Certificate / Certificat FR98/13880.00

The management system of / Le systéme de management de

FRANCEMED S.A.R.L

20, Avenue Aristide Briand,
92220 Bagneux, France

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

ISO 13485:2003
EN ISO 13485:2012

For the following activities / Pour les activités suivantes

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 16 January 2014 until 29 May 2016

and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 29 May 2016

Issue 18. Certified since 29 May 1998

Le certificat est valable du 16 Janvier 2014 au 29 Mai 2016

et reste valide jusqu'a décision satisfaisante a l'issue des audits de suivi.
L’audit de renouvellement doit avoir lieu avant 29 Mai 2016

Version 18. Certifié depuis 29 Mai 1998

Authorised by/Autorisé par

[ ]
3

SGS United Kingdom Ltd  Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

SGS 13485-2 0612 M2 FR

Page 1 of/de 2

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at http://www.sgs.com/en/Terms-and-
Conditions. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues established therein. The authenticity of this document may
be verified at http://www.sgs.com/clients/certified_clients.htm. Any unauthorized
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.
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http://www.sgs.com/en/Terms-and-Conditions
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Certificate / Certificat FR98/13880.00, continued/suite

FRANCEMED S.A.R.L

1ISO 13485:2003
EN ISO 13485:2012

Issue / Version 18

Detailed scope/Domaine d’activité détaillé

Design, manufacture, packaging and commercialization of sterile and non
sterile implants and surgical and non surgical instruments and custom
made devices.

Subcontracting packaging of medical devices.

Conception, fabrication, conditionnement et commercialisation d’implants
stériles et non stériles et d’instrumentation associée a usage chirurgical
ou non chirurgical et dispositifs sur mesure.

Conditionnement a fagon de dispositifs médicaux.

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at http://www.sgs.com/en/Terms-and-
Conditions. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues established therein. The authenticity of this document may Page 2 oflde 2
be verified at http://www.sgs.com/clients/certified_clients.htm. Any unauthorized
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
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Certificate / Certificat FR89/13880.01

The management system of / Le systéme de management de

MEDICALEX S.A

20, Avenue Aristide Briand,
92220 Bagneux, France

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

1ISO 13485:2003
EN ISO 13485:2012

For the following activities / Pour les activités suivantes

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 16 January 2014 until 29 May 2016

and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 29 May 2016

Issue 18. Certified since 29 May 1998

Le certificat est valable du 16 Janvier 2014 au 29 Mai 2016

et reste valide jusqu’a décision satisfaisante a l'issue des audits de suivi.
L’audit de renouvellement doit avoir lieu avant 29 Mai 2016

Version 18. Certifié depuis 29 Mai 1998

Authorised by/Autorisé par

[ ]
3

SGS United Kingdom Ltd  Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

SGS 13485-2 0612 M2 FR

Page 1 oflde 2

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at http://www.sgs.com/en/Terms-and-
Conditions. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues established therein. The authenticity of this document may
be verified at http://www.sgs.com/clients/certified_clients.htm. Any unauthorized
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.
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Certificate / Certificat FR89/13880.01, continued/suite

MEDICALEX S.A

ISO 13485:2003
EN ISO 13485:2012

Issue / Version 18

Detailed scope/Domaine d'activité détaillé

Purchasing and Distribution of medical devices.

Achat et distribution de dispositifs médicaux.

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at http://www.sgs.com/en/Terms-and-
Conditions. Attention is drawn to the limitations of liability, indemnification and
jurisdictional issues established therein. The authenticity of this document may Page 2 oflde 2
be verified at http://www.sgs.com/clients/certified_clients.htm. Any unauthorized
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
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