Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3gaBane: 13.10.2025 r. Bepcus: 1.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

TBProBCcKO HANMEHOBAHUE : Harlequin® Tryptone Bile Glucuronide Agar (TBX)

Kon na nponykra : NCM1001

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

Howmep(a) Ha gactute : NCM1001|700004780|NCM1001A[700004781|NCM1001B|700004782|NCM1001C|700004783|NC

M1001D|700004784|NCM1001S

1.2. MnenTuduuupanyn BUI0Be YIOTPeda HA BeIeCTBOTO WJIH CMeCTa, KOUTO €A OT 3HaUeHHe, U BHAOBE YNOTpeda, 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 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. Knacudunupane Ha BelIeCTBOTO HJIM cMecTa

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

He ce knacudunupa

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATA cpeJa

ITo HamWM CBEIeHHs, TO3H IPOIYKT HE MPEJICTABIIsIBa OCOOCH PHCK IPH YCIIOBHE, Y€ Ce Clia3BaT OOIINTE MpaBiJIa 3a IPOMHUIIUICHa XHUTHEHA U TEXHUKA 32
06e301acHOCT.

2.2. EleMeHTH Ha eTHKeTa

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

EUH o¢pa3u : EUH210 - VndopmarmoneH auct 3a 6€30MacHOCT Iiie 0be HPEACTaBeH MPH IOUCKBAHE.

2.3. Ipyru onacHoCTH

He cvapprxa PBT w/nin vPvB Bemectsa > 0,1%, onenenn B crotBercTBHEe ¢ REACH, Ipnnoxenue XIII

KomnoneHT

BemtectBo(a), Heotrosapsiio(u) Ha kputepuute 32 PBT na | Sodium cholate (361-09-1)
Pernament REACH, B crotBerctBure ¢ [Ipunoxenne XIII

BeuecrBo(a), HeotroBapsimo(n) Ha kputepunte 3a vVPvB na | Sodium cholate (361-09-1)
Pernament REACH, B crotBerctBure ¢ [Ipunoxenne XIII
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

CMecTa He ChIbpiKa BelecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, M3rOTBEH B choTBeTcTBHE ¢ WwieH 59(1) or REACH, 3a npurexaBaHe Ha CBOWCTBA, HAPYILIABAIIN
(yHKIUHTE Ha eHJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HASHTH(UIUPAHO KaTo IPHUTEKABAIO CBOHCTBA, HAPYNIABAIH (DYHKIIMUTE Ha
€HJJOKpHHHATa CHCTEMa B CHOTBETCTBUE C KpuTepuure, onpenencuu B Jlenerupan Permament (EC) 2017/2100 Ha Komucusra nmu B Pernament (EC) 2018/605 na
KowmmucusTa B KOHIIGHTpAIYs, paBHA Ha WK mo-rossMa ot 0,1 %

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.2. Cmecn
HaumenoBanue Hnentuduxarop Ha % Knacudukauus B cboTBeTCTBHE €
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Sodium deoxycholate CAS Ne: 302-95-4 >1-<5 Acute Tox. 4 (opanna), H302
EO Ne: 206-132-7 STOT SE 3, H335
Sodium cholate CAS Ne: 361-09-1 >1-<5 Aquatic Chronic 3, H412
EO Ne: 206-643-5

3a e Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a omacHOCT: BK. paszen 16

PA3JIEJI 4: Mepku 32 mbpBa moOMOII|

4.1. Onucanne Ha MePKHUTE 32 MHPBA MOMOL

IIppBa nomo1i - 00U MEPKH © AKO ce IO4yBCTBATE 3JI€, IOThPCETE MEJULIUHCKA TIOMOLII.

[TppBa OMOLIL TIPH BMIIBAHE . U3Bezere nMIETO HA YUCT BB3AYX U IO [IOCTABETE B O3MIIKS, YICCHSBAIIA TUIIAHETO.

[IbpBa HOMOII IPYU KOHTAKT € KOXKATa . M3muiiTe KoxaTa ¢ MHOT'O BOJA.

[TppBa mOMOLI P KOHTAKT C OYHTE . UW3mnakuere ounte ¢ BOAA KaTO MPEANa3Ha MIPKa.

[TspBa mOMOLIL TIPH MOTJTBIIAHE . Ilpu HepasmosoxeHue ce 06aseTe B LIEHTHP 110 TOKCHKOJIOTHS HJIH Ha JIeKap.

Camo3aiira Ha OKa3Ballysl MbpBa MOMOLL . IlepcoHansT, OKa3Ball IbpPBa MOMOIL, TPSIOBA a HOCH MOAXOSIIN JHYHH PEANa3HH CPEACTBA.

4.2. Haii-checTBeHn OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

Cumnromu/e)eKTH Clieli BAUIIBAHE . Hsma npu HopMaiau ycnoBus. [IpaxbT oT HPOAyKTa, ako MMa TaKbB, MOXKE 1A IPUYHHU Jpa3HeHe Ha
JIUXaTeTHUTE IBTHUIIA CIIC TPEKOMEPHO H3/IaraHe Ype3 BAHUIIBAHE.

Cumnromu/e)eKTH CIIeT KOHTAKT ¢ KOXKaTta : Hsama npu HopMaiHu ycnoBus. [IpaxbT Moke /ja IPHYUHY Apa3sHEHE B THHKUTE HA KOXKATa I IIPU
KOHTAKT, KOTaTO HOCHTE TECHH JPEXH.

Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . Hsama npu HopMaiHu ycnoBus. [IpaxbT OT HPOAyKTa MOXE Jia TIPETU3BHKA APA3HEHE Ha OYHTE.

CumroMu/epeKTd Ciie MorTbInane : Hsama npu HOpManHu ycrnoBusl.

4.3. Yka3zanmue 3a HE0OX0AMMOCTTA OT BCAKAKBY HEOTJI0KHU METUIHMHCKH TPUKHA U CNICLIUATTHO JIeYeHHue

Jla ce 1exkyBa CUMITOMAaTHYHO.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

Ioaxoadmu noxaporacuTeIHA CPeCTBA . Bogen cmpeii. Cyx npax. Ilsna.
Henoaxonsuy noxxaporacuTeNnHu CPeACTBA : Jla He ce U3MoON3Ba CUIIHA BOJHA CTPYSl.

5.2. Ocobenn OIMACHOCTH, KOUTO MPOU3THYAT OT BEIECTBOTO UJIN CMECTa

OmnacHOCT OT moap . Hsma puck ot moxap.
OmnacHOCT OT eKCILIO3ust . Hsma omacHOCT OT IMPEKTHA €KCIIO3HS.
OnacHy NPOJYKTH Ha pa3lajaHe B CIydaid Ha Ioxap : BB3MOXHO € OTAEeNIHEeTO Ha TOKCHYHN W3MapeHNsL.

5.3. CbBeTH 32 NMOKapHHKApHTE

I/IHCprKI.II/II/I 3a raCc€HC Ha IoXXapu . C orpns Tpﬂ6Ba Ja ce 60pHTe oT 6e301acHo PasCTOAHUE U OT 3AIUTECHO MACTO. ,Z[a HE C€ BJIM3a B
30HH HaA OXKap 0e3 NpEearasHu CpeCTBa, BKII. U CPEACTBA 3a AUXATE/IHA 3allldTa.
3amuTa TIpy racCHE Ha oXxap . I[a HE c€ npeAnpueMa Hameca 663 MOIXO/IAIIO 3AIUTHO 060pyz[BaHe. ABTOHOMEH U n3oJmpalti

arapar 3a 1uxaTeiiHa 3alluTa. IIbyna 3amuTa Ha TSUIOTO.
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

31EJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1. JImuHM MpeAna3sHU MePKH, IPEANAa3HH CPeICTBA U MPOIeAYPH MPH CHEIIHH CIy4an

OO0um Mepku : Jla ce yBeIOMST BJIaCTUTE, aKO MPOIYKTHT MOMAIHE B KAHATIM3ALUATA WK OOIIECTBEHN BOJIOECMH.
[TonuiiTe pa3naToTo, 32 1a ce MPeIOTBPATAT MaTepHaIHU BPEaHU.

3a mepcoHaJ1, KOITO He 0TTOBaps 32 CIEIIHH CIIyYan

3aluTHE cpeacTBa : Jla ce HOCAT penopbYaHUTE JIUYHH NIPENa3sHH CPeCTBA.
ABapuiiHH IJIaHOBE . Jla ce npoBeTpy 30HaTa Ha pa3iMBaHe/Pa3CUIIBAHE.

3a JIMIaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

3aImuUTHY CpeACTBa : Jla He ce mpeanpueMa HaMeca 0e3 MOAXOAIIO 3alUTHO obopyABaHe. 3a moBede HH(popManus,
BrokTe paszen 8: "KoHTpon Ha ekcro3umusiTa/ TMYHU NpeIa3Hu cpefcTna’.
ABapuiiHu 1IIaHOBE : Jla ce oTCTpaHH HEHYKHUS ITepCOHAIL.

6.2. IIpenma3Hu MepKH 32 ONa3BaHe HA OKOJHATA cpeia

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHATa cpeaa.

6.3. MeToau u MaTepuaJIHi 32 OrpaHUYABAHE H MOYNCTBAHE

3a 3agbpiKkaHe : C momoliira Ha YMCTAa JIONATa [IOCTaBETe MaTepualla B CyX ChJ/l M IO IOKpHiiTe, 6e3 Ja ro IpUTUCKATE.
Meroau 3a OYHCTBaHE : Cpbepere NpoOayKTa 10 MEXaHUYEH HAYKH.
Jpyra undopmarus © Marepuanure Wix TBBPAUTE OCTATHLH Jia CE U3XBBPIIAT HA PA3PELICHO 3a LIEITa MACTO.

6.4. Ilo3oBaBaHe Ha APYTH pa3ieIn

3a moBeue HHpOpMAKs, BIKTE pazaen 13.

3AEJI 7: PaGora u cbXpaHeHHe

7.1. llpeana3Hu MepKH 3a 0e3omacHa pagoTa

[Npenmnasau Mepku 3a Ge3omacHa pabora : /Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MACTO. HoceTe TnuHM npeanasHu CpecTBa.
XUTUEHHH MEPKH . Ja He ce sie, mie WK MyLIH MpU ynoTpeda Ha IpoayKTa. BiuHarn u3MuBaiite pplere cu cier
pabora ¢ mpojyKra.

7.2. YcnoBus 3a 6€30macHo CbXpaHfiBaHe, BRKIKYUTEIHO HECbBMECTUMOCTH

TeXHUYEeCKH MEPKH . Jla ce chxpaHsiBa Ha MPOXJIAJHO M MPOBETPUBO MACTO, Jlajey OT TOILIHHA.

VYcnoBust 3a chXpaHsBaHe : Jla ce nppxu Ha xnaaHo. [la ce masu oT npsika CIIbHYEBA CBETIIMHA.

Temmepatrypa Ha ChXpaHEHHE :2-30°C

OnakoBbYHH MaTepHAIIH . BuHaru cbxpansBaiiTe IpoyKTa B OIAKOBKA OT ChHIIHUS MaTepHall, KaTO OPUTHHAIHATA OMAaKOBKa.

7.3. Cnieunduuna(un) kpaiina(u) ynorpe6a(i)

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

poJ Ha eKCIO3UIUSITA/INYHA npeanmasHu Cpeacraa

8.1. [lapameTpH Ha KOHTPOJX

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[

8.2. KoHnTpo. Ha ekcnio3nusiTa

Ioaxoasiuy MHKeHEPeH KOHTPOJX

Moaxoasiuy MH:KEHEPEH KOHTPOJI:

Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MSCTO.
JIMYHY Mpeana3sHu cpecTBa

JIn4yHM NpeAna3Hu CPecTBa:
/Jla ce HOCAT NMpENOpBbYAHUTE JIMIHH MPEANIA3HN CPEICTRA.
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

CuMBoJ1(M) 32 THYHH NPeANAa3HH CPeCcTBa:

3amMTa HA OYHTE U JHIETO
3ammTa Ha ouHTe:
[penmnasuu oumia

3amuTa Ha KOKaTa

3ammTa HA KOKATA M TAJIOTO:
Jla ce HOCH MOAXOAAIIO NPEIIa3HO 00JIEKIO

3amuTa Ha pBLETE:

3aIUTHE PHKaBUIN

3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa HA ANXATETHUTE MbTHIIA

B ciyuaii Ha HEZOCTAThYHA BEHTHJIALMS [a CE HOCH MOAXO/ISII AUXaTeICH arnapar
KoHTpo.1 Ha eKCIO3NIMSITAa HA OKOJIHATA cpeJa

KOHTpOJ’l HA €eKCMO3UIMSTA HA OKOJIHATA cpena:
)Ia ce n3bsraa H3IIyCKaHE B OKOJIHATa cpeaa.

31EJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ArperaTHo CbCTOsSTHUE : TBBpHO BELIECTBO
IBsT : bexos.

BrHIEH Bug © IIpax.

Mpupuc : XapakTepeH.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE . He e HanmuHo
Touka Ha 3aMpb3BaHe : He e npunoxumo
Touka Ha KUTIEHE . He e HanmuHo
3anmammmocT . Heszamanum
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanua Ha €KCIIIO3UBHOCT : He e npunoxumo
ITnamua remmneparypa : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pa3narane : He e HanmuHo
pH D T7-74

pH pastBop : He e HanmuHo

Bucko3uTeT, KHHEMaTHYEH
PasrBOopumocT

Koedwunment Ha pasnpenenenue: n-okranon/soga (Log

Kow)

Hansrane Ha mapute
Hansrane na napute npu 50°C
ITeTHOCT

OTHOCHTEIHA TITBTHOCT

OTHOCHTENHA ITBTHOCT Ha mapute npu 20°C

Pa3Mep Ha 4YaCTHUIIUTE

9.2. Jipyra undopmanus

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

He e npunoxunmo
PasTBaps ce BEB BoJa.
He e nannuno

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxumo
He e nanmmuno
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

Nudopmanronen auct 3a 6€30macHOCT

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

PA3JIEJI 10: CTa0MIHOCT M PEaKTUBHOCT

10.1. PeaknuoHHa CIIOCOOHOCT

ITpoxyKTHT € HepeaKTHUBEH IIPH HOPMAIHH YCIOBHS Ha yIOTpeOa, CbXpaHeHHEe U TPAHCIOPT.

10.2. XuMu4yHa CTA0HIHOCT

CraOuieH npu HOPMAJIHH YCIOBHSL.

10.3. Bb3MOKHOCT 32 OMACHH PEAKIINH

Hsma no3Hara oracHa peakiys Ipy HOPMaJIHHU YCJIOBHS Ha YyIOTpeOa.

10.4. YcnoBusi, kKonTo TpsidBa 1a ce n30sirBaT

Hsima npu npenopbyaHUTE YCIOBUS 32 CbXPAaHEHHUE U padoTa (BUKTE paszen 7).

10.5. HechbBMeCTHMH MaTepUATIH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

IIpy HOpMaJIHY YCIIOBHS Ha ChbXPaHEHHE U ynoTpeda He ce 00pa3yBaT OMAaCHH Pa3HafHU HPOLYKTH.

PA3JEJI 11: ToxkcukoioruuHa nHgopmanus

11.1. Mudopmanus 3a KJIacoBeTe HA ONMACHOCT, onpeaejeHn B Permament (EO) Ne 1272/2008

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (iepMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)

He ce xiacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)
He ce knacu¢uumpa (Bs3 0CHOBa Ha HATMYHUTE JAHHH, HE Ca U3IIBITHEHH KPUTEPUUTE 32
KIIacH(HIIPaHe)
He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)

Sodium deoxycholate (302-95-4)

LD50 opanHo mabx

‘ 1370 mg/kg (Rat, Oral)

Sodium cholate (361-09-1)

LD50 opamHO ‘ 2400 mg/kg TenecHo Tersio Animal: mouse
KoposuBHOCT/ mpa3HeHe Ha Kokata He ce knacudumnupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3MBIHEHH KPHTEPUHUTE 32
KIacHHIHpaHe)
pH:7-7,4
Sodium deoxycholate (302-95-4)
pH 75-9(2%)
Sodium cholate (361-09-1)
pH 8-9,5(5%)
Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHe Ha OUHTe He ce xmacuduumpa (B3 ocHOBa Ha HAIMYHUTE JIaHHU, HE Ca U3ITBIHEHN KPUTEPHUTE 3a
KIIacH(HIHpaHe)
pH:7-7,4
Sodium deoxycholate (302-95-4)
pH ‘ 75-9(2%)
Sodium cholate (361-09-1)
pH ‘ 8-95 (5%)

CeHcnOUIM3aus Ha AUXATEIHUTE IBTUIIA WK KOXKaTa

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHUTE NAHHH, HE Ca H3ITBIHCHH KPHTEPUUTE 3
KkiacupuIupane)
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

Nudopmanronen auct 3a 6€30macHOCT

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

MyTaFCHHOCT Ha 3apOAUIITHUTE KIIETKH

Kanueporennoct

TokCHYHOCT 3a pEHPOAYKLHATA

CTOO (cneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — eIHOKpaTHA EKCIIO3ULIUS

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupane)
He ce xnacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupane)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE NaHHH, HE Ca H3IbIHEHH KPUTEPHUTE 32
KIacHHIHPaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAHHH, HE Ca U3IBIHEHH KPUTSPHUTE 3a
KIacHHIHPaHe)

Sodium deoxycholate (302-95-4)

CTOO (cmenuguuHa TOKCHYHOCT 3a OIPEEICHN OPTaHH)
— €HOKpATHA CKCITO3ULHS

Moxe na Tpeau3BUKa JPA3HCHE HA TUXATCIIHATE IbTUIIA.

CTOO (crneuuuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — MOBTAPSIIIA CE EKCIO3ULIUS

OnacHOCT IpH BAMILIBAHE

He ce xiacu¢uumnpa (B3 0cHOBa Ha HAJIMYHUTE JIaHHH, HE CA U3ITBIHCHU KPUTEPHUTE 3a
KIacHHILHPaHe)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32

KIacHHIHPaHE)

Harlequin® Tryptone Bile Glucuronide Agar (TBX)

BuckosuteT, KHHEMaTHYCH

‘ He e npunoxumo

Sodium deoxycholate (302-95-4)

BHCK03I/ITCT, KNHEMAaTHYCH

‘ Not applicable (solid)

11.2. Undopmanus 3a pyra oNacHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 12: Exojioru4Ha uH(popmManusi

12.1. TokcuuHOCT

Exonorus - o010
OnacHo 3a BoJHaTa cpefia, KpaTKocpouHa (0cTpa)

OnacHo 3a BOJJHATa cpejja, IbJAroCpoYHa (XPOHUYHA)

IpoayKTHT He ce cuuTa BPEACH 3a BOAHN OPTaHU3MH M HE TIPUYMHABA TBITOTPAiHN
HeOaronpusTHE e(heKTH BbPXY OKOJIHATA Cpe/a.

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHCHH KPUTEPHHUTE 32
KIacHHIHpaHe)

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3MBIHEHH KPUTEPUUTE 32

KIacHHIHpaHe)

Sodium deoxycholate (302-95-4)

LC50 - Pubwu [1]

1592,185 mg/l Source: ECOSAR

EC50 96h - Bogopacimu [1]

968,709 mg/l Source: ECOSAR

Sodium cholate (361-09-1)

LC50 - Pu6mu [1]

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

EC50 - Ipyru Boguu opranusmu [1]

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

EC50 72h - Bopmopacu [1]

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

EC50 96h - Bomopacu [1]

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

12.2. YceTol4HBOCT H Pa3rpaiuMocT

Harlequin® Tryptone Bile Glucuronide Agar (TBX)

YcToiunBOCT U pasrpaguMocT

He ce pasrpaxma 0bp30

Sodium deoxycholate (302-95-4)

YcToiuuBOCT U pasrpaauMocT

Biodegradability in water: no data available.
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

Nudopmanronen auct 3a 6€30macHOCT

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

Sodium cholate (361-09-1)

YcToiuuBOCT U pasrpaauMocT

Not readily biodegradable in water.

12.3. BuoakymMy.JiMpaIna crocooHoCT

Sodium deoxycholate (302-95-4)

Koeduuuenr na pasnpenenenue: n-okranon/sona (Log
Pow)

1,24 (Estimated value)

buroakyMynupaiia crocooHocT

Low potential for bioaccumulation (Log Kow < 4).

Sodium cholate (361-09-1)

Koeduuuenr na pasnpenenenue: nN-okranon/Bona (Log
Pow)

-0,29 (Calculated, KOWWIN)

Broakxymynmpania ciocoGHoCT

Not bioaccumulative.

12.4. TIlpeHocHMOCT B IOYBATA

Sodium deoxycholate (302-95-4)

Exosnorust - mousa

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

Sodium cholate (361-09-1)

IIpenocumoct B nouysara

1140 Source: Quantitative Structure Activity Relation

Exosnorust - mousa

Highly mobile in soil.

12.5. Pesyaratu ot ouenkara Ha PBT u vPvB

KommnonenTt

Bemecto(a), HeoTroBapsimo(n) Ha kputepuute 3a PBT Ha
Pernament REACH, B crotercTsue ¢ [Ipunoxenne XIIT

Sodium cholate (361-09-1)

BemectBo(a), HeoTroBapsio(u) Ha KpuTepuuTe 3a VPVB Ha

Pernament REACH, B chotBercTBue ¢ [Ipunoxenue XIII

Sodium cholate (361-09-1)

12.6. CBoiicTBa, HapymaBamy (pyHKIHNTE HA €HIOKPHHHATA CHCTEMA

HsiMa HanM4YHa TOMBJIHATENHA HHQOPMALIHS

12.7. ipyru HebJ1aronpusiTHA e eKTH

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

PA3JIEJI 13: O0e3Bpe:kaaHe Ha OTHagbUUTE

13.1. MeTtou 32 TpeTHPaHe HA OTHAXBIHU

Pervonannu pasnopendu 3a OTnagbLuTe
MeTtonu 32 TpeTHpaHe Ha OTIAIbIH

IpenopbKy 3a OTBEX/IaHE Ha OTIAXBYHN BOAU
IMpenopsku 3a 06e3Bpesk/IaHe Ha MIPOITYKTa/ONaKoOBKaTa

JlombianTenHa nHQOpManus

O6e3BpexknaHeTo TPSIOBA 1a Ce M3BBPIIBA B CHOTBETCTBHE C O(PHUIIHAIHUTE Pa3IOPEaOH.
H3xBBpIIETE ChABPKAHUETO/OMAKOBKATA B ChOTBETCTBHE C MHCTPYKIIMHUTE 32 COPTUPAHE Ha
JIMIEH3MpaHaTa ciy’k0a 3a 00e3Bpesk/1aHe Ha OTHAIBIIH.

O6e3BpexknaHeTo TPsIOBA 1a ce M3BBPIIBA B CHOTBETCTBUE C O(QHIIHMAIHUTE Pa3IOPEnOH.

. I[a C€ cla3Bat IPUIIOKUMHUTE ITpaBuJia 3a ACIOHUPAHE Ha TBBPAU OTIIAABIIH. O6e3Bpe>1<z[aHeT0

TpsI0Ba J]a ce M3BBPIIBA B CHOTBETCTBUE C OPUIHAIHUTE Pa3OPEaOH.

. I[a HE C€ U3N0JI3BaT MMOBTOPHO IMPA3ZHUTE OITAaKOBKH.

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA / ADN / RID
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

ADR IMDG IATA ADN RID

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

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

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

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

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPAHE

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

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

14.5. OmacHocTH 32 OKOJIHATA cpe/ia

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa ‘ He e npunoxxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. Cnieyua/iny npeana3’Hu MEPKH 32 MOTpeduTeInTe

CyXombTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no Mope
He ce perynupa

Bb3aynien Tpancnopr
He ce perynupa

TpaHcHopT N0 BHTPEUIHNTE BOJAHU MBTHINA
He e npunoxxumo

Kesie3ombTeH TpaHCHOPT
He e npunoxxumo

14.7. MOpCKH TPAHCHOPT HA TOBAPU B HACUITHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOpPCKa opraHusanus

He e npunoxxumo

PA3EJI 15: UudopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CienudvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA ypea0a/3aK0HOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3/[PABETO M OKOJHATA
cpeaa

Pernamentu na EC

REACH, IIpuaoxenue XVII (YciioBus 3a orpaHuyaBane)

He cpappixa BemecTBo(a), BritoueHo(n) B [Ipuinoxkenne XVII nva REACH (YcnoBus 3a orpannyaBaHe)

REACH, ITpnnoxenue XIV (Ciuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He cpappixa BemectBo(a), BkioueHo(u) B [Ipunoxenne XIV na REACH (Crnmchbk Ha BelecTBaTa 3a pa3penraBaHe)

REACH, Cnucbk ¢ kanauaat-semiecrsa (SVHC)

He cpabpika BemecTBo(a), BKitoyeHo(n) B crincbka Ha REACH ¢ kanannar-BemecTsa

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

He cpabpixa BemectBo(a), BkirodeHo(n) B PIC crncska (Permament EC 649/2012 0THOCHO M3HOCA M BHOCA HA OMACHH XHMUKAIIH)

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBH OPraHuYHU 3aMbPCUTEIN)

He cpabpixa BemecTBo(a), BritoueHo(n) B criucbka ¢ YO3 (Permament EC 2019/1021 0THOCHO yCTOWYNBHTE OpPraHUYHU 3aMbPCHTEIH)
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

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

Per;iaMeHT OTHOCHO BelllecTBA, KOHTO HAPYHIABAT 030HOBH cJioi (2024/590)

He cpabpika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapyiaBaT 030HOBHs cioil (Perimament EO 2024/590 0THOCHO BeliecTBa, KOUTO
HapyIaBaT 030HOBHUS CJIOH)

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

He cpabpixa BemectBo, koero ¢ npenmer Ha PETJIAMEHTA HA CBBETA (EC) 3a KOHTpOII Ha M3/IeiHs C [BOiHA yrnoTpeda

Per;iaMeHT OTHOCHO TNpeKypcopuTe Ha B3pHBHU Bemecta (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Permament EC 2019/1148 3a npeiaranero Ha nasapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAPpKOTH4YHHM BemlecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B criuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe BeniectBa (Pernmament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICH! BEIIECTBa, U3I0JI3BAaHU 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HJIHM TICUXOTPOITHH BELIECTBA)

15.2. Ouenka Ha 0€30IaCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

Hee H3BBpLICHA OLICHKA Ha XUMHUYIECKaTa 0e30macHoCT

PA3JIEJI 16: Apyra uapopmanus

ChbKpalleHHsl 1 AKPOHUMHU:

ACGIH AMepHuKaHCKa KOH(PEPEHIHs Ha AbP)KaBHUTE HHIYCTPUATHH XUTHEHUCTH
ADN EBporeiicko criopasyMeHune 3a MEXIyHapO/I€H IPEBO3 Ha OMACHU TOBAPH 110 BHTPEIIHUTE BOJHH ITbTHILA
ADR EBponeiicka crioronfa 3a Mex/IyHapoeH IIPeBO3 Ha ONIaCHH TOBApH II0 IIoCe
ATE OneHka Ha OCTpa TOKCHYHOCT

BCF daxTop 3a OMOKOHIIEHTPALIUS

BLV Buonornuxa rpaHuYHA CTOWHOCT

BOD Buoxumuuna motpe6roct ot kuciopos (BIIK)

CAS Ne Howmep na Ciryx6ara 3a XMMUYHU UHICKCH

CLP PernmameHT OTHOCHO KiIacH(HIIMPAHETO, ETHKETHPAHETO U onakoBaHeTo; Permament (EO) Ne 1272/2008
COD Xumnana notpebHocT oT Kucaopo (XITK)

CSA OueHka Ha 6€30ITaCHOCT Ha XUMUYHOTO BEIIECTBO MIIH CMEC

DMEL Tomyvena MUHUMAITHA JeiicTBAIIA 103a/KOHIICHTPALHS

DNEL Ionyvena HenmelcTBamIA 103a/KOHIICHTPALHS

EO Ne Howmep na EBponeiickara obumoct

EC50 Cpenna epeKTUBHA KOHIIEHTPAIIUS

ED EnjokprHeH HapymuTen

EN EBponeiicku crangapt

EWC EBponeiicku katanor Ha OTHagbLUTE

IARC MexryHaposiHa areHIus 3a U3cjaeBaHe Ha paka

IATA MesxnyHnapoJHa acouuanys 3a Bb3AyLIEH TPaHCIIOPT

IMDG MexayHaposieH KOZIeKC 3a IIPEBO3 Ha ONACHH TOBApH IO MOpe

LC50 CpenHa CMBPTOHOCHA KOHIICHTPAIIUS

LD50 CpenHa CMBPTOHOCHA 71032

LOAEL Haii-nuckara no3a, IpH KOSITO ce HaOII0jaBa HEOIAronpuaTeH eheKT

Log Kow Koedumuent Ha pasnpenenenue: n-okranon/soga (Log Kow)
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Harlequin® Tryptone Bile Glucuronide Agar (TBX)

Nudopmanronen auct 3a 6€30macHOCT
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CbKpaneHust  AaKPOHUMH :

Log Pow Koedumuent Ha pasnpexnenexue: n-okranon/sona (Log Pow)
MAK MaKCHMAaJTHa KOHIICHTPALUs Ha pabOTHOTO MSCTO

NOAEC Konnenrpauus 6e3 Habo1aBal HeOnaronpusaTer edhext
NOAEL Huso 6e3 HabmoaBan HebnaronpusaTeH ekt

NOEC Konuenrparus 0e3 HaOIH0JaBaHO BB3/ICHCTBUE

H.V.K. Heyxazanu koHKpeTHO

OECD OpraHu3arys 32 HKOHOMUYECKO ChbTPYAHHYIECTBO H Pa3BUTHE
OEL I'pannvHa CTOMHOCT HA EKCTIO3ULHS HA PaOOTHOTO MACTO
OSHA AMepHKaHCKa aIMUHHUCTpPALHUS [0 TPYAOBa OE30IaCHOCT U 3/IpaBe
PBT VYcroitunBo, OHoaKyMyIupanio U TOKCHIHO

PNEC IIpennonaraema HeaelcTBala KOHLIEHTpALUS

JITIC JInunu npena3Hu cpencTBa

RID TIpaBUITHHK 338 MEXIYyHAPOICH JKENE30IIbTEH MPEBO3 HA OMACHU TOBAPH
nJib Nudopmanonex IHCT 3a 6€30MacHOCT

STP IpeuncTBaTeNHa CTAHIHUS

TF Texunuecka QyHKIMSA

TIIK Teopernuna norpebHocT ot kuciopox (ThOD)

TLM CpenHO HHBO Ha TOKCHIHOCT

TWA IIperernena BbB BPEMETO CpeIHa CTOHHOCT

JIOC JletnuBY OpraHUYHY ChEANHEHHUS

vPvB MHOro yCTOHYHBO U MHOTO OHOAKyMYJTHPAIIO

UFI YHukaneH uneHTudukarop Ha Gpopmynara

Ibaen Texer Ha H- u EU

H-npenynpemeﬂuﬁTa 32 OIMaCHOCT:

Acute Tox. 4 (opanHa)

Octpa TokcuuHocT (opanHa), Kateropus 4

Aquatic Chronic 3

OmnacHo 3a BOJHATa cpeia — XpOHWYHA OMACHOCT, KaTeropus 3

STOT SE 3 CreruraHa TOKCHYHOCT 3a OMPE/IETIeHN OPTraHy — eHOKpaTHa ekcro3uims, Kateropus 3, npasHeHe Ha AUXaTEIHUTE TBTUIIA
H302 Bpenen npu nornsinase.

H335 Moske 1a mpequ3BUKa Ipa3sHeHe Ha AUXaTeIHUTe IBTHINA.

H412 Bpenen 3a BogHHTE OpraHU3MU, C ABITOTPACH e(EKT.

EUH210 Hudopmanuonen IuCT 3a 6€30IacHOCT 1ie Ob/e IPeICTaBeH IPH IIOUCKBAHE.

Knacudukarmsara € B CbOTBETCTBUE C

ATP 12

Wudopmanmonen iuct 3a 6e3onacuoct (M1J16), EC

Tazu HII(b()p)[(lLIHH C€ OCHOBAaBa Ha HAIIIMTE TCKYIIX MMO3HAHUA U € ITPEAHA3HAYCHA J1a 1aJ€ ONMCAaHUE Ha IPOAYKTa CaMO 3a LEIUTE HA 3IpaBCONa3BaHETO,

0e30macHOCTTa U OKOJIHATA cpena. HOpﬂ,ILH TOBA, T HE Tp?[()Bll Jla C€ ThJIKYBa KAaTO rapaHius 3a CBOMCTBaTa Ha MpoayKTa.
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