NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

(-)-EnunranokartexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361 JaTa Ha cbcTasaHe: 08.09.2021
Bepcusa: 2.0 bg MNpepaboTeHo nsgaHme: 01.03.2024
3amecTBa BepcuaTa oT: 08.09.2021

Bepcusa: (1)

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

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO (-)-EnuranokartexmH ranat ROTICHROM® HPLC
ApTrkyneH Homep 6361
PerncrtpauyvioHeH Homep (REACH) He ca Heobxoanmm faHHW 3a ngeHTUbUnLMpaHn

NPUNOXKEHWS, ThIA KaTO BELLeCTBOTO He NoA/exXu
Ha perucTtpaunsa coera. PernameHT REACH (< 1 t/a).

EO Homep 479-560-7
CAS Homep 989-51-5

1.2 WNaeHTPMuMpaHmn ynoTpebu Ha BeLLLeCTBOTO UM CMeCTa, KOUTO ca OT 3HayeHue, N ynotpeébu,
KOMTO He ce npenopbyBaT

NaeHTnounumpaHmn ynotpebu, KouTto ca ot NabopaTtopeH xnummkan

3HauyeHwe: NlabopaTtopHa 1 aHanMTU4YHa ynotpeba

YnoTtpebu, KOUTO He ce NpenopbYBaT: [la He ce n3N0A3Ba 3a YaCTHU Lenun
(AOMaKMHCTBA). HannTkn 1 xpaHu 3a Xxopa n
KMBOTHW.

1.3 MNoapo6HU AaHHK 3a AO0CTaBUYMKA HAa MHPOPMALLMOHHUSA NUCT 3a 6e30MacHOCT

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
Ye6canT: www.carlroth.de

KomneTeHTHO NuLe, KOeTo OTroBaps 3a Department Health, Safety and Environment
NHGOPMALMOHHUNS NNCT 32 6e30MacHOCT:

aApechbT Ha eflIeKTPOHHa noLla sicherheit@carlroth.de
(KOoMneTeHTHOTO nuue):

1.4 TenedoHeH HOMep NMpU cneLHU cnyyaun

MoweHck TenedoH Ye6cainT
n koa/

HaceJieHO
MACTO

National Toxicology Center Totleben Blvd No. 21 1606 Sofia +35929154 233 | www.pirogov.bg
Toxicology clinic "N.I. Pirogov"
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

PA3AEN 2: OnncaHne Ha onacHoCcTUTe

2.1

2.2

KnacuéduuupaHe Ha BeLLECTBOTO UM CMeCTA

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

Knac Ha onacHocT KaTerop Knac HaonacHocTt [peaynpex
ns M KaTeropwvs Ha AeHue 3a
onacHocT OMacHoOCT
3.10 OcTpa TOKCUYHOCT (OpanHa) 4 Acute Tox. 4 H302
3.3 Cepro3HO yBpexaHe Ha ounTe/gpasHeHe Ha ouunTe 2 Eye Irrit. 2 H319
3.4S KoxHa ceHcnmbunmsaumns 1 Skin Sens. 1 H317
4.1C OnacHo 3a BoZHaTa cpeja - XpOHNYHa OnacHoOCT 2 Aquatic Chronic 2 H411

3a Mb/IHUA TeKCT Ha CbkpalleHusaTa: BX. PASAEN 16

Haii-cbLiecTBEHNTE GUBNKO-XMMUYHU HEGNaronpuAaTHY epeKTU N HebnaronpuaTHU edpekTn
3a 3/paBeTo Ha YoBeKa 1 OKOJIHaTa cpeja

Pasnusu n npotrBono)apHa Boja MoraT Aa Npean3BrKaT 3aMbpCcaBaHe Ha BOAHWTE TeUeHNs.
EnemMeHTM Ha eTuKeTa

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

CurHanHa gyma BHuMmaHue

MukTorpamun

GHS07, GHS09

MpeaynpexxaeHMs 3a onacHoOCT

H302 BpegeH npw nornbLaHe

H317 Moxke Aa NpUUYNHKM aneprmyHa KoxXHa peakuus

H319 Mpean3BnKBa CEPNO3HO Apa3HeHe Ha oyunTe

H411 ToKcn4yeH 3a BOAHUTE OpraHn3Mu, C AbArotTpaeH epexT

Mpenopbkun 3a 6e3onacHOCT

NMpenopbkun 3a 6e30MacHOCT - Npy NpeaoTBpaTABaHe

P273 [la ce n369rea n3nyckaHe B OKOJIHaTa cpeja
P280 M3nonseaiTe npegnasHM pekasuum/npeanasHm ounna/npeanasHa Macka 3a
nue

MpenopbKku 3a 6e3onacHocCT - npu pearnpaHe

P301+P312 MPW MNOMNbLWAHE: MNpu Hepa3snonoxeHue ce obagete B LLEHTBHP MO
TOKCUKONOTINA/Ha nekap
P302+P352 MNPV KOHTAKT C KOXATA: iamuiiTe 06unHO € Boaa

P305+P351+P338 MPW KOHTAKT C OYNTE: npomMumBariTe BHUMATENHO C BOAA B NPOAb/KEHME Ha
HAKONKO MUHYTU. CBasieTe KOHTaKTHUTE Jiely, ako MMa TakuBa U JOKOJIKOTO
TOBa € Bb3MOXHO. [pogbixeTe C U3rnsakBaHeTo

ETUKeTMpaHe Ha ONaKoBKW, KOraTo CbAbp)KaHMETO He nNpeBuLluaBa 125 ml
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

CurHanHa gyma: BHMmaHvue

CnmBon(n)

H317 Moxe ga npuUnHN anepruyHa KoxHa peakums.

P280 M3non3sante npegnasHu pbkasBuuu/npegnasHu oumnna/npeanasHa Macka 3a ive.
P302+P352 MPU KOHTAKT C KOXATA: M3amniitTe 06UAHO C BOAA.

2.3  [pyrv onacHocTu

PesynTtaTtun ot oueHkaTa Ha PBT n vPvB

CbrnacHo pesyntatmTe OT OLleHKaTa BeLlecTBOTO He e PBT nnuv vPvB.
CBoiicTBa, HapylwaBal GYHKLUUTE HA EHAOKPUHHATa cucTemMa
He cbabpxa eHAOKpUHeH HapywuTen (ED) B koHueHTpauusa = 0,1%.

PA3AEN 3: CbcTaB/iHPOpMaLMA 3a CbCTaBKUTE

3.1 BewecTBa

HanmeHoBaHMe Ha BeLLecTBOTO (-)-EnnranokaTtexmH ranat
MonekynHa ¢opmyna CaoH15044

MonapHaTta Maca 458,4 9/mol

CAS Ne 989-51-5

EO Ne 479-560-7

BewectBo, Cneyund. npes. KoHUeHTpauuu, M-koepunumeHTu, ATE

Cneund. npea. KOHUEHTpaLuu M-KoepupumneHtn MbT Ha

ekcnosunyus

500 M9/ q opanHa

PA3SAE/1 4: MepKku 3a NbpBa NOMOLL,

4.1 OnncaHve Ha MepKUTe 3a MbpPBa MOMOLL,

O6Lwum 6enexxkun
CBaneTe 3aMbpPCEHOTO 06AEKIO.

Cnep BguiuBaHe

OCI/IprI/I UNCT Bb34yX. I'Ip|/| BCUYKKN ChyYdan Ha CbMHEHME, Uan Npun Hannyne Ha CMMNToMU Aa ce
NOTHLPCN MeANLUMHCKA MOMOLLL.

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

npOMMBaMTe 06UNHO C YnCTa, NnpsacHa BO4a 3a NoHe 10 MUWUHYTW, KaTO pasTBapATe KnernadnmTe. |_|pI/I
APa3HeHe B o4nTe Aa Cce NoTbpCn O(I)TaﬂMOI'IOF.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

Cnep nornbLijaHe
M3nnakHeTe ycTaTa ¢ BoAa (HO caMO ako MOCTPaAanvsaT e B Cb3HaHMe). ObajeTe ce Ha nekap.

4.2 Haii-cblLeCcTBEHM OCTPU M HaCTbNBaLLY Cies U3BECTEH Nepuog oT BpeMe CUMNTOMU U edpeKkTr
MNoBptbLiaHe, [lpasHeHe, AlepruyHm peakumm

4.3 YKasaHue 3a HE06X0AMMOCTTA OT BCAKAKBU HEOT/IOXKHU MEAULIMHCKU FPUXKU U cneLmnasnHo
neyeHune

HAMa

PA3AEJ1 5: TpoTBONOXXapHU MepKun

5.1 CpeacTBa 3a raceHe Ha noxxap

MoaxoasAwm No>XkaporacuTesIHM cCpeacTBa

Aa Ce KOOPAMHMPAT NPOTUBOMOXAPHUTE MepPKM C OKONHOCTA!
BOZa, NsIHA, YCTOMUMBA Ha anKOX0N MsiHa, CyX Npax 3a raceHe, ABC-npax

Henoaxopgawiun no)kaporacutesiHu cpeacrea

BOJHa CTpys
5.2 Oco6eHn onacHOCTU, KOUTO NPOMN3TMUAT OT BELL,ECTBOTO NN CMecTa

Fopum.

OnacHwv NpoAyKTN Ha nsrapsiHe

B cnyyali Ha noxap MoraTt Aa Bb3HUKHAT: BbrnepogeH MoHookcma (CO), BbrnepogeH gmnokcug (CO,)
5.3 CbBeTM 3a NoXKapHUKapuTe

B cnyuaii Ha noxap u/vuam ekcrnao3uns Aa He ce BAWLLBA AMMA. He No3BonsBaiitTe Ha BOAA OT raceHeTo
Aa nonagHe B KaHaanm nanm BogonN3To4YHMLMN. [aceTe noxapa c obnyanmHuTe npeanasHn Mepkun ot
pasyMHO pascTosiHue. [ja ce HOCK aBTOHOMEH AuxaTesieH anapar.

PA3EN 6: MepKv npy aBapynHO N3nycKkaHe

6.1  JIuuHM NpeanasHU MepKU, NpeAnasHU CpeacTBa MU NpoLeAypuy NpU CeLuHn ciyyau

3a nepcoHa’, KOWTO He OTroBaps 3a CNeLUHU c/lyyan
[la ce n364area JoNVp Ha NPOAYKTA C KOXaTa, oumnTe 1 061eKN10To. He BaMLLBaTe Npax.
6.2 TMpepnasHU MepKK 3a oNasBaHe Ha OKOJIHaTa cpeAa

Mpeana3sail OT 3aMbpCcsiBaHe Ha OTTOYHW KaHaNM3aumm, NOBbPXHOCTHU 1 MOANOYBEHN BOAMW.
3anasu 3aMbpceHaTa BOAa 3a OTMUBAHE U S U3XBBbP/N. AKO BELLECTBOTO € NonajHano BbB
BOAOU3TOUHULM NN B KAHANN3aLMATa, NHGOPMUPaA OTFOBOPHATA NHCTUTYLMS.

6.3 MeTtogn n MaTepuaiaun 3a orpaHn4aBaHe N NnoYNCTBaHe

CbBeTU OTHOCHO HAYMHUTE, MO KOUTO Aa ce orpaHnyunm pasnnBsbT
nOKpVIBaHe Ha OTTOYHWU KaHanusaumn. [la ce c1=6epe MeXaHW4YHO.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

CbBeTV OTHOCHO HaYUHUTE, MO KOUTO Aa Ce NOYUCTU PasNnuBbT
[la ce cbbepe MexaHn4yHo. KOHTpon Ha npaxa.
Apyra uipopmanms 0OTHOCHO pas/IBU N N3NYCKaHWA
MocTaBeTe B NOAXOAALLN KOHTEMHEpU 3@ U3XBbpP/ISHE.

6.4 lo3oBaBaHe Ha Agpyru pasaenm

OnacHM NpoAyKTV Ha usrapsiHe: BUX pa3gen 5. JInuHu npeanasHu cpefcTsa: BUX pasgen 8.
HecbBMmecTMU MaTepmanu: Bux pasgen 10. Obe3BpexaaHe Ha oTnagbLumTe: BUX pasgen 13.

PA3AE/N1 7: O6paboTKa U CbXpaHeHue

7.1 MpeanasHu mepku 3a 6e3onacHa pa6oTa
Ja ce n36sarea obpasyBaHeTO Ha npax.

MpoTrBONOXKapHU MepKK, KaKTO 1 MePKU 3a NpefoTBpaTABAHETO Ha Npeo6pa3yBaHeTo Ha
aepo3onu 1 npax

OTCTpaHﬂBaHe Ha NpaxoBn A4eN03nNTN.
MepKI/I 3a onasBaHe Ha OKOJiIHaTa cpeaa
[a ce nsbsarea n3nyckaHe B OKOJIHATa cpeja.

CbBeTu 3a o6La XMrMeHa Ha Tpyaa

Ja ce nammear pbUETE Npean NoYMBKa 1 B Kpad Ha pa6OTHI/IF| AeH. [a ce CbXpaHABa Adasiede oT
HaMMUTKN N XpPaHW 3a Xopa 1 XXNBOTHW.

7.2 YcnoBus 3a 6e3onacHo CbXpaHsABaHe, BKNIHOYNTE/THO HECbBMECTMMOCTU
[la ce cbxpaHsaBa Ha Cyxo MACTO. [la ce cbXpaHsABa Ha XN1ajgHO MACTO.

HecbBMecTMMU BeLlecTBa AN cMecn
CnasBaliTe ykazaHuMATa 3a KOMOVHMPAHO CbXpaHeHwue,

Cna3BaHe Ha APpyrn cbBeTU:
N3nckBaHuA 3a BeHTUauusa
Ja ce n3nonssa NokasaHa n 06LL|,a BeHTUNaUWA.

CneundprnUYHO NpoeKTUpaHe Ha NOMELLLEHNS 3a CbXPaHeHMe NN Ha CbAoBe
MNpenopbyaHa Temnepatypa Ha cbxpaHeHue: 2 -8 °C

7.3 CneundunuHa(mn) kpariHa(mn) ynotpeba(wn)
Hama Hann4vHa nHbopmayus.

PA3/AE/N 8: KoHTpo/1 Ha eKcno3uunaTa/NINYHU npeanasHU cpeacTBa

8.1 MapameTpun Ha KOHTpon
HauuoHanHM rpaHUYHN CTOMHOCTU

FpaHNUYHM cCTOMHOCTM Ha NpodecnoHanHa ekcnosnuusa (FpaHULM Ha eKcno3uLMs Ha
paboTHOTO MACTO)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

8.2

Abp HammeHoBaHwue Ha CAS Ne MpeHtTmn 8yaca 15min Ceiling Hotay WN3ToYHM
>XaBa peareHTa JukaTtop [mg/ [mg/ -C[mg/ nsa K
m3] m3] m3]
BG npax GSRM 5 dust, NAREDBA
more2sil Ne 13
resp, i
BG npax GSRM 0,1 dust, NAREDBA
more2sil Ne 13
resp, r,
eq4
HoTauus
15 min rpaHmua Ha KPaTKOCPOYHa ekcnosnyma: rpaHn4YHa CTOI‘/’IHOCT, Ha/j KOATO He TpHGBa Aa NMa eKCno3nunma N KOATO
Ce OTHac4d 3a '|5-MI/IHyTeH nepunoj, ocBeH ako He e MoCo4YeHOo Apyro
8 yvaca YcpegHeHa BbB BPeMETO CTOMHOCT (MMMUT Ha AbArOCPOYHa eKCNo3nLMSA): U3MEePEeHO UM N3YNC/IEHO NO

OTHOLLEHMe Ha cpeseH 6a30B Nepuroj oT oceM Yaca
Ceiling-C  TpegenHa BAUCOYMHA € FpaHMYHa CTOMHOCT, Haj KOSITO He TpsibBa Aa Ma eKcno3unuums
dust KaTo npax
eqd [Mg/m3] = (0,1 x 100)/%Si02
i WHxanabunHa ppakumns
more2silres Cbabpxall Hag 2 % cBoboAeH KpUCTaneH CUanumeB ANOKCUA B pecnupabunHaTa ¢pakums

p
r PecnnpabunHa ppakums

KoHTpon Ha ekcno3snymusaTa
NHanBnayanHun Mepkun 3a 3alimTa (IMYHM npeanasHn cpeacTBa)

3awuTa Ha oumTe/nnueTo

3non3Baii npeanasHM Mackn CbC CTPaHW4YHa 3alnTa.

3awmTa Ha Ko)kaTa

¢ 3dllinTa Ha pbLUeTe

[a ce HOCAT nogxoadawm pbkasnuu. NMoaxoasawm ca pbKaBuLmM 3a 3aLUMTa OT XMMKUKau, KOUTO ca
n3nuTaHn B ceoTBeTcTBue ¢ EN 374. 3a cneuuanHu uenu, ce npenopbyBa Aa ce nposepu
YCTOMUMNBOCTTA Ha XUMUKAJIN Ha 3aLLUNTHUTE pbKaBuLM, CNOMeHaTu No-rope, 3aeHo C A0CTaB4yMKa
Ha Te3u pbkaBuuM. BpemeHaTa ca NnpnbaAnN3nUTeNHN CTONHOCTY OT M3MepBaHusA Npn 22°Cn
NOCTOAAHEH KOHTAKT. MoBMLLIEHWTe TeMnepaTypu, Ab/XalM ce Ha HarpsBaHW BeLecTBa, TOMVHa Ha
TANOTO U T.H. U HAMansBaHe Ha epekTVBHaTa AebenrHa Ha CNos Ype3 pasTaraHe, MoraT ja joBejaT
[0 3HAUVTE/THO HaMa/iiBaHe Ha BPEMETO 3a NPo6MB. AKO MMaTe CbMHEHUS, CBbPXETe Ce C
npoussoauTens. MNpu npnéamnsutenHo 1,5 nbTr no-ronsima / no-manka gebenvHa Ha cnos,
CbOTBETHOTO BpeMe 3a NpobrBaHe ce yABOsABa / HaMansBa HanonoBMHa. JJaHHUTe ce OTHAcAT camo
3a UMCTOTO BelecTBO. Korato ce npexBbpaaT KbM CMeCU OT BellecTBa, Te Morar Aa ce pasrnexgaaT
CaMO KaTo PbKOBOACTBO.

* BUA Ha MaTepuana

NBR (HuTpunnos kayuyk)

* pe6envHa Ha maTepmana

>0,171 mm

* N3HOCBaHe Ha MaTepuasna Ha pbKaBuuuTe
>480 MUHYTU (MPOHMKBaHE: HMBO 6)

Bvnrapus (bg) CrpaHunua 6/18



NHdopmaLmoHeH nncT 3a 6e3onacHOCT

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

®

R0TH

* AONMB/IHNTE/THN MEpPKU 3a 3aliunTa

Jla ce ocTaBAT Neproan Ha Bb3CTaHOBSIBaHe 3a pereHepaums Ha KoxaTa. [podumnakTnyHa 3awmTa Ha
KoXaTa (3alunTHU KpemoBse/MexnemMun) ce npenopbYBsa.

3awWwmTa Ha gMXaTesIHMTe MbTULLA

)

AnxatenHa 3awmTta e HeobxoanMa npu: OTgensHe Ha npax. AnapaT ¢untpupaty, Yactuuy (EN 143).
P2 (punTpmpa noHe 94 % OT Bb3AYLLUHOMPEHOCHUTE YacTMLM, LLBETOBMK Ko bsan).

KOHTPOH Ha eKcno3myumsaTa Ha OKOJIHaTa cpeaa

I'Ipep,rla3Ba|7| OT 3aMbpCABaHeE Ha OTTOYHW KaHanm3auynn, NOBbPXHOCTHU U nogno4vBeHW BoAN.

PA3AE/1 9: PUSNUHM N XMMMNYHU CBOMCTBA

9.1

VlH(I)OpMaLI‘VISI OTHOCHO OCHOBHUTE ¢I/I3I/I'-IHI/I N XMMWNYHU CBOMCTBA

PU3NYHO CbCTOSIHVE

LBaT

Mupunc

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe

Touka Ha KuMneHe Uiy Ha4vyanHa ToYka Ha KuneHe m
MHTEpBan Ha KnneHe

3anannmocTt

JloNIHa 1 ropHa rpaHnLa Ha eKCna03MBHOCT
Touka Ha 3ananBaHe

TemnepaTtypa Ha camo3anasBaHe
Temnepatypa Ha pa3nagaHe

pH (cTonHoCT)

KnHemaTnyeH BUCKO3UTET

Pa3tBoprmocT(1)

Pa3TBop|/| MOCT BbB BO/Ja

KoeduuneHT Ha pasnpeseneHue

KoedbunumeHT Ha pasnpejeneHre N-oKTaHo1/BOAa
(morapnTMmYHa CTOMHOCT):

OpraHunyeH Bbrnepog B noysata/soga (log KOC)

HanaraHe Ha napute

MABTHOCT U/VAW OTHOCUTENIHA NJTBTHOCT

MnbTHOCT

TBbPA
6ene3HvkaB

6e3 mupuc

He e onpegeneH

He e onpegeneH

TO3W1 MaTepuan e ropuM, HO HAMa Ja ce 3ananm
NlecHo

He e onpegeneH

He e NPUI0XNM

He e onpegeneH

He ce oTHacs

He e NPUIOXNM

He Cce OTHacA

40 9/, npun 20 °C (ECHA)

1,1 (20 °C) (ECHA)

-0,05 (ECHA)

HeE € onpeaeneH

He e onpeaeneH
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

OTHOCKTEeNHa NABTHOCT Ha napuTte HAama HannyHa I/IH(I)OpMaLI,I/IFI OTHOCHO TOBa
CBOWCTBO.
XapaKTepVICTVIKVI Ha YacTmyute HsaMa Hann4yHmM gaHHW.

Apyrv napameTpu Ha 6e3oMacHoCTTa

Okcnampallm ceolicTea HAMa
9.2 [Apyra uipopmauus

VH$opmaums BbB Bpb3Ka C knacoseTe Ha Knacose Ha onacHocT cbra. GHS
dM3MYHa onacHOCT: ($M3MYHKM ONACHOCTMN): He ce OTHacCs

Apyrvn xapakTepucTnkm 3a 6e3o0nacHoOCT:

MOBBLPXHOCTHO HarnpexeHne 72,6 mN/m (20 °C) (ECHA)

PA3EN 10: CTabUAHOCT N peaKTUBHOCT

10.1 PeaKLMOHHA CNOCO6HOCT

I'Ipo,quTa B AOCTaBeHaTa q>opma He € B CbCTOAHME Aa eKcnaonpa 3anannMma npax; oboraTaBaHeTO
C q)I/IH npax obaue BOAWN A0 ONACTHOCT OT eKCN103UA Ha 3anasinM npax.

10.2 XumuUyHa ctabunHocT

MaTepurana e ycTo4mMB Ha TemnepaTypa 1 HansraHe nam B obrnyariHa cpeja v npv npeasuanmuTe
YC/IOBMS Ha CbXpaHeHue 1 pabora.

10.3 BBb3MOXXHOCT 3a ONacHU peakuuu

Pearupa psA3Ko C: CU1eH OKUCNTEN

10.4 YcnoBwus, KonTo Tps6Ba Aa ce nsbareart
Hsma cneumdunyHm ycnoBmsa Konto Tpsabea ga ce n3bsareart.

10.5 HecbB™MeCTMMM MaTepuanmn
Hsama gonbnHuTenHa nHopmaums.

10.6 OnacHw NpoAyKTW Ha pasnagaHe
OnacHW NpoAyKTU Ha n3rapsiHe: B1X pasgen 5.

PA3AEN 11: TokcmKkonornyHa nHopmaums

11.1 WNHPopmauma 3a KnacoBeTe Ha ONACHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Knacupukauymsa coernacHo GHS (1272/2008/EO, CLP)

OcTpa TOKCNYHOCT
BpegeH npu nornbLiaHe.

OcTpa TOKCUYHOCT

MbT Ha KpaiiHa Touka CToMHOCT Bnpaose N3ToYHUK

eKkcnosuuus

opanHa LD50 2.170 M9/ g MULLKa TOXNET

Koposusa/apa3sHeHe Ha Ko)KaTa
Ja He ce kKnacnounumpa KaTo Kopo3mBeH/gpasHeLl 3a KoxarTa.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

Cepuno3Ho yBpeXxaaHe Ha ounTe/apa3HeHe Ha ounTe
MNpeansBnKBa CePrO3HO ApasHeHe Ha ouuTe.

PecnunpaTtopHa nam KoXxHa ceHecmbunnusaumsa

Moxe Aa NpuydrHY aneprmyHa KoxHa peakums.

MyTareHHOCT 3a 3apoAVLLUHU KNeTKU

Ja He ce knacnpunumpa KaTo MyTareHeH 3a 3apOoAULLHNTE KIeTKN.
KaHueporeHHocT

Ja He ce knacndunumMpa KaTo KaHLLeporeHeH.

ToKCMYHOCT 3a penpoayKuuaTa

Ja He ce knacnpunumpa KaTo TOKCUYEH 3a penpoayKUnaTa.
CneundpuryHa TOKCUYHOCT 3a onpepeseHN OpraHu - efAHOKpaTHa eKcrnosnumsa

[la He ce knacndunumpa kato cneymdryHa TOKCUYHOCT 3a onpejesieHn opraHun (e4HoKpaTHa
eKcrnosnuus).

CneuudpmrUyHa TOKCMYHOCT 3a onpeaeneHy opraHu - NoBTapsLLa ce eKCno3mums

Ja He ce knacndbunumpa kato cneumdryHa TOKCUYHOCT 3a onpejenieHn opraHun (NoBTapsLa ce
ekcnosnuns).

OnacHocT npu BaULLBaHe
Ja He ce knacnduumpa KaTo NpeAcTaBasABalLL, ONacHOCT NpU BAULLBAHe.

CMMNTOMM, CBbP3aHU € PUSNYHNTE, XUMUYHUTE U TOKCUKONIOFMYHNTE XapaKTepncTukun
* Mpy nornbLiaHe

He ca Hanuue gaHHW.

* [Ipy KOHTAKT C oumnTe

MNpeansBunKBa Cepro3HO ApasHeHe Ha oyunTe

* Mpn BAULLUBaHe

He ca Hanuue gaHHW.

* [Ipy KOHTaKT C Ko)KaTa

Moxe Aa npean3BuKa aflepruuHmn peakumm, Cbpbex, 10KanHo noyepBeHsiBaHe
* fipyra nidopmauus

HAMAa

CeoiicTBa, HapyllaBalm GyHKLUUTE HA eHAOKPMUHHAaTa cMcTemMa

He cbabpxa eHaokpuHeH HapywuTten (ED) B koHueHTpaunsa = 0,1%.
NHdopmaLms 3a Apyrm onacHoCcTn

Hama gonbaHuTenHa nHopmaums.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokartexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

PA3AEN 12: EkonornyHa nHpopmaumsa

12.1 ToKCUYHOCT
ToKkcnYeH 3a BOAHUTE OpPraHmn3MK, C AbAroTpaeH edpekT.

TokcmyHoOCT BbB BOiHa cpepa (ocTpa)

KpaiiHa Touka CToMHOCT N3ToYHMK Bpeme Ha
eKcnosnum
f
LC50 75 M9y, pnba ECHA 9% h
EC50 56 M9y, BOAHW 6e3rpbbHauHN ECHA 24 h
ErC50 3,4 M9y, BOAOpacno ECHA 72h

12.2 YCTOWYMBOCT U pasrpagnmoct

TeopeTnyHa NOTpebHOCT OT kKncnopog: 1,466 mg/mg
TeopeTuyeH BbrnepojeH gnokeua: 2,112 mglmg

12.3 BMOaKyMynMpalla cnoco6HoCT
He ce HacuLLa 3HAUMTENHO B OpraHM3MmTe.

n-oktaHon/soga (log KOW) 1,1 (20 °C) (ECHA)

12.4 NpeHocMoOCT B NoyBaTa

KoeduumneHTa Ha HopManu3smpaHa agcopbuns -0,05 (ECHA)
Ha OpraHv4eH BbLIrnepoy,

12.5 Pe3ynTtaTu oT oueHkaTa Ha PBT v vPvB
He ca Hannue gaHHn.
12.6 CBoiicTBa, HapylwaBawm GYHKLMNNTE HA eHAOKPUHHaTa cucTtema
He cbabpxa eHAoKpUHeH HapywuTen (ED) B koHueHTpauusa = 0,1%.
12.7 [Apyru He6naronpusaTHU epekTn
He ca Hannue gaHHn.

PA3AE/N 13: O6e3BpexkaaHe Ha oTnagbunTe

13.1 MeToau 3a TpeTupaHe Ha oTNaAbLUN

To3n maTepuran 1 HeroBaTa OMakoBKa Aa ce TpeTMpaT KaTo onaceH oTnaabk. CbAbpXaHMETO/CbAbT
Aa Ce N3XBbPAWM B CbOTBETCTBME C MeCTHaTa/pervoHanHaTa/HaunoHanHata/MexayHapoHarta
ypeaba.

VlH(I)OpMaLI‘VIﬂ OTHOCHO U3XBBPJ/IAHETO B KaHa/In3alMMOHHaTa CUCTEMa

[a He ce n3nycka B KaHanmsauusTa. [la He ce fonycka U3ryckaHe B OKOMIHaTa cpeja BuXTe
cneunanHuTe MHCTPYKUMN/MHPOPMALMOHHIMA INCT 3@ 6€30MacHOCT.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

YnpaBneHue Ha oTNagbLUTe OT KOHTE/HEpX/ONaKOBKU

ToBa e onaceH oTnagbk; caMo OMakoBKM KOUTO ca ofobpeHn (Hanp. cbra. ADR) moraT ga ce
n3nonseart. TpeTnpanTe 3aMbpCeHNTE ONAaKOBKM NO ChLUMSA HAaYMH, KaTO CaMOTO BeLecTBO. HanbaHO
n3npa3HeHn ONakoBKW MOraT Ja 6bAaT peumkanpaHu.

13.2 CboTBeTHU pa3nopeaby oTHacsALM ce A0 OTNaAbLMN

[MocTaBsaHeTO Ha KOAOBe/HaUMEHOBAHMA BbPXY OTNagbuUuTe ja ce N3BBLPLUM B CbOTBETCTBUE C
HapegbaTta 3a KaTanora Ha oTnagbuu, CbobpasHo cneundrkaTa Ha 4aZeHOTO NMPOU3BOACTBO NN
npodiec.

CBOMCTBa Ha oTNagbLUMTE, KOUTO I'Y NPaBAT oNacHU

HP 4 apasHelwy - JpasHeHe Ha KoXaTa W yBpeXjaHe Ha ouunTe

HP 6 ocTpa ToKCMYHOCT

HP 13 ceH3nbunmnsmpaim
HP 14 TOKCMYHM 3a OKONHaTa cpeja

13.3 3abenexxkum

OTnagbunTe TpabBa fa 6bAAT pasfeneHn B KaTeropum, KOUTO Morart a ce TpeTupaT pasfesiHo oT
MeCTHUTE WY HauVOoHaNHUTe BlacTX 3a ynpaB/ieHne Ha oTnagbuu. MimaTe npeaBug BCUYKIA
HaLUMOHaMHN AN pervioHanHn pasnopeabun, KOUTo ca oT 3HadeHue. M3npasHeHnTe 1 NOYNCTEHN
OMaKoOBKM MOraT a 6bAaT peuyKIpaHm.

PA3AEN 14: hdopMaL s OTHOCHO TPAHCMOPTUPAHETO

14.1 Howmep no cnucbka Ha OOH nnn
naeHTNPNKaLmnoHeH Homep

ADR/RID/ADN UN 3077
IMDG Kopg UN 3077
ICAO-TI UN 3077

14.2 TouyHO HaMMeHOBaHWe Ha npaTkaTa no
cnncbka Ha OOH

ADR/RID/ADN BELLIECTBO, OIMNMACHO 3A OKOJTHATA CPEJA,
TBbPAO, H.Y.K.

IMDG Kog, ENVIRONMENTALLY HAZARDOUS SUBSTANCE,
SOLID, N.O.S.

ICAO-TI Environmentally hazardous substance, solid,
n.o.s.

TexHn4yecko HaMeHoBaHMe (-)-EnuranokaTtexuH ranat

14.3 Knac(oBe) Ha onacHOCT Npu TpaHcNnopTupaHe

ADR/RID/ADN 9
IMDG Kog, 9
ICAO-TI 9
14.4 OnakoBbYHa rpyna
ADR/RID/ADN III
IMDG Kog, 11
ICAO-TI III
14.5 OnacHocTu 3a oOKOJIHaTa cpeaa OMnacHoO 3a BoJHaTa cpesa
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”,”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

14.6 CneuwvanHu npeanasHN Mepku 3a noTpebutenure
Pa3nopep6bu 3a onacHu ToBapu (ADR) TpsibBa fia ce cna3BaT B paMKuTe Ha obekTuTe.

14.7 MopCKM TPaHCNOPT Ha TOBapy B HACUMHO CLCTOAAHME CbIJIACHO UHCTPYMEHTM Ha
Me>xxayHapoaHaTa MOpcKa opraHunsauus

TOBapa He e npejHa3Ha4eH 3a NpeBO3 B HACUMHO CbCTOAHNE.

14.8 WHopmaLma 3a BCUYKU NpUMepHU npaBuaa Ha OOH

ABTOMO6UNHMA, YKeNne30MbTHUA U BbTPELUHNA BOAEH TpaHCNopT Ha onacHu ToBapu (ADR/RID/
ADN) - JonbaHUTeNnHa MHopmMauma

TOYHO NPeBO3HO HaVIMeHOoBaHMe BELLLECTBO, OMACHO 3A OKOJTHATA CPEAA,
TBBbPAO, H.Y.K.
MNoApO6HOCTY B JOKYMEHTA 3@ TPAHCNOPT UN3077, BELLLECTBO, ONACHO 3A OKOJTHATA

CPEAA, TBbPAO, H.Y K., ((-)-EnnranokatexmH
ranar), 9, I1I, (-)

KnacudunkaumoHeH kog M7

ETnkeT(1) 3a omacHoCT 9, "Pnba v gbpBo"
OnacHoCTK 3a OKOJIHAaTa Cpeda [la (onacHo 3a BofHaTa cpeaa)
CneumanHu pasnopeabwu (SP) 274, 335, 375, 601
M3kntoueHn konnyectea (EQ) E1

OrpaHunyeHun konnyectea (LQ) 5 kg

TpaHcnopTtHa kaTeropus (TC) 3

Kog 3a TyHesnnHu orpaHunyeHus (TRC) -

NpeHTnd. Ne 3a onacHocT 90

Me>xayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapwu no mope (IMDG) - lonb/HUTENHa

nHdopmaumsa

TouHO NpeBO3HO HaMeHOBaHWe ENVIRONMENTALLY HAZARDOUS SUBSTANCE,
SOLID, N.O.S.

MNMoApO6HOCTUTE CbIrNACHO AeknapaunsaTa Ha UN3077, ENVIRONMENTALLY HAZARDOUS

ToBapojaTens SUBSTANCE, SOLID, N.O.S., ((-)-Epigallocatechin
gallate), 9, IlI

3aMbpcsBaLl, MOPCKUTe BOAU Ja (onacHo 3a BogHaTa cpega), ((-)-Epigallocatechin gallate)

ETnkeT(1) 3a onacHocCT 9, "Pnba v gbpso"

CneumnanHu pasnopen6ou (SP) 274, 335, 966, 967, 969

M3kntoueHn konnuectea (EQ) E1

OrpaHuyeHu Konnyectsa (LQ) 5 kg

EmS F-A, S-F

KaTeropvsa Ha cknaavpaHe A
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

Me>)xayHapoaHa opraHusauvs 3a rpaxgaHcko sb3ayxonsasaHe (ICAO-IATA/DGR) -
JonbnHnTenHa nHpopmaums

TouHO NpeBO3HO HaVMeHoBaHMe Environmentally hazardous substance, solid,
n.o.s.

MNoapobHOCTUTE ChIIacHO AekapauyaTa Ha UN3077, Environmentally hazardous substance,

ToBapojaTens solid, n.o.s., ((-)-Epigallocatechin gallate), 9, III

OnacHOCTM 3a OKOJIHAaTa Cpeda [a (onacHo 3a BogHaTa cpeja)

ETnkeT(1) 3a onacHocT 9, "Pnba v gbpeo"

CneuwnanHun pasnopesbm (SP) A97, A158, A179, A197, A215
MN3kntoueHn konnyectsa (EQ) E1
OrpaHuyeHun konnyectea (LQ) 30 kg

PA3AEN 15: UHPopmaumsa OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneunéunyHN 3a BeLeCTBOTO UM CMecTa HoOpMaTMBHa ypef6a/3aKoHOAATENICTBO OTHOCHO
6e30MacHOCTTa, 34paBeTo U OKoJIHaTa cpeaa

CboTBeTHUTe pasnopea6bu Ha EBponeiickmsa cbio3 (EC)

OrpaHuyeHus cernacHo REACH, npunoxxeHue XVII

OnacHwu BellecTBa ¢ orpaHuyeHus (REACH, NMpuno>xeHme XVII)

HanmeHoBaHuMe Ha HanmeHoBaHue cbri. CAS Ne OrpaHunyeHue Ne

BeLecTBoTO WHBEHTapusauuaTa

(-)-EnuranokaTtexuH ranat BellecTBa B MacTuiaTa 3a R75 75
TaTyMPOBKN 1 NePMaHeHTEH rpum

NereHpa

R75 1. He ce nyckaT Ha nasapa B CMecu, nNpeAHa3sHayeHu 3a TaTynpaHe, 1 CMecnTe, CbAbpKally Koe Aa e oT Te3n
BeLLecTBa, He Ce U3MN0/3BaT 3a LeInTe Ha TaTynpaHeTo
cneg 4 aHyapw 2022 r., ako BbNPOCHOTO BELLECTBO MM BELLeCTBa NPUCHCTBA(T) MpY CiejHUTe 06CTOoSATeNCTBa:
a) B Cy4yali Ha BeLLecTBO, KnacnpuumpaHo B 4acT 3 oT npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kaTo
KaHueporeHHo, kateropus 1A, 1B unauv 2, nin mytareHHo
3a 3apoAuLLHUTE KNeTkuy, kateropus 1A, 1B nnu 2, BeLL,eCcTBOTO NPUCHCTBA B CMeCTa B KOHLEHTPaLVs, paBHa Ha namn
no-rossamMa ot 0,00005 TernoBHM NpoLeHTa;
6) B C/lyyali Ha BelecTBo, KnacudumumpaHo B YacT 3 oT npunoxeHuve VI kbM PernameHT (EO) Ne 1272/2008 Kato
TOKCMYHO 3a penpoaykuuaTa, kateropus 1A, 1B nan 2, BelectBoTo NpUCHCTBA B CMECTa B KOHLLEHTPaLWs, paBHa Ha
nnu rno-ronsima ot 0,001 TernoBHM NpoLeHTa;
B) B C/lyYail Ha BeLLecTBO, KnacnduumpaHo B vacT 3 ot npunoxeHue VI kbm PernameHT (EO) Ne 1272/2008 KaTo KOXeH
ceHcnbunmsarop, kateropus 1, 1A nnn 1B, BeLeCcTBOTO NPUCHCTBA B CMeCTa B KOHLEHTpaLUUs, paBHa Ha WUan no-
ronsma ot 0,001 TernoBHM NpoLeHTa;
r) B cnyyait Ha BellecTBo, knacnduumpaHo B YacT 3 oT npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kaTo
npean3BNKBaLLO KOPO3KMa Ha KoxaTa, kateropus 1, 1A, 1B nnun 1C, nan gpasHeHe Ha Koxarta, kateropus 2,
BeLLleCTBOTO NPUCHCTBA B CMECTa B KOHLEHTPaLMs, paBHa Ha WK Mo-roisima oT:
i) 0,1 TernoBHW NPOLIEHTa, aKo BELLECTBOTO Ce M3MNO0A3Ba e MHCTBEHO KaTo perynaTtop Ha pH;
i) 0,01 TernoBHW NpoOLEeHTa BbB BCUYKW ApYri CyYdau;
A) B CJTyYail Ha BeLLecTBo, knacuouumpaHo B npunoxeHue II kbm PernameHT (EO) Ne 1223/2009 (*1), BeLecTBOTO
NPUCLCTBA B CMeCTa B KOHLEHTpaLms, pasHa Ha uam no-ronsma ot 0,00005 TernoBHU NpoLEHTa;
e) B C/lyyail Ha BeLLecTBo, 3a KOeTO 3a efjUH UAn NnoseYye OT C/lefH1Te BUA0BE e NOCOYEHO YC/I0BME B KOIOHa X (Bug
Ha NpPOAYKTa, YacTX Ha TAN0TO) OT TabnuuaTa B npunoxeHue IV kbm PernameHT (EO) Ne 1223/2009, BelLLecTBOTO
NPUCHCTBA B CMeCTa B KOHLEHTpaLms, paBHa Ha uam no-ronsma ot 0,00005 TernoBHU npoLeHTa:
i) ,[TpoAyKTN C oTMMBaHe"
ii) ,[la He ce n3non3ea B NPOAYKTY 3@ MPUIOXEHNE BbPXY nrasmumte”;
iii) ,[la He ce n3nonssa B NPOAYKTU 3a oUn”;
) B C/ly4all Ha BeLLeCTBO, 3a KOETO e MOCOYEHO YC/I0BME B KOTIOHa 3 (MakcManHa KOHLeHTpaLMs B roToBuMS 3a
ynoTpeba npenapat) uam konoHa u (Apyrun) oT Tabnmuata B npunoxeHue IV kbm PernameHT (EO) Ne 1223/2009,
BELLeCTBOTO NPUCHLCTBA B CMECTa B KOHLIEHTPALMA AN MO APYr HAUNH, KOUTO He OTrOBapST Ha YCI0BUETO, MOCOYEHO
B Ta3u KOJIOHa:
3) B CJlyyaii Ha BeLLeCcTBO, M36p0eHO B oNb/iHEHME 13 KbM HaCTOALLOTO NPUIOXKEHME, BELLLeCTBOTO NPUCHCTBA B
CMeCTa B KOHLIeHTpaLums, paBHa Ha Wan No-rofiiMa oT rnpejesHaTa KOHLEeHTpaLms, NocoyeHa 3a ToBa BeLLecTBo B
NOCOYEHOTO JOMbHEHME.
2. 3a uenuTe Ha ToBa BMMCBaHe M3MN0A3BaHETO Ha CMecC ,3a TaTyMpaHe” 03HavyaBa MHXeKTUPaHe Uin BbBeXJaHe Ha
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”,”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

JlereHpa

CMecTa B KOXaTa, inraBnuaTta nav o4yHata a6b/ka Ha avLe NocpeAcTBOM NpoLec nnun npolesypa (BKAYUTeNHO
npoueaypu, 06MKHOBEHO HapuyaHu ,NepMaHeHTeH rpumM”, ,KO3METUYHO TaTynpaHe”, ,MUKPObIeNANH" N
,MUKpONMrMeHTauma"), uensia NocTMraHe Ha 3Hak UAv pUCyHKa BbpXy TA0TO My.

3. AKO BelLLLecTBO, KOETO He e 136poeHo B JonbiHeHMe 13, nonaja B obxBaTa Ha NoBeye OT efjHa OT TOYKM a)—X) OT
naparpad 1, 3a ToBa BeLLLeCTBO Ce npunara Hai-ctporaTta npeAeniHa KOHLEHTpaums, yCTaHOBEHa BbB BbMPOCHUTE
TOYKMN. AKO BeLLLecTBO, KOeTO e U3bpoeHo B JonbaHeHMe 13, nonaja 1 B 06xBaTta Ha eAHa Wv noseye oT TOUKU a)—X)
oT naparpad 1, 3a ToBa BeLLEeCTBO Ce npuaara npejenHarta KOHLeHTpauus, yctaHoBeHa B Touka 3) oT naparpad 1.

4. Ypes geporauus naparpad 1 He ce npunara 3a ciejHuTe BellecTBa A0 4 aHyapu 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 nsmeHeHa cneg 4 aHyapw 2021 r., 3a ga ce
Knacuéumumpa unm npeknacuounumpa AaZeHo BelecTso, Taka ye To Aa nonaja B obxesaTa Ha TOUKM a), 6), B) an r) oT
naparpad 1 oT HaCTOALLOTO BNMCBaHe UK Aa Nonaja B pasnyHa Touka OT OHa3W, B KOATO e Monajano npeam Toea, u
JaTaTa Ha npuiaraHe Ha Tasu HOBa WUV NpepasriejaHa Knacupukaums e cnej gataTa, nocoyeHa B naparpad 1, nnm
B 3aBMCMMOCT OT C/lyyas, B naparpad 4 oT HacTOALLOTO BNMCBaHe, TO 3a Lie/InTe Ha NpuiaraHeTo Ha HacToALLLOTO
BMMCBaHe No OTHOLLUEHME Ha NOCOYEHOTO BELLEeCTBO TOBa M3MeHeHVe ce TpeTnpa Kato BAX3aLLo B C1ia Ha JaTaTa Ha
npunaraHe Ha Tasu HoOBa WAV npepasrnegaHa knacndukaums.

6. Ako npunoxeHue II nan npunoxexve IV kbM PernameHT (EO) Ne 1223/2009 6b4e n3meHeHo cnep 4 aHyapm 2021 r.,
3a Aa 6bje AobaBeHO B CNUCHKa AaAeHO BeLLLeCTBO AW BNMCBaHETO My Aa 6bAe MPOMeHeHo, Taka Ye To Aa nonaja B
obxBaTa Ha TOUKW 4), €) uam X) oT naparpad 1 oT HacToALLOTO BMMCBaHe, UM Aa NOMaja B pPa3/iyHa TOUKa OT OHasW,
B KOATO e nonazjano npeAm Tosa, U U3MEHeHNeTo BAK3a B CuUa C1ej AaTaTta, nocoveHa B naparpad 1, uav s
3aBUCMMOCT OT cny4asi, naparpad 4 oT HacTOALLOTO BMMCBaHe, TO 3a LieInTe Ha NpuiaraHeTo Ha HacToALLO0TO
BMVCBaHe MO OTHOLLIEHVE Ha MOCOYEHOTO BELLECTBO TOBA M3MEHEeHWe ce TpeTupa KaTo BN13aLlo B cuna 18 meceua
cfief] B/IN3aHeTO B CMa Ha akTa, C KONTO e HanpaBeHO NOCOYEHOTO U3MEHEHNe.

7. jocTaBunLnTe, KOUTO MyCcKaT Ha Nasapa cMec, NpeAHa3HadyeHa 3a TaTyupaHe, rapaHTnpar, ye cief 4 aHyapu 2022
r., BbpXy eTkeTa Ha CMecTa e nocoyveHa cnegHata MHGopmaLums:

a) TekcTbT ,CMec, NpeAHa3sHayeHa 3a TaTyMpoBKW WAV NepMaHeHTeH rpumM’;

6) yH1KaneH pedepeHTeH HOMep 3a naeHTUdULMpaHe Ha napTuaaTa;

B) CMNCBKBT Ha CbCTaBKMTE B CbOTBETCTBME C HOMEHK/aTypaTa, ycTaHoBeHa CbC CnpaBoYHMKa Ha obLonpreTute
HaMMeHOBaHWA Ha CbCTaBKUTE CbINACHO YneH 33 ot PernameHT (EO) Ne 1223/2009, nnu npu amncata Ha obLionpreTo
HanMeHOoBaHVe Ha CbCTaBka, HanMeHoBaHMeTo rno IUPAC. Mpu nunca Ha HauMeHoBaHMe AN HaMeHOoBaHMe No
IUPAC, Homep®T o CAS 1 EO HomepbT. ChCTaBKUTe ce M36posiBaT B HU3XOAALL, pej Mo Tern0To uav obema Ha
CbCTaBKuWTe No Bpeme Ha opmynmpaHeTo. ,CbCTaBKa” 03HauYaBa BCAKO BelLecTBo, 406aBeHO Mo BpeMe Ha rnpoueca
Ha popMynmnpaHe 1N NpUCHLCTBALLO B CMeCTa, NpeAHa3HayeHa 3a TaTynpaHe. OHeuncTBaHMATa He ce cumTaT 3a
CbCTaBKW. AKO BeYe CbLLecTByBa M31CKBaHe HaMMeHOBaHWETO Ha AaJEeHO BELLLeCTBO, M3M0JI3BaHO KaTo CbCTaBKa Nno
CMUCBb/1a Ha TOBa BNMCBaHe, Ja 6bJe NoCoYeHO BbpPXy eTKeTa B CboTBeTCTBMeE € PernameHT (EO) Ne 1272/2008, He e
HeobXoAMMO Ta3mn CbCTaBka ja 6bAe NocoYeHa B CbOTBETCTBME C HACTOALLMA PerflaMeHT;

r) BOMBJAHUTENHUAT TEKCT ,perynaTop Ha pH" 3a BelllecTBaTa, Nonajalym B obxeata Ha naparpad 1, 6yksa r),
MoATouYKa i);

A) TekcTuT ,ChabpXa HUKen. Moxe Aa npejun3BrKa afiepruyHn peakumn.”, ako cMecta CbbpXKa HUKeN noj,
npejesHata KOHLEeHTpaLus, NocoYeHa B JonbaHeHMe 13;

e) TekcTbT ,Chabpxa xpom(VI). Moxe Aa npean3Brka aneprmyHm peakumn.”, ako cmecta cbabpxka xpoM(VI) nog
npegenHaTa KOHUEHTpauus, nocoveHa B onb/iHeHve 13;

) MHCTPYKLMK 3@ 6e30nacHa ynoTpeba 0TONKOBA, A0KOKOTO gocera cbriacHo PernameHT (EO) Ne 1272/2008 He ce e
M31CKBano Aa 6bAaT nocoYveHn BbpXy eTnkeTa. MiHbopmaumsaTa e ACHO BUAMMA, IeCHO YeTrMa 1 0603HayeHa Taka,
ye ga 6bae Hesannuumma. MIHpopmaumsaTa ce n3nucea Ha opuLmanHua(1Te) esnk(um) Ha AbpxaBaTa(MTe) uneHka(un), B
KOATO(KOWTO) CMeCTa € NycHaTta Ha rnasapa, OCBeH ako BbB BblpocHaTa(nTe) Abp>kaBa(n) yneHka(u) He e npeasnaeHo
Apyro. KoraTo ToBa ce Hanara 3apaju pasMepa Ha ornakoBKaTa, mocoyeHaTa B MbpBaTta anvHes nHgopmaums, ¢
M3KtoYeHre Ha byksa a), BMeCTO TOBa Ce BK/I0YBa B MHCTPYKLMNUTE 3a ynoTpeba. MNpean Aa n3nonssa cMec 3a Lenute
Ha TaTympaHeTo, JINLETO, KOETO M3MN0/3Ba CMeCTa, NpeAoCTaBs Ha /IMLLeTO, KOETO ce rnoj/ara Ha npoueaypara,
MH¢opM3>um|Ta, 0603HayveHa BbPXY OrnakoBKaTa Win BK/Il0UeHa B MHCTPYKLMKWTE 3a ynoTpeba CbrnacHo To3un
naparpad.

8. Cmecun, uMnTo eTUKETU He CbbpXaT TekcTa ,,CMmec, npeJHasHaveHa 3a TaTyupPOBKW WUV NepMaHeHTeH rpum”, He ce
13M0N3BaT 3a LenTe Ha TaTyMpaHeTo.

9. ToBa BNMCBaHe He ce nNpuiara 3a BeLecTBa, KOUTO ca rasose npu Temnepartypa oT 20 °C n HansiraHe ot 101,3 kPa
WAV reHepupaT HansraHe Ha napute oT Hag 300 kPa npm Temnepatypa ot 50 °C, ¢ nskntoueHne Ha dopmangexng (CAS
Homep 50-00-0, EO Homep 200-001-8).

10. ToBa BNu1cBaHe He ce Npunara 3a NyckaHeTo Ha nasapa Ha cMec, NpejHa3HaveHa 3a TaTynpaHe, Uam 3a
13M0N3BaHeTO Ha CMecC 3a Lie/InTe Ha TaTyMpaHeTo, KoraTo e rycHaTa Ha rnasapa U3K/Ito4UTeNHO KaTo MeANLIMHCKO
nsgenne I npruHagnexHocT KbM MeANLIMHCKO u3genmne rno cMucbna Ha PernameHT (EC) 2017/745, nnwn koraTo ce
V3M03Ba U3KIHUNTENHO NU3KIIOYUYNTENIHO KaTO MeANLNHCKO N3jenne Nan NpuHagnexHocT KbM MeANLIMHCKO vgenne
B CbLUMS CMUCH/. KOraTo nyckaHeTo Ha nasapa WA M3rnoa3BaHeTo MoraT Aa He 6bjaT U3KHUNTEIHO KaTo
MeAVLIMHCKO U3jenne Nan NpuHagnexHocT KbM MeANLIMHCKO U3jenne, ndncksaHusaTa no PernameHT (EC) 2017/745 n
Mo HaCTOALLMS pernameHT ce npuaarat KyMynaTuBHO.

CnuchbK Ha BellecTBaTa, npeameT Ha pa3spelueHme (REACH, npunoxxeHue XIV)/SVHC - cnincbk ¢
KaHaupaT-BeLecTBa

He e nsbpoeH.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

Seveso lupekTuBa

2012/18/EC (Seveso III)

Ne OnacHo BeLLecTBO/KaTeropmm Ha onacHocT MNMparoBo KoNM4ecTBo (B TOHOBE) 3a

npunaraHeTo Ha USNCKBaHUATa Npuv
HUCBK N BUCOK PUCKOB NnoTeHUnan

E2 0OMacHOCTY 3a OKOJIHaTa cpe/a (onacHW 3a BoAHaTa 200 500 57)
cpega, Kar. 2)

HoTtauusa
57) OnacHwu 3a BogHaTa cpeja B kaTeropus XpoH14YHa OnNacHOCT, kaTeropus 2

Deco-Paint inpekTuBa

NOC cvabpKaHue 0%

AlllpeKTI/IBa 3a eMNUCnnNTEe OT NPOMULLIEHOCTTA

NOC cbabpxaHue 0%

AvpekTBa OTHOCHO OrpaHNYeHUETO 3a ynoTpebaTa Ha onpeaesnieHU onacHW BellecTsa B
e/IeKTPUYecKoTOo N eNeKTPOHHOTO o6opyaBaHe (RoHS)

He e n3bpoeH

PernameHT 3a cb3faBaHe Ha EBponeiicku peructbp 3a U3NyCcKaHETo U NPeHoca Ha
3ambpcutenum (PUN3)

He e n3bpoeH

PamkoBa gnpekTuBa 3a BoguTte (PAB)
He e n3bpoeH

PernameHT OTHOCHO NpeAJ/iaraHeTo Ha Nasapa v U3MoJI3BaHeTo Ha NPeKYPCOpPU Ha B3pUBHU
BellecTsa

He e n3bpoeH

PernamMmeHT OTHOCHO NpPeKYpPCcopuTe Ha HAPKOTUYHNTE BeLlecTBa

He e n3bpoeH

PernameHT OTHOCHO BeLL,eCTBa, KOMTO HapyLUaBaT 030HOBUS cyioiA (ODS)
He e n3bpoeH

PernamMeHT OTHOCHO M3HOCAa M BHOCA Ha onacHn xumuikanu (PIC)

He e n3bpoeH

PernameHT 0OTHOCHO YCTOMUMBUTE OPpraHUYHU 3amMmbpcuTenu (POP)
He e n3bpoeH

Apyra nieopmaums

AnpekTnea 94/33/EO 3a 3aKkpuna Ha MnaguTe xopa Ha paboTHOTO MACTo. [la ce cnassaT
OrpaHNYeHATa 3a TPYA0BA 3aeTOCT Ha 6peMeHHN N KbpMeLLM XXeHW CbrlacHO 3akoHa 3a TpyA0Ba
3aWmTa Ha XXeHuTte (92/85/EM0).
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

(-)-EnunranokartexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

15.2

HauMoHaNHN NHBeHTapn3aumn

Cnncbk

CN IECSC BeLLeCTBOTO e BNmMcaHo
EU ECSI BeLLEeCTBOTO € BNMcaHo
EU REACH Reg. BELLLeCTBOTO € Bn1caHo
TW TCSI BeLLeCTBOTO e BNmMcaHo
VN NCI BeLLeCcTBOTO € BNMcaHo

JNlereHpa

ECSI EO cnunckbk Ha BewecTtBata (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

NCI National Chemical Inventory

REACH Reg. REACH peructpupaHu BeLlecTsa

TCSI Taiwan Chemical Substance Inventory

OueHKa Ha 6e30MacHOCT Ha XMUMUYHOTO BELLECTBO UIU CMeC
He e nsroteBeHa oueHka Ha 6€30MacHOCTTa Ha XMMUYHOTO BELLLeCTBO 3a TOBA BELLECTBO.

PA3AEN 16: Apyra nuipopmauus

MHpukaumnsa Ha npomMeHU (pegakTUpaH MHPOPMALMOHHUAT JINCT 3a 6€30NacHOCT)

Pazgen BUBLLO BrUCBaHe (TeKCT/CTOMHOCT) AKTyanHo BnmcBaHe (TeKCT/CTOMHOCT) Ba)>kHo
3a

CUTYpH
ocTa

2.3 CBoiicTBa, HapyLUasally yHKLMNTE Ha Ja
eH/JOKpVHHAaTa cncTema:

He cbabpxa eHAOKPUHEH HapywuTen (ED) B
KOHUeHTpauus 2 0,1%.

15.1 HaumoHanHu nHeeHTapusaumn: Aa
NpoMsHa B cnncbKa (Tabanua)

CbKpalieHUsA n akpoHUMU

C'pr. OnuncaHuA Ha U3NON3BaHUTe CbKpalleHus

15 min paHMLa Ha KpaTKoCpOYHa ekcrno3nuusa
8 vaca YcpeaHeHa BbB BpeMeTO CTOMHOCT
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de

navigation intérieures (EBponericko cnopasymeHue 3a MexAyHapoAeH NpeBo3 Ha ONacHM ToBapu No
BbTPEeLLUHW BOAHWN MbTULLA)

ADR Accord relatif au transport international des marchandises dangereuses par route (cnorogba 3a
MeX/AyHapo/eH NpeBo3 Ha OMacHM ToOBapW Mo Loce)

ADR/RID/ADN Cnorozby OTHOCHO MeXAYHapOAHMS NPeBO3 Ha OMacHW TOBapy Mo aBTOMOBUEH, Xele30NbTeH 1
BbTpelwHoBogeH NbT (ADR/RID/ADN)

ATE OLeHKa Ha ocTpa TOKCUYHOCT

CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnartenns cnmcbk Ha
XUMWYHW BeLlecTBa)

Ceiling-C MpegenHa BMcounHa

CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTMKeTUPaAHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecm (Classification, Labelling and Packaging)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

(-)-EnunranokatexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
DGR Dangerous Goods Regulations (PernameHTV oTHOCHO onacHu ToBapw (Bux IATA/DGR))
EC50 Effective Concentration 50 % (EdekTrBHa KoHLeHTpauwms 50 %). EC50 cboTBeTCTBa Ha KOHLeHTpaumaTa
Ha N3NNTBAHOTO BeLLecTBO, Npu4YnHaBaLLla 50 % npomeHn B 0OTroBopa (Hanp. no oTHoLLIeHne Ha
pacTexa) npes noco4eH BpemMeBun NHTepBa
ED EHAOKPVHEH HapywnTen
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)
EmS Emergency Schedule (ABapueH nnaH)
ErC50 = EC50: npw TO3M MeTo/, TOBa e KOHLeHTpaunsaTa Ha U3NMTBAaHOTO BELLLECTBO, KOATO npuymnHsaBa 50 %
HamansBaHe Ha pacTtexa (EbC50) nnn Ha ckopocTTa Ha pactex (ErC50) cpaBHeHO € KOHTponaTa
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "no6anHa xapMoHu3npaHa
cMcTeMa 3a knacuouumpaHe 1 eTukmpaHe Ha XMMUYHM NpoayKTn", paspaboTeHa oT OpraHm3aumaTa Ha
obeanHeHWTe HauUKn
IATA International Air Transport Association (MeXayHapogHa acoumaums 3a Bb3AyLLeH TPaHCMopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT\ OTHOCHO OMNaCHW TOBapw 3a
Bb3JyLLUeH TPaHCNopPT)
ICAO International Civil Aviation Organization (MeXayHapogHa opraHu13aLms 3a rpaxaaHcKo Bb3jyxorniaBaHe)
ICAO-TI TexHNnYeckn NHCTPYKLMIM 3a 6e3onaceH NpeBo3 Ha OMacHM ToBapw No Bb3AyXa
IMDG International Maritime Dangerous Goods Code (MeXayHapoaeH KoAeKC 3a NPeBO3 Ha 0nacHu ToBapwu no
Mope)
IMDG Kog, MexayHapoeH KoAeKc 3a NMpeBo3 Ha OracHu ToBapu No Mmope
LC50 Lethal Concentration 50 % (JleTanHa koHUeHTpaums 50%): LC50 cboTBeTCTBa Ha KOHLeHTpaumsTa Ha
N3NNTBAHO BeLLeCcTBO, MpUYMHABALLA 50% neTanHOCT Npe3 NocoYeH BpemMeBW NHTepBa
LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBETCTBA Ha A03aTa Ha U3NNTBAHO BELLLECTBO,
npuynHaBealla 50% netanHoCcT npes nocoveH BpemMeBn NHTepPBa
NAREDBA Ne 13 Hapegba Ne 13 o1 30 gekemspwu 2003 r. 33 3aLymMTa Ha paboTeLumTe OT PUCKOBE, CBbP3aH C eKCNo3nLma
Ha XMMWUYHW areHTV Npu paboTa
NLP No-Longer Polymer (BelyecTBo, KOeTo Be4e HAMa CBOMCTBA Ha NoMMep)
PBT YcTonumBo, 61oakymMynmpaLlo 1 TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
paspellaBaHe 1 orpaHu4aBaHe Ha XMMUKanun)
RID Reglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
33 MeX/yHapOo/AeH Xeie30NbTeH NPeBo3 Ha onacHu ToBapw)
SVHC Substance of Very High Concern (BeLiecTBo, MopaxaaLlo cepnmo3Ho 6e3rnoKoricTBo)
vPvB Very Persistent and very Bioaccumulative (MHOro ycToinuneo n MHOro 610akyMyampaLlo)
EO Ne Cnuncbka Ha EC (EINECS, ELINCS 1 NLP-cnncbk) e 3TouHMKBT 3a cegemumdpeHms EO Homep,
naeHTNdMKaTOp Ha BellecTBaTa B TbprosckaTa Mpexa B pamkute Ha EC (EBponeiickms cbo3s)
noc Volatile Organic Compounds (1eTAnBM OpraHNyYHN CbeANHEHNS)

OCHOBHM NO30BaBaHMA N USTOYHULM Ha AaHHU B nmnTepaTtypaTta

PernameHT (EO) Ne 1272/2008 OTHOCHO KnacnbuumpaHeTo, eTUKeTUpPaHeTo 1 ONakoBaHETo Ha

BellecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),
nameHeH ot 2020/878/EC.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

(-)-EnunranokartexmH ranat ROTICHROM® HPLC

apTuKyneH Homep: 6361

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

CNNCcBbK Ha CbOTBETHUTE ¢ppasn (Ko N Nb/IeH TEKCT KaKTO ca NocovyeHu B pasgenm 2 n 3)

Kopg, TekcT

H302 BpegeH npw nornbLiaHe.

H317 Moxe Aa NpnunHu anepruyHa KoxHa peaxkums.
H319 Mpean3BrKBa CepUO3HO Jpa3HeHe Ha ouunTe.
H411 ToKCnYeH 3a BOgHUTe OpraHu3Mu, C AbAroTpaeH epekT.

OTKa3s oT OTrOBOPHOCT

Tasn I/IHCI)OpMaLI,VIﬂ Ce OCHOBAaBa Ha HaCTOALLOTO CbCTOAHME Ha NO3HaHMATA HKU. HacTtoawmaT UJ1E e
CbCTaBeH M npejgHa3Ha4yeH eJMHCTBEHO 3a TO3U NPOAYKT.
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