NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857 JaTa Ha cbcTassiHe: 25.01.2017
Bepcusa: 2.0 bg MNpepaboTeHo nsgaHmve: 14.03.2022
3amecTtBa BepcuaTa ot: 25.01.2017

Bepcusa: (1)

PA3AEN 1: UaeHTPMKaLUNA Ha BeLLLeCTBOTO/CMeCTa U Ha Apy>KecTBOTO/

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO [Ao6aBka Campylobacter nvodunnunsmpaH
ApTUKyNneH Homep 4857
PerncrtpauyvioHeH Homep (REACH) He e OT 3HaYeHune (cMec)

1.2 WpeHTUPMUUpaHM ynoTpebun Ha BeLLEeCTBOTO NN CMECTa, KOUTO Ca OT 3HaUeHMne, U ynoTpeéun,
KOWUTO He ce npenopbyBaT

NaeHTndunumpaHm ynotpebu, KouTto ca oT JNlabopaTtopeH xnmuKan
3HayeHuMe: NabopaTopHa 1 aHanMTU4Ha ynotpeba
ynotpebu, KOUTO He ce MPenopbLYBaT: [la He ce n3nonsea 3a NPOAYKTU, KOUTO BAN3AT B

KOHTaKT C XpaHUTeNHW NpoaykTu. [la He ce
M3MN0/13Ba 3a YacTHW Luenu (4OMaknHCTBA).

1.3 MNoppo6bHU AaHHU 3a AOCTaBYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e30nacHOCT

Carl Roth GmbH + Co KG
Schoemperlenstr. 3-5
D-76185 Karlsruhe
'epmaHuA

Tene¢oH:+49 (0) 721 - 56 06 0

dakc: +49 (0) 721 - 56 06 149

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6caut: www.carlroth.de

KomMneTeHTHO /1Lie, KOeTO OTroBaps 3a :Department Health, Safety and Environment
NHGOPMALIMOHHMSA NCT 3a 6e30MacHoCT:

aZpechbT Ha eNleKTPOHHA nowya sicherheit@carlroth.de
(KoMneTeHTHOTO Nuue):

1.4 TenedoHeH HOMep MpU cneLwHn cnyyan

MowieHck TenedoH Ye6canit
un kop/

HaceJiIeHOo
MACTO

National Toxicological 21 Totleben Boulevard 1606 Sofia +3592 9154 378
Information Centre
Emergency Medicine Institute
'Pirogov

PA3SAE/N 2: OnncaHvie Ha onacHoCTUTe

2.1 KnacnpuuympaHe Ha BeL,ecTBOTO UM CMeCTa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

2.2

KnacnpuuympaHe coernacHo PernameHT (EO) Ne 1272/2008 (CLP)

Knac Ha onacHocT KaTerop Knac HaonacHocTt [pepynpex
umsa N KaTeropums Ha AeHve 3a
onacHocT ornacHocTt
3.4R PecnnpatopHa ceHcnbunmsaums 1 Resp. Sens. 1 H334
3.4S KoxHa ceHcnmbunmsaums 1 Skin Sens. 1 H317

3a Mb/IHWA TEeKCT Ha CbkpalleHusaTa: BX. PASAEN 16

EnemeHTMN Ha eTuKeTa

ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)

CurHanHa gyma OnacHo

NMukTorpamm

GHSO08

MpeaynpexxaeHns 3a onacHOCT

H317 Moxe ga NnpuYnHU aneprmyHa KoxHa peakums
H334 Moxe fa NPUYNHK aneprmyHmn nan actTMaTUYHN CUMATOMU UKW 3aTPYAHEHNS B
AVLLAHEeTOo Npuv BAULLBaHE

NMpenopbkun 3a 6e3onacHOCT

Mpenopbkun 3a 6e30MacHOCT - NPy NpeAoTBpaTABaHe

P261 N3b6areainTe BaMLLBaHe Ha nNpax
P280 N3nonseanTe npegnasHun pbkaBuum/npeanasHu ounna

Mpenopbkuy 3a 6e30MacHOCT - PX pearvpaHe

P302+P352 MNPV KOHTAKT C KOXATA: iamuiiTe 06unHo ¢ Boga

P333+P313 Mpw NosiBa Ha KOXHO Apa3HeHe nan 06purB Ha koxaTa: [oTbpceTe MegnLNHCKA
cbBeT/nomoL

P342+P311 Mpy cuMnNTOMM Ha 3aTpyAHeHOo guaHe: ObageTe ce B LEHTBLP MNO

TOKCUKONOIMNA/Ha nekap/...

ETVIKETVIpaHe Ha onaCHu CbCTaBKWU: Cefaperazone

ETUKeTMpaHe Ha oNnakoBKU, KOraTo CbAbp>kaHUETO He npeBuMwiasa 125 ml
CurHanHa gyma: OnacHo

CnmBon(n)

H317 Moxe Aa NpryrHN anepruyHa KoxHa peakums.

H334 Moxe Aa NPUYMHN anepruvHmn MM acTMaTUYHN CUMNTOMW UAW 3aTPYAHEHNS B ANLLAHETO NpuY BAMLLBAHE.
P261 M3bareaiiTe BAMLLBaHe Ha Npax.

P280 V3non3eaiTe npegnasHu pbkaBnuu/npeanasHmn oumna.

P302+P352 MPW KOHTAKT C KOXATA: M3amniitTe 06UMHO C BOAA.

P333+P313 Mpu NosiBa Ha KOXHO Apa3HeHe nan obpue Ha kKoxaTa: NoTbpceTe MeAMLIMHCKN CbBET/MOMOLL,.

P342+P311 Mpy cumnTOMM Ha 3aTpyAHeHOo anwwaHe: ObageTe ce B LLEHTBHP MO TOKCUKOJTOTUSA/Ha nekap.

CbAbpPXa: Cefaperazone

Bvnrapus (bg) CrpaHunua 2/16



NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

2.3  [pyrv onacHocTu

PesynTtaTtun ot oueHkaTa Ha PBT n vPvB
CmecTta He CbAbpXKa BellecTBa, oueHeHn kaTo PBT vinun vPvB.

PA3AEN 3: CbcTaB/iHPOpMaLMA 3a CbCTaBKUTE

3.1 BewiecTBa
He e OT 3HauyeHue (cmec)

3.2 Cmecmn

OnmncaHme Ha cMmecTa

HanmeHoBaHue NpeHtnumkat TernoBHm Knacmdpukaums cora. MukTorpamwm beneXxku
Ha BeLLecTBoTo op % GHS
Cefaperazone CAS Ne 10-<25 Resp. Sens. 1/ H334
62893-20-3 Skin Sens. 1/ H317
EO Ne
263-751-5
AmdoTepunumH B CAS Ne 3-<10 Skin Irrit. 2/ H315
1397-89-3 Eye Irrit. 2/ H319
STOT SE 3/ H335
EO Ne
215-742-2

3a NbAHWA TEKCT Ha CbKpalleHuaTa: BX. PA3/IE/ 16

PA3SAE/ 4: MepKku 3a NbpBa NOMOLL,

4.1 OnncaHue Ha MepKUTe 3a MbpBa MOMOLL,

0O6Lwum 6enexxkun
CBaneTe 3aMbpPCEHOTO 06EKIO.
Cnep BguiuBaHe

OCI/IprI/I UNCT Bb34yX. I'Ip|/| BCUYKKN CnyYdan Ha CbMHEHME, Uan Npun Hannyne Ha CMMNToMU Aa ce
NOTHLPCUN MeANLUNHCKA MOMOLLL.

Cnepa KOHTAKT € KOXKaTa
Cnes KOHTaKT C KOXaTa, BeAHara Aa ce nsmue obuaHo ¢ BoAa. MNpu KOXHM peakLmn NoTbpceTe nekap.
Cnep KOHTAKT € ounTe

npOMMBaMTe BHMMaTENHO C BOAa B NpoAb/DKEHNE HAa HAKO/TKO MUHYTW. |-|pl/l BCUYKKN CNy4HYan Ha
CbMHEHNe, NI Npun Haanydme Ha CMUMNTOMK Aa Cce NOTbPCn MeANLNHCKa MOMOLL.

Cnep nornbLijaHe
M3nnakHeTe ycTaTa. [py HepasnonoxeHune ce obagete Ha fekap.

4.2 Hal-cbLecTBEHU OCTPU M HaCTbNBALLM C/ief N3BECTEH Nepmnoy oT BpeMe CUMNTOMU U epeKkTU
AneprnyHun peakumu, Kawnuua, 3agyx

4.3 YKasaHue 3a HE06XO0AMMOCTTA OT BCAKAKBU HEOT/IOXKHU MEAULIMHCKU FPUXKU U cneumnasnHo
neyeHune
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

HAMa

PA3/AEJ 5: MpoTBONOXXapHN MepKU

5.1 Mo>xaporacuTenHu cpeacTea

MoAaxoAsAL M No)KaporacuTeNHN CpeacTBa

Jla ce KoopAMHMPAT NPOTUBOMOXAPHUTE MEPKU C OKOJIHOCTA
BOJa, NSAHA, YCTOMYKMBA Ha aJIKOXON NSHA, CyX npax 3a raceHe, ABC-npax

HenoaxopsLum no>xaporacmuTenHu cpeacrTea
BOJZHa CTpys
5.2 Oco6eHn onNacHOCTN, KOUTO NPON3TNYAT OT BELLLECTBOTO W/ CMecTa
Fopnm.
OnacHu NpoAyKTU Ha U3rapsiHe

B cnyyali Ha noxap Morart Aa Bb3HUKHAT: A30THU okecnam (NOXx), BbrnepogeH MoHookcumg (CO),
BurnepogeH gmnokcung (CO,), Npu ropeHe Moxe fa ce OTAENAT OTPOBHM rasose, CbAbpXXaLum
BbrnepojeH MOHOOKCUA.

5.3 CbBeTM 3a NoOXKapHUKapuTe

B cnyua|7| Ha no>Xap n/Nnn ekcnnosmsa Aa He ce BaULIBa gmuma. lacete no>kapa c obuyaHuTe
npeanasHm Mepkn OT pa3yMHO pa3CTodaHuMe. Ja ce HocK aBTOHOMEH AuxaTteneH ariapar.

PA3/AE/ 6: Mepku npu aBapuiiHO N3nycKkaHe

6.1 Inuun npeanasHn MepkKu, npeanasHu cpeactBa v npoueaypuvi npm cnewHum ciydaun

3a nepcoHa’, KOTO He OTroBaps 3a CNewHUn cy4vyau

Ja ce n3bsarea JonNMp Ha NPOAYKTa C KOXaTa, ounTe 1 061eknoTo. He BaMLLBanTe npax.
6.2 [peanasHu MepKu 3a onasBaHe Ha OKOJIHaTa cpeja

Mpeanassail OT 3aMbpCcsABaHe Ha OTTOYHW KaHaNM3aLumm, NOBbPXHOCTHU U MOANOYBEHW BOAN.
6.3 MeToam n maTepmanu 3a orpaHMyYaBaHe U NOYUCTBaHe

CbBeTU OTHOCHO HAYUHUTE, MO KONTO fia Ce OrpaHUumn pasNnNBbLT

MNMokpmBaHe Ha OTTOYHW KaHanu3aumu. [la ce cebepe MexaH14Ho.

CbBeTU OTHOCHO HAYUHUTE, MO KONTO Aa Ce MOYNCTU PasNINBbT

[la ce cbbepe MexaHnuyHo. KOHTpon Ha npaxa.

Apyra nHpopmarms 0OTHOCHO passINBU N U3NYCKaHUA

MNMocTaBeTe B NOAXOAALLM KOHTEMHepn 3a N3XBbPAsSHe.
6.4 [lo3oBaBaHe Ha Apyru pasaenu

OnacHW NpoAyKTN Ha N3rapsiHe: BUX pasgen 5. JInuHn npegnasHm cpeicTBa: BUX pasgen 8.
HecbBMmecTMU MaTepmanu: Bux pasgen 10. Obe3BpexaaHe Ha oTnagbLmTe: BUX pasgen 13.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

PA3JEN 7: Pa6oTa n cbxpaHeHne

71 MpeanasHn Mmepkun 3a 6e3onacHa pa6oTa
OcurypsiBaHe Ha focTaTbyYHa BeHTUNaumsa. [la ce n3barsa obpasyBaHeTo Ha Npax.

MpoTMBONOXKapHM MEpPKM, KaKTO 1 MepPKM 3a NpeAoTBpaTABaHETo Ha npeo6pa3yBaHeTo Ha
aepo30/u U npax

OTCcTpaHaBaHe Ha NPaxoBu Aeno3unTu.
CbBeTU 3a 06LLa XUrmeHa Ha TpyAa

Ja ce n3mmBaT pblieTe Npean NoUnBKa U B Kpasi Ha paboTHUA AeH. [la ce cbxpaHsiBa fjanede oT
HaMUTKN N XpPaHW 3a XOpa W XXNBOTHMU.

7.2  YcnoBus 3a 6e30MacHO CbXpaHABaHe, BK/IIOYUTENTHO HECbBMECTMMOCTM
[la ce cbxpaHsiBa Ha cyxo MscTo. [la ce CbXpaHsiBa Ha X/1aHO MACTO.

HecbBMecTMU BellecTBa UM cmecu
Cna3BaiiTe yKasaHUATa 3@ KOMOUHMPAHO CbXpaHeHwue.
CnasBaHe Ha gpyrv cbBeTu:
N3uckBaHUsa 3a BEHTUNALMSA
[la ce n3nonsea nokanHa 1 obua BeHTUNALMS.
CneundpunyHoO NpoeKTMpaHe Ha NOMeLLEHUS 3a CbXPaHeHUe UAN Ha CbAoBe
MpenopbyaHa TemMnepatypa Ha CbxpaHeHune: 2 -8 °C
7.3 CneuundwunuHa(m) kpaviHa(n) ynotpe6ba(un)
HsiMa HannuHa nHGopmauus.

PA3SAE/ 8: KoHTpon Ha eKcno3numnaTa/AIN4YH npeanasHn cpeacTBa

8.1 MapameTpun Ha KOHTpon
HauuoHanHM rpaHUYHN CTOMHOCTU

FpaHMYHM cTOHOCTM Ha NpodecnoHanHa ekcnosnuus (FpaHULM Ha eKCno3uLUs Ha
pa6boTHOTO MACTO)

Ta3n nHPopmaums He e HannyHa.
8.2 KoHTpon Ha ekcno3vyusaTa
NupmBnayanHn mepku 3a 3aljuta (MMYHM npeanasHn cpeacTBa)

3awjuTa Ha oumTe/nnueTo

M3nonseaw npeanasHm Mackm CbC CTPaHUYHA 3alnTa.

3awmTa Ha Ko)KaTa
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

* 3al4MTa Ha pbLeTe

[la ce HocAT nogxoAdaLLM pbKaBuLmn. MNoaxoaaLm ca pbKaBuLM 3a 3aLlmMTa OT XUMMKaNN, KOUTO ca
n3nuTaHn B cboTeeTcTBMe € EN 374, 3a cneumanHu Lienun, ce npenopbyBa ja ce nposepwu
YCTONUMBOCTTa Ha XUMUKANN Ha 3aLLUTHUTE pbKaBMLK, CNOMEHATU MO-rope, 3aefHO € JOCTaBuMKa
Ha Te3u pbKaBuLUW. BpemeHaTa ca NpubAnN3NUTENHN CTOMHOCTM OT n3MepBaHus npu 22 ° Cu
NMOCTOAAHEH KOHTAKT. MoBMLLIEHWTe TeMMepaTypu, Ab/XKaLM Ce Ha HarpsiBaHW BeLLecTsa, TOMvHa Ha
TANOTO U T.H. U HAMansiBaHe Ha epeKkTMBHaTa AebenrHa Ha 105 Ypes pas3TaraHe, Morart ja AosejaT
[0 3HauUMTeNIHO HamasnsiBaHe Ha BpemMeTo 3a NpobuB. AKO nMaTe CbMHEHMs, CBbpXeTe ce C
npowunssogutens. NMpu npubansmrtenHo 1,5 nbTn No-ronsma / no-manka gebenviHa Ha cnos,
CbOTBETHOTO BpeMe 3a nNpobueaHe ce yABosiBa / HaMansaBa HanoioBMHa. JaHHUTe ce OTHACAT camo
3a yncToTo BewecTBo. Korato ce npexBbpasaT KbM CMeCK OT BelecTsa, Te MoraT ja ce pasrnexgat
CaMo KaTo pbKOBOACTBO.

* BUA Ha MaTepuana

NBR (HuTpmnnoB kayuyk)

* Ae6ennHa Ha maTepuana

>0,171 mm

* U3HOCBaHe Ha MaTepuasia Ha pbKaBuLUTe
>480 MUHYTW (MPOHNKBAHE: HMBO 6)

* AOMBJHUTE/THN MEPKU 3a 3aLlumTa

[la ce ocTaBaT NnepmoAn Ha Bb3CTaHOBSABAHE 3a pereHepauuns Ha Koxarta. lMpodunakTnyHa 3awmra Ha
KoXarTa (3aluTHY KpemoBse/MexieMun) ce npenopbYBa.

3awmTa Ha gMXaTe/IHMTe MbTULLA

%

AnxatenHa 3awmTta e HeobxoanMa npu: OTaensiHe Ha nNpax. AnapaT ¢unTtpupaly, Yactuum (EN 143).
P2 (bnntpmpa noHe 94 % oT Bb34yLUHONPEHOCHUTE YacTULUM, LBEeTOBM Kog: bsn).

KOHTpOﬂ Ha eKcno3myumsaTa Ha OKOJIHaTa cpeaa
I'Ipep,na3Ba|7| OT 3aMbpCdABaHe Ha OTTOYHW KaHann3auynn, NOBbLPXHOCTHU U Nogno4vBeHW BoAN.

PA3AEN 9: PU3NYHU N XMMUNYHW CBOICTBA

9.1 NHdopmaLms 0OTHOCHO OCHOBHUTE PU3NYHUN U XMMNYHMN CBOACTBA

®PU3NYHO CbCTOSAAHME TBBbPA

LBar 6ene3HMNKaBO XbAT
Mwpuc 6e3 Mupuc

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe He e onpejeneH

Touka Ha KnneHe NN Ha4vanHa TOYKa Ha KMNeHe N He e onpegeneH
MHTEepPBaa Ha KnrneHe

3ananumocT TO31 MaTepuan e ropMM, HO HIMa Aa ce 3ananu
NecHo

[lonHa 1 ropHa rpaHunLa Ha ekcrnao3nBHOCT He e onpezeneH

Touka Ha 3ananBaHe He e MPUIoXNM

TemnepaTypa Ha camo3ananBaHe He e onpezeneH

TemnepaTypa Ha pa3nagaHe He ce oTHacs
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

®

R0TH

9.2

pH (cTonHoCT)

KnHemaTnyeH BUCKO3UTET

Pa3tBoprmocT(1)

Pa3TBop|/| MOCT BbB BO/Ja

KoeduuneHT Ha pasnpeseneHue

KoedbunumeHT Ha pasnpejeneHre N-oKTaHo1/BOAA
(norapnTMmYHa CTOMHOCT):

HansaraHe Ha napute

MnBbTHOCT /N OTHOCUTENIHA MABTHOCT

MnbTHOCT

OTHOCUTeNHa NABTHOCT Ha napute

XapaKTepI/ICTI/IKI/I Ha vacTtuunTte

Apyrv napameTpu Ha 6e3omnacHoOCTTa

OKCUAMpALLM CBOIACTBA

Apyra nidopmauus

NHdopmaums BbB Bpb3Ka C knacoBeTe Ha
dr3nYHa onacHoCT:

[Apyrv xapakTepucTkm 3a 6e30MacHoCT:

7 (in aqueous solution: 5 TernosHu %, 20 °C)

He Cce OTHacA

250 9/, npun 25 °C

Ta3n I/IH(I)OpMaLI.I/IH He e Ha1n4yHa

HeE e onpeaeneH

He e onpeaeneH

HAMa HaAM4YHa MHGOPMaLWSA OTHOCHO TOBA
CBOICTBO

HAaMa HannMuHu gaHHW.

HAMa

KJlacoBe Ha onacHocT cbra. GHS
(dV31YHM oNacHOCTK): He ce OTHaca

Hama gonbaHuTenHa uHpopmaums.

PA3EN 10: CTabUAHOCT N peaKTUBHOCT

10.1

10.2

10.3

10.4

10.5

10.6

PeakTnBHOCT

I'Ipo,quTa B AOCTaBeHaTa c|>opma HE € B CbC(TOAHUE Aa eKcnaoAnpa 3anaanmMmma npax; oboraTsiBaHeTO
C (1)I/IH npax obaue BOAM A0 ONACTHOCT OT €KCMNI03Ms Ha 3amnaamm npax.

XuMuuHa ctabusHocT

MaTepurana e ycToiumB Ha TemnepaTypa 1 HansraHe Uam B obryariHa cpega 1 npy NpeasnanMuTe

YC/I0BMS HA CbXpaHeHue 1 pabora.

BBb3MOXXHOCT 3a onacHu peakunm

Pearunpa psasKko c: cuneH okucanten, OcHosu, OcHoBY, KncennHm

Ycnosus, KkouTto Tpsi6Ba fa ce usbareat

Hsama cneumdunyHm ycnosus Konto Tpsabea ga ce 1364arear.

HecbB™MecTUMU MaTepunanu

Hama gonbnHnTenHa nHGopmaums.

OnacHu NpoAyKTW Ha pasnapaHe

OnacHW NpoAyKTV Ha u3rapsiHe: BUX pa3jgen 5.
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CrtpaHvna 7/ 16



NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

PA3AEN 11: TokcukonornyHa nHopmaums

11.1 WNHdopmaumsa 3a KnacoBeTe Ha ONacHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Jlnnca Ha AaHHW OT U3NMTBAaHe 3a usnarta cMec.
Mpouepypa 3a kKnacnunuympaHe

MeToabT 3a kKnacumuUmMpaHe Ha CMecn ce OCHOBaBa Ha CbCTaBKUTe Ha cMecTa (dopmyna Ha
AANTUBHOCT).

Knacnjukaumsa cernacHo GHS (1272/2008/EO, CLP)

OCTpa TOKCUYHOCT
[a He ce Knacmc|>|/|u,|/|pa KaToO OCTPO TOKCNYEH.

OCTpa TOKCUNYHOCT Ha KOMNOHEHTUTE Ha CMeCTa

HavmeHoBaHue Ha MbT Ha KpaiiHa CToMHOCT BugoBe
BELLecTBOTO eKcnosmum Touka
f
Cefaperazone 62893-20-3 opanHa LD50 >12.000 MY/ nabX
AmooTepurunH B 1397-89-3 opanHa LD50 >5.000 M9/q nnbX

Kopos3usa/apa3HeHe Ha Ko)kaTa

[a He ce knacndurLMpa KaTo KOPO3MBEH/Apa3HeLl, 3a Koxara.

Cepuno3HO yBpeXxaHe Ha ounTe/apa3HeHe Ha oumnTe

[a He ce knacndurLMpa KaTo CEPUO3HO yBPEXaLL, O4NTE UK Jpa3HeLL, ounTe.
PecnunpaTtopHa nnam KoXkHa ceHecmbunnusaums

Moxe aa NPUYNHW aneprmyHn nnn aCtMaTn4YHN CUMNTOMU NN 3aTPyAHEHWNA B ANLWLAHETO Npn
BAVLBaHe. Moxe ga NMPNYNHN aneprmyHa KoXxHa peakuusa.

MyTareHHoOCT 3a 3apoANLLUHU KNEeTKU

Ja He ce knacmpunumpa KaTo MyTareHeH 3a 3apoAuLLIHNTE KNeTKN.
KaHueporeHHocT

Jla He ce knacndunLmMpa KaTo KaHLieporeHeH.

ToKcMYHOCT 3a penpoayKuuaTa

Ja He ce knacmdunumpa KaTo TOKCUYEH 3a penpoayKumsTa.

CneumdpuryHa TOKCUYHOCT 3a onpepesieHN opraHu - eAHOKpaTHa eKcrnosnumsa

Ja He ce knacndunumpa kato cneunPryHa TOKCUYHOCT 3a onpejeneHn opraHun (e4HoKpaTHa
ekcnosnuns).

CneuyndpUUHA TOKCUYHOCT 3a ONpeAesieHU OPraHu - NoBTapsLLa ce eKcnosmuus

Ja He ce knacndunumpa kato cneumdPrvHa TOKCUHYHOCT 3a onpejenieHn opraHu (NoBTapsLa ce
eKkcrnosnuus).

OnacHocT npu sgnuiBaHe
[a He ce K}'IaCVI(I)VILl,VIpa KaTo npeacTtaBidaBall, ONnaCcHOCT Npu BagunLllBaHe.

CumMmnTomum, CBBbp3aHn C q)VI3I/I'-IHVITe, XUMUNYHNTE N TOKCUKOJTIOTUYHUTE XapaKTepuctukm

* Mpwn nornbLyaHe
He ca Hanvue gaHHW.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

* [Ipy KOHTaKT C ouunTe
He ca Hannue gaHHN.
* [pu BAULLBaHe
Moxe fa npeAn3BmKa anepruvHy peakumm, kawnmua, 3agyx
* [Ipy KOHTAKT € Ko)kaTa
Moxe aa npeamr3BrKa anepruyHn peakumm, Cbpbex, NoKasHo noyepBeHsABaHe
* fipyra nidopmauus
HAMa
11.2 CBoiicTBa, HapylwaBawm GyHKLMNTE HA eHAOKPUHHATa cucTtema
Hunkos OT CbCTaBKUTE He e n3bpoeHa.
11.3 WNHPopmauma 3a apyrv onacHocTU
Hsama gonbnHnTenHa nHopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
Jla He ce knacndunumpa KaTo ornacHo 3a BoAHaTa cpeja.

BuoxnmMmunyHo pasrpaxxgaHe
He ca Hanuue faHHW.
12.2 Npouec Ha pa3rpaxkgaHe
He ca Hanuue faHHW.
12.3 Buoakymynupaiya cnocobHocT
He ca Hanvue gaHHW.
12.4 NpeHocMoOCT B NoyBaTa
He ca Hanvue gaHHW.
12.5 Pe3ynTaTu oT oueHkaTa Ha PBT n vPvB
He ca Hanvue gaHHW.
12.6 CBoiicTBa, HapywaBaly PYHKLMNTE HA EHAOKPUHHAaTa cuctema
H1Kos OT CbCTaBKUTE He e N3bpoeHa.
12.7 [Apyru He6naronpuaTHU epekTn
He ca Hanvue gaHHW.

PA3/AE/N 13: O6e3BpexxaaHe Ha oTnagbunTte

13.1 MeToau 3a TpeTupaHe Ha oTnaabLLUN

To3n MaTepran n HeroBaTa OMNakoBKa Aa ceé TPETMPAT KaTo ornaceH oTnagbK. C'bﬂ,'bp)KaHI/IETO/CbA'bT
Aa Ce U3XBBbPJN B CbOTBETCTBME C MECTHaTa/peFI/IOHa}'IHaTa/HaLI,I/IOHaJ'IHaTa/Me)K,CI,yHapOAHaTa

ypeaba.
NH$opmaLmsa 0THOCHO U3XBBLPJISSHETO B KaHAa/IM3aLlMOHHATa cucTemMa
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

[la He ce n3nycka B KaHanM3auusTa.

13.2 CboTBeTHU pasnopeaby oTHaCALM ce A0 OoTNaAbLUMN

MocTaBAHETO Ha KOAOBE/HAaVIMEHOBaHNSA BbpPXY OTNaAbLUTE Aa Ce N3BBLPLUM B CbOTBETCTBUE C
HapegabaTta 3a kaTanora Ha oTnagbuu, cbobpasHo cneundrkaTa Ha Aa4eHOTO NMPOU3BOACTBO NN
npouec. PernameHT Ha oTnagbuuTte (FfepmaHmns).

13.3 3abenexxkum

Otnagbuwnte Tpﬂ6Ba Aa 6'bp,aT pa3aeneHn B Kateropmm, KOUTo MoraTt Aa ce TpeTurpart pasgesHo OoT
MeCTHNTE NN HaUuMOHaIHUTE BNacTu 3a yrpasjieHune Ha oTnagbun. VimainTe npeasnj BCNMYKU
HaUuMOHaIHWN NN PpermoHanHm pa3nopep,6|/|, KOUTO Ca OT 3Ha4veHune.

PA3AEN 14: hdopmMaLmsa OTHOCHO TPAHCMOPTUPAHETO

141 Howmep no cnucbka Ha OOH nnn He e NpeAMeT Ha TPAHCMOPTHU Hapes6u
naeHTuPnKaLumoHeH Homep

14.2 Tou4yHO Ha HAMMEeHOBaHWe Ha npaTkaTa no He e onpegeneH
cnucbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npwu TpaHcnopTMpaHe  HAMA
14.4 OnakoBbYHa rpyna He e onpegeneH

14.5 OnacHOCTM 3a OKOJIHaTa cpeaa 6e3 0rnacHOCT 3a OKO/IHaTa cpeja CbI.
PernameHTVTE 33 ONacHM ToBapw

14.6 CneuwvanHu npeanasHN Mepku 3a noTpeébutenute
Hsama gonbnHnTenHa nHopmaums.

14.7 MopCK/ TPaHCNOPT Ha TOBapy B HACUMHO CLCTOAAHME CbIJIACHO UHCTPYMEHTM Ha
Me>xxayHapoaHaTa MOpcKa opraHunsaums

Tosapa He e npejgHa3Ha4eH 3a NpeBO3 B HACUMHO CbCTOAHNKE.

14.8 WHopmaLma 3a BCUYKU NpUMepHU npaBuaa Ha OOH

ABTOMO6UNHMSA, YKeNne30MbTHUA U BbTPELLHNA BOAEH TPaHCNopT Ha onacHu ToBapu (ADR/RID/
ADN) - JonbaHUTeNnHa MHopmMaLuma

He ca npegmet Ha ADR, RID n ADN.

MexxayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - lonb/HUTENHa
nHoopmauusa

He ca npeamet Ha IMDG.

MeXxayHapoaHa opraHMsauus 3a rpaXkgaHcko sb3gyxonnasaHe (ICAO-IATA/DGR) -
AonbnHntenHa nuHpopmavms

He ca npeamet Ha ICAO-IATA.

PA3AEN 15: UHdopmaLmsa OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuuédunyHU 3a BewECTBOTO NIN CMecTa HopMaTUBHa ypeab6a/3aKoHO4aTeNCTBO OTHOCHO
6e3onacHoOCTTa, 34paBeTo U OKOJIHaTa cpeaa
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

CboTBeTHUTe pasnopea6bu Ha EBponeiickmsa cbio3 (EC)

OrpaHuyeHus cbrnacHo REACH, npunoxxeHue XVII

OnacHwm BewiecTBa ¢ orpaHnyeHus (REACH, MpunoxxeHwne XVII)

HanmeHoBaHuMe Ha HanmeHoBaHue Cbri. CAS Ne OrpaHu4yeHune Ne

BeLlecTBoTo WHBEHTapusauusaTa

AmdoTepnunH B BellecTBa B MacTuaaTa 3a R75 75
TaTyMpoOBKYW 1 MepMaHeHTeH rpum

NereHpga

R75 1. He ce nyckat Ha na3sapa B cMecy, NpeAHasHaveHn 3a TaTyrnpaHe, n CMecuTe, CbAbpXKally Koe Ja e oT Te3n
BeLLeCTBa, He Ce N3MO03BaT 3a LienTe Ha TaTynpaHeTo
cnea 4 sHyapu 2022 r., ako BbMNPOCHOTO BELLECTBO MW BeLecTBa NpUCHCTBA(T) Npy cnegHnTe 06CTOSATeNCTBa:
a) B C/lyyali Ha BeLecTBo, knacuduumpaHo B YacTt 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kaTo
KaHLeporeHHo, kaTeropusa 1A, 1B nauv 2, unn mytareHHo
3a 3apojuLLIHUTE KNeTKW, kaTteropus 1A, 1B nam 2, BeLecTBoTO NPUCHCTBA B CMECTa B KOHLIEHTpaLMs, paBHa Ha namn
no-ronsimMa ot 0,00005 TernoBHW NpoLEeHTa;
6) B cnyyali Ha BeLLecTBO, knacnpurumpaHo B YacT 3 ot npunoxeHune VI kbm PernameHT (EO) Ne 1272/2008 kaTo
TOKCUYHO 3a penpoaykuuaTa, kateropus 1A, 1B nam 2, BewwecTBoTO NPUCHCTBA B CMeECTa B KOHLIEHTpaLms, paBHa Ha
nnn no-ronama ot 0,001 TernoBHM NPOLIEHTa;
B) B C/lyYail Ha BeLLecTBo, knacuduumpaHo B 4acT 3 ot npunoxeHune VI kbm PernameHT (EO) Ne 1272/2008 KaTo KOXeH
ceHcubunmsarop, kateropus 1, TA nnun 1B, BeLecTBOTO NPUCHCTBA B CMECTa B KOHLLEHTpaLms, paBHa Ha nan no-
ronsma ot 0,001 TernoBHM NPOLIEHTa;
r) B cnyyait Ha BeLlecTBo, knacnduumpaHo B YacT 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kato
npeAn3BLKBaLLO KOPO3KMA Ha KoxaTa, kaTeropus 1, 1A, 1B nav 1C, nnn gpa3HeHe Ha KoxarTa, kaTeropus 2,
BELLeCTBOTO NPUCHCTBA B CMECTa B KOHLIEHTPaLMs, paBHa Ha Uan NO-rofiimMa oT:
i) 0,1 TernoBHW NPOLEHTA, aKo BeLLeCTBOTO Ce M3M0A3Ba e4MHCTBEHO KaTo perynatop Ha pH;
i) 0,01 Tern0BHM NpoLEeHTa BbB BCUYKW ApYri CiyYdau;
Z) B C/ly4aii Ha BeLLecTBO, knacnpuumpaHo B npunoxeHue II kbm PernameHT (EO) Ne 1223/2009 (*1), BeLLeCTBOTO
NPUCLCTBA B CMECTa B KOHLIEHTpaLMs, paBHa Ha uam no-ronsma ot 0,00005 TernoBHU NPOLIEHTa;
e) B C/ly4ali Ha BeLecTBO, 3a KOeTO 3a e4NH U NoBeYe OT CNefHNTe BUAOBE e MOCOYEHO YC/I0BMeE B KONOHA X (Bug
Ha NPOAyKTa, YacTn Ha TAN0TO) OT Tabauuata B npunoxeHne IV kbM PernameHT (EO) Ne 1223/2009, BeLLeCTBOTO
NPUCLCTBA B CMeCTa B KOHLIEHTpaLus, paBHa Ha uam no-ronsma ot 0,00005 TernoBHU npoLeHTa:
i) ,MMpoayKTN ¢ oTMMBaHe"
ii) ,la He ce n3non3ea B NPOAYKTU 3a NPUIOXKEHNE BbPXY nrasmumnte”;
iii) ,/[Ja He ce n3non3ea B NPOAYKTU 3a 0Un*;
X) B C/lyYali Ha BeLLecTBO, 3@ KOeTO e MNoCoYeHO yCnoBume B KOMoHa 3 (MakcrManHa KOHLeHTpaLumsa B roToBMS 3a
ynoTpeba npenapat) uam konoHa v (Apyrn) ot Tabnvuarta B npuaoxeHue IV kbm PernameHT (EO) Ne 1223/2009,
BeLLeCTBOTO MPMCHCTBA B CMECTa B KOHLIEHTPaLMs Uan No ApYr HAUNH, KOUTO He OTrOBapAT Ha YyCN0BMETO, MOCOYEHO
B Ta3n KOJIOHa:
3) B CJlyYaii Ha BeLLLeCTBO, M36POeHO B AONb/HEHME 13 KbM HaCTOALLIOTO NPUIOXKEHWE, BELLLeCTBOTO NPUCHCTBA B
CMeCTa B KOHLIeHTpaLums, paBHa Ha UM NO-rofiiMa OT NpejenHaTa KOHLeHTpaLms, NnocoyeHa 3a TOBa BeLLecTBO B
NOCOYEHOTO JOMbJ/IHEHNME.
2.3a uenvTe Ha ToBa BMMCBaHe N3M0/I3BaHETO Ha CMecC ,,3a TaTyMpaHe” 03HayvaBa VHXeKTMPaHe Uv BbBeXAaHe Ha
CMecTa B KoXaTa, ImraBuuaTta uav o4Hata s6bJka Ha mue NocpeAcTBOM NpoLec aun npolesypa (BKAYUTENHO
npoueaypuv, 0bMKHOBEHO HapMYaHW ,MepMaHeHTeH rpum”, ,,KO3MeTUYHO TaTynpaHe”, ,,MUKpobnenanHr' n
L,MUKpONUrMeHTauma"), uensia nocTuraHe Ha 3Hak Uan pucyHKa BbpXy TA0TO My.
3. AKO BeLLecTBO, KOeTO He e U36poeHo B Jonb/iHeHMe 13, nonaja B 06xBaTa Ha NoBeye OT efHa OT TOUKM a)—X) OT
naparpad 1, 3a ToBa BeLLeCTBO Ce npuiara Hain-ctporaTta npegenHa KOHLUEeHTpauus, yCTaHOBEHA BbB BbMNPOCHUTE
TOYKW. AKO BeLLeCcTBO, KOeTO e U36poeHo B AoMb/HeHe 13, nonaja 1 B 06xBaTa Ha efHa Uan noBeyve OT TOUKM a)—X)
oT naparpa¢ 1, 3a ToBa BeLLEeCTBO Ce npuaara npeAenHarta KOHLeHTpaLuums, ycTaHOBeHa B Touka 3) oT naparpad 1.
4, Ypes geporauus naparpad 1 He ce npunara 3a cnejHuTe BeLlecTBa 40 4 sHyapu 2023 r.:
a) Pigment Blue 15:3 (CI 74160, EO Homep 205-685-1, CAS Homep 147-14-8);
6) Pigment Green 7 (CI 74260, EO Homep 215-524-7, CAS Homep 1328-53-6).
5. AKo YacT 3 oT npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 6b4e n3meHeHa cneg 4 aHyapw 2021 r., 3a aga ce
knacnéumumpa nnn npeknacnourumpa AafeHo BeLLecTBo, Taka Ye To Aa nonaja B ob6xBaTa Ha TOUKM a), 6), B) Wan r) ot
naparpad 1 oT HaCTOALLOTO BMMCBaHe AW Aa NONaja B pasnMyHa Touka OT OHasu, B KOATO e Nonajano npean ToBea, n
JaTaTa Ha npunaraHe Ha Tasy HOBa WAV NpepasriejaHa knacndukaums e cneg gataTa, nocoyeHa B naparpad 1, nan
B 3aBMCMMOCT OT C/lyyast, B naparpad 4 oT HacTOALLOTO BNMCBaHe, TO 3a Lie/InTe Ha NpuiaraHeTo Ha HacToALLLOTO
BMMCBaHe NO OTHOLLUEeHMe Ha NOCOYeHOTO BeLLEeCTBO TOBA M3MeHEeHVe ce TpeT1pa KaTo BAM3aLL0 B C1a Ha JaTaTa Ha
npwunaraHe Ha Tasy HOBa UK NpepasriefaHa knacndumkaums.
6. Ako npunoxeHwue II nnm npunoxeHne IV kbM PernameHT (EO) Ne 1223/2009 6b4e n3meHeHo cneg 4 aHyapw 2021 r.,
3a Aa 6bje fob6aBeHO B CNNCHKA JafleHO BELLLeCTBO UM BINCBAHETO My Aa 6bje NMpOMeHeHo, Taka Ye To Aa nonaja B
06XxBaTa Ha TOYKM 4), €) Unu X) oT naparpad 1 oT HaCTOALLOTO BNUCBaHe, AW Ja Nonaja B pa3nMyHa TOYKa OT OHa3W,
B KOATO e Monajano npeam ToBa, 1 U3MEHeHWeTo BAK3a B CMNa C/lej AaTaTta, nocoveHa B naparpad 1, uav B
3aBMICMMOCT OT Cay4yas, naparpad 4 oT HaCTOALLOTO BMMCBaHe, TO 3a Lie/InTe Ha NpuaaraHeTo Ha HaCcToALOTO
BMYCBaHe Mo OTHOLLEHVe Ha MOCOYEeHOTO BeLLLeCTBO TOBa N3MeHeHMe ce TpeTmpa KaTo BAM3aLlo B cuna 18 meceua
cfief, BIN3aHeTO B CMa Ha akTa, C KONTO e HanpaBeHO NOCOYEHOTO N3MEHEHNe.
7. [JoctaBunLnTe, KOUTO MycKaT Ha Masapa cMec, NpeAHasHadeHa 3a TaTyrupaHe, rapaHTnpar, ye ciej 4 aHyapu 2022
r., BbpXy eTuKeTa Ha CMeCTa e NocoyeHa cnegHaTta MHopmauus:
a) TekcTbT ,CMec, NpejHa3HayYeHa 3a TaTyMpoBKU UAN NePMaHeHTeH rpum”;
6) yH1KaneH pepepeHTeH HOMep 3a UaeHTUPULUMpPaHe Ha NapTUAATa;
B) CMNCBKBT Ha CbCTaBKUTE B CbOTBETCTBME C HOMEHKNAaTypaTa, ycTaHoBeHa cbc CnpaBoYHMKa Ha obLonpreTute
HaVIMeHOBaHMSA Ha CbCTaBKMUTE CbrnacHo YieH 33 ot PernameHT (EO) Ne 1223/2009, nnun npu vncaTa Ha obLlonpueTo
HanMeHOBaHVe Ha CbCTaBka, HauMeHoBaHmeTo rno IUPAC. Mpwu nMnca Ha HaMeHOBaHMe U HaMeHOoBaHMe No
IUPAC, HomepbT o CAS 1 EO HoMepbT. ChCTaBKMTE Ce N36posBaT B HU3XOASALL, pe Nno TernoTo i obema Ha
CbCTaBKMTe Mo Bpeme Ha opmynmpaHeTo. ,CbCTaBka” 03Ha4YaBa BCAKO BeLLecTBO, 406aBeHO Mo BpeMe Ha npoueca
Ha dopMynmpaHe 1 NPUCBLCTBALLO B CMeCTa, NpejHasHayeHa 3a TatympaHe. OHeunCTBaHMATA He ce CYMTaT 3a
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

JlereHpa

CbCTaBKW. AKO BeYe CbLLeCTByBa M31CKBaHe HaMMeHOBaHWETO Ha Aa/leHo BeLLecTBO, M3MN0J3BaHO KaTo CbCTaBka Nno
CMUCB/a Ha TOBA BMNMCBaHe, 4a 6bAe NOCOYEHO BbPXy eThKkeTa B CboTBeTCcTBME ¢ PernameHT (EO) Ne 1272/2008, He e
Heob6X0AMMO Ta3un CbCTaBka Ja 6b/e MocoYeHa B CbOTBETCTBME C HACTOALLMA PerfiaMeHT;

r) AOMBAHUTENHUAT TEKCT ,perynatop Ha pH" 3a BelllecTBaTa, monagalym B obxeata Ha naparpad 1, 6yksa r),
MOATOYKA i);

4) TekcTbT ,ChabpKa HUKen. Moxe Aa npejn3BrKa aneprimyHimn peakummn.”, ako cMecta CbAbp>Ka HUKeN Moj,
npejenHara KOHLEHTpaLus, MocoYeHa B JonbaHeHMe 13;

e) TekcTsT ,,Chabpxa xpom(VI). Moxe Aa npean3Bmka aneprimyHm peakumn.”, ako cmecta Cbabpxka XxpoM(VI) noa
npejenHata KOHLEHTpaLus, NocoveHa B JonbaHeHMe 13;

X) NHCTPYKLMK 3a 6e3omnacHa ynoTpeba A0TONIKOBA, AOKOKOTO Aocera cbrnacHo PernameHT (EO) Ne 1272/2008 He ce e
M3KCcKBano ga 6bAaT NocoyeHN BbPXY eTrkeTa. IHpopmaLumsiTa e ACHO BUAMMA, NeCHO YeTnMa 1 0603HayeHa Taka,
ye Aa 6bae He3annuumma. VIHpopmaumsaTa ce n3nucea Ha opuLmanHna(MTe) esnk(um) Ha AbpxasaTa(MTe) uneHka(u), B
KOSITO(KOWTO) CMeCTa e NMycHaTa Ha rnasapa, 0CBeH ako BbB BbIpoCHaTa(1Te) AbpKasa(n) uneHka(u) He e npeaBuieHo
Apyro. Korato ToBa ce Hanara 3apaju pa3mepa Ha ornakoBKaTa, mocoyeHaTta B MbpBaTta anvnHes nHdopmMaums, ¢
M3K/toYeHre Ha bykBa a), BMeCTO TOBa Ce BK/Il0UBa B MHCTPYKLMNTE 3a ynoTpeba. MNpean Aa n3nonssa cMec 3a Lenute
Ha TaTynpaHeTo, JINLIETO, KOETO M3MN0/3Ba CMECTa, NPeAoCTaBsa Ha /IMLIeTO, KOETO ce rnojnara Ha npoueaypara,
vmd)opma)umma, 0603Ha4eHa BbpXy OrakoBKaTa UAW BKAOYeHa B MHCTPYKLMMTe 3a ynoTpeba CbriacHo T03n
naparpad.

8. Cmecn, unnTo eTUKEeTN He ChbpXKaT TekcTa ,Cmec, npeAHa3HaueHa 3a TaTyMpoBKM UV NePMaHeEHTEH rpuM”, He ce
13M0N3BaT 3a Le/nTe Ha TaTyrpaHeTo.

9. ToBa BNMCBaHe He ce rnpwnara 3a BeLLecTBa, KOUTO ca rasose npu Temneparypa ot 20 °C v HanaraHe ot 101,3 kPa
VAW reHepupaT HansraHe Ha napute oT Hag 300 kPa npu Temnepatypa ot 50 °C, ¢ nsknoyeHne Ha dopmangexng (CAS
Homep 50-00-0, EO Homep 200-001-8).

10. ToBa BMMCBaHe He ce npwara 3a NyckaHeTo Ha nasapa Ha cMec, NpejHasHa4eHa 3a TaTynpaHe, Uau 3a
13MON3BaHETO Ha CMeC 3a Lie/inTe Ha TaTyMpaHeTo, KoraTo e rnycHaTa Ha rnasapa U3Kk/lo4mnTenHO KaTto MeANLIMHCKO
n3genune Nav NPUHaANEXHOCT KbM MeULIMHCKO n3genve no cMmncbna Ha PernameHT (EC) 2017/745, nan korato ce
13M0N3Ba U3KJTIUNTENHO U3KNHOUNTENHO KaTO MeANLMHCKO U3jenmne Uan npuHagnexHocT KbM MeANLMHCKO n3jenmve
B CbLUMS CMUCHA. KOraTo nyckaHeTo Ha nasapa Waun 13noa3BaHeTo MoraT Aa He 6bjaT U3KIHUNTEeIHO KaTo
MeANLNHCKO n3jenve N NpuHagIexXHoCT KbM MeANLMHCKO n3genne, nsnckeaHusata no Pernament (EC) 2017/745 n
Mo HaCTOALLMSA pernaMeHT ce npuaarat KyMynaTUBHO.

CnuchbK Ha BelllecTBaTa, NpeamMeT Ha pa3spelueHme (REACH, npunoxxeHue XIV)/SVHC - cnincbk ¢
KaHaupaT-BeLecTsa

Hukos oT cbCTaBKUTE He e n3bpoeHa.

Seveso [lupekTuBa

2012/18/EC (Seveso III)

Ne OnacHo BeLlecTBO/KaTeropmm Ha onacHocT lNMparoBo KONM4YecTBO (B TOHOBE) 3a

npunaraHeTo Ha USNCKBaHUATa Npu
HUCBK N BUCOK PUCKOB NoTeHUan

He e onpejeneH

Deco-Paint inpekTuBa

NOC cbabpxaHue 0%

AVIpeKTI/IBa 3a eMUCnNmnTE OT NPOMUNLLIEHOCTTA

NOC cvabpxaHme 0%

AvpeKTBa OTHOCHO OrpaHMYeHNETO 3a ynoTpe6aTa Ha onpeAeneHn onacHU BelllecTBa B
eNIeKTPUYecKoTo N eNeKTPOoHHOTO o6opyaBaHe (RoHS)

HNKOA OT CbCTAaBKNTE HE € VI36pOEHa

PernameHT 3a cb34aBaHe Ha EBponeiickm pernctTbp 3a M3nyckaHeTo U NMpeHoca Ha
3ambpcutenm (PUN3)

HMKOS1 OT CbCTaBKMTE He e N36bpoeHa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

[o6aeBka Campylobacter nnopunusumpan

apTuKyneH Homep: 4857

PamKoBa AnpekTuBa 3a BoguTte (PAB)

CnucbK Ha 3aMbpcuTenu (PAB)

HavmeHoBaHue Ha HanmeHoBaHue cbra. CASNe  WUs6poe 3a6enexxku
BELLEecTBOTO MHBEHTapu3saumaTa HB
Cefaperazone MeTanun n TexHu CbCTaBKu a)
NereHpa
A) MpenopbumnTeNieH CNUCHK Ha MMaBHUTE 3aMbpcUTeNny

PernameHT OTHOCHO NpeAJ/iaraHeTo Ha Na3sapa v U3Mos3BaHeTo Ha NPeKYPCopy Ha B3pUBHU
BelllecTBa

HWKOS OT CbCTaBKMTe He e n3bpoeHa

PernameHT oTHOCHO NpeKypcopuTe Ha HApKOTUYHNTE BellecTBa

HUKOS1 OT CbCTaBKUTE He e N36poeHa

PernameHT OTHOCHO BeLL,eCTBa, KOMTO HapyLUaBaT 030HOBUS cyoid (ODS)
HVKOS OT CbCTaBKUTE He e N3bpoeHa

PernamMeHT OTHOCHO M3HOCA M BHOCA HA onacHu xumuikanu (PIC)

HVKOS OT CbCTaBKUTE He e N3bpoeHa

PernaMmeHT OTHOCHO YCTOMUYMBUTE OpraHUYHU 3ambpcuTenu (POP)
HVKOS OT CbCTaBKUTE He e N3bpoeHa

Apyra uipopmaums

AnpekTnea 94/33/EO 3a 3aKpuna Ha MnaguTe xopa Ha paboTHOTO MACTO. [la ce cnassaT
orpaHvYeHusTa 3a TPyAOBa 3aeTOCT Ha 6peMeHHU 1 KbPMELLIM XXeHW Cbl1acHO 3aKoHa 3a TpyAoBa
3awmTa Ha XxeHuTte (92/85/EN0).

HauMoHaNHN NHBeHTapn3aumn

CnncbkK

AU AICS BCMYKN CbCTaBKM Ca N3bpoeHn

CA DSL He BCUYKWN CbCTaBKM Ca N36poeHun
CN IECSC He BCUYKWN CbCTaBKM Ca N36poeHun
EU ECSI BCUYKWN CbCTaBKM Ca N36poeHu

EU REACH Reg. He BCUYKWN CbCTaBKM Ca N36poeHun
JP CSCL-ENCS He BCUYKW CbCTaBKM Ca N36poeHun
JP ISHA-ENCS He BCUYKWN CbCTaBKM Ca N36poeHun
KR KECI He BCUYKWN CbCTaBKM Ca N36poeHun
MX INSQ He BCUYKWN CbCTaBKM Ca N36poeHun
NZ NZIoC He BCUYKWN CbCTaBKM Ca N36poeHun
PH PICCS He BCUYKM CbCTaBKW ca N3bpoeHn
TR CICR He BCUYKWN CbCTaBKM Ca N36poeHun
T™W TCSI BCUYKWN CbCTaBKM Ca N3bpoeHu

us TSCA He BCUYKWM CbCTaBKM Ca M36poeHun
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

[o6aeBka Campylobacter nnopunusumpan

apTuKyneH Homep: 4857

JlereHpa

AICS Australian Inventory of Chemical Substances

CICR Chemical Inventory and Control Regulation

CSCL-ENCS List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EO cnnckk Ha BewecTBata (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China
INSQ National Inventory of Chemical Substances

ISHA-ENCS Inventory of Existing and New Chemical Substances (ISHA-ENCS)
KECI Korea Existing Chemicals Inventory

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)
REACH Reg. REACH peructpupaHu BellecTBa

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act

15.2 OueHKa Ha 6e30MacHOCTTAa HAa XUMMYHO BeLLecTBO Un cmec
He ca npoBeseHM oLleHKN Ha 6€30MacHOCT 3a XMMUYHU BeLL,eCcTBa B Tasn CMec.

PA3AEN 16: Apyra nuipopmaums

MHpukaumna Ha npomMeHU (pegakTUupaH MHPOPMALLMOHHUAT JINCT 3a 6e30NacHOCT)

lMpuBexaaHe B cboTBeTCTBME C pernaMeHT: PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/
878/EC

MpecTpykTypupaHe: pasgen 9, pasgen 14

Pazgen BUBLLO BrCBaHe (TeKCT/CTOMHOCT) AKTyanHo BnmMcBaHe (TeKCT/CTOMHOCT) Ba)kHo
3a
CUrypH
ocTa
2.1 Knacnpuumpare cbrnacHo PernameHT (EO) Ne Aa
1272/2008 (CLP):

NPoMsHa B cnncbKa (Tabanua)

2.1 3abenexku: aa
3a NMbAHWA TEKCT Ha NpeAynpexieHnsaTa 3a
OMacHoOCT 1 npegynpexaeHunsTa Ha EC 3a
onacHocT: BX. PASAEN 16.

2.2 MukTorpamm: Ja
NpoMsiHa B CNUCbKa (Tabnnua)

2.2 Mpenopbky 3a 6€30NacHOCT - NPy pearnpaHe: aa
NPoMsHa B cnncbKa (Tabanua)

2.2 ETkeTMpaHe Ha onakoBKW, KOraTto Aa
CbAbpXaHneTo He npesuwasa 125 ml:
nNpoMsHa B cnucbKa (Tabanua)

2.3 [Jpyrn onacHocTtu: Jpyrn onacHoctu Ja
Hsama gonbaHnTenHa nHdopmaums.
2.3 Pe3yntatn oT oueHkaTa Ha PBT n vPvB: Aa
CmMecTa He CbAbp>Ka BeLlecTBa, OLeHeHN KaTo
PBT van vPvB.

C'praLIJ,eHI/Iﬂ N aKpoHMMM

C'pr. OnucaHuA Ha N3NoN3BaHUNTe CbKpalieHus

ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponeiicko cnopasyMeHue 3a MeXyHapoAeH NpeBo3 Ha OrnacH1 ToBapu Nno
BbTPELUHV BOAHW MbTULLA)

ADR Accord relatif au transport international des marchandises dangereuses par route (cnorog6a 3a
MeXAyHapoZAeH NpeBo3 Ha OMacHM TOBapW Mo Loce)
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT
R0TH

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

[o6aBka Campylobacter

nnopunumnsmpa

apTuKyneH Homep: 4857
CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
CAS Chemical Abstracts Service (cnyx6aTta 3a XMMUYHU MHAEKCU CbCTaBsA Hall-n3vepnartenms Cnmucbk Ha
XUMWYHN BeLLecTBa)
CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPAHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT 0THOCHO onacHu ToBapu (Bux IATA/DGR))
EINECS European Inventory of Existing Commercial Chemical Substances (EBponelicku cnUcbK Ha
CbLUeCTByBaLLMTE ThbProBCKN XMMUYHN BeLLecTBa)
ELINCS European List of Notified Chemical Substances (EBponelicki CnMcbK Ha HOTUULIMPAHNTE XUMUYHN
BeLLecTBa)
Eye Dam. Cepuro3HO yBpexa ounte
Eye Irrit. [pa3HeL ounte
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "Tno6anHa xapMoHu13npaHa
cucTema 3a knacnuumpaHe 1 eTKMpaHe Ha XMMUYHW MpoaykTn", paspaboTeHa oT OpraHu3aumaTa Ha
obesMHeHUTe Hauun
IATA International Air Transport Association (MexayHapoAHa acoumaLms 3a Bb3AyLleH TPaHCNopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO ONacHW ToBapwu 3a
Bb3JyLLUeH TPaHCNopT)
ICAO International Civil Aviation Organization (MeXayHapogHa opraHu13aLums 3a rpaxaaHcko Bb3gyxorniaBaHe)
IMDG International Maritime Dangerous Goods Code (MeXayHapoaeH KoAeKC 3a NpeBo3 Ha 0nacHu ToBapwu no
Mope)
LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBETCTBA Ha A03aTa Ha M3NNTBAHO BELLLECTBO,
npuynHsaBeaLla 50% netasHOCT Npe3 NoOCoYeH BpeMeBU UHTepBan
NLP No-Longer Polymer (BeLecTBo, KoeTo Beye HAMa CBOMCTBA Ha NoaMMmep)
PBT YcToliumBo, 61oakyMyampaLLo 1 TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
pa3pellaBaHe 1 orpaHM4aBaHe Ha XMMUKaun)
Resp. Sens. PecnnpatopHa ceHcmbunmnsaums
RID Réglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/yHapo/JeH Xesie30NbTeH NpeBo3 Ha OrnacHu ToBapu)
Skin Corr. Kopo3uneeH 3a Koxara
Skin Irrit. [lpa3HeLy 3a koxaTa
Skin Sens. KoxHa ceHcnmbunnmsauns
STOT SE CneunduryHa TOKCUYHOCT 3a OnpejeneHn opraHn — efHOKpaTHa eKCcno3unums
SVHC Substance of Very High Concern (BeLLecTBO, MopaxaaLlo cepruo3Ho 6e3MoKoNCcTBO)
vPVB Very Persistent and very Bioaccumulative (MHOro ycTonunBo 1 MHOro 61MoakymMynMpaLLo)
EO Ne Cnncbka Ha EC (EINECS, ELINCS n NLP-cnncbk) e M3TOUHUKBT 3a cegemumdpeHns EO Homep,
naeHTUPMKaTOpP Ha BellecTBaTa B TbproBckaTa Mpexa B pamkute Ha EC (EBponeiickms cbto3)
NHaekc Ne NHaekc HoMepbT e NAEHTUOUKALMOHHMAT KOA, AdZeH Ha BeLLEeCTBOTO B 4acT 3 Ha npunoxeHue VI kbm
PernameHT (EO) Ne 1272/2008
noc Volatile Organic Compounds (neTAnBM OpraHNyYHN CbeANHEHNS)
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

Ao6aBka Campylobacter nmopunmnsupat

apTuKyneH Homep: 4857

OCHOBHM No30BaBaHUA 1 U3TOUYHULWN Ha AaHHU B nuTepaTtypaTa

PernameHT (EO) Ne 1272/2008 OTHOCHO KNacnPpULMpPaHETO, ETUKETUPAHETO M OMaKOBaHETO Ha
BellecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),
n3meHeH ot 2020/878/EC.

ABTOMOBUWAHMSA, XeNe30NbTHUSA 1 BbTPELLHNSA BOAEH TPAHCNOPT Ha onacHw ToBapu (ADR/RID/ADN).
MexayHapoZeH KoZeKC 3a MpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLeH TPaHCNopPT).

Mpoueaypa 3a knacnpunuympaHe

DOUBNYHM N XMMUYHW CBOICTBA. KnacuouumpaHeTo ce 0CHOBaBa Ha NMoAJ/10XEeHUTe Ha U3NUTBaHe
cMecu.

OnacHocTy 3a 3apaBeTo. ONacHOCTY 3a OKOJIHATa cpeaa. MeToAbT 3a knacnuduumpaHe Ha CMecu ce
OCHOBAaBa Ha CbCTaBKMTE Ha cMecTa (popMyna Ha agUTUBHOCT).

CNNCbK Ha CbOTBETHUTE ppasu (Ko N Nb/iIeH TEKCT KaKTO ca NoCoYeHU B pa3genm 2 m 3)

Kogp, TekcTt

H315 Mpean3BrKBa Jpa3HeHe Ha Koxara.

H317 Moxe fa npuYnHM anepruyHa KoxHa peakums.

H319 Mpean3BnKBa CEPUO3HO JpasHEHE Ha ovnTe,

H334 Moxe Aa NPpUYMHK anepruyHn Uav acTMaTU4HU CUMNTOMU WY 3aTPYAHEHWA B ANLLAHETO NPW BAVLLBaHeE.
H335 Moxe fia npean3BuKa Jpa3HeHe Ha AUXaTeNIHUTe MbTULLA.

OTKa3s oT OTrOBOPHOCT

Tasn nHdopmaLms ce OCHOBaBa Ha HACTOSALLOTO CbCTOAHME Ha NO3HaHUATa HX. HacTtoawmaT LB e
CbCTaBeH N nNpejHa3HayeH e4MHCTBEHO 3a TO3U MPOAYKT.
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