Certificate

}_

Full Quality Assurance
No. CE 75472

Issued to:

Neoss Limited
Windsor House
Cornwall Road
Harrogate

HG1 2PW
United Kingdom

In respect of:
The design and manufacture of sterile dental implants, non-sterile and sterile dental abutments

and related surgical instrumentation.

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

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

David Ford, Managing Director, BS| Product Services

First Issued: 16 Sep 2003 Date: 30 Sep 2008
Expiration Date: 15 Sep 2013
Page: 1 of 1

Conditions 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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BSI Product Services, Kitemark House, Maylands Avenue, Hemel Hempstead, Hertfordshire, HP2 4SQ United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
BS! Group Headquarters: 389 Chiswick High Road, London W4 4AL Tel: +44 (0)20 8996 9000 PS1023/0108/AP



Certificate

List of Significant Subcontractors

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

Certificate No. CE 75472

Date: 30 Sep 2008
Issued to: Neoss Limited Windsor House
Harrogate

United Kingdom

Subcontractor Service(s) supplied
Wesley Coe (Cambridge) Ltd. Packaging
Gas Lane

Ely

Cambridgeshire

United Kingdom

CB7 4GH

Elos AB Manufacture
Industrigatan 10

SE-540 16 Timmersdala

Sweden
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Pinol A/S Manufacture
Engvej 33
DK-3330
Gerlase
Denmark

Maillefer Instruments Holding SARL Manufacture
Chemin du Verger, 3
CH-1338 Ballaigues

Switzerland L
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Product Services

BSI Product Services, Kitemark House, Maylands Avenue, Hemel Hempstead, Hertfordshire, HP2 45SQ United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
BSI Group Headquarters: 389 Chiswick High Road, London W4 4AL Tel: +44 (0)20 8396 9000 PS1023/0108/AP



Certificate

List of Significant Subcontractors

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

Certificate No. =~ CE 75472

Date: 30 Sep 2008
Issued to: Neoss Limited Windsor House
Harrogate

United Kingdom

Subcontractor Service(s) supplied
Swann-Morton (Services) Ltd. Gamma Irradiation
Owlerton Green Microbiology Service
Sheffield
South Yorkshire
United Kingdom
S6 2BJ ~ L . . L

Samaplast AG Manufacture
Neugruetstrasse 3
St. Margrethen

CH-9430
_Switzerland R o
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Product Services

BS! Product Services, Kitemark House, Maylands Avenue, Hemel Hempstead, Hertfordshire, HP2 4SQ United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
BS| Group Headauarters: 389 Chiswick Hiah Road, London W4 4AL Tel: +44 (0)20 8996 9000 PS1023/0108/AP



Certificate

History of Quality Assurance Certificate

Certificate No: CE 75472

Issue Date: 30 September 2008
Issued to: Neoss Limited Windsor House
Harrogate
United Kingdom
Date BSI Reference No. | Action
16 September 2003 - First Issue
19 January 2004 : Extension to scope
Addition of new Sub-contractors
30 September 2008 7272416 e Certificate renewal

e Scope clarification

e Subcontractor amendments - addition of
Samaplast AG as manufacturing sub contractor
activity and removal of Unor AG and Walter
Rickli Micromecanique.

e Sub contractor address change for Wesley Coe
(Cambridge) Limited
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BSI Product Services, Kitemark House, Maylands Avenue, Hemel Hempstead, Hertfordshire, HP2 4SQ United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
B< Granin Headaiiarters: 20 Chicwieck Hinh Road Fondan Wa 4Al Tel: +44 (0)Y20 996 9000 PST1023/0108/AP



