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EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or 1il)

No. G116 05 32283 045

Product Service

Manufacturer: Biomatlante SA
ZA les Quatre Nations

5, Rue Edouard Belin
44360 Vigneux de Bretagne

FRANCE
Product Calcium phosphate bone substitutes;
Category(ies): (non-active implants)

Resorbable fixation systems

(Polylactic and composite screws; composite
sheaths);

Collagen implants from porcin

origin (Membranes)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 1.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate
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Ii—tl is mandatory. See also notes overleaf.
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Report No.: 713077573_2
Valid from: 2018-01-15
Valid until: 2022-11-26

Date, 2018-01-15 M

Stefan Preil}

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 of 2
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A1104.11

—
<
(&)
s
o
= =
L
Ll
¢
(=)
(o= ]
<<
o)
™
—_
s =
(S8
)
4
-
<
b4
=
©
=
o
Q.
L
o
4
i
=

3

=3 =
o'l o

ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or Ill)

No. G116 0532283 045

Facility(ies): Biomatlante SA ZA les Quatre Nations
5, Rue Edouard Belin, 44360 Vigneux de Bretagne, FRANCE

Biomatlante SA Pdle Bio-Ouest
Rue du Moulin de la Rousseliére, 44800 Saint Herblain, FRANCE

Page 2 of 2
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ZERTIFIKAT & CERTIFICATE o

** ')fi’i; " Benannt durch/Designated by
4 Y&  Zentralstelle der Lander

w
Y !l_§ * fir Gesundheitsschutz
w [\

bei Arzneimitteln und
Medizinprodukten

* f 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 llI)

No. G7 032283 0057 Rev. 00

www.zlg.de

Product Service

Manufacturer: Biomatlante SA
ZA les Quatre Nations

5, Rue Edouard Belin
44360 Vigneux de Bretagne
FRANCE

Product: Fixation systems
Resorbable Fixation Systems

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 Il certificate is mandatory. See also notes overleaf.

Report no.: 713128484
Valid from: 2019-03-14
Valid until: 2022-12-06

Date, 2019-03-14 / W

Stefan Preil}

Page 1 of 5
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

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



{? W‘;‘* 2 Benannt durch/Designated by

b ¢ x Zentralstelle der Lander
< W p fir Gesundheitsschutz
,.’/( ERPECEI—— -

bei Arzneimitteln und

www.zlg.de

* Medizinprodukten E
* 4k 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 0057 Rev. 00

Product Service

A4/ 07.17
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(&) Facility(ies): Biomatlante SA _
— ZA les Quatre Nations, 5, Rue Edouard Belin, 44360 Vigneux
t de Bretagne, FRANCE
=
oc
LLl Model(s): Composite Interference Screw
(&) Polylactic Interference Screw
. Parameter:
=
Numéros d'articles Type/Parametres :
TN Articles Numbers Madal(s) namos Type/Parameters Matedtal
S 08CPVI0725 Composite Interference Screw D 7x L 25 Calcium Phosphate - Polymer
g 08CPVI0730 Composite Interference Screw D 7 x L 30 Calcium Phosphate - Polymer
= 08CPVI10825 Composite Interference Screw D 8 x L 25 Calcium Phosphate - Polymer
o.
L 08CPVI10830 Composite Interference Screw D 8 x L 30 Calcium Phosphate - Polymer
o 08CPVI0925 Composite Interference Screw D 9 x L 25 Calcium Phosphate - Polymer
’ 08CPVI0930 Composite Interference Screw D 9 x L 30 Calcium Phosphate - Polymer
mﬂm 08CPVI1030 Composite Interference Screw D 10 x L 30 Calcium Phosphate - Polymer
'Iﬁl::ll::tl 11CPVI0720 Composite Interference Screw D 7 x L 20 Calcium Phosphate - Polymer
%né 11CPVI0820 Composite Interference Screw D 8 x L 20 Calcium Phosphate - Polymer
5]
y e 11CPVI0920 Composite Interference Screw D 9 x L 20 Calcium Phosphate - Polymer
; ’ 12CPVI1025 Composite Interference Screw D 10 x L 25 Calcium Phosphate - Polymer
Ll 15CPVI1135 Composite Interference Screw D 11 xL 35 Calcium Phosphate - Polymer
=
<< 15CPVI1235 Composite Interference Screw D 12 x L 35 Calcium Phosphate - Polymer
2 13PVI0720 Polylactic Interference Screw D 7 x L 20 Polymer
L: 13PVI0725 Polylactic Interference Screw D 7x L 25 Polymer
'E 13PVI0730 Polylactic Interference Screw D 7 x L 30 Polymer
3 13PVI10820 Polylactic Interference Screw D 8 x L 20 Polymer
. 13PVI10825 Polylactic Interference Screw D 8 x L 25 Polymer
13PVI10830 Polylactic Interference Screw D 8 x L 30 Polymer
: 13PVI10920 Polylactic Interference Screw D 9 x L 20 Polymer
x 13PVI0925 Polylactic Interference Screw D 9 x L 25 Polymer
t 13PVI0930 Polylactic Interference Screw D 9 x L 30 Polymer
[
(= Page 2 of 5
: TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 + 80339 Munich + Germany



Benannt durch/Designated by

A4 [ 07.17

Rl el CiE
“ (&) ‘if* ’ ‘ WW Medizinprodukten £
— w % X ZLG-BS-244.10.08
t Product Service
- = g
I EC Certificate
(&) EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
L 2 (Devices in Class lll)
) No. G7 032283 0057 Rev. 00
(=
<
(&) 13PVI1025 Polylactic Interference Screw D 10 x L 25 Polymer
: 13PVI1030 Polylactic Interference Screw D 10 x L 30 Polymer
I: 15PVI1135 Polylactic Interference Screw D 11 x L 35 Polymer
ﬁ 15PVI1235 Polylactic Interference Screw D 12 x L 35 Polymer
o 121-10-0125 Composite Interference Screw D 10 x L 25 Calcium Phosphate - Polymer
) ’ 121-10-0130 Composite Interference Screw D 10 x L 30 Calcium Phosphate - Polymer
| : 121-10-0720 Composite Interference Screw D 7 x L 20 Calcium Phosphate - Polymer
N~ 121-10-0725 Composite Interference Screw D 7x L 25 Calcium Phosphate - Polymer
= 121-10-0730 Composite Interference Screw D 7 x L 30 Calcium Phosphate - Polymer
g 121-10-0820 Composite Interference Screw D 8 x L 20 Calcium Phosphate - Polymer
oz 121-10-0825 Composite Interference Screw D 8 x L 25 Calcium Phosphate - Polymer
t 121-10-0830 Composite Interference Screw D 8 x L 30 Calcium Phosphate - Polymer
o 121-10-0920 Composite Interference Screw D 9 x L 20 Calcium Phosphate - Polymer
‘ 121-10-0925 Composite Interference Screw D 9 x L 25 Calcium Phosphate - Polymer
Hm 121-10-0930 Composite Interference Screw D 9 x L 30 Calcium Phosphate - Polymer
ﬁ,(,ué 121-10-1135 Composite Interference Screw D 11 x L 35 Calcium Phosphate - Polymer
)'I;I(IUE:I! 121-10-1235 Composite Interference Screw D 12 x L 35 Calcium Phosphate - Polymer
|..§ MX08CPVI0725 Composite Interference Screw D 7x L 25 Calcium Phosphate - Polymer
‘ MX08CPVI0730 Composite Interference Screw D 7 x L 30 Calcium Phosphate - Polymer
L MX08CPVI0825 Composite Interference Screw D 8 x L 25 Calcium Phosphate - Polymer
: MX08CPVI0830 Composite Interference Screw D 8 x L 30 Calcium Phosphate - Polymer
:5 E MX08CPVI0925 Composite Interference Screw D 9 x L 25 Calcium Phosphate - Polymer
‘_:l— t MX08CPVI0930 Composite Interference Screw D 9 x L 30 Calcium Phosphate - Polymer
g ; MX08CPVI1030 Composite Interference Screw D 10 x L 30 Calcium Phosphate - Polymer
5 bt MX11CPVI0720 Composite Interference Screw D 7 x L 20 Calcium Phosphate - Polymer
< MX11CPVI0820 Composite Interference Screw D 8 x L 20 Calcium Phosphate - Polymer
ﬁ . MX11CPVI0920 Composite Interference Screw D 9 x L 20 Calcium Phosphate - Polymer
:?_) IE MX12CPVI1025 Composite Interference Screw D10 x L 25 Calcium Phosphate - Polymer
a E MX15CPVI1135 Composite Interference Screw D 11 x L 35 Calcium Phosphate - Polymer
E t MX15CPVI1235 Composite Interference Screw D 12 x L 35 Calcium Phosphate - Polymer
:E E Page 3 of 5
S ﬁ TUV SUD Product Service GmbH is Notified Body with identification no. 0123
& TUV SUD Product Service GmbH -« Certification Body « Ridlerstrae 65 + 80339 Munich Germany
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ZERTIFIKAT e CERTIFICATE o

Benannt durch/Designated by

> Zentralstelle der Lander S

. -. fur Gesundheitsschutz 2
X == 7? bei Arzneimitteln und =
wx ¢ Medizinprodukten §
% 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 0057 Rev. 00

1-0402702
1-0402703
1-0402714
1-0402724
1-0402771
1-0402772
1-0402773
1-0402781
1-0402782
1-0402783
1-0402791
1-0402792
1-0402793
1-0401004
1-0401012
1-0401013
1-0401024
1-0401071
1-0401072
1-0401073
1-0401081
1-0401082
1-0401083
1-0401091
1-0401092
1-0401093
LEO8CPVI0725
LEOSCPVI0730
LEO8CPVI0825
LEO8CPVI0830

Page 4 of 5

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Polylactic Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw
Composite Interference Screw

Composite Interference Screw

D10xL 25
D10xL 30
D11xL35
D12xL 35
D7xL20
D7xL25
D7xL30
D8xL20
D8xL25
D8xL30
D9xL20
D9xL25
D9xL30
D11xL35
D10xL25
D10xL 30
D12xL 35
D7xL20
D7xL 25
D7xL30
D8xL20
D8xL25
D8xL30
D9xL20
D9xL25
D9xL30
D7xL 25
D7xL30
D8xL25
D8xL 30

Product Service

Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer
Calcium Phosphate - Polymer

Calcium Phosphate - Polymer

TUV SUD Product Service GmbH « Certification Body « Ridlerstralie 65 « 80339 Munich + Germany
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D ¢ W Benannt durch/Designated by

’é

h Zentralstelle der Lander -
> <L o %%é iy
e X, N Medizinprodukten
~ * s K ZLG-BS-244.10.08
t Product Service
h - -
- EC Certificate
Y EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
L 2 (Devices in Class Ill)
= No. G7 032283 0057 Rev. 00
<
() LEO8CPVI0925 Composite Interference Screw D 9 x L 25 Calcium Phosphate - Polymer
Ll LEO8SCPVI0930 Composite Interference Screw D 9 x L 30 Calcium Phosphate - Polymer
3 L— LEOBCPVI1030 Composite Interference Screw D 10 x L 30 Calcium Phosphate - Polymer
I = =
Ll LE11CPVI0720 Composite Interference Screw D 7 x L 20 Calcium Phosphate - Polymer
o LE11CPVI0820 Composite Interference Screw D 8 x L 20 Calcium Phosphate - Polymer
. LE11CPVI0920 Composite Interference Screw D9 x L 20 Calcium Phosphate - Polymer
: LE12CPVI1025 Composite Interference Screw D 10 x L 25 Calcium Phosphate - Polymer
N~ LE15CPVI1135 Composite Interference Screw D 11 x L 35 Calcium Phosphate - Polymer
= LE15CPVI1235 Composite Interference Screw D12 x L 35 Calcium Phosphate - Polymer
g LE13PVI0720 Polylactic Interference Screw D 7 x L 20 Polymer
o LE13PVI0725 Polylactic Interference Screw D 7x L 25 Polymer
o.
TH] LE13PVI0730 Polylactic Interference Screw D7 x L 30 Polymer
e LE13PVI0820 Polylactic Interference Screw D 8 x L 20 Polymer
‘ LE13PVI10825 Polylactic Interference Screw D 8 x L 25 Polymer
HH."]I LE13PVI0830 Polylactic Interference Screw D 8 x L 30 Polymer
E‘;’,(Fé LE13PVI0920 Polylactic Interference Screw D9 x L 20 Polymer
%F:::I LE13PVI0925 Polylactic Interference Screw D9 xL 25 Polymer
%)
e LE13PVI0930 Polylactic Interference Screw D 9 x L 30 Polymer
‘ LE13PVI1025 Polylactic Interference Screw D10 x L 25 Polymer
Ll LE13PVI1030 Polylactic Interference Screw D 10 x L 30 Polymer
=
<T LE15PVI1135 Polylactic Interference Screw D 11 x L 35 Polymer
ot LE15PVI1235 Polylactic Interference Screw D 12 x L 35 Polymer
[5S
|
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>
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EC Certificate Full Quality Assurance System: Certificate/Certificat. FR19/81843462

The management system of / Le systéme de management de

COUSIN BIOTECH s.a.s

8, Rue de I'Abbé Bonpain, 59117 Wervicg-Sud, France

has been assessed and certified as meeting the requirements of / a été audité et certifié selon les exigences de

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Dispositifs médicaux, Annexe Il (section 4 exclue)

For the following products / Pour les produits suivants

The scope of registration appears on page 2 of this certificate.
Le domaine de certification apparait en page 2 de ce certificat.

This certificate is valid from 09 March 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 31 October 1996

and first certified by SGS Belgium NV since 16 December 2019

Ce certificat est valable du 09 mars 2020 au 24 mai 2024

et reste valide sous condition d'audits de surveillance satisfaisants.
Version 2. Certifié depuis 31 octobre 1996

et initialement certifié par SGS Belgium NV depuis 16 December 2019

Certification is based on reports numbered / La certification est basée sur les rapports référence FR/IMD 06953

This is a multi-site certification.
Additional site details are listed on subsequent pages.

Ceci concerne une certification multi site.
La liste des sites additionnels est mentionnée dans les pages suivantes.

Authorised by / Autorisé par

_“'-.
! . o aiE Y,
e G 1 T oS R

\

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD5007 - Ceriificate CE1639 Annex II-4_EN rev. 02

Page 10of/de3
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This document is issued by the Company subject fo its General Conditions of
Certification Services, unless otherwise agreed, accessible at
yww.sgs.comiterms_and_conditions.itm. Attention is drawn lo the limitations of
liability, indemnification and jurisdictional issues established therein, The
authenticity of this document may be verified at hips:/fwww.sgs.comenfcertified-
clients-and-products/certified-client-directory, Any unauthorized alteration, forgery
or falsification of the content or appearance of this document s unlawful and
offenders may be proseculed to the fullest extent of the law.



EC Certificate Full Quality Assurance System: Certificate/Certificat: FR19/81843462,
continued

COUSIN BIOTECH s.a.s
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Dispositifs médicaux, Annexe Il (section 4 exclue)

Issue / Version 2

For the following products / Pour les produits suivants

Disposable sterile Surgical instruments for the setup of the implants

(always provided in a set with the implants).

Non-sterile trial prosthesis for spinal and visceral surgeries;

Sterile Extraperitoneal non-resorbable parietal reinforcement implants;
Sterile intraperitoneal non-resorbable parietal reinforcement implants;

Sterile Adjustable gastric banding

Sterile spinal dynamic posterior stabilization devices;

Sterile devices for the interspinous space (with spinous support

or with laminar support) ;

Sterilé urogenital implants (Suburethral support tape and prolapse implants) ;
. 5 Sterile non resorbable Articular ligaments

G568 Sterile Cortical fixation devices;

“‘Sterile anchor devices tendinous and ligament reinforcement

Sterile ligament system for spinal correction and stabilization;

: Sterile intervertebral prosthesis;

Sterile BIOMESH® N3 and N3L Dura Mater Substitute Neurological Patches;
Sterile Adhesix™ Mesh Adhesive Parietal Reinforcement Implants.

Sterile Biomesh® Semi Resorbable Reinforcement Meshes, Semi Resorbable Plugs
and Films. - comprising Sterile dDDOME® devices;

Sterile 4DMESH / Biomesh® SR devices;

Sterile Biomesh® C.A.B.S. Air® SR devices and sterile 4D VENTRAL® devices;
Sterile ADHESIX®-BIORING® , T-BAND® and SLIMBAND™ Adjustable Gastric
Bands (with adhesive mesh support for the implantable port)

Class | Sterile: “Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions”

Sterile and disposable tensioner ancillaries for the placement
of Ligament System For Spinal Stabilization

Page 2 of 3

This document is issued by the Company subject to its General Conditions of
Certification Services, unless olhenwise agreed, accessible al
www.50s.comAterms_and_conditions.htm. Attention is drawn Lo the limitations of
liabllity, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/hwww.sgs.comven/certified-
clients-and-productsfoertified-client-directory. Any unauthorized alteration, forgery
of falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




EC Certificate Full Quality Assurance System: Certificate/Certificat: FR19/81843462,
continued

COUSIN BIOTECH s.a.s
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
Dispositifs médicaux, Annexe Il (section 4 exclue)

Issue / Version 2

For the following products / Pour les produits suivants

Instruments chirurgicaux stériles @ usage unique pour la mise en place d’implants
(fournis en kit avec I'implant). ;

Prothéses d’essai non-stériles pour les chirurgies rachidienne et viscérale ;
Implants stériles de renforcement pariétal extrapéritonéale non résorbables ;
Implants stériles de renforcement pariétal intrapéritonéale non résorbables ;
Anneaux gastriques ajustables stériles

Dispositifs rachidiens stériles de stabilisation postérieures dynamiques ;
Dispositifs stériles pour |'espace inter épineux

(avec appui épineux ou avec appui lamaire);

Implants urogénitaux stériles (Bandelettes de support sous urétrales et Implants
L ' pour le traitement du prolapsus) ;
Ligaments articulaires non résorbables stériles et dispositif de fixation cortical;
Dispositifs d'ancrage stériles pour le renforcement ligamentaire et tendineux ;

- Systeme ligamentaire stérile pour stabilisation rachidienne ;

st Prothéses intervertébrales stériles

Patchs neurologiques stériles Biomesh® N3 et N3L, Substituts de la dure mére
cranienne et spinale ;

Adhesix® Implants de renforcement pariétal adhésifs stériles ;

Plaques, Plugs et Films semi résorbables stériles : sDMESH®, 4DDOME®, 4D
VENTRAL® and Biomesh® CA.B.S.'Air SR®, Implant de renforcement pariétal semi
résorbable;

Anneau gastrique ajustable stérile avec systéme de fixation adhésif de la chambre
implantable Adhesix® Bioring®.

Classe | Stérile — « Produits mis sur le marché a |'état stérile, limité aux seuls
aspects de la fabrication liés a I'obtention et au maintien de I'état stérile »

Dispositifs médicaux non implantables stériles pour la chirurgie rachidienne

comprenant : Systéme ligamentaire pour stabilisation rachidienne

Where the above scope includes class Ill medical device(s), a valid EC Design Examination Certificate according

to Annex |l (Section 4) is a mandatory requirement for each device in addition o this certificate to place that device on the
market.

Lorsque le champ d'application ci-dessus comprend un ou plusieurs disposilifs médicaux de classe lll, un certificat
EC Design Examination Certificate valide, conformément a 'annexe II (section 4), est obligatoire pour chaque dispositif, en
addition du présent certificat, pour la mise sur le marche du disposiif.

Additional facilities/Sites additionnels

Allée des Roses, 59117 Wervicg-Sud, France

This document s issued by the Company subject to its General Conditions of Page 3 of 3

Cerlification Services, unless otherwise agreed, accessible al
www.sgs.comterms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hitps:/www.sgs.com/en/certified-
clients-and-products/certified-client-di y. Any thorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




Certificate FR96/8325

The management system of

COUSIN BIOTECH s.a.s

8, Rue de I'Abbé Bonpain, 59117 Wervicg-Sud, France

has been assessed and certified as meeting the requirements of ft?s m

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 05 September 2019 until 03 May 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 02 May 2022

Issue 31. Certified since 31 October 1996

Expiry date of previous certificate: 03 May 2019
End dale of last recertification audit: 25 April 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages.

Authorised by m

UKAS

MANAGEMENT
SYSTEMS

0005

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151:350-6666 f +44 (0)151 3506600 www.sgs.com

HC SGS 134852016 0118 M3

Page 10f 3
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This documentis Issued by the Company subject lo its General Conditions of
Certification Services accessible at www.sgs.comterms_and_conditions.him.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
Issues established therein. The authenticity of this document may be verified at
htip:/wny.sgs.comlen/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted o the fullest
extent of the law,



Certificate FR96/8325, continued

COUSIN BIOTECH s.a.s

1ISO 13485:2016
EN ISO 13485:2016

Issue 31

Detailed scope

Design, manufacture and sales of implantable medical devices
for visceral, orthopedic, vascular, neurological, gynecological
and urological surgery comprising:

Non-resorbable parietal reinforcement sterile implants (Abdominal
plug and meshes and reinforcement plug and meshes abdominal wall);
Sterile Adjustable gastric banding; Sterile Non resorbable articular
ligaments; Sterile Anchor devices; Sterile Devices for the interspinous
space (with spinous support or with laminar support); Sterile
Intervertehral prostheses; Sterile Urogenital implants (Suburethral
support tape and Implant for the treatment of prolapse); Non-sterile
Trial Prosthesis for spinal and visceral surgeries; Sterile ligament
system for spine stabilization,

Sterile spinal dynamic posterior stabilization devices.

Sterile Adhesix® Parietal Reinforcement Meshes with one adhesive
side; Sterile Semi-Resorbable Meshes, Plugs and Films: Biomesh®
SR, 4DDOME®, Biomesh® CA.B.S.’Air ® SR, Semi Resorhable
Reinforcement Parietal Implant; Sterile Biomesh® COH and Biomesh®
COL wall reinforcement meshes coated with porcine collagen; Sterile
Neurological Patches: Biomesh™ N3 and N3L, Cranial and Spinal Dura
Mater Substitutes; Sterile Adjustable gastric banding with adhesive
mesh support for the implantable port - Adhesix® - Bioring®.

Design, manufacture and sales of sterile non-implantable medical
devices for visceral, gynecological and urological surgery comprising:
Ligament system for spinal stabilization

Contract manufacturing of implantable medical devices
for orthopaedic, general, vascular and neurological surgery.

This document is Issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.comterms_and_conditions.htm.

Attention Is drawn to the limitations of liability, Indemnification and jurisdictional Page 2 of 3
issues established therein. The authenticity of this document may be verified at
hitp:/Avww.sgs.com/en/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the conlent or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law,
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Certificate FR96/8325, continued

COUSIN BIOTECH s.a.s

1ISO 13485:2016
EN I1SO 13485:2016

Issue 31

Detailed scope

Conception, fabrication et commercialisation de dispositifs médicaux
implantables pour la chirurgie viscérale, orthopédique, vasculaire,
neurologique, gynécologique et urologique, comprenant:

Implants stériles de renforcement pariétal non résorbables (plaques
et plugs abdominaux et plaques et plugs de renforcement de la paroi
abdominale); Anneaux gastriques ajustables stériles; Ligaments
articulaires non résorbables stériles; Dispositifs d’ancrage stériles;
Dispositifs stériles pour I'espace inter-épineux (avec appui épineux
ou avec appui lamaire); Prothéses intervertébrales stériles; Implants
urogénitaux stériles (Bandelettes de support sous-urétrales

et Implants pour le traitement du prolapsus); Prothéses d’essai non-
stériles pour les chirurgies rachidienne et viscérale; Systéme

.. ligamentaire stérile pour stabilisation rachidienne;

Dispositifs rachidiens stériles de stabilisation postérieure dynamique.
Adhesix® Implants de renforcement pariétal adhésifs stériles;
Plaques, Plugs et Films semi résorbables stériles: Biomesh® SR,
4DDOME® and Biomesh® CA.B.S.’Air ® SR, Implant de renforcement
pariétal semi-résorbable; Biomesh® COH et Biomesh® COL.: plaques
de renforcement de paroi imprégnées de collagéne porcin; Patchs
neurologiques stériles: Biomesh™ N3 et N3L, Substituts de la dure
mére cranienne et spinale; Anneau gastrique ajustable stérile avec
systéme de fixation adhésif de la chambre implantable - Adhesix® -
Bioring®.

Conception, fabrication et commercialisation de dispositifs médicaux
non-implantables stériles pour la chirurgie viscérale, gynécologique
et urologique, comprenant : Systéme ligamentaire pour stabilisation

rachidienne.

Fabrication en sous-traitance de dispositifs médicaux implantables
pour la chirurgie orthopédique, générale, vasculaire et neurologique.

Additional facilities

Allée des roses, 59117 Wervicg-Sud, France

This documentis issued by the Company subject to its General Conditions of
Certification Services ible at vwaw.sgs.comierms_and_conditions.htm.

Attention is drawn to the limitations of liability, indemnification and jurisdictional Page 30of3
issues established therein. The authenticity of this document may be verified at
http:/www.sgs.comven/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document s unlawful and offenders may be prosecuted (o the fullest
extent of the law.
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Biomatlante

Biologics Solutions

BIOMATLANTE _ IMPRIMES IM5.22-EN
5, Rue Edouard Belin Version 2
ZA les Quatre Nations .

MIT Page : 1/2
44360 Vigneux de Bretagne EC DECLARATION OF CONFOR Y age

Manufacturer: Biomatlante

ZA Les Quatre Nations

5 Rue Edouard Belin

44360 Vigneux de Bretagne
France

Notify Body: TUV SUD Product Service GmbH

Ridlerstrape 65
80339 Munich
Allemagne

[dentification N°: 0123

Product Category: Resorbable Fixation Systems

Product Articles Numbers: See Attachments

We, Biomatlante, declare under our sole responsibility that the above mentioned products
.are compliant to the dispositions of the following EC Directive and to the provisions

transposing this Directive into the code of the French Public Health.

Directive: Directive 93/42/CEE

Classification: Class IlI

Assessment of Conformity: Annex |
CE Certificates: Annex 1.3 : G116 05 32283 045
Annex I.4 : G7 032283 0057 Rev. 00

Expiry Date of Declaration of Conformity: 6 December 2022

These devices are manufactured in the European Union.

On: 14 October 2019
Place: Vigneux de Bretagne

Name of the authorized person: Mme Nancy TRICHEREAU
Function of the authorized person: Quality and Regulatory Affairs Manager

Signature :

000

SA au capital de 124 586 Euros+5 Rue Edouard Belin-ZA Les Quatre Nations-F-44360 Vigneux de Bretagne
Tel : +33 (0)228020009 - Fax : +33 (0)228020010 - Site : www.biomatlante.com

R.C.S Nantes 402 687 495-SIRET 40268749500026-APE 2013 B-N° Intracommunaulaire : FR53402687485
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l MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 032283 0058 Rev. 02

America.

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

Certification Mark:

N 1501485

Scope of Certificate: Design and Development, Production and Distribution
of Calcium Phosphate, Bone Substitutes and Activity of
Cleaning and Packaging of Medical Devices Sterile or
Non-Sterile; Collagen Based Medical Devices, Polymer
and Composites Implants with Associated Instruments
and Calcium Phosphate Injectable Implants

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA.
See attachment page for listing of specific regulatory
requirements

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the

manufacturer listed above has been audited against the stated criteria and found to conform to those

criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 49-371-0719
Effective Date: 2019-02-05
Expiry Date: 2022-02-04
Page 1 of 3

Date of issue: 2019-09-17 2 7%]) 2

( Dawn M. Tibodeau )
Manager Certification Body MHS

TOV SUD America Inc. » 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA - www.tuvsud.com
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM‘

CERTIFICATE

No. QS6 032283 0058 Rev. 02

America.

Regulatory Requirements: Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

-21 CFR Part 803
- 21 CFR Part 806
- 21 CFR Part 807
- 21 CFR Part 820

Facility(ies): Biomatlante SA
ZA les Quatre Nations, 5, Rue Edouard Belin, 44360 Vigneux
de Bretagne, FRANCE

Biomatlante SA
Péle Bio-Ouest, Rue du Moulin de la Rousseliére, 44800 Saint
Herblain, FRANCE

L Tdhav

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

Page 2 of 3
Date of Issue: 2019-09-17
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ZERTIFIKAT & CERTIFICATE ¢

l MEDICAL DEVICE SINGLE AUDIT PROGRAM

America.

CERTIFICATE

No. QS6 032283 0058 Rev. 02

Facility Scopes:

Page 3 of 3
Date of Issue: 2019-09-17

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

Design and Development, Production and Distribution
of Calcium Phosphate, Bone Substitutes and Activity of
Cleaning and Packaging of Medical Devices Sterile or
Non-Sterile; Collagen Based Medical Devices, Polymer
and Composites Implants with Associated Instruments
and Calcium Phosphate Injectable Implants

DUNS No: 49-371-0719

Biomatlante SA
Péle Bio-Ouest, Rue du Moulin de la Rousseliére, 44800 Saint
Herblain, FRANCE

Design and Development, Production and Distribution

of Calcium Phosphate, Bone Substitutes; Collagen Based
Medical Devices, Polymer and Composites Implants with
Associated Instruments and Calcium Phosphate Injectable
Implants

DUNS No: 26-125-5300

o s

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA » www.tuvsud.com
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