Certificate / Certificat FR97/10103

The management system of / Le systéme de management de

PRODIMED S.A.S. - Division Plastimed

3, Rue Louis Armand,
95130 Le Plessis-Bouchard, France

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

Directive 93/42/EEC

Annex |l (excluding section 4) and Annex V (sterility aspects only)

Directive 93/42/CEE

Annexe Il (section 4 exclue) et Annexe V (aspects stérilité uniquement)

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 11 January 2011 until 15 August 2013 and
remains valid subject to satisfactory surveillance audits.

Recertification Audit due 15 August 2013

Issue 16. Certified since 23 June 1997

Ce certificat est valable du 11 janvier 2011 au 15 aot 2013 et

reste valide jusqu’a décision satisfaisante a l'issue des audits de suivi.
Date de renouvellement de certification 15 aoft 2013

Version 16. Certifié depuis 23 juin 1997

Notified Body Number 0120 / Organisme Notifié Numéro 0120

Authorised by / Autorisé par c €

SGS United Kingdom Ltd  Systems & Services Certification
2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t-+44 (0)1934 522917 f+44 (0)1934 522137 www.sgs.com

SGS CEE FR 010308 M2
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Certificate / Cerfifi catFR97/10103 continuedl Smte i

PROD]MED SAS.. DIVISIO“ Plastlmed' .
Dlrectlve 93/42_/EEC['.'f::"':'

e Perrpheral venous catheters (smg |
L Perrpheral venous catheters with: needte (Endocath@)
ROLE Central venous catheters (sing| an_d muitrlumen :Seidlflex®

. Vascuiar mtroducers (Desrl 1ntro® Laser fibre introducing catheter)
R Central venous short term tunnelling catheters (Hasselcath@
L “muttilumen tunnelling. Seldiflex®) and repair kits

EE Centrat venous Iong term tunnelling catheters: {single and multilumen

R - tunnelling: Seldiflex®, Seldlcuff®) and repair kits
Extensaon tubes (Connectub@ Biotub®)

- “Vinfusion filters

Central venous pressure manometers

Pressure transducers and monrtormg kits

. Connectors, caps,’ needleless connectors
B Abdommal and thoracic drainage devices (Pleurocath Pleurodrain,

Heimlich valve, Dual suction and discharge valve, Emergency
dramage, Peritoneal dialysis set Ascltrs puncture need!e, Ascitis
- ‘puncture set) -
Enteral feeding tube (Enterofeed Je;unostomy catheter)and - .
connectors Radio-opague dragnostrc dev:ce (C T Transrt}’ L

Annex v (stenhty aspects only) ) &0
Bronchial sampling catheters (Combicath) - = -
Oxygenotherapy (Jet ventrlatron catheter)_ T

ST e e_idrflexHemo)_- -
Needles (Autocath@ Mrcrodard@ Introducer PP, Paracervical - .- .
S blockade, Securex@ Cannula forrenal drainage)
i Gurdewrres, Spirox
Tunne]lmg accessorres (Tunneliseur)
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E Certficate / Certificat FR97/10103, contlnuet:t/Surtej; .
o -j;_-j_-;f:; PRODIMED S.A.S. - Division Plastrmed__ff{f:j;-éf:-"-_i‘
Directive 93/42/.=_Ec_55}:r

Annex It {excluding section 4) and Annex V (sterility aspects only) :3_'1

Directive 93/42/_CEE;;:'

: ii'_:_-- ..'i"__':_':-Annexe il (sectron 4 exclue) et Annexe V (aspects sterrlrt u

Assue / Versron 16

500pe {1 Domame g actrwté détaillé
Annex II'(sectron 4 exclue)
: Catheters arterlels perlpherrques (Seld:cath@ Ombilicath®)
;'Catheters veineux périphériques 'f(Ombltrcath@) mono et multriumrere)
Catheters veineux perlpherrq - ]

Hemo multtlumrere)

e ;Introducteurs vasculanres (Desrl lntro® Catheter gurde pour fibre
S . - laser)
L Catheters velneux centraux court terme tunneirsables (Hasselcath@
iy _ Seldiflex® multilumiére tunnelrsab!e) et kits de réparation
S Catheters veineux centraux long terme tunnelisables (Seldifiex® mono

' et multilumiére tunnelrsable, Seldrcuff@) et kits de réparation
- Tubes de connexron (Connectub@ Biotub®)
ST flltres de perfusion

Manometres pour pressron veineuse centrale

Capteurs. et sets de pression

Raccords, bouchons, needieless connectors

Dramage abdominal et thoracique (Pleurocath, Pleurodrain, Valve de.
“Heimlich, Valve double auto- -aspirante, drainage d‘urgence, set de
draiyse péritonéale, Microdard ponctron d ascrte, klt de ponction
R - “d'ascite)
R ¢ Cathéters de nutrition entérale (Enterofeed Sonde de Jejunostomie) et
. o ‘raccords
Dispositif radio-opague pour dragnostic (C T Trans;t)' S

Annexe V (aspects sterlhte umquement) ~ f_'f : s
Cathéters de prélévement bronchique (Combicath)- -~
' Oxygénotherapre {Cathéter transg!otthue ! Jet ventriatron) S

Argurlles (Autocath@ Mlcrodard® Introducteur PP; Bloc paracervical, -
' i Securex@ Canuie delavagerénal)
S  Guides, Spirox
Accessorres pour tun nelrsatron (Tunneliseur)’
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