67/7'eknimedm,&

Biomaterials Innovation

q

DECLARATION OF CONFORMITY
TEKNIMED SAS

8, rue du Corps Franc Pommiés
65500 Vic-en-Bigorre
France

declare under our sole responsibility that the following medical devices:

Description
ORCEM 1 Surgical cement

Reference number 17.0201

Class: lIb (Rule 8 - annex IX)
GMDN code : 35217

ORCEM 3 Surgical cement

Reference number 17.0202

Class: lIb (Rule 8 - annex IX)
GMDN code : 35217

Meet all the provisions of the £
» European Medical Devices Directive 93/42/EEC V:u pour ﬁmfﬁmlﬂn 2 7 1
» Code de la santé publique mnt&wlle de la signature

. deM. §, CALES
Conformity assessment procedure:
e Annex Il excluding Section 4 ‘

EC Certificate
* N° CE 646667

Notified Body :

* BSI Group The Netherlands B.V., n° 2797
Say Building,

John M. Keynesplein 9,

1066 EP — Amsterdam

Netherlands

NS :
L’Union, 01/11/2019 ’ Eknfmed Stéphanie SALLES

Regulatory Affairs Manager

it Rramc Pommiés ~
Digitally signed by Turcanu Stg&§0() HhRiaaite - \ \
Date: 2021.06.28 16:41:45 EEST g o 4/-5Eotte - France o _—
Reason: MoldSign Signature Tel. (3 k(P 10 60 ~
Location: Moldova ’ —

149 960 00038
9 960 00053
3) 534 25 27 39 - SIRET 352 949 960 00046

72 - SIRET 35:

- SIRET

Siége Social : 8, rue du Corps Franc-Pommigs - 65500 VIC en BIGORRE (France) - Tél(33) 5 62 96 88 38 - Fax (33) 5 62
Administration et Logistique : Z./ de la Herray - 65500 VIC en BIGORRE (France) - Tél(33) 5 62 96 86 38 - Fax
iervices Commerciaux et Techniques : Z./. de Montredon - 11, rue Apolio - 31240 L'UNION (France} - Tél (33) 534 25 10 60 - Fax
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