Oxytetracycline (100mg/L)

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3gaBane: 6.10.2025 r. [lata Ha pemakuusra: 13.10.2025 r.  3amens Bepcusita ot: 6.10.2025 r.  Bepcus: 2.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

THProBCKO HAMMEHOBAHKE : Oxytetracycline (100mg/L)

Kon na nponykra : NCM4024-0.5

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gactute : NCM4024-0.5[700004890|[NCM4024

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 : JlaGopaTOpHH XMMUKAIIH
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]

Cepro3Ho yBpexaaHe/apasHeHe na ounte, Kareropus 2 H319
ToxcuaHOCT 3a penpoaykimsita, Kareropus 1A H360
3a meanus Teker Ha H- u EUH-npenynpexenusTa 3a onacHoOCT: BX. pasnen 16

Hebnaronpusitau pusnkoxumMuyHmn edexT U HedIaronpusTHN epekTH 32 31paBeTO HA YOBEKA U OKOJIHATA cpeJa
Moxe Jla yBpe€Iu OomjioauTeIHaTa CHOCO6HOCT WM 1U104a. HpeZ[I/BBI/IKBa CEPHUO3HO APa3HEHE Ha OUMUTE.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : Omnacuo
Copabpika : Oxytetracycline hydrochloride
Mpenynpexaenus 3a onacHoct (CLP) : H319 - [pean3BukBa cepruo3HO Apa3HEHE HA OUYHTE.

H360 - Moxxe 1a yBpe/Iu OIUIOANUTENHATA CIIOCOOHOCT HJTH TUTOIA.

IMpenopsku 3a 6e3omacuoct (CLP) : P201 - Ipeau ynotpeba ce cHabaeTe ChC CCI{UATHI HHCTPYKIUH.
P280 - U3mnon3BaiiTe mpeana3Hu phKaBUIN/ TIPEANAa3HO 00ICKIIO/IPEeIa3HN OYmIa/IIpeAna3Ha Macka
3a JHIEe/TIPE/INAa3Hu CPE/ICTBA 32 3alIUTA HA CIIyXa.
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Nudopmanronen auct 3a 6€30macHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

P308+P313 - TP siBHa uim npe/mnonaraemMa excrno3unus: [loTepcere METUIIMHCKHA ChBET/IOMOIL.
P337+P313 - [Ipu nmpoab/oKUTENHO Ipa3HeHe Ha ounte: [IoThpceTe MEeTUIIMHCKH ChBET/IOMOII.

2.3. JIpyru onacHOCTH

He cbpabpxa PBT w/unu vPvB BemectBa > 0,1%, ouenenn B cbotBeTcTBHEe ¢ REACH, Tlprnoxenne XIIT

CMecTa He ChIIbpiKa BelecTBO(a), BKIIOYEHO(1) B CIMCHKA, H3rOTBEeH B choTBeTCTBHE C WwieH 59(1) or REACH, 3a npurexxaBaHe Ha CBOICTBa, HapyIIaBallIX
(yHKIUHTE HAa eHJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HASHTH(UIUPAHO KaTo IPHUTEXKABAIO CBOHCTBA, HAPYNIABAI(H (DYHKIIMUTE Ha
€HJJOKpHHHATa CHCTEMa B CHOTBETCTBUE C KpuTepuute, onpenenetu B Jlenernpan Permament (EC) 2017/2100 va Komucusra wiu B Permament (EC) 2018/605 na
KowmmucusTa B KOHIGHTpAIHs, paBHA Ha WK mo-rossMa ot 0,1 %

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOAYKTA Persament (EO) Ne 1272/2008 [CLP]

Oxytetracycline hydrochloride CAS Ne: 2058-46-0 >175 Eye Irrit. 2, H319
EO unpgexc Ne: 218-161-2 Repr. 1A, H360

Polyvinylpyrrolidone CAS Ne: 9003-39-8 >15-<25 He ce xmacudunmpa

BEIECTBO C HAIIMOHATHA(M) IPaHUYHA(1) CTOHHOCT(M) Ha EO Ne: 201-800-4

npodecrnonanna ekcniosunus (BE, FR, GB)

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

PA3JIEJI 4: Mepku 3a mbpBa IOMOII]

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

II'ppBa nomori - 00 MEPKH . IIPU siBHa wn nipefmonaraemMa ekcro3uims: [loTbpcere MEAUIIMHCKH ChBET/ITOMOLI.

[TppBa NOMOIIL TIPH BMIIBAHE . V3Bemere fMIETO HA YUCT BB3/yX U IO IOCTABETE B MO3UIIMS, YICCHSBAIIA AUIIAHETO.

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

[TppBa MOMOIIL TIPH KOHTAKT C OYHTE . IlpomuBaiiTe BHUMATEIHO C BOJA B MPOAB/DKCHHE HA HAKOJIKO MUHYTH. CBaieTe KOHTAKTHUTE JICIIH,

aKO MMa TaKuBa U JJOKOJIKOTO TOBa € Bb3MOXHO. [IpoabinkeTe ¢ n3makpaneto. [Ipu npoabHKUTENHO
npasmene Ha ounte: [loThbpcere MeIUIIMHCKH ChBET/TIOMOII.

[I'ppBa nomo1l npu MOrIbIAHE . Ilpu Hepasnonoxenue ce 00azere B EHTHP MO TOKCUKOJIOTHS HIIH Ha JIeKap.

Camo3aiuTa Ha OKa3BalKs IbpBa MOMOII . TlepcoHanbT, OKa3Ball MbpBa MOMOIL, TPOBA J1a HOCH TOAXOJSIIM JIUYHY NPEANa3HU CPEACTBA.

4.2. Haii-checTBeHn OCTPH U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

Cumnromu/e)eKTH Clieli BAUIIBAHE . Hsama npu HopMaiau ycnoBus. [IpaxbT OT HPOAyKTa, aKo MMa TaKbB, MOXKeE J1a IPHYNHH Apa3sHEeHEe Ha
JIUXaTeTHUTE IBTHUIIA CIIC TPEKOMEPHO H3/IaraHe Ype3 BAHUIIBAHE.

Cumnromu/e)eKTH ClIe KOHTAKT ¢ KOXKaTta . Hsama npu HopManHu ycnoBus. [IpaxbT Moske [a IPHYMHY Ipa3HEeHe B FbHKUTE HA KOXKATa WIIH MPH
KOHTAKT, KOTaTO HOCHTE TECHH JAPEXH.

Cumnromu/edeKTu ciesy KOHTAKT C O9UTe : JlpasHeHe Ha oyMTe.

Cumnromu/edekTy ciejl MorTbIaHe . Hsama npu HopManHu ycinoBus.

XPOHHYHU CHMIITOMU : Moske 1a yBpenu OILIOAUTENHATA CIIOCOOHOCT MU ILIOAA.

4.3. Yka3zanue 3a HeOﬁXO}ll/lMOCTTa OT BCAKAKBH HEOTJI0KHU MEIUIIUHCKHU I'PUKA U CIICIUATTHO JICYCHUE

Jla ce 1ekyBa CHMOTOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha mo;ap

INoaxoasimu noxaporacuTeIHA CpeICTBa : Bopgen cnpeit. Cyx npax. [IsHa.
Henoxxoasiy moxaporacuTelIH! CPeJICTBA . Jla He ce n3MoN3Ba CUIIHA BOJHA CTPYSI.
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Oxytetracycline (100mg/L)

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

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

OmacHOCT OT IoXap . Hsma puck ot moxap.
OmacHOCT OT EKCILIO3Hs . Hsma omacHOCT OT AMPEKTHA eKCIUIO3HS.
OnacHy NPOJYKTH Ha pa3lajaHe B Clydail Ha IoXap . BB3MOXHO € OTAEISIHETO HAa TOKCHYHH H3ITApEHHUSL.

5.3. CpBeTH 32 MOJKapHHKAPHTE

WHCTPYKIHH 32 FaceHe Ha [HOXKapH . C orsHs TpsiOBa 1a ce Gopute OT OE30I1ACHO PA3CTOSHUE M OT 3aIMTEHO MsACTO. Jla He ce Biu3a B
30HH Ha IOXap 0e3 Npe/a3Hi CPeACTBa, BKIL. M CPEJCTBA 33 AUXATE/IHA 3aI[UTa.

3amyTa Ipu raceHe Ha Ioxap : Jla He ce npeanpremMa Hameca 6€3 IIOAXOAIIO 3aIMTHO 000pyIBaHEe. ABTOHOMEH U H30JIHpALLl
amapar 3a AuxaTeinHa 3amura. [IbiHa 3amyra Ha TSUI0TO.

JIEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

6.1. JInuHM npeanasHu MEPKH, NPeINa3Hu CPEJCTBA U NPOLeAYPH NPH CHELIHH CIy4an

O6wuu Mepku . Jla ce yBeIOMST BIIACTUTE, aKO MPOLYKTHT IIOMAAHE B KAHAIM3ALMATA N OOIIECTBEHH BOJOCMH.
TomnuiiTe pazasaToTO, 32 1a C€ MPEAOTBPATAT MaTEPHAIIHU BPE/IU.

3a mepcoHaJ1, KOITO He 0TTOBAPS 32 CIEIIHH CJIyYan

3aIUTHH CpeCTBa : Jla ce HOCAT NpenopbYaHNuTe JIMYHU IIPEAIa3HH CPECTBA.

ABapuifHH IIJIaHOBE . Camo kBanmuuIMpaH NepcoHal, CHAOIEH C MOAXOAAININ 3aIINTHA CPEACTBA, MOXKE 1 CE HAMECH.

3a JMIAaTa, OTTOBOPHHM 32 CHELIHH CIy4aH

3aluTHY CpeacTBa . Jla He ce mpeanprema HaMmeca 0e3 MOAXOIAIIO 3AMTHO 000pyABaHe. 3a moBeye HHPOPMALIHS,
BrokTe paszaen 8: "KoHTpon Ha ekcro3uiusaTa/ TMYHU Mpeana3Hu cpeacrna’.
ABapuiiHu 11aHoOBe : Jla ce oTCTpaHH HEHY)XHHSI IEPCOHAIL.

6.2. Hpezmaslm MEPKH 32 OIasBaHe HAa OKOJIHATA cpe/la

Jla ce u3bsirBa u3myckane B okonHaTa cpena. [la ce yBemoMsT BIACTHTE, aKO MPOLYKTHT MOMAJHE B KAHATNU3ALHATA HIN OOLIECTBEHH BOLOEMH.

6.3. Metoau u MaTepHaIid 32 OrpaHuYaBaHe U MOYUCTBAHE

3a 3agbprkaHe : C moMoriira Ha YMCTAa JIONATa [OCTaBeTe MaTepuala B CyX ChJ M IO OKpHiiTe, 6e3 1a To MpUTHUCKATE.

Meroau 3a MOYHCTBAaHE . Cpbepere NpoayKTa M0 MEXaHUYEH HaYMH. J[a ce yBeJOMAT BJIACTUTE, KO MPOAYKTHT MONAHE B
KaHaJIM3aLMsTa M OOIIECTBEHN BOJOCMH.

Jpyra unpopmarus  Marepuanure WiH TBBPANUTE OCTATHIM JIa CE U3XBBPIIAT HA PA3PEIICHO 3a LeTa MICTO.

6.4. ITo3oBaBaHe Ha APYTH pa3jiean

3a moBeue HHpOpPMAIKS, BIKTE pazaen 13.

JIEJI 7: PaboTa u cbXpaHeHHe

7.1. llpeana3Hu MepKH 3a Ge3omacHa padora

Ipenma3uu Mepku 3a Ge3ormacHa pabora . Jla ce ocurypu 106po npoBeTpsiBaHe Ha paboTHOTO MsicTo. [Ipeu ynorpeba ce cHabaere cbe
crienraHi HHCTpyKImK. He n3mon3Baiite npeny 1a cTe mpodeny i pa3opany BCHUKH TpeJa3Hy
MepkH 3a 6e3onacHocT. Hocere mmynn npennasau cpenctsa. Jla ce n30srea KOHTAKT ¢ KOXKaTa 1
o4uTe.

XWTHEHHN MEPKH . PaboTHuTE Ipexu fa ce OTAENAT OT ocTaHanuTe apexu. Ja ce mepar ornenHo. [la He ce se, He WK
Iyl 1py yrnotpeba Ha NpoaykTa. Bunaru n3ammBaiite ppliete cu ciie padoTa ¢ MpoIyKTa.

7.2. YcnoBus 3a 6e30macHO CbXpaHsiBaHe, BKIIIOYUTE/IHO HECbBMECTUMOCTH

TeXHUYEeCKH MEPKH . Jla ce chXpaHsiBa Ha MPOXJIA/HO U TIPOBETPHBO MSICTO, Aajled OT TOIUIHHA.

Venosus 3a chbXpaHsBaHe . Jla ce chXpaHsiBa MOJ KIJIHOY.

Temmepartypa Ha CbXpaHEHHUE 1 2-8°C

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

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

Hsima HanmmuHa JOTBIHUTENHA I/IH(i)OpMaLII/Iﬂ
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Nudopmanronen auct 3a 6€30macHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. [lapameTpH Ha KOHTPOJX

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKcno3uIusTa

IMoaxoasiiy MHKEHEPEH KOHTPOJI

Hoaxoasi HHKeHEPEH KOHTPOJI:
Jla ce ocurypu 100po poBeTpsiBaHe Ha pAOOTHOTO MSCTO.

JInunn npeanasHu cpeacresa

JIn4HM npeanasHu cpeacTBa:
Jla ce HOCAT npenopbYaHUTE JTUYHYU NPEANa3HU CPEACTBA.
CuMBoJ1(M) 32 THYHH NPeANAa3HH CPeCcTBa:

3amuTa Ha 0YUTE U JTUIETO

3amuMTa HA OYHTE:
Ipeana3uu ounna
3amuTa HAa KOKATa

3ammTa HA KOKATA U TAJIOTO:
Jla ce HOCH MOZIXO/IAIIIO TIPEIIa3HO 00JIEKIIO

3amuTa Ha pBlETe:

3aIUTHE PHKaBUIN

3ammTa HA AUXATEJTHUTE MHTHIIA

3amuTa HA ANXATETHUTE MHTHIIA

[[Ipu HemocTaThYHA BEHTUIIAIMS | HOCETE CPEACTBA 32 3alIUTA HA AUXATEIHUTE ITbTUILA.
KoHTpo.I Ha eKCIO3MIMSITA HA OKOJIHATA CpeJa

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

PA3IEJI 9: ®u3uyHu 1 XMMUYHHU CBOHCTBA

9.1. Undopmanust 0THOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st © XKear.

BroHIeH By : 3pbHuA.

Mupuc XapaxkTepeH.

I'panunara Ha Mupuca

Touka Ha TomieHE

Touka Ha 3aMpb3BaHe

Touka Ha kuMeHE

3amaauMoct

JlonmHa rpaHHIa Ha €KCIUIO3HBHOCT
T'opna rpanua Ha eKCIIJI03UBHOCT
IInamua Temnepatypa
Temmnepatypa Ha camo3anajaBaHe
Temmnepatypa Ha paznaraHe

pH

pH pastBop

Buckoszuter, kuHeMaTuueH
PastBOpuMOcCT

He e nanuuno
He e nanuuno
He e npunoxumo
He e nanuuno
Heszananum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
Cmabo pa3TBOpUM.
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B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

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

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

9.2. ipyra undopmanus

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

CT 1 PCAKTUBHOCT

10.1. PeaknuoHHA CIIOCOOHOCT

IIpoayKTBHT € HepeaKTHBEH P HOPMAJIHH YCIIOBHS Ha yroTpeba, ChbXpaHEHNE U TPAHCIIOPT.
10.2. XuMHYHA CTAOMITHOCT

CrabuiieH npu HOPMAJIHH YCIOBHSL.

10.3. Bb3MOKHOCT 32 OACHH PeaKuuu

Hsma no3nara oracHa peakiys Ipy HOPMaJIHHU YCIOBHS Ha yHoOTpeoOa.

10.4. YciaoBusi, KOUTO TPsIOBa /1a ce H305IrBaT

Hsma npu npenopbyaHuTe yciaoBus 3a CbXpaHeHue U padora (BrxKTe pasuen 7).
10.5. HechbBMeCTHMH MaTepUATIH

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMAIIHS

10.6. OnacHu NPOAYKTH Ha pa3najaHe

ITpyu HOpMAaJTHH YCTIOBHS Ha ChXPaHEHHE U yroTpeba He ce 00pa3yBaT ONacHU Pa3NaJHy HPOLYKTH.

PA3JIEJI 11: Toxkcukoa0ru4Ha HHGOpManus

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

OcTpa TOKCHYHOCT (OpajiHa) . He ce kmacudumupa (Bb3 0cHOBa Ha HANMYHKUTE JaHHH, HE Ca M3IBIHEHH KPUTEPHHUTE 32
KIIacH(HIIpaHe)

OcTpa TOKCHYHOCT (IepMaliHa) . He ce kmacudumupa (Bb3 0cHOBa Ha HANMYHKUTE JAHHH, HE Ca M3IBIHCHH KPUTEPHHUTE 32
KIIacH(HIIPaHe)

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

Polyvinylpyrrolidone (9003-39-8)

LD50 opanHo mursx 100000 mg/kg (Rat, Oral)
LD50 nepmaitHo rurbx > 12000 mg/kg (Rat, Dermal)
Kopo3uBHoCT/pa3HeHe Ha Ko)kaTa . He ce knacu¢unupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHEHN KPUTEPUHTE 3a
KIIacH(HIHpaHe)

Oxytetracycline hydrochloride (2058-46-0)

pH ‘ 2,5

Polyvinylpyrrolidone (9003-39-8)

pH ‘3_7(5%)

Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE . Ilpenu3BHUKBa CEpHO3HO APAa3HEHE HA OYUTE.
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Oxytetracycline (100mg/L)

Nudopmanronen auct 3a 6€30macHOCT
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Oxytetracycline hydrochloride (2058-46-0)

pH ‘ 2,5
Polyvinylpyrrolidone (9003-39-8)
pH ‘ 3-7(6%)

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

MyTal"CHHOCT Ha 3apOJUIIHUTE KJIETKU

KaHLICpOl'eHHOCT

He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE NAHHH, HE Ca H3IbIHEHH KPUTEPHUTE 32
KIacHHIHPaHE)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE IAQHHH, HE Ca H3IbIHEHH KPUTSPHUTE 32
KIacHHILHPaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE NaHHH, HE Ca H3IbIHEHH KPUTEPHUTE 32
KIacHHLHPaHe)

Polyvinylpyrrolidone (9003-39-8)

IARC rpyna

3 - He moanexu Ha kiacuduranus

TOKCHYHOCT 3a PEMPORYKIUATA

CTOO (crenu¢puvHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — eIHOKpATHA eKCIIO3ULIHS

CTOO (crenn¢pudHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — IOBTApSIILA CE CKCIO3ULIHS

OnacHOCT NpH BAMILIBAHE

Mosxe n1a yBpeay OIUIOIUTENIHATA CIOCOOHOCT WIIH IUIOJA.

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHNUTE NaHHH, HE Ca U3ITBIHEHH KPHTEPHUTE 32
KIIacH(HIIpaHe)

He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca U3ITBIHEHH KPHTEPUUTE 32
KIIacH(HIIpaHe)

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPHUTE 3
KIacHHIHPaHE)

Oxytetracycline (100mg/L)

BHCK03I/ITCT, KNHEMAaTHYCH

He e npunoxumo

11.2. Undopmanus 3a pyra oNacHOCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 12: ExoJjiornyHa uH(popmManus

12.1. TokcHYHOCT

Exonorus - o010

OnacHo 3a BoJHATa cpefia, KpaTKocpouHa (0cTpa)

OnacHo 3a BOJHATa cpejia, IbJAroCpoYHa (XPOHUYHA)

IpoayKTHT He ce cuuTa BPEACH 3a BOAHN OPTaHU3MH M HE TIPUYMHABA TBITOTPAHHN
HeOnaronpusTHE e(heKTH BbPXY OKOJIHATA Cpe/a.

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHCHH KPUTEPHHUTE 32
KIacHHIHpaHe)

He ce knacudumnupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3MBIHEHH KPHTEPUHUTE 32
KIacHHIHpaHe)

Oxytetracycline hydrochloride (2058-46-0)

LC50 - Pu6mu [1]

1150000 mg/l Source: ECOSAR

EC50 96h - Bogopacimu [1]

2060000 mg/l Source: ECOSAR

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

12.2. YcToiWYuBOCT H pa3rpauMocT

Oxytetracycline (100mg/L)

YcToitunBOCT U pasrpaiuMocT

‘ He ce pasrpaxnaa 65p30

Oxytetracycline hydrochloride (2058-46-0)

YcToitunBOCT U pasrpaiuMocT

‘ He ce pasrpaxnaa 6bp30
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Oxytetracycline (100mg/L)

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

Polyvinylpyrrolidone (9003-39-8)

YcToiuuBOCT U pasrpaguMocT

Not readily biodegradable in water.

12.3. BuoakyMy.iMpaIna crocooHoCT

Polyvinylpyrrolidone (9003-39-8)

Koeduuuenr na pasnpenenenue: n-okranon/sona (Log
Pow)

0,29 Source: Quantitative Structure Activity Relation

buroakyMynupaiia crocooHocT

No bioaccumulation data available.

12.4. IIpeHocuMOCT B MOYBATA
Hsma namuyna JOIIbJIHUTEIIHA I/IH(l)OpMaLII/ISI
12.5. Pesyaratu ot ouenkara Ha PBT u vPvB

HsiMa HaimM4YHa TOMBJIHATETHA HHQOpMALHS

12.6. CBoiicTBa, HapymaBamy (pyHKIHUTE HA €HIOKPHHHATA CHCTEMA

HsiMa Haim4YHa TOTBIHATENHA HHGOPMALIUS

12.7. Ipyru HebJ1aronpusiTHH eeKTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

PA3JIEJI 13: O0e3Bpe:kiaHe HA OTHagbLUTE

13.1. MeTtou 32 TpeTHPAaHEe HA OTHAXBLHU

Pernonanau pasnopenou 3a OTHAABIATE
Meronu 3a TpeTHpaHe Ha OTIAJbIIN

HpeHOp'I:KI/I 34 OTBCKIAaHEC Ha OTIIaIbYHU BOIU
HpeHOp'I:KI/I 3a 06e33pe>K;[aHe Ha HpOllyKTa/ OITaKOBKaTa

JlomeanTenHa nHQOpMAHs
xox HP

O6e3BpexnaneTo TpsioBa 1a Ce H3BBPIIBA B CHOTBETCTBHE C OPHUIIHAIHUTE Pa3opeOn.
V3XBBpIIeTe ChIBPKAHUETO/OMAKOBKATA B CHOTBETCTBHE C MHCTPYKIMHITE 32 COPTHPAHE Ha
JIMIEH3UpaHaTa ciryxk0a 3a 00e3Bpek/[aHe Ha OTHAIBIIH.

O06e3BpexknaneTo TpsIOBa 1a ce M3BBPIIBA B CHOTBETCTBHE C O(HIHATHATE Pa3HOpea0OH.

Jla ce cria3Bat NPUIIOKMMUTE TIPaBHIIa 3a JICIOHUPaHe Ha TBBP/H oTabin. O6e3BpexIaHeTo
Tps0Ba Jja ce N3BHPIIBA B CHOTBETCTBHE ¢ OQUIUATHHUTE Pa3IOPenoH.

Jla He ce U3I0II3BaT IIOBTOPHO MPA3HUTE OMAKOBKH.

HP4 -, [lpasnerun — qpa3HeHe Ha KOXKaTa ¥ YBPEK/IaHe Ha OYMTE  OTIA I, KOUTO [IPH KOHTAKT
MOTaT J1a IPHYHHSAT Apa3HEHe Ha KOXKATa WM YBPEK/IaHe Ha OYHTE.

HP10 - ,,Tokcr4HM 3a penpoAyKIHUsITa : OTIAIbLH, KOUTO OKa3BaT BPEIHO BB3ICHCTBHE BHPXY
oyioBaTa (PYHKIHS ¥ OIUIOAUTENHATA CIIOCOOHOCT Ha MBXKETE M KEHUTE, KAKTO U TOKCHYHOCT 3a

PasBUTUETO HA ITIOTOMCTBOTO.

PA3EJI 14: UudopManusi 0OTHOCHO TPAHCIIOPTHPAHETO

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

ADR IMDG

IATA ADN RID

14.1. Homep no cnucbka Ha OOH win uaeHTHUKANIMOHEH HOMEP

He e npunoxumo ‘

He ce perymupa

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

14.2. TouHo HAaUMEHOBaHHE HA MPaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘

He ce perymupa

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

14.3. Knac(oBe) Ha 0MACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo ‘

He ce perymupa

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

14.4. OnakoBb4YHa rpyna

He e npunoxumo ‘

He ce perymupa

He e npunoxumo

‘ He ce perymupa ‘ He e npunoxxumo ‘
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Oxytetracycline (100mg/L)

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

ADR IMDG IATA ADN RID

14.5. OnacHocTH 3a OKOJIHATA cpea

He e npunoxumo He ce perynupa He ce perynupa He e npunoxumo He e npunoxumo

Hsma JIOITBJIHUTECIIHA HAJIMIHA I/IH(l)OpMaI_II/ISI

14.6. CnenuaiHu mpeAna3Hi MEPKH 32 MOTPeOUTETUTE

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaucnopT no Mmope
He ce perynupa

Bb3aymen Tpancnopt
He ce perymupa

TpaHncnopT no BLTPENIHNTE BOAHU MNBTHINA
He e npunoxumo

KeesombTeH TpancnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHH3AIHs

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CieuuduyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA ypea0a/3aK0HO0/IATEICTBO OTHOCHO (€30IIACHOCTTA, 3/[PABETO M OKOJHATA
cpeaa

Pernamentu na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBane)

He cpappixa BemectBo(a), BurodeHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHudaBane)

REACH, Ilpunoxenne XIV (Cniucbk Ha BelllecTBATA 32 pa3peniaBaHe)

He cpabpika BemectBo(a), BmoyeHo(n) B [punoxenne XIV Ha REACH (Crninchk Ha BelecTBata 3a pa3peliaBaHe)

REACH, Cnucbk ¢ kanauaat-semecrsa (SVHC)

He cpappika BemecTBo(a), BKitodeHo(n) B crincbka Ha REACH ¢ kanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIACHE)

He cvabpixa BemectBo(a), Brmodeno(n) B PIC crucbka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OMTACHH XUMHUKAJIHN)

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

He cpappixa BemecTBo(a), BritoueHo(n) B criucbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO yCTOWYMBHTE OpraHHMYHH 3aMBPCHTEIHN)

PeryiaMeHT 0THOCHO BelecTBa, KONTO HApyIIaBaT 030HOBUS cJioi (2024/590)

He cpappixa BemecTBo(a), BKIIIOUSHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymaBaT 030HOBHsA ci1oi (Permament EO 2024/590 oTHOCHO BelecTBa, KOUTO
HapyIIaBaT 030HOBHS CIIOLT)

Persnament (EC) Ha ChBera 32 KOHTPOJI HA U3/IeJIUs € IBOIiHA ynoTpeda

He cpabpixa BemectBo, koeto e npexmer Ha PETJITAMEHTA HA CBBETA (EC) 3a KOHTpOJ Ha H31enus ¢ IBOWHA yroTpeba

PerinameHT 0THOCHO mpeKypcopuTe Ha B3puBHU BemecTBa (EC 2019/1148)

He cpabpixa BeniecTBo(a), BKIIFOYEHO(M) B CIIMCHKA ¢ PeKypcopy Ha B3puBHH BemtectBa (Permament EC 2019/1148 3a npeanaraHero Ha masapa u ynorpebara Ha
MPEKYPCOpH Ha B3PUBHH BENIECTBA)

PersiaMmeHT OTHOCHO NpeKypcopuTe HAa HapKoTH4YHHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIIOUeHO(H) B ciiuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTtBa (Perimament EO 273/2004 0THOCHO NPOM3BOJCTBOTO U ITyCKaHETO
Ha T1a3apa Ha ONpEJICIICHH BEIECTBA, U3MONI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)
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Oxytetracycline (100mg/L)

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

15.2. Onenka Ha 0€30IaCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

Hee M3BBPIICHA OLICHKA HA XUMHUYECKaTa 0e30macHoCT

PA3JIEJI 16: Apyra uadopmanus

ChbKpauieHusi 1 AKPOHUMM:

ACGIH AMepHUKaHCKa KOH(PEPEHLHs Ha AbP)KaBHUTE HHIYCTPUATIHH XUTHEHUCTH
ADN EBporeiicko criopasyMeHue 3a MEXIyHapO/IEH IPEBO3 HA OIACHH TOBAPH 110 BHTPEIIHATE BOJHHU MBTHILA
ADR Esporeiicka crioronda 3a Mex1yHapoIeH IPEeBO3 Ha OMACHH TOBApH IO 1I0CE
ATE OreHKa Ha 0CTpa TOKCUYHOCT

BCF daxTop 3a OMOKOHIIEHTPALIUS

BLV Buonornuxa rpaHuYHA CTOWHOCT

BOD Buoxumuuna nmotpe6roct ot kuciopos (BIIK)

CAS Ne Howmep na Ciryx6ara 3a XMMUYHU UHICKCU

CLP PernamMeHT OTHOCHO KiIacH(HIIMPAHETO, ETHKETHPAHETO N onakoBaHeTo; Permament (EO) Ne 1272/2008
COD Xumnana notpedHocT oT kucaopo (XITK)

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

DMEL Tomy4ena MUHUMAITHA [eiicTBAIIA 103a/KOHLICHTPALHS

DNEL Ionyvena HenelcTBamIa 103a/KOHIICHTPALHS

EO Ne Howmep na Eponeiickara obunoct

EC50 Cpenna epeKTUBHA KOHIIGHTPALIUS

ED EnjokxprHen HapymuTen

EN Esponelicku crangapTt

EWC EBporneiicku katanor Ha OTHaabIUTe

IARC MesxayHapo/iHa areHIHs 3a U3CIeIBaHE HA paKa

IATA MesxayHapo/iHa acolUanys 3a Bb3AyLIEH TPAHCIIOPT

IMDG MeskayHapoJieH KOAEKC 3a IPEBO3 Ha ONaCHU TOBAPHU 110 MOpe

LC50 CpenHa CMBPTOHOCHA KOHIIGHTPAIHS

LD50 CpenHa CMBPTOHOCHA J103a

LOAEL Haii-nuckara 103a, mpu KOsTO ce HabIi0[aBa HeOIaronpusTeH ehexT
Log Kow Koedurment Ha pasnpenenenue: n-okranoi/soaa (Log Kow)

Log Pow Koedunuenr na paznpenenenue: n-okranoi/sozaa (Log Pow)

MAK MaKCHMaJTHa KOHIIEHTpAIHs Ha pabOTHOTO MSCTO

NOAEC Konnenrpauus 6e3 Habf01aBaH HeONMAaronpusaTeH edext

NOAEL HuBo 6e3 HaboaBaH HEONAroNpHATeH eheKT

NOEC Konnenrpanus 6e3 Habmo1aBaHO Bb3AEHCTBUE

H.Y.K. Heyxazanu KOHKpeTHO

OECD Opranusarus 32 HKOHOMUYECKO CHTPYAHHIECTBO H Pa3BUTHE

OEL I'panrvHa CTOHHOCT HA EKCIIO3UIHS HA PA0OTHOTO MACTO

OSHA AMepHKaHCKa aIMAHHUCTpALUS IO TPYI0Ba OE30IIaCHOCT U 37IpaBe

PBT VYcroitunBo, OHOAKYMyIUpAINIO U TOKCHIHO
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Oxytetracyclin

e (100mg/L)

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

ChbKpalleHHsl 1 aKPOHUMHU:

PNEC IIpenmnonaraema HeaeHcTBAIA KOHLICHTPALMS

JITIC JIuyHuM npeanasHu cpesncTBa

RID TIpaBuiIHMK 32 MEXIyHAPOJICH KeJIe30IIbTEH IPEBO3 HA OITACHH TOBApU

WIb MudopmannoHeH JICT 3a 6€30MacHOCT

STP IIpeuncTBaTenna craHnus

TF Texnmdecka GyHKIHS

TIIK Teopernuna notpedHocT oT Kucnopoxn (ThOD)

TLM CpenHo HHBO HA TOKCHYHOCT

TWA IIperernena BbB BPEMETO CpeIHA CTOHHOCT

JIOC JleTnBY OpraHUYHY ChEMHEHUS

vPVB MHoro ycToiH4iBO U MHOTO OHOaKyMyJIHpamnio

UFI YHukaneH uneHTudukarop Ha Gpopmynara

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

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

Repr. 1A ToxcuunoCT 3a penponykuusaTa, Kareropus 1A

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H360 Moske 1a yBpeau OIUIOANUTENHATA CIOCOOHOCT WITH III0a.
Krnacugukanusra € B CbOTBETCTBHE C : ATP 12

NudopmarroneH juct 3a 6e3omacuoct (UJIB), EC

Tazu HII(IJOpMElLIl/Iﬂ C€ OCHOBaBa Ha HAIIMTE TCKYIIX MMO3HAHUA U € IPpEAHA3HAYCHA [1a Ja/I€ OTIMCAaHNUE Ha MPOAYKTa CaMO 3a IEJIUTE Ha 3/]paBC€OIla3BaHeTo,
0e30IMacHOCTTa ¥ OKOJTHATA cpena. H()pﬂﬂld TOBA, Ts HE TpﬂGB’d Ja €€ ThJIKYBa KaTO rapaHius 3a CBOMCTBaTa Ha IpOAYyKTa.
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