MCCDA Selective Supplement (0.5L)

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

B cvoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3gaBsane: 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

THProBCKO HAMMEHOBAHKE : mCCDA Selective Supplement (0.5L)
Kon Ha mponyxTa : NCM4019-0.5

Bun Ha iposykTa . Food Safety -- [Food Safety]
Howmep(a) Ha gacTute : NCM4019-0.5[700004881

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]

PecnimpaTopna cencubunmsanusi, Kateropus 1 H334
Kosxna cencubunmzanms, Kareropus 1 H317
3a meanus Teker Ha H- u EUH-npenynpexenusTa 3a onacHoOCT: BX. pasnen 16

Hebnaronpusitau pusnkoxumMnyam edexT U HedIaronpusTHN epeKTH 3a 3APaBeTO HA YOBEKA U OKOJIHATA cpejia
Mome aa le/l"{I/IHI/I anepquHa KO>XXHa peaKum{. MO)Ke aa HpI/I'{I/IHI/I anepquHH WM aCTMAaTUYHU CUMIITOMH HUIIN 3any21HeHI/I$[ B TUIIaHECTO HpI/I BIWIBaHEC.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : Omnacuo
Copabpika : Cefoperazone sodium salt
Ipenynpesxnenus 3a omacHocT (CLP) © H317 - Mosxe a npUYMHY aJeprudHa KOXKHA PeaKIHs.

H334 - Moxe 1a IpHYUHA ANTEPTHIHI WK ACTMATHIHN CUMITTOMH WITH 3aTPY/IHCHUSI B JUIIAHETO
NPH BIUIIBAHE.

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 JIHIEe/TIPEINAa3Hu CPE/ICTBA 32 3AINTA Ha CITyXa.
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P304+P340 - [TP11 BAUIIIBAHE: M3BeneTe TULETO HA YKCT BB3AYX U IO MIOCTABETE B O3NS,
yllecHsBAIa AUIIaHETO.

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

P333+P313 - Ilpu nosiBa Ha KOXKHO Jpa3HeHe WM 00pUB Ha Koxkata: IloTbpceTe MeAUIIMHCKI
CHBET/TIOMOII.

P342+P311 - IIpu cumnromu Ha 3aTpyaHeno aunrane: Obanere ce B IEHTBP I1O
TOKCHUKOJIOT U nnu Ha nexap.

2.3. JIpyru onacHOCTH

He cbpabpxa PBT w/unu vPvB BemectBa > 0,1%, ouenenn B cbotBeTcTBHEe ¢ REACH, IMpunoxenne X111

KoMnoHeHT

BewectBo(a), HeotroBapsiiio(u) Ha kputepuute 3a PBT na | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B chotBercTBue ¢ [Ipunoxenue XIII

BemectBo(a), HeoTroBapsio(u) Ha kputepuute 3a vPVB na | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B chotBerctBue ¢ [Ipunoxenue XIII

CwMmecra He ChIbpiKa BelecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, M3roTBeH B choTBeTCTBHE ¢ wieH 59(1) or REACH, 3a nputexaBaHe Ha CBOICTBA, HApyLLIaBaIlX
(YHKIMHTE Ha CHIOKPUHHATA CHCTEMA MIIH € YCTAHOBEHO, Y€ BEIIECTBOTO(TA) HE € MACHTH(UIMPAHO KaTO NPUTEKABAILO CBOWCTBA, HApYyIIABalX (QYHKIMUTE HA
CHIOKPHHHATA CHCTEMa B CHOTBETCTBUE C KpuTepuute, onpeaenetu B Jenerupan Pernament (EC) 2017/2100 na Komucusrta mwiu B Permament (EC) 2018/605 Ha
KowmucusTa B KOHIIEHTpaLYs, paBHA Ha WK ro-rossaMa ot 0,1 %

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.2. Cmecn
HaumenoBanue HUnentuduxatop Ha % Kaacupukanusi B cbOTBeTCTBHE €
MPOAYKTA Pernament (EQ) Ne 1272/2008 [CLP]
Cefoperazone sodium salt CAS Ne: 62893-20-3 >5-<10 Resp. Sens. 1, H334
EO Ne: 263-751-5 Skin Sens. 1, H317
Polyvinylpyrrolidone CAS Ne: 9003-39-8 >5-<10 He ce xmacudummpa

BEIECTBO C HAIIMOHATHA(YM) IPaHHYHA(H) CTOHHOCT(V) Ha EO Ne: 201-800-4
npo¢ecronanna excriozunus (BE, FR, GB)

Amphotericin B solubilized CAS Ne: 1397-89-3 >1-<5 Skin Irrit. 2, H315
EO Ne: 215-742-2 Eye Irrit. 2, H319
STOT SE 3, H335

Sodium deoxycholate CAS Ne: 302-95-4 >1-<5 Acute Tox. 4 (opanua), H302
EO Ne: 206-132-7 STOT SE 3, H335

3a meanus Teker Ha H- u EUH-npenynpexenusita 3a onacHoCT: BX. pasnen 16

PA3/IEJI 4: Mepku 3a MbpBa IOMOIIL

4.1. OnucaHue HA MEPKUTE 32 MbPBA MOMOII]

ITspBa nomo - 00U MepKU . Ilpu HepasnonoxeHue ce 00aeTe B LEHTHP 110 TOKCUKOJIOTHS MM Ha JIeKap.

IIbpBa nomo1 npu BAUIIBAHE : H3Benere nuueTO HA YKCT BB3AYX U 'O IIOCTABETE B MO3UIIMSA, yIEeCHsBAIIA JUIIAHETO. B cityyaii Ha
pecnupaTopuu cumnToMu: Obamere ce B TOKCHKOIOTHYEH IIEHTHD MM Ha JIeKap.

IIbpBa nomo1l Ipy KOHTAKT € KOXKAaTa . M3mmiite koxkata ¢ MHOTO Boja. CBajeTe 3aMbpceHOTO 001ekuo. [Ipy nosiBa Ha KOXKHO Jpa3HEHe
i 00puB Ha KoxaTta: I10ThpceTe MeUIIMHCKU ChBET/IIOMOLIL.

IIbpBa momo1l py KOHTAKT € OUUTE . HMsnnakxere ounTe ¢ BOAA KaTO MpeanasHa MsApKa.

IIppBa nomo1l Npy NOIIbIAHE . Ilpu HepasnonoxeHue ce 00aeTe B LEHTHP 110 TOKCUKOJIOTHS MM Ha JIeKap.

Camo3amuTa Ha OKa3Ball¥sl IbPBa IOMOI] . IlepcoHansT, OKa3Ball IIbPBa IIOMOIL, TPSIOBA Ja HOCH MOAXO/SIIN JIMYHH IIPEANa3HH CPEACTBA.
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4.2. Haii-ch1ieCTBEHU OCTPH U HACTHIBALIY CJIe] H3BECTEH NMEPUOJ OT BpeMe CHMIITOMH U e eKTH

Cumnromu/edeKxTd ciejl BAUIIBaHe © Mosxe f1a npU4MHY aJ€pTUYHU WM aCTMATHYHU CUMIITOMU WIIU 3aTPYAHEHUS B JUIIAHETO NIPU
BJIMIIIBAHE.

Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : Moxe n1a npU4MHY aleprUYHa KOKHA PEaKIHs.

Cumnromu/edeKTu ciiesf KOHTaKT C OYUTe : Hsama npu HopManau ycnosus. IIpaxbsT oT mpoayKTa MOXKe Aa NpeJu3BHUKa Apa3HEHE HA OUUTE.

CumnToMu/edeKTH ciejl MorTbIaHe : Hsama npu HOpManHu ycnoBusl.

4.3. Yka3aHue 32 He0O0OXOQUMOCTTA OT BCAKAKBU HEOTJIOKHN METUIIHHCKHA IPHKH U CHEINAJIHO JIeYeHHe

Jla ce 1ekyBa CHMOTOMAaTHYHO.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxxap

[Noaxoasiu nokaporacuTeHA CpeCcTBa . Bopgen cnpeii. Cyx npax. [TsnHa.
Henoaxoasiu noxaporacuTesIHi CpeCcTBa . Jla He ce U3MONI3Ba CHIIHA BOAHA CTPYSL.

5.2. Ocobenn OIMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO UJIM CMECTa

OnacHoCT OT noXxap : Hsama puck ot noxap.
OnacHOCT OT €KCILIO3Us : Hsma omacHOCT OT IMpPEKTHA €KCIIO3HUSL.
OnacHu NPOAYKTH HA pa3najiaHe B CIydal Ha 1oxap © BB3MOXHO € OTAeNIHEeTO Ha TOKCUYHU U3MapEeHUsL.

5.3. CbBeTH 32 OKAPHUKAPUTE

MHcTpyKuuy 3a raceHe Ha Imoxapu . C orbHs TpsiOBa 1a ce 6opuTe 0T 6e30MaCHO PA3CTOSHUE U OT 3aLIUTEHO MsICTO. [la He ce Bii3a B
30HHM Ha 10ap 0e3 NPea3Hy CPEJICTBA, BKIL. U CPECTBA 32 JUXATE/IHA 3allIUTA.

3amuTa npy raceHe Ha 1noxap : Jla He ce npennprema HaMmeca 0€3 MOAXOAAIIO 3aAUTHO 000pyJBaHe. ABTOHOMEH M U30JIMPAlLl
amapar 3a AuxaTelHa 3amuta. [IbiHa 3aiura Ha TSIO0TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1. JInuHM NpeanasHu MEPKH, MPeANa3HA CPEJICTBA U MPOLEeAYPH NPH CIIEUIHH CJIyYan

O6mu Mepku . Jla ce yBeIOMST BIIACTUTE, aKO MPOAYKTHT MOMAAHE B KAHAIM3ALMATA MM OOIIECTBEHH BOJOEMH.
TonwuiiTe pazasaToTO, 32 /1a C€ MPEAOTBPATIT MaTEPHAIHH BPEIH.
3a mepconaJl, KOiiTO He 0TTOBAPS 32 CIEIIHH CJIyYan

3aumTHE cpeJcTBa . Jla ce HOCAT MpenopbUaHNUTE JINYHY TIPEINa3Hy CPeICTBA.
ABapuiiHH 1UTaHOBE . Jla ce mpoBeTpH 30HATA Ha pa3iuBaHe/pascumBaHe. [la ce n30srBa KOHTAKT C KOXKaTa M OYHTeE.
V30srBaiiTe BOUIIBaHE HA NPaX/ITyIIeK/Ta3/IuM/U3apeH s/aepo30iIH.

3a JIMIAaTa, OTTOBOPHH 32 CIICIIHU CJIyYan

3aluTHH CpeacTBa : Jla He ce npennprema HaMmeca 0€3 MOAXOAAIIO 3aIUTHO 000py/IBaHe. 3a nmoBeve HHpopManys,
BrokTe paszen 8: "KoHTpon Ha eKcro3uiusaTa/ IMYHU Mpe/na3Hu cpeacTna’.
ABapuiiHu M1aHOBE : Jla ce oTCTpaHH HEHY)KHHSI IEPCOHAIL.

6.2. Hpennasﬂn MEPKH 32 OInasBaHe HA OKOJTHATA cpeaa

I[a ce u3bsrea HM3IIyCKaHE B OKOJIHATa cpeaa.

6.3. Metoau u MaTepHaJId 32 OrpaHUYaBaHe M MOYUCTBaHEe

3a 3apprkaHe : C nomorira Ha 4uCTa JIOIATa OCTaBETe MaTepHalia B CyX ChJl M TO MIOKpHiiTe, O3 1a TO MPUTHCKATe.
Meroau 3a moYncTBaHe : Cpbepere MpoJyKTa 110 MEXaHUYEH HAUMH.
Jlpyra nadopmarus  Marepuanure WM TBBPANTE OCTATHIM JIa CE U3XBBPIIAT HA Pa3peIIeHO 3a IeNTa MACTO.

6.4. Ilo3oBaBaHe Ha APYTH pa3ien

3a moBeue MHpOpMaNKs, BIKTE pazzaen 13.
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31EJI 7: PaGoTa U chbXpaHeHHe

7.1. llpenma3Hu MepKH 3a G6e3onacHa pagora

IMpenmnasau Mepku 3a 6e3omacHa pabora : Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. Jla ce M30s5rBa KOHTAKT € KOXKAaTa M OUUTE.
H30srBaiiTe BAUIIBaHE Ha MpaX/IyIIeK/Ta3/quM/n3napenus/aepo3ony. Hocere muunu npeanasHu
CpencTBa.

XUrHeHHH MepKI : Jla He ce H3HACS 3aMBPCEHO pabOTHO 00JIEKIIO U3BBH PabOTHOTO MoMeleHue. M3nepere
3aMBPCEHOTO 00JIEKJIO IPeU OBTOPHA yHoTpeda. [la He ce sizie, Mue WM ITyIy IpH ynorpeba Ha
npoaykra. Bunaru usMuBaiite pbuere cu ciel padoTa ¢ IpOayKTa.

7.2. YcnoBusi 3a 6e30NMacHO ChbXpaHsIBaHe, BKJIIYNTETHO HECHBMECTHMOCTH

TeXHUYECKH MEPKH . Jla ce cpxpaHsiBa Ha IPOXJIAJHO M MPOBETPUBO MACTO, A€ OT TOILIHHA.

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

Temmeparypa Ha CbXpaHEHHUE 1 2-8°C

OnakoBbYHN MaTEepHAIIH . BuHaru chxpaHsiBaiiTe IpOIyKTa B OIIAKOBKA OT ChHILHS MaTepHall, KaTO OPUTHHAIHATA OIAKOBKa.

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

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1. [TapameTpu HA KOHTPOJI

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.2. KoHTpOJI Ha eKCIIO3ULUATA

MMoaxoasiy HHYKEHEPEeH KOHTPOJI

IMoaxoasii HH:KeHePEeH KOHTPOJI:
/Jla ce ocurypu 106po npoBeTpsiBaHe Ha paOOTHOTO MSCTO.

JInaHHI npeamnasHya Cpeacrsa

JIMYHY NpeIna3Hu CpeacTBa:
Jla ce HOCSIT MPenopbYAHHUTE JINYHHU MPE/NA3HA CPEICTBA.
CuMB0JI(M) 32 JTNYHU NPEANA3HU CPECT!

Ba:

3ammTa HA OYMTE H JIHIIETO

3amuTa Ha ounTe:
IMpennasan ounna
3amuTa Ha KOKaTa

3ammuTa Ha KOKATA H TSJIOTO:
Jla ce HOCH MOAXO/IAIIO TIPEINa3HO 00JIEKIO

3amuTa Ha pbUeTe:

3aumMTHA PHKABUIIN

3amuTa HA AMXATETHUTE IHbTHINA

3amuTa HA ANXATETHUTE MbTHIIA'

[ITpu HemocTaTHUHA BEHTHIIAIMS| HOCETE CPEACTBA 32 3aIlliTa Ha TUXATEITHUTE IBTHIIA.
KoHTpo.1 Ha eKCIO3NIMSITA HA OKOJIHATA cpeJa

KoHTpo.1 Ha eKCHO3MIHUATA HA OKOJIHATA cpeja:
Jla ce n30srBa M3IyCKaHEe B OKOJHATA CPe/a.
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PA3AEJI 9: ®u3u4yHM 1 XUMUYHH CBOHCTBA

ArperaTHO ChCTOSHHE

IBsar

BroHIeH Bu

Mupuc

I'panunara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIEeHe

3anmanumocT

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT
IInamua Temneparypa
TeMneparypa Ha camo3ananBaHe
TeMneparypa Ha pa3narane

pH

pH pastBop

Buckosurer, kuaematnueH
PasrBopumoct

Koeguiment Ha pasnpezneneHue: n-okranon/sona (Log
Kow)

Hansrane Ha napure

Hansrane na mapure npu 50°C
IlsTHOCT

OTHOCHTEINHA ITBTHOCT
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C
Pa3mep Ha yactunure

TeBpRO BemecTso

XKpar.

3pbHIA.
XapakrepeH.

He e nanuuno
He e nanuuno
He e npunoxumo
He e nanuuno
Hezananum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e manuuno
He e manuuno
He e manuuno
He e npunoxxumo
Cnabo pa3TBOpUM.
He e manuuno

He e nanmuuno
He e nanmuuno
He e nanmnuno
He e nanmuuno
He e npunoxumo
He e nanmuuno

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

TIposyKThT € HepeaKTHUBEH IIPH HOPMAJIHH YCIIOBHS Ha YIOTpeba, ChbXpaHEeHHUE U TPAHCIIOPT.

Cra0useH npy HOPMAJHHU YCIIOBHSL.

Hsima no3Hata omacHa peaknusd npu HOpMaJIH! YCJIOBUA HA yn01‘pe6a.

Hsma mpu niperopbyaHnTe YCIOBHUSI 32 ChXpaHeHne i paboTa (BkTe pasmer 7).

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

TIpu HOpMaiHM ycIIOBUS HA ChXPAaHEHUE U yNoTpeba He ce 00pa3yBaT ONAacHU pasnaHH MPOTYKTH.
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PA3IEJI 11: Toxkcuxojioruuia nHgopmanus

11.1. Uadopmanus 3a KJIacoBeTe HA OMACHOCT, onpenejaeHd B Permament (EO) Ne 1272/2008

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCUYHOCT (JepMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)

He ce knacudumupa (Bb3 0ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3ITBIIHEHH KPUTEPHUTE 32
KiacupuIupane)
He ce knacudumupa (Bb3 0ocCHOBa Ha HATMYHUTE JaHHH, HE Ca M3ITBIHEHH KPHTEPUUTE 32
KJacupuLIupane)
He ce knacudumnupa (Bb3 0ocHOBa Ha HATMYHUTE JaHHH, HE Ca M3ITBIIHEHH KPUTEPHHUTE 32
KJacupuIupane)

Polyvinylpyrrolidone (9003-39-8)

LD50 opanHo miabx

100000 mg/kg (Rat, Oral)

LD50 nepmainno mrbx

> 12000 mg/kg (Rat, Dermal)

Amphotericin B solubilized (1397-89-3)

LD50 opanHo miabx

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

Sodium deoxycholate (302-95-4)

LD50 opanHo miabx

‘ 1370 mg/kg (Rat, Oral)

KoposuBHOCT/Apa3HeHe Ha KoxKaTa

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca H3MBIHCHH KPUTEPUUTE 32
KIacHHIHPaHE)

Polyvinylpyrrolidone (9003-39-8)

pH

‘3—7(5%)

Amphotericin B solubilized (1397-89-3)

pH

‘ No data available in the literature

Sodium deoxycholate (302-95-4)

pH ‘ 75-9 (2 %)
CepHo3HO yBpexJaHe Ha OUHUTe/ApasHEeHe Ha OUHTe He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE TaHHY, HE Ca M3ITBIHEHH KPUTEPHUTE 32
KIIacH(HIIPaHe)
Polyvinylpyrrolidone (9003-39-8)
pH ‘ 3-7(5%)

Amphotericin B solubilized (1397-89-3)

pH

‘ No data available in the literature

Sodium deoxycholate (302-95-4)

pH

‘7,579(2%)

CeHcHOMIM3AINSA HA JUXATETHUTE BTHIIA M KOXKaTa

MyTareHHOCT Ha 3apPOJUIIHATE KJICTKH

Kamnrmeporennoct

Moxe Jla IPUYUHA aJIEPTUIHA UIIH aCTMAaTUYHN CUMIITOMU WJIHA 3aTPYAHCHUS B JUIIAHETO IPU

BaumBaHe. Morke 1a IPHYIMHY aTeprIYHa KOXKHA PEaKI[Hs.

He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHY, HE Ca H3IIBIHEHH KPHTEPHUTE 32
KkiacupuIupane)

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE NAHHH, HE Ca H3ITBIHEHH KPHTEPUUTE 3
KkiacupuIupane)

Polyvinylpyrrolidone (9003-39-8)

IARC rpyna 3 - He nosiexu Ha kiacupuKarms
ToxcHUYHOCT 32 PEIPOLYKIHATA He ce xnacudunupa (Bb3 ocHOBa Ha HATMYHUTE NAHHH, HE Ca H3ITBIHEHH KPHTEPUUTE 3
KiacupuIupane)
CTOO (crenupuyHa TOKCHYHOCT 3a ONPEJIEICHH He ce xnmacu¢uumpa (B3 ocHOBa Ha HAIMYHUTE JIaHHU, HE Ca N3ITBIHEHN KPUTEPUHTE 32
OpraHu) — eJJHOKPATHA EKCTIO3HIINS Ki1acuduImpane)
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Amphotericin B solubilized (1397-89-3)

CTOO (crneunduvHa TOKCHYHOCT 32 OIPEIENeH: OpraHu) | Moxe Ja mpeAn3BHKa Apa3HEeHe Ha JUXATEIHUTE IbTHILA.

— €AHOKpaTHa CKCIIO3ULIA

Sodium deoxycholate (302-95-4)

— €IHOKpaTHAa €KCIIO3ULUs

CTOO (cnennduiHa TOKCHIHOCT 3a ONPEEICHN OPTaHH)

Moxe na TIpeau3BUKa JPA3HCHE HA NUXATCIIHATE IbTUIIA.

CTOO (cneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — MOBTaPSIIIa CE EKCIO3ULIUS

OnacHocT TIpy BAMIIBAHE

. Hece Knacn(bnunpa (B’LS OCHOBAa Ha HAJIMYHUTEC JaHHU, HE Ca U3NBJIHCHU KPUTCPUUTE 3a

KIacHHIHPaHe)

. Hece Knacn(bnunpa (B’LS OCHOBA Ha HAJIMYHUTEC JaHHHU, HE Ca U3IIBJIHCHU KPUTCPUUTE 3a

KIacHHILHPaHe)

mCCDA Selective Supplement (0.5L)

BHCK03I/ITCT, KNHEMAaTHYCH

He e npunoxumo

Amphotericin B solubilized (1397-89-3)

BHCK03I/ITCT, KNHEMAaTHYCH

‘ Not applicable (solid)

Sodium deoxycholate (302-95-4)

BuckosuteT, KHHEMaTHYCH

‘ Not applicable (solid)

11.2. Mudopmanmsi 32 APYTU OMACHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3/IEJI 12: ExojiornyHa nHpopmManus

12.1. TokcHYHOCT

Exoutorust - 001110

OrmacHo 3a BoHaTa cpesia, KPaTKOCpoUuHa (0CcTpa)

OrnacHo 3a BOIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

. HpO)IyKT’LT HE C€ CcUMTa BPE/ICH 3a BOAHU OPraHU3MHU U HE NNPUINHABA JIBJ'IFOTpaﬁHH

HeOIaronpusTHH e(peKTH BEPXY OKOJIHATA Cpena.

. Hece KJ'IaCI/I(bHI.II/Ipa (B'b3 OCHOBa Ha HAJIMYHUTEC JaHHU, HE Ca U3IBJIHCHU KPUTCPUUTE 3a

KIIacH(HIIPaHe)

. Hece KJ'IaCI/I(bHI.II/Ipa (B'b3 OCHOBa Ha HAIMYHHUTE JaHHU, HE Ca U3ITBJIHCHU KPUTCPUUTE 3a

KIIacH(HIIpaHe)

Polyvinylpyrrolidone (9003-39-8)

LC50 - Pu6u [1]

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

EC50 96h - Bogopaciu [1]

162000 mg/l Source: Ecological Structure Activity Relationships

Sodium deoxycholate (302-95-4)

LC50 - Pu6u [1]

1592,185 mg/l Source: ECOSAR

EC50 96h - Bonopaciu [1]

968,709 mg/l Source: ECOSAR

12.2. YcToi4uBOCT U pa3rpaguMocT

mMCCDA Selective Supplement (0.5L)

YcToitunBOCT U pasrpaiuMocT

He ce pasrpaxnaa 65p30

Cefoperazone sodium salt (62893-20-3)

YcToiuuBoCT U pasrpaauMocT

He ce pasrpaxma 0bp30

Polyvinylpyrrolidone (9003-39-8)

YcToitunBOCT U pasrpaiuMocT

Not readily biodegradable in water.
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BG - bg

712



MCCDA Selective Supplement (0.5L)

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

Amphotericin B solubilized (1397-89-3)

VCTORYMBOCT M pasrpaiMocT ‘ Not readily biodegradable in water.

Sodium deoxycholate (302-95-4)

Y CTOHYHUBOCT M pa3rpaguMocT ‘ Biodegradability in water: no data available.

12.3. BuoakymMy.JIMpaIna crocooHoCT

Polyvinylpyrrolidone (9003-39-8)

Koeduument Ha pasnpeznenesune: n-okranon/soga (Log 0,29 Source: Quantitative Structure Activity Relation
Pow)
BroakyMyIupaiia ciocooHOCT No bioaccumulation data available.

Amphotericin B solubilized (1397-89-3)

Koeduuuent Ha pasnpeznenenue: n-okranon/soga (Log -2,8 (Estimated value, KOWWIN)
Pow)
Broakymyipaiia cocoGHOCT Not bioaccumulative.

Sodium deoxycholate (302-95-4)

Koeduuuent Ha pasnpeznenenue: n-okranon/soaa (Log 1,24 (Estimated value)
Pow)
Broakymyipaiia cocoGHOCT Low potential for bioaccumulation (Log Kow < 4).

12.4. TIpeHOCHMOCT B IOYBATA

Amphotericin B solubilized (1397-89-3)

TToBBPXHOCTHO HAIPEIKEHHE No data available in the literature

Koeduiment Ha Hopmanusupasa ajacopouus Ha opranuuen | 7,858 (log Koc, SRC PCKOCWIN v2.0, Calculated value)
swriepon (Log Koc)

Exomorus - mousa Adsorbs into the soil.

Sodium deoxycholate (302-95-4)

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

12.5. Pesyaratu ot onenkata Ha PBT u vPvB

KommnonenTt

BemtectBo(a), HeoTroBapsiio(n) Ha kputepuute 3a PBT na | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B crotBercTBue ¢ [Ipunoxenne XIIT

BemtectBo(a), HeoTroBapsiio(n) Ha kputepuute 3a vPVB Ha | Amphotericin B solubilized (1397-89-3)
Pernament REACH, B cborBercTBue ¢ [Ipunoxenune XIII

12.6. CBoiicTBa, HapymIaBaly (pyHKIHNTE HA EHTOKPHHHATA CHCTEMAa
Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALUS
12.7. ipyru HedJaronpusaTHu edextu

Hsma HanmyHa nOMbIHUTETHA MHOPMAIIUS

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIbLIMTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIH

Pernonannu paznopendu 3a OTHagbLUTe : OO6e3BpexIaHeTo TPsIOBa J1a ce H3BBPIIBA B CHOTBETCTBUE C O(UIMATHUTE Pa3HOpea0OH.
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MCCDA Selective Supplement (0.5L)

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

MeTou 3a TpETHPaHe Ha OTIMAIbIM . U3xBbpIiere chIbpKAaHUETO/OMAKOBKATA B CHOTBETCTBHE C HHCTPYKIIMUTE 33 COPTHPAHE HA
JIMIEH3UpaHaTa CiIyxk0a 3a 00e3BpeK/IaHe Ha OTHAIBLIH.

IpemopbKH 3a OTBEKIAHE HA OTIAIBYHH BOIH : O6e3BpeskraHeTo TpsiOBa /1a Ce U3BBPIIBA B CHOTBETCTBHE C ODHIMATIHATE Pa3nopesoH.

Ipenopsky 3a 00e3BpexIaHe Ha IPOAYKTa/onakoBkara © Jla ce cra3BaT IPUIOKHMUTE IPABUIIA 33 JEIIOHUPaHe Ha TBBPAM oTrnaasin. OGe3BpexkIaHeTo
TpsiOBa Jja ce U3BBPIIBA B CHOTBETCTBHE C OUIIUATHUTE PA3IOPEAOH.

JlombiHATETHA HHOOPMAITHST . Jla He Ce M3MOI3BAT MOBTOPHO MPA3HUTE 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 niam upenTudukannoneH Homep

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

14.2. TouHo HAaUMEHOBaHHE 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 npunoxxumo ‘ He e npunoxumo

14.4. OnakoBb4YHAa rpyna

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

14.5. OmacHocTH 32 OKOJIHATA cpe/a

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

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. Cieyua/iny npeana3’Hu MEPKH 32 MOTpeduTeInTe

CyXombTeH TPAHCIIOPT
He e npunoxxumo

Tpaucnopt no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

TpaHcHopT N0 BHTPEUIHNTE BOJAHU MBTHINA
He e npunoxxumo

Kesie3ombTeH TpaHCHOPT
He e npunoxxumo

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

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0OTHOCHO HOpMATHBHATAa ypenda

15.1. CienuduyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA Ypea0a/3aK0HOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO U OKOJIHATA
cpexa

Pernamentu na EC

REACH, IIpnaoxenue XVII (YciioBus 32 orpaHuyaBane)

He cpappixa BemectBo(a), BritoueHo(n) B [punoxenne XVII Ha REACH (YcioBus 3a orpanudaBane)
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MCCDA Selective Supplement (0.5L)

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

REACH, IIpunoxenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBaHe)

He cpabpixa BemectBo(a), BriitoueHo(n) B [Ipunoxerne XIV na REACH (Crnmchk Ha BeliecTBarta 3a pa3peniaBaHe)

REACH, Cnucbk ¢ kanauaat-semecrsa (SVHC)

He cpabpixa BemecTBo(a), BKitoueHo(n) B cnucbka Ha REACH ¢ xanaunar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapuTe1Ho 000CHOBAHO ChIJIaCHe)

He cvabpixa BemectBo(a), BriitoyeHo(n) B PIC cnmcbka (Permament EC 649/2012 oTHOCHO H3HOCA M BHOCA HA OMIACHH XUMHUKAJIH)
Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

He cpabpika BemectBo(a), BKmodeHo(n) B ciucbka ¢ Y O3 (Pernament EC 2019/1021 0THOCHO YyCTOWYMBUTE OPTraHUYHH 3aMbPCHUTEITH)
Per;iaMeHT OTHOCHO BelllecTBA, KOHTO HAPYHIABAT 030HOBHS cJioi (2024/590)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapyiaBaT 030HOBHs cioil (Perimament EO 2024/590 0THOCHO BelecTBa, KOUTO
HapyIaBaT 030HOBHUS CJIOH)

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

He cpappixa BemectBo, koeto e npexmer Ha PETJTAMEHTA HA CBBETA (EC) 3a KoHTpOI Ha M31enus ¢ IBOHHA yroTpeda

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BemectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTU4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHKTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U3M0JI3BaHN 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTUIHH MM TICHXOTPOITHHU BEIIECTBA)

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

Hee H3BBpLICHA OLICHKA Ha XUMHUYIECKaTa 0e30macHoCT

PA3JIEJI 16: Apyra uadopmanus

ChbKpanieHusi 1 AKPOHUMM

ACGIH AMepuKaHCKa KOH(BEPEHIHs Ha AbP)KaBHUTE HHIYCTPUATHI XUTHEHUCTH

ADN EBporneiicko criopazymMeHue 3a MEXIyHapOJIeH IPEBO3 Ha OMACHU TOBAPH IO BHTPEIIHUTE BOJHHU IIHTUILA
ADR EBponeiicka crioronfa 3a MexIyHapoeH IIPeBO3 Ha ONTACHH TOBApH I10 IIOCe

ATE OueHka Ha OCTpa TOKCHYHOCT

BCF daxTop 3a OHOKOHIIEHTPATIUS

BLV Buonornuna rpanuuHa CTOWHOCT

BOD Buoxumuuna motpe6roct ot kuciopos (BIIK)

CAS Ne Howmep na Ciyx6ara 3a XMMUYHU UHICKCH

CLP PernmameHT OTHOCHO KIIacH(HIINPAHETO, ETHKETHPAHETO N ormakoBaHeTo; Permament (EO) Ne 1272/2008
COD XumuyHa notpedHoct ot kucnopox (XIIK)

CSA OrneHKa Ha 6€30MMaCHOCT Ha XMMHYHOTO BEIIECTBO UM CMEC

DMEL Tonyyena MuHUMAaITHA AeHCTBAIIA 103a/KOHIICHTPALIHS

DNEL Tony4ena HenelcTBaIA 103a/KOHI[CHTPALHSL

EO Ne Howmep na EBpomneiickata o0mHOCT

EC50 CpenHa eeKTHBHA KOHLICHTPALHS

ED EnnokpuHeH HapymuTen

EN EBponeiicku crangapt

EWC EBporneiicku kaTanor Ha OTHaIbLUTE
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MCCDA Selective Supplement (0.5L)

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

CbKpaneHust  AaKPOHUMH :

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 KOHIIGHTPAIIUS

LD50 CpeaHa CMBPTOHOCHA 1032

LOAEL Haii-Huckara no3a, IpH KOsTO ce HaOI0jaBa HeOIaronpusTeH eexT
Log Kow Koeduiment Ha pasnpenenenue: n-okranoi/soga (Log Kow)

Log Pow Koedumuent Ha pasnpeznenenue: n-okranon/sona (Log Pow)
MAK MaKCHUMAaJTHa KOHIICHTPAIHUs Ha pabOTHOTO MSCTO

NOAEC Konnentpanus 6e3 Habmo1aBaH HEONIATONPHATEH eEKT

NOAEL Huso 6e3 Habmo1aBaH HeONIAroNnpHATEH eeKT

NOEC Konnenrpanus 6e3 HabIIro1aBaHO BB3AEHCTBHE

HY.K. Heykazanu KOHKpeTHO

OECD Opranusarys 32 HKOHOMUYECKO ChbTPYAHHYIECCTBO H Pa3BUTHE
OEL I'pannvHa CTOMHOCT Ha EKCIIO3ULKSI HAa PaOOTHOTO MSICTO

OSHA AMepHKaHCKa aIMIHHUCTPALUS IO TPYOBa O€30IIaCHOCT U 37paBe
PBT VYcroitunBo, GHoaKyMyIupanio U TOKCHIHO

PNEC IIpennonaraema HeaelcTBala KOHIEHTpALUS

JITIC JIuyHu npeanazHu cpencTaa

RID TIpaBrIIHHK 32 MEXIYHAPO/ICH JKENEe30IIbTEH MPEBO3 Ha OMACHU TOBApH
nJib MudopmannoHeH ucT 3a 6€30MacHOCT

STP IIpeuncTBaTeIHA CTAHIUS

TF Texunuecka QyHKIHS

TIIK Teopernuna notpe6HOCT OT Kuciaopox (ThOD)

TLM CpeqHO HMBO Ha TOKCHYHOCT

TWA IIperernena BbB BpEMETO CpeiHA CTOHHOCT

JIOC JletnuBY OpraHUYHY ChEANHEHHUS

vPVB MHoOro ycTOHYMBO U MHOT'O OHOaKyMYIHpaIio

UFI YHukaneH uneHTudukarop Ha Gpopmynara

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

Acute Tox. 4 (opanHa) Octpa ToxcuuHOCT (OpanHa), Kareropus 4

Eye Irrit. 2 CepHo3HO yBpexIaHe/apa3HeHe Ha ounte, Kateropus 2

Resp. Sens. 1 Pecnimparopna cencnbmmsamms, Kateropus 1

Skin Irrit. 2 Koposusi/npasneHe Ha koxata, Kateropus 2

Skin Sens. 1 Kosxna cencubnmzanust, Kateropus 1

STOT SE 3 CrernuuaHa TOKCHYHOCT 32 OIPEeIeH: OPraHy — eJHOKpaTHa ekcro3umus, Kareropus 3, npa3sHeHe Ha AUXaTEIHHTE IBTUIIA
H302 Bpenen npu morasiane.

H315 IIpenu3BuKBa Ipa3sHeHe Ha KOXKATa.
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MCCDA Selective Supplement (0.5L)

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:
H317 Moske fa MPUYHHK aJepPruyHa KOXKHA PEaKiisl.
H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OYHUTE.
H334 Modke 1a NPUYUHY aleprUyHN WM aCTMATHYHH CUMIITOMHU WITH 3aTPyAHCHHUS B AMIIAHETO MPH BIMIIBAHE.
H335 Moske fa mpeau3BUKa Apa3sHeHe Ha AUXATeIHUTE IbTHINA.
Knacudukariusra € B CbOTBETCTBUE C : ATP 12

WudopmanmoneH juct 3a 6e3onacuoct (UJIB), EC

Tasu HH(bO}’)M(lLIHﬂ C€ OCHOBAaBa Ha HAIUTE TCKYIIU IMMO3HAHUSA U € IPEAHA3HAUCHA J1a 1aJI€ ONMCAaHNE Ha MIPOAYKTAa CaMO 3a LECIUTE Ha 3JpaBC€OIa3BaHEeTO,
0e301acHOCTTa U OKOJIHATA cpena. HO}’)EJ.:[H TOBA, T HE Tpﬂ6B21 Ja C€ ThJIKYBA KaTO rapaHius 3a CBOMCTBaTa Ha IpoayKTa.
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