VITA Zahnfabrik H.Rauter GmbH & Co.KG
SXHEHKIE

VITA VIONIC BOND I[; VITA VIONIC BOND multiDose |
708 <: 05.09.2024 ME ZE: 288 Z 199

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

7L HEY

VITA VIONIC BOND |[; VITA VIONIC BOND multiDose |

Lt HE2 M0 8o Ar84o| Hit

g3/zAES 85
MM NotoRA A

Ct. SEX ¥&

S
2|ALY: VITA Zahnfabrik H.Rauter GmbH & Co.KG
EE: Spitalgasse 3
A D-79713 Bad Sackingen
APAJ 1338
D-79704 Bad Sackingen
a3t +49(0)7761-562-0 BAMES: +49(0)7761-562-299
X H: info@vita-zahnfabrik.com
HEh regulatory affairs
X H: info@vita-zahnfabrik.com
A [V AN www.vita-zahnfabrik.com
HE MY 7|2 Regulatory Affairs
FIHHER

medical device

2. Roig-/1EY

7L fo8-2EE 2%

THE(EC) H= 1272/2008
Flam. Lig. 2; H225
Skin Irrit. 2; H315
Skin Sens. 1; H317
STOT SE 3; H335

Lt CIMEX £7E THS D BX B2
T (EC) H= 1272/2008

2Hof] EAE Rl 4=
methyl methacrylate

triethylene glycol dimethacrylate

dibenzoyl peroxide; benzoyl peroxide

M50 A
J-EX:
foll-2" 27
H225 nolzt Ay A F7|
H315 R A== d2d
H317 L E7|d O/ LSS Lol = JAS

W Sl 6 - HTES OiM Uk 5 ko QI e: 23.10.2024




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VIONIC BOND I; VITA VIONIC BOND multiDose |

7478 : 05.09.2024 XNE AL 288 %2099
H335 SE7I XSS g = s
oL=x 24
P370+P378 A Al 22 17| | (2)=(E) AH8HAIR.
P501 H7 |22 YU EE/87| 5T 7|52
P210 S IO20/HH AT 51 SOOI HII/ICZEE HESIA|2. ¢,
P261 =/8/7tL/0I2E/F7|/A2E 019 S TBHAIL.
pP280 23 /B3 o/F ESF/QOH B /8 ES51E A8 A,
P302+P352 &0 228 ol 22 MeAle.
P333+P313 & A= = ZHH0| LEEHLHE: ofSHA Ol ZA|/Z QS RoA|R
P362+P364 QYE OFE HI CHAl AHE T MEBHAIR
Ch folld-21Rd ER7IEM Z8eX] 2= (e Rolid-2Hd
OFF & FEI} GiCt
3. FH4E0 BY U B8R
=8s
B e
CAs Hz oot R E/HEY A O|HES) e
EC HZ MEI s |REACH No.
25 (FE(EC) M= 1272/2008)
80-62-6 methyl methacrylate 75 - < 80 %
201-297-1 |607»035—00»6 |O1 -2119452498-28
Flam. Liq. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335
109-16-0 triethylene glycol dimethacrylate 5-<10%
| |O1 -2119969287-21
Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1, STOT SE 3; H315 H319 H317 H335
94-36-0 dibenzoyl peroxide; benzoyl peroxide 1-<5%
202-327-6 | |O1—2119511472»50
Org. Perox. B, Eye Irrit. 2, Skin Sens. 1; H241 H319 H317
HAH 27 1672 HRSHAIL.
SCL, &A= M S/ ATE
CAS Hiz EC Bim SfetEAE/ME8Y 8l O|H(EE) e
SCL ZHZA4= M Sl/E= ATE
80-62-6 201-297-1 |methy| methacrylate 75 - < 80 %
Zm: 1D50 = > 5000 mg/kg

ot S718 SETCh oA X7 Ha.

LRt HEA FAl 2 K@) B2 4of HCY,

£ol Soiztg o
S0l ¥EE FR0lE HE A
Byoig

WY 846 - MAS OhA Bk s

QI e: 23.10.2024




VITA Zahnfabrik H.Rauter GmbH & Co.KG
=ZRlollo

L. 288

VITA VIONIC BOND multiDose |

.
1

VITA VIONIC BOND I

of met X|Z3tAIL.
(C0o2), A

3

OtF 2 =7t gich

7§78 &: 05.09.2024
5. ZE-SHRHA| CHA U

ZIEt 2lAte] FolAtet

VIIA

30
o 3 = il
u > %0 o Hr
n__l x.__u JH A.___._ =
W . =) N = jol
—t == n_
Ko = I = = o
~ ol ol oju ™~ of
bl H Ril Ko ~
7. 58 o i ~ Mo
R ) 6 g el
ol oy i i 4l ~
E Al
mm oI & ol =~ Klo
< 0 o i v
ol Ww o+ ._4_._ ] M_
= E] 10. ol
RO o KD Mr 0
o [ u o =
8 o & 1 0 A B =
o2 7 o] | 3 oo pdl
2 4 — oF ) < 0
<+ s ° T K MT oo N >
— oF I = Gl e jn N
el 1o oF zu i) = el
_ = < ol Hr R hdl
o H AN i ) i K0 K0
o < m [ = :
Bl Z < oju 10l ..MH_ du K
ol ) N <u i i ot ro
ol 3 ol B L T —
X0 hdl o 8l
a0 X m ﬂ o2 &6 o 1o o
il %o oo u ﬁ =2 = i 5 g
= o o0 - ~ o ! ol T
= el ok Klo ol o o[ up
© &=l on = P oF = 4
ol o 1o ~ 3 —
ol K| or fof M_u =3 B 0o @ — %I rir mn_
=0 20| 1of ol L x XS L
=31 = 20 oy ® d - KR 2 oF i}
oKD wm  Oom o I T e : o O R0 I
w0 T h o o I S k=) u ~ A o o
| M o < o of 5 o oS K1 oo b o i -
~ o W g om T om= = ur ol o = o O
) o 1] % U o N 23 - o K+ — N =
21 Klo o o U 30 = = o =luo = K K - . K o
YR IR o - SR - KA ooy
ol Gt Tw | E|F wt oHw ooy RO g =L oab
T F g w8 5 ¥U 5t | TEE LT | 3 T8 o
e S ar || B BE ps Hiay dex B g mho Sk
wim S Tt g o R o Mg R g Moo | o Y@ B o
mien S @ |2 M A Mo Moo=y oammol N | D) om mim ol Mg
m R Rl oyor ok | X o o oam HAaE g xwm | K g FT 0 ST
3 ) = o I - 0 | B X B
o o = | ol ot Wl %ol H l F| & & o
o [ K+ © N~ =) [ o ~| N

QI e: 23.10.2024

ko

Ltk s

3

=

k=l

T 6 - HES A




VITA Zahnfabrik H.Rauter GmbH & Co.KG
%499

L. 288

VITA VIONIC BOND multiDose |

.
1

VITA VIONIC BOND I

7H 8 &: 05.09.2024

VIIA

oj

E]
<

pal

a7 Arg

t

=

i
[

g

=

Had S g0 oy
oS

R

8 LEYUX AU pelEsy

E
=

_In_
F
K- < < £ o
£ = EE R
IS
)
=
~N
<
S
S~
[®)]
€
E R 8
g 2
= c
N o
Ko £ 2
-y @© _—
oK = W
TOo O
X0 @ ©
ol § v =
s o €
D —
£ S =
T — T =
:._w Q w
- s 2
(=] o -r
|
. L O
m 2 QT
H__.bm ol mu
on o T m
T &3 i
¥ 2 w
_|T g > =
o TR ol
5|~ & =
o] o ©
AR
(%]
<| & + &
O | — o ©

1]
1
Rrr
r
o

-

ol
Rl
R

il
R
or
Ho

-

ol
R

=9
==

S/ =

Ch 7k2/A21/

sjof et

=2
=]

b

A

i

d1

K
30
o
oK
1ol

=/82 B3

%0

o7

=
(=

A

.
o

3

3
=1,

Hz=Atet &

b 8

o
o

Y EWE KCL Butoject FEIE WX F7| 60 min

A BS

1o

N
foln
1of

[X[OIM =

0
£
[¢)

Ql2Z 2| JEHi):

QI e: 23.10.2024

ko

Ltk s

3

=

k=l

T 6 - HES A




VITA Zahnfabrik H.Rauter GmbH & Co.KG
£59)9

VITA VIONIC BOND multiDose |
HE ZE: 288

.
1

VITA VIONIC BOND I

7H 8 &: 05.09.2024

VIIA

E
=3

0 =
=r =0

0
a4
)
S~
P
14
A

101 °C

o+
0
&0
1
=t
KO
1
A

3!

olo

=
{0

b-d:

QI3

ol

5[]
=
i

iy

ol
{0

ol
oF
30

.

L]
Hr
A

o
—_

od

2,1 vol. %
12,5 vol. %

il

ol
<0

ol
oF
0

-

n
Hr
J

m)
-

od

10 °C

430 °C
ofL| 2

-
(=B

S

Oj

b

3

CHE SR OIM B3l=

pH:
g

o

olo
o]

K0

ol

1100 hPa

<

450 °C)

Aot 2=

olo

uo
=
i

K
7t

olo

uo
=
i

A

vy

.. M-O-D

Ip
30

-

Ko ™

1.0 %

el 7] 2.

q]

.Hrmm
1of

g

t

(o)
[}

ot

PG
=}

fo| &20M X

oo
j0l
®0
oF

olo
>

ol

msfor g =

-

ol

QI e: 23.10.2024

ko

Ltk s

3

=

k=l

OtF 2 =7t gich

F6- HTS OiA




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VIONIC BOND I; VITA VIONIC BOND multiDose |

708 <: 05.09.2024 MZE AE: 288

2699

St

Fgo ohot Y=

=
=4 54
&%t HIOIH O 2H3IH, 27 T 7|F0f sHEsHX| S,
ATEmix Al
ATE (Z7) > 2000 mg/kg; ATE (ZI) > 2000 mg/kg; ATE (B Z71) > 20 mg/L; ATE (BY HX|/HL) > 5
mg/L
CAS = kS
E 4R o2 3 =X 2
80-62-6 methyl methacrylate
A1 LD50 > 5000
mg/kg
o8 2M4d EEs XSd/48 & &4 £= 1134
o8 2AM/mE K= M(skin corrosion/irritation): I 20| XI2& Yo
Mot & &4/ K= d(serious eye damage/eye irritation): &t C|O|E O 2AHSIH, 2F THCh 7| =0
SHESHR| 3.
S57| npl’d/m e ol
Ay 27|d O/ F BHES 2o = AF (methyl methacrylate; triethylene glycol dimethacrylate; dibenzoyl

peroxide; benzoyl peroxide)

OHM/MALMIE HO|2 A/ A S

MALM = 0| d(germ cell mutagenicity): &% CIO[E{ 0] 2 A5 H, &F TETH 7|F0|| siZSHX| &3,
L2 -d(carcinogenicity): 8%t Cl|O|E 0] 2H3stHM, 27 T 7|F0f| s SHR| &S,
M A= d(reproductive toxicity): €t HIO|E{0| 2H3stH, &&F THE 7|F0|| siESHK| 3.
EW BNYI| 54 (13 =)
87| =S Y2 = AS (methyl methacrylate)
EW BN 54 MHE 5
8%t OIO[H 0| 27stH, 257 Tt 7|FEof siEsiX] A
£ fold
&%t HIO|Eof| 2H3tH, 257 Tt 7|F0of siEstX| Y=
HAEO Cig =71 HE
0] 2322 73 (EC) No. 1272/2008 [CLPIQ| 2|O|0|AM QEEE 2 B &0 ULt
12. 240 0|X|= F&
ME 5%
O] ME2 otLch &E=4d.
Ied 9 2
O] MIE2 HAE x| &2 HMEolct
ME =54
Ol ME2 HAE &X| &2 NEo|Ct
E¥olsd
O] HIE2 HAE &X| &2 MEolch
PBT @7t Zat
SHE0| Q= EEELS REACH, annex X0 [H2 PBT/vPVvB 7| &0 £ &81X| &S,
O] MIE2 HAE &X| &2 XS0lCt
WEH uzt £
WY sl 6 - M-S CHA| LCH S ko QI 23.10.2024




2799

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VIONIC BOND multiDose |

NZ ZC: 288

.
1

Ch H7|22 sie Btoll mah H7|5tA| 2.

3

ot
ch.

VITA VIONIC BOND I

0}-7.”

71 : 05.09.2024
OtF&H HETt QiCk

7t Yo
13. H|7|A] Fo|Atst

| 7| e

H7|A FOlAIEHR
14. 250 2%t JH
84 2% (ADR/RID)

7| Y

VIIA

UN 1993

of
b1l
<
i

u,
o

10f
|

o
ok

FLAMMABLE LIQUID, N.O.S. (methyl methacrylate)

F1

274 601 640D
1L

E2

33

D/E

(tunnel restriction

|

=
=.

20|

=
BHE A& 2
code):

o
$

UN 1993

ol
b1l
<xr
J

o

10f
5l

o
ok

FLAMMABLE LIQUID, N.O.S. (methyl methacrylate)

o
Rr
=l
RO
rr
k|
ok

ujo

il

o0

oMol ¢

4o
o

=.
=

20|

L=z
=

o
2

F1
274 601 640D
1L
E2

ul &o
™ e
1= 1
IHur

UN 1993

o}
el
an
<
J
|
o
el

k3|
ok

QI e: 23.10.2024

ko

Ltk s

3

=

k=l

6 - HTS OA




2899

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VIONIC BOND multiDose |

NZ ZC: 288

.
1

FLAMMABLE LIQUID, N.O.S. (methyl methacrylate)

ammonium compounds

274

1L

E2

F-E, S-E

VITA VIONIC BOND I

80| =:
2 (LQ:
_E_.

&)
[=}

13 1

EmS:

(o)
=

Z
&hZ 23 (ICAO-TI/IATA-DGR)

7H 8 &: 05.09.2024

VIIA

UN 1993

ol
b1l
<
1

u,
o

1ol
£
]
oF

(methyl methacrylate)

FLAMMABLE LIQUID, N.O.S.

50
Rrr
=l
RO
rr
k|
oF

353
5L

364
60 L

1L
Y341
E2
ofL e

A3

oA H-

R
el

20l&:

=]

5
IATA-ZEZ X[A| Ate-2tE:

IATA-ZZZ X|A| A}
IATA-Z|CH

|
IATA H|
Passenger LQ:
IATA-Z|CH

o
2

230M2 2

-

wufr

-

A

=

S|

7 AR
MARPOL 73/78 Annex Il ¥ IBC 220 [}E "3 (bulk) 25

(REACH, £ AXVII):

Entry 3, Entry 40
71Ef S 3 2l5Eo 2of

b

Zhnk
s
of

4

EU 7#738
AL H|

15. HA FrsE

KK
oju

2 Hlet

SPEEEELEIEE

joll

oF

&l

o ZojstA

=27 1t

KU
<

QI e: 23.10.2024

ko

Ltk s

3

=

k=l

T 6 - HES A




‘ ] I' I A' supnenns

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VIONIC BOND I; VITA VIONIC BOND multiDose |

708 <: 05.09.2024 MZE AE: 288

2999

3tetEE HHd "7 (Chemical Safety Assessment)
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Org. Perox
Flam. Lig: 212td X|(flammable liquids)

Skin Irrit; I| & BAM /I8 X}=d(skin corrosion/irritation)
Eye Irrit: Mot & &4/ Xt M(serious eye damage/eye irritation)

Skin Sens: 57| 1t/ & 021X (respiratory sensitization/skin sentitization)

STOT SE: E™EXNZEY| 54 - 13| = (specific target organ toxicity - single exposure)
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%
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