Cefixime Tellurite

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3nasane: 23.7.2025 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 . Cefixime Tellurite

Kon Ha mponyxTa : NCM4045-0.5

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gacTute : NCM4045-0.5[700004899

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]

Ocrtpa TokcuunocT (opaina), Kareropus 4 H302
Koposust/mpasnene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexaaHe/apasHeHe na ounte, Kareropus 2 H319

3a meanus Teker Ha H- u EUH-npenynpexenusiTa 3a onacHoOCT: BX. pasnen 16

Hebsnaronpusitau Gu3nKoXuMuyHu edekTH U HeOIaronpusTHU edeKTH 3a 31PaBeTo HA YOBEKa M OKOJIHATA cpe/a
Bpenen npu normsuiane. I[Ipeaussuksa aqpa3HeHe Ha Koxkata. [Ipeu3BUKBa CEPHO3HO IPa3HEHE HA OUMTE.

2.2. EnemeHTH Ha eTHKeTa

Ertukernpane B chorBercrBue ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) . BuHumanue
Copabpika : Potassium tellurite solution
Mpenynpexaenus 3a onacHoct (CLP) : H302 - Bpenen npu normpinane.

H315 - IIpeans3BukBa Apa3sHEHE HA KOXKATA.
H319 - IIpeansBukBa CEpHO3HO Apa3HEHE HA OUHTE.
IMpenopsku 3a 6e3omacunoct (CLP) : P264 - la ce n3mue pbleTe 40 JTAaKTHTE U JUIETO CTapaTeIHO Clie]| yInoTpeoa.
P280 - U3mnon3BaiiTe mpeana3Hu phKaBUIN/TPEANAa3HO 00ICKIIO/IPEeIa3HN OYMIIa/IIpeAna3Ha Macka
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Cefixime Tellurite

Nudopmanronen auct 3a 6€30macHOCT

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

2.3. JIpyru onacHOCTH

3a JMIe/Npeia3Hu CPEICTBA 3 3alllUTa Ha CIlyXa.

P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 IIbPBA IIOMOII] Ha TO3H
€THUKET).

P337+P313 - Ilpu npoab/DKUTENHO Jpa3HeHe Ha ounte: IloTbpceTe MEAUIIMHCKH ChBET/IIOMOLI.

He cbpabpxa PBT w/unu vPvB Bemectsa > 0,1%, ouenenu B crotBercTBUEe ¢ REACH, Ipunoxenne XIII

KoMnoHeHT

BemectBo(a), HeoTroBapsio(u) Ha kputepunte 3a PBT Ha
PernamentT REACH, B chorBerctBue ¢ [Ipunoxenue XIII

Potassium tellurite solution (7790-58-1)

BemectBo(a), HeoTroBapsiio(1) Ha kputepuute 3a VPVB Ha
Pernament REACH, B chorBerctBue ¢ [Ipunoxenue XIII

Potassium tellurite solution (7790-58-1)

CwMmecra He chIbpiKa BelecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, M3roTBeH B choTBeTCTBHE C wieH 59(1) or REACH, 3a nputexaBaHe Ha CBOICTBA, HApyLIaBaIlX

(YHKIMHTE HA CHIOKPUHHATA CHCTEMA MIIH € YCTAaHOBCHO, Y€ BEIIECTBOTO(TA) HE € HACHTU(UINPAHO KaTO IPUTEKABAILO CBOHCTBA, HAPYIIABALIH (ByHKIMUTE HA

SHIOKPHHHATA CHCTEMa B CHOTBETCTBUE C KpuTepuute, onpeaenetu B Jenerupan Pernmament (EC) 2017/2100 na Komucusra mwiu B Pernament (EC) 2018/605 Ha

Komucusra B KOHLIEHTpalys, paBHa Ha Wiy mo-rojsiMa ot 0,1 %

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.2. Cmecn

HaumenoBanue HUnentuduxatop Ha % Kaacupukanusi B cbOTBeTCTBHE €
NPOayKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Potassium tellurite solution CAS Ne: 7790-58-1 >15-<25 Acute Tox. 3 (opanna), H301

BEIECTBO C HAIIMOHATHA(M) IPaHUYHA(1) CTOHHOCT(M) Ha EO Ne: 232-213-1 Skin Irrit. 2, H315

npodecnonanHa ekcio3unus (BE, FR, GB)

Eye Irrit. 2, H319
STOT SE 3, H335

Polyvinylpyrrolidone
BEIECTBO C HAIIMOHATHA(HM) IPaHHYHA(H) CTOHHOCT(¥) Ha
npo¢ecronanna excriozunus (BE, FR, GB)

CAS Ne: 9003-39-8 >5-<10 He ce xmacudummpa
EO Ne: 201-800-4

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

PA3JIEJI 4. Mepku 3a mbpBa MoMOIIL

4.1. Onucanne Ha MePKHTE 32 MPBa MIOMOI

ITepBa momor - 001N MepKH
ITspBa nomoI Npu BAMIIBAHE
ITepBa nomony NpH KOHTAKT € KOJKaTa

H’BpBa TIoMOII IIPU KOHTAKT C OUUTE

H’BpBa TIOMOII ITpYU NOTIBIIaHE
Camo3aluTa Ha OKa3BaIys II'bpBa MOMOII]

HpI/I HEPA3IIOJIOKEHUE CC obajnere B IICHTBHP 110 TOKCUKOJIOTHS UK Ha JICKap.

N3Benere numero Ha YUCT BB3AYX U I'0 [TIOCTABETE B MO3UILHMA, YIICCHABAIA TUIIAHETO.

W3muiiTe Koxkata ¢ MHOTO Bojia. CBasiere 3aMBpPCECHOTO 00JIeKII0. HpI/I T1I0sBa Ha KOXKHO Jpa3HEHE:
HOT’LpCCTe MEIUIIMHCKH ChBET/TIOMOIIL.

HpOMHBaﬁTe BHHUMATEJIHO € BOJAA B IPOABJDKCHUE HA HAKOJIKO MUHYTH. CBasnere KOHTAaKTHUTE Jiemu,
aKO MMa TaKuBa U JOKOJIKOTO TOBa € Bb3MOKHO. Hpom:n)KeTe C U3IUIAaKBAHETO. HpH NPOABIKUTEIIHO
JIpa3HEHE HA OYUTE: HOT’BpCCTe MEIUIUHCKA C’LBGT/HOMOIJ.I.

M3nnakuere ycrarta. HpI/I HEPA3II0JIOKEHUE CC oﬁa;[eTe B LEHTHP 10 TOKCUKOJIOTUs UJIK Ha JIEKap.
HepCOHaJ'I'bT, OKa3Balll II'bpBa IIOMOIII, TpﬂGBa Jla HOCH MOAXOAAIIH JIMYHU IPEAIIa3sHu CPEeACTBA.

4.2. Haii-cbuiecTBeH’ OCTPH M HACTBIIBALIIU CJie/l U3BECTECH NMMEPUO OT BpeMe CUMIITOMM M e(l)eKTll

Cumnromu/eheKTr cie]] BAUIIBaHe

Cumnromu/eeKTd ciell KOHTaKT ¢ Koxarta
Cumnromu/eeKTd ciesl KOHTAKT C OYUTE
Cumnromu/eheKTy cie]] MorabLIaHe

Hsama npu Hopmanuu yenosust. [IpaxbT oT mpoyKkTa, ako UMa TaKbB, MOJKE J1a MPUUUHM Jpa3HeHe Ha
JMXaTeJIHUTE MBbTHUIIA ClIe/l IPEKOMEPHO U3JIaraHe upe3 BAUIIBaHe.

JpasHene.

Jlpa3zHeHe Ha oumTe.

Bpenen npu nornsiane.
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Cefixime Tellurite

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

4.3. Yka3anue 3a HeOOXOTHMOCTTA OT BCIKAKBH HEOTJIOKHU METHIIMHCKA IPUKHA H CTIENHATHO JeYeHne

Jla ce 1ekyBa CHMOTOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

Ioaxoasimu noxaporacuTeIHU CPeaCTBa . Bonen crpeii. Cyx npax. IlsHa.
Henoaxonsiuy noxaporacuTeNHu CPEACTBa : Jla He ce U3M0I3Ba CUIIHA BOJHA CTPYSL.

5.2. Ocobenn 0MacHOCTH, KOMTO MPOM3THYAT OT BEIECTBOTO HJIH CMeCTa

OnacHOCT OT moXap : Hsma puck ot noxap.
OnacHOCT OT €KCILIO3Us : Hsma omacHOCT OT IMPEKTHA €KCIIO3HUSL.
OnacHu NPOAYKTH HA pa3najiaHe B CIydal Ha 1oxap © BB3MOXHO € 0TAeNsIHEeTO Ha TOKCUYHU U3MapeHUsL.

5.3. CbBeTH 32 IOKAPHUKAPUTE

WHcTpyKuuy 3a raceHe Ha Imoxapu : C orbpHs TpsaOBa 1a ce 6opuTe OT HE30MaCHO PA3CTOSHUE U OT 3alUTEHO MACTO. [la He ce Biu3a B
30HHM Ha 10ap 0e3 NPeIa3Hy CPEJICTBA, BKIL. U CPECTBA 32 JUXATE/IHA 3alIUTA.

3amuTa Npy raceHe Ha rnoxap : /Jla He ce npennprema HaMmeca 0€3 MOAXOAAIIO 3aUTHO 000pyJBaHe. ABTOHOMEH M U30JIMpal
amapar 3a AuxaTelHa 3amura. [IbiHa 3amyra Ha TSII0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1. JInuHM NpeanasHu MEPKH, NPeINa3HU CPEJICTBA U NPOLEeAYPH NPH CIICLUIHH CJIy4Yan

O6wuu Mepku . Jla ce yBeIOMST BIIACTUTE, aKO IPOLYKTHT IIOMAAHE B KAHAIM3ALMATA UK OOIECTBEHH BOJOEMH.
Tomnuiite pas3asaToTO, 32 1a C€ MPEAOTBPATAT MaTEPHAIIHU BPE/IU.

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

3aH.H/ITHI/I cpeacTaa . I[a C€ HOCAT NPEIOPBIAHUTE JIMIHU NIPEAIIa3HU CPEACTBA.
ABapHﬁHH TIJITAaHOBE . I[a C€ IIPOBETPHU 30HATa HA pa3nnBaHe/pa3anBaHe. 213 ce u30srBa KOHTAKT C KOXKaTa M OYHTE.

3a JIMIAaTa, OTTOBOPHH 32 CIICIIHU CJIyYan

3aluTHH CpeacTBa : Jla He ce npennprema HaMmeca 03 MOAXOAAIIO 3aIUTHO 000py/IBaHe. 3a nmoBeve HHpopManys,
BrokTe paszen 8: "KoHTpon Ha ekcro3uiusiTa/ IMYHU Mpe/na3Hu cpeacTsa”.
ABapuiiHu MIaHOBE : Jla ce oTCTpaHH HEHY)KHHSI IEPCOHAIL.

6.2. Hpezmaslm MEPKH 32 OInasBaHe HA OKOJIHATA cpeaa

Jla ce n30srBa M3ITyCKaHe B OKOJHATA CPE/Ia.

6.3. Metoau u MaTepHaIid 32 OrpaHuYaBaHe U MOYUCTBAHE

3a 3aabpKxaHe . C momonira Ha YMCTa JIONATa MOCTABETE MaTepHaa B CyX ChJl M IO OKpHiiTe, 6€3 J1a ro IpUTHCKaTe.
MeTo1 3a NOYKCTBaHE . Cpbepere mpojyKTa 110 MEXaHUYEH HAUMH.
Jlpyra nadopmarys . MatepuanuTe uii TBBPUTE OCTATBLH J1a CE U3XBBPIIAT HA PA3PELIEHO 3a LIEITa MACTO.

6.4. Ilo3oBaBaHe Ha APYTH pa3aesn

3a moBeue MHpOpMaNKs, BIKTE pazaen 13.

PA3JIEJI 7: PaGoTa u chbXpaHeHuUe

7.1. llpenma3Hu MepKH 3a Ge3onmacHa pagora

Ipennasan Mepku 3a 6e3omacHa padoTa . Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MACTO. Jla ce M304TBa KOHTAKT C KOXKaTa M OUHTE.
Hocere nmuuHM npenasHu CPECTBA.
XWTHEHHN MEPKH . Usnepere 3aMbpceHOTO 00JIEKIIO PEIN MOBTOPHA yroTpebda. [la He ce sizie, e Hiu MyId Ipu

ynoTpeba Ha mpojyKTa. BuHaru n3smmBaiite phIeTe cu cie paboTa ¢ MpoIyKTa.
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Cefixime Tellurite

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

7.2. YcnoBusi 3a 6e30NMacHO ChbXpaHsBaHe, BKIIOYNTETHO HECHBMECTHMOCTH

TeXHHUYECKH MEPKH . Jla ce cpxpaHsiBa Ha HPOXJIA/HO M MPOBETPUBO MACTO, ajed OT TOILIHHA.

VcioBust 3a ChXpaHsBaHe . Ja ce abprxu Ha xaanHo. [la ce masu OT Ipsika CITbHYEBA CBETIIMHA.

Temmneparypa Ha CbXpaHEHHUE 1 2-8°C

OnakoBbYHN MaTepHAIIH . BuHaru cpxpaHsiBaiiTe IPOAYKTa B OMIAKOBKA OT ChHILHS MaTepHall, KaTO OPUTHHAIHATA OMAKOBKa.

7.3. Cnenuduuna(n) kpaitna(u) ynorpeoa(u)

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

3AEJI 8: KoHTpo.1 HAa eKCMO3UIMATA/INYHH NPEeANa3sHU CPecTBA

8.1. [lapameTpH Ha KOHTPOJI

HsiMa HaimM4YHa TOMBJIHATETHA HHQOpMALIHS

8.2. KoHTpOJI Ha eKCIIO3UIUATA

Hoaxoasi HHAKEHEPEH KOHTPOJI

IMoaxoasiuy MHKEHEPEH KOHTPOJI:

Jla ce ocurypu 106po npoBeTpsiBaHE Ha paOOTHOTO MSCTO.
JIMYHH Npeana3Hu CpeacTBa

JIMYHY NpeIna3sHu CpeicTBa:
Jla ce HOCSIT MpenopbYAHUTE JINYHU PE/NA3HU CPEICTBA.
CuMBoJI(M) 32 JTMYHH NPEANA3HU CPeCcTBA

3ammuTa Ha OYMTE M JIMLETO
3amuTa Ha ounTe:
IMpennasun ounna

3amuTa Ha KOKaTa

3amuTa HA KOKATA H TSJIOTO:
Jla ce HOCH OAXOAII0 NPEITa3HO 00JIEKIO

3auMTa Ha pbleTe:

3amuTHA PHKABULIN

3amuTa HA AMXATETHUTE IbTHINA

3ammTa HA AMXATETHUTE MHTHIIA

B ciyuaii Ha HeOCTaThYHA BEHTHIIAINS [1a C€ HOCH ITOAXOJISII AUXaTelIeH arapar
KoHTpOI HAa eKCIO3UIHUSATA HA OKOJIHATA Cpea

KoHTpo.1 Ha eKCHO3MIMSATA HA OKOJIHATA cpe/a:
Jla ce n304rBa U3IyCKaHEe B OKOJIHATA CpeJia.

3AEJI 9: ®u3nyHu 4 XUMHYHHU CBOCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo cbCTOAHHE . TBBpmo BELECTBO
Lipsr . White.

BroHien Bug : 3pbHUA.

Mupuc : XapakTepeH.
I'pannnara Ha Mupuca . He e nannuno
Touka Ha TOneHe . He e nanuuno
Touka Ha 3aMpb3BaHe : He e npunoxumo
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Cefixime Tellurite
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Touka Ha KuIeHe

3amanumocT

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
I'opHa rpaHnna Ha eKCITTIO3UBHOCT
ITnamua TemnepaTypa
Temneparypa Ha camo3anajaBaHe
Temneparypa Ha pasnarane

pH

pH pastBop

Bucko3urer, kuHeMaTHueH
PaztBOpHMOCT

Koedwunment Ha pasnpenenesue: N-okranon/soga (Log

He e nanuuno
Hesananmum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
Cnabo pa3TBOpnM.
He e nanuuno

Kow)
Hansrane Ha napure
Hansrane na mapure npu 50°C

He e nanuuno
He e nanuuno
IlmsTHOCT He e manuuno
OTHOCHTEINHA ITBTHOCT He e nammuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C

Pa3mep Ha yactuuute

He e npunoxumo
He e nanuuno

Hsma HanmaHa gombIHHUTENHA HHOOPMALUS

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

TIpomyKTBT € HepeaKTHBEH IPH HOPMAJIHH YCIIOBHS Ha YIOTpeba, CbXpaHEHHWE M TPaHCIIOPT.

Cra0useH npy HOPMAJHHU YCIIOBHSL.

Hsima no3Hata omacHa peaknusd npu HOpMaJIH! YCJIOBUA Ha yr[ome(ia.

Hsima npu npenopbyaHuTe YCIOBHS 3a ChXpaHeHHe 1 padoTa (BKTE paszen 7).

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

TIpu HOpMaiHM yCcIOBHS Ha ChXpaHEHHUE 1 ynoTpeba He ce 00pa3yBaT ONacHU pas3naHy MPOTYKTH.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (iepMaiHa)

BpezieH npu norisliaxe.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE NaHHH, HE Ca H3IbIHEHH KPUTEPHUTE 32
KIIacH(HIHpaHe)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH, HE Ca H3IbIHEHH KPUTSPHUTE 32
KIIacH(HIHpaHe)

OcTpa TOKCHYHOCT (BIMILIBAHE)

Cefixime Tellurite

ATE CLP (opanua) 538,439 mg/kg TenecHo Teriao
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Polyvinylpyrrolidone (9003-39-8)

LD50 opaiHo mrbx 100000 mg/kg (Rat, Oral)
LD50 aepMaiHO rurbx > 12000 mg/kg (Rat, Dermal)
Kopo3suBHOCT/ Ipa3HeHe Ha KOKaTa . TlpeansBukBa apasHeHe Ha KOXKATa.

Polyvinylpyrrolidone (9003-39-8)

pH ‘377(5%)

Potassium tellurite solution (7790-58-1)

pH ‘ 11,3 (10 %)

CepI/IOSHO YBpEKIAaHE HA O'-II/ITC/,I[pa3HeHC Ha OYUTC . Hpe,Zl]/BBI/IKBa CEPUO3HO APAa3HEHE HA OYUTE.

Polyvinylpyrrolidone (9003-39-8)

oH 3-7(5%)

Potassium tellurite solution (7790-58-1)

pH 11,3 (10 %)
CeHcHOMIN3aIMs HA IUXATSIHUTE IBTHINA WK Koxkata . He ce knacudumumpa (B3 ocHOBa Ha HANMYHATE JAaHHH, HE ca U3ITBIHECHU KPUTEPHHTE 32
KIIacH(HIIpaHe)
MyTareHHOCT Ha 3apOUIIHHTE KJICTKH : He ce xnacu¢mmpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHHM, HE Ca H3ITBIHEHN KPUTEPUHTE 33
KIIacH(HIIpaHe)
KanueporenHoct  He ce knacuduimpa (Bb3 0CHOBa Ha HATMYHHUTE JAHHH, HE Ca H3IBJIHEHH KPHTEPUHTE 3
KIacHHIHPaHE)

Polyvinylpyrrolidone (9003-39-8)

IARC rpyna 3 - He moanesxu Ha KiacupuKarms
TOKCHYHOCT 3a PENpPOAYKLHUATA : He ce knacuduimpa (Bb3 0CHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHH KPUTEPUHTE 32
KIacHHIHpaHe)
CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEACICHN : He ce knacudwumpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHH KPUTEPUHTE 38
OpraHu) — €JHOKpaTHa €KCTIO3UIHUS KIacHHIHpaHe)

Potassium tellurite solution (7790-58-1)

CTOO (cnenuduyna TOKCHYHOCT 3a ONpEENIeHN Oprani) | Moxe 1a npean3BuKa Jpa3HeHe Ha AUXATeNHUTE IbTUILA.

— eHOKpaTHA EKCIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONpEICIICHN . He ce knacudwumpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHA KPUTEPUHTE 38

OpraHu) — MOBTapsIA C€ EKCIIO3UIUS KIacHHIHpaHe)

OmnacHOCT NP BAWIIBaHE : He ce xnacu¢wmpa (Bb3 ocHOBa Ha HAIMYHHUTE JaHHH, HE Ca H3ITBJIHEHN KPUTEPUHTE 3a
KIIacH(HIIpaHe)

Cefixime Tellurite

Bucko3uter, KuHEMaTu4eH He e npunoxumo

11.2. Mudopmanusi 32 APYrU OMACHOCTH

Hsma HanmyHa OMbIHUTETHA UHGOPMAIIUS

PA3JIEJI 12: Exojiornyna naopmanus

12.1. TokcuuHOCT

Exomnorus - 061mo . IlpomykThT He ce cuuTa BpeCH 3a BOJHU OPTAHU3MH U He IPUYHHSIBA JHITOTPaiHN
HeOIaronpusATHY e(eKTH BbPXY OKOIHATA CPena.

OmacHo 3a BofHATa cpesia, KPaTKOCPOUHa (0CTpa) : He ce xnacu¢mmpa (Bb3 ocHOBa Ha HAMMYHHUTE JaHHHU, HE Ca H3IBIHEHU KPUTEPUHTE 32
KIIacH(HIHpaHe)

OrmacHo 3a BOJIHATa Cpe/a, ABIrOCPOYHA (XPOHHYHA) . He ce xnacudumupa (Bb3 ocHOBa Ha HANMYHKUTE JAHHH, HE Ca M3IBIHEHH KPUTEPHHTE 32
KIIacH(HIHpaHe)
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Polyvinylpyrrolidone (9003-39-8)

LC50 - Pubu [1]

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

EC50 96h - Bogopaciu [1]

162000 mg/l Source: Ecological Structure Activity Relationships

Potassium tellurite solution (7790-58-1)

EC50 - Pakoo6pa3ru [1]

‘ 106,4 mg/l Source: ECOTOX

12.2. YcTOYHBOCT H Pa3rpaiuMocT

Cefixime Tellurite

YcToiunBOCT U pasrpaiuMocT

‘ He ce pasrpaxna 65p30

Polyvinylpyrrolidone (9003-39-8)

YCcTOWYMBOCT U pa3rpaiuMocT

‘ Not readily biodegradable in water.

Potassium tellurite solution (7790-58-1)

YCcTOWYMBOCT U pa3rpaiuMocT

Biodegradability: not applicable.

XumuyHa norpedHocT ot kucnopox (XIIK)

Not applicable

TIIK

Not applicable

BITK (% ot TTIK)

Not applicable

12.3. BuoakymMy.JIHpaIna crmocooHoCT

Polyvinylpyrrolidone (9003-39-8)

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

0,29 Source: Quantitative Structure Activity Relation

Buoakymymnuipaiia crocoOHOCT

No bioaccumulation data available.

Potassium tellurite solution (7790-58-1)

Buoakymymupaiia criocoOHOCT

‘ No bioaccumulation data available.

12.4. TIpeHOCHMOCT B IOYBATA

Potassium tellurite solution (7790-58-1)

Exkonorus - mousa

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

12.5. PesyaraTu ot ouenkara Ha PBT u vPvB

KomnoneHT

BemectBo(a), HeoTroBapsio(u) Ha kputepunte 3a PBT Ha
Pernament REACH, B crotBercTBue ¢ [Ipunoxkenue XIII

Potassium tellurite solution (7790-58-1)

BemectBo(a), HeoTroBapso(u) Ha KputepuuTe 3a VPVB Ha
Pernament REACH, B crotBercTBuE ¢ [Ipunoxkenue XIII

Potassium tellurite solution (7790-58-1)

12.6. CBoiicTBa, HapymaBamy GyHKIHMUTE HA €HTOKPHHHATA CHCTEMA

Hsima Hanmuana JOIIbJIHUTECITHA HH(i)OpMaLIHS[

12.7. ipyru He6IaronpusitTHu eexTn

Hsima Hanmuana JOIIbJIHUTECITHA HH(i)OpMaLIHS[
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JIEJI 13: OGe3Bpeskaane Ha OTHAABIUTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIH

Peruonannu pasnopendu 3a OTHaIbIHUTE : O0e3BpexIaHeTo TPsIOBa J1a ce U3BBPILIBA B ChOTBETCTBUE C OPUIHATHUTE pa3mopenou.

Meroau 3a TpeTHpaHe Ha 0TI . U3xBbpriere Chabp/KaHNETO/OMAKOBKATA B CHOTBETCTBHE C MHCTPYKIIUHUTE 32 COPTHPAHE Ha
JIMIEH3UpaHaTa CiIyxk0a 3a 00e3BpeK/IaHe Ha OTHAIBLIH.

IpenopbKy 3a OTBEKJAHE Ha OTIIaXbYHNA BOAU : O6e3BpesxraHeTo TpsiOBa /1a Ce U3BBPIIBA B CHOTBETCTBHE C ODHIMATIHATE Pa3nopeaoH.

Tpenopbku 3a 00e3BpeKAaHe HAa MPOAYKTa/onakoBkaTa  Jla ce cma3BaT NPHIOKUMHTE MPaBHJIA 32 JETOHUPAHE Ha TBBPIU oTHa by, O0e3BpexkIaHETO
TpsiOBa Jja ce U3BBPIIBA B CHOTBETCTBHE C OUIIUATHUTE PA3IOPEAOH.

JombnHuTenHa nHGOpMarus . Jla He ce U3MOoI3BaT HOBTOPHO MPA3HUTE OITAKOBKH.

xox HP : HP6 - ,,OcTpa TOKCHYHOCT: OTHAIbIM, KOUTO MOTAT Ja MPUYHHAT OCTPH TOKCHYHHU €(PEKTH CIIe]

TIpUEMaHe IPE3 yCTaTa UM KO)KaTa, WIA 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 nim upenTudukanuoneH Homep

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

14.4. OnakopbyHa rpyna

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

14.5. OnacHocTH 32 OKOJIHATA cpeaa

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

HsiMa mombiIHHTEIHA HATMYHA HH)OPMALUS

14.6. Cieyua/iny npeana3’Hu MEPKH 32 MOTpeduTeIuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpaucnopt no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

TpaHcnopTt no BbTPeLIHNTE BOAHH N'BTHIIA
He e npunoxumo

KenesonbTeHn TpancnopT
He e npunoxumo

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CbCTOAAHUE CHIJIACHO HHCTPYMEHTH Ha Memyﬂapo;u[aTa MOpPCKa opraHu3anus

He e npunoxumo
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15.1. CoennduyHu 3a BeNIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aKoH0IATEICTBO OTHOCHO (G€30IaCHOCTTA, 3IPABETO H OKOJTHATA
cpena

Pernamentu Ha EC

REACH, Ipunoxenne XVII (YcaoBus 3a orpannuaBane)

He cpabpixa BemectBo(a), BrittoueHo(u) B [punoxerne XVII Ha REACH (YcioBus 3a orpannyaBane)

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

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 ¢ kanannar-BeniecTsa

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

He cpappixa BemectBo(a), BiitodeHo(n) B PIC crmcebka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OITACHYU XUMUKAIIH)
Persament orHocHo YO3 (EC 2019/1021, YcToiiunB1 OPraHuyYHU 3aMbPCUTEIH)

He cpabpixa BemectBo(a), Bmoueno(n) B crucbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO yCTOWYHBHTE OPraHUYHH 3aMBPCHTEINH)
PersiaMeHT OTHOCHO BelecTBa, KONTO HApyLIaBaT 030HOBUS cJioi (2024/590)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBHS ciioi (Permament EO 2024/590 oTHOCHO BerecTBa, KOUTO
HapyLIaBaT 030HOBHUSI CIIOH)

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

He cvabpixa BemectBo, koeto e mpeamer Ha PETJIAMEHTA HA CBBETA (EC) 3a KOHTpOJT Ha H3eMust ¢ IBOWHA yroTpeba

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHH BemectBa (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 BEILIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTH4YHHM 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 fa3apa Ha OMPE/ICICHH BEIIECTBa, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM 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(EPEHIH Ha JIbPKaBHATE WHIYCTPHAITHH XUTUEHUCTH

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 0CTpa TOKCUYHOCT

BCF ®dakTop 3a OMOKOHIIEHTpALIUS

BLV Buonornuxa rpaHuyHa CTOWHOCT

BOD Buoxummuna norpe6roct ot kucnopon (BIIK)

CAS Ne Howmep na Ciyxbarta 3a XHMAYHH HHICKCH

CLP PermamMeHT OTHOCHO KiacH(UINPaHETO, ETHKETHPAHETO U onakoBaHeTo; Permament (EO) Ne 1272/2008
COD XumuyHa DoTpedHoCT 0T kucnopox (XIIK)

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

DMEL Ilomy4ena MUHUMAaITHA JeiicTBaIa 103a/KOHLICHTPALNS
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ChbKpauieHusi  AKPOHUMM

DNEL Ilonyvena HenelcTBamIa 103a/KOHIIEHTPALIHS

EO Ne Howmep na EBpomneiickara 00mHocT

EC50 CpenHa eheKTHBHA KOHLICHTPALHS

ED EHnokpyuHeH 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 OMACHU 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 MaKCHMAJTHa KOHICHTPAIHUS Ha paOOTHOTO 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 IKOHOMHYECKO ChbTPYJHUYECTBO 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 KOHIEHTpALUSI

JITIC JInyHM 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:

Acute Tox. 3 (opanHa) Ocrtpa ToxcuuHOCT (OpanHa), Kareropus 3

Eye Irrit. 2 Cepro3HO yBpexIaHe/apa3HeHe Ha ounte, Kareropus 2

23.7.2025 r. (lata Ha u3/1aBaHe)

BG - bg

10/11



Cefixime Tellurite

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

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:
Skin Irrit. 2 Koposusi/npasueHe Ha koxarta, Kareropus 2
STOT SE 3 CreruuaHa TOKCHYHOCT 32 ONPE/ICTICHN OPraHy — eHOKpaTHa ekcro3uius, Kareropus 3, npasHeHe Ha AUXATEIHUTE MBTHILA
H301 TokcuueH MpH HOrITbIIAHE.
H302 Bpenen npu normeiane.
H315 IIpenn3BuKBa Apa3HEeHE HA KOXKaTa.
H319 IIpenn3BHUKBa CEpHO3HO JIpa3HEHE HA OUUTE.
H335 Moske fa mpeau3BUKa Ipa3HeHe Ha AUXATeIHUTE IbTUILA.
Krnacudukauusra e B CbOTBETCTBHE C : ATP 12

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

Tazu I/III(IJOpMélLII/lﬂ C€ OCHOBaBa HA HAUIMWTE TEKYIIH ITO3HAHKMA U € IIPEAHA3HAYCHA [a JaJ€ ONMCAaHNE HA IPOAYKTa CaMO 3a LEJIUTE Ha 31paBCOIIa3BaHETO,
0e30macHOCTTa U OKOJIHATA cpena. Hopa:m TOBA, T HE Tpﬂ()Ba Ja C€ ThJIKYBa KaTO rapaHius 3a CBOMCTBaTa Ha OpoOAyKTa.
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