CERTIFICATE OF REGISTRATION

Quality Management System

This is to certify that

Adelphi Tubes Ltd
Olympus House
Mill Green Road
Haywards Heath
RH16 1XQ

United Kingdom

Hold Certificate No: MD 84804

and operate a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

The control of manufacture and the distribution of sterile nitrogen-filled vials.

For and on behalf of BSI:

David Ford, Managing Director, BSI Product Services
First Issued: 21 Apr 2006 Date: 9 Apr 2009
Expiration Date: 20 Apr 2012
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Certificate

Production Quality Assurance

No. CE 72373

Issued to:

Adelphi Tubes Ltd
Olympus House
Mill Green Road
Haywards Heath
RH16 1XQ

United Kingdom

In respect of:
Those aspects relating to securing and maintaining sterility in the manufacture of sterile nitrogen-
filled vials.

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

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

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

First Issued: 4 May 2006 Date: 19 Apr 2011
Expiration Date: 3 May 2016
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.

raising standards worldwide™
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