Certificate GB98/7945

Femcare-Nikomed Limited

Stuart Court, Spursholt Place, Salisbury Road, Romsey,
Hampshire, S051 6DJ, UK

Device |denlification:
Filshie™ Clip System - Contraceptive tubal occlusion device for
permanent female sterilisation

Medical Purpose of Device:
Indicated for permanent female sterilisation by occlusion of the
Fallopian tubes.

has been assessed and cerlified as meeling the requirements of

EC Directive 93/42/EEC

on Medical Devices Annex Il, section 4

It is cerlified that the manufacturer's design dossier (and product, where applicable) for the above device
has been examined and, based on the evidence submitted, it is considered that the device

conforms to the relevant Essential Requirements of EC Direclive 93/42/EEC.

This certificate is issued in conjunction with a cerlificate covering the full quality assurance system lo
Annex Il, which must be subject to regular compliance visits.

This certificate is valid from 07 July 2008 until 07 July 2013
Issue 6

Cerlification is based on report number(s) PC DDE 201988 dated 22 May 2008

Addenda 1o that report have been issued on the following dates:

Addendum Date Reason for Addendum
N/A N/A

Notified Body Number 0120

Authorised by

i

SGS United Kingdom Ltd Systems & Services Cerification
202B Worle Parkway, Weston-super-Mare, BS22 6WA, UK

t +44 (0)1934 522917 f +44 (0)1934 522137 www.sgs.com
SGSEC 01 1007
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