VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA AMBRIA INVEST F
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 329 Ctpanuuya 1 o1 7

PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA AMBRIA INVEST F

1.2. WgeHTUdmumpaHm ynotpebu Ha BeLeCTBOTO UIIM CMECTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOUTo He
ce npenopbL4BaT
Ynotpe6a Ha BewecTBOoTO/CMeECTa

Auxilary for manufacture of dental products
Na6opaTopHK xumukanm

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoOCT

dupwma/llponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MowieHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc; +49(0)7761-562-299
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

PA3[EN 2: OnucaHue Ha onacHoOCTUTEe

2.1. KnacudcdmumpaHe Ha BelWeCcTBOTO UMM CMecTa

PernameHnT (EO) Ne 1272/2008
Tasu cmec He e knacuduumpaHa kato onacHa cbriacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemMeHTU Ha eTUKeTa

2.3. [ipyru onacHocTtu
Hsama HannyHa nHdpopmauus.

PA3OEN 3: ChcTaB/MHopmaLma 3a cbCTaBKUTe

3.2. Cmecun

XuMunyecka xapaKkTepucTuka
Cwmecu MpoaykTbT/cybCcTaHUMATa € HEOpPraHUYeH.

OnacHu cbCcTaBKK

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

PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BavwuBaHe
[a ce nogcurypu 4nct Bb3ayx.
Cne,q KOHTAaKT C KoXaTa
[a ce usmne obunHo c Boga. Ceanete 3aMmbpCeHOTO 0BNEKIO 1 ro usnepeTe Npeamn NoBTopHa ynoTpeba.

Cnep KOHTaKT C ouuTe
BegHara n o6MnHo ga ce uannakHe ¢ OYeH Ayl Unv BoAa.
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Cnep nornblyaHe
BegHara foa ce v3nnakHe ycrarta u aa ce faga noBeye Boaa 3a nueHe.

4.2. Han-cbliecTBeHM OCTPU U HacTbNBaLM cried U3BECTEeH Nepuoa oT BpeMe CUMNTOMU U edhekTu
Hsama Hann4yHa nHpopmaums.

4.3. YKka3zaHue 3a He06X0QUMMOCTTa OT BCAKAKBU HEOTIOXKHU MeAULMHCKN TPUXU U CEeLnanHo nevyeHue
CuMnNTOMaTUYHO NEYeEHNe.

PA3[EN 5: NpoTuBonoxapHu Mepku

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoasawm noxxaporacutenHn cpeacraea
MepkuTe 3a raceHe Ha noxapa ga ce cbobpasaT ¢ obKpbXKaBallaTa cpeaa.

5.2. Oco6eHu onacHOCTWU, KOUTO NPOU3TUYAT OT BELLEeCTBOTO UMM CMecTa
HeBb3nnameHum.

5.3. CbBeTU 3a NoXxapHUKapure
B cnyuawi Ha noxap: [la ce HOCKM NpOTMBOra3 ¢ aBTOHOMHO MogaBaHe Ha Kucropog.

PA3[EIN 6: Mepku npy aBapunHO U3nyckaHe

6.1. llvyHM NpeanasHu Mepku, NpeanasHU cpegcTBa U Npoueaypy NPU CRELWHU cnyvyau
O6wWwm ykazaHus
M3nonasaviTe nMyHa 3awmTHa eKMnupoBkKa.

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
He ca HeobxoamMMu cneumanHn Mepku 3a 3almTa Ha okonHaTta cpefa. 3ambpceHnTe NpeaMeT 1 NogoBu
HaCTUIKN Aa Ce NOYUCTAT B CbOTBETCTBME C HApeaOuTe 3a ona3BaHe Ha oKkonHaTta cpefa.

6.3. MeToau n matepmanu 3a orpaHM4aBaHe U NOYUCTBaHe

Opyra nudopmauus
[a ce nonve MexaHW4YHO CbC CBbP3BaLL MaTepuan (MACkK, AMaTOMUT, CBBbP3BALLIO BELLECTBO 32 KUCENMHN UK
yHMBepcarHo). B3eTuat matepvan aa ce Tpetupa cbobpasHo pasgena 3a otnagbLuu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaovBmnayanHo 3awmuTtHO obopyaBaHe: BuxXTe pasaen 8
M3Bo3BaHe: BxTe pa3gen 13

PA3[OENN 7: O6pa6oTka U cbXpaHeHue

7.1. NMpegna3sHu Mepku 3a 6e3onacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHu Mepkun 3a 6e3onacHoCT.

Yka3zaHusA 3a 3alimMTa OT eKCNII03UA U noxap
He ca Heobxognmu cneuuanHn Mepkn 3a NpoTMBOMNOXapHa 3aLuTa.

CbBeTu OTHOCHO obuwaTa xurmeHa Ha Tpyaa
CaarneTte 3amMbpceHoTO 0bnekno. [la ce nammeat pbLeTe Npeam NoYmBka 1 B Kpas Ha paboTHus aeH. [la He ce
ane, nve, NyLwx 1 Aonycka xpema Ha paboTHOTO MSICTO.

7.2. YcnoBusA 3a 6€30MacHO CbXpaHsABaHe, BKNIOYUTENHO HECHLBMECTUMOCTU

N3nckBaHuA 3a cKnagose u pesepeoapu
CbabT Aa ce AbPXKU NTBbTHO 3aTBOPEH.

UHdopmaums 3a cbXxpaHeHue B o6LM CKNagoBu NoMeLLeHus
He ca HeoGxoanmu crieunanHn Mepku 3a 6e3onacHoCT.
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JonbnHuTenHa I/IH(*)OpMaLWIH 3a ycnoBusaTa Ha CbXpaHeHue

Temnepatypa Ha cbxpaHeHue: 5 - 35° C

7.3. CneundmyHa(u) kpanHa(u) ynotpeba(u)

Auxilary for manufacture of dental products, JllTabopaTopHu xummukanu

PA3LEN 8: KoHTpon Ha ekcno3uuuaTa/MMYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpoON

8.2. KoHTpon Ha eKkcno3uumaTa

MHAMBMAyaﬂHM MepKU 3a 3aliuTa, KaTo HanpumMmep NMU4YHN NnpeanasHu cpeacTBa

3awumTta Ha ouuTe/nuueTo

M3anonseante npegnasHu oqmna/npep,nasHa Macka 3a nude.

3awmTa Ha pbueTe

Mpu paboTa ¢ XMMUYECKM BelLecTBa a Ce HOCAT CaMO PbKaBMLIM 3a XMMUYecKa 3alumuTa, 0603HaYeHn CbC 3HaK
CE, BKoYBaLL, YeTUpuUMdpeH KOHTPONEH HOMep. BUabT Ha pbKkaBULMUTE 3a XMMUYECKa 3alimTa Tpsbsa
BHMMaTesHo Aa 6bAe noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMsATa U KONIMYECTBOTO Ha OMacHU BeLLecTsa,
cbobpasHo creuundmkarta Ha paGoTHOTO MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce NpenopbyYBa crpaeka ¢
NPOU3BOAUTENS, Aanv ropenocodeHnTe 3aLLMTHN PbKaBULM NpUTexaBaT HeobxoammaTta YCTOMUYMBOCT Ha

XUMUKanW.
3awumTa Ha Koxara

M3nonaeaHe Ha 3awWmTHO obnekno.
3awuTa Ha guxaTesiHUTe NbTULLA

I'Ipm HegocCTaTb4YHa BeEHTUNauna HoceTe cpeaAcTBa 3a 3alluTa Ha gmxatenHuTte nbTuula.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOMCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLECTBOTO: TeuyeH
LiBaT: oan

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe:
Touka Ha KMNEeHe Unn HavarnHa To4ka Ha
KUMEeHe 1 MHTepBan Ha KuneHe:
3ananumoct:

[OrHa rpaHuLa Ha B3pyBSIEMOCT:
ropHa rpaHvla Ha B3p1BSIEMOCT:
Touka Ha Bb3nnaMmeHsiBaHe:
TemnepaTypa Ha pa3nagaHe:
CTtonHocCT Ha pH:
PasTBoprMOCT BbB BoAaa:
Opyrv pastsoputenu

HeonpepaeneH
KoeduuneHT Ha pasnpegeneHune
n-okTaHon/soaa:
MapHo HansraHe:

(npn 20 °C)

MnbTHOCT:
OTHOCMTENHa NITbTHOCT Ha NapuTe:

9.2. fipyra nidopmauus

WHdopmauusa BB Bpb3Ka ¢ KnacoBeTe Ha (hu3nyHa onacHoCT

0°C
100 °C

HEeNnpUuioXunm
HEeNnpUuioXunm
HeonpeaeneH

HeonpeaeneH
HENPUMNOXNUM
HeonpeaeneH
9,5

NEeCcHO pa3TBoOpUM

HeonpeaeneH

23 hPa

1,1-1,4 g/cm?
HeonpeaeneH
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BapueoonacHocTh
MpoaykTbT He e: EkcnnosveeH.
TemnepaTypa Ha camo3anansaHe
TBBbPOO BELLECTBO: HENPUNOXnm
las: HEeMNpUNoXnm
Okcnaunpalum cBoncTBa
He noaabpxa ropeHeTo.

[Opyru xapakTepucTuku 3a 6esonacHocTt

OTHOCMTENHA CKOPOCT Ha MU3napeHue: Heonpeaenex

CbabpaHue Ha TBbPAO BELLeCTBO: Heonpeaenex

[OnHamMn4eH BUCKO3UTET: <20 mPa-s
(npwn 20 °C)

PA30EN 10: CTabunHOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoGHOCT
Mpu npaBunHo 6opaBeHe M CbXpaHeHNe B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONacHU peakuum.

10.2. XuMn4Ha ctabunHocTt

MpoaykTbT e cTabuneH, ako ce CbXpaHsiBa Npu HopMarnHa TeMneparypa Ha okonHaTa cpeda.

10.3. Bb3MOXHOCT 32 onacHU peakuuu

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, kouto TpsA6Ba Aa ce u3barear
CtomaHa, Anymunui, Men

10.5. HecbBMecTUMUK MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpoayKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa uHdopmauums

11.1. Uudbopmauusa 3a KnacoBeTe Ha onacHocCT, onpegeneHu B PernameHT (EO) Ne 1272/2008

ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTtueeH napa) > 20 mg/l; ATE
(nHxanaTueeH npax/gum) > 5 mg/l

[Opyrv AaHHW 3a NPOBEPKU
CwmecrTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorm4Ha nHcgpopmaums

12.1. Tokcu4YHoCT

MpoaykTbT He e: TOKCUYHM 3a oKonHaTta cpeja.
12.2. YCTONYMBOCT U pa3rpagumocTt

[MpoayKTbT HE e TecTBaH.

12.3. Bunoakymynupaia cnoco6HocT

MpoayKTLT He e TecTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpoayKTLT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB

BewlecTtBaTta B cMecTa He OTroBapsT Ha kpuTepuute 3a PBT/VPvB cbrnacHo REACH, MNpunoxenne XIll.
MpoaykTLT He e TeCcTBaH.
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12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

Toan NPOAYKT HE CbbpXa BeLleCTBO, KOETO nputexxasa CBOWCTBA, BOAELLM 40 HapyllaBaHe Ha d)yHKLl,VIVITe Ha
E€HAOKPUHHAaTa cucTemMa no OTHOLLEHME Ha HeLeneBn opraHnaMm, Tbil KaTo HAMa KOMMNOHEHTM, KOUTO Aa OTroBapAT

Ha KpuTepuuTe.
12.7. Opyrn HeGnaronpuAaTHU eheKTn
Hsama Hann4yHa nHpopmaums.

JonbnHUTeNHM gaHHn

[la ce n3bsarea nsnyckaHe B okonHata cpeaa.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNnagbuu

M3XB'bpﬂilHe Ha oTnagbuu

OTnagbuuTe Oa ce U3Bo3BaT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopenou.

N3xBBbpnsiHe Ha HENOYUCTEHU ONAKOBKU M NpenopbYyaHyu NOYUCTBALLM NpenapaTn
[a ce namune o6unHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkM MoraT Aa 6baat peunknmpaHu.

PA3OEN 14: UHcdbopmaums OTHOCHO TPAaHCMNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckLka Ha OOH
Wnu maeHTUduKaLmoHeH HoMep:
14.2. ToMHO HauMeHOBaHMe Ha
npatkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHCMopTUpaHe:
14.4. OnakoBbLY4Ha rpyna:

PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH
nnu nageHTudKaLmMoHeH Homep:
14.2. ToyHO HauMeHOBaHue Ha
nparkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu ngeHTudKaLmoHeH Homep:
14.2. TOMHO HAUMEHOBaHWe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTMpaHe:
14.4. OnakoBb4Ha rpyna:

Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH
nnu naeHTUdUKaLMoHeH HoOMep:
14.2. TOMHO HaMMEeHOBaHUe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
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14.5. OnacHoCTM 3a OKoJNiHaTa cpega
OMNACHO 3A OKOJTHATA CPEJDA: He

14.6. CneuuvanHu npegnasHuU MepKu 3a noTpebutenure
No dangerous good in sense of this transport regulation.

14.7. MopCKMu TpaHCNOPT Ha TOBapy B HACUNMHO CbLCTOAHUE ChINAcHO MHCTPYMeHTU Ha MexxayHapogHarta

MopckKa opraHusaums
No dangerous good in sense of this transport regulation.

PA30EN 15: UHdopmaLmsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BEeLLECTBOTO UM CMecTa HOpMaTUBHA ypeab6a/3akoHO4aTeNICTBO OTHOCHO
6e3onacHocTTa, 3ApaBeTo U OKONHarta cpega

EC PerynatopHa nHcopmauus

OaHHu 3a gupektnsa 2012/18/EC He noanexu Ha Oupektnea 2012/18/EC (SEVESO III)
(SEVESO lIl):

HaunoHanHu pasnopen6u
3ambpcaBaHe Ha BoguTe knac (D): - - He3aMbpcABall, BoguTe

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BEeLUEeCTBO UIIU CMeC

He ca npaBeHu TBbpAEHMS OTHOCHO Ge30nacHOCTTa Ha BellecTBaTta B Tasu CMec.

PA30EN 16: Opyra undopmauums

MpomeHn
To3u cnucbk Cbabpka NPOMEHU B CpaBHEHMeE C npeauliHaTa Bepcus B pasgen(u): 1.
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Cprau.leva U aKpOHUMU
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
CAS: Chemical Abstracts Service
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
IMDG: International Maritime Code for Dangerous Goods
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
IATA: International Air Transport Association
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
3a cbKpalleHnsa 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOITanVITenHM AaHHU
[aHHuTe ce 6asupaT Ha AHELIHOTO CbCTOSIHME Ha HaLLUTE NO3HaHWS, HO Te He AaBaT rapaHuusi 3a CBOMCTBaTa Ha
NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHW JOrOBOPHMW OTHOLUEHMS. MonyyaTensaT Ha HalmTe NpoaykTn Tpsibea aa
cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMAa3BaHETO Ha ChLUECTBYBALLUM 3aKOHW U pasnopeabu.

(daHHume 3a onacHume gewecmea, enusauu 8 cbcmasa, ca 83emu suHaz2u om rnocredHama eanuoHa
mabnuyama c napamempu 3a 6ezonacHocm ripu paboma, ocugypeHa om rnoddocmasyuka.)
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