCKa KOH(pEPeHIHs Ha AbP)KaBHUTE HHIYCTPUATHI XUTHEHUCTH

ADN EBporeiicko criopasyMeHune 3a MeXIyHapo/IeH MPEBO3 Ha OMACHU TOBAPH 110 BHTPEIIHNTE BOJHH ITbTHINA
ADR EBpomneiicka criorog6a 3a MexayHapoAeH IPeBO3 Ha ONaCHH TOBApH II0 II0ce

ATE OreHka Ha 0CTpa TOKCUYHOCT

BCF dakTop 32 GHOKOHIIEHTpPALHS

BLV Buonornuxa rpaHuyHa CTOWHOCT

BOD Buoxummuna norpe6roct ot kucnopon (BIIK)
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CbKpaneHust  AaKPOHUMH :

CAS Ne Howmep na Ciryx6ara 3a XMMUYHU UHIEKCU

CLP PeraMeHT OTHOCHO KJIacH(UIMPAHETO, €TUKETHPAHETO U onakoBaHeTo; Permament (EO) Ne 1272/2008
COD Xumuyna notpedHoct ot kucnopox (XIIK)

CSA Onenka Ha 6€30IaCHOCT Ha XUMUYHOTO BEIIECTBO MIIH CMEC
DMEL Tlonyuena MuUHMMAaIIHA AeiCTBAIA 103a/KOHLICHTPALMS

DNEL Tlomy4ena HenelicTBama 103a/KOHIIEHTPALHS

EO Ne Howmep na EBpomneiickara o0mHocT

EC50 CpenHa eeKTHBHA KOHLICHTPALHS

ED EHaoKkpHHEH HapyLuTen

EN Esponelicku crangapt

EWC EBponeiicku karajnor Ha oTnagbLuTe

IARC MeskayHapo/jHa areHIMs 3a U3CIEeIBAHE Ha paKa

IATA MexayHapoaHa acoLHaLKs 38 Bb3AYLICH TPAHCIIOPT

IMDG MexayHaposieH KOZIeKC 3a IIPEBO3 Ha OMACHH TOBAPH 110 MOPE
LC50 CpenHa CMBPTOHOCHA KOHLICHTPALIUS

LD50 CpenHa CMBPTOHOCHA [103a

LOAEL Haii-uuckara 103a, Ipu KosTO ce Habro1aBa HEOIATONPUATEH eeKT
Log Kow KoedummenT Ha pasnpenenenue: N-okranon/soga (Log Kow)

Log Pow Koedumment Ha pasnpenenenue: n-okranon/sona (Log Pow)
MAK MaKCHMAITHa KOHIICHTPAIUS Ha pabOTHOTO MSCTO

NOAEC Konmenrpanus 6e3 HabogaBan HebnaronpusiTer edext

NOAEL Huso 6e3 Habmo1aBaH HEOMAroNmpHsATEH eeKT

NOEC Konnenrpanus 6e3 HabIIto1aBaHO BB3AEHCTBHE

H.V K. Heykazanu KoHKpeTHO

OECD Opranu3anys 32 MKOHOMHYECKO ChTPYIHUYECTBO U Pa3BUTHE
OEL I'panmvHa CTOMHOCT HA €KCIIO3UIHS HA PaOOTHOTO MSCTO

OSHA AMepHKaHCKa aIMUHHUCTPALUS IO TPYIOBa OE30MaCHOCT U 37paBe
PBT VYeroitunBo, GHOaKyMyIUpanio U TOKCHIHO

PNEC IIpeanonaraema HeaelcTBaNa KOHIEHTpaLUS

JITIC JInyHuM npeanasHu cpescTBa

RID IIpaBuIIHMK 3a MEXIYHAPOJEH JKEIE30IbTEH NIPEBO3 HA ONTACHU TOBapU
WJib Hudopmanuones IuCT 3a 6€30IMacHOCT

STP TIpeuncTBaTenHa cTaHIys

TF TexHuuecka GpyHKIUST

TIIK Teopernuna norpe6HOCT OT KHcnopox (ThOD)

TLM CpenHO HHBO HAa TOKCHYHOCT

TWA IIperernena BbB BpEMETO CpeiHA CTOMHOCT

JIOC JletnuBY OpraHUYHY ChEANHEHUS

vPvB MHOro ycTOHYMBO U MHOT'O OHOAKyMYJTUpAIIOo
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CbKpaneHust  AaKPOHUMH :

UFI YHukaneH uneHTuukarop Ha Gpopmynara

II'bnen Texer Ha H- u EUH-npeaynpeskaeHusiTa 3a OIacHOCT:

Acute Tox. 4 (opanHa) Octpa TokcuuHocT (opanHa), Kateropus 4
Agquatic Chronic 3 OrnacHo 3a BOJHATa cpeia — XpOHUYHA OMACHOCT, KaTeropus 3
STOT SE 3 CriennpryHa TOKCUYHOCT 32 ONPEIEICHH OPTaHu — SIHOKpaTHa excro3ulys, Kareropus 3, apa3HeHe Ha TUXAaTETHUTE TbTHIIA
H302 Bpenen npu norislaHe.
H335 Moske fa mpeau3BUKa Ipa3HeHe Ha AUXATeIHUTE IbTUILA.
H412 Bpezen 3a BoAHHTE OpPraHU3MH, C ABJITOTPACH e(EKT.
Kracudukauusra e B CbOTBETCTBHE C  ATP 12

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

Tazu I/III(IJOpMélLII/IS{ C€ OCHOBaBa HA HAUIMWTE TEKYIIH ITO3HAHKMA U € IIPEAHA3HAYCHA [a JaJ€ ONMCAaHNE Ha IPOAYKTa CaMO 3a LEIUTE Ha 31paBCOIa3BaHETO,
0e3011aCHOCTTa M OKOJIHATA cpena. H()p'dﬂl{ TOBA, T HE Tpf{()Ba Ja C€ ThJIKYBa KaTO rapaHius 3a CBOMCTBaTa Ha TpoayKTa.
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