Enterobacteriaceae Enrichment (EE) Broth Mossel

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

B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3aaBane: 29.9.2025 r. [lata Ha pemakuusra: 8.10.2025 r.  3amens Bepcusita oT: 29.9.2025 r.  Bepcus: 2.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

TBProBCcKO HANMEHOBAHUE : Enterobacteriaceae Enrichment (EE) Broth Mossel

Kon Ha mponyxTa : NCMO0057

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

Howmep(a) Ha gactute : NCMO0057/400000774|700003125|NCM0057A|700003126|NCM0057B|700003127|NCMO0057C|700
004438|NCM0057D

1.2. UnenTuduuupann BUI0Be YIOTPeda Ha BeeCTBOTO WM CMeCTa, KOUTO ¢a OT 3Ha4eHHe, U BHIOBE YI0oTpeda, KOUTO He ce
Nnpenopb4YBar

HUnenTnduuupann 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 CIIENIHH CIyYan : 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. Knacudunupane Ha BelIeCTBOTO HJIH CMecCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

OnacHo 3a BOJJHATa cpeia — XPOHUYHA OMACHOCT, KaTeropus 3 H412
3a meanus Teker Ha H- u EUH-npenynpexenusiTa 3a onacHoOCT: BX. pasnen 16

HebnaronpusTHi GU3HKOXHMUYHH eeKTH U HeOJAronpHsiTHU e)eKTH 32 3PaBeTO HA YOBEKA H OKOJIHATA cpela

Bpener 3a BOJHHUTE OPraHN3MH, C JIBITOTPACH eeKT.

2.2. EnemeHTH Ha eTHKeTa
Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]
Curnanna gyma (CLP) Do-

Mpenynpexaenus 3a onacHoct (CLP) : H412 - Bpenen 3a BoqHATE OPTaHU3MH, C IBITOTPACH €EKT.

2.3. Ipyru onacHoCTH

He cvappxa PBT w/min vPvB Bemectsa > 0,1%, onenenn B crotBercTBHEe ¢ REACH, Ilpnnoxenue XIII

KomnoneHT

BeuecrBo(a), HeotroBapsimo(n) Ha kputepunte 3a PBT na | Sodium cholate (361-09-1)
Pernament REACH, B crotBerctBre ¢ [Ipunoxenne XIII
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Enterobacteriaceae Enrichment (EE) Broth Mossel

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

KoMnoHeHT

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

CmMecTa He ChAbpIKa BellecTBO(a), BKIIIOYCHO(H) B CIIUCHKA, H3roTBEH B choTBeTcTBHE ¢ wieH 59(1) or REACH, 3a npurte)xxaBaHe Ha CBOHCTBA, HApYLIABAIIN
(YHKIMHTE Ha CHIOKPUHHATA CUCTEMA MIIH € YCTAaHOBEHO, Y€ BEIIECTBOTO(TA) HE € HACHTH(UIIMPAHO KATO IPUTEKABAILO CBOHCTBA, HAPYIIABAIH (yHKIMUTE HA
SHJOKpHHHATA CUCTEMa B ChOTBETCTBUE C KpuTepuuTe, onpenenenu B Jlenerupan Pernmament (EC) 2017/2100 va Komucusita wnn B Pernament (EC) 2018/605 na
KowmucusTa B KOHLIEHTpalMs, paBHA Ha WK no-rossMa ot 0,1 %

PA3JIEJI 3: CbcraB/mH(popManus 3a CbCTABKUTE

3.2. Cmecn
HaumenoBanue HUnentuduxatop Ha % Knacudukauus B CbOTBETCTBHE €
MPOAYKTA Peraament (EQ) Ne 1272/2008 [CLP]
Sodium cholate CAS Ne: 361-09-1 >1-<5 Aquatic Chronic 3, H412
EO Ne: 206-643-5
Sodium deoxycholate CAS Ne: 302-95-4 >1-<5 Acute Tox. 4 (opanua), H302
EO Ne: 206-132-7 STOT SE 3, H335
Brilliant green CAS Ne: 633-03-4 <01 Acute Tox. 4 (opanna), H302
EO Ne: 211-190-1 Eye Dam. 1, H318
Skin Sens. 1, H317
Aquatic Acute 1, H400 (M=10)
Agquatic Chronic 1, H410 (M=10)

3a meHuA Texet Ha H- m EUH-nipeynpexaennsaTa 3a ormacHOCT: BK. paszen 16

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanne Ha MepPKHUTE 32 MHPBa MOMOLI

ITspBa nomonx - 00K MEpKU © AKO ce mo4yBCTBaTe 31€, IOThPCETE MEULIUHCKA TOMOIIL.

ITspBa nomon npu BAUIIBAHE . H3Benere IMLETO HA YKMCT BB3/yX U IO MIOCTABETE B MO3ULIMS, YJIECHSABAILA AUIIAHETO.

ITbpBa noMoII pH KOHTAKT € KOXKaTa . M3mmiite kokaTa ¢ MHOTO BOJIa.

ITbpBa momoI py KOHTAKT € O4UTE : HMsmakHere ounTe ¢ BOZA KaTo Mpe/rasHa MspKa.

IIppBa nomo1l NpU MOTITbIAHE . Ilpu HepasmonoxeHne ce 00aieTe B HEHTHP 110 TOKCUKOJIOTHS WJIM Ha JIeKap.

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

4.2. Haii-chIecTBEHH OCTPH U HACTHIBAILY CJIe/l H3BECTEH MEepPHo/l OT BpeMe CHMIITOMH H e eKTH

Cumrromu/e)eKTH ciie]i BIUIIBaHEe . Hsma npu Hopmaitau yenmoBust. [IpaxbT OT HPOYKTa, aKO MMa TaKbB, MOXKE J1a IPHYMHHY JIpa3HeHe Ha
JIMXATEeIHUTE [TBTHUIIA CJIE TPEKOMEPHO M3JIaraHe Ype3 BAHIIBAHE.

Cumrrromu/e(heKTH CIIel KOHTAKT ¢ KOXKara . Hsma npu Hopmanau yenoBwus. [IpaxbT MOXKe [ja IPHYIHHY ipa3HEeHe B IBHKUTE HA KOXKATa WITH TIPH
KOHTAKT, KOTaTO HOCHTE TECHH JIPEXH.

Cumrnitomu/eheKTH clies KOHTAKT C O4nTe . Hsama npu HopManau ycnoBus. [IpaxsT oT MpoyKTa MOXeE Jia IpeTM3BHKa Apa3HEHE Ha OUHTE.

Cumrnitomu/eheKTH Cllex IorTbIIane . Hsama npu HopMaiHH yCIIOBHS.

4.3. Yka3aHue 3a HEOOX0TMMOCTTA OT BCIKAKBH HEOTI0KHH METUIINHCKH TPHKA U CTIIEIHATTHO JIeYCHH e

Jla ce 1ekyBa CHMOTOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

IoaxoasAmu noxaporacuTeTHA CPeCTBa . Bogen cmpeii. Cyx npax. Ilsna.
Henoaxonsuy noxxaporacuTeNH1 CPEACTBA : Jla He ce U3MoI3Ba CUIIHA BOJHA CTPYSI.
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Enterobacteriaceae Enrichment (EE) Broth Mossel

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

5.2. OcobeHn 0NacHOCTH, KOMTO MPOU3THYAT OT BENIECTBOTO UJIH CMECTA

OmacHOCT OT IoXap . Hsma puck ot moxap.
OmacHOCT OT EKCILIO3Hs . Hsma omacHOCT OT AMPEKTHA eKCIUIO3HS.
OnacHy NPOJYKTH Ha pa3lajaHe B Clydail Ha IoXap . BB3MOXHO € OTAEISIHETO HAa TOKCHYHH U3IIApEHUSL.

5.3. CpBeTH 32 MOJKapHHKAPHTE

WHCTPYKIHH 32 FaceHe Ha [HOXKapH . C orbHs TpsiOBa 1a ce Gopute OT 6e30IaCHO PA3CTOSHUE U OT 3alUTEHO MsICTO. Jla He ce Bin3a B
30HU Ha ToXap 6e3 MpenasHu CPEICTBa, BKII. U CPEJICTBA 3a TUXATENHA 3alIUTa.

3amura npu racene Ha moxap . Jla He ce npeanprema Hameca 6e3 MOAXOAIIO 3aAIMUTHO 000pyABaHE. ABTOHOMEH M M30JIHPALL]
amapar 3a auxartesHa 3ammTa. [IbIHa 3ammTa Ha TSI0TO.

3EJI 6: Mepku npu aBapuiiHO U3IyCKaHe

6.1. JInuHu npeanasHu MEPKH, MPeINa3Hu CPeACTBA U NPOLEeIYPH NPH CHEHIHH CJIy4au

O6wuu Mepku . Jla ce yBeIOMST BIIACTUTE, aKO MPOLYKTHT IIOMAAHE B KAHAIM3ALMATA N OOIIECTBEHH BOJOCMH.
TomnuiiTe pazasaToTO, 32 1a C€ MPEAOTBPATAT MaTEPHAIIHU BPE/IU.

3a nepconaJi, KOITO He 0TroBaps 3a CelIH! CIyYau

3aumTHA cpecTBa . Jla ce HOCAT NpenopbYaHKUTE JINYHY TIPENa3Hy CPeICTBA.
ABapuiiHu 11aHOBE . Jla ce mpoBeTpH 30HATA HA Pa3/IMBaHe/Pa3CHIIBaHE.

3a JIMIATa, OTTOBOPHH 32 CIICIIHU CJIyYan

3aluTHY CpeacTBa . Jla He ce mpeanprema HaMmeca 0e3 MOAXOIAIIO 3AMTHO 000pyABaHe. 3a moBeye HHPOPMALIHS,
BrokTe paszaen 8: "KoHTpon Ha ekcro3uiusaTa/ TMYHU Mpeana3Hu cpeacrna’.
ABapuiiHu 11aHoOBe : Jla ce oTCTpaHH HEHY)XHHSI IEPCOHAIL.

6.2. Hpezmaslm MEPKH 32 OIasBaHe HAa OKOJIHATA cpe/la

Jla ce u30srBa M3IyCKaHe B OKOJHATA CPe/a.

6.3. Metoau u MaTepHaIid 32 OrpaHuYaBaHe U MOYUCTBAHE

3a 3agbprkaHe : C moMoriira Ha YMCTAa JIONATa [OCTaBeTe MaTepuala B CyX ChJ M IO OKpHiiTe, 6e3 1a To MpUTHUCKATE.
Meroau 3a MOYHCTBaHE . Cobepere NpOAyKTa MO0 MEXaHUUEH HAYHH.
Jpyra unpopmarus : Marepuanure Wix TBBPANTE OCTATHIH JIa CE U3XBBPIIAT HA PA3PEIICHO 3a LeTa MACTO.

6.4. ITo3oBaBaHe Ha APYTH pa3iean

3a moBeue HHpOpPMAIKS, BIKTE pazaen 13.

3EJI 7: PaGoTa u cbXpaHeHHe

7.1. llpeana3Hu MepKH 3a Ge3omacHa padoTa

IMpenmnasan Mepku 3a 6e3omacHa padoTa . Jla ce ocurypu 100po npoBeTpsiBaHe Ha paboTHOTO MsAcTo. Hocere nmiudny mpe/masHu cpeacTsa.
XWUTHeHHA MEpPKH : Jla He ce sie, IHe WM IMyIIX IPH ynoTpeda Ha NpoxyKTa. BiuHarn m3MuBaiite puIere cu ciief
pabora ¢ pojyKTa.

7.2. YcnoBus 3a 6e30macHO CbXpPaHABaHE, BKIIYUTETHO HECbBMECTUMOCTH

TeXHUYEeCKH MEPKH . Jla ce chXpaHsiBa Ha MPOXJIA/HO U TIPOBETPHBO MSICTO, Aajled OT TOIUIMHA.

VenoBus 3a chbXpaHsBaHe . Jla ce abpxu Ha XJaHo. Jla ce masu OT Mpsika CIbHYEBa CBETIIHHA.

Temmepartypa Ha CbXpaHEHHUE :2-30°C

OnakoBbYHU MaTepHaIH . Bunaru cbxpaHsBaiite NpoayKTa B OTAKOBKA OT ChILHS MaTepHal, KaTO OPUTHHAIHATA OITAKOBKa.

7.3. Cniennduuna(n) kpaiina(u) ynorpe6a(i)

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[
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Enterobacteriaceae Enrichment (EE) Broth Mossel

Nudopmanronen auct 3a 6€30macHOCT

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

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. [lapameTpH Ha KOHTPOJX

Hsima manmmana JIOITBJIHUTCIIHA I/IH(I)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKcno3uIusTa

IToaxoasii HHKeHEPEeH KOHTPOT

Hoaxoasi HHKeHEPEH KOHTPOJI:

Jla ce ocurypu 106po npoBeTpsiBaHe Ha paOOTHOTO MSICTO.
JINYHH NpeANa3Hu cpecTBa

JIn4HM npeanasHu cpeacTBa:
Jla ce HOCAT npenopbYaHUTE JTUYHU MPEANAa3HU CPEACTBA.
CuMBoJ1(M) 32 THYHH NPeANAa3HH CPeCcTBa:

®)( \ ;

3amuTa Ha 0YUTE U JTUIETO

3amuMTa HA OYHTE:
Ipeana3uu ounna
3amuTa HAa KOKATa

3ammTa HA KOKATA U TAJIOTO:
Jla ce HOCH MOZIXO/IAIIIO TIPEIIa3HO 00JIEKIIO

3amuTa Ha pBlETe:
3l THH PHKABUIH

3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa HA ANXATETHUTE MHTHIIA

B city4aii Ha HeTOCTaThYHA BEHTHIIAIMS J1a C€ HOCH MOJXOMANL AUXaTesIeH anapar

KOHTpOJl HA €eKCNO3UIHUATA HAa OKOJIHATA Cpeaa

KOHTpOJ’l HA €KCMO3UIMSATA HA OKOJIHATA cpela:
lla ce n3bsrea H3IIyCKaHE B OKOJIHATa cpeaa.

PA3IEJI 9: ®u3uyHu 1 XMMUYHHU CBOHCTBA

9.1. Undopmanust 0THOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE

st

BroHIeH By

Mupuc

I'pannnara Ha Mupuca

Touka Ha ToTIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3ananmuMocT

JlonmHa rpaHuIa Ha €KCIUIO3UBHOCT
T'opna rpanua Ha eKCIIJI03UBHOCT
IInamua Temneparypa
Temmnepatypa Ha camo3anajaBaHe
Temmnepatypa Ha paznaraHe

pH

pH pastBop

Buckosuter, kunemMaTuueH
PastBOpuMOcCT

TBBPIO BELIECTBO
CBeTJi03eeH.
Tpax.
XapaxkTepeH.

He e nanuuno

He e nanuuno

He e npunoxumo
He e nanuuno
Hezananum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanmuuno
7-74

He e nanuuno

He e npunoxumo
PastBaps ce BbB Boza.
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Enterobacteriaceae Enrichment (EE) Broth Mossel

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

KoedurmenT Ha pasnpenenenune: n-okranoi/soia (Log : He e HannmuHO
Kow)

Hansarane na napure : He e HannmuHO
Hansraune na napute npu 50°C : He e HannmuHO
IIreTHOCT : He e HannmuHO
OTHOCHUTENHA IUTBTHOCT : He e Hanuuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuute : He e nannmuHo

9.2. ipyra undopmanus

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

PA3JIEJI 10: CTa0MIHOCT M PEaKTUBHOCT

10.1. PeaknuoHHA CIIOCOOHOCT

IIpoayKTBHT € HepeaKTHBEH P HOPMAJIHH YCIIOBHS Ha yroTpeba, ChbXpaHEHNE U TPAHCIIOPT.
10.2. XuMHYHA CTAOMITHOCT

CrabuiieH npu HOPMAJIHH YCIOBHS.

10.3. Bb3MOKHOCT 32 OACHH PeaKuuu

Hsma no3nara oracHa peakiys Ipy HOPMaJIHHU YCIOBHS Ha yHoOTpeoOa.

10.4. YcaoBusi, KONTO TPsIOBa 1a ce H30SIrBaT

Hsma npu npenopbyaHuTe yciaoBus 3a CbXpaHeHue U padora (BrxKTe pasuen 7).

10.5. HechbBMeCTHMH MaTepUATH

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMAIIHS

10.6. OnacHu NPOAYKTH Ha pa3najaHe

ITpyu HOpMAaJTHH YCIIOBHS Ha ChXpaHEHHE U yroTpeba He ce 00pa3yBaT OIacHM Pa3NajHy HPOLYKTH.

PA3JIEJI 11: Toxkcukoa0ru4Ha HHGOpManus

11.1. Undopmanus 3a KiIacoBeTe HA ONMACHOCT, onpeneseHd B Permament (EO) Ne 1272/2008

OcTpa TOKCHYHOCT (OpajiHa) . He ce kmacudumupa (Bb3 0cHOBa Ha HANMYHKUTE JaHHH, HE Ca M3IBIHEHH KPUTEPHHUTE 32
KIIacH(HIIPaHe)

OcTpa TOKCHYHOCT (IepMaliHa) . He ce kmacudumupa (Bb3 0cHOBa Ha HANMYHKUTE JAHHH, HE Ca M3IBIHCHH KPUTEPHUTE 3a
KIIacH(HIIPaHe)

OcTpa TOKCHIHOCT (BAMIIBAHE) . He ce xmacudumupa (Bb3 0cHOBa Ha HANMYHKUTE JaHHH, HE Ca M3IBIHCHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)

Brilliant green (633-03-4)

LD50 opanHo mursx 674 mg/kg renecno terno (Equivalent or similar to OECD 423, Rat, Male / female, Read-across,
Oral, 14 day(s))

LD50 nepmaitHO rurbx > 2000 mg/kg Tenecuo terio (Rat, Read-across, Dermal, 14 day(s))

Sodium cholate (361-09-1)

LD50 opamno ‘ 2400 mg/kg TenecHo Terno Animal: mouse

Sodium deoxycholate (302-95-4)

LD50 opainHo mrsx ‘ 1370 mg/kg (Rat, Oral)
Kopo3uBHOCT/Apa3HEeHe Ha KoXKaTa . He ce xmacudumupa (Bb3 ocHOBa Ha HATHYHHUTE JaHHH, HE Ca M3IBJIHCHU KPUTCPHUHUTE 32
KiacupuIupane)
pH:7-7,4
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Enterobacteriaceae Enrichment (EE) Broth Mossel

Nudopmanronen auct 3a 6€30macHOCT

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

Brilliant green (633-03-4)

oH 2-3(1%)
Sodium cholate (361-09-1)
pH 8-9,5 (5 %)
Sodium deoxycholate (302-95-4)
pH 75-9 (2 %)
CepHo3HO yBpex/JaHe Ha OUNTe/ApasHEeHe Ha OUHTe He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3ITBIHEHH KPHTEPUUTE 3
KJacupuIupane)
pH:7-7,4
Brilliant green (633-03-4)
pH ‘ 23 (1%)
Sodium cholate (361-09-1)
oH ‘ 8-9,5 (5%)
Sodium deoxycholate (302-95-4)
oH ‘ 75-92%)

CeHcHOMIM3AINSA HA JUXATEITHUTE IIBTHIIA KM KOXKaTa

MyTareHHOCT Ha 3apPOJUIIHUTE KJICTKH

Kanneporennoct

ToxcuaHOCT 32 penpoaykuusaTa

CTOO (crenn¢pmdHa TOKCHYHOCT 3a OTIPEJIEIeHH
OpraHM) — eIHOKpATHA eKCIIO3ULIHS

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

KIIacH(HIIpaHe)

Sodium deoxycholate (302-95-4)

— €IHOKpaTHa CKCIIO3ULINs

CTOO (crennuaHa TOKCHYHOCT 3a OTPE/IeTIeHN OPTaHH)

Moxe na NpeaAu3BUKa Jpa3HEHE Ha IUXATCIIHUTE IIbTHUILA.

CTOO (crenn¢puvHa TOKCHYHOCT 3a ONPEIETeHI
OpraHH) — TOBTApSIIIA CE CKCIIO3UIIHS

OnacHOCT NpH BAMIIIBAHE

He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHNUTE NaHHH, HE Ca M3ITBIHEHH KPHTEPHUTE 32
KIIacH(HIIpaHe)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3MBIHEHH KPUTEPUHUTE 32

KkiIacuHIpane)

Enterobacteriaceae Enrichment (EE) Broth Mossel

BI/ICK03I/ITGT, KWHEMAaTHYCH

He e npunoxunmo

Brilliant green (633-03-4)

BHCKO3I/ITCT, KHHEMaTHYCH

‘ Not applicable (solid)

Sodium deoxycholate (302-95-4)

BPICKO3I/IT€T, KHHCMAaTH4YCH

‘ Not applicable (solid)

11.2. Mudopmanusi 32 APYrU OMACHOCTH

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

PA3JIEJI 12: Exosiornyna naopmanus

12.1. TokcuuHOCT

Exosorust - 06110

Bpenen 3a BoJHUTE OPraHU3MHU, C JBITOTPacH PEKT.
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Nudopmanronen auct 3a 6€30macHOCT
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OmacHo 3a BoHATa cpeia, KPaTKOCPOUHa (0CTpa)

OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA)

. Hece Knacndmunpa (B’b3 OCHOBA Ha HAJIMYHUTE NJaHHHU, HE Ca U3IIBJIHCHU KPUTEPUUTE 3a

KJacupuIupane)

. BpeﬂeH 3a BOOHUTE OPTaHU3MU, C IBJITOTPACH C(I)CKT.

Brilliant green (633-03-4)

LC50 - Pubu [1]

0,0305 mg/l (96 h, Lepomis macrochirus, Fresh water)

EC50 - Pakoo6pasnu [1]

0,079 mg/l (96 h, Invertebrata, Fresh water)

ErC50 Bomopaciu

1,7913 mg/l (7 day(s), Lemna gibba, Nominal concentration)

Sodium cholate (361-09-1)

LC50 - Pubu [1]

45356,434 mg/l Source: Ecological Structure Activity Relationships

EC50 - Ipyru Boguu opranusmi [1]

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

EC50 72h - Bomopaciu [1]

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

EC50 96h - Bomopaciu [1]

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

Sodium deoxycholate (302-95-4)

LC50 - Pubwu [1]

1592,185 mg/l Source: ECOSAR

EC50 96h - Bomopaciu [1]

968,709 mg/l Source: ECOSAR

12.2. YcTOlYMBOCT H Pa3rpaiuMocT

Enterobacteriaceae Enrichment (EE) Broth Mossel

YCTOWYMBOCT U pa3rpaiuMocT

‘ He ce pasrpaxzaa 0bp30

Brilliant green (633-03-4)

YCcTOWYMBOCT U pa3rpaiuMocT

‘ Not readily biodegradable in water.

Sodium cholate (361-09-1)

YCTOHUMBOCT M pasrpaJiMOCT

Not readily biodegradable in water.

Sodium deoxycholate (302-95-4)

YCTOHUMBOCT M pasrpaJiMOCT

Biodegradability in water: no data available.

12.3. Bnoakymy./Mpania cnocooHocT

Brilliant green (633-03-4)

KoedurmenT Ha pasnpenesnenune: n-okranoi/soaa (Log
Pow)

0,7647 (Experimental value, OECD 107: Partition Coefficient (n-octanol/water): Shake Flask
Method, 20 °C)

Buoakymymupaiia crocoOHOCT

Low potential for bioaccumulation (Log Kow < 4).

Sodium cholate (361-09-1)

Koedunuenr Ha pasnpeneneHue: n-okranon/sona (Log
Pow)

-0,29 (Calculated, KOWWIN)

Buoakymynuparia crnocodHOCT

Not bioaccumulative.

Sodium deoxycholate (302-95-4)

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

1,24 (Estimated value)

Buoakymynuparia cnocodGHOCT

Low potential for bioaccumulation (Log Kow < 4).
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12.4. IlpeHocuMOCT B MOYBATA

Brilliant green (633-03-4)

IToBBPXHOCTHO HANPEKEHHE No data available in the literature

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

Sodium cholate (361-09-1)

[peHocuMocT B royBata 1140 Source: Quantitative Structure Activity Relation

Exosorust - mousa Highly mobile in soil.

Sodium deoxycholate (302-95-4)

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

12.5. Pesyaratu ot ouenkara Ha PBT u vPvB

KomnonenTt

BemtectBo(a), Heotrosapsiio(u) Ha kputepuute 3a PBT na | Sodium cholate (361-09-1)
Pernament REACH, B crotercTBue ¢ [Ipunoxenne XIIT

BemtectBo(a), HeotroBapsiio(u) Ha kputepuute 3a vVPVB Ha | Sodium cholate (361-09-1)
Pernament REACH, B crotBercTBue ¢ [Ipunoxenne XIIT

12.6. CoiicTBa, HapymaBamy (GyHKIHHTE HA eHAOKPHHHATA CHCTEMA

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

12.7. ipyru He6aaronpusitHu edextu

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

PA3JIEJI 13: O0e3Bpe:kiaHe Ha OTHagbLUTE

13.1. MeTtoau 32 TpeTHPaHe HA OTHAXBIHU

PeruonanHu pasnopendu 3a OTHagbIUTE : OGe3BpexaaHeTo TpsiOBa J1a ce M3BBPIIBA B CHOTBETCTBHE C OQUIMATHUTE Pa3Hopea0H.

Mertoau 3a TpeTHpaHe Ha OTIAIbII . U3xBbprere chabpiKaHNETO/OMAKOBKATA B ChOTBETCTBUE C MHCTPYKIIMHUTE 32 COPTUPAHE Ha
JIMIIEH3UpaHaTa ciayx0a 3a 00e3Bpex/1aHe Ha OTMaIbIIN.

Ipenopbku 3a OTBEXJaHE HA OTHAIBbYHU BOJIU : OGe3BpexaaHeTo TpsiOBa J1a ce M3BBPIIBA B CHOTBETCTBHE C OQUIMATHUTE Pa3Hopea0H.

[pemopbku 3a 06e3BpekIaHe HA MPOAYKTa/OMakoBkaTa : Jla ce cra3BaT MpUIIOKUMUTE MPaBUIia 3a ACTOHUPaHe Ha TBBPAU oTnaabin. O0e3BpexIaHeTo

TpsiOBa [a ce U3BHPIIBA B CHOTBETCTBHE ¢ OQUIIHATHHUTE Pa3mopeadu.

JlombnauTenHa nHGopMarus . Jla He ce M3MONI3BAT IOBTOPHO MPA3HUTE ONAKOBKH.

PA3JIEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

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

ADR IMDG IATA

ADN

RID

14.1. Homep no cnucbka Ha OOH wian naeHTHGUKAIOHEH HOMEDP

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxxumo

He e npunoxumo

14.2. TouHo HaHMeHOBaHUe HA MpaTKaTa mo cnucbka Ha OOH

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxumo

He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He ce perymupa ‘ He ce perynupa

He e npunoxxumo

He e npunoxumo
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ADR IMDG IATA ADN RID

14.4. Onakopb4Ha rpyna

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

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He ce perynupa ‘ He ce perynupa ‘ He e npunoxxumo ‘ He e npusnoxumo

Hsima ombiHUTENIHA HAJIMYHA m—ubopMaum{

14.6. CniequaaHu mpeana3sHu MepKy 3a MOTPeOHTeINTe

CyXombTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He ce perynupa

Bb3aymien Tpancnopt
He ce perynupa

TpaHcHopT M0 BHTPEUIHNTE BOAHU MBTHINA
He e npunoxumo

KesiesombTeH TpaHCHOPT
He e npunoxumo

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUIIHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPpCKa opraHu3anus

He e npunoxumo

PA3IEJ 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CoenuuyHu 3a BeNIECTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJTHATA
cpena

Peramamentn Ha EC

REACH, Ilpnnoxenue XVII (YciaoBus 32 orpaHu4YaBaHe)

He cpappika BemectBo(a), BkiodeHo(un) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpannyaBase)

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He cpappixa BemectBo(a), BritoueHo(n) B I[Ipunoxenne XIV va REACH (Crnmchk Ha BelecTBara 3a pa3penraBaHe)

REACH, Cnucbk ¢ kanauaaTt-emectsa (SVHC)

He cpabpika BemectBo(a), BKimoyeHo(u) B ciuchbka Ha REACH ¢ kanauar-seriecTsa

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

He cpappixa BemectBo(a), BritoueHo(n) B PIC crimcebka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA ONACHU XUMHUKAIIH)

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHUYHU 3aMbPCUTEIH)

He cpabpixa BemiecTBo(a), BKirodeHo(n) B crucbka ¢ YO3 (Permament EC 2019/1021 0THOCHO yCTOHYMBHUTE OPraHUYHH 3aMbPCUTEIIN)

PeryiaMeHT 0THOCHO BelecTBa, KOUTO HAPYIIABAT 030HOBUS ¢J10ii (2024/590)
He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBHS cioi (Perimament EO 2024/590 oTHOCHO BenecTBa, KOUTO

HapyIIaBaT 030HOBHS CJIOH)

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

He cpappixa BemectBo, koeto e npexmeT Ha PETJITAMEHTA HA CBBETA (EC) 3a koHTpoI Ha H34enus ¢ IBOHHA yrmoTpeba

PersiameHnT oTHOCHO npekypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpika BemmecTBo(a), BKIIIOYSHO(M) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npemnaranero Ha nasapa u ynorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIIECTBA)
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Per;iaMeHT OTHOCHO IpeKypCcOpHTe HA HAPKOTHYHY BemecTsa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuunuTe BemecTBa (Pernmament EO 273/2004 0THOCHO MPOU3BOICTBOTO U IIyCKAHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 33 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICMXOTPOIHH BEILIECTBA)

5.2, OueHka Ha 0€30MaCHOCT HA XHMHUYHOTO BelIeCTBO HJIM CMeC

Hee H3BBPIICHA OLICHKA HA XUMHUYECKaTa 6e301acHOCT

PA3JIEJI 16: Apyra ungopmanus

ChbKpanieHusi 1 AKPOHUMMH:

ACGIH AMepHKaHCKa KOH(EPEHIHs Ha AbP)KaBHUTE HHIYCTPUATHI XUTHEHUCTH
ADN EBporeiicko criopasyMeHune 3a MeXIyHapo/ICH IPEBO3 Ha OIIACHU TOBAPH 110 BHTPEIIHNTE BOJHH ITBTHILA
ADR EBponeiicka criorogba 3a MexIyHapOAEH IPEBO3 Ha OMACHH TOBAPH II0 IIOCEe
ATE OueHka Ha OCTpa TOKCHYHOCT

BCF DakTop 32 OHOKOHIIEHTPALHSI

BLV buronornyna rpaHuYHA CTORHOCT

BOD Buoxnmuana norpedHocT oT Kncaopox (BITK)

CAS Ne Howmep na Ciryx6ara 3a XUMUIHI HHJIEKCH

CLP PernaMeHT OTHOCHO KJIacH(HIMPAHETO, ETUKETHPAHETO U onakoBaHeto; Permament (EO) Ne 1272/2008
COoD Xumuyna notpedHoct ot kuciopox (XIIK)

CSA OLeHKa Ha Oe30I1aCHOCT Ha XMMHWYHOTO BEIIECTBO UIIA CMEC

DMEL Tomy4ena MuHUMAaITHA JeficTBaIa 103a/KOHLCHTPALHS

DNEL Iomy4ena HenelicTBama J103a/KOHIIEHTPALIS

EO Ne Howmep na EBpomneiickara o0mHocT

EC50 Cpenna ehekTHBHA KOHIICHTPALIHS

ED Enpokpunen Hapymmren

EN EBponeiicku crangapt

EWC EBporneiicku karanor Ha oTnagbIuTe

IARC MeskayHapo/jHa areHIMs 3a U3CIEeIBAHE Ha paKa

IATA MesxayHapo/jHa acolyalLys 3a Bb3AYyLIEH TPAHCIIOPT

IMDG MesxayHapoJieH KOAEKC 3a IPeBO3 Ha OIACHU TOBAPHU 110 MOpPE

LC50 CpenHa CMBPTOHOCHA KOHIICHTPAIIUS

LD50 CpenHa CMBPTOHOCHA 71032

LOAEL Haii-Huckarta 103a, IpH KOsITO ce HabJroJaBa HeOIaronpusTeH epexT
Log Kow KoedummenT Ha pasnpenenenue: n-okranoi/soaa (Log Kow)

Log Pow Koegumment Ha pasnpenenenue: n-okranon/sona (Log Pow)

MAK MaKCHMAaJIHa KOHIIGHTPaIus Ha pabOTHOTO MACTO

NOAEC Konnenrpanus 6e3 HabmoaBaH HeOMaronpusaTe edext

NOAEL Huso 6e3 nabmonaBan HebnaronpusaTeH eext

NOEC Konnenrpanus 6e3 HabIIr01aBaHO BB3ACHCTBHE

HY.K. Heykazanu KoHKpeTHO

OECD OpraHu3anys 32 HKOHOMAYECKO ChbTPYAHHIECTBO H Pa3BUTHE
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CbKpaneHust  AaKPOHUMH :

OEL I'pannvHa CTOMHOCT HA EKCTIO3ULIHS HA PaOOTHOTO MACTO

OSHA AMepHKaHCKa aIMIHHUCTPALHS [0 TPYAOBa OE30IaCHOCT U 3/IpaBe
PBT VYeroitunBo, 6HOAKyMYJIUPALIO U TOKCHYHO

PNEC IIpennonaraema HeaelcTBala KOHIEHTPALUS

JITIC JInanu npenna3Hu cpeacTsa

RID IIpaBUITHHK 32 MEXyHapOIEH JKEIE30MIbTEH IPEB03 HA ONIaCHU TOBapU
nJib Nudopmaronex JHCT 3a 6€30MacHOCT

STP IIpeuncTBaTeHa CTAHIUS

TF TexHuuecka GyHKIUSL

TIIK Teopernuna notpebHocT oT kuciopox (ThOD)

TLM CpenHO HHBO Ha TOKCHIHOCT

TWA IIpereriena BbB BpEMETO CPEiHA CTOHHOCT

JIOC JletniuBYM OpraHUYHY ChEAUHEHHUS

vPvB MHOro yCTOHYHBO U MHOTO OHOAKyMYJTHPAIIO

UFI YHukaneH uneHTuukarop Ha Gpopmynara

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoOCT (opainHa), Kareropus 4

Aquatic Acute 1 OmacHo 3a BOIHATa cpefia — 0CTpa OMacHOCT, KaTteropus 1

Aquatic Chronic 1 OracHo 3a BOJIHATA CPe/la — XPOHUYHA ONACHOCT, Kateropust 1

Aquatic Chronic 3 OrnacHo 3a BOJHATA CPe/la — XPOHUYHA ONACHOCT, KATeropust 3

Eye Dam. 1 Cepro3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 1

Skin Sens. 1 Koxna cencubumzanust, Kareropus 1

STOT SE 3 CrrennidHa TOKCHYHOCT 3a ONPEJIETIeHN OpraHy — €HOKpaTHa eKxcrio3unus, Kareropus 3, npa3sHeHe Ha MXATEHUTE TBTHIA

H302 Bpenen npu morasiane.

H317 Moxe /1a IPUYMHM aepruyHa KOXKHa PeaKIys.

H318 Ipenu3BHUKBa CEPHO3HO YBPEKIAHE HA OUHTE.

H335 Moske 1a mpeau3BUKa Ipa3sHeHe Ha AUXaTeIHUTe IBTHINA.

H400 CHITHO TOKCHYEH 32 BOJHNTE OPTaHU3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH, C JBITOTPacH eeKT.

H412 Bpenen 3a BogHHTE OpraHU3MU, C ABITOTPACH e(EKT.
Knacudukarmsara € B CbOTBETCTBUE C : ATP 12

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

Tazu HII(b()pMﬂLlHH C€ OCHOBAaBa Ha HAIMTE TCKYIIX MMO3HAHUA U € ITPEAHA3HAUCHA J1a 1aJ€ ONMCAaHUE Ha NPOAYKTa CaMO 3a LEIUTE Ha 3IpaBCOIa3BaHETO,

0e30macHOCTTa U OKOJIHATA cpena. HO}’)ELJH TOBA, Ts HE Tp?{6Bél Ja C€ ThJIKYBA KaTO rapaHius 3a CBOMCTBaTa Ha IpoOayKTa.
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