
GMZD 
G R O U P E L N E 

CERTIFICAT 
CERTIFICATE OF REGISTRATION 

N*> 9291 rev. 9 

GMED certifie que le systdme de management de la quality d6velopp6 par 

GMED certifies that the quality management system developed by 

SOPHYSA 
5 rue Guy Moquet 

91400 ORSAY FRANCE 

pour les activlt6s 
for the activities 

Conception, fabrication et vente de valves, de catheters et d'accessoires pour hydroc6phalie, de 
chambres k catheters implantables, de systdmes de mesure de pression intracrdnienne. 

Fabrication et vente d'i lectrodes pour sondes implantables de stimulation cardiaque. 

Design, manufacturing and sales of valves, catheters and accessories for hydrocephalus, of implantable 
ports, of intracranial pressure measurement systems. 

Manufacturing and sales of electrodes for cardiac pacing leads. 

r^aiisdes sur le(s) site(s) de 
performed on the location(s) of 

Voir addendum 

See addendum 

est conforme aux exigences des normes Internationales 
complies with the requirements of the international standards 

NF EN ISO 13485 : 2016 - ISO 13485 : 2016 
Debut de validity /Effective date September 25th, 2019 (included) 
Valable jusqu'au /Expiry date .October 12th, 2022 (included) 
Etablf le /issuedon: September 25th, 2019 
cofroc On beha sident 

Beatrice L Y S 
Technical Director 

GMED N° 9291-9 
Ce certificat est ddlivr̂  seion les r^les de certification GMED / This certificate is issued according to the rules of GMEO certification DfSY$TEME$ 

MMNUCiMDn 
Aca«iMillon n'UXOt 

etpoftttdsponMeuif Renouvelle le certificat 9291-8 
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Addendum au certificat n** 9291 rev. 9 page 1/1 
Addendum of the certificate n" 9291 rev. 9 
Dossier / File N" P600247 G R O U P E L N E 

Ce certificat couvre les activites et les sites suivants / This certificate covers 
the following activities and sites: 

Version f rangaise: 
Conception, fabrication et vente de valves, de catheters et d'accessoires pour 
hydrocephalie, de chambres a catheters implantables, de systdmes de mesure de 
pression intracranienne. 
Fabrication et vente d'diectrodes pour sondes implantables de stimulation cardiaque. 

Version anglaise: 
Design, manufacturing and sales of valves, catheters and accessories for hydrocephalus, of 
implantable ports, of intracranial pressure measurement systems. 
Manufacturing and sales of electrodes for cardiac pacing leads. 

• 5 rue Guy Moquet - 91400 ORSAY CEDEX - France 

Version frangalse: 
o Vente de valves, de catheters et d'accessoires pour hydrocephalie, de chambres a 

catheters implantables, de systdmes de mesure de pression intracrSnienne. 
o Vente d'eiectrodes pour sondes implantables de stimulation cardiaque. 

Version anglaise: 
o Sales of valves, catheters and accessories for hydrocephalus, of implantable ports, of 

intracranial pressure measurement systems., 
o Sales of electrodes for cardiac pacing leads. 

V Rue Sophie Germain - Technopole TEMIS - 25000 BESANpON - France 

Version frangaise: 
o Conception, fabrication de vah^es, de catheters et d'accessoires pour hydrocephalie, de 

chambres d catheters Implantables, de systdmes de m^ure de pression intracranienne. 
o Fabrication d'eiectrodes pour sondes Implantables de stimulation cardiaque. 

Version anglaise: 
o Design, manufacturing of valves, catheters and accessories for hydrocephalus, of implantable 

ports, of intracranial pressure measurement systems, 
o Manufacturing of electrodes for cardiac pacing leads. 
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2 sites / 2 sites 
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On behalf of the President 
Beatrice LYS 

Technical Director 
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