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PA3OEN 1: UaeHTUdMKaLmMAa XxMMmM4eckon NpoayKLMnU U CBeAeHUs o npousBoguTene u/unu
nocrasLiMKe

UpeHTUdMKaTOp NpoayKTa
VITA AKZENT Plus POWDER

Opyrve koMMep4yeckue HaMMeHOBaHUA NPoAyKTa
VITA AKZENT Plus BODY STAINS POWDER, -EFFECT STAINS POWDER, -GLAZE POWDER, - GLAZE LT
POWDER, - FINISHING AGENT POWDER, - CHROMA STAINS

HasBaHue BelecTBa: staub a

CoOoTBEeTCTBYOLINE YCTAaHOBMEHHbIE 061aCTU NPUMEHEHUsA BellecTBa UM CMECU U MPUMEHeHune,
peKkomeHOooBaHHOE NPOTUB

Ucnonb3oBaHue BelecTBa/cmecu
Vcnonb3oBaHue B kayecTBe nabopaTopHOro peaktuea

gaHHble 0 nocTaBLMKe B nacnopte 6€30nacHoCTU

KomnaHusi: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKUI ALLNK: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OnekTpoHHas noyra: info@yvita-zahnfabrik.com
KoHTakTHOE nunuo: regulatory affairs
OnekTpoHHas noyra: info@yvita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBeTCTBEHHbIN [lenapTaMeHT: Regulatory Affairs

[OononHutenbHaa nHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLma onacHoCcTU (onacHoCTewn)

Knaccudumkaymsa Bewectea unm cmecu

PernameHTom (EC) Ne 1272/2008
OT0 BeLLEeCTBO He knaccuduumpyeTcs kak onacHoe B cooTBeTcTBMM ¢ PernamenTtom (EC) Ne 1272/2008.

ANeMeHTbI MapKUpoBKU

Opyrve onacHoctu
OtcyTcTByeT Kakas-nnbo nHpopmaums.

PA3[OEN 3: CoctaB (uH(phopmaumusa o KOMNOHEHTax)

BelwectBa

Xumuyeckasi xapakTepucTuka
Kepamuka

OnacHble KOMMOHEHTbI

He (B cooTtBeTcTBUM ¢ PernameHT (EC) Ne 1907/2006 (REACH))

PA3LEN 4: Mepbl nepBo# NoMoLLU

OnucaHve Mep nepBo NOMOLLM

Howmep pepakumm: 7 - 3ameHsieT Bepcuio: 6 ru Oara nevatun: 16.08.2023
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Mpwu BabIxaHun
O6ecneunTb Nogady CBeXero Bo3ayxa.

Mpu nonagaHumn Ha KOXy
CMbITb AOCTATOYHBIM KONMYecTBOM BOAbl. CHATb 3arpsA3HeHHyo ogexay 1 noctTupath nepes NoBTOPHbLIM
UCrnonb3oBaHMEM.

Mpwu KoHTaKTe ¢ rmasamu
Cpaasy xe OCTOPOXXHO 1 OCHOBATENbHO NPOMbIThL AYLUEM Afs r1a3 v BOLON.

Mpu nonagaHuu B Xenypok
CpOLIHO npononocKkaTb POT U 3annTb OONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dheKT OCTPOro Bo3gencrBums
OTcyTcTByeT Kakas-nnbo nHpopmaums.

YkazaHue Ha He06X0AMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe Nie4eHus
CvmMmnTomMaTnyeckoe neveHune.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXapoB3pbiIBOO6Ee30NacHOCTHU

CpeacTBa NoxapoTyLieHust

Noaxopsime cpeAcTBa NOXapoTyLUEHUS
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCMNOBUSMU OKpY>KatoLLe cpeapbl.

Oco6ble haKkTopbl pUCKa, MCTOYHMKOM KOTOPLIX AIBNSIeTCS BeLecTBO U CMeCb
HeBocnnameHsiembli.

Mepbl NpefoCTOPOXHOCTY ANSl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AblXxaTenbHbIA annapar.

HdononHuTenbHasa peKkoMeHpauus
Vcnonb3oBaBLuytocs Ans TyLWEeHUs 3arpsisHEHHY0 Boay cobupaTtb oTaenbHo. He gonyckatb nonagaHus B
KaHanusaumio UnM BogoeMbl.

PA3LEI 6: Mepbl no npeaoTBpaLleH o U NTIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyauumn u
UX nocrneacTBumn

Mepbl NpeA0CTOPOXHOCTU ANA NepcoHana, 3alMTHOe CHapsiXXeHue U Ype3BblyalHble Mepbl

O6wue ykasaHus
M3beratb nbineobpasoBaHus. He BabIxaTb Nbifb.

MpenynpegutensHblie Mepbl N0 OXpaHe OKpyXakLwen cpeabl
He [onyckaTtb nonagaHuda B KaHanmsauuo Ui sogoembl.

MeToabl U MaTepuanb! ANA NoKanMsauum U OYUCTKU

JononHuTenbHaa uHdopmaums
Cobpatb MexaHudeckn. C cobpaHHbIM MaTepmanom obpaLlaTbCs CornacHo pasgeny no ytunusaumu.

Cchinika Ha gpyrve pasgesbil
BesonacHas paboTa: cMoTpu pasgen 7
MHavBuayanbHble cpefcTBa 3allmThl: CMOTpU pasaen 8
Ytunusauusa: cmotpu pasgen 13

PA3[OEN 7: NMpaBnna xpaHeHUsi XMMU4YeCKOM NPOAYKLUUM U OOpaLLeHus C Hen npum
Norpy304HO-pa3rpy30o4HbIX paboTax

Mepbl NpeoCTOPOXHOCTU NMpU paboTe C NPOAYKTOM

UHdopmauus o 6ezonacHoM obpalleHum
Ocobble Mepbl MPegoCTOPOXKHOCTM He 0ba3aTernbHbI.
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PekomeHAaauum no 3awute oT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLUTBI OT NoXkapa He 06A3aTeNbHbI.

PekomeHaauum no ob6wen NnpoMbILLINIEHHOW rurueHe
CHATb 3arpasHeHHyto ogexay. lNepen nepepbiBamMy U MO OKOHYaHWIO paboTbl BeIMbITL pyku. Ha paboyem mecte
He eCTb, HE NUTb, HE KypUTb, HE CMOPKaTbCA.

YcnoBusa ansi 6e3onacHOro XpaHeHUs ¢ Y4eTOM No6biX HECOBMECTUMOCTEN

TpeboBaHMA B OTHOLWEHUN CKNAACKNUX 30H M Tapbl
XpaHnTb eMKOCTb NIIOTHO 3aKPbITON.

YkasaHusa no COBMEeCTHOMY XpaHeHuo
Ocobble Mepbl NPpegoCTOPOXKHOCTU He obsa3aTenbHbI.

Ocobble KOHeYHbIe 061acTN NPUMEHEHUsI

Wcnonb3oBaHue B kayecTse naGopaTopHOro peakTuea

PA3[LEN 8: CpeacTtBa KOHTPOSsSi 32 ONacHbLIM BO34EeACTBMEM U CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

I'IagameTle KOHTponsA

PerynupoBaHus Bo3gencrBus

3awWuTHbIe U TUrMeHnYeckKue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbCcsA cpeacTBaMm 3alLMThI rnas/nuua.

3awuTa pyk
Mpwn obpalleHnn ¢ XMMUYECKUMU BELLLECTBAMM Pa3peLLEHO HOCUTb TONbKO XUMUYECKU CTOMKMNE 3aLLMTHbIE
nepyatku ¢ mapkupoBkon CE, BkItovas YeTbipeX3HaYHbIN KOHTPOIbHbIN HOMEpP. BeibupaTtb XuMmnyecku ctomnkme
3alUNTHbIE NEpPYATKN B 3aBUCMMOCTU OT KOHLEHTPALUUM 1 KONMYECTBA OMACHbIX BELLECTB, a TakkKe OT OT
cneundurkm paboyero mecta. PekomeHayemyto BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX Bbille 3aLLMTHbIX
nepyaTok Ansi cneumnanbHOro NPMMEHEHUS y MPOU3BOAUTENS.

3awmTa KoXxu
Mcnonb3oBaHWe 3alluUTHOW oaexabl.

3awuTa gbixaTenbHbIX NyTen

Monb3oBaTbCs cpeacTBaMm OpraHoB AbIXaHuS.

PA3OEN 9: ®nsnyeckme n xMuMu4eckune CBOMcTBa

UHdopmaumnsa 06 OCHOBHbIX (PU3NKO-XMMUYECKUMX CBOUCTBAX

duranyeckoe COCTosSIHME BELLECTBA: TBEpPAbIii

LiBeT:

3anax: 0e3 3anaxa

Touka nnaBneHus/Touka 3aMmep3aHus: He ornpegerneHo

TemnepaTypa KUneHus unu Temneparypa X

Hayana KuneHus 1 AManasoH KUMNeHus:

[oprovecTsb: He onpeaeneHo
HENpPUMEHNMO

HwxHUI npegen akcnosuumu: He onpegeneHo

BepxHuii npegen akcnosuuumn: He onpeaeneHo

Toyka BCMbILLKU: X

TemnepaTypa pas3noxeHus: He onpeaeneHo

pH: He onpeaeneHo

PactBopumocTb B Boge: Het
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PacTBopumMoCTb B ApYrx pacTBOpUTENSIX
He onpeaeneHo
KoadhunumeHT pacnpenenerus
n-okTaHon/Boaa:
[aeneHue napa:
(npun 50 °C)
MnoTHOCTL:
OTHOCUTENbHAs NNIOTHOCTL Napa:

ggyme AaHHble

UHdopMauusa B OTHOWEHUUN KnaccoB (PM3NYEeCKOM ONacHOCTHU
BapbiBOONacHbIe cBoncTBa
MpoaykT He aBnsaeTca: BapbiBoOnacHbIN.
TemnepaTypa camoBO3ropaHus
TBepAoro tena:
rasa:
OkucnsioLwme cBorcTBa
He okucnutenbHbIn.

Opyrue xapakTepucTuku 6e3onacHocTu
CKOpOCTb UcnapeHus:
CogaepaHve TBepAblX BELLECTB:

He onpeneneHo
<=1100 hPa

2,40000 g/cm?
He onpeaeneHo

He onpeaeneHo
HenpmMMeHnmo

He onpefeneHo
100,0 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHasi CMOCOGHOCTb

Mpu Hagnexallem obpalleHnn U XpaHEHUM ONacHbIX peakumii He BO3HUKAET.

Xummnyeckas ycTom4MBOCTb

I'IponyKT ABNSIeTCA CTabMIbHbLIM, ECINN OH XPaHUTCHA NpU HOPMarnbHOWN TemMnepartype 0pr>|<arou.|,e17| cpenbl.

B03MOXHOCTb ONacHbLIX peakuumn

OnacHble peakuun He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBMecTuMble MaTepuansbl, KOTOPLIX crieayeT usberarb
OTcyTCTBYET Kakas-nnGo UHpopMaums.

OnacHble NPOAYKTbI Pa3noXeHus
OnacHeble NpPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYEeCKOM BO3eMCTBUMU

Mocneayowasn nHopmauus

BellecTBo He kBanuduumpyeTcs B kadyecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: NHhopmauusa o Bo3JeMCTBMU Ha OKpPYXKatoLLyko cpeny

Tokcn4yHoCcTb

MpoaykT He ABnAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pa3naraemMocTb

MpoaykT He ObIN NpPoBEpPEH.

MoTeHuman 6MoaKKyMynsiumm
MpoaykT He GbiN NPoBepeH.

Howmep pepakumm: 7 - 3ameHsieT Bepcuio: 6 ru
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Mo6unbLHOCTL B No4yBe
MpoaykT He GbIN NpoBepeH.

Pe3ynbTartbl oueHku PBT n vPvB

OT0 BeLecTBO He cooTBETCTBYET KpuTepusm PBT/vPvB PernameHta REACH, npunoxenue XIll.
MpoaykT He ObiN NpoBepeEH.
OHAOKPUHHbIE pa3pylialoliMe CBOUCTBA
[aHHoe BelecTBO He ob6nagaeT CBOMCTBaMM, HapyLUaLWUMK paboTy 3HOOKPUHHOW CUCTEMbI Y HELIeNeBbIX
OpraHn3MoB.
Opyrve BpeaHble BO3gencTBUsA
OtcyTcTBYyeT Kakas-nmbo nHpopmaums.

JononHuTenbHaA pekomeHaaUUs
He gonyckaTb nonagaHusi B OKpy>KatoLLyto cpeay.

PA3LEN 13: PekomeHaaummu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxogoB

PekomeHpauuns
He gonyckaTtb nonagaHus B KaHanM3auuio Uiy BOAOEMbI. YTUNN3aLMs B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanucaHnamu.

YTunusauma HeounLeHHOMN ynakoBKU U peKoMeHayeMble cpeacTtBa OYUCTKU

CMbITb AOCTATOYHbIM KONMYECTBOM BOAbI. [MONMHOCTLIO OMNOPOXHEHHbIE YNaKOBKN MOTyT ObITb YTUNNU3NpoBaHbI.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbiv TpaHcnopT (ADR/RID)
Homep OOH nnu
MAeHTUUKALMOHHLIN HoMep:
Hagnexaulee oTrpy3oyHoe

He knaccudmumpoBaH B Ka4ecTBe OnacHOro npoaykTa cormnacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B Ka4ecTBe OnacHOro npoaykTa cormiacHo

HanMeHoBaHue: TPaHCNOPTHbLIM NpeanncaHnaMm.
KaTteropusa onacHoctu npm He KﬂaCCM(bI/ILWIpOBaH B Ka4eCTBe OnacHOro npoAdykra cornacHo
TPaHCNOPTUPOBKe: TPaHCNOPTHbLIM NpeanncaHnaMm.

He knaccudmumpoBaH B Ka4ecTBe OMnacHOro npoaykTa cormacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.

YnakoBo4Has rpynna:

[ocTtaBka Nno BHyTpeHHUM BogHbiM nyTAM (ADN/ADNR)

Homep OOH nnu
MAeHTUUKALMOHHbIN HOMEP:
Hagnexaliee oTrpy3o4yHoe
HauMeHoBaHue:

KaTeropus onacHocTu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Mopckas goctaBka (IMDG)

Homep OOH nnu
MaeHTUhUKaALUNOHHbIN HOMep:
Hagnexawee oTrpy3o4yHoe
HaMMeHOBaHue:

KaTeropusa onacHoctu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cornacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.
He knaccudmumpoBaH B kKa4ecTBe ONacHOro npoaykTa cormnacHo
TPaHCNOPTHbLIM NpeanncaHnaMm.

He knaccudumumpoBaH B Ka4eCcTBe ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaM.
He knaccudumumpoBaH B Ka4eCcTBe ONacHOro NpoAykra CornacHo
TPaHCNOPTHbLIM NpeanncaHnaM.
He knaccudumumpoBaH B Ka4eCcTBE ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaM.
He knaccudumumpoBaH B Ka4eCcTBE ONacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NpeanncaHnaM.

Homep pepakumu: 7 - 3ameHseT Bepcuto: 6
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Bo3pywHbii TpaHcnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccudmumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MAeHTUUKALMOHHbIN HOMep: TPaHCMOPTHbLIM NpeanUcaHNAM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHue: TPaAHCNOPTHbIM NpeannucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
TPAHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

TPaAHCMNOPTHLIM NPEANUCAHNUSIM.
OnacHoCTb BpeQHOro BO34eNCTBUS HA OKPYXXaKoLYI0O cpeay
OMACHO 511 OKPYXAIOLLIEA Het
CPEQObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsl Nofib3oBaTens
OTcyTcTBYET Kakas-nubo nHdopmaums.
MepeBo3ka MaccoBbLIX rpy30B B cooTBeTcTBUU ¢ Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpuMMeHnmMmo

PA3OEN 15: UHhopmauus o HaLMOHaNbLHOM U MeXAYHapO4HOM 3aKOHoAAaTeNnbCTBe

HOEMaTI/IBbI Nno oxpaHe U FTMrMeHe Tpyaa U NPUPoAoOoXpaHUTEeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

MexayHapoaHoe U HauMoHanbHOe 3aKOHOAATeNbCTBO

HaHHble no anpektuee 2012/18/EC Not subject to 2012/18/EU (SEVESO lII)
(SEVESO Ill):

HauuoHanbHble npegnncaHus

Knacc 3arpsasHenusi sogpl (D): 1 - cnabo onaceH Ans soAel

OueHKa XMMUYecKon 6e3onacHoOCT

[lna aTon BelecTBa He NpoBoauMiack oLeHka 6e3onacHoCcTu.

PA3OEN 16: JononHuTenbHas uHcgpopmauus

Pe,anLl,VIOHHbIe npunmMmevyaHunsa
D,aHHbIe npasuna no TexHuke ©e3onacHocTn coaepxat nsmMeHeHusa No OTHOLLEHUIO K npe,qbl,uyu.leﬁ Bepcun B
pasgene(ax): 1.
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Coxpau.l.euvm U aKPOHUMBbI
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
CokpalleHns 1 akpoHMMbI codepkaTtcsa B Tabnuue Ha cawte http://abk.esdscom.eu
OononHutenbHaa nHdopmaums
[aHHble 6a3npyloTca Ha CErogHsILLIHEM YPOBHE HaLLUMX 3HAHWI, OHAKO OHW He NpeacTaBnstoT cobol rapaHTuo
CBOWCTB NpoAyKTa 1 He SIBNSATCS OCHOBOWN Arsi 4OrOBOPHbIX NPaBOBbLIX CBA3EN. [JeNCTBYOLLNE 3aKOHbI 1
NOCTaHOBIEHMS AOMKHbLI cObntoaaThCa NonyyvaTenem Hallmx NPOAYKTOB Mo COOCTBEHHYIO OTBETCTBEHHOCTb.
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