VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoouoodd
EUDNo. 1907/20060101]

VITA VM LC OPAQUE
0000000: 15.08.2023 DOO00: 148 ooo107

1000000000

goood
VITA VM LC OPAQUE

goonoooaogiogngoogndnoiodogiogngoodogooiogog

oo
oooooodd O
noogogooooooon
oooo: VITA Zahnfabrik H.Rauter GmbH & Co.KG
ooo: Spitalgasse 3
oo: D-79713 Bad Sackingen
OoOoo: 1338
D-79704 Bad Sackingen
oooo: +49(0)7761-562-0 noonn; +49(0)7761-562-299
ooooo: info@yvita-zahnfabrik.com
ooo: regulatory affairs
ooooo: info@yvita-zahnfabrik.com
0ooooooo: www.vita-zahnfabrik.com
oooo: Regulatory Affairs
goodgo
medical device
2 J00ooooo
ooooogooooo
EC (11 No. 1272/2008
DOO00OOECOONo. 1272/2008 0000000000000 00000
oo
ooogooo
oooooogd
3 000ooooo
oog
good

oo oo gbuobobod_obob bobo oog

oooooo

CASOU oo oo
[0 (EC 000 No. 1272/2008)

13463-67-7 Titanium dioxide 20-<25%
Carc. 2; H351

HOOCDEUHOOOOO: 1e0oooogoo o
SCL[M-factor [1[1/CI[] ATE

CASLD ECOO [ooo oo
SCLUM-factor L0/C 0 ATE

13463-67-7  |[236-675-5 |Titanium dioxide 20-<25%
[0 LD50(50%(11111) = > 2000 mg/kg

14 - 13 ja 1 15.08.2023


mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoggoodd
EUDNo. 1907/20060101]

minnininninininin;

ooooooo
goboooooboog

oooooooog
goboooooooou bbbooobooooobooooboooobobooo

gooooooo
oooooboooobooboboobooboboobooooo

ooo
poboooooboooooooooon.

Einnneeee e y|
gooooooo

goonooooogoogogon
ooobooooboooo

g
oooooo
gobooooobooooboooooooooo
EinnjuEiniaEinEEnnn
gooooooo
googggggggggg
goood: goboboooobooooo

ooooo
gooboddoooboooobbogoboogobboooboboun bbogobbooooboouobbooob boooooo
goooooooooo

go0ingoogogooingongoogog
obooogoo
poobooboboo bobobboboobo

googgogggg
gobooooobboooboboooboog
0 o
ooooooooog
goboooooooo oboboooboooooobooobboooooooooo
gogggggggd
ooooo:oooo o7

oooooo:oooo o 8
ooooo: 0000 013

godongoggogogd

oooooooood
goooooooooooooo

Uooo: 4 - 000ooooooooo: 3 ja [1001: 15.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoggoodd

EUOCNo. 1907/200601010

VIIA

booogboooooobooog
goooooobooooobogo

ooooooooooggogg
oooooooooboood booooooboogobobogoont oooboogoboogonoboooooogo

goongoggogogn

ooooooobo
oooooooooboooooo

ooooooooooog
ooooobooooooooao

oooooooo

gooooooooooooboon

CASI[] ooo ppm mg/m(] O /ml oo

13463-67-7 OO00000000; Titanium dioxide (nanoparticle, as Ti) - 0.3 oooo

godd
ooooood
o/looooooo
0000/00000000000
ooooo
00000000000004000000000CEDODOOD0D0D0DO0D0D0D0D0D0D0D0D0000 DODODDOD

pgoooboouobooooooboooboooobobyuoooboooooo Dobobooobboooobboooboog
noooooooooooooDononoo0o0oo000 00000000 d KCL Dermatril P NBR (D000 00)

ooooo
ooooooo
oooooo

oooobooobooooboobooobooooo booooobooo

gooogoogogoogo

goooo: od

0:

o oo

oo/0ooo: ggoooogo

ogoooooooooooo: 2501 °C

ooo: ooooogoo
ooo

oooo: ggoooogo

ggoo: ggoooogo

ooo: >250°C

ogoo: ogoooogo

OHD: ggoooogo

ooo: ggo

ggoooogoo

oooooooo
n-C10 00 00/00000: ggoooogo

Uoo0: 4 - 000ooooooooo: 3

ja

[10007: 15.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoggoodd
EUDNo. 1907/20060101]

ooo: ogoooogo
o ogoooogo
oooooo: ogoooogo

Einn

poboooboooooboooo
ogoo
gobooooooboo: oobbooooo
ggoood
oo: ggoooogo
oo: ogo
ogoo
gooooooo o

ooooooooo
ogoo: ggoooogo
ggooo: 100

Ein|

oooooooooooooobobooooooooooo
RN
goooooooboooooobooooo
gooogoooogo
gobooooooboog

gooooon
oo

oo
gooooooo

Einininnininininininin
goboodoobooogooo

[}
[}
[}
[}

0ooo
000000000000000000000000000

ATEmix D00
OOOO000 (D00) > 2000 mg/kg; OO0 OO0 (H00) > 2000 mg/kg; 000000 (DOOO0 D0) > 20 mg/l; (0
OO0O0(CO000 D/000) > 5 mgli

ooo LD50(50% 1) > (000 Study report (1996) OO0 401
2000 mg/kg
pgooogooo
Oooojooooooobooooooooooooog

ooooo
gobbobooooogobboooobobogoboog

Uooo: 4 - 000ooooooooo: 3 ja [1001: 15.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoouoodd
EUDNo. 1907/20060101]

VITA VM LC OPAQUE
0000000: 15.08.2023 DOO00: 148 ooosov7

0000000000/0000/000000

000000000D0DDODO0O0O0O0O0ODO0OoODoOoOooon
pooboobooooooooo
ugoooooo pogduoboooguoboooguoo
poooooooooooooon
oooooooo pooodooooooooooooooo
pugoooooog
000000oooooooooooooooooooooo
Oooooooooooooonooooooo
O0O0OHOOECHENo 1272/2008 [CLPYCO O OO L O LD OO L0000
12 D0O00O0O0
g
Dooo0oooooo: ooooo
CASOO ooo
Qoo looo IENRIE ooooo oo
13463-67-7 Titanium dioxide
0oooo LC50(50%1010107) 96 h|Carassius REACH OECD Guidline
>100 Registration 203
mg/l Dossier
oooo ErC50 >50 mg/l 72 h|Raphidocelis REACH OECD Guidline
subcapitata Registration 201
Dossier
0ooooo EC50 >100 48 hlArtemina salina REACH OECD Guidline
mg/I Registration 202
Dossier
ooag NOEC >=80 6 d|Danio rerio REACH OECD TG 210
mg/l Registration
Dossier
oooo NOEC >=1 mg/l 32 d|Synedra ulna, Environ. Tox. In this study, the
Scenedesmus Chem. authors report
quadricauda, 31,2414-2422 there
Stigeocloni (2012)
0oooo NOEC >1 mgl/l 10 d|Chironomus riparius REACH other: OECD
Registration Guideline 219
Dossier
ooobobnooo (EC50 >1000 3 hlactivated sludge, REACH OECD Guideline
mg/l) domestic Registration 209
Dossier
oooogog
oooooooo ooooooo
oo
ogoooood ooooooo
BCF
CASLL ogo BCF O ooooo
13463-67-7 Titanium dioxide >0.47-<3.19 |Artemia salina REACH Registration D
oooogog
ogoooooo pooooooo

14 - 13 ja 1 15.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Uoggoodd
EUDNo. 1907/20060101]

gooooooo
ggoooooooboogoboboooobooobbooooboooooboooobobooobooog

gooonooodn
oooooooo

ooooo
oooooooooboog

gogooon

ooooo
gooooooooboooobooboooob ooobobooboboooobooo

0ooooo
Ugoooooooboo noboboooooboooobboooboooooboBoobo

o0 (IMDG)
UNO OO OOIDO No dangerous good in sense of this transport regulation.
oodogoods No dangerous good in sense of this transport regulation.
nojoodogoogoos No dangerous good in sense of this transport regulation.
oogooooo: No dangerous good in sense of this transport regulation.
(17 (ICAO-TI/IATA-DGR)
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ADR: Accord européen 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 européen relatif au transport international des marchandises dangereuses par voies de navigation
intérieures)
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
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