VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt be3neku
BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

VITA Polish Hybrid
[ata nepernagy: 21.07.2022 Kog npogykty: 3065 CTtopiHka 1 i3 6

PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA Polish Hybrid

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
nporu
He6axaHi BMAU 3acTocyBaHHA
BigcyTtHsa 6yab-aka iHdopmauis.

1.3. [laHi Npo nocTtayanbHUKa y nacnopTi 6e3neku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpeca: 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
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosinanbHui Bigain: Regulatory Affairs
1.4. TenedroH rapsayoi niHii: +49-(0)761-19240

PO3AlJ1 2: IneHTUdiKauis dpakTopiB pU3nKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

Cywmiw He knacudikyroTbcs sk HebeaneyHa BignosiaHo ao Pernamenty €C 1272/2008 [CLP].
2.2, YacTuHu MapkyBaHHA

2.3. IHwi drakTopun

PeuoBurHM B cymili He BignosigatoTe kpuTepism PBT/vPvB BignoeigHo o REACH, gogaTtok XIII.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTH

3.2. Cymiwi
He6e3ne4Hi KOMNOHEHTH
He (BignosigHo o PernameHT (E€C) Ne 1907/2006 (REACH))

PO3[lJ1 4: 3axoau nepLUOi MeAUYHOI AOMOMOTIHU

4.1. Onuc HeoOXigHMX 3axofiB 3 HagaHHSA NepLwoi MegUYHOI 4ONMOMOru

3aranbHa nopapa
Hiskux cneuianbHnx 3axodiB He NOTPIGHO.

Mpw BanXxaHHi
3abe3neunTn JOCTYN CBIXKOro MOBITPS.

Mpwu KOHTaKTi 3i WKipoto

Y pasi nogpasHeHHs LUKipy 3BepHYTMCSA 0 nikapsi.

Y pasi KOHTaKTy 3i LLKipOo TEPMIHOBO MPOMUTU BEMNUKOO KinbkicTio Boga i muno.
Mpu KOHTaKTi 3 ounma

LLIBnako ob6epexHo i peTenbHO NPOMUTH Mig AyLiem Ans oyert abo Boaoto.
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Y pasi nogpa3sHeHHs oyern noTpibHa AonomMora nikapsa-okynicTa.
Mpu 3aKkoBTYyBaHHiI
TepMmiHOBO NpononockaTt poT i 3annTh BESMKO KiNbKICTIO BOAW.
Y BCiX CyMHiBHMX BMNazkax abo SKLLO CUMNTOMMW Y HAasiBHOCTI, 3BEPHYTUCS [0 fikapsi.
4.2. HancyTtreBiwi cumntomMu/echekTu rocTpoi gii
CumnTOMM Hapasi HEBIQOMI.

4.3. BKazaHHA Ha HeraHy Megu4yHy OONOMOry Ta HeobXxigHe ocobnuBe NiKyBaHHSA
CuymMmnToMaTUYHE NMiKyBaHHS. .

PO31IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHsl

BianoBigHi 3acobu noxexoraciHHs
MpooyKT CaMOUYMHHO He ropuTb. BXXMTKU 3ax0AiB i3 raciHHsSI NOXEXi 3aneXHO Big, OTOYEHHS.

5.2. Oco6nuBi chakTopu pU3nKy, AXKepenomM SKUX € pe4oBUHa abo cymill
TepmivyHUN po3nag Moxe NpU3BECTU 40 BUBINbHEHHS igKMX rasiB i napi..

5.3. 3anobixHi 3axoaun AN NOXEeXHUKIB
OcobnuBi 3axoan 3axuCTy Bif NOXeXi He 0OOB'sI3KOBI.

PO30I11 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UnguBigyanbHi 3axoam 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAAOK AiK y Haa3BUYaKHIn cuTtyauil

3aranbHa iHdopmauin
BxunTun 3axopniB Wwono 3abe3neyeHHss 40CTaTHbOI BEHTUMNALLIT.

6.2. EkonoriyHi 3ano6ixHi 3axoau
OcobnuBi 3axoan 3axXUCTy HaBKOMMWLLIHLOIO CepeaoBuLLa He 060B'A3KOBI.

6.3. MeToau Ta MmaTepianu ana nokanisauii Ta oMULLEHHS

IHWi BigomocTi
3ibpaTtn mexaHivHo.

6.4. NMNocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHaMBigyanbHi 3acobu 3axucTy: AMBuUca po3gin 8
YTunisauis: aueuca posgin 13

PO3[lJ1 7: MoBoaXxeHHSA i 36epiraHHA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4yHOro NOBOAKEHHSA 3 MaTepianiomMm

PekomeHAaauii 3 npaBun 6e3nekun nig yac po6otu
3a yMOBM BiAKPUTOro BUKOPUCTAHHS 3aCTOCOBYBATU MPUCTPOI i3 NPUMNITMBHO-BUTSDKHOK BEHTUNSALIEND NPy
HasIBHOCTi Takoi MOXXINWBOCTI.

Mopapu Wwoao 3axucTy NPOTU NOXKeXi Ta BUGYXY
OcobnuBi 3axoan 3axUCTy Bif NOXeXi He 0OOB'sI3KOBI.

7.2. YMoBM 6e3neyvyHoro 36epiraHHsa, BKIIOYHO 3 yciMa BUnagKkaMu HecyMicHOCTI

Bumoru wopao npumiweHb AN cknaayBaHHSA | EMHOCTEN
36epiraTvt KOHTEMHEp Yy NPOXONOAHOMY MiCL, sike J06pe NPOBITPHOETLCS.

7.3. Oco6nuei KiHUeBi cchepyn 3aCcTOCYyBaHHA

Ons noganbLwuoi iHcbopmalii 3BepTanTecs, 6yab nacka, TakoX Ha Halli iIHTEPHET-CTOPIHKN.
https://www.vita-zahnfabrik.com/ JoTpumyBaT/Ca BUMOT iIHCTPYKLT 3 BUKOPUCTaHHS.

PO3[AlJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYyanbHUN 3aXUCT
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8.1. KoHTponbHi napameTpu

IHWi AaHi Npo rpaHnYHiI piBHI

Hapasi He BCTaHOBMEHi HaLioOHarnbHi rpaHNYHO AONYCTUMI PiBHI.

8.2. 3axo4un 3MEHLWEeHHS BNIuMBy

BignoBiaHi 06'ekTK TeXHIYHOro perynoBaHHs
Oueuck po3ain 7. He noTpiGHO Hiskux 4oaaTKoBUX 3axodiB.

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu pns ovyen/obnuyus
HocuTu 3axucHi okynsipu/macky.

3axucT pyk
Hapdartv pykaBuyku.

3axucT wKipun

Mepen nepepBamu i B KiHLi pOOOTV BUMUTU PYKMU.

3axucT auxanbHUX WNAXiB

3a ymoBU BiAKPUTOrO BUKOPUCTAHHS 3actocoByBatTun NPUCTPOI i3 NPUNIINBHO-BUTSXKHOI BEHTUMALIED NpU

HasIBHOCTi TaKOi MOXXINUBOCTI.

3axoau 3MeHLeHHSA BNAMBY Ha JOBKINNA
He gonyckaTtu noTpannsaHHs 0O KaHani3auinHoi cuctemu i y BO4OMMULLA.

PO3[IN1 9: disuko-ximiuHi BnacTMBoCTi

9.1. IHdbopmauisa Npo OCHOBHI hi3nKoO-XiMiYHi BMacTUBOCTI

dDi3nyHMI cTaH:
Konip:
3anax:
3MiHeHHs di3nyHoro craHy
Touyka TonneHHs/3amep3aHHsA:
Touka KuniHHA abo ToYka KUMIHHS i
aianasoH KUMiHHSA:
TemnepaTypa cnanaxy:
3anmucrictb
TBEPAMI/PIaKNIA:
ras:

BubyxoBi BnacTuBocTi

TBEPAMMA
hioneTosuii
6e3 3anaxy

HE TOYHUN
HenpuaaTHUN

HenpuaaTHUn

HenpuaaTHUn
HenpuaaTHUN

He 34aTHWI 0o BMOYXy BignosigHo fo €C A.14

HwxHs rpaHuus BUGYXOBOCTI:
BepxHsi rpaHnus BuGYXoBOCTi:

TemnepaTypa 3aiMaHHS:

Temnepatypa camo3aMaHHA
TBEpAa pevoBUHa:

TemnepaTypa po3nagy:
B'askicTb, AMHamiyHa:
B'askicTb, KiHemMaTnyHa:
Yac BuTikaHHS:

PosuumHHicTb y BoAi:

HenpuaaTHUn
HenpuaaTHUn

HE TOYHUIN

HenpuaaTHUn
HE TOYHUN

HE TOYHUN
HE TOYHUN
HenpuaaTHUn

HE TOYHUIN
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt be3neku
BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

VITA Polish Hybrid

[ata nepernagy: 21.07.2022 Kog npogykty: 3065 CTtopiHka 4 i3 6
PO34YMHHICTb Y iHWINX PO3YUHHUKAX
HenpuaaTHUA
Tuck napw: He TOYHUN
LWinbHicTb: HE TOYHUN
BigHocHa wWinbHicTb napwu: HenpuaaTHUn

9.2. IHwa indopmauis
IHWi xapakTepucTUKK 6e3neku
LLiBnakicTe BUNapoOBYyBaHHSA: HernpuaaTHUM
lHwa popnaTkoBa iHchopmauis

BigomocTi He gocTynHi

PO3[AlJ1 10: CTiMKicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuinHa 3aaTHIiCTb
Mpw kopucTyBaHHi | 36epiraHHi BianoBigHO A0 MONOXEHb HE BUHMKAE XOAHMX Hebe3neyHnx peakLin.

10.2. XiMmi4yHa CTiNKiCTb

MpoaykT € XiMiYHO CTaGinNbHUM 3a PEKOMEHAOBAHMX YMOB 36epiraHHsl, BUKOPUCTaHHSA Ta TemnepaTypu.

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakuin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHuKaTu
Hisikux cneuianbHnx 3axofiB He NOTPIGHO.

10.5. HecyMicHi maTepianu, SKux cnig yHUKaTu
Hiskux cneuianbHnx 3axo4iB He NOTPIGHO.

10.6. He6e3ne4yHi NnpoayKTU po3knagy
He Bigomi >xxoaHi Hebe3neyHi NpoayKTy posknaay.

PO3[IN1 11: TokcuKkonorivHi gaHi

11.1. IHdbopmauis npo knacu Hebe3neku 3a BU3Ha4YeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb

Ha nigcTaBi HasBHMX AaHUX, KpUTepIi 4Nna Knacudikauii He Bynn BUKOHaHI.
Moppa3HeHHs Ta arpecuBHa Ais

Ha niacTasi HasiBHMX AaHWUX, KpUTepii Ana knacudikauii He 6ynn BUKOHaHI.
CeHcunbinisyroua pais

Ha niacTasi HasiBHUX AaHWUX, KpUTepii Ana knacudikauii He 6ynn BUKOHaHI.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyLye penpoayKTUBHY 3AaTHICTb, Aif)

Ha niacTasi HasiBHUX AaHWUX, KpUTepii Ana knacudikauii He 6ynn BUKOHaHI.
MuTomMa TOKCUYHICTb ANA opraHy-MileHi 3a 0A4HOPa30BoOi eKcno3uuii

Ha nigcTaBi HAABHMX OaHUX, KpUTepIT AN knacudikauii He Bynn BUKOHaHI.
MuToMa TOKCUYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcrno3uuii

Ha niacTaBi HAsABHMX OaHUX, KpUTepIT 4nsa knacudikauii He 6yny BUKOHaHI.
He6e3neka BOonxaHHsA

Ha niacTasi HasBHMX AaHWUX, KpUTepii Ana knacudikauii He 6ynn BUKOHaHI.

3aranbHi 3ayBaXxeHHSA
npoaykT He byB nepesipeHuii. CBigouTBO 6a3yeTbCst HAa BMACTUBOCTAX CKIMaJ0BUX KOMMOHEHTIB.

PO3[IN1 12: EkonoriyHi gaHi
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt be3neku
BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

VITA Polish Hybrid
[ata nepernagy: 21.07.2022 Kog npogykty: 3065 CTtopiHka 53 6

12.1. TOKCUYHICTb
BifgcyTHi AaHi BnacHe npo cymiLd.

12.2. CTiNKicTb Ta 3A4aTHICTbL A0 6GionoriYyHoro posknagy
BigcyTHi AaHi BnacHe npo cymiLu.

12.3. BioHakonuyyBanbHUM NOoTeHUian

Hemae o3Hak Ha noTeHuian 6ioakymynsii.

12.4. MOGiNbHICTb Y rPYHTI
BiocyTtHsa Byab-ska iHdopmauis.

12.5. PesynbTtatu ouiHku PBT u vPVvB

PeuoBurHu B cymilwi He BignosigatoTe kpuTepism PBT/vPvB BignoeigHo oo REACH, gogaTtok XIII.
PeuoBurHu B cymilwi He BignosigatoTe kpuTepism PBT/vPvB BignoeigHo oo REACH, gogaTtok XIII.
12.6. BnacTMBOCTi pyNHIiBHOro BNAUBY Ha €HOAOKPUHHY CUCTEMY

Llet npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HELiNbOBUX OpPraHiamiB, OCKiNbKM XXoOeH
i3 KOMNOHEHTIB HE BiAMNOBI4AE KPUTEPISM.
BigcyTHsa 6yab-sika iHdopmaLis.
12.7. IHWi Wkignuei BNaMBM
BigcyTHa byab-sika iHpopmauis.

3aranbHi 3ayBaXXeHHsA
NPOAYKT He ByB NepeBipeHuii.
CsigouTtBo 6a3yeTbCsi Ha BNAcTUBOCTSAX CKIMAA0BUX KOMMOHEHTIB.
He ponyckaT HEKOHTPONBLOBAHOIO MNOTPAMMSAHHA NPOAYKTY B HABKOINULLHE CEPEAOBMLLE.

PO3[AlJ1 13: Po3rnaa nuTaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauis
YTunisauisa 3rigHo 3 po3nopsagpKeHHAMIN opraHiB Bragu.
Mpwn poTpMMaHHi po3nopsmKeHb i Nicns KOHCyNbTauil 3 opraHamu ynpaeniHHS 1 yTunisadii, Moxe 6yTn cnaneHum
i3 NOOYTOBUM CMITTSIM.
3abpyaHeHa ynakoBka
MoBoauTuCS i3 3apaXkeHNMK ynakoBKamu, siK i3 pe4OBMHOLO.

PO3[lJ1 14: IHcbopmauifa 3 TpaHCNOPTYBaHHSA

HasemHum TpaHcnopTt (ADR/RID)
IHwa popaTkoBa iHdopmauia (HazemHuin TpaHcnopT)
He knacudikoBaHui sk HeGe3neyHnn NPOAYKT 3a 3MiCTOM TPAHCMOPTHUX PO3MNOPSAMKEHD.
Mopcbkui TpaHcnopt (IMDG)
lHwa popaTtkoBa iHpopmauisa (Mopcbkuin TpaHcnopT)
He knacudikoBaHuii sk He6e3neYHWn NPOAYKT 3@ 3MiICTOM TPAHCMOPTHUX PO3MOPSAIKEHb.
MNogiTpsiHui TpaHcnopTt (ICAO-TI/IATA-DGR)
IHwa popatkoBa iHopmauis (MoBiTpsAHUI TpaHCNOPT)
He knacudikoBaHuii ik Hebe3neyHnn NPOAYKT 3a 3MiCTOM TPaAHCMNOPTHUX PO3MNOPSAKEHD.

14.5. He6e3neku Ans HABKONULWHbLOIO cepefoBuLla

WKIAIMBO anAa OBKINA: Hi
14.7. MopcbKe TpaHCNOPTYBaHHA BeNIMKUMU NAPTisiMU 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUN

PO30l11 15: PerynatopHa iHchopmaLisi

Homep pepaxuii: 1 UK Oara gpyky: 21.07.2022
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15.1. HopmaTnBM 3 OXOPOHM i ririeHn Npaui i NPMPOAOOXOPOHHI HOPMaTUBMW/3aKOHOAABCTBO, XapaKTepHi AnA
uiei pe4oBUHU abo cymii

Po3nopspxeHHs €C

Ownpextuea 2010/75/€C (NOC): HenpuaaTHUN
OvpekTtnea 2004/42/€C (JTOC): HenpugaTHUn
HauioHanbHa perynsatopHa iHcopmauis

Knac Hebe3nekn ans sBoan - - He 3abpyaHIoBaYy Boan
(Himeuyumna):
OonaTtkoBi BKa3iBKK

MonoxeHHs (EC) Nr. 1005/2009 npo pe4oBMHW, AKi BeAyTb OO 3MEHLLUEHHS O30HOBOTO LUapy HENpUAaTHUNA
Oupektnea (EC) 850/2004 (ovpekTvBa LLOAO CTIVKNX OpraHiyHnx 3abpyaHioBayiB) HenpuaaTHUm

YxBana (€C) Ne 649/2012 €sponencbkoro naprnameHTy i Pagu npo ekcnopt i iMnopT Hebe3nevHux ximikaTis
HenpuaaTHUI

PO30l11 16: IHwa iHdopMauis

lHwa popaTkoBa iHdopmauisa
[aHi B uboMy nacnopTi 6e3neku BiAnoBiaaTb TOMY PiBHIO 3HAHb, SIKOFO MW JOCAMIM Ha AeHb 34adi nacnopTy 4o
Opyky. [HdopmaLis noBMHHA cnyryBaTy Bam OCHOBOI A5 6€3MeYHOro NoBOAXKEHHS 3 HA3BaHUM Y fAaHOMY
nacnopTi 6e3nekn NpoAyKkToM nig Yac 3bepiraHHsi, 06pobKN, TPAHCMOPTYBaHHS 1 yTunidadii. [laHi He cTocylTbCA
iHWKX npoaykTiB. OCKiNbKM NPOAYKT 3MiwyeTbca abo nepepobnsaeTbes 3 iHWMMK MaTepianamu abo Akwo byae
nignsratu obpo0ui, AaHi uiei iIHCTPyKUii 3 6e3nekn He MOXyTb ByTV NnepeHeceHi Ha BUpobneHwin HOBWIN MaTepiarn,
SKLLO MNPO L YiTKO He 3a3HadveHo. Tinbku Ans npoMmMCIoBOro BUKOPUCTAHHS.

(Bidomocmi npo Hebesne4yHi pe4osuHu 6yro y3simo 3 8idrnogidH020 0CMaHHb020 YUHHO20 cepmudbikamy 6esrneku
cybrocmayarsnbHukKa).
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