Soleris® Burkholderia cepacia Complex Supplement

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3nasane: 3.9.2025 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 : Soleris® Burkholderia cepacia Complex Supplement
Kon Ha mponyxTa : S2-BCC-S

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

Howmep(a) Ha gactute : s2-bce-s|700003774

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]

EUH o¢pa3u : EUH208 - Cpabpxa Gentamicin sulfate (1405-41-0). Moske fa npean3BuKa aneprudHa peaxius.
EUH210 - MudopmanioHeH JIHCT 3a 6e301macHoCT 1iie Ob/1e MpeCcTaBeH Py IOUCKBAHE.

2.3. Ipyru onacHoCTH

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

KomnoneHT

BemtectBo(a), Heotrosapsiiio(u) Ha kputepuute 3a PBT na | Gentamicin sulfate (1405-41-0)
Pernament REACH, B crorBercTBue ¢ [Tpunoxenue XIII

BeuectBo(a), HeotroBapsimo(n) Ha kputepunte 3a vPvB na | Gentamicin sulfate (1405-41-0)
Pernament REACH, B crotBerctBure ¢ [Ipunoxenne XIII
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Soleris® Burkholderia cepacia Complex Supplement

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

CMecTa He ChABpIKa BEIlecTBO(a), BKIIIOUEHO(H) B CIIUCHKA, U3TOTBEH B choTBeTcTBHE ¢ WieH 59(1) or REACH, 3a mpurexaBaHe Ha CBOHCTBA, HApyLIaBaIlU
(yHKIUHTE Ha eHJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HASHTH(UIUPAHO KaTo IPHUTEKABAIO CBOHCTBA, HAPYNIABAIH (DYHKIIMUTE Ha
€HJJOKpHHHATa CHCTEMa B CHOTBETCTBUE C KpuTepuuTe, onpenencuu B Jlenerupan Permament (EC) 2017/2100 Ha Komucusta nmu 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]
Gentamicin sulfate CAS Ne: 1405-41-0 >0,1-<0,5 Resp. Sens. 1, H334
EO Ne: 215-778-9 Skin Sens. 1, H317

3a memHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

PA3IEJI 4: Mepku 32 mbpBa moMOoII|

4.1. Onucanne Ha MePKHUTE 32 MHPBA MOMOL

ITspBa nomo1x - 00K MEpKU © AKo ce o4yBCTBaTe 31€, IOTbPCETE MEAULIUHCKA TOMOLL.

IIbpBa oMol 1pu BAULIBAHE : H3Benere IMLETO Ha YKMCT BB3/YX U IO MIOCTAaBETE B MO3ULIMUS, YJIECHABAILA AUIIAHETO.

IIbpBa noMoII IPHU KOHTAKT € KOXKaTa . M3mmiite kokaTa ¢ MHOTO BOJIa.

IIbpBa oMol IpYU KOHTAKT C O4UTE : HMsnnakHere ounte ¢ BOAA KaTo MperasHa MsApKa.

IIbpBa nomo1l Npu MOrIbIIAHE . Ilpu HepasnooxeHue ce 00ajieTe B IEHTHP 110 TOKCUKOJIOTHS HJIM Ha JIeKap.

Camo3amura Ha OKa3Ballysl IbpBa IIOMOI . IlepcoHansT, OKa3Ball IIbpBa IIOMOLL, TPSIOBA Ja HOCH MOAXOJSIIN JIMYHH IIPEANa3HH CPEACTBA.

4.2. Haii-chlecTBEHH OCTPH U HACTBHIIBAILY CJIe/l H3BECTEeH MepHo/l OT BpeMe CUMIITOMH H e eKTH

CumnroMu/epexTd ciell BAUIIBaHe : Hsama npu HOpManHu ycnoBusl.
CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa : Hsama npu HOpManHu ycnoBust.
Cumnromu/eeKTd ciel] KOHTAKT C OUUTE : Hsama npu HOpManHu ycroBust.
CumroMu/epexTd Ciie MorTbIane : Hsama npu HOpManHu ycrnoBust.

4.3. Yka3zanmue 3a HE00XO0AMMOCTTA OT BCAKAKBY HEOTJI0KHU METHIIMHCKH TPUKHA U CICLIMAJTHO JIeYeHue

Jla ce 1ekyBa CUMITOMAaTHYHO.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxap

INoaxoasiy no>kaporacuTeHA CpeCTBa . Bopgen cnpeii. Cyx npax. [IsHa. Beraeponen auoxeuna.
Hemnoaxoasiiu moxaporacuTeNIH| CpeicTBa . Jla He ce M3MONI3Ba CHITHA BOIHA CTPYSL.

5.2. Ocobenn OIMACHOCTH, KOUTO MPOU3THYAT OT BEIECTBOTO UJIN CMECTa

OmnacHOCT OT IoXkap . Hsama puck ot noxap.
OnacHOCT OT eKCILIO3Us : Hsama omacHOCT OT TUpPEKTHA EKCILIO3HA.
OmnacHH IPOLYKTH Ha paslajiaHe B cIydail Ha moxap : BB3MOXHO € OTAENIHETO Ha TOKCUYHHU U3IapEHUsL.

5.3. CbBeTH 32 OKAPHUKAPHUTE

I/IHCprKI.II/II/I 3a raCc€He Ha IoXKapu . C orphs Tpﬂ6Ba Ja ce 60pHTe ot 6e301acHo PasCTOAHUE U OT 3AIlUTEHO MACTO. ,Z[a HE C€ BJIM3a B
30HU Ha oXkKap 6e3 NpEearasHu CpeaCcTBa, BKII. U CPEACTBA 3a AUXATEIHA 3alllUTa.
3amuTa TIpy rac€HE Ha oXxap . I[a HE C€ npeAnpueMa Hameca oe3 OAXOAA IO 3alIUTHO 060pyz[BaHe. ABTOHOMEH 1 n3oJpari

arapar 3a 1uxaTejiHa 3alluTa. ITbyna 3ammTa Ha TSUIOTO.
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Soleris® Burkholderia cepacia Complex Supplement

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 MpeAna3sHUu MePKH, MPeANa3Hi CPeACTBA H MPOLeIyPH NPH CHEIIHH CIy9an

O06mu Mepku : Copere Teua, ako e 6e3omacHo. [la ce yBeJOMSAT BIACTHTE, aKO MPOLYKTHT IONAIHE B KaHAIU3AHATA
i obuiecTBeHN Bogoemu. ITonmiite passaToTo, 3a 1a ce MpeIoTBPATAT MATCPUATIHN BPEIH.

3a mepcoHaJ1, KOITO He OTTOBAPS 32 CHEIIHHN CIy4an

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

3a JIMIaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

3aIuUTHY CpeCTBa : Jla He ce mpeanpueMa HaMeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. 3a moBede HHpOopManus,
BkTe pazaen 8: "KoHTpon Ha ekcrio3unusita/ IMYHY MPEANa3Hu cpeacTna.
ABapuiiHu 1IIaHOBE : Jla ce orcTpanu HeHyxHUs niepcoHai. Crpere Te4a, ako € 6e301macHo.

6.2. IIpenma3nu MepKH 32 oNa3BaHe HA OKOJTHATA cpefa

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHATa cpeaa.

6.3. MeToau u MaTepuaJIHi 32 OrpaHUYABAHE H MOYNCTBAHE

3a 3agbpiKkaHe . Tlommiite pa3neTs NPOAYKT C MACHK MM C NPbCT. OrpaHuyeTe BCIKAKBU Pa3JIMBU C JUTH WK
a0copOeHTH, 3a la CIpeTe U3THYaHE WM IIPOHUKBAHE B KaHAIM3aLKUATA WK BOAHMTE IbTHIA. [la ce
CIIpe U3THYAHETO, aKO € BbMOXKHO, O€3 /1a ce IoeMa PUCK.

Meroau 3a OYHCTBAaHE . Pasmsrara Teunoct ma ce crbepe ¢ abcopbupari MaTepuail.

Jpyra undopmarus  Marepuanure Wix TBBPAUTE OCTATHLH Jia 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 Ge3omacHa padoTa

[Npenmnasau Mepku 3a Ge3omacHa pabora : /Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsACTO. HoceTe nMuHu npeanasHu cpeacTna.
XUTUEHHH MEPKH . Ja He ce sie, mie WK MyLIH Py ynoTpeda Ha NpoayKTa. BiuHarn u3MuBaiite pplere cu cier
pabora ¢ mpojyKra.

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

TexXHUYEeCKH MEPKH . Jla ce chxpaHsiBa Ha HPOXJIaJHO U IPOBETPUBO MSCTO, ajed OT TOILIHHA.
VYcnoBust 3a chXpaHsBaHe : Jla ce nppxu Ha xnaaHo. [la ce masu oT npsika CIIbHYEBA CBETIIMHA.
OnakoBbYHH MaTEepHAIH : BuHaru chxpansBaiiTe NpoyKTa B OIAKOBKA OT ChHIIHS MaTepHall, KaTO OPUTHHAIHATA OMAaKOBKa.

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

Hsima Hammana JOIIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

POJI HA eKCIO3UIMATA/JINIHA MPEINA3ZHU CPe,

8.1. [lapameTpH Ha KOHTPOJX

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

8.2. KoHnTpo. Ha ekcrio3nmusiTa

IMoaxoasiuy MHKeHEPeH KOHTPOJX

Moaxoasiuy MH:KEHEPEH KOHTPOJI:

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

JIn4yHM NpeAna3Hu CPecTBa:
/Jla ce HOCAT NMPENOpBbYAHUTE JIMIHH MPEANIA3HN CPECTRA.
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Soleris® Burkholderia cepacia Complex Supplement

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 JTHIETO
3ammTa Ha ouHTe:
[penmnasuu oumia

3amuTa Ha KOKaTa

3ammTa HA KOKATA M TAJIOTO:
Jla ce HOCH OAXOAIIO IPEIITa3HO 00JICKIO

3amuTa Ha pBLETE:

3aIUTHE PHKaBUIN

3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa HA ANXATETHUTE MbTHIIA

B ciyuaii Ha HEAOCTAThYHA BEHTIIALMS a CE HOCH MOIXO/IAI AUXATeNeH anapar
KoHTpo.1 Ha eKCIO3NIMSITAa HA OKOJIHATA cpeJa

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

31EJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PU3HYHH W XHMHYHH CBOIHCTBA

ArperaTHo CbCTOsSTHUE . Tednoct
LBsar Buctep.
BobaIen By Teunocr.
Mupuc be3 mupuc.

I'panniaTa Ha Mupuca

Touka Ha TOTIEHE

Touka Ha 3aMpB3BaHe

Touka Ha KHUIICHE

3anaiuMocT

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
T'opHa rpanua Ha €KCIIIO3UBHOCT
ITnamua remmneparypa
TeMneparypa Ha camo3arnanBaHe
TeMneparypa Ha pa3narane

pH

Buckozuter, KuHEMaTHYeH
PastBopumoct

KoeduimeHt Ha pasnpenenenue: n-okranoi/soja (Log

Kow)

Hansrane Ha mapute
Hansrane na napute npu 50°C
ITsTHOCT

OTHOCHTEIHA ITBTHOCT

OTHOCUTENHA IUTBTHOCT Ha napure npu 20°C

XapaKTepI/ICTI/IKI/I Ha 9aCTUIIUTE

9.2. Jipyra undopmanus

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

He e nanmmuno
He e npunoxunmo
He e nanmmuno
He e nanmmuno
Hezananmum

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
44-5

He e nanmmuno
PasTBaps ce BEB BoJa.
He e nanmmuno

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e npunoxumo
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Soleris® Burkholderia cepacia Complex Supplement

Nudopmanronen auct 3a 6€30macHOCT

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

10.1. PeaknuoHHa CIIOCOOHOCT

ITpoxyKTHT € HepeaKTHUBEH IIPH HOPMAJIHH YCIIOBHS Ha yHOTpeda, ChbXpaHeHUE U TPAHCIOPT.

10.2. XuMu4yHa CTA0HIHOCT

CraOuieH npu HOPMAJIHH YCIOBHSL.

10.3. Bb3MOKHOCT 32 OMACHH PEAKIINH

Hsima mo3Hara omacHa peaKknusA Ipu HOPMAJIHU yCJIIOBUA Ha ynoTpeGa.

10.4. YcnoBusi, kKonTo TpsidBa 1a ce n30sirBaT

Hsma npu npenopbyaHUTE YCIOBUS 32 ChXpPaHEHHE U paboTa (BHXKTeE pasznen 7).

10.5. HechbBMeCTHMH MaTepHATIH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

10.6. OnacHu NPOAYKTH HA pa3najaHe

Ipy HOpMaJIHY YCIIOBHS Ha ChbXpaHEHHE U yrnoTpeda He ce 00pa3yBaT ONacHH pasiagHy MPOIYKTH.

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 xnacu¢uumpa (Bp3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHH KPUTEPUHTE 32
KIIacH(HIIpaHe)
He ce xnacu¢uumpa (Bp3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIIacH(HIIPaHe)
He ce knacu¢uumpa (Bs3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIHEHH KPUTEPUHTE 32
KIIacH(HIIpaHe)

Gentamicin sulfate (1405-41-0)

LD50 opanHo mabx

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

Kopo3uBHOCT/Apa3HeHe Ha KoxKaTa

He ce knacudumnupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHEHH KPUTEPUHUTE 32
KIacHHIHpaHe)
pH: 4,4-5

Gentamicin sulfate (1405-41-0)

pH

35-5,5 (4 %, 20 °C)

CepHo3HO yBpeXKIaHe Ha OYMTE/Ipa3HEHE HA OYUTE

He ce knacudumnupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3MBIHEHH KPHTEPUHUTE 32
KIacHHIHpaHe)
pH: 4,4-5

Gentamicin sulfate (1405-41-0)

pH

3,5-55 (4 %, 20 °C)

CencuOunu3aIys Ha AUXaTeTHUTE IBTUINA WIH KOXKaTa
MyTareHHOCT Ha 3apOJIMITHATE KICTKH
KanneporesnHoct

TokcHYHOCT 3a PENPOAYKIHATA

CTOO (cmenuduuna TOKCHYHOCT 32 OIPEICICHI
OpraHy) — eIHOKPAaTHA EKCIIO3UIIUS

CTOO (cnenududna TOKCHYHOCT 3a OHNPEICICHU
OpraHy) — MOBTapSIIA CE eKCIIO3UIUL

He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KkiacupuIupane)
He ce xnmacu¢uumnpa (B3 ocHOBa Ha HAIMYHNTE JAHHU, HE Ca U3ITBIHEHN KPUTEPUHTE 32
KIIacu(HIHpaHe)
He ce xmacuduumpa (B3 ocHOBa Ha HAJIMYHUTE JIaHHU, HE Ca U3ITBIHEHN KPUTEPHUTE 3a
KIIacH(HIHpaHe)
He ce xmacu¢unmnpa (B3 ocHOBa Ha HAIMYHUTE JAaHHU, HE Ca N3ITBIHEHN KPUTEPUHTE 32
KkiacupuIupane)
He ce xnacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBJIHCHU KPUTEPHUTE 3a
KkiacupuIupane)
He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHCHU KPUTEPHUTE 3a
KiacupuIupane)
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Soleris® Burkholderia cepacia Complex Supplement

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

OrmnacHocT TIpU BAUIIBAHE . Hece Knacmbmmpa (B’b3 OCHOBA Ha HAJIMYHUTEC JaHHU, HEC Ca U3ITBJIHCHU KPUTCPUUTE 3a

KkiacupuIupane)

Gentamicin sulfate (1405-41-0)

BuckosuTer, KHHEMaTHYEH Not applicable (solid)

11.2. Uudopmanus 3a Jpyrd ONacHOCTH

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

PA3JIEJI 12: ExoJjiornyHa nH(popmManus

12.1. TokcuuHOCT

Exonorust - 06110 . IIpomykTsT HE ce CUMTa BPECH 3a BOJHHM OPraHM3MHU U HE IPUYHMHSBA AbITOTPAHH
HeOJIaronpusaTHH e(peKTH BEPXY OKOJIHATA Cpena.

OrmacHo 3a BoHATa cpeia, KpaTKOCpoUHa (0CcTpa) . He ce xnacu¢mmpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHHM, HE Ca H3ITBIHEHN KPUTEPUHTE 33
KIIacH(HIIpaHe)

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

12.2. YcToiYMBOCT H Pa3rpaiuMocT

Soleris® Burkholderia cepacia Complex Supplement

YCcTOWYMBOCT U pa3rpaiuMocT ‘ He ce pasrpaxuaa 0bp30

Gentamicin sulfate (1405-41-0)

VCTOHYUBOCT M pasrpaguMoCT ‘ Biodegradability in water: no data available.

12.3. BuoakyMy.JIMpaIna crmocooHoCT

Gentamicin sulfate (1405-41-0)

broakyMynupaiia crnocoGHoCT ‘ No bioaccumulation data available.

12.4. TIlpeHOCHMOCT B IOYBATA

Gentamicin sulfate (1405-41-0)

[ToBBPXHOCTHO HAMPEKEHHE No data available in the literature

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

12.5. Pesyaratu ot onenkata Ha PBT u vPvB

KomnoneHT

BemtectBo(a), HeotroBapsiiio(n) Ha kpurepuute 3a PBT na | Gentamicin sulfate (1405-41-0)
Pernament REACH, B cborBercTBue ¢ [Ipunoxenune XIII

BeuectBo(a), HeotroBapsimo(n) Ha kputepunte 3a vPvB na | Gentamicin sulfate (1405-41-0)
Pernament REACH, B crotBerctBure ¢ [Ipunoxenne XIII

12.6. CoiicTBa, HapymaBamy GyHKIHHTE HA €HTOKPHHHATA CHCTEMA
Hsma Hanm4Ha JOMbIHUTETHA HHOOPMALUS

12.7. Iipyru HedJaronpusaTHu edextu

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS
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Soleris® Burkholderia cepacia Complex Supplement

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIH

PeruonanHu pasnopendu 3a OTHagbIUTe : O0e3BpexIaHeTo TPsIOBa J1a ce U3BBPILIBA B ChOTBETCTBUE C OPUIHATHUTE pa3mopenou.

MeTou 3a TpETHPaHe Ha OTIMAIbIM . U3xBbpIiere ChIbpKAHUETO/ONAKOBKATA B CHOTBETCTBHE C HHCTPYKITMUTE 33 COPTHPAHE Ha
JIMIEH3UpaHaTa CiIyxk0a 3a 00e3BpeK/1aHe Ha OTHATBLIH.

IpernopbKH 3a OTBEKIAHE HA OTIAYHH BOIH : O6e3BpesxraHeTo TpsiOBa /1a Ce U3BBPIIBA B CHOTBETCTBHE C ODHIMATIHATE Pa3nopeaoH.

Tpenopbku 3a 00e3BpekAaHe Ha MPOAyKTa/onakoBkata | O0e3BpexIaHeTo TPsOBa J1a ce U3BBPILIBA B ChOTBETCTBUE C OPHUIUATHUTE Pa3HopeOH.

JlompiHATETHA HHOOPMAITHST . Jla He Ce M3MOI3BAT MOBTOPHO MPAa3HHUTE OTMIAKOBKH.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

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

14.1. Homep no cnucbka Ha OOH nim uaentudgukannoneH HoMep

He e 06exT Ha HapeaOuTe 3a TPAHCIIOPT

14.2. TouHo HAaUMEHOBaHHUE HA NMPaTKaTa no cnucbka Ha OOH

He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He ce perymmpa ‘ He ce perymupa ‘ He ce perynupa ‘ He ce perymupa ‘ He ce perymupa

14.4. OnakoBb4YHAa rpyna

He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa ‘ He ce perynupa

HsiMa nombiHHTeTHA HATHYHA HHQOpMALIHS

14.6. Cieyua/iny npeana3’Hu MEPKH 32 MOTpeduTeInTe

CyXombTeH TPAHCIIOPT
He ce perynupa

Tpaucnopt no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

TpaHcHopT N0 BHTPEUIHNTE BOJAHU MBTHINA
He ce perynupa

KenesonbTeHn TpancnopT
He ce perymupa

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

He e npunoxumo
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PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuduyHu 3a BenIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aKOHOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJTHATA
cpena

Pernamentu Ha EC

REACH, Ipunoxenne XVII (YcaoBus 3a orpannuaBane)

He cvabpixa BemectBo(a), BritoueHo(n) B [Ipunoxenne XVII Ha REACH (YcioBus 3a orpannyaBase)

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

He cpappixa BemecTtBo(a), BitodeHo(u) B [Ipunoxenne XIV na REACH (Crmchk Ha BelecTBaTa 3a pa3penraBaHe)

REACH, Cnucbk ¢ kanauaat-semiecrsa (SVHC)

He cvabpixa BemecTBo(a), BKiitoueHo(n) B cnucbka Ha REACH ¢ xananpar-BeniecTsa

Peranament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIacHe)

He cpappixa BemectBo(a), BiitodeHo(n) B PIC crmcebka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OITACHYU XUMUKAIIH)
Peraament orHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHu4YHM 3aMbPCHTEIIH)

He cpabpixa BemectBo(a), BritoueHo(n) B cnucbka ¢ YO3 (Permament EC 2019/1021 0THOCHO yCTOWYHBHTE OPraHUYHU 3aMbPCHTEIH)
PersiaMeHT OTHOCHO BelecTBa, KONTO HApyLIaBaT 030HOBUS cJioi (2024/590)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymmaBat 030HOBUA cioi (Permament EO 2024/590 oTHOCHO BemecTBa, KOUTO
HapyLIaBaT 030HOBHUSI CIIOH)

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

He cvabpixa BemectBo, koeto e nmpeamer Ha PETJIAMEHTA HA CBBETA (EC) 3a KOHTpOIT Ha U3/eHs ¢ IBOiHA yroTpeba

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA C IIPeKypcopy Ha B3puBHU BemecTsa (Permament EC 2019/1148 3a npeyutaranero Ha nasapa u yrnorpebara Ha
[PEKYPCOPH Ha B3PUBHH BEIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuauTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOCTBOTO U MYCKAHETO
Ha f1a3apa Ha OMPE/ICICHH BEIIECTBA, U3MOI3BAHM 32 HE3aKOHHO MIPOM3BOJICTBO HA HAPKOTUYHH MM IICHXOTPOITHH BEIECTBA)

15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BelIeCTBO HJIH CMeC

He e u3BbpIeHa oneHka Ha XMMUYecKaTa 0€30MacHOCT

PA3IEJI 16: Ipyra ungopmanus

CbKpanieHust 1 aKpOHUMM:

ACGIH AmMeprkaHCKa KOH(EPEHIHs Ha JIbPKaBHNATE WHLYCTPHATHA XUTHEHUCTH

ADN EBporieiicko criopasyMeHune 3a MeXIyHapo/IeH IPeBO3 Ha OIIACHH TOBApH 110 BETPEIIHNTE BOIHH ITBTHILA
ADR Esporeiicka criorog6a 3a MeXIyHApOACH PEBO3 HA OMACHH TOBAPH TI0 IIOCE

ATE OreHKa Ha OCTpa TOKCHYHOCT

BCF ®dakTop 3a OMOKOHIIEHTpALIUS

BLV Buonornuxa rpaHuyHa CTOWHOCT

BOD Buoxummuna norpe6roct ot kucnopon (BIIK)

CAS Ne Howmep na Ciyxbarta 3a XHMAYHH HHICKCH

CLP PernaMeHT OTHOCHO KJIaCH()HIIMPAHETO, ETHKETUPaHeTo 1 onakoBaneTo; Permament (EO) Ne 1272/2008
COD Xumuyna noTpedHoct ot kuciaopox (XIIK)

CSA Orenka Ha 0€30MMaCHOCT Ha XMMHYHOTO BEIIECTBO HIIH CMEC

DMEL Ilomy4ena MUHUMAaITHA JeiicTBaIa 103a/KOHLICHTPALNS
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CbKpaneHust  AaKPOHUMH :

DNEL Ilonyvena HenelcTBamIa 103a/KOHIIEHTPALIHS

EO Ne Howmep na EBpomneiickara 00mHocT

EC50 CpenHa eheKTHBHA KOHLICHTPALHS

ED EHnokpyrHeH Hapymmren

EN EBporeiicku ctangapt

EWC EBporeiicku kaTanor Ha OTHaIbLUTE

IARC MexayHaposiHa areHIus 3a H3CIeBaHe Ha paka

IATA MexayHapoHa acoLHanys 3a Bb3AyLICH TPAHCIOPT

IMDG MexayHaposieH KOZIeKC 3a IIPEBO3 Ha OMACHHU TOBApH 110 MOpe
LC50 CpenHa CMBPTOHOCHA KOHIIGHTPAIIHS

LD50 CpenHa CMBPTOHOCHA J103a

LOAEL Haii-uuckara 103a, Ipu KosTO ce Habro1aBa HEOIATONPUATEH eeKT
Log Kow Koedumment Ha pasnpenesnetue: n-okranoi/soaa (Log Kow)
Log Pow Koedumment Ha pasnpenenenue: N-okranon/sona (Log Pow)
MAK MaKCHMAITHa KOHIICHTPAIUS Ha pabOTHOTO MSCTO

NOAEC Konnentpanus 6e3 Habmo1aBaH HEONIATONPHATEH eEKT
NOAEL Huso 6e3 Habmo1aBaH HEOIAroNnpHATEH eeKT

NOEC Konnenrpanus 6e3 HabIIto1aBaHO BB3AEHCTBHE

HY.K. Heykazanu KOHKpeTHO

OECD Opranu3anys 32 MKOHOMHYECKO ChTPYIHUYECTBO U Pa3BUTHE
OEL I'panmvHa CTOMHOCT HA €KCIIO3UIHS HA PaOOTHOTO MSCTO
OSHA AMepHKaHCKa aIMIHHUCTpPALHS IO TPYIOBa O€30IIaCHOCT U 37IpaBe
PBT VYcroitunBo, OHOoaKyMyIUpanio U TOKCHIHO

PNEC IIpeanonaraema HeaelcTBaNa KOHLEHTPALUS

JITIC JIluyHu npeanazHu cpencTBa

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

STP IIpeuncTBaTeIHA CTAHIUS

TF Texunuecka QyHKIHS

TIIK Teopernuna norpe6HOCT OT KHcnopox (ThOD)

TLM CpeqHo HMBO Ha TOKCHYHOCT

TWA IIperernena BbB BpEMETO CpeiHA CTOMHOCT

JIOC JleTnuBu OpraHUYHU CheANHEHUS

vPvB MHOro ycTOHYMBO U MHOT'O OHOAKyMYJTHpAaIio

UFI YHukaneH uneHTudukarop Ha Gpopmynara

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

Resp. Sens. 1

Pecnmpartopna cencubunmsanus, Kateropus 1

Skin Sens. 1

Koxxna cencnbmmzanust, Kareropus 1
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II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:
H317 Moske fa MPUYHHK aJepPruyHa KOXKHA PEaKiisl.
H334 Mosxke 1a IPUYUHY alepPruuHU WK aCTMATHMYHU CUMIITOMHU WM 3aTPyAHEHNUS B AULIAHETO PH BJMIIBAHE.
EUH208 Coabpika Gentamicin sulfate (1405-41-0). Moske 1a npen3BuKa ajlepruyHa peakius.
EUH210 MudopmannoHeH JIMCT 3a 6€30MacHOCT 1ie ObJIe PEICTABEH MPH IIOMCKBAHE.
Knacudukariusra € B CbOTBETCTBUE C : ATP 12

NupopmanuoneH juct 3a 6e3onacuoct (MUJIB), EC

Tasu VIH(bO}’)M(lLIHH C€ OCHOBAaBa Ha HAINUTE TCKYIIU IMMO3HAHUSA U € IIPEAHA3HAUCHA J1a 1aJI€ ONMCAaHNE Ha IIPOAYKTA CaMO 3a LEIUTE Ha 3JpaBC€OIIa3BaHETO,

0e301acHOCTTa U OKOJIHATA cpena. HO}’)EJ.:[H TOBA, T HE Tpﬂ6821 Ja C€ ThJIKYBA KaTO rapaHius 3a CBOMCTBaTa Ha IpoayKTa.
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