‘ ] I' I A' supnsans

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VM LC OPAQUE LIQUID

7H 8 : 17.01.2023 NE ZE: 186

Z 10911

1. 2FSHH|E 3t 2| Ao 2ot HH

7L HEZ
VITA VM LC OPAQUE LIQUID
Lt HFo| A0 =9 ABHO| Ho
EH/ZHES 8=

MM NotoRA A

Ct. SEX ¥&

S
2|ALY: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Lz Spitalgasse 3
T D-79713 Bad Sackingen
APM B 1338

D-79704 Bad Sackingen

T3t +49(0)7761-562-0

X H: info@vita-zahnfabrik.com

HEh regulatory affairs

TR HE: info@vita-zahnfabrik.com

A [V AN www.vita-zahnfabrik.com

HE MY 7|2 Regulatory Affairs
=gl ko) +49-(0)761-19240

FIHHER

medical device

BAMES: +49(0)7761-562-299
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T (EC) No. 1272/2008
Flam. Lig. 2; H225
Skin Irrit. 2; H315
Skin Sens. 1; H317
STOT SE 3; H335
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T+E(EC) No. 1272/2008
2pgo] EAIE R 4
methyl methacrylate; methyl 2-methylprop-2-enoate; methyl 2-methylpropenoate
2-hydroxyethyl methacrylate
methyl methacrylate
ethylene dimethacrylate

7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers)

2-dimethylaminoethyl methacrylate

H=zo: ol
AYEXL
WE R4 3 - BT S A BUCh 2 Ko o142 15.03.2023



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

‘ ]I' I A‘ supnenns

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VM LC OPAQUE LIQUID

7H 8 : 17.01.2023 N&E ZE: 186 == 2 ¢ il
qo-918 27
H225 nolshy oy 8 F7
H315 oo At=S 22y
H317 UP 27|y I wee Yo + U
H335 SE7I XSS g = s
oL=x 24
P210 a2/ mgH AL oY LA YU 2 RE HEoA 2. 5¢
P233 87| ol 2hstAlL.
P261 2 /8/7tA/0IAE/S7)/A2Y 0|9 FYS TSHAIL
P280 B HU/E239/w HEo7/0tH B/ o8 X8H A
P233 87|15 TS| LHSHAIL
Ch folld-218d ER7ZIEM Zot=X| 2= 7(E Rolid-21Ed
OrF & HE=I} gich
3. T88E0 B8 A ERY
2=
2o 42
CAs Bz St F/HEY A 0|HES) gee
EC Bz |A—'.‘°_I Hz |REACH No.
23 (7#78(EC) No. 1272/2008)
97-90-5 ethylene dimethacrylate 55 - < 60 %
202-617-2 |607—114—OO—5 |O1—2119965172—38
Skin Sens. 1, STOT SE 3; H317 H335
80-62-6 methyl methacrylate 20 - < 25 %
201-297-1 |607-O35—00—6 |01 -2119452498-28
Flam. Lig. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335
72869-86-4 7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture 10-<15%
of isomers)
276-957-5 | |01—2120751202-68
Skin Sens. 1B, Aquatic Chronic 3; H317 H412
2867-47-2 2-dimethylaminoethyl methacrylate 1-<5%
220-688-8 |607-132—00—3 |
Acute Tox. 4, Acute Tox. 4, Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H312 H302 H315 H319 H317
868-77-9 2-hydroxyethyl methacrylate 1-<5%
212-782-2 |607-124—00-X |
Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H315 H319 H317
80-62-6 methyl methacrylate; methyl 2-methylprop-2-enoate; methyl 2-methylpropenoate <1 %
201-297-1 607-035-00-6 |
Flam. Lig. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335

HTA 27 1683 HESHAR.
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SCL, M-factor U/ = ATE

CAS Hiz EC s |§f§.’ =2Y/28Y 3l O|HES) oee
SCL, M-factor Jl/E= A

97-90-5 202-617-2 |ethy|ene dimethacrylate 55 - < 60 %
ZI]: LD50 = 3300 mg/kg STOT SE 3; H335: >= 10 - 100

80-62-6 201-297-1 methyl methacrylate 20 - < 25 %
ZI): LD50 = > 5000 mg/kg

2867-47-2 220-688-8 |2-dimethylaminoethyl methacrylate 1-<5%
ZI: ATE = 1100 mg/kg; ZT: ATE = 500 mg/kg

868-77-9 212-782-2 |2—hvdroxvethv| methacrylate 1-<5%
Z7: LD50 = 5050 mg/kg

80-62-6 201-297-1 |methy| methacrylate; methyl 2-methylprop-2-enoate; methyl 2-methylpropenoate < 1 %
Z1): LD50 = >5000 mg/kg
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CAS Bz Iy
s 48 o2 5 =X 2
97-90-5 ethylene dimethacrylate
P LD50 3300
mg/kg
80-62-6 methyl methacrylate
Ao LD50 > 5000
mg/kg
2867-47-2 2-dimethylaminoethyl methacrylate
P! ATE 500
mg/kg
Zm| ATE 1100
ma/kg
868-77-9 2-hydroxyethyl methacrylate
AR LD50 5050 E
mg/kg
80-62-6 methyl methacrylate; methyl 2-methylprop-2-enoate; methyl 2-methylpropenoate
Zm LD50 >5000
mg/kg

& HolHo 23 =F

JES BFHA

AP 27)d O/F 23S Lo = S (ethylene dimethacrylate; methyl methacrylate;

7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-

1,16-diol-dimethacrylat (mixture of isomers);

2-dimethylaminoethyl methacrylate; 2-hydroxyethyl methacrylate; methyl methacrylate; methyl

2-methylprop-2-enoate; methyl 2-methylpropenoate)
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Annex Il % IBC ZE0 2 W3 (bulk) 25

SZOLL ZE0f CHst obH, B 3 2 AE/ M

EU 73

A2 HISHREACH, 225 AXVIN:
Entry 3, Entry 40, Entry 75

2010/75/EU(VOC):

2004/42/EC(VOC):

2012/18/EU (SEVESO IlI):

7|EL L S 2l=Hol o st A

18 Mgk

1,216 %

1216 %
P5c FLAMMABLE LIQUIDS

A
= CIO[E A|EQ| BtE THEOIA O HH Q|

a9 =

LH%O| 74 =|. 1,14.

oo

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 Classifi

cation 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 Classifi
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%

cation, Labelling and Packaging of Chemicals
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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

VOC: Volatile Organic Compounds

SVHC: Substance of Very High Concern
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