Certificate

Full Quality Assurance
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No. CE 01986 | Product Services |

Issued to:

Gaeltec Devices Limited
Dunvegan

Isle of Skye

IV55 8GU

United Kingdom

In respect of: ‘
The design, development and manufacture of digital medical recorders and medical pressure
transducers

on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex lI, Section 3.2.

For and on behalf of the British Standards Institution, a Notified Body for the above Directive (Notified Body Number
0086):

“~~_ \
e

David W. Ford, Executive Director, Healthcare and Testing Services

First Issued: 1 Jul 1998 Date: 14 Oct 2010
Expiration Date: 30 Dec 2013
Page: 1 of 1

Landitions of Approval

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive.
This approval excludes all products designed and/or manufactured by a third party on behalf of the company named
on this certificate, unless specifically agreed with BSI.
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Certificate

History of Quality Assurance Certificate

Certiﬁcate No: CE 01986

Issue Date: 14 Oct 2010
Issued to: Gaeltec Devices Limited
Dunvegan
Isle of Skye
Date Reference Action
Number
01 July 1998 First issue
06 December 2000 Change of scope
26 February 2004 Certificate renewal
New certificate format
23 June 2008 7213287 Certificate Renewal
14 October 2010 7595171 Change of company name from Gaeltec Limited to Gaeltec
Devices Limited
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