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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 570643

Issued To: Intronix Technologies Corporation
26 McEwan Drive, Unit 15
Bolton
Ontario
L7E 1E6
Canada

In respect of:

Manufacture of electrophysiological amplifiers, stimulators and associated accessories.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):
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Frank Lee, EMEA Compliance & Risk Director

First Issued: 15 June 2011 Date: 13 May 2016

Expiry Date: 13 June 2021
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Information and Contact
351 Assurance UK Limiterd, reqis (
A member of BSI Group of Companies.



bsi.

By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 570643
Date: 13 May 2016
Issued To: Intronix Technologies Corporation
26 McEwan Drive, Unit 15
Bolton
Ontario
L7E 1E6
Canada
Subcontractor: Service(s) supplied
Emergo Europe EU Representative

Molenstraat 15
2513 BH The Hague
Netherlands
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Information and Contact; BSI, Kitemark Court
BSI Assurance

UK Limited, req
mber of BSI Group of Companies




