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

VITA AKZENT Plus POWDER
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 279 Ctpanuuya 1 o1 7

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

1.1. UpeHTndmkaTop Ha npoayKra
VITA AKZENT Plus POWDER

TbproBcko HaumeHoBaHue
VITA AKZENT Plus BODY STAINS POWDER, -EFFECT STAINS POWDER, -GLAZE POWDER, - GLAZE LT
POWDER, - FINISHING AGENT POWDER, - CHROMA STAINS

ViMe Ha BeLLecTBOTO: staub a
1.2. UgeHTndMUMpaHu ynoTpebu Ha BEWEeCTBOTO UM CMEeCTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KoMTo He
ce npenopbyBaTt
Ynotpe6a Ha BewecTBOTO/CMECTaA
YnoTtpeba Ha nabopaTopHu peareHTu

1.3. Nogpo6HU gaHHM 3a JOCTaBYMKA HA MHOPMAaLUVOHHUSA NUCT 3a 6e3onacHOCT

dupwmalllponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MoweHcka kyTus: 1338
D-79704 Bad Sackingen
TenegoH: +49(0)7761-562-0 Pakc: +49(0)7761-562-299
EnexTpoHHa nowa: info@vita-zahnfabrik.com
OTrOBOPEH CbTPYAHUK: regulatory affairs
EnexTpoHHa nowa: info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgen: Regulatory Affairs

Opyrvm gaHHmn
medical device

PA3EJ 2: OnucaHme Ha onacHOCTUTe

2.1. KnacudmympaHe Ha BeLeCTBOTO UNK cMecTa

PernameHT (EO) Ne 1272/2008
BellecTBOTO He e knacuduumpaHo kaTto onacHo cbrinacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemMeHTM Ha eTuKeTa

2.3. ipyru onacHocTtu
Hsama Hann4yHa nHpopmaums.

PA3[0EN 3: CxcTaB/MHbopmaLma 3a cbCTaBKUTe

3.1. BewecTtBa

Xumuyecka xapakrepucTuka
Kepamuka

OnacHM cbCTaBKM

HuKosi/HMKoM (cbrnacHo PermameHT (EO) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepku 3a nbpBa noMmoly,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY
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Cnep BaovwuBaHe
[a ce noacurypu 4nct Bb3ayx.

Cnep KOHTaKT C KoXaTta
[a ce namue obunHo ¢ Boga. Ceanete 3aMbpceHOTO 06NEKIo 1 ro unepeTte Npeam NoBTopHa ynotpeba.

Cnep KOHTaKT C ouuTe
BegHara n o6unHo aa ce nannakHe ¢ OYeH Oyl Unv Boaa.

Cnepn nornbluaHe
BegHara oa ce ua3nnakHe ycrarta u aa ce faga noBeye Boaa 3a NnueHe.

4.2. Han-cblecTBEHN OCTPY M HacTbNBalW cnel U3BECTEH NepuoA OT BpemMe CUMNTOMU 1 edrekTu
Hama HannyHa nHopmauums.

4.3. YKka3zaHue 3a He06X0OUMMOCTTa OT BCAKAKBU HEOTIIOXKHU MeAULIMHCKN TPUXU U CeLnanHo nevyeHue
CyMNTOMaTUYHO feyeHme.

PA3[EN 5: NpoTuBonoxapHu MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswm noxaporacutenHu cpeacTea
MepkuTe 3a raceHe Ha noxapa ga ce cbobpassT ¢ obkpbKaBalata cpeaa.

5.2. Oco6eHu onacHOCTWU, KOUTO NPOU3TUYAT OT BELLEeCTBOTO UM CMecTa
HeBb3nnameHunm.

5.3. CbBeTH 3a NoXapHUKapure
B cnyyai Ha noxap: [la ce Hocu NpPOTBOras C aBTOHOMHO NMofJaBaHe Ha KMCMopoa.

LonbnHUTenHW yKasaHus
3ambpceHaTta Bofa OT raceHe Aa ce cbbupa otgenHo.[la He ce Jonycka U3TMHAHETO 1 B KaHanuaaumsita unm
OTKPUTUTE BOAM.

PA3LEN 6: Mepku npu aBapMinHO U3nyckKaHe

6.1. JInyHu npegnasHu Mepku, npeanasHu cpeacTBa M npouegypuy Npu cnewwHu cnyyau
O6wm ykazaHusA
[a ce n3bdsarea obpasyBaHeTo Ha npax. [la He ce BouLIBa npaxa.

6.2. MMpegnasHn MepKu 3a onasBaHe Ha OKOJIHaTa cpega
[la He ce gonycka NpoHWKBaHE B KaHanu3auusita unu oTKpUuTuTe BOoAHNU GacernHu.

6.3. MeTogu 1 maTepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nndopmauus
[la ce cbbupa mexaHnyHo. B3eTnsaT matepuan ga ce tpetupa cbobpasHo pasgena 3a oTnagbum.

6.4. Mo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo sawmutHo obopyaBaHe: BUxTe pasgen 8
M3BoaBaHe: BuxTe pasgen 13

PA3[EJ 7: O6paboTka u cbxpaHeHue

7.1. NMpegna3Hu Mmepku 3a 6esonacHa pabora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoanmu cneuuanHn Mmepku 3a 6e3onacHocT.

Yka3aHus 3a 3alyMTa oT eKCnno3us 1 noxap
He ca Heobxoavmu cneuuanin Mepkn 3a NpoTMBOMNOXapHa 3aluuTa.

CbBeTU OTHOCHO o6LiaTa XxurmeHa Ha TpyAa
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Csarnete 3ambpceHoTO 06nekno. [la ce n3MmuBaT pbLeTe Npeau NoYneka u B kpast Ha paboTHus aeH. [la He ce

aae, Nue, NyLwn U Aonycka Xxpema Ha paboTHOTO MACTO.

7.2. YcnoBusA 3a 6e30nacHO CbXxpaHsaBaHe, BKNIOYNTENHO HECHLBMECTUMOCTU

W3unckeaHusa 3a cKnagose u pesepsoapu
CbabT Oa ce AbpXK NITbTHO 3aTBOPEH.

UHdopmMauusa 3a cbxpaHeHUe B 06K CKNaaoBU NOMeLLeHUs

He ca Heobxoammu cneumanHu mepkmn 3a 6e3onacHocT.

7.3. CneundmyHa(u) kpanHa(u) ynotpe6ba(u)

Ynotpe6a Ha naGopaTopHu peareHTu

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/MMYHU npeanasHu cpeacTea

8.1. MapameTpu HA KOHTPON

8.2. KoHTpon Ha ekcno3uumusTa

MHamMBuayanHyu Mepku 3a 3awuTa, KaTo HanpuMmep NMYHU NpeanasHn cpeacTBa

3awuTta Ha ouuTe/nuuUeTo

M3anonseante npeanasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbLueTe

Mpu paboTa ¢ XMMUYeCKM BeLLLeCTBa [ia Ce HOCSAT CaMO pbKaBULM 3a XMMUYECKa 3alunTa, 0603Ha4YeHN CbC 3HaK
CE, BkntouBaLy yeTnpuuudpeH KoHTporieH Homep. BuabT Ha pbkaBuuuTe 3a Xummnyecka sawimra Tpsabea
BHUMaTENHO Aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLUMATa U KONMYECTBOTO Ha OMaCHW BELLECTBA,
cbobpasHo cneuudmkara Ha paboTHOoTo MACTO. IMpu cnyyam Ha cneumanHa ynotpeba ce npenopbYBa cnpaska C
NPOV3BOAUTENS, AaNV rOpenocoYeHnTe 3alUTHN pbKaBULIM NpUTexasaT HeobxoamMmaTta yCTOMYMBOCT Ha

XUMUKanW.
3awumTa Ha KoxaTta

M3nonseaHe Ha 3alMTHO 0OMeKso.
3auwuTa Ha AguxaTesiHuTe NbTULLA

Mpy HegocTaTbYHa BEHTUNAUUA HOCETE CPpeacTBa 3a 3almuTa Ha AnxaTenHnTe NbTula.

PA3OEJ 9: ®u3anyHu n XMMM4YHU CBOMCTBA

9.1. UHchopmaLmsi OTHOCHO OCHOBHUTE (DU3UYHU U XMMUYHU CBOMUCTBA

CbCTOsIHME Ha BeLLecTBOTO: TBBLPA
UsaT:
Mupusma: 6e3 mupuc

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe:
Touka Ha KMNeHe Unn HavarnHa To4ka Ha
KUMeHe 1 MHTepBan Ha KuneHe:
3anannmoct:

[OrHa rpaHuLa Ha B3pyBSIEMOCT:

ropHa rpaHvla Ha B3p1BSIEMOCT:

Touka Ha Bb3nnaMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CTtonHocCT Ha pH:

PasTBoprMOCT BbB BoAa:

Opyru pastBoputenu
HeonpeaeneH

KoeduuneHT Ha pasnpegeneHune

n-oKkTaHon/soaa:

HeonpepeneH
X

HeonpeaeneH
HEeNnpUioXum
HeonpeaeneH

HeonpeneneH
X
HeonpeaeneH
HeonpeneneH
He

HeornpeaeneH
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MapHo HansraHe: <=1100 hPa
(npun 50 °C)
MnbTHOCT: 2,40000 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
BapusoonacHocTu

MpoaykTbT He e: EkcnnosneeH.
TemnepaTypa Ha camo3anansaHe

TBbPAO BELLECTBO: HeonpeaeneH
[as: HEeNnpUIoXum

Okcuanpally ceoiicTBa
He nogabpxa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT

OTHOCUTENHA CKOPOCT Ha M3NapeHue: HeonpeaeneH

C'b,ﬂ,'bp)KaHVle Ha TBbpAo BeLleCTBO:

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHA CNOCOOGHOCT

Mpwv npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha cTabunHocT

MpoayKTbT e CTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okonHaTa cpea.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakumu.

10.4. YcnoBus, KOUTo TpsibBa aa ce usbsareat
HUKOS

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHdpopmauus.

10.6. OnacHM NpoAyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAYyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHcdopmauus

11.1. UHdopmauums 3a knacoBeTe Ha onacHoOCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

Opyrv AaHHU 3a NpoBepPKU

BeLectBoTO € knacuduumpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: Exkonorm4yHa nHcgpopmaums

12.1. ToKCUYHOCT

MpooykTbT He e: TOKCUYHM 3a okonHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmmocTt

MpoayKTLT He e TecTBaH.

12.3. Buoakymynupatia cnoco6HoCcT
[MpoayKTbT He e TecTBaH.

12.4. NMpeHOCMMOCT B no4yBarta
[MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB
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ToBa BelLLeCTBO He oTroBaps Ha kputepunte PBT/vPvB Ha PernameHt REACH, MNpunoxenne Xl

MpoayKTLT He e TecTBaH.

12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

BellecTBOTO HE NpuTEXaBa CBONCTBA, BOAELLMN 40 HapylwlaBaHe Ha d)yHKLl,l/IVITe Ha eHOOKpUHHaTa cuctema no

OTHOLLUEHME Ha HeLeneBn opraHuamMu.
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

[la He ce gonycka NPoHVKBaHe B KaHanu3auusta unm oTkputuTe BogHu 6aceriHn. OTnagbuute Aa ce n3Bo3saT B
CbOTBETCTBUE C aAMUHUCTPATUBHUTE pa3nopeadu.

U3xBBbpnsiHe Ha HENOYUCTEHU ONAKOBKU M NpenopbYyaHyu NOYUCTBALLM NpenapaTn
[a ce namue o6unHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkM MoraT ga obaat peunknmpaHu.

PA3OEN 14: UHcdbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckLka Ha OOH
Wnu uaeHTUduKaLmoHeH 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 HAaUMEHOBaHWe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu
TpaHcnopTMpaHe:
14.4. OnakoBbY4Ha 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:

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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14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBbL4Ha rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoCTM 3a OKoJNiHaTa cpega
OMNACHO 3A OKOJTHATA CPE[DA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedoutenure
Hsama HannyHa nHpopmaums.

14.7. MopCKMu TpaHCNOPT Ha TOBapy B HACUMHO CbLCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapogHarta

MOPCKa opraHusauuns
HEenpunoXxmm

PA30EN 15: UHdopmaLmsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLECTBOTO UM CMecTa HOpMaTUBHA ypeab6a/3akoHO4aTeICTBO OTHOCHO
6e3onacHocTTa, 3ApaBeTo U OKONHarta cpega

EC PerynatopHa nHcpopmauus

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

HaunoHanHu pasnopen6u
3ambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsBally BogaTta

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BEeLUEeCTBO UIIU CMeC

3a ToBa BELLECTBO HE Ca U3BBbPLUBaAHN OnucaHus 3a 6e3onacHocT.

PA30EN 16: Opyra undopmauums

MpomeHn
To3u cnucbk Cbabpka NPOMEHU B CpaBHEHME C npeauliHaTa Bepcus B pasgen(u): 1.
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Cprau.leva U aKpOHUMU
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
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
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
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
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)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
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 cbKpalleHns 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI 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 JOrOBOPHM OTHOLUEHMS. MonyyaTensaT Ha HalwmTe NpoaykTu Tpsibea aa
cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMa3BaHETO Ha ChLUECTBYBALLM 3aKOHM U pasnopenbu.

MHBeHTapeH Homep: 7 - 3amecTBa Bepcusi: 6 bg [ara Ha nevaT: 16.08.2023



