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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA AKZENT Plus POWDER

[JopaTKoBi Ha3BU NPOAYKTY
VITA AKZENT Plus BODY STAINS POWDER, -EFFECT STAINS POWDER, -GLAZE POWDER, - GLAZE LT
POWDER, - FINISHING AGENT POWDER, - CHROMA STAINS

HasBa pe4yoBuHU: staub a
1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4oBUHU 260 cyMilli i 3acTOCyBaHHSA, peKOMeHOOBaHe
npotum
BukopucTtaHHsA pevyoBuHU/CyMiLli
BukopucTaHHs B sikocTi nabopaTopHOro peakTuBy

1.3. [aHi npo nocTayanbHUKa Yy nacnopTi 6e3neku

KomnanHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
n/c: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
En. nowra: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
En. nowra: info@yvita-zahnfabrik.com
IHTEepHeT: www.vita-zahnfabrik.com
BignosiganeHui Bigain: Regulatory Affairs

IHwa popaTkoBa iHpopmauis
medical device

PO3[IJ1 2: IneHTUdikauis dakTopiB pU3mnKky

2.1. Knacudpikauisi pe4oBMHM a60 CyMiLli

Mpaeun (EC) Homep 1272/2008
PeyoBnHa He HanexuTb Ao kaTteropii HebeanevHux srigHo Mpasun (EC) Ne 1272/2008.

2.2. YacTHM MapKyBaHHSA

2.3. IHwi cdhakTopm
BigcyTHsa 6yab-sika iHdopmaLis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.1. PeyoBuHHU

XimiyHa xapakTepucTuka
Kepamika

He6e3ney4Hi KOMNOHEHTU

He (BignosigHo oo PernameHT (E€C) Ne 1907/2006 (REACH))

PO3[lJ1 4: 3axoaun nepLUOi MEAUYHOI AOMOMOTHU

4.1. Onuc HeoGxigHUX 3axoAdiB 3 HagaHHA NepLoi MeaUYHOI JOMOMOrU
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Mpw BanxaHHi
3abes3neunTn JOCTYN CBIXKOro MOBITPS.

Mpwu KOHTaKTi 3i WKipoto
3MUTK JOCTaTHBLOLO KINbKICTIO BOAM. | monepiTb nepes NOBTOPHUM BUKOPUCTAHHSM.

Mpwu KoHTaKTi 3 ounma
LLiBuako ob6epexHo i peTenbHO NPOMUTK Mig Aywiem Ans oyer abo Boaoto.

Mpwu 3akoBTYBaHHiI
TepMmiHOBO NpononockaT poT i 3annTK BESMKOI KiNbKICTIO BOAM.

4.2. HancyTreBiwi cumntomu/echekTu rocTpoi gii
BigcyTHsa 6yab-aka iHdopmauis.

4.3. BKazaHHA Ha HeraHy Megu4yHy OONOMOry Ta HeobXigHe ocob6nuBe NiKyBaHHS
CvmMmnToMaTUYHE NiKyBaHHS.

PO34IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHsl

BianoBiaHi 3acobu noxexoraciHHsA
BXntn 3axogiB i3 raciHHs NOXeXXi 3anexHOo Big OTOYEHHS.

5.2. Oco6nuBi chakTopn PU3KKY, JXKEeperioM IKUX € pe4oBUHa abo cymill
He 3anmuncTtuii.

5.3. 3anobixHi 3axoau AN NOXeXHUKIB
Y BUNagKy noxexi: BukopncrosysaTn aBTOHOMHUI AuXanbHUMI anapar.

HopaTtkoBi BKa3iBKu
36ip 3abpyagHEHOT BOAM Bi NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nvBaTtu B kaHanisauio abo y BogHi
pesepByapu.

PO3[0IJ1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UnauBigyanbHi 3axoamn 6e3nekun, 3axmcHe obnagHaHHA Ta NOPAAOK AiN y HaA3BUYaWHIN cuTyauii
3aranbHa iHdopmauis
YHuKaTu yTBOpEHHS nuny. He Bamxatu nun.

6.2. EkonoriyHi 3ano6ixHi 3axogu
He ponyckaTtu noTpannaHHa 0O KaHanisauinHoi cuctemn i y BOAOMMULLA.

6.3. MeTogu Ta maTepianv Ana nokanisauii Ta OUULLEHHSA

IHWi BigomocTi
3ibpaTtn MexaHivyHo. 3 OTpuMaHMM MaTepianom NOBOAUTUCS 3riAHO PO3Ainy Npo yTunisadito.

6.4. MocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHouBigyanbHi 3acobu 3axucTy: aneucs po3ain 8
YTunisauia: gusuca posgin 13

PO3[0lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4YHOro NOBOAXEHHA 3 MaTepiasiom

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otu
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

Mopaawu woao 3axmcTy NPoTu NoXexi Ta BUGyxy
OcobnuBi 3axoan 3axUCTy Bi NOXeXi He 0OOB'sI3KOBI.

PekomeHpaaLii Woao 3aranbHOI ririeHn

Homep pepakuii: 7 - 3amiHtoe Bepcii: 6 uk Oara gpyky: 16.08.2023



VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

MacnopTt be3neku

BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

[ata nepernagy: 15.08.2023

VITA AKZENT Plus POWDER
Kopg npoaykty: 279

CTtopiHka 3i3 7

3HATK 3abpyaHeHun oagr. MNMepen nepepeamum i B KiHLi po60oTn BUMUTK pykn. Ha poboyomy micui 3abopoHseTbea

icTn, NUTK, NanuTK, cakaTucs.

7.2. YMoBM 6e3nevyHoro 36epiraHHsa, BKNOYHO 3 yciMa BUNnagkaMu HeCyMiCHOCTI

Bumoru wono npumilleHb Ans cknagyBaHHS i EMHOCTEN
36epiraTn KOHTENHEP LWiMbHO 3a4YNHEHNM.

BkasiBku Wwopo cymicHoro 36epiraHHs
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

7.3. Ocob6nusi kKiHUueBi cchepyn 3acTOoCyBaHHA

BukopucTaHHs B IKOCTi 1abopaTopHOro peakTuBy

PO30l11 8: 3axoau 3meHLLeHHs BNAMBY/iHAMBIAYyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLUEHHS1 BNAUBY

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu gnsa oyen/o6nuyus
3acTtocoByBaTH 3axmCT oven/obnunyys.

3axucT pyk

Mig yac noBoaXeHHS 3 XiMiYHUMKN PpoBOoYMMU pevoBMHAMUN, AO3BOSIEHO HOCUTU TifTbKM XiMiYHO CTilki, 3 CE-
MO3HAYKO, BKITHOYAKOUM YOTUPU3HAYHUIA KOHTPOIBbHUI HOMEP, 3aXUCHI pykaBu4dkn. Bubip xiMidHO CTilikux
3aXMCHUX PYKaBMYOK 3anexHO Big KOHUEHTpaLil i KinbkocTi Hebe3neyHx pevyoBuH, Big cneumdikn poboyvoro
micus. PekomeHayeTbea 3'acoByBaTh Y BUPOOHUKA XiMiYHY CTIMKICTb BULLEHA3BaHUX 3aXUCHUX PyKaBUYOK Ans

creuianbHOro 3aCToCyBaHHS.

3axucT wKipun
BukopUCTaHHSA 3aXMCHOTO oasry.
3axucT guxanbHUX WNAXiB

3abe3neunTu 3axXnCT AMXanbHUX LUNSAXIB.

PO30I11 9: ®isnko-ximiuHi BNnacTMBOCTI

9.1. IHdbopmMaLis Npo OCHOBHI hisnKo-XiMiYHi BNacTUBOCTI

Di3NYHUN CTaH: TBEPAMMN
Konip:
3anax: 0e3 3anaxy

To4ka TonNeHHs/3aMmep3aHHS: He TOYHUN

Touka KuniHHA abo ToYka KUMIHHS i X

aianasoH KUMiHHSA:

3anmucTicTb: He TOYHUN
HenpuaaTHUn

HwxHs rpaHuust BUGYXOBOCTI: HE TOYHUN

BepxHa rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTypa cnanaxy: X

TemnepaTypa po3naay: He TOYHMUN

pH: He TOYHUNI

Po3unHHiCcTb y BOAI: Hi

PO3YMHHICTb Yy iHLWIMX PO34YMHHMKaX

He TOYHUN
KoediuieHT po3nopainy n-oktaHon/Boaa: He TOYHUN
Tuck napu: <=1100 hPa
(npun 50 °C)
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LWinbHicTb: 2,40000 g/cm?
BigHocHa winebHicTb napwu: He TOYHUN

9.2. IHwa iHdopmauisn
IHcpopmauin npo knacu ¢isnyHoi HeGeanekn
BubyxoBi BnacTuBoCTi
MpoaykT He €: BubyxoHebe3ne4yHni.
TemnepaTypa camo3ariMaHHs
TBEpAA peyoBUHa: He TOYHUI
ras: HenpuaaTHUN
OkucntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKn 6e3neku
LLiBnakicTe BUNapoByBaHHSA: HE TOYHUN
3micT TBepgoro Tina: 100,0 %

PO3AlJ1 10: CTiMkicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuiHa 3AaTHICTb
Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO A0 NONOXEHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakuin.

10.2. XiMi4yHa CTiNKiCTb

3a yMoB 36epiraHHsi Mpy HopMasibHUX HAaBKOSTMLLHIX TeMnepaTypax NpoAyKT cTabGinbHU.

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHuKaTn
Hemae

10.5. HecymicHi MaTepianu, skux cnig yHMKaTu
BigcyTtHsa 6yab-aka iHdopmauis.

10.6. HebGe3neuHi npoaAyKTn po3knagy
He Bigomi >xoaHi HeGe3neyHi NnpodykT po3knaay.

PO3[IN1 11: TokcuKkonorivHi faHi

11.1. IHdopmauin npo knacu Hebe3neku 3a BU3HaYeHHAM PernameHTy €C Ne1272/2008

[opaTkoBi AaHi Wwoao BMNpobyBaHb
PeyoBuHa He knacudikytoTecs sk HebeanevHa signosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

PO3[IN1 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHMIA.

12.2. CrivkicTb Ta 3aaTHicTb Ao GionoriyHoro posknagy
npoaykT He ByB NepeBipeHuii.

12.3. BioHakonuyyBanbLHUN NoTeHuUian
NPOAYKT He ByB NepeBipeHuiA.

12.4. MOGiNbHICTb Y FPYHTI
NPOAYKT He ByB NepeBipeHUiA.

12.5. PesynbTaTtu oudiHvku PBT n vPvB

OT1oT maTepuan He Bignosigae kpitepiam PBT n vPvB, 3rigHo REACH, goaatok XIII.
npoaykT He ByB nepesipeHnii.

Howmep pepakuii: 7 - 3amiHtoe Bepcii: 6 uk
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12.6. BnacTMBOCTi pyiHIBHOro BNAUBY Ha €HOAOKPUHHY CUCTEMY

Lis peyoBrHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HOAOKPUHHY CUCTEMY HEUINbOBUX OpraHi3MiB.
12.7. IHWi WkKignuBei BNIMBM

BiacyTHsa 6yab-ska iHpopmauis.

3aranbHi 3ayBaXeHHsA
YHVKaTN BUBINbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeToau yTunisauii Bigxoais

YTunisauis
He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa. YTunisauia 3rigHoO 3 po3nopsimKeHHAMU
opraHis Bnagu.

3abpypHeHa ynakoBkKa
3MUTK [OCTaTHLOLO KinbKiCTio BoAW. [MOBHICTIO BUKOPUCTaHY YNakoBKY MOXHa yTuni3yBaTw.

PO3[iJ1 14: IHchopmauif 3 TpaHCNOPTYBaHHSA

HasemHun TpaHcnopt (ADR/RID)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
ineHTUdikaLinHMh HoMep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropisi He6e3neku nig yac No dangerous good in sense of this transport regulation.

TPpaHCNOPTYBAaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.

[ocTtaBka BHYTpiWHiM1 BoaHUMU wnsxamu (ADN)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTudikauinHMn Homep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropis He6Ge3neku nig yac No dangerous good in sense of this transport regulation.

TPaHCNOPTYBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
Mopcbkui TpaHcnopt (IMDG)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

ineHTHdikalinHun Homep:

14.2. HanexHa Ha3Ba npwu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropisi He6e3aneku nig 4ac No dangerous good in sense of this transport regulation.

TPaHCNOpTyBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
MosiTpsiHun TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

ineHTHdikaUinHMn Homep:

14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropis He6Ge3neku nig yac No dangerous good in sense of this transport regulation.

TPaAHCMOPTYBaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.

14.5. He6e3neku Ansi HABKONULWHbLOIO cepegoBULLa
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WKIANMMBO ONA gOBKIIA: Hi
14.6. Oco6nuBi 3acTepxeHi MeToau Ans KOpUCTyBayiB
BigcyTHsa 6yab-aka iHdopmauis.
14.7. MopcbKe TPpaHCNOPTYBaHHA BENIMKMMU NapTiAMK 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUN

PO3[AlJ1 15: PerynatopHa iHcopmauia

15.1. HopmaTuBM 3 OXOPOHM i FiriEHM Npaui i NPUPOJOOXOPOHHI HOPMAaTMBU/3aKOHOAABCTBO, XapaKTepHi ans
uiel pe4yoBUHM a60 cyMmiLli

Po3nopsipgxeHHs €C

Oani wopo Aupektuen 2012/18/€C Not subject to 2012/18/EU (SEVESO llI)
(SEVESO lll):

HauioHanbHa perynatopHa iHcopmauis

Knac Hebe3nekn ans sBoan 1 - noMipHun 3abpyaHioBaY Boan
(Himeuumna):

15.2. OuiHka 6e3neku pevyoBUH

[nsa uiei pe4yoBUHM HEe NPOBOAMMACS OLiHKa 6e3neku.

PO3[I1 16: IHwa iHcdopmauin

3MiHun
Llen nacnopt 6e3nekn MiCTUTb 3MiHM 4O nonepeaHix Bepciv B posainax: 1.
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CKOpo4eHHs Ta abpeBiaTypu
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
CKkopo4eHHS 11 akpoHiMK HaBeAeHOo B Tabnuui Ha cawTi http://abbrev.esdscom.eu
lHwa popaTkoBa iHchopmauis
IHdopmauis BignoBsigae cy4acHoMy piBHIO 3HaHb. [1poTe BOHa He HaJae rapaHTii Woao BNacTMBOCTEN NPOAYKTY i
He Mae puanyHoi cunn. OTpyMyBay HaLOro NPoAYKTY Hece 0cobUCTY BiANOBIAANbHICTL 3a LOTPUMAHHS
iCHYIOUMX 3aKOHIB Ta BUMOT.
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