Clostridium Difficile Agar Base

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3gaBsane: 2.10.2025 r. Bepcus: 1.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

TBproBcko HaHMEHOBAaHHE . Clostridium Difficile Agar Base
Kon na nponykra : NCMO0128

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gactute : NCMO0128|700004515|700004516

1.2. MnenTuduuupann BUI0Be YIOTPeda HA BeLIECTBOTO WM CMeCTa, KOUTO ¢a OT 3Ha4YeHHe, U BH/I0Be yNoTpeda, KOMTO He ce
npenopb4YBar

HUnentndunupann ynorpeoun

Ymorpeba Ha BemecTBOTO/CMeCTa : JlaGopaTOpHM XMMHUKAII
Hayunu u3cnenBaHus U pa3BUTHE

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHUS JIHCT 32 6€30MacHOCT

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. TesiedoHeH HOMEP NPH CHENIHH CIIY4YaH

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

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kuaacuduxauus B cborBercrue ¢ Pernavent (EQ) Ne 1272/2008 [CLP]

He ce knacudunupa

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 31paBeTO HA YOBEKAa H 0KOJHATA cpeJa

ITo HammM CBEIeH s, TO3HM IPOYKT HE MPEJICTABIIsABAa OCOOCH PUCK IPH YCIOBHE, Y€ Ce CIIa3BaT OOIIKTE MPaBIJIa 3a IPOMHUIIUICHA XUTHEHA U TEXHHKA 33
06e301acHOCT.

2.2. EleMeHTH Ha eTHKeTa

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

Henpunoxumo eTukerupane

2.3. Ipyru onacHoCTH

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

KomnoneHT

BemtectBo(a), HeoTtroBapsio(n) Ha kputepuure 3a PBT na | Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
Pernament REACH, B cvorerctsre ¢ [Ipunoxenne XIIT | (113-24-6)

BeuectBo(a), HeotroBapsimo(n) Ha kpurepunte 32 vVPVB na | Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
Pernament REACH, B chotBerctBue ¢ Ipunoxenne XIIT | (113-24-6)
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Clostridium Difficile Agar Base

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

CMecTa He ChIIbpiKa BelecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, M3rOTBEH B choTBeTcTBHE C WwieH 59(1) or REACH, 3a npurexaBaHe Ha CBOMCTBA, HapyILIaBaIlx
(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 Komucusta nmu B Pernament (EC) 2018/605 na

KowmmucusTa B KOHIIGHTpAIYs, paBHA Ha WK mo-rossMa ot 0,1 %

3.2. Cmecn

HaumenoBanue Hnentuduxarop Ha % Knacudukauus B cboTBeTCTBHE €
NPOAYyKTA Permament (EO) Ne 1272/2008 [CLP]

Sodium chloride CAS Ne: 7647-14-5 >10-<15 He ce xmacuguumpa

BEIECTBO C HallMOHANHA(HM) TpaHnYHa(1) cToitHocT(u) Ha | EO Ne: 231-598-3
npogecronansa excriosuus (LT, LV)

Starch, soluble (potato) CAS Ne: 9005-25-8 >1-<5 He ce knacu¢urmpa
BEIECTBO C HAIIMOHAIHA(M) IPaHUYHA(M) CTOHHOCT(M) Ha EO Ne: 232-679-6
npogecronanna excriozunus (BE, CZ, ES, FR, GB, GR,

IE, PT, CH)

Sodium cholate CAS Ne: 361-09-1 >1-<5 Aquatic Chronic 3, H412
EO Ne: 206-643-5

L-Arginine CAS Ne: 74-79-3 >1-<5 He ce knacugurupa

BEIIECTBO C HAalMOHANHA(K) rpaHudHa(n) croiinocT(u) Ha | EO Ne: 200-811-1
npocdecronanna excrnosunus (LV)

Sodium pyruvate CAS Ne: 113-24-6 >1-<5 Eye Irrit. 2, H319
EO Ne: 204-024-4 Skin Sens. 1B, H317
Aquatic Chronic 2, H411

3a meianus Teker Ha H- u EUH-npenynpexienusTa 3a onacHoOCT: BX. pa3uen 16

PA3JIEJI 4: Mepku 3a mbpBa OMOII]

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITspBa nomonx - 00K MEpKU © AKO ce mo4yBCTBaTe 31€, IOTHPCETE MEUIIUHCKA TOMOIIL.

ITspBa nomor npu BAUIIBAHE : H3Benere NULETO Ha YKCT BB3/yX U IO MIOCTABETE B MO3ULIMS, YIECHSABAILA AUIIAHETO.
ITbpBa nomoI Mpy KOHTAKT € KOXKaTa . M3mmiite kokaTa ¢ MHOTO BOJIa.

ITbpBa momoI py KOHTAKT € O4UTE : HMsmnakHere ounTe ¢ BOZAA KaTo Mpe/rasHa MspKa.

IIppBa nomo1l Npy MOTITbIAHE . Ilpu HepasmonoxeHne ce 00aieTe B IEHTHP 110 TOKCUKOJIOTHS WM Ha JIeKap.

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

Cumrnromu/e)eKTH ciieli BIUIIBaHEe . Hsma npu Hopmaitau yenmoBus. [IpaxbT OT HPOIyKTa, aKo MMa TaKbB, MOXKE Ja IPHYNHH JIpasHEeHe Ha
JIMXATEeIHUTE [TBTHUIIA CJIEH TPEKOMEPHO M3JIaraHe Ype3 BAHIIBAHE.

Cumrnitomu/eheKTn clies KOHTAKT ¢ KoXKarta . Hsama npu Hopmanau ycnoBus. IIpaxsT Moske Ja IPHYHHY Jpa3HEHEe B I'bHKUTE Ha KOJKATA WITH TPH
KOHTAKT, KOTaTO HOCHTE TECHH JPEXH.

Cumrniromu/eheKTn clies KOHTAKT C O4nTe . Hsama npu HopManau ycnoBus. [IpaxsT oT mpoyKTa MOXeE Jia IpeTM3BHKa Apa3HEHE Ha OUHTE.

Cumrnitomu/eheKTH Clles IorTbIIane . Hsama npu HopMalHH yCIIOBHS.

4.3. Yka3aHue 3a HEOOX0MMOCTTA OT BCIKAKBH HEOTIOKHH MeTNIHHCKH TPHKA U CNIEUATHO JIeUeHne

I[a C€ JICKyBa CUMIITOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxkap

Ioaxoasmu noxaporacuTeTHA CPeACTBA . Bogen cmpeii. Cyx npax. Ilsna.
Henoaxonsuy noxxaporacuTeNH1 CPEACTBA : Jla He ce U3MoON3Ba CUIIHA BOJHA CTPYSI.
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Clostridium Difficile Agar Base

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

OmnacHOCT OT IoXap : Hsawma puck ot noxap.
OnacHOCT OT eKCILIO3Us : HsAma omacHOCT OT AUPEKTHA €KCILIO3USL.
OnacHy NPOJYKTH Ha pas3NafaHe B CIydai Ha Ioxap : B®3MOXKHO € 0TAensHeTo Ha TOKCHYHU U3IMapeHUs.

WHCTpyKIuH 3a raceHe Ha MOXKapH . C orpHs Tpa0Ba fa ce 6opuTte OT 6€30MaCHO PAa3CTOSHNE U OT 3alIUTEHO MsACTO. Jla He ce BIn3a B
30HH Ha IOXap 0e3 Npe/a3Hi CPeACTBa, BKIL. M CPEJCTBA 33 AUXATE/IHA 3aI[UTa.

3amuTa Opy raceHe Ha IoXap . /Jla He ce npeanpuemMa Hameca 0e3 MOAXOAIIO 3aIUTHO 000pyABaHe. ABTOHOMEH H H30IHpAIL]
amapar 3a JuxareliHa 3amura. [Tb/iHa 3aimTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu apapuii

OGH.II/I MEPKHU . I[a C€ YBCIOMST BJIACTUTE, aKO MPOAYKTHT IONAAHE B KaHAJIU3aLUATA WA OGIHCCTBCHI/I BOIOCMH.
TTonuiite PpasIATOTO, 32 Aa CC NPEAOTBPATAT MATCPUAIHA BPEAH.

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

3ammTHA cpeacTBa : Jla ce HOCAT NpenopbYaHUTE JIMYHU NPEAIa3HU CPEICTBA.
ABapuiinu njaHoBe : /Jla ce mpoBeTpu 30HaTa Ha pa3iMBaHe/pa3CHIIBAHE.

3a JIMIATa, OTTOBOPHH 32 CIICLIHU CJIy4Yau

3aIUTHH CpeaCTBa . Jla He ce npeanpuemMa Hameca 6e3 MOAXOSIIIO 3aIUTHO 000pyABaHe. 3a moBeye HH(POPMAIIHS,
BrokTe paszaen 8: "KoHTpon Ha ekcro3uiusaTa/ TMYHU Mpeana3Hu cpeacraa’.
ABapHilHH [UTAHOBE . Jla ce OTCTpaHM HEHYKHUSI IEPCOHAIL.

I[a ce u3bsrea H3IMYCKAaHE B OKOJIHATa cpeaa.

3a 3a/rpprKaHe : C moMmolITa Ha YKCTa JIoNaTa I0CTaBEeTe MaTeprana B CyX ChJl M IO MOKPHIiTe, 6€3 11a ro IPUTHCKATE.
MeToau 3a mounCcTBaHEe : Copbepere MpojyKTa MO MEXaHUYCH HAYHH.
Jpyra unpopmarus : Marepuanute WM TBBPUTE OCTAThIM A CE U3XBBPIIAT Ha PA3PEIICHO 3a LENITa MSCTO.

3a moBeue HHpOpPMAIKS, BIKTE pazaen 13.

d

Tpenmnasan mepku 3a 6e3omacHa pabora : Jla ce ocurypu 1o6po nposeTpsiBaHe Ha paboTHOTO MsicTo. HoceTe maHM Npena3Hy CpejicTBa.
XWTrueHHN MEpKn : Jla He ce siie, TMe WITH TTyIIH IIPH YrioTpeba Ha NpoyKTa. BuHarn msmmBaiite pwiere cu cien
pabora ¢ pojyKTa.

TeXHUYEeCKH MEPKH : Jla ce cbxpaHsiBa Ha MPOXJIAZHO M POBETPUBO MSCTO, Jajied OT TOIUIHHA.

VenoBus 3a chbXpaHsBaHe : Jla ce 1ppoku Ha XJtazHo. Jla ce a3y oT Npsika CIIbHYEBA CBETIIHHA.

Temmepartypa Ha CbXpaHEHHUE 1 2-30°C

OnakoBbYHU MaTepHaIH : Bunaru chxpaHsBaiiTe Mpo/yKkTa B ONaKOBKa OT CHIIHS MaTepHall, KaTo OPHIHHAIHATA ONaKOBKa.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Clostridium Difficile Agar Base

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 HanmmaHa qOMTBIHATETHA I/IH(l)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 JTUYHYU NPEANa3HU CPEACTBA.
CumBoJ1(1) 32 JHYHH IMPeANAa3HH CPeCcTBa:

3ammTa HA OYHTE H JIHIETO
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 AMXaTeIHHTE ITbTHINA

3amuTa HA IMXaTeTHHTE IHTHINA:

B ciy4aif Ha HeZOCTAaThYHA BEHTHIALNS Ja CE HOCU IIOAXOMISII AUXAaTEICH arapar
KoHTpOJI Ha eKCIIO3UIMATA HA OKOJHATA Cpejia

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

PA3IEJ 9: ®u3n4yHu 1 XMMUYHHM CBOICTBA

9.1. Undopmanust 0THOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . Bexos.

BroHIeH By : IIpax.

Mupuc : XapakTepeH.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha TOneHe . He e nanuuno
Touka Ha 3aMpb3BaHe . He e npunoxumo
Touka Ha KuIeHe . He e nanuuno
3amanumocT . Heszananum
JlonmHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
IInamua Temneparypa . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
Temneparypa Ha pasnarane . He e nanuuno

pH : 68-72

pH pastBop : He e nanuuno
Buckosuter, kuHEMaTu4eH : He e npunoxumo
PastBopumocT : PasTBaps ce BbB BoAa.
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Clostridium Difficile Agar Base

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

Koeduuuenr na pasnpenenenue: n-okranon/sona (Log : He e HannmuHO
Kow)

Hansarane na napure : He e HannmuHO
Hansraune na napute npu 50°C : He e HannmuHO
IIreTHOCT : He e HannmuHO
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuute : He e HannmuHO

9.2. ipyra undopmanus

Hsima manmmana JOIIbJIHUTCITHA I/IHd)OpMaI_II/Iﬂ

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 YCIOBHSL.

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUU

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 MaTepUATIH

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, onpenejaeHn B Permament (EOQ) Ne 1272/2008

OcTpa TOKCHYHOCT (OpasiHa) . 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 KPUTEPHHUTE 32
KIIacH(HIIPaHe)

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

Sodium cholate (361-09-1)

LD50 opamno 2400 mg/kg Tenecno terno Animal: mouse

Sodium chloride (7647-14-5)

LD50 opanHO mIeX > 3980 mg/kg Tenecno Termno (Rat, Experimental value, 20 % aqueous solution, Oral)

LD50 nepmaiHo 3aek > 10000 mg/kg (Rabbit, Experimental value, Dermal)

LC50 Baunisase - ITnpx > 42 mg/l air (1 h, Rat, Male, Experimental value, 20 % aqueous solution, Inhalation (aerosol))
LC50 Buuusane - [Trex (IIpax/mbria) > 10,5 mg/l Source: Corporate Solution From Thomson Micromedex

Starch, soluble (potato) (9005-25-8)

LD50 opanHo mrsx > 2000 mg/kg (Rat, Literature study, Oral)
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Clostridium Difficile Agar Base

Nudopmanronen auct 3a 6€30macHOCT

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

L-Arginine (74-79-3)

LD50 opanHo miabx

> 5110 mg/kg TenecHo terso Animal: rat, Guideline: other:

Sodium pyruvate (113-24-6)

LD50 opanzo

3533 mg/kg tenecHo Terino (Mouse, Experimental value, Oral)

LD50 nepmainno mirbx

> 3000 mg/kg Tenecno Terno (Rat, Male, Experimental value, Intraperitoneal)

KopozuBHOCT/Apa3HeHe Ha KoXKaTa

He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPHTEPUHUTE 32

KIacHHILHPaHe)
pH:6,8-7,2
Sodium cholate (361-09-1)
pH 8-9,5 (5 %)
Sodium chloride (7647-14-5)
oH ‘ 75 (18 °C)
Starch, soluble (potato) (9005-25-8)
oH ‘ 67,5 (2 %)
Sodium pyruvate (113-24-6)
oH ‘ 7 (10 %)
Cepuo3HO YBpEXKIaHEe Ha OUMTE/Ipa3HEHE HA OYUTE He ce xiacu¢uumpa (B3 0cHOBa Ha HAJIMYHUTE JaHHH, HE CA U3ITBIHCHU KPUTEPHUTE 3a
KIacHHIHPaHE)
pH: 6,8-7,2
Sodium cholate (361-09-1)
oH ‘ 8-95(5%)
Sodium chloride (7647-14-5)
oH ‘ 75 (18 °C)
Starch, soluble (potato) (9005-25-8)
pH ‘ 67,5 (2 %)
Sodium pyruvate (113-24-6)
pH ‘ 7 (10 %)

CeHcnbuIM3anus Ha AUXATEIHUTE IBTUIA MITH KOJKaTa
MyTareHHOCT Ha 3apOJINITHATE KIETKH
Kanneporennoct

ToxcHUYHOCT 32 PEIPOLYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 32 ONpPEICIICHN
OpraHy) — eIHOKPATHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEICIICHN

OpraHu) — MOBTAPSIIIIA CC CKCIIO3UIIUS

OmacHoCT TIpA BAMIIBAaHE

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE Ca U3MBIHEHN KPUTEPUUTE 32
KIacHHIHpaHe)
He ce knacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)
He ce knacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAQHHH, HE Ca W3ITBIIHEHH KPUTEPHHTE 32
KIIacH(HIIpaHe)
He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KkiacupuIupane)
He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KkiacupuIupane)
He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KiacupuIupane)
He ce knacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JIAaHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacu(HIHpaHe)

Clostridium Difficile Agar Base

BKCKO3I/IT€T, KHHCMAaTH4YCH

He e npunoxumo
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Clostridium Difficile Agar Base

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

Sodium chloride (7647-14-5)

BuckosuTer, KHHEMaTHYEeH Not applicable (solid)

Starch, soluble (potato) (9005-25-8)

Bucko3uTeT, KHHEMATHIEH Not applicable (solid)

Sodium pyruvate (113-24-6)

BuckosuTer, KHHEMaTHYEH Not applicable (solid)

11.2. Undopmanus 3a pyra ONaCHOCTH

Hsima manmmana JOIIbJIHUTCITHA I/IHd)OpMaI_II/ISI

PA3IEJI 12: Exojioru4Ha uH(popmMausi

12.1. TokcuyHOCT

Exounorust - 06110 . IIpomykTsT HE Ce CUMTa BPECH 3a BOJHH OPraHM3MH M HE PUYHHSBA JAbITOTPAHI
HeOJIaronpusITHY e(peKTH BEPXY OKOJIHATA Cpena.

OrmacHo 3a BoHaTa cpejia, KpaTKOCpoUuHa (0CTpa) : He ce xnacu¢mmpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHHM, HE Ca H3ITBIHEHN KPUTEPUHTE 33
KIIacH(HIIpaHe)

OrnacHo 3a BOHATA CPefia, ABIrOCPOYHA (XPOHHYHA) . He ce knacudunupa (Bb3 0cHOBa Ha HANMYHKUTE JaHHH, HE Ca M3IBIHCHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)

Sodium cholate (361-09-1)

LC50 - Pubu [1] 45356,434 mg/l Source: Ecological Structure Activity Relationships
EC50 - dpyru Boguu opranusmy [1] 35,8713 mg/I Test organisms (species):

EC50 72h - Bogopaciu [1] 169,7059 mg/l Test organisms (species):

EC50 96h - Bonopaciu [1] 22734,682 mg/l Source: Ecological Structure Activity Relationships

Sodium chloride (7647-14-5)

LC50 - Pubwu [1] 5840 mg/l (ASTM, 96 h, Lepomis macrochirus, Flow-through system, Fresh water, Experimental
value, Lethal)

LOEC (xpoHn4Ha) 441 mg/l Test organisms (species): Daphnia pulex Duration: 21 d'

NOEC (xponnyna) 314 mg/l Test organisms (species): Daphnia pulex Duration: 21 d'

L-Arginine (74-79-3)

LC50 - Pubwu [1] 2,8 g/l (OECD 203: Fish, Acute Toxicity Test, 96 h, Danio rerio, Semi-static system, Fresh water,
Experimental value)

EC50 96h - Bogopaciu [1] 26857 mg/l Source: Ecological Structure Activity Relationships

Sodium pyruvate (113-24-6)

LC50 - Pubwu [1] > 100 mg/I (96 h, Pisces, QSAR, Nominal concentration)

EC50 - PakooOpasuu [1] > 100 mg/l (OECD 202: Daphnia sp. Acute Immobilisation Test, 48 h, Daphnia magna, Static
system, Fresh water, Experimental value, Nominal concentration)

EC50 72h - Bopmopacu [1] 2,78 mg/1 Test organisms (species): Raphidocelis subcapitata (previous names: Pseudokirchneriella
subcapitata, Selenastrum capricornutum)

EC50 96h - Bomopacu [1] 94800000 mg/l Source: ECOSAR

ErC50 Bomopaciu >3 mg/l (OECD 201: Alga, Growth Inhibition Test, 72 h, Pseudokirchneriella subcapitata, Static
system, Fresh water, Experimental value, GLP)

NOEC (xponnyna) 3,95 mg/l Test organisms (species): Duration: 28 d'

2.10.2025 r. ([lata Ha u3aBane) BG - bg 7112



Clostridium Difficile Agar Base

Nudopmanronen auct 3a 6€30macHOCT

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

12.2. YcTOMYHBOCT H Pa3rpaiuMocT

Clostridium Difficile Agar Base

YCcTOHYMBOCT U pa3rpaiuMocT

He ce pasrpaxna 0bp30

Sodium cholate (361-09-1)

YcroiunBOCT U pasrpaiuMocT

Not readily biodegradable in water.

Sodium chloride (7647-14-5)

YcroiunBOCT U pasrpaiuMocT

Biodegradability: not applicable.

XumuaHa notpebHoCT oT kucnopox (XIIK)

Not applicable (inorganic)

TIIK

Not applicable (inorganic)

Starch, soluble (potato) (9005-25-8)

YCTOHUMBOCT M pasrpaiiMOCT

Readily biodegradable in water.

TIIK

1,18 g O2/g BemecTBO

L-Arginine (74-79-3)

YCTOHUMBOCT ¥ pasrpaiMOCT

‘ Readily biodegradable in water.

Sodium pyruvate (113-24-6)

YCTOWYMBOCT U pa3rpaiuMocT

‘ Readily biodegradable in water.

12.3. BuoakyMy.iMpaIna crocooHoCT

Sodium cholate (361-09-1)

KoedurmeHT Ha pa3npenenenne: n-okranoi/soga (Log
Pow)

-0,29 (Calculated, KOWWIN)

Buoakymymupaiia crocoOHOCT

Not bioaccumulative.

Sodium chloride (7647-14-5)

Broakxymynmpania ciocoGHOCT

Not bioaccumulative.

Starch, soluble (potato) (9005-25-8)

Broakxymynmpania ciocoGHOCT

No bioaccumulation data available.

L-Arginine (74-79-3)

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

-4,2 (Practical experience/observation, 20 °C)

Buoakymymnuipaiia crocoOHOCT

Not bioaccumulative.

Sodium pyruvate (113-24-6)

KoedunuenT Ha pa3npenenenue: n-okranon/soga (Log
Pow)

-3,8 (Practical experience/observation, OECD 107: Partition Coefficient (n-octanol/water): Shake
Flask Method, 20 °C)

Buoakymynuparia cnocoGHOCT

Not bioaccumulative.

12.4. TIpeHocuMOCT B MOYBATA

Sodium cholate (361-09-1)

HpeHOCI/IMOCT B Io4yBarTa

1140 Source: Quantitative Structure Activity Relation

Exonorus - mousa

Highly mobile in soil.
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Sodium chloride (7647-14-5)

HOBLpXHOCTHO HanpexKeHue

73,03 mN/m (23 °C, 14.5 g/l)

Exouorust - mousa

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

Starch, soluble (potato) (9005-25-8)

Exonorus - mousa

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

L-Arginine (74-79-3)

Exonorus - mousa

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

Sodium pyruvate (113-24-6)

HOBLpXHOCTHO HanpexKeHue

No data available in the literature

Exonorus - mousa

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

12.5. Pesyaratu ot onenkara Ha PBT u vPvB

KoMmnoHeHT

BemectBo(a), HeoTroBapsio(u) Ha kpurepunte 3a PBT Ha
Pernament REACH, B chotBerctBue ¢ [Ipunoxenue XIII

Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
(113-24-6)

BemectBo(a), HeoTroBapsio(1) Ha Kpurepuute 3a VPvB Ha
Pernament REACH, B chotBercTBue ¢ [Ipunoxenue XIII

Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
(113-24-6)

12.6. CBoiicTBa, HapymaBamy GyHKIHMUTE HA €HIOKPUHHATA CHCTEMA

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

12.7. ipyru He6aaronpusitHu edextu

Hsima Hammana JOIIBJIHUTCITHA I/IH(i)OpMaLII/IS[

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIbLUHTE

13.1. MeTtoau 3a TpeTHpaHe HA OTHAABIH

Pernonanau pa3nopenou 3a OTHAABIATE
Meronu 3a TpeTHpaHe Ha OTIAJbIIN

HpeHOpLKI/I 3a OTBCXKJAHC Ha OTIIaAbYHU BOIU
HpeHOpT:KI/I 3a 0663Bpe)KZ[aHC Ha npoz[yKTa/ OITaKOBKaTa

JlomeanTenHa nHQOpMAHs

: OO6e3BpexxaHeTo TpsIOBa J1a ce M3BBPIIBA B CHOTBETCTBHUE C O(UIMATHUTE Pa3Hope0OH.
. U3xBbpiere ChIbpKaHNETO/OMIAKOBKATA B ChOTBETCTBHE C HHCTPYKIIUKTE 3a COPTHPAHE Ha

JIMIEH3UpaHaTa CJ'IY)K6a 3a 0663Bpe>1<11aHe Ha OTTIaAbIIHn.

: OO6e3BpexxaHeTo TpsIOBa J1a ce M3BBPIIBA B CHOTBETCTBHUE C O(UIMATHUTE Pa3Hopen0OH.
: Jla ce cria3Bar NpHIIOKMMHUTE MPABHIIA 3a JASTIOHUPaHe Ha TBBP/IH OTIaxbln. O0e3BpekIaHeTo

Tps0Ba J1a ce 3BBPIIBA B CHOTBETCTBHE ¢ OQUIHATHHUTE Pa3openou.

. lla HE C€ U3M0JI3BaT MNOBTOPHO IPA3ZHUTE OITAKOBKH.

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

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

ADR IMDG

IATA ADN RID

14.1. Homep no cnucbka Ha OOH win uaeHTHUKANIMOHEH HOMEP

He e npunoxumo ‘ He ce perymupa

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

14.2. TouHo HAaUMEHOBaHHE HA MPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He ce perymupa

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

14.3. Knac(oBe) Ha 0MACHOCT NP TPAHCIIOPTHPaHe

He e npunoxumo ‘ He ce perymupa

‘ He ce perymupa ‘ He e npunoxumo ‘ 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 I/IH(I)OpMaLII/ISI

14.6. CniequaaHu mpeana3sHu MepKy 3a MOTPeOHTeINTe

CyXombTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He ce perynupa

Bb3aymien Tpancnopr
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 MemyﬂapouHaTa 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 cpabpika BemectBo, koeto e npexmeT Ha PETJTAMEHTA HA CBBETA (EC) 3a koHTpoI Ha H3[enus ¢ JBOHHA ynoTpeba

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

He cpabpika BemmecTBo(a), BKIIIOYSHO(M) B CIIMCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaranero Ha nasapa 1 ynorpe6ara 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 (Pernament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIYCKAHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 33 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICMXOTPOIHH BEILIECTBA)

Hauuonanuu pasnopeaou

Dpanuus

5.2, OueHka HA 0€30MaCHOCT HA XHMUYHOTO BelIeCTBO HJIM CMeC

Hee H3BBPILICHA OLICHKA HA XUMHUYECKaTa 6e301macHOCT

PA3EJI 16: Ipyra nngopmaunus

ChbKpanieHusi ¥ AKPOHUMMH:

ACGIH AmMeprkaHCKa KOH(EPEHIHs Ha JIbPKaBHATE HHYCTPHATHA XUTHEHUCTH
ADN EBporieiicko criopasyMeHune 3a MeXIyHapo/ICH IPEBO3 Ha OIIACHH TOBApH 110 BHTPEIIHNUTE BOIHH [IBTHILA
ADR Esponeiicka criorog6a 3a MeIyHapOASH IMPEBO3 HA OMACHH TOBAPH II0 IIOCE
ATE OueHka Ha OCTpa TOKCHYHOCT

BCF DakTop 32 OHOKOHIIEHTPALHSI

BLV buronornyna rpaHuYHA CTORHOCT

BOD Broxnmuana norpedHocT oT kncaopox (BITK)

CAS Ne Howmep na Ciryx6ara 3a XUMUYHI HHIEKCH

CLP PernaMeHT OTHOCHO KJIaCH(UIMPAHETO, ETUKETHPAHETO U onakoBaHeTo; Permament (EO) Ne 1272/2008
COoD Xumuyna notpedHoct ot kuciopox (XIIK)

CSA OneHKa Ha 0e30I1aCHOCT Ha XMMHUYHOTO BEIIECTBO WIIA CMEC

DMEL Tomy4ena MIHUMAaITHA JeficTBaIna 103a/KOHICHTPALHS

DNEL Ilomy4ena HenelicTBama 103a/KOHIIEHTPALHIS

EO Ne Howmep na EBpomneiickara o0mHocT

EC50 Cpenna ebekTHBHA KOHIICHTPALIHS

ED Enpokpunen Hapymmren

EN EBponeiicku crangapt

EWC EBporneiicku karanor Ha oTnagbIuTe

IARC MeskayHapo/jHa areHIMs 3a U3CJIe/[BaHe Ha paKa

IATA MesxayHapo/jHa acolyalys 3a Bb3AyLIEH TPAHCIIOPT

IMDG MesxayHapoJeH KOAEKC 3a IPEBO3 Ha ONAaCHU TOBAPHU 110 MOpE

LC50 CpenHa CMBPTOHOCHA KOHIIGHTPALIUS

LD50 CpenHa CMBPTOHOCHA /1032

LOAEL Haii-Huckarta 103a, IpH KOsTO ce HabJroJaBa HeOIaronpusaTeH eexT
Log Kow KoedummenT Ha pasnpenenenue: n-okranoi/soaa (Log Kow)

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

MAK MaKCHMAaJIHa KOHIIGHTPaIus Ha pabOTHOTO MSACTO

NOAEC Konnenrpanus 6e3 HabmogaBan HeOIAronpusaTeH edext

NOAEL Huso 6e3 HaOm01aBaH HEOMAronpusTeH eeKT

NOEC Konnenrpauus 6e3 HabIIt01aBaHO BB3ACHCTBHE
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CbKpaneHust  AaKPOHUMH :

H.Y.K. Heyka3zanu KOHKpeTHO

OECD OpraHu3arys 32 HKOHOMUYECKO ChbTPYAHHYIECTBO H Pa3BUTHE
OEL I'pannvHa CTOMHOCT HA EKCTIO3ULIHS HA PaOOTHOTO MSCTO

OSHA AMepHKaHCKa aIMUHUCTpALMS 110 TPYA0Ba OE30MaCHOCT U 3/IpaBe
PBT YcrToitunBo, OM0aKyMyIHpamo U TOKCHYHO

PNEC IIpennonaraema HeaelcTBala KOHLIEHTPALUS

JITIC JIuyHM npeanasHu cpesncTBa

RID TpaBuiIHMK 32 MEXTIyHAPOJICH KeJIE30IIbTEH IPEBO3 HA OIIACHH TOBApU
nJib NudopmanoneH IucT 3a 6€30IacHOCT

STP IIpeuncTBaTenHa cTaHIUS

TF Texunuecka QyHKIHSA

TIIK Teopernuna notrpebHocT oT Kuciaopox (ThOD)

TLM CpenHo HHBO HA TOKCHYHOCT

TWA IIperernena BbB BPEMETO CpeIHa CTOHHOCT

JIOC JletnuBY OpraHUYHY ChEAUHEHHUS

vPVB MHoro ycToH4MBO ¥ MHOTO OMOaKyMyJIHpario

UFI YHukaneH uneHTudukarop Ha Gpopmynara

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

Aquatic Chronic 2 OrmacHo 3a BOJIHATA CPeJla — XPOHUYHA OMACHOCT, KATeropust 2
Aquatic Chronic 3 OrmacHo 3a BOJIHATA CPe/la — XPOHUYHA ONACHOCT, KATEropust 3
Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

Skin Sens. 1B Koxna cencnbmmmzanus, Kateropus 1B

H317 Moske 1a MPUYKMHY aJepPrUYHa KOKHA PEaKIHs.

H319 IIpenu3BuKBa CEpPHO3HO Apa3HEHE HA OYHTE.

H411 ToKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

H412 Bpezen 3a BOAHHTE OPraHU3MH, C ABITOTPACH e(EKT.

Nudopmarones et 3a 6e3omacuoct (UJIB), EC

Tasu I/IHd)OpN'I'dHHH C€ OCHOBAaBa Ha HAIIMUTE TEKYIIX IMO3HAHUA U € ITPECAHA3HAUCHA J1a JaJ€ ONMMCAaHUE Ha IPOAYKTa CaMoO 3a LEJIUTE Ha 3/IpaBCOIa3BaHETO,
6e3011acHOCTTa M OKOJTHATA cpena. HOpﬂ,E[I/I TOBA, TSI HE Tp}I6Ba Ja C€ ThJIKYBAa KaTO rapaHius 3a CBOMCTBaTa Ha NIpOoaYyKTa.
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