MCCDA Selective Supplement (5.0L)

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3naBane: 6.10.2025 r. Bepcus: 1.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

THProBCKO HAMMEHOBAHKE : mCCDA Selective Supplement (5.0L)
Kon Ha mponyxTa : NCM4019-5.0

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gacTute : NCM4019-5.0[700004882

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), HeotroBapsiio(u) Ha kputepuute 3a PBT na | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B cborBercTBue ¢ [Ipunoxenune XIII

BeuectBo(a), HeotroBapsimo(n) Ha kputepunte 3a vVPVB na | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B crotBerctBue ¢ [Ipunoxenne Xll|
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MCCDA Selective Supplement (5.0L)

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 ¢ wieH 59(1) or REACH, 3a nputexaBaHe Ha CBOICTBa, HAPYILIABAIIN
(yHKIUHTE HAa €HJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HACHTU(GUIINPAHO KaTO MIPUTEKABAIIO CBOMCTBA, HAapyIIaBaly (pyHKIUHTE Ha
€HJJOKpHHHATa CHCTEMAa B CHOTBETCTBUE C KpuTepuute, onpeznenetu B Jlenerupan Permament (EC) 2017/2100 na Komucusra wiu B Permament (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 €
NPOaYyKTA Permament (EO) Ne 1272/2008 [CLP]
Cefoperazone sodium salt CAS Ne: 62893-20-3 >15-<25 Resp. Sens. 1, H334
EO Ne: 263-751-5 Skin Sens. 1, H317
Amphotericin B solubilized CAS Ne: 1397-89-3 >10-<15 Skin Irrit. 2, H315
EO Ne: 215-742-2 Eye Irrit. 2, H319
STOT SE 3, H335
Sodium deoxycholate CAS Ne: 302-95-4 >5-<10 Acute Tox. 4 (opanua), H302
EO Ne: 206-132-7 STOT SE 3, H335

3a meianus Teker Ha H- u EUH-npenynpexienusiTa 3a onacHoOCT: BxK. pa3uen 16

PA3JIEJI 4: Mepku 3a mbpBa IOMOII]

4.1. OnucaHne Ha MepKHUTe 32 MbPBa MOMOL

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

[TppBa NOMOLIL IPH BMILIBAHE . V3Bezere JMIeTO HA YUCT BB3yX U IO IOCTABETE B MO3ULIMS, YICCHSBAIIA THIIAHETO.

[IppBa nOMOIIL IPH KOHTAKT € KOXKATA . M3mniiTe KoxkaTa ¢ MHOTO BOJA.

[TppBa MOMOIIL TIPH KOHTAKT C OYHTE . U3mnakuere ounte ¢ BOAA KAaTO MPEANa3Ha MIPKa.

[TpBa mOMOIIL TIPH MOTJTBIIAHE . Ilpu HepasmosoxeHue ce 00aseTe B LEHTHP 110 TOKCHKOJIOTHS HJIH HA JIEKap.

Camo3amuira Ha OKa3Ballysl MbpBa MOMOLIL . IlepcoHansT, OKa3Ball TbPBa MMOMOIL, TPSIOBA []a HOCH MOAXO/SIIN JIHYHH IPEANa3HH CPEACTBA.

4.2. Haii-chuecTBeHun OCTPH U HACTHIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMHA U e(l)eKT](l

Cumnromu/eeKTH Clieli BAUIIBAHE : Hsma npu HopMaiau ycnoBus. [IpaxbT oT HPOAyKTa, aKo MMa TaKbB, MOXKE 1A IPUYMHY Jpa3HEHE Ha
JIUXaTeTHUTE IBTHUIIA CIIC TPEKOMEPHO H3/araHe Ype3 BAHUIIBAHE.

Cumnromu/e)eKTH ClIe KOHTAKT ¢ KOXKaTta . Hsama npu HopMaiHu ycnoBus. [IpaxbT Moske [a MPHYUHY ApasHEHe B FbHKUTE HA KOXKATa WITH MPH
KOHTAKT, KOTaTO HOCHTE TECHH JAPEXH.

Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . Hsama npu HopMaiHu ycnoBus. [IpaxbT OT HPOAyKTa MOXE Jia IIPEIU3BHKA APA3HEHE Ha OUHTE.

CumiroMu/epexTd Ciie MorTbInane : Hsama npu HOpManHu ycnoBust.

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

Jla ce 1ekyBa CUMIITOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha mo;ap

INoaxoasimu noxaporacUTeHA CpeCcTBa : Bopuen cnpeit. Cyx npax. [TsHa.
Henoxxoxasy moxaporacuTelIH! CPeJICTBA . Jla He ce n3mon3Ba CHIIHA BOJIHA CTPYH.

5.2. Ocodenn ONMMACHOCTH, KOUTO NMPOU3THYAT OT BEIIECTBOTO UJIN CMeECTa

OmnacHOCT OT moap . Hsma puck ot moxap.
OmnacHOCT OT eKCILIO3Us . Hsma omacHOCT OT IMPEKTHA eKCIIIO3HS.
OrnacH NPOJYKTH Ha pa3NajaHe B CIy4daid Ha Ioxap : BB3MOXHO € OTAEeNIHETO Ha TOKCHYHN U3MapeHNsL.
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MCCDA Selective Supplement (5.0L)

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

5.3. CpBeTH 32 MOKapHUKAPHTE

WHCTpyKINH 32 TaceHE Ha TI0Kapu . C orbHs TpsiOBa 1a ce 6opute OT Ge30I1aCHO PA3CTOSHUE M OT 3aLUTEHO MsICTO. Jla He ce Bin3a B
30HHM Ha 10Xap 0€3 IPeAa3Hu CPECTBA, BKIL. U CPEACTBA 3a UXATE/IHA 3alINTa.

3amumTa Ipy raceHe Ha noxap . Jla He ce npeanprema HaMmeca 6e3 MOAXOAIIO 3aIMUTHO 000pyABaHE. ABTOHOMEH M M30JIHPAIL]
amapar 3a AuxaTeiHa 3amura. [IbIHa 3a1mTa Ha TSUI0TO.

31EJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1. JImuHM MpeAna3sHu MePKH, NPEANAa3HH CPeICTBA U MPOIeAYPH MPH CHEIIHH CIy4an

OO0uwm Mepku : Jla ce yBeIOMST BJIaCTUTE, aKO MPOIYKTHT MOMAIHE B KAHAIM3ALUATA WK OOIECTBEHN BOJIOECMH.
[TonuiiTe pa3naToTo, 3a 1a ce NPe0TBPaTAT MaTEPUAIHU BPEIHU.

3a mepconaJ, KOITO He 0TTOBApP 32 CIEIIHH CIIyYan

3aumTHE cpeacTBa : Jla ce HOCAT npenopbUaHKUTE JIUYHH TIPENa3sHH CPeCTBA.
ABapuiiHu 11aHOBE : Jla ce npoBeTpH 30HaTa HA pa3iiMBaHe/Pa3CUIIBAHE.

3a JIMIATAa, OTTOBOPHH 32 CICLIHH CJIy4Yau

3almTHA cpeacTBa . Jla me ce npeanpuema Hameca 6e3 MOIXOAIIO 3aIUTHO 0Oopy/ABaHe. 3a noBede MH(OpMaIus,
BikTe pasaen 8: "KoHTpon Ha ekcriosunmsTa/ IMYHE TpeIa3Hu cpejcTpa’.
ABapuiinu 11aHoOBe  Jla ce oTCTpaHH HEHYKHHSI IEPCOHAIL.

6.2. Ilpeama3sHu MepKH 3a ona3BaHe HAa OKOJHATA cpeAa

Jla ce u30srBa M3IyCKaHe B OKOJHATA CPe/a.

6.3. Metoau u MaTepHuaJiid 32 OrpaHuvYaBaHe U MOYUCTBAHE

3a 3agbpiKkaHe : C momorira Ha YMCTAa JIONAaTa [IOCTaBETe MaTepualla B CyX ChJ/l M IO IOKpHiTe, 6€3 Ja ro IpUTUCKATE.
Meroau 3a OYHCTBAaHE . Cpbepere NpOAyKTa 10 MEXaHUUEH HAYMH.
Jpyra undopmarus : Marepuanure Wix TBBPAUTE OCTATHLH Jia CE U3XBBPIIAT HA PA3PELICHO 3a LIEITa MACTO.

6.4. ITo3oBaBaHe Ha APYTH pa3iean

3a moBeue HHpOpPMAIKS, BIKTE pazaen 13.

3AEJI 7: PaGoTa u cbXpaHeHHe

7.1. llpeana3Hu MepKH 3a Ge3onacHa padora

[Npenmnasau Mepku 3a Ge3omacHa pabora : /Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsACTO. HoceTe TnuHu npeanasHu CpecTBa.
XUTUEHHH MEPKH . Ja He ce sie, M€ WM MyLIX IpH ynoTpeda Ha NpoayKkTa. Bunarn usMuBaiite polere cu cien
pabora ¢ mpojyKra.

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

TeXHHUYECKU MEPKH . Jla ce chxpaHsiBa Ha IPOXJIA/IHO M MPOBETPUBO MSCTO, Jlajled OT TOILIHHA.

VcnoBus 3a chbXpaHsBaHe . Ja ce abpxu Ha XJajHo. Jla ce a3y OT Mpsika CTbHYEBa CBETINHA.

Temmepartypa Ha CbXpaHEHHUE 1 2-8°C

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

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

Hsima HanmMuHa JOIBIHUTEHA I/IH(l)OpMaHI/Iﬂ

POJI HA eKCIO3UIMATA/JINIHA MPEINA3ZHU CPe,

8.1. [lapameTpH Ha KOHTPOJX

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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MCCDA Selective Supplement (5.0L)

Nudopmanronen auct 3a 6€30macHOCT

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

8.2. KoHTpo. Ha ekcno3uusiTa

IToaxoasii HHKeHEPEeH KOHTPOT

Hoaxoasi HHKEeHEPEH KOHTPOJI:

Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MSCTO.
JINYHH NpeANa3Hu cpecTBa

JIn4HM npeanasHu cpeacTBa:
Jla ce HOCAT npenopbYaHUTE JTUYHYU NPEANa3sHu CPEACTBA.
CuMBoJ1(1) 32 THYHH NPeANAa3HH CPeCcTBa:

3amuTa HA OYUTE U JIMIECTO

3amuMTa HA OYHTE:
Ipeana3uu ounna
3amuTa HAa KOKATa

3ammTa HA KOKATA U TAJIOTO:
Jla ce HOCH MOAIXOJIAIIIO TIPEIIa3HO 00JIEKIIO

3amuTa Ha pBUETe:
3amuUTHH PHKABUIH

3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa HA ANXATETHUTE MbTHIIA

B city4aii Ha HelOCTaThYHA BEHTHIIALMS J1a C€ HOCH MOJXOAALL AUXATENIEH anapar

KOHTpOJ'l HA eKCIO3UIHUATA HA OKOJIHATA Cpeaa

KOHTpOJ’l HA €KCMO3UIMSATA HA OKOJIHATA cpeaa:
lla ce n3bsraa H3IIyCKaHE B OKOJIHATa cpeaa.

PA3IEJI 9: ®u3uyHu 1 XMMUYHH CBOHCTBA

9.1. Undopmanust 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ArperaTtHo ChCTOSHHE

IBsT

BroHien sy

Mupuc

I'panniaTa Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KUTIEHE

3anmammmocT

JloyHa rpaHuIa Ha eKCIIO3UBHOCT
I'opna rpaHuIia Ha €KCIIO3UBHOCT
ITnamua TemMnepaTypa
Temmnepartypa Ha camo3amnajaBaHe
Temmneparypa Ha pa3narase

pH

pH pastBop

Bucko3uter, KHHEMAaTHICH
PastBOpuMOCT

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

Hansarane na napure

Hansrane na napute npu 50°C
IInsTHOCT

OTHOCHTENHA ITBTHOCT

TBBpIO BEMECTBO
Yellow.

3pbHIA.
XapakTepeH.

He e nanuuno
He e nanuuno
He e npunoxunmo
He e nanuuno
Hesananmum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e manuuno
He e manuuno
He e nanuuno
He e npunoxumo

Cmabo pa3TBOpUM.

He e nanmuuno

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
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MCCDA Selective Supplement (5.0L)

Nudopmanronen auct 3a 6€30macHOCT

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

OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C
Pa3mep Ha wactuute

9.2. ipyra undopmanus

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

He e npunoxumo
He e nanuuno

PA3JIEJI 10: CTa0MIHOCT M PEaKTUBHOCT

10.1. PeaknuoHHa CIIOCOOHOCT

ITpoxyKTHT € HepeaKTHUBEH IIPH HOPMAJIHH yCJIOBHS Ha yIOTpeda, ChbXpaHEeHHe U TPAHCIOPT.

10.2. XuMu4yHa CTA0HIHOCT

Cra0ueH npy HOPMAJIHHU YCIIOBHS.

10.3. Bb3MOKHOCT 32 ONACHH PeaKuuu

Hsma no3nara onacHa peakiys Ipy HOPMaJIHHU YCJIOBHS Ha yHOTpeoOa.

10.4. YcaoBusi, KONTO TPsIOBa 1a ce H30SIrBaT

HsiMa nipu mperiopbyaHuTe YCIOBHS 32 ChXpaHeHHe 1 paboTta (BKTe pa3aen 7).

10.5. HechbBMeCTHMH MaTepUATIH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

ITpu HOpMAaJTHH YCIIOBHS Ha ChXPaHEHHE U yroTpeba He ce 00pa3yBaT OIacHHM pa3naJHy HPOLYKTH.

PA3JIEJI 11: Toxkcukoa0ru4Ha HHGOpManus

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

Ocrtpa ToKcHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (JIepMaiIHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHECHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)
He ce xnacu¢uumpa (Bs3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacH(HIIPaHe)
He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JIAHHH, HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)

Amphotericin B solubilized (1397-89-3)

LD50 opanHo mabx

‘ > 5000 mg/kg Tenecuo Terno (Rat, Literature study, Oral)

Sodium deoxycholate (302-95-4)

LD50 opanHo maex

‘ 1370 mg/kg (Rat, Oral)

KoposuBHOCT/ pa3Hene Ha KoKata

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHY, HE Ca M3IBIHEHH KPHTEPHUTE 32
KIIacH(HIIPaHe)

Amphotericin B solubilized (1397-89-3)

pH

‘ No data available in the literature

Sodium deoxycholate (302-95-4)

pH

‘7,579(2%)

Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHe Ha OUHTe

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

Amphotericin B solubilized (1397-89-3)

pH

‘ No data available in the literature
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MCCDA Selective Supplement (5.0L)

Nudopmanronen auct 3a 6€30macHOCT

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

Sodium deoxycholate (302-95-4)

pH

75-9(2%)

CCHCI/IGI/IHI/ISaHI/Iﬂ Ha JUXaTCIIHUTE IIbTUIA UJIA KOXKaTa

MyTaI‘eHHOCT Ha 3apOJUIIHUTE KJICTKH

Kanueporennoct

ToKCHYHOCT 3a PENPOAYKLHUATA

CTOO (crneunduvHa TOKCHYHOCT 32 ONPEICICHU
OpraHu) — eIHOKpaTHA EKCIIO3ULIUS

He ce knacu¢puumpa (B3 OCHOBa Ha HAIMYHUTE JIAHHH, HE CA U3IIBJIHEHH KPUTEPHUTE 3a
KIacHHIHPaHE)
He ce xnacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupane)
He ce xacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE Ca U3ITBIHECHH KPUTEPHUTE 3a
KJacupuIupane)
He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupanHe)
He ce knacu¢uumpa (B3 OCHOBa Ha HAJIMYHUTE JIAHHH, HE CA U3IIBIHEHH KPUTEPHUTE 3a
KIacHHIHPaHE)

Amphotericin B solubilized (1397-89-3)

CTOO (cnennudaHa TOKCHYHOCT 3a ONPEIETIeHN OpTaHH)
— ©IHOKpATHA EKCIIO3HIIUS

Moxe na Npeau3BUKa Jpa3HEHE Ha JUXATCIIHUTE IIbTHUILA.

Sodium deoxycholate (302-95-4)

CTOO (cnennudaHa TOKCHYHOCT 3a ONPEIeTIeHN OPTaHH)
— ©IHOKpATHA EKCIIO3HIIUS

Moxe na Npe€au3BUKa Jpa3HEHE Ha JUXATCIIHUTE IIbTHILA.

CTOO (crenu¢puvHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — IOBTApSIILA CE CKCIO3ULIHS

OnacHOCT NpH BAMILIBaHE

He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca U3ITBIHEHH KPHTEPUUTE 32
KIIacH(HIIpaHe)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE AaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32

KIacHHIHPaHE)

mCCDA Selective Supplement (5.0L)

BHCK03I/ITCT, KNHEMAaTHYCH

‘ He e npunoxumo

Amphotericin B solubilized (1397-89-3)

Buckos3uteT, KHHEMAaTHYCH

‘ Not applicable (solid)

Sodium deoxycholate (302-95-4)

Buckos3uteT, KHHEMAaTHYCH

‘ Not applicable (solid)

11.2. Mudopmanus 3a IPyrd ONACHOCTH

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

PA3IEJI 12: ExoJjioru4uHa uH(popmanusi

12.1. TokcuuHOCT

Exonorus - o010
OmacHo 3a BofHATa cpesia, KPaTKOCPOUHa (0CTpa)

OmnacHo 3a BOAHATA cpefia, IbITOCPOUHA (XPOHHYHA)

IpoayKTHT He ce cuuTa BPEACH 3a BOAHN OPTaHU3MH M HE TIPUYMHABA TBJITOTPAiHN
HeOIaronpusATHY eeKTH BbPXY OKOIHATA CPena.

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE NAHHH, HE Ca H3ITBIHEHH KPHTEPUUTE 3
KkiacupuIupane)

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHUTE NAHHH, HE Ca H3ITBIHEHH KPUTEPHUTE 32

KkiacupuIupane)

Sodium deoxycholate (302-95-4)

LC50 - Pu6u [1]

1592,185 mg/l Source: ECOSAR

EC50 96h - Bomopacu [1]

968,709 mg/l Source: ECOSAR

12.2. YceTol4HBOCT H Pa3rpaiuMocT

mMCCDA Selective Supplement (5.0L)

YcToiuuBOCT U pasrpaguMocT

He ce pasrpaxma 0bp30
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Cefoperazone sodium salt (62893-20-3)

YCcToHYMBOCT U pa3rpaiuMocT

He ce pasrpaxna 0bp30

Amphotericin B solubilized (1397-89-3)

YcroiunBOCT U pasrpaiuMocT

Not readily biodegradable in water.

Sodium deoxycholate (302-95-4)

YCcTOHYMBOCT U pa3rpaiuMocT

Biodegradability in water: no data available.

12.3. BuoakymMy.JIMpaIna crocooHoCT

Amphotericin B solubilized (1397-89-3)

KoedurmenT Ha pasnpenesnenue: n-okranoi/soga (Log
Pow)

-2,8 (Estimated value, KOWWIN)

Buoakymymupaiia criocoOHOCT

Not bioaccumulative.

Sodium deoxycholate (302-95-4)

KoedurmenT Ha pasnpenesenue: n-okranoi/soga (Log
Pow)

1,24 (Estimated value)

Buoakymymupaiia crocoOHOCT

Low potential for bioaccumulation (Log Kow < 4).

12.4. TIpeHOCUMOCT B OYBATA

Amphotericin B solubilized (1397-89-3)

HOB’prHOCTHO HalpeXxeHue

No data available in the literature

KoedwuimeHT Ha HopManu3upaHa aacopOLHs Ha OpraHuyueH
Bwriepon (Log Koc)

7,858 (log Koc, SRC PCKOCWIN v2.0, Calculated value)

Exomorwust - mousa

Adsorbs into the soil.

Sodium deoxycholate (302-95-4)

Exkonorus - mousa

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

12.5. PesyaraTu ot ouenkara Ha PBT u vPvB

KommnonenTt

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

Amphotericin B solubilized (1397-89-3)

BemecTBo(a), HeoTroBapsmo(1) Ha KpuTepuute 3a VPVB Ha
Pernament REACH, B crotBercTBue ¢ [Ipunoxenne XIIT

Amphotericin B solubilized (1397-89-3)

12.6. CBoiicTBa, HapymaBamy (pyHKIHUTE HA eHAOKPUHHATA CHCTEMA

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

12.7. ipyru He6IaronpusitTHu eexTn

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIbLIHTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIH

PeruonanHu pasnopendu 3a OTHagbIUTE
Meroau 3a TpeTHpaHe Ha OTIAAbIN

: OO6e3BpexnaHeTo TPsiOBa J1a ce H3BBPIIBA B CHOTBETCTBUE C O(UIMATHUTE Pa3HOpeaOH.
. U3xBBprere Chabp:KaHNETO/OMAKOBKATA B CHOTBETCTBUE C HHCTPYKIIMHUTE 32 COPTUPAHE Ha
JIUIIEH3UpaHaTa cay:k0a 3a 00e3BpexkK/IaHe Ha OTIAIbIIH.

6.10.2025 r. ([lata Ha u3/1aBaHe)

BG - bg




MCCDA Selective Supplement (5.0L)

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

TIpenopbku 3a OTBEXJaHE HA OTHAbYHU BOIU : O0e3BpexIaHeTo TPsIOBa J1a ce N3BBPILIBA B ChOTBETCTBUE C OPUIHATHUTE pa3mopenou.

Tpenopbku 3a 00e3BpekAaHe HAa MPOAYKTa/onakoBkata  Jla ce cma3BaT NPHIOKUMHTE MPaBHJIA 32 JETIOHUPAHE Ha TBBPIU oTHa by, O0e3BpekIaHETO
TpsiOBa Jja ce U3BBPIIBA B CHOTBETCTBHE C ODULIMATTHUTE Pa3IOPEaAOH.

JlomrbiHuTENHA HHPOPMALHS : Jla He ce U3MOJI3BaT NOBTOPHO MPA3HHUTE ONIAKOBKH.

xox HP : HP13 - ,,Cen3ubunusupaiu’: OTnaablu, ChIbPKAIIN SJHO WK [TOBEYE BEIIECTBA, 32 KOUTO €

H3BECTHO, Y€ NPUYNHABAT cech6nnM3npamo BB3JICHiCTBHC BBPXY KOXKaTa WU JUXATCITHATE OPraHu.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

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

14.1. Homep no cnucbka Ha OOH niam upenTudukannoneH Homep

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

14.2. TouHo HAaUMEHOBaHHE 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 OMACHOCT MPH TPAHCIIOPTHPAHE

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

14.4. OnakoBb4YHAa rpyna

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

14.5. OmacHocTH 32 OKOJIHATA cpe/a

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

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. Cieyua/iny npeana3’Hu MEPKH 32 MOTpeduTeInTe

CyXombTeH TPAHCIIOPT
He e npunoxxumo

Tpaucnopt no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

TpaHcHopT N0 BHTPEUIHNTE BOJAHU MBTHINA
He e npunoxxumo

Kesie3ombTeH TpaHCHOPT
He e npunoxxumo

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha Memyﬂapo;maTa MOPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOpMATHBHATAa ypenda

15.1. Coeuuduynu 3a BenIeCTBOTO WM CMECTA HOPMATHBHA ypei0a/3aKOHOIATEICTBO OTHOCHO 0€30MACHOCTTA, 3APABETO U OKOJIHATA
cpena

Pernamentu na EC

REACH, IIpnaoxenue XVII (YciioBus 32 orpaHuyaBane)

He cpappika BemectBo(a), BritoueHo(n) B [Ipunoxxenne XVII Ha REACH (YcnoBus 3a orpanuyaBaHe)
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REACH, IIpunoxenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBaHe)

He cpabpixa BemectBo(a), BrittoueHo(n) B [Ipunoxerne XIV na REACH (Cnmchk Ha BenecTBara 3a pa3peniaBaHe)

REACH, Cnucbk ¢ kanauaat-semecrsa (SVHC)

He cpabpixa BemecTBo(a), BKitoueHo(n) B cucbka Ha REACH ¢ xananpat-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapuTe1HO 000CHOBAHO ChIJIacHe)

He cvabpixa BemectBo(a), BriitoyeHo(n) B PIC cnmcbka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OMIACHH XUMHUKAJIH)
Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHM4HM 3aMbPCHTEJIH)

He cpabpixa BemectBo(a), BKimodeHo(n) B ciucbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO YCTOWYHMBUTE OpPraHMYHU 3aMBPCUTEIH)
Per;iaMeHT OTHOCHO BelllecTBA, KOHTO HAPYHIABAT 030HOBHS cJioi (2024/590)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C BELIECTBA, KOUTO HapyiuaBat 030HoBus cioil (Permament EO 2024/590 oTHOCHO BemiecTBa, KOUTO
HapyIaBaT 030HOBHUS CJIOH)

Peranament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOIiHA ynoTpeda

He cpappixa BemectBo, koeto e npexmer Ha PETJITAMEHTA HA CBBETA (EC) 3a KoHTpOI Ha U3/ielHs ¢ [BOMHA ynoTpeda

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BemecTsa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEILIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HApKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHKTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIECTBA, U3IOI3BAHN 3a HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH TN TICHXOTPOITHH BEILECTBA)

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMeC

Hee H3BBpLICHA OLICHKA Ha XUMHUYIECKaTa 0e30macHoCT

PA3JIEJI 16: Apyra uadopmanus

ChbKpanieHusi 1 AKPOHUMM

ACGIH AMepuKaHCKa KOH(BEPEHIHs Ha AbP)KaBHUTE HHIYCTPUATHI XUTHEHUCTH

ADN EBporneiicko criopazymMeHue 3a MeX1yHapO/IeH IPEBO3 Ha OMACHU TOBAPH IO BHTPEIIHUTE BOJHHU IIHTUILA
ADR EBponeiicka crioronfa 3a MexIyHapoeH IIPeBO3 Ha ONTACHH TOBApH I10 IIOCe

ATE OueHka Ha OCTpa TOKCHYHOCT

BCF daxTop 3a OHOKOHIIEHTPATIUS

BLV Buonornuna rpanuuHa CTOWHOCT

BOD Buoxumuuna motpe6roct ot kuciopos (BIIK)

CAS Ne Howmep na Ciyx6ara 3a XMMUYHU UHICKCH

CLP PernmameHT OTHOCHO KIIacH(HIINPAHETO, ETHKETHPAHETO N ormakoBaHeTo; Permament (EO) Ne 1272/2008
COD XumuyHa notpedHoct ot kucnopox (XIIK)

CSA OreHKa Ha 0€30MTaCHOCT Ha XUMHUYHOTO BEIECTBO HIIN CMeC

DMEL Tonyyena MuHUMAaITHA AeHCTBAIIA 103a/KOHIICHTPALIHS

DNEL Tony4ena HenelcTBaIA 103a/KOHI[CHTPALHSL

EO Ne Howmep na EBpomneiickata o0mHOCT

EC50 CpenHa eeKTHBHA KOHLICHTPAIHS

ED EnnokpuHeH HapymuTen

EN EBponeiicku crangapt

EWC EBporneiicku kaTanor Ha OTHaIbLUTE
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CbKpaneHust  AaKPOHUMH :

IARC MexayHaposiHa areHIus 3a H3CIeBaHe Ha paKa

IATA MexayHapoHa acolHanys 3a Bb3AyLICH TPAHCIOPT

IMDG MexayHaposieH KOZIeKC 3a IIPEBO3 Ha OMACHU TOBApH 110 MOpe
LC50 CpenHa CMBPTOHOCHA KOHIIGHTPAIIUS

LD50 CpenHa CMBPTOHOCHA /1032

LOAEL Haii-Huckara no3a, IpH KOsTO ce HaOI0jaBa HeOIaronpusTeH eexT
Log Kow Koeduiment Ha pasnpenenenue: n-okranoi/soga (Log Kow)

Log Pow Koedumuent Ha pasnpexnenenue: N-okranon/Bona (Log Pow)
MAK MaKCHUMAaJTHa KOHIICHTPAIHUs Ha pabOTHOTO MSCTO

NOAEC Konnentpanus 6e3 Habmo1aBaH HEONIATONPHATEH eEKT

NOAEL Huso 6e3 Habmo1aBaH HeONIAroNnpHATEH eeKT

NOEC Konnenrpanus 6e3 HabIIro1aBaHO BB3AEHCTBHE

HY.K. Heykazanu KOHKpeTHO

OECD Opranusarys 32 HKOHOMUYECKO ChbTPYAHHYIECCTBO H Pa3BUTHE
OEL I'pannvHa CTOMHOCT HA EKCMIO3ULHS HA PaOOTHOTO MACTO

OSHA AMepHKaHCKa aIMIHHUCTPALUS IO TPYOBa O€30IIaCHOCT U 37paBe
PBT VYcroitunBo, GHoaKyMyIupanio U TOKCHIHO

PNEC IIpennonaraema HeaelcTBala KOHLEHTPALUS

JITIC JIuyHu npeanazHu cpencTaa

RID TIpaBrIIHHK 32 MEXIYHAPO/ICH JKENE30IIbTEH NMPEBO3 Ha OMACHHU TOBApH
nJib MudopmannoHeH ucT 3a 6€30MacHOCT

STP IIpeuncTBaTeIHA CTAHIUS

TF Texunuecka QyHKIHS

TIIK Teopernuna notpe6HOCT OT Kuciaopox (ThOD)

TLM CpeqHO HMBO Ha TOKCHYHOCT

TWA IIperernena BbB BpEMETO CpeiHA CTOHHOCT

JIOC JletnuBY OpraHUYHY ChEANHEHHUS

vPVB MHoOro ycTOHYMBO U MHOT'O OHOaKyMYIHpaIio

UFI YHukaneH uneHTudukarop Ha Gpopmynara

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

Acute Tox. 4 (opanHa) Octpa ToxcuuHOCT (OpanHa), Kareropus 4

Eye Irrit. 2 CepunosHo yBpek/aaHe/ipasHeHe Ha ounte, Kateropus 2

Resp. Sens. 1 Pecnimparopna cencnbmmsamms, Kateropus 1

Skin Irrit. 2 Koposusi/npasneHe Ha koxata, Kateropus 2

Skin Sens. 1 Koxna cencnbummsanus, Kareropus 1

STOT SE 3 CrernuuaHa TOKCHYHOCT 32 OIPEeIeH: OPraHy — eJHOKpaTHa ekcro3umus, Kareropus 3, npa3sHeHe Ha AUXaTEIHHTE IBTUIIA
H302 Bpenen npu morasiane.

H315 IIpenu3BuKBa Ipa3sHeHe Ha KOXKATa.
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II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H317 Moske f1a MPUYMHK aJepruyHa KOXKHA PeaKiis.

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OYHUTE.

H334 Mosxe Jja IPUYHHH aNePrHYHU WM aCTMATUYHH CHMITOMH WM 3aTPYAHEHHS B AMIIAHETO [PU BIMIIBAHE.
H335 Moske fa mpeau3BUKa Apa3sHeHe Ha AUXATeIHUTE IbTHINA.

WudopmanuoneH juct 3a 6esonacuoct (UJI1B), EC

Tazu I/IH(bO}’)M'dLIHH C€ OCHOBAaBa Ha HAIIMUTE TEKYIIHX IMO3HAHUA U € ITPCAHA3HAUCHA J1a [aJ€ ONMCAaHUE Ha IPOAYKTa CaMO 3a LUEIUTE HA 3IpaBCOIIa3BaHETO,
0e3011aCHOCTTa M OKOJIHATA cpena. HO}’)&:{H TOBA, TS HE Tpﬂ()Ba Ja C€ ThJIKYBA KaTO rapaHius 3a CBOMCTBaTa Ha IpoayKTa.
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