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ZERTIFIKAT e CERTIFICATE ¢

W Benannt durch/Designated by

b ¢ . 4 Zentralstelle der Lander
< WR 4 fur Gesundheitsschutz
N === e bei Arzneimitteln und
w w Medizinprodukten

K 4 K ZLG-BS-244.10.08

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G7 032283 0059 Rev. 00

www.zlg.de

Product Service

Manufacturer: Biomatlante SA
ZA les Quatre Nations
5, Rue Edouard Belin
44360 Vigneux de Bretagne
FRANCE

Product: Bone substitutes

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex Il (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: 713160819
Valid from: 2019-06-05
Valid until: 2022-11-26

Date, 2019-06-05 / W

Stefan Preil®
Head of Certification/Notified Body

Page 1 of 4
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body « Ridlerstrae 65 « 80339 Munich « Germany



Benannt durch/Designated by

oy ’(3; Zentralstelle der Lander &

- WE 4 fir Gesundheitsschutz 2
X é%é o bei Arzneimitteln und =
w ¢ Medizinprodukten g

ZLG-BS-244.10.08

EC Certificate

Product Service

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lll)

No. G7 032283 0059 Rev. 00

A4 10717

—
<
()
bl
o
oc
Ll
()
o
a
<<
(<) Facility(ies): Biomatlante SA . . _
I ZA les Quatre Nations, 5, Rue Edouard Belin, 44360 Vigneux de
e Bretagne, FRANCE
=
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, :‘, Model(s): Injectable Bone Substitute
4 Parameter:
o
<L . : ;
N Product Line Articles Numbers Model(s) names  [Type/ Parameters Material
| > 0601GE01 piectable Bone l4mL Calcium Phosphate
= 0801GES50 gﬁ‘;‘;‘&'@ Bone lo.5mL Calcium Phosphate
- 1
. Injectable Bone .
) wa BG-M10 substituto 1mL Calcium Phosphate
= Injectable Bone
BG-M20 Substitute 1mL Calcium Phosphate
W INJ-BS-0.5 g‘i‘f)‘;ﬁ%’t‘z Bone g 5mL Calcium Phosphate
X INJ-BS-1 e Bone  l4mL Calcium Phosphate
o
?I,l;l('g 2 INJ-BS-10 Injsctaple Bone |y Calcium Phosphate
] i Substitute P
Injectable Bone .
® INJ-BS-2.5 i 2,5mL Calcium Phosphate
— Injectable Bone :
: INJ-BS-5 substitute 5mL Calcium Phosphate
- Injectable Bone .
(] 1004PU500R Substitute 0,5mL Calcium Phosphate
— Injectable Bone
(o) I: 1105PU0250R e fes 2,5mL Calcium Phosphate
5
o= Injectable Bone
i Ll 1106PUOSOR Substitute 5mL Calcium Phosphate
|
: 3 1107PU0100R Injsctable Borne g0y Calcium Phosphat
S Substitute m Aleitm Fhosphate
wn ;
o 1401PUO1OR piectable Bone l4mL Calcium Phosphate
= <
u N Injectable Bone g
% - 1405PU010R Sulsstitats 1mL Calcium Phosphate
w t Injectable Bone )
> . 1001PU01DE SubSHtE imL Calcium Phosphate
=
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o 1002PU50DE 'S”Jfft‘i‘b'e Bone 1o 5mL Calcium Phosphate
Ll ubstitute
[ 1102PU025DE glectable Bone o smi Calcium Phosphate
:; 1103PU350DE giicstg‘tﬁ'tz Bone 4L Calcium Phosphate
Injectable Bone .
‘ 4 310-0000-10 Substitute 1mL Calcium Phosphate
o Injectable Bone .
<< MO005 Substitite 0,5mL Calcium Phosphate
= Injectable B
< MO010 sttt o [tmL Calcium Phosphate
5 e Injectable Bone ;
) = 5 MO025 Substitute 2,5mL Calcium Phosphate
23 Injectable Bone
o. MO050 Substitute 5mL Calcium Phosphate
Ll
Q MO100 piectable Bone  l4omL Calcium Phosphate
a " 6 05-9059053010 'S”lljfgt?tz'g Bone g 5mL Calcium Phosphate
r i | [[[
(73]
Injectable Bone .
0
2 ?I,’I(I E:l VELOSS05V e 0,5mL Calcium Phosphate
ﬁ E\I’)I(::II:::I Injectable Bone
=] RO VELOSS100 SlJJbStitUte 10mL Calcium Phosphate
:8 .ﬁ|ﬁ
Injectable Bone ;
S ‘ VELOSS10V Pr— 1mL Calcium Phosphate
Ll Injectable Bone .
g : 7 VELOSS10V1 Substitite 1mL Calcium Phosphate
w .
> P VELOSS25 'S”ﬁ‘;t;’tz'é Bone ) 5mL Calcium Phosphate
:: et
= .
- VELOSS10 ?&i‘?ﬁtﬁ'& Bone 4L Calcium Phosphate
=
N -'= Injectable Bone .
% w VELOSS50 Substitiits S5mL Calcium Phosphate
O :
8 MED1405PU010R 'S”J‘E)Ct".‘b’e Bone 4L Calcium Phosphate
N ’ ubstitute
' Injectable Bone ;
= [ s MZG1001PUO1DE Substitute 1mL Calcium Phosphate
;E < ° Injectable B
njectable Bone :
- MZG1002PU50DE : 0,5mL Calcium Phosphate
g i Substitute
(== ¥ i
% - 10 LE1004PU500R g‘i’i‘;‘:&i Bone 16 5mL Calcium Phosphate
= oc
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| o— LE1405PU010R S - 1mL Calcium Phosphate
T ubstitute
= T1004PU500R InjestableBors g gy Calcium Phosphate
Substitute
5 " ble B
Injectable Bone .
T T1405PUO010R Substitute 1mL Calcium Phosphate
X3 12 KI1405PU010R Injeclable Bone gy Calcium Phosphate
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=
<
-
1 S
=
=
o.
LLl
(&
fHm
o
1=+
(1h
i3
|II‘EI:
L 2
=
= Ll
Sl
)
17 <C
O
L
D sy
=) h
< o=
i L
L O
o
=) .
wn
e =
E <
R X
‘g e
0 R e
=
E o
@ o Page 4 of 4
H N TUV SUD Product Service GmbH is Notified Body with identification no. 0123 TOV
w
; TUV SUD Product Service GmbH « Certification Body « Ridlerstrafie 65 + 80339 Munich « Germany



