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EC Certificate - Production Quality Assurance

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

No. CE 78051

Issued To: B. Braun Medical Ltd
Also trading as
Aesculap and Downs Surgical
Thorndliffe Park
Sheffield
S35 2PW
United Kingdom

In respect of:

For those aspects of Annex V related to the accuracy of metrology in the manufacture of
surgical implant templates.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quallty 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 Bady for the above Directive (Notified Body Number 0086):

o~ T

Frank Lee, EMEA Compliance & Risk Director

First Issued: 31 October 2003 Date: 29 June 2016 Expiry Date: 24 July 2021

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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 BSL

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Centact: BSI, Kitemark Court, Davy Avenue, Knowthill, Milton Keynes MK5 8PP, Tel: + 44 345 080 8000
BSI Assurance UK Limited, registered in England under number 7865321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



