Ceftazidime (20mg/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. Bepcus: 1.0

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

1.1. UnentudukaTop Ha MPOAYKTA

dopma Ha IPOYKTa : Cmec

TBProBCcKO HANMEHOBAHUE : Ceftazidime (20mg/L)

Kon Ha mponyxTa : NCM4060

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gactute : NCM4060-0.5[700004910

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]

Octpa TOKCHYHOCT (MHXaTalMOHHA: TIpax, Mbria), Kateropus 4 H332

Koxna cencubunmzanust, Kateropus 1 H317

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

Heo6naronpusTHi GU3MKOXUMIYHYU e(eKTH U HeOJIArONPHATHH eeKTH 32 31PaBeTO HA HOBEKA U OKOJHATA cpeja

ITo Hamm cBeeH s, TO3M IPOIYKT HE MPEJCTABIIsIBa OCOOCH PUCK IPH YCIIOBHE, Y€ Ce CIIa3BaT OOIIKTE MpaBiJIa 3a IPOMHUIIUICHA XUTHEHA U TeXHHKA 33
06e301acHOCT.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) . BuHumanue
Copabpika : Sodium phosphate monobasic; Ceftazidime
Mpenynpexaenus 3a onacHoct (CLP) : H317 - Moxe 1a mpuYHHY anepruvHa KOKHa PeaKIust.

H332 - Bpenen mpu BAnmIBaHeE.

IMpenopsku 3a 6e3omacunoct (CLP) : P261 - V36srBaiiTe BAUIIBAHE Ha Mpax/MyIIeK/Ta3/ [1uM/U3NapeHus/aepo30iIH.
P280 - U3mnon3BaiiTe mpeana3Hu phKaBUIN/TIPEANAa3HO 00ICKIIO/IPEe/IIa3HN OYIa/IIpeAna3Ha Macka
3a JIHIe/TIPE/INAa3Hu CPE/ICTBA 3a 3alIUTA Ha CIyXa.
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Ceftazidime (20mg/L)

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

P312 - Ilpu nepasnonoxenue ce odagere B LIEHTHP I10 TOKCUKOJIOI'MS unu Ha nexap.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 IIbPBA IIOMOII] Ha TO3H
€THUKET).

P333+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeAUIUHCKH
CHBET/TIOMOII.

P362+P364 - Cpanere 3aMbpCEHOTO 00JICKIIO U TO M3MEPETE MPE NOBTOPHA yrnoTpeba.

2.3. JIpyru onacHOCTH

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

CMecTa He ChIbpiKa BelecTBO(a), BKIIOYEHO(H) B CIUCHKA, M3rOTBEH B choTBeTCcTBHE C WwieH 59(1) or REACH, 3a npurexaBaHe Ha CBOMCTBA, HapyLIaBaIld
(yHKIUHTE HAa €HJOKPHHHATA CHCTEMA HIIU € YCTAaHOBEHO, Ue BEIIECTBOTO(Ta) He € HASHTH(UIUPAHO KaTo IPHUTEKABAIO CBOHCTBA, HAPYNIABAIH (DYHKIMUTE HA
€HJJOKpHHHATa CHCTEMa B CHOTBETCTBUE C KpuTepuuTe, onpenenenu B Jlenerupan Permament (EC) 2017/2100 na Komucusta nmu B Permament (EC) 2018/605 na
KowmmucusTa B KOHIIEHTpAI¥s, paBHA Ha WK mo-rossMa ot 0,1 %

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOayKTA Pernament (EOQ) Ne 1272/2008 [CLP]

Ceftazidime CAS Ne: 72558-82-8 >15-<25 Skin Sens. 1, H317
EO Ne: 276-715-9

Polyvinylpyrrolidone CAS Ne: 9003-39-8 >10-<15 He ce knacugurupa

BEIECTBO C HAlMOHaHA(K) rpaHuYHa(n) croitnocT(n) Ha | EO Ne: 201-800-4

npodecrnonanna excrosuuus (BE, FR, GB)

3a meianus Teker Ha H- u EUH-npenynpexienusiTa 3a onacHoOCT: BX. paszen 16

PA3JIEJI 4: Mepku 3a mbpBa OMOII]

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

II'ppBa nomori - 00 MEPKH © AKO ce mo4yBCTBATe 3J1€, IOThPCETE MEUIIUHCKA TOMOIIL.

[TspBa NOMOIIL TIPH B/MIIBAHE . V3Bemere JMIETO HA YUCT BB3/yX U IO IOCTABETE B MO3UIIMSA, YICCHSBAIIA THIIAHETO.

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

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

[TspBa mOMOIIL TIPH MOTITBIIAHE . Ilpu HepasmosoxeHue ce 00aseTe B LIEHTHP IO TOKCHKOJIOTHS MM HA JIeKap.

Camo3amuira Ha OKa3Ballysl MbpBa MOMOLIL . IlepcoHansT, OKa3Ball IbPBa MMOMOIL, TPSIOBA []a HOCH MOAXO/SIIN JIHIHH TPENa3Hi CPECTBA.

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

Cumnromu/e)eKTH Clieli BAUIIBAHE . Hsma npu HopMaiau ycnoBus. [IpaxbT OT HIPOAyKTa, ako MMa TaKbB, MOXKE 1A IPUYHHU pa3HEHe Ha
JIXaTeTHUTE IBTHUIIA CIIC TPEKOMEPHO H3JaraHe Ype3 BAUIIBAHE.

Cumnromu/edeKkTu ciell KOHTAKT ¢ KoXKaTa : Hsima npu HopManHu ycnoBus. [IpaxsT Moxe Ja IPUYUHU IpasHeHe B TPHKUTE Ha KOXKaTa WIIH IPU
KOHTAKT, KOTaTO HOCHTE TECHHU APEXH.

Cumnromu/edeKTu ciesy KOHTAKT C O9UTe . Hsima npu HopManuu ycnoBus. [IpaxsT OT IpogyKTa MOXKe 1a IpeAN3BHKa APa3HEHe Ha OUHTe.

Cumnromu/edekTy ciejl MorTbIaHe . Hsama npu HopManHu ycnoBus.

4.3. Yka3zanue 3a HeOﬁXO}ll/lMOCTTa OT BCAKAKBH HEOTJIOKHU METUITUHCKHU 'PUKHA U CHICITUATHO JICYCHUE

I[a C€ JICKyBa CUMIITOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

INoaxoasimu noxaporacuTeIHA CpeICTBa : Bopgen cnpeit. Cyx npax. [IsHa.
Henoxxoasiy moxaporacuTelIH! CPeJICTBA . Jla He ce n3moN3Ba CUIIHA BOJIHA CTPYH.
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Ceftazidime (20mg/L)

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€301acHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

OmnacHOCT OT IoXap : Hsawma puck ot noxap.
OnacHOCT OT eKCILIO3Us : HsAma omacHOCT OT AUPEKTHA €KCILIO3USL.
OnacHy NPOJYKTH Ha pas3NafaHe B CIydai Ha Ioxap : B®3MOXKHO € 0TAensIHeTo Ha TOKCHYHH U3MapeHNs.

WHCTpyKINH 3a raceHe Ha MoXKaph . C orpHs Tpa0Ba fa ce 6opuTte OT 6€30MaCHO PAa3CTOSHNE U OT 3alIUTEHO MsACTO. Jla He ce BIn3a B
30HH Ha IOXap 0e3 Npe/a3Hi CPeACTBa, BKIL. M CPEJCTBA 33 AUXATE/IHA 3aI[UTa.

3amuTa Ipy raceHe Ha Ioxap . /Jla He ce npeanpuemMa Hameca 0e3 IMOAXOIAIIO 3aIUTHO 000pyIBaHe. ABTOHOMEH U H30JIHPAIL
amapar 3a JuxareliHa 3amura. [Tb/iHa 3aimTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu apapuii

OGH.II/I MEPKHU . I[a C€ YBCIOMST BJIACTUTE, aKO NPOAYKTHT MONAAHE B KaHAIU3ALUATA TN 06H.ICCTBCHPI BOJIOCMH.
TTonuiite PpasIATOTO, 32 Aa CC NPEAOTBPATAT MATCPUAIHA BPEAH.

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

3ammTHA cpeacTBa . Jla ce HOCAT NpenopbYaHUTe JIMYHU NPEAIa3HU CPEICTBA.
ABapuiinu njaHoBe : /Jla ce mpoBeTpu 30HaTa Ha pa3iMBaHe/pa3CHIIBAHE.

3a JIMIATa, OTTOBOPHH 32 CIICLIHU CJIy4Yau

3aIUTHH CpeaCTBa . Jla He ce npeanpuemMa Hameca 6e3 MOAXOSIIIO 3aIUTHO 000pyABaHe. 3a moBeye HH(POPMAIIHS,
BrokTe paszaen 8: "KoHTpon Ha ekcro3uimsaTa/ IMYHU Mpe/na3Hu cpeacrsa’.
ABapHilHH [UTAHOBE . Jla ce OTCTpaHM HEHYKHUSI IEPCOHAIL.

I[a ce u3bsrea H3IMYCKAaHE B OKOJIHATa cpeaa.

3a 3a/rpprKaHe : C moMmolITa Ha YKCTa JIoNaTa I0CTaBeTe MaTepuana B CyX ChJl U IO TIOKpHiiTe, 6e3 [1a ro IpUTUCKATE.
MeToau 3a mounCcTBaHEe : Copbepere MpojyKTa MO MEXaHUYCH HAYHH.
Jpyra unpopmarus : Marepuanurte UM TBBPAUTE OCTAThIIM A CE U3XBBPIIAT HA PA3PEIICHO 3a IIeTa MsCTO.

3a moBeue HHpOpPMAIKs, BIKTE pazaen 13.

d

Tpenmnasan mepku 3a 6e3omacHa pabora : Jla ce ocurypu no6po nposeTpsiBaHe Ha paboTHOTO MsAcTo. HoceTe TuunM npe/a3Hu cpeacTBa.
XWTrueHHN MEpKn : Jla He ce siie, TMe WK ITyIIH IIPH yrioTpeba Ha NpoyKTa. BuHarn msmmBaiite pbiere cu cien
pabora ¢ pojyKTa.

TeXHUYEeCKH MEPKH : Jla ce cbXpaHsiBa Ha MPOXJIAZHO M IPOBETPHBO MSCTO, JaJied OT TOIUIHHA.

VenoBus 3a chbXpaHsBaHe : Jla ce 1ppoku Ha XJtazHo. Jla ce a3y oT Npsika CIIbHYEBA CBETIIHHA.

Temmepartypa Ha CbXpaHEHHUE 1 2-8°C

OnakoBbYHU MaTepHaIH : Bunaru chxpaHsBaiiTe Mpo/yKkTa B ONaKOBKa OT CHIIHS MaTepHall, KaTo OPUTHHAIHATA ONaKOBKa.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Ceftazidime (20mg/L)

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 106po npoBeTpsiBaHe Ha paOOTHOTO MSICTO.

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:

3l THH PHKABUIH

3ammTa Ha AMXaTeIHHTE ITbTHINA

3amuTa HA JUXaTeTHUTE IbTHINA:

B ciy4aii Ha HeZOCTAaThYHA BEHTIIALNS Ja CE HOCH HOAXOMISII IUXATEICH arapar
KoHTpOJI Ha eKCIIO3UIMATA HA OKOJHATA Cpejia

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
LBsat : White. MpbcHOOs1I.
BroHIeH By : 3pbHuA.

Mupuc : XapakTepeH.

I'panunara Ha Mupuca

Touka Ha TomieHE

Touka Ha 3aMpb3BaHe

Touka Ha kuMeHE

3amaauMoct

JlonmHa rpaHuIa Ha €KCIUIO3UBHOCT
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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Ceftazidime (20mg/L)

I/IH(l)OpMaHI/IOHeH JINCT 3a 0€301acHOCT
B chorBeTcTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernament (EC) 2020/878

KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e mammuno
Kow)

Hansrane Ha napure : He e Hanmuyno
Hansrane na mapure npu 50°C : He e Hanuyno
IInsTHOCT : He e HanuyHo
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA MITBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pasmep Ha yactunure : He e HanuyHo

Hsma nammana nomsmanTenHa HHGOPMAIHs

TAaOMJIHOCT U PECAKTUBHOCT

TIpomyKThT € HepeaKTHBEH IPH HOPMAJIHH YCJIOBHS Ha YIOTpeba, ChbXpaHEHHWE M TPaHCIIOPT.

Cra0uieH npy HOPMAJIHHU YCIIOBHSL.

Hsima no3HaTa onacHa peakiiys Ipy HOPMaJIHK YCIIOBHS Ha yroTpeoa.

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

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

TIpu HOpMaiHM yCcIOBHS Ha ChXpAaHEHUE M yNoTpeba He ce 00pa3yBaT ONAacHM pasnaHH MPOTYKTH.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

OcTpa TOKCHYHOCT (OpajiHa) : He ce ximacuduumpa (Bb3 ocHOBa Ha HAJTUYHHTE JAHHH, HE Ca H3ITBIHEHH KPUTEPHHUTE 32
KIIacuHIIpaHe)

OcTpa TOKCHYHOCT (IepMaliHa) : He ce xmacuduumpa (Bb3 ocHOBa Ha HAJTUYHHTE JAHHHU, HE Ca M3IIBIHCHH KPHTEPHHTE 38
KIIacu(HIIpaHe)

OcTpa TOKCHYHOCT (BAHILIBAHE) : BaumBane: mpax, Mbria: Bpenen npu BauiiBaHe.

Ceftazidime (20mg/L)

ATE CLP (mpax, Mbria) 2,471 mg/l/4h

Ceftazidime (72558-82-8)

LD50 opaiHo mrbXx > 20000 mg/kg (Rat, Oral)

Polyvinylpyrrolidone (9003-39-8)

LD50 opaiHo rursx 100000 mg/kg (Rat, Oral)
LD50 nepmaiHo rurbx > 12000 mg/kg (Rat, Dermal)
Koposusroct/npasuene Ha koxara . He ce xnmacuduunpa (B3 0cHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KIacuHIpane)
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Ceftazidime (20mg/L)

Nudopmanronen auct 3a 6€30macHOCT

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

Polyvinylpyrrolidone (9003-39-8)

pH ‘ 3.7 (5%)
CepHOo3HO yBpEXK/IaHe Ha OYHTe/Jpa3HEeHe Ha OUHTEe He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE JaHHH, HE Ca U3IIBJIHEHH KPUTEPUUTE 32
KIacHHIHPaHE)
Polyvinylpyrrolidone (9003-39-8)
pH ‘ 3-7(5%)

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

MyTal"CHHOCT Ha 3apOJUIIHUTE KJIETKH

Kanueporennoct

Mosxe [1a HPUYHHH AJIePrHYHA KOXKHA PEaKIHs.

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAHHH, HE Ca H3IbIHEHH KPUTSPHUTE 32
KIacHHIHPaHe)

He ce xiacu¢uumpa (Bp3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KJacupuIupane)

Polyvinylpyrrolidone (9003-39-8)

IARC rpyna

3 - He moanexu Ha Kinacuduranus

ToxcugHOCT 32 penpoaykuusaTa

CTOO (crenn¢pudHa TOKCHYHOCT 3a OTPEJIEIeHH
OpraHu) — eIHOKpATHA eKCIIO3ULIHS

CTOO (creunuvHa TOKCHYHOCT 32 OIPEICITCHI
OpraHM) — IOBTAPSIIA CE EKCHIO3ULIMS

OnacHOCT NpH BAMILIBAHE

He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca M3ITBIHEHH KPHTEPUUTE 32
KIIacH(HIIpaHe)
He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE TaHHY, HE Ca M3ITBIHEHH KPUTEPHUTE 3
KIIacH(HIIpaHe)
He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32
KIacHHIHPaHE)
He ce knacudunupa (Bp3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32
KIacHHIHPaHE)

Ceftazidime (20mg/L)

BHCK03I/ITCT, KNHEMAaTHYCH

He e npunoxumo

11.2. Undopmanus 3a pyra oNacHOCTH

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

PA3IEJI 12: Exojioru4uHa uH(popmanust

12.1. TokcuuHOCT

Exomnorus - o010

OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (0cTpa)

OnacHo 3a BOJJHATa cpejia, IbJAroCpoYHa (XPOHUYHA)

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

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHCHH KPUTEPHUTE 32
KIacHHIHpaHe)

He ce knacudumnupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3MBIHEHH KPUTEPUHUTE 32
KIacHHIHpaHe)

Polyvinylpyrrolidone (9003-39-8)

LC50 - Pu6mu [1]

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

EC50 96h - Bomopacu [1]

162000 mg/l Source: Ecological Structure Activity Relationships

12.2. YcTol4HBOCT H Pa3rpainMocT

Ceftazidime (20mg/L)

YcToiuuBOCT U pasrpaauMocT

‘ He ce pasrpaxma 0bp30

Ceftazidime (72558-82-8)

YcToitunBOCT U pasrpaiuMocT

‘ Biodegradability in water: no data available.

Polyvinylpyrrolidone (9003-39-8)

YcToitunBOCT U pasrpaiuMocT

‘ Not readily biodegradable in water.
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Ceftazidime (20mg/L)

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

12.3. BuoakymMy.JIMpaIna crocooHoCT

Ceftazidime (72558-82-8)

Koeduuument Ha pasnpeznenenue: n-okranon/sona (Log -1,36 (Estimated value)
Pow)
Broakymyipaiia cocoGHOCT Not bioaccumulative.

Polyvinylpyrrolidone (9003-39-8)

Koeduuument Ha pasnpeznenesue: n-okranon/soga (Log 0,29 Source: Quantitative Structure Activity Relation
Pow)
Broakymyipaiia crocoGHOCT No bioaccumulation data available.

12.4. TIpeHoCcUMOCT B IOYBATA

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

12.5. Pesyaratu ot ouenkara Ha PBT u vPvB

Hsma HammuHa JOITbJIHUTCIIHA anpopMauns{

12.6. CoiicTBa, HapymaBamy (yHKIHHTE HA €HAOKPHHHATA CHCTEMA
Hsma Hammuna JOITbJIHUTCIIHA anpopMauns{

12.7. ipyru He6aaronpusitHu edextu

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 13: OGe3BpexaaHe Ha OTHAIBLIMTE

13.1. MeTtoau 3a TpeTHpaHe HA OTHAABIH

Pernonanau pa3nopenou 3a OTHAABIATE
Merozu 3a TpeTHpaHe Ha OTIAJbIIN

JIMI€H3UpaHaTa CJ'IY)K6a 3a 0663Bpe>1<11aHe Ha OTTIaAbIIHn.

IpenopbkH 3a OTBEXIaHE Ha OTIAJbYHH BOJIH : OO6e3BpexxaHeTo TpsIOBa J1a ce M3BBPIIBA B CHOTBETCTBHUE C O(UIMATHUTE Pa3Hopen0OH.

Ipenopbku 3a 00e3BpekaaHe HAa IPOAYKTa/ONakoBkaTa © Jla ce cria3BaT NpMIIOKMMUTE IIpaBUIIa 3a ACTIOHUPaHe Ha TBBPAN oTnanblu. O0e3BpexIaHeTo
Tps6Ba Jja ce U3BBPIIBA B CHOTBETCTBHE ¢ OQUIHATHHUTE Pa3openon.

JlonbiHuTeHa HHOOpMALHS . Jla He ce M3MOJI3BAT MOBTOPHO NPA3HAUTE ONAKOBKH.

xox HP © HP13 -, Censubmmmsupany“: oTnaxbly, ChIbpPIKAlINA eIHO WK IOBEeYe BENIeCTBA, 32 KOUTO €

O06e3BpexknaneTo TpsIOBa 1a ce M3BBPIIBA B CHOTBETCTBHE C O(HIIHATHATE Pa3HOpeaOH.
U3XBBpIIeTe ChIBPKAHUETO/OMAKOBKATA B CHOTBETCTBHE C MHCTPYKIMHITE 32 COPTHPAHE Ha

H3BECTHO, Y€ NPUYNHABAT cechGHanpamo BLSHeﬁCTBHe BBPXY KOXKaTa WM JUXATCIHUTE OpraHu.

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 uaeHTHUKANIMOHEH HOMEP

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxumo

He e npunoxumo

14.2. TouHo HaHMeHOBaHUe HA MpaTKaTa nmo cnucbka Ha OOH

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxxumo

He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPaHe

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxxumo

He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He ce perymupa ‘ He ce perymupa

He e npunoxumo

He e npunoxumo

6.10.2025 r. ([laTa Ha u3gaBaHe) BG - bg

7/10



Ceftazidime (20mg/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 TPAHCIIOPT HA TOBAPH B HACHIIHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CieuuduyHH 32 BEIIECTBOTO HJIM CMECTA HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30IIaCHOCTTA, 3/IPABETO M OKOJHATA
cpeaa

Pernamentu na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBane)

He cpappixa BemectBo(a), BritodeHo(n) B [Ipmnoxenne XVII Ha REACH (YcnoBus 3a orpaHndaBaHe)

REACH, Ilpunoxenne XIV (Cniucbk Ha BelllecTBATA 32 pa3peniaBaHe)

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

REACH, Cnucbk ¢ kanauaat-semecrsa (SVHC)

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

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

He cvabpixa BemectBo(a), BrodeHo(n) B PIC crmcpka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OMTACHH XUMHKAIIH)

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHu4HM 3aMbPCHTEIH)

He cpappixa BemecTBo(a), BritoueHo(n) B crimcbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO ycTOWYMBHTE OPraHUYHU 3aMbPCHTEIH)

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

He cpabpixa BelecTBo(a), BKIIFOYEHO(M) B CIIMCHKA € BELIECTBA, KOUTO HapyiuaBaT 030HOBHs cioil (Permament EO 2024/590 otHOCHO BemiecTBa, KOUTO
HapyIIaBaT 030HOBHS CIIOLT)

Persnament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/IeJIUS € IBOIiHA ynoTpeda

He cpabpixa BemectBo, koeto e npexmer Ha PETJTAMEHTA HA CBBETA (EC) 32 KOHTpOJT Ha U3/1eMHs ¢ [BOMHA yroTpeda

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

He cpappixa BemecTBo(a), BKIIIOUSHO(H) B CIIUCHKA ¢ TIpeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaranero Ha ma3apa H yrnorpebara Ha
MPEKypCOpH Ha B3PUBHH BEIIECTBA)

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

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunKTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONPEJICIICHH BEIECTBA, U3IMONI3BAHN 3a HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH HIIM TICHXOTPOITHH BEILECTBA)
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Ceftazidime (20mg/L)
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15.2. Ouenka 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 criopasyMeHune 3a MEXIyHapo/I€H IPEBO3 Ha ONACHU TOBAPH 110 BbTPEIIHUTE BOJHH ITbTHILA
ADR Esporeiicka crioronda 3a Mex1yHapoIeH IPEeBO3 Ha OMACHH TOBApH IO 1I0CE
ATE OreHKa Ha OCTpa TOKCHYHOCT

BCF daxTop 3a OMOKOHIIEHTPALIUS

BLV Buonornuxa rpaHuYHA CTOWHOCT

BOD Buoxumuuna nmotpe6uoct 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 Tomyvena 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 TOBAPH I10 MOpe

LC50 CpenHa CMBPTOHOCHA KOHIIGHTPAIHS

LD50 CpenHa CMBPTOHOCHA J103a

LOAEL Haii-Huckara 103a, IpH KOSTO ce HAaOI0JaBa HEOIArOMPHUITEH epeKT
Log Kow Koedurment Ha pasnpenenenue: n-okranoi/soaa (Log Kow)

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

MAK MaKCHMaJTHa KOHIIEHTpAIHs Ha pabOTHOTO MSCTO

NOAEC Konnenrpanus 6e3 HabIro1aBaH HEONAronpusaTeH eheKT

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'pannvHa CTOHHOCT HA EKCTIO3ULHS HA PA0OTHOTO MCTO

OSHA AMepHKaHCKa aIMAHHUCTpALUS IO TPYI0Ba OE30IIaCHOCT U 37IpaBe

PBT VYcroitunBo, OHOAKYMyIUpAINIO U TOKCHIHO

6.10.2025 r. ([lata Ha u3aBane) BG - bg 9/10



Ceftazidime (20mg/L)

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

ChbKpalleHHsl 1 aKPOHUMHU:
PNEC IIpenmnonaraema Heae#cTBAIA KOHIICHTPALHS
JITIC JIuyHuM npeanasHu cpesncTBa
RID TIpaBuiIHMK 32 MEXIyHAPOJICH KeJIe30IIbTEH IPEBO3 HA OITACHH TOBApU
WJib 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 ycToiH4MBO ¥ MHOTO OHOaKyMyJIHpaIio
UFI YHukaneH uneHTudukarop Ha Gpopmynara
II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHOCT:
Skin Sens. 1 Koxna cencubunmuzanus, Kareropus 1
H317 Moske 1a IPUYKMHY aJIePrUYHa KOJKHA PEaKIHs.
H332 Bpenen npu BaumBaxe.

Krnacugukanusra € B CbOTBETCTBHE C : ATP 12

Wudopmanunonen et 3a 6ezonacHoct (UJIB), EC

Tasu I/IHd)OpN'I'dHHH C€ OCHOBAaBa Ha HAIUTE TECKYIIX IMO3HAHUSA U € IPEAHAa3HAYCHA J1a 1aJI€ OIIMCAaHUE Ha IMPOJAYKTa CaMO 3a IEJIUTE Ha 3/JpaBC€OIla3BaHETO,

6e3011aCHOCTTa M OKOJIHATA cpena. Hopa;m TOBA, TSI HE Tp}I6Ba Ja C€ ThJIKYBAa KaTO rapaHius 3a CBOMCTBaTa Ha NIpOoaYyKTa.
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