Polymyxin B for Bacillus Supplement

®
% ; NE“GEN HNupopmanroHeH JTUCT 3a 0€301acHOCT

B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3naBane: 19.2.2025 r. Jlata Ha pepakuusra: 18.3.2026 r. 3amens Bepcusta oT: 6.10.2025 r. Bepcus: 3.0

EJI 1: UnenTudukanus Ha Beuie ] TO/MPeNPUSITHETO

®dopma Ha IPOIYKTA : Cmec

THProBcko HANMEHOBAHHUE : Polymyxin B for Bacillus Supplement
Kox Ha npozykra : NCM4032-0.5

Buz Ha nmpoaykTa . Food Safety -- [Food Safety]
Homep(a) Ha gacrure : NCMA4032-0.5|700004892

HUnentndunupann ynorpeoun

Vnorpeba Ha BelmecTBOTO/CMecTa : JlabopaTOpHU XUMHUKAIH
Hayunu u3cnenBaHus U pa3BUTHE

Neogen Corporation

620 Lesher Place

48912 Lansing, Michigan

United States of America

T 800.234.5333

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

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHUTE

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

Ocrtpa TokcuuHoCT (opainHa), Kareropus 4 H302
3a mbanus TekeT Ha H- u EUH-npenynpeskaeHusTa 3a OacHOCT: BXK. paszen 16

Heo6naronpusTHu GU3MKOXUMIYHYU e(peKTH U HeOJIATONPHATHH eeKTH 32 3iPABETO HA Y0BEKA U OKOJIHATA Cpe/ia

Bpenen npu normeimane.

Etuxernpane B choTBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a omacuoct (CLP)

GHS07
Curnanna gyma (CLP) . Bunmanue
Copabpika : Polymyxin B sulfate
IIpexynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu mormbinaHe.
TIpenopsku 3a 6ezomacHocT (CLP) : P264 - la ce n3Mue pbleTe 40 JAaKTHTE U JUIETO CTapaTeIHO clie]] yIoTpeoa.

He cpappxa PBT n/umn vPvB Bemectsa > 0,1%, onenenu B ceotBercTBHe ¢ REACH, Ilpunoxenne XIII
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Polymyxin B for Bacillus Supplement

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

CMecTa He ChIbpiKa BelecTBO(a), BKIIOYEHO(1) B CIMCHKA, U3rOTBEeH B choTBeTCTBHE C WieH 59(1) or REACH, 3a nputexxaBaHe Ha CBOICTBa, HapyIIaBaIy
(yHKIUHTE Ha eHJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HASHTH(UIUPAHO KaTo IPHUTEKABAIO CBOHCTBA, HAPYNIABAIH (DYHKIIMUTE 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 €
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

Polyvinylpyrrolidone CAS Ne: 9003-39-8 >50-<75 He ce knacudummpa

BEIECTBO C HAIlMOHANHA(HM) TPaHUYHA(1) CTOIHHOCT(M) Ha EO Ne: 201-800-4
npo¢ecnonansa excriozunus (BE, FR, GB)

Polymyxin B sulfate CAS Ne: 1405-20-5 >25-<50 Acute Tox. 4 (opanna), H302
EO Ne: 215-774-7

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

PA3IEJI 4. Mepku 32 mbpBa moMOoII|

4.1. Onucanne Ha MepPKHUTE 32 IBPBa MOMOLI

[TspBa nomo - 001K MEPKU . Ilpu HepasmosoxeHue ce 06aseTe B LIEHTHP 10 TOKCHUKOJIOTHS HJIM HA JIeKap.

[TspBa NOMOLIL IPH BMIIBAHE . V3Bezere JMIETO HA YUCT BB3/yX U IO IOCTABETE B MO3ULIMS, YICCHSBAIIA THIIAHETO.

[IbpBa nOMOIIL IPYU KOHTAKT € KOXKAaTa . M3mniiTe KoxaTa ¢ MHOT'O BOJA.

[TppBa mOMOLI TP KOHTAKT C OYHTE . UM3mnakuere ounte ¢ BOAA KaTO MPEANa3Ha MIPKa.

[TspBa mOMOLIL IIPH MOTJTBIIAHE . Wsmnakuere ycrata. [Ipu HepasmosoxeHue ce 00amere B LEHTHP 10 TOKCHKOJIOTHS HITH Ha JIeKap.
Camo3aiira Ha OKa3Ball¥is TbPBa MOMOII] . IlepcoHansT, OKa3Ball IbpPBa MMOMOIL, TPSIOBA []a HOCH MOAXO/SIIIN JIHYHH IPEANa3HH CPEACTBA.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIM CJie/l U3BECTECH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKTPl

CumnroMu/epexTd ciell BAUIIBaHEe . Hsima npu Hopmainsu ycnoBus. [IpaxsT OT IPOAYKTa, AKO MMa TaKbB, MOXKE [a IPHINHU Jpa3HEeHe Ha
JIMXATEHNUTE IBTHUIIA CJIE/l TPEKOMEPHO H3IaraHe upe3 BAUIIBAHE.

CumrnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hsima npu Hopmainsu ycnmosust. [IpaxsT MoXe [a IPUYHHU Jpa3HeHe B TPHKUTE Ha KOYKATa WITH TIPU
KOHTAKT, KOTaT0 HOCHTE TECHHU JAPEXH.

Cumnromu/eeKTd ciel] KOHTAKT C OUUTE . Hsima npu Hopmanuu ycmoBwus. [IpaxbT OT IPOLYKTa MOXKE Ja MIPEAU3BHKA Apa3HEHe Ha OUHTeE.

CumroMu/epeKTd Ciie MorTbInane . Bpenen npu nornbiase.

4.3. Yka3zanmue 3a HE0OX0AMMOCTTA OT BCAKAKBY HEOTJI0KHU MEeTUIIMHCKH T'PUKHA U CICLIMATHO JIeYeHue

Jla ce 1ekyBa CUMITOMAaTHYHO.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

Ioaxoasmu noxaporacUTETHA CPeACTBA . Bogen crpeii. Cyx npax. Ilsna.
Henoaxonsuy noxxaporacuTeNnHu CPeACTBA : Jla He ce U3MoN3Ba CUIIHA BOJHA CTPYSI.

5.2. Ocobenn OIMACHOCTH, KOUTO MPOU3THYAT OT BEIECTBOTO UJIN CMECTa

OmnacHOCT OT moap . Hsma puck ot moxap.
OmnacHOCT OT eKCILIO3Ust . Hsma omacHOCT OT IMPEKTHA eKCIUIO3HS.
OnacHy NPOJYKTH Ha pa3NajaHe B CIydai Ha Ioxap . BB3MOXHO € OTHeNIHETO Ha TOKCHYHH W3MapeHusl.

5.3. CbBeTH 32 NMOKapHUKApHTE

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 NpEearasHyu CpeacTBa, BKII. U CPEACTBA 3a AUXATE/IHA 3alllUTa.
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Polymyxin B for Bacillus Supplement

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

3amuuTa Ipy raceHe Ha noxap . Jla He ce npeanprema Hameca 6e3 MOAXOAIIO 3aIUTHO 000pyABaHE. ABTOHOMEH M M30JIHPALL]
amapar 3a AuxaTenHa 3amura. [IbiHa 3amura Ha TSUI0TO.

31EJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1. JIm4uHM MpeAna3sHUu MePKH, IPEANAa3HA CPeICTBA H MPOLeIyPH NPH CHEIIHH CIy9an

OO0um Mepku : Jla ce yBeIOMST BJIaCTUTE, aKO MPOIYKTHT MOMAIHE B KAHAM3ALUATA WK OOIIECTBEHN BOJIOCMH.
[TonuiiTe pa3naToTo, 3a 1a ce NPeIOTBPATAT MaTePUAIHU BPEIHU.

3a mepcoHaJ1, KOITO He OTTOBAP 32 CIEIIHH CIIyYan

3aluTHE cpeacTBa : Jla ce HoCAT penopbYaHUTE JIUYHY NIPENa3sHH CPeCTBA.
ABapuiiHH IJIAHOBE . Jla ce npoBeTpy 30HaTa Ha pa3iMBaHe/Pa3CUIIBAHE.

3a JIMIAaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

3ammTHA cpeacTBa . Jla me ce npeanpuema Hameca 6e3 MOAXOAIIO 3aIUTHO 0Oopy/ABaHe. 3a ToBede HHPOPMAIH,
BikTe pasaen 8: "KoHTpon Ha ekcriosunmsTa/ IMYHE TpeIa3Hu cpescTpa’.
ABapuiiHu I1aHOBE  Jla ce oTCTpaHH HEHYKHHSI IEPCOHAIL.

6.2. Ilpeama3sHu MepKH 3a ona3BaHe HAa OKOJHATA cpeAa

)Ia ce n3bsrea H3IIyCKaHE B OKOJIHATa cpeaa.

6.3. MeToau u MaTepuaJu 32 OrpaHUYaBaHe H MOYNCTBAHE

3a 3agbpiKkaHe : C momolira Ha YMCTAa JIONAaTa [IOCTaBETe MaTepualla B CyX ChJ/l M IO IOKpHiiTe, 6e3 Ja ro IpUTUCKATE.
Meroau 3a OYHCTBAaHE . Cpbepere NpOAyKTa 10 MEXaHUUEH HAYMH.
Jpyra undopmarus © Marepuanure Wi TBBPAUTE OCTATHLH Jla CE U3XBBPIIAT HA PA3PELICHO 3a LIeTa MACTO.

6.4. Ilo3oBaBaHe Ha APYTH pa3ieIn

3a moBeue HHpOpMAKs, BIKTE pazaen 13.

3AEJI 7: PaGoTa u cbXpaHeHHe

7.1. llpeana3Hu MepKH 3a Ge3onacHa padoTa

[Npenmnasau Mepku 3a Ge3omacHa pabora : /Jla ce ocurypu 100po npoBeTpsiBaHe Ha pPabOTHOTO MsACTO. Hocere TMuHM NpenasHu CpecTBa.
XUTUEHHH MEPKH . Ja He ce siae, mie WK MyLIH MPU ynoTpeda Ha NpoayKTa. BiuHarn u3muBaiite pplere cu cier
pabora ¢ mpojyKra.

7.2. YcnoBus 3a 6€30macHo CbXpaHfiBaHe, BRKIKYUTE/IHO HECbBMECTUMOCTH

TexXHUYEeCKH MEPKH . Jla ce chxpaHsiBa Ha MPOXJIAJHO M MPOBETPUBO MACTO, Jajey OT TOILIHHA.

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

Temmeparypa Ha ChXpaHEHHE 2-8°C

OnakoBbYHH MaTepHAIH . BuHaru cbxpansBaiiTe IpOAyKTa B OMTAKOBKA OT ChHIIHS MaTepHall, KaTO OPUTHHAIHATA OMAKOBKA.

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

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

POJI HA eKCIO3UIMSATA/JTNIHA MPEINA3HU CPe,

8.1. [lapameTpH Ha KOHTPOJX

Hsima HanmMuHa JOTBIHUTEIHA PIH(bOpMaI.II/Iﬂ

8.2. KoHnTpo. Ha ekcnio3nusiTa

Toaxoasiuy HHKeHEPEeH KOHTPOJI

Moaxoasiuy HH:KeHePeH KOHTPOJI:
Jla ce ocurypu 1o06po poBeTpsBaHe Ha pabOTHOTO MSACTO.
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Polymyxin B for Bacillus Supplement

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

JINYHM npeanasHu cpeacTBa

JInunn Npeana3sHu CpeacTBa:

I[a C€ HOCAT NPENOPBbYAHUTE JIMYHU NPEAIIa3HU CPEACTBA.

CuMBoJI(M) 32 THYHH NPEANIA3HU CPeIcTBA
" _ paning

3ammTa HA OYHTE H JIUIETO

3ammTa HA OUMTE:
Ipenna3uu ounna
3ammTa HA KOKATa

3amuTa HA KOKATA H TAJIOTO:
Jla ce HOCH OAXOAI0 PEITa3HO 00JIEKIO

3aumMTa Ha pbleTe:
3aluTHA PbKABULIM

3ammTa HA TUXaTEJHUTE NHTHIA

SamuTa Ha IUXATEJTHUTE MbTHIIA

B cnyqai/i Ha HEIOCTaThYHA BEHTHJIALMS 1a C€ HOCH ITOAXOISII JUXaTEJICH arrapaTt

KOHTpO.]'l Ha EKCNO3uIHsTa HA OKOJIHATA CpeJa

KoHTpo.1 Ha eKcHO3HIUATA HA OKOJIHATA cpeja:
Jla ce u30srBa M3IyCKaHe B OKOJIHATA CPe/Ia.

JIEJI 9: ®u3nyHU U XMMHUYHH CBO

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo ChCTOSIHHE

st

BroHIeH By

Mupuc

I'panunara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIeHe

3amanumocT

JlonHa rpaHuIa Ha eKCIIO3UBHOCT
I'opHa rpaHuIIa Ha €KCILIO3UBHOCT
[Inamua Temmneparypa
Temmnepatypa Ha camo3amnaaBaHe
Temmneparypa Ha pa3narade

pH

pH pastBop

Bucko3uter, KHHEMAaTHICH
PastBOpuMOCT

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

Hansarane na napure

Hansrane na napute npu 50°C
IInsTHOCT

OTHOCHTENHA ITBTHOCT
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C
Pasmep Ha yacTuure

9.2. ipyra undopmanus

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

TBBPIO BELIECTBO
White.

3pbHIA.
XapaxTepeH.

He e Hanuuno
He e Hanuuno
He e npunoxumo
He e Hanuuno
Heszananum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e Hanuuno
He e Hanuuno
He e nanuuno
He e npunoxumo

Cmabo pa3TBOpUM.

He e nanuuno

He e nanuuno
He e nanmuuno
He e nanuuno
He e nanmuuno
He e npunoxumo
He e nanmuuno
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Polymyxin B for Bacillus Supplement

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 HOPMAJIHH YCIIOBHS Ha yHOTpeda, ChbXpaHeHUE U TPAHCIOPT.
10.2. XuMHYHA CTAGHIHOCT
CraOuieH npu HOPMAJIHH YCIOBHSL.

10.3. Bb3MOKHOCT 32 OMACHH PEAKIINH

Hsma no3Hara oracHa peakiys Ipy HOPMaJIHHU YCJIOBHS Ha YyIOTpeOa.

10.4. YcnoBusi, KonTo TpsidBa 1a ce H30sirBaT

HsiMa nipu mperiopbyaHuTe yCIOBHS 32 ChXpaHeHue 1 paboTa (BKTe pa3aen 7).
10.5. HechbBMeCTHMH MaTepUATIH

HsiMa Haim4YHa TOIBIHATENHA HHGOPMALTUS

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. Mndopmamusi 3a KIacoBeTe HA OMACHOCT, onpeneaenu B Permavent (EOQ) Ne 1272/2008

Ocrtpa ToKCHYHOCT (OpaiHa) : Bpenen npu nornemiane.

OcTpa TOKCHYHOCT (IepMaliHa) . He ce xnacudunupa (Bb3 0cHOBa Ha HANMYHKUTE JaHHH, HE Ca M3IBIHCHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)

OcTpa TOKCHIHOCT (BAMIIBAHE) . He ce kmacudummpa (Bb3 0CHOBa Ha HAJMYHHUTE JAHHH, HE Ca M3ITBJIHCHH KPUTEPHHUTE 33
KIIacH(HIIPaHe)

Polymyxin B for Bacillus Supplement

ATE CLP (opanna) 1994,27 mg/kg TenecHo Teriio

Polyvinylpyrrolidone (9003-39-8)

LD50 opainHo rursx 100000 mg/kg (Rat, Oral)

LD50 nepManHo rrbx > 12000 mg/kg (Rat, Dermal)

Polymyxin B sulfate (1405-20-5)

LD50 opanHO mTBX 790 mg/kg
KoposuBHOCT/ mpa3Hene Ha Kokata : He ce knacudwumpa (Bb3 0CHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHA KPUTEPUHTE 38
KIacHHIHpaHe)

Polyvinylpyrrolidone (9003-39-8)

pH 3-7(5%)

Polymyxin B sulfate (1405-20-5)

pH ‘ 5-75(5%)
CepHOo3HO yBpeXK/IaHe Ha OUHTe/Jpa3HeHe Ha OUHTEe . He ce knacu¢unupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHEHN KPUTEPUHTE 3a
KIIacu(HIHpaHe)

Polyvinylpyrrolidone (9003-39-8)

pH ‘3_7(5%)

Polymyxin B sulfate (1405-20-5)

oH ‘5_7,5 (5 %)
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Polymyxin B for Bacillus Supplement

Nudopmanronen auct 3a 6€30macHOCT

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

CeHCI/I6I/IJ'H/I3aI_II/I$[ Ha IUXATCIIHUTE ITbTUIIA UJIA KOXKaTa

MyTaI‘eHHOCT Ha 3apOJUIIHUTE KJICTKH

KaHLICpOl'eHHOCT

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupane)
He ce xnacu¢uumpa (Bp3 0OCHOBa Ha HATMYHUTE JAHHH, HE Ca U3ITBIHECHH KPUTEPUUTE 3
KJacupuIupane)
He ce knacu¢uumpa (B3 OCHOBa Ha HAIMYHUTE JIAHHH, HE CA U3IIBJIHEHH KPUTEPHUTE 3a
KIacHHIHPaHe)

Polyvinylpyrrolidone (9003-39-8)

IARC rpyna

3 - He mojuiexxu Ha Kiacudukanms

ToKCHYHOCT 3a PENPOAYKLHUATA

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — eIHOKpaTHA EKCIIO3ULIUS

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — MOBTAPSIIIA CE EKCITO3ULIUS

OrmacHocT TIpA BAUIIIBAaHE

He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupanHe)
He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE JaHHH, HE Ca U3IIBJIHEHH KPUTEPUUTE 32
KIacHHIHPaHE)
He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE NaHHH, HE Ca H3IbIHEHH KPUTEPHUTE 32
KIacHHIHPaHE)
He ce xiacu¢uumpa (Bs3 0CHOBa Ha HAIMYHUTE JAQHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIIacH(HIIpaHe)

Polymyxin B for Bacillus Supplement

Buckosuter, KHHEMaTHYCH

He e npunoxumo

11.2. Mudopmanus 3a pyrd ONacCHOCTH

Hsima Hain4HA AOIBIHUTENIHA HHPOPMALHS

PA3IEJI 12: ExoJjioru4Ha uH(popmanus

12.1. TokcuuHOCT

Exomnorus - o61mo
OmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa)

OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

TIpoxyKTBT HE Ce CYNTA BPEIEH 3a BOAHH OPraHU3MH U HE IPUYUHSBA JbITOTPAHHI
HeONaronpusTHN e(EeKTH BEPXY OKOJHATA Cpe/a.

He ce xnmacu¢ummpa (B3 ocHOBa Ha HAIMYHUTE JIaHHU, HE Ca U3ITBIHEHN KPUTEPHUTE 3a
KIIacH(HIIpaHe)

He ce xnmacu¢ummpa (B3 ocHOBa Ha HAIMYHUTE JIaHHW, HE Ca U3ITBITHEHN KPHTEPHUTE 3a
KIIacH(HIIpaHe)

Polyvinylpyrrolidone (9003-39-8)

LC50 - Pu6u [1]

> 10000 mg/l (96 h, Leuciscus idus)

EC50 96h - Bonopacnu [1]

162000 mg/l Source: Ecological Structure Activity Relationships

12.2. YcTOMYMBOCT H Pa3srpaiuMocT

Polymyxin B for Bacillus Supplement

YCTOWYMBOCT U pa3rpaiuMocT

He ce pasrpaxna 0bp30

Polyvinylpyrrolidone (9003-39-8)

YcToiuuBOCT U pasrpaauMocT

Not readily biodegradable in water.

Polymyxin B sulfate (1405-20-5)

YcToiuuBOCT U pasrpaauMocT

Biodegradability in water: no data available.

12.3. BuoakymMy.JIiHpaIna crocooHoCT

Polyvinylpyrrolidone (9003-39-8)

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

0,29 Source: Quantitative Structure Activity Relation

Buoaxymynupama criocoOHOCT

No bioaccumulation data available.
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Polymyxin B for Bacillus Supplement

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

Polymyxin B sulfate (1405-20-5)

Broakymyipaiia cocoGHOCT No bioaccumulation data available.

12.4. TIpeHoCcHMOCT B IOYBATA

Hsma namuana JOI'bJIHUTCIIHA ]/IH(l)OpMaLIHSI

12.5. Pesyarartu ot onenkata Ha PBT u vPvB

Hsma nanuana JOI'bJIHUTECIIHA ]/IH(l)OpMaLIHSI

12.6. CBoiicTBa, HapymIaBamy (pyHKIHMUTE HA €HAOKPUHHATA CHCTEMA
Hsma nanuana JOI'bJIHUTCIIHA ]/IH(l)OpMaLIHSI

12.7. Ipyru HebaaronpusaTH edextn

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 13: OGe3BpexaaHe Ha OTHAIBLIMTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIH

PeruoHannu pasnopenou 3a OTHaLbLHTE . Ob6esBpesxaaneTo TpsAOBa a ce U3BBPIIBA B ChOTBETCTBUE C O(HUIMATHUTE PA3OPEIOH.

Meroau 3a TpeTHpaHe Ha 0TI . U3xBbpiere ChIbpiKaHNETO/OMAKOBKATA B CHOTBETCTBHE C HHCTPYKLIMKUTE 3a COPTHPAHE Ha
JIMLIEH3UpaHAaTa Clyxk0a 32 00e3BpexkIaHe Ha OTHAIbLIH.

IIpenopbKy 3a OTBEKIAHE HA OTHAXBYHH BOAU . O6esBperxaaneTo TpsAOBa a ce U3BBPIIBA B ChOTBETCTBUE C O(HUIMATHUTE PA3NOPEIOH.

IIpenopbku 3a 06e3BpexkaHe Ha MPOJyKTa/onakoBkata © Jla ce cria3BaT IPUIIOKHMHUTE IIPaBHIIa 3a JCOHUPaHe Ha TBBPAH oTnaablu. O6e3BpekIaHeTo
Tps6Ba Jja ce 3BBPIIBA B CHOTBETCTBHE ¢ OQUIUATHHUTE Pa3openou.

JombiHuTenHa nHGOpMaHs . Jla He ce U3MoI3BaT HOBTOPHO MPAa3HUTE OITAKOBKH.

kox HP : HP6 - ,,Octpa TOKCHYHOCT": OTIABIIM, KOUTO MOTAT Ja IPHYUHSIT OCTPH TOKCHYHU epeKTH ciie]|

IIpue€MaHe IIpE3 yCcTaTa UK KoXKaTa, Wi Ype3 BAUIIBAHE.

PA3IEJI 14: UudopManusi OTHOCHO TPAHCIIOPTHPAHETO

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

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALTOHEH HOMED

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

14.2. TouHo HAaUMEHOBAaHHE HA MPaTKaTa no cnucbka Ha OOH

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

14.3. Knac(oBe) Ha omacHOCT MPH TPAHCIIOPTHPaHe

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

14.4. OnakoBbYHa rpyna

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

14.5. OnacHocTH 3a OKOJIHATA cpea

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

Hsma nombiHuTEIHA HATMYHA UHGOPMAIIUS

14.6. Cieuyua/iny npeana3’Hu MEPKH 32 MOTpeduTeInTe

CyxonbTeH TPAHCIOPT
He e npunoxumo
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TpaucnopT no Mmope
He ce perynupa

Bob3ayumien Tpancnopt
He ce perynupa

TpaHcnopT Mo BbTPELIHNTE BOAHH NBTHIA
He e npunoxumo

KenesonbTeHn TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MEKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CoennuyHu 3a BeNIeCTBOTO WU CMECTAa HOPMATHBHA ypen0a/3aKoHO0IATEICTBO OTHOCHO (0€30I1aCHOCTTA, 3IPABETO H OKOJHATA
cpena

PernamenTn Ha EC

REACH, Ilpunoxenune XVII (YcioBus 3a orpanuyaBaHe)

He cpabpika BemectBo(a), BimoyeHo(r) B [Tpunoxenne XVII Ha REACH (YcnoBus 3a orpannuaBaHe)

REACH, ITpuaoxenue XIV (Cimchbk Ha BellecTBaTa 3a pa3peliaBaHe)

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

REACH, Cnucbk ¢ kanauaaTt-seuecrsa (SVHC)

He cpabpika BemectBo(a), BimoyeHo(1) B cniuckka Ha REACH ¢ kanaunar-seriecTsa

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

He cpappixa BemectBo(a), BritodeHo(n) B PIC crmcbka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OITACHYU XUMHUKAIIHN)
Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)

He cpabpixa BemectBo(a), BKmoueno(n) B criucbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO yCTOWYHBHTE OPraHUYHHA 3aMBbPCHTENH)

PersiaMeHT OTHOCHO BelecTBa, KOMTO HAPYIIaBaT 030HOBUS cJioi (2024/590)

He ¢urypupa B criichbka ¢ BellecTBa, KOMTO HapymaBat 030HoBus cioii (Permament EO 2024/590)
He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBHSA ciioi (Perimament EO 2024/590 oTHOCHO BemecTBa, KOUTO
HapyIIaBaT 030HOBHSI CIIOH)

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

He cpabpika BemectBo, koero e npeamer Ha PETJIAMEHTA HA ChBETA (EC) 3a koHTpoI Ha M3/ieus C ABOiHA yrnoTpeda

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

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ TIpeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npennaranero Ha masapa u ynorpebara Ha
[IPEKyPCOpH Ha B3PUBHH BEILIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIFOYEHO(M) B cruchbka ¢ [Ipexypcopu Ha HapkoTuunute Bemectsa (Permament EO 273/2004 0THOCHO IPOM3BOACTBOTO H IYCKAHETO
Ha I1a3apa Ha OIIpe/leJIeHH BEIeCTBA, H3MI0I3BaHNU 32 HE3aKOHHO IIPOM3BOACTBO Ha HAPKOTUYHHU MU IICUXOTPOIIHHU BEIIECTBA)

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

Hee H3BBpILICHA OLICHKA HA XUMHUYECKaTa 6e30macHOCT

PA3JIEJI 16: /Ipyra undopmanus

ChbKpaleHust 1 AKPOHUMH:

ACGIH ‘ AMepHKaHCKa KOH(pEpeHIHs Ha AbP)KaBHUTE HHIYCTPUATHI XUTHEHUCTH
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CbKpaneHust  AaKPOHUMH :

ADN EBporeiicko criopasyMeHue 3a MEXIyHapOo/IeH IPEBO3 Ha OINACHU TOBAPH 110 BbTPEIIHUTE BOJHH ITbTHILA
ADR EBporneiicka crioros6a 3a MexIyHapoeH PEBO3 Ha OIIACHU TOBAPH 110 LI0CE
ATE OreHka Ha OCTpa TOKCUYHOCT

BCF ®akTop 32 OHOKOHIIEHTpALHS

BLV Buonoruuna rpanuyHa CTOMHOCT

BOD Buoxummuana norpe6roct ot kucnopon (BIIK)

CAS Ne Howmep na Ciryx6ara 3a XMMUYHU UHIEKCU

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

CSA OneHka Ha 6€30ITaCHOCT Ha XUMUYHOTO BEIECTBO MIIH CMEC

DMEL Tomy4ena MuHUMAaITHA JeficTBaIa J03a/KOHLCHTPALHS

DNEL Tlomydena HenelicTBama 103a/KOHIIEHTPALHIS

EO Ne Howmep na Eponeiickara obunoct

EC50 CpenHa ebeKTHBHA KOHLICHTPALHS

ED EHnokpuHeH HapyIIuTen

EN Esponelicku crangapt

EWC EBponeiicku karajnor Ha oTnagbLuTe

IARC MeskayHapo/jHa areHIMs 3a U3CIEeBAHE Ha paKa

IATA MexayHapoaHa acoLHaLKs 38 Bb3AYLICH TPAHCIOPT

IMDG MesxayHapoieH KOAEKC 3a IPeBO3 Ha OIACHU TOBAPHU 110 MOpE

LC50 CpenHa CMBPTOHOCHA KOHIICHTPAIIUS

LD50 CpenHa CMBPTOHOCHA 1032

LOAEL Haii-auckara 103a, Ipu KosTO ce Habr01aBa HEOIATONIPUATEH epeKT
Log Kow Koedwmment Ha pasnpenenerune: n-okranon/soaa (Log Kow)

Log Pow Koedurment na pasnpenenenue: n-okranoin/sona (Log Pow)

MAK MaKCHMAITHa KOHIICHTPAIUS Ha pabOTHOTO MSICTO

NOAEC Konmenrpanus 6e3 HabogaBan HebnaronpusiTer edext

NOAEL Huso 6e3 HaOmo1aBaH HEOMAroNMpHATEH eeKT

NOEC Konnenrpanus 6e3 Habrro1aBaHo Bb3AEiHCTBHE

H.Y.K. Heykazanu KOHKpeTHO

OECD Opranusarus 32 HKOHOMUYECKO CHTPYAHHIECTBO H Pa3BUTHE

OEL I'panmdHa CTOHHOCT HA €KCTIO3UIHS HA PAOOTHOTO MSCTO

OSHA AMepHKaHCKa aIMIHHUCTPANUS IO TPY0Ba O€30IIaCHOCT H 37paBe

PBT VYcroitunBo, GHOAKyMyIUpANIo U TOKCHIHO

PNEC IIpenmnonaraema HemelcTBaIa KOHIICHTPALNS

JITIC JInyHuM npeanasHu cpesicTBa

RID IIpaBuIIHMK 3a MEXIYHAPOJEH JKEIE30IIbTEH NIPEBO3 HA ONTACHU TOBapU
WJIb Hudopmanuones IuCT 3a 6€30IacHOCT

STP IIpeuncTBaTeNIHA CTAHIUS
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Polymyxin B for Bacillus Supplement
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CbKpaneHust  AaKPOHUMH :

TF Texuuuecka GyHKIUST

TIIK Teopernuna norpedHoct ot Kucnopon (ThOD)
TLM CpenHO HHBO HA TOKCHYHOCT

TWA IIperernena BbB BpeMeTO CpeHa CTOHHOCT
JIOC JleTnuBY OpraHUYHY CHEAUHEHUS

vPvB MHOro yCTOHYMBO ¥ MHOTO OHOaKyMYyJTHPAIIO
UFI YHukaneH uneHtudukarop Ha Gpopmynara

IIsaen Texer Ha H- 1 EUH-npexynpesknennsTa 3a omacHocT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4
H302 Bpenen npu nornsiuaxe.
Krnacugukanusra € B CbOTBETCTBHE C : ATP 12

Wudopmanunonen et 3a 6ezonacHoct (UJIB), EC

Tasu I/IH(i)OpNIﬂLU/Iﬂ C€ OCHOBAaBa Ha HAIIMUTE TECKYIIU IMMO3HAHUS U € IIPEIHA3HAUYCHA J1a 1aJI€ OIMMCAaHUE Ha IIPOAYKTa CaMO 3a LCJIUTE Ha 3/JpaBC€OIla3BaHEeTO,
6e3011aCHOCTTa ¥ OKOJIHATA cpena. HO}’)HZ[H TOBA, TS HE TpﬂﬁBa Ja C€ ThJIKYBAa KaTO rapaHius 3a CBOMCTBaTa Ha MpoayKTa.
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