EC Certificate Full Quality Assurance System: Certificate US98/13734

The management system of

Mui Scientific, Division of H & A
Mui Enterprises Inc.

145 Traders Boulevard East,
Unit #34, Mississauga, Ontario, L4Z 3L3, Canada

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products

Manometric pumps; non sterile manometric catheters for
gastrointestinal motility diagnosis and barostat bag pump and
barostat non sterile catheters for the diagnosis of anorectal disorders.

Where the above scope includes class lll medical device(s), a valid EC Design Examination
Cartificate according to Annex Il {Section 4) is a mandatory requirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 12 August 2016 until 17 May 2021
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 17 May 2019

Issue 11. Certified since 17 May 1998

Cerfification is based on reports aumbered WW/MC 08933

Authorised by

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weslon-super-Mare, BS22 6WA UK
t+44 (0)1934 522017 {+44 (0)1934 522137 www.5g5.com

SGS CE020215
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