
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 
wwwcofracfr 

GMED • Soci^te par Actions SimpUfiee au capital de 300 000 € • Organisme Notifi6/Notified Body n° 0^59 
Siege social : 1. rue Gaston Boissier - 75015 Paris • Tel . : 01 40 43 37 00 • gnned.fr 



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. 

AAA4r4r AAA AAAAAAAAAA A A A A AAA' 

2 sites / 2 sites 

c 

On behalf of the President 
Beatrice LYS 

Technical Director 

6HED • Socj^t^ par Actions SimpUfi^e au capital de 300 000 € • Organisme Notifie/Notified Body n° 0459 
Si^ge social: 1. rue Gaston Boissier - 75015 Paris • Tel.: 01 40 43 37 00 • gmed.rr , ADO - 720 DM 0701-32 rev 6 du 01/D8Q018 



GMED 
G R O U P E L N E 

ATTESTATION /CE/?r/F/C/\r£ N* 8827 rev. 16 
D6livr6e i Paris la 25 septembre 2019 
Issued in Paris on September 25th. 2019 

ATTESTATION CE /EC CERTIFICATE 
Approbation du Systtoie Complet d'assurance Q^alfWApproval ofM Quattty Assurance System 

ANNEXE II excluant le point 4 IDirective 93M2ff:EE relative aux dlspositifs mMlcaux 
ANNEX II excluding sectton 4 Dlret^e 93/42/EEC concerning medical devices 
Pour les dlspositifs de classe lil, un certificat CE de concepHon est requis 

For dass Hi devices, a EC design certificate to required 

Fabiicaiit / Manufacture^ 

SOPHYSA 
5 rue Guy Moquet 

91400 ORSAY FRANCE 
Catdgoiie du(de8) dispositif(s) / Device(s) category 

Valves, catheters et accessoires pour hydrocdphalle. 

Valves, catheters and accessories for hydrocephalus. 

Voir details sur addendum / See attachment for additional infbmriation 
GMED attests qu'i rexamen des rteultats figurant dans ie rapport rM6rane6 PM0247. le systime d'assurance qualHi - pour la 
conception, la production et le contr6le finai - des disposHJfB mddicaux 6num6r6s ci-dessus est conforme aux exigences de 
rannexe II excluant ie point 4 de la Directive 93M2/CEE. 

GMED cerSties that, on the basis of the results contained infhelUe referenced P600247. ffte quaSty system - for de^, manufactuing, and 
fine! Inspectkm - of medical devices listed here above complies with the requ^ements of the Dlrec^ve 93/42/EEC, annex II excludbf^g secOon 
4 

La validity du present certificat est soumise d une verification p6riodlque ou impr̂ vue 
The validity of the certificate is subject to periodic or unexpected verification 

Ddbut de validity 
Valable Jusqu'au 

/Effective date: September 25th, 2019 (included) 
/ Expiry date: October 12th, 2022 (included) 

On behal resident 
GMED-8827 rev. 16 
RenouveUe le certificat 8827-15 

Beatrice LYS 
Technical Director 

GMED • Soci^t^ par Actions Simplifiee au capital de 300 000 € • Organisme Notifie/Notified Body n*" 0459 
Si6ge social: 1, rue Gaston Boissier - 75015 Paris • T6L : 01 AO 43 37 00 • gmed.fr 



Addendum au certificat n" 8827 rev. 16 page 1/13 
Addendum of the certificate n' 8827 rev. 16 
Dossier/F//eN° P600247 

Identification des dispositifs / Identification of devices 

Dtergnation (Fr) Designation (Engl.) References European 
Classification 

GMON 
Coda 

Catheter ventriculafre exteme (gros diamdtre) External ventricular catheter (large 
lumen) DE-105 111 61399 

Catheter ventriculaire exteme Extema! ventricular catheter DE-106 III 61399 

Catheter ventriculaire Spiral-Port Fifth 
Ventricle, longueur 35cm 

Fifth Ventricle Spiral-Port ventricular 
catheter, length 35cm FVPC2 111 61399 

Cathdter de drainage exteme Kubala, 35cm Kubala extemal drainage catheter, 
35cm FVPC4 111 61399 

''.athfeter lombalre externe External lumliar catheter DE-108 ill 47079 

Catheter lombaire exteme avec guide 
introducteur 

Extemal lumbar catheter with Intriducer 
guide DE-109 III 47079 

Kit complet pour drainage externe - catheter 
ventriculaire gros diamdtre 

Ckjmplete Icit for extemal drainage -
large lumen ventricular catlieter DE-305 111 61798 

Kit complet de drainage ventriculaire exteme Complete kit for extemal ventricular 
drainage DE-306 III 61798 

Kit complet de drainage lombaire exteme Complete kit for extemal lumbar 
drainage DE-308 III 61797 

Kit complet de drainage externe ventriculaire 
et de monitoring du L C R 

Complete kit for extemal ventricular 
drainage and C S F monitoring DE-406 III 61798 

Kit complet de drainage exteme lombaire et 
de monitoring du L C R 

Complete kit for extemal lumbar 
drainage and C S F monitoring DE-408 III 61797 

Catheter distal atrial / p^rltondal Distal atrial / peritoneal catheter B905S 111 61159 

Catti6ter atrial anti-reflux Antireflux atrial catheter B905S-1Q III 61159 

^ a t h 6 t e r p6riton6al anti-reflux Antireflux peritoneal catheter B905S-20 III 61159 

Cath6ter ventriculaire coud6 10 cm Right angle ventricular catheter 10 cm BO100 III 61376 

Catli6ter ventriculaire coud* 11 cm Right angle ventricular catheter 11 cm BO110 ill 61376 

Catheter ventriculaire coud6 12 cm Right angle ventricular catheter 12 cm BO120 III 61376 

GMED 
GROUPE LNE 

GMED 0459 
<r 

On behalf of the President 
Beatrice LYS 

Technical Director 

OMED • Society par Actions Simplifiee au capital de 300 000 € • Organisme Notifie/Notified Body n° 0459 
Si6ge social: 1, rue Gaston Boissier - 75015 Paris • Tel.; 01 40 43 37 00 • gmed.fr ADD - 720 DM OTOI-31 ie» e du 01/DaflOlS 
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GMZD 
G R O U P E LNE 

Addendum au certificat n" 8827 rev. 16 page 2/13 
Addendum of the certificate n' 8827 rev. 16 
[Dossier / File N" P600247 

Mslgraitton (Fr) Designation (Engl.) References iuropean 
Cl&ssificatlon Cede 

Catheter ventriculaire droit p6diatrique 1.3 x 
2.2 

Paediatric straight ventricular catheter 
1.3x2.2 B 0 1 5 III 61376 

Cath6ter ventriculaire droit 1.5 x 3.0 Straight ventricular catheter 1.5 x 3.0 B 0 1 9 III 61376 

Catheter ventriculaire droit standard 1.3 x 2.5 Standard straight ventricular catheter 
1.3x2.5 BO19-10 III 61376 

Catheter ventriculaire droit gradu^ 1.3 x 2.2 Graduated straight ventricular catheter 
1.3x2.2 BO19-20 III 61376 

Catheter ventriculaire coud^ 4 cm Right angle ventricular catheter 4 cm BO40 III 61376 

.ath^ter ventriculaire coud4 5 cm Right angle ventricular catheter 5 cm BO50 III 61376 

Catti6ter ventriculaire coud6 6 cm Right angle ventricular catheter 6 cm BO60 ill 61376 

Catti6ter ventriculaire coud6 7 cm Right angle ventricular catheter 7 cm BO70 ill 61376 

Catti^ter ventriculaire coud6 8 cm Right angle ventricular catheter 8 cm BO80 III 61376 

Catheter ventriculaire coud6 9 cm f^ght angle ventricular catheter 9 cm BO90 III 61376 

Raccord catheter sym6trique droit Straight symmetric catheter connector CO-1010 til 47515 

Raccord catheter asym6trique droit Straight asymmetric catheter connector CO-2010 III 47515 

Connecteur 3 voies Three wray connector CO-3010 III 47515 

Kit de catheters lomlx)-p6riton6al Lumbo-peritoneal catheter K\i LPS50 Hi 61526 

"CattT^ter ventriculaire coud6 reservoir / 
pectoral 10 cm 

Right angle ventricular catheter 
reservoir / pectoral 10 cm PLO10 III 61376 

Cath6ter ventriculaire coud6 r6servolr / 
pectoral 11 cm 

Right angle ventricular catheter 
reservoir / pectoral 11 cm PL011 III 61376 

Catheter ventriculaire coud6 reservoir / 
pectoral12cm 

Right angle ventricular catheter 
reservoir / pectoral 12 cm PL012 III 61376 

Catheter ventriculaire coud6 r6sarvoir / 
pectoral 3 cm 

Right angle ventricular catheter 
reservoir / pectoral 3 cm P L 0 3 III 61376 

G M E D 

GMED 0459 
On belialf of the President 

Beatrice LYS 
Technical Director 

GMED • Societe par Actions Simplifiee au capital de 300 000 € • Organisme Notifi^otified Body n" 0459 
S i ^ e social: 1, rue Gaston Boissier - 75015 Paris • Tel.: 0140 43 3700 • gmed.fr A D D - 7 2 0 DMOTOI-SI rwBdu ovasBOK 
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GMZD 
G R O U P E LNE 

Addendum au certificat n' 8827 rev. 16 page 11/13 
Addendum of the certtTicate n' 8827 rev. 16 
Dossier / File N° P600247 

Dteignitlon (^r) Designation (Engl.) References European 
Classification 

GMDN 
Code 

Kit Sophy® SM1-H pr6connect6 / BO19-10 Sophy® SM1-H kit preattached / BO19-10 SM1-2010H ill 61123 

Kit Sophy® SM1-L pr§connect6 / B019-10 Sophy® SM1-L kit preattached / BO19-10 SM1-2010L III 61123 

Kit Sophy® SM1-M pp6connect6 / 8019-10 Sophy® SM1-M kit preattached / BO19-10 SMI-201OM Hi 61123 

Kit Sophy® SIV11A-H pr6connect6 / B019-10 Sophy® SM1A-H kit preattached / B019 -
10 

SM1A-
201 OH lit 61123 

Kit Sophy® SM1A-L pf6connect6 / BO19-10 Sophy® SM1A-L kit preattached / B019 -
10 

SM1A-
2010L 111 61123 

Jt Sophy® SM1A-M pr6connect6 / BO19-10 Sophy® SM1A-M kit preattached / B019 -
10 

SM1A-
201 OM HI 61123 

Valve Sophy® SM1-H / antichambre Sophy® SM1-H valve / antechamber SM1A-H III 35965 

Valve Sophy® SM1-L / antichambre Sophy® SM1-L valve / antechamber SM1A-L III 35965 

Valve Sophy® SM1-M / antichambre Sophy® SM1-M valve / antechamber SM1A-M III 35965 

Valve Sophy® SM1-H / resereoirtrou trepan Sophy® SM1-H valve / burr hole reservoir SM1B-H III 35965 

Valve Sophy® SM1-L / reservoir trou trepan Sophy® SM1-L valve / bun- hole reservoir SM1B-L 111 359GS 

Valve Sophy® SM1-M / reservoir trou trepan Sophy® SM1-M valve / burr hole resen/oir SM1B-M III 35965 

Valve Sophy® Mini monopression HP Sophy® Mini monopressure valve HP SM1-H 111 35965 

Valve Sophy® Mini monopression BP Sophy® Mini monopressure valve L P SM1-L 111 35965 

Valve Sophy® Mini monopression MP Sophy® Mini monopressure valve MP SM1-M Hi 35966 

Valve ajustable Sophy® Mini / 3 press. Sophy® Mini adjustable valve / 3 press. SM3 III 35965 

Valve ajustable Sophy® Mini / 8 press. Sophy® Mini adjustable valve / 8 press. SMS ill 35965 

Valve ajustable Sophy® Mini / 8 press. 10-140 Sophy® Mini adjustable valve / 8 press. 
10-140 SM8-140 111 35965 

GMED 0459 
On t>eiiaif of the President 

Beatrice LYS 
Technical Director 

GMED • Society par Actions Simplifiee au capital de 300 000 € • Organisme Notifie/Notified Body n° 0459 
S i ^ e social: 1, rue Gaston Boissier -75015 Paris • Tel. :01 40 43 37 00 • gmed.fr ADD-720DM 0701-31 meduOlAHOOlS 
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Addendum of the certificate n' 8827 rev. 16 
Dossier/F//eN° P600247 

G R O U P E L N E 

Ce certificat couvre les sites et >es activit6s suivantes /This certificate covers 
the foUowina sites et activities : 

SOPHYSA - 5 rue Guy RAoquet - 91400 ORSAY CEDEX - France 
Si^ge social - Responsable de la mise sur le march^ 
Headquarters - Legal nmnufacturer 

SOPiHYSA - rue Sophie Germain - Technopole TEIMIS - 25000 BESANQON - France 
Conception - fabrication - Contrdle final 
Design - manufacturing - Final control 

GMED 0459 

6HED • Sodm par Actions SimpUfite au capital de 300 000 € • Organisme Notifi^otified Body n" 0459 
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