bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 00482

Issued To: Swann-Morton Limited
Owlerton Green
Sheffield
South Yorkshire
S6 2B]
United Kingdom

In respect of:

The design and manufacture of sterile and non-sterile stainless steel and carbon steel surgical
blades, scalpels and skin graft blades

on the basis of our examination of the quality assurance system under the requirements of Council Directive

93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.
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Albert Roossien, Regulatory Lead

First Issued: 1995-02-01 Date: 2019-02-08 Expiry Date: 2021-05-16
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Swann-Morton Limited
Owlerton Green
Sheffield
S6 2BJ
United Kingdom

Holds Certificate No: FM 73368

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design, manufacture, packaging and distribution of surgical blades, disposable scalpels,
handles and blade removers.

For and on behalf of BSI: ﬂ / ﬁ”

CarlosPit?(,Chief Operating r Assurance — Americas
Original Registration Date: 2002-12-24 ective Date: 2018-08-30

Latest Revision Date: 2018-08-30 Expiry Date: 2020-11-17
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