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National foreword

This British Standard is the UK implementation of EN ISO 13485:2003,
incorporating corrigendum June 2007. It is identical with ISO 13485:2003,
incorporating corrigendum August 2009. It supersedes

BS EN ISO 13485:2001, BS EN ISO 13488:2001 and BS EN 46003:1999
which are withdrawn.

The UK participation in its preparation was entrusted by Technical
Committee CH/210, Quality management and corresponding general aspects
for medical devices, to Subcommittee CH/210/1, Quality systems for medical
devices.

A list of organizations represented on this subcommittee can be obtained on
request to its secretary.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

Compliance with a British Standard cannot confer immunity from
legal obligations.

Amendments/corrigenda issued since publication

Date Comments

31 January 2008 Implementation of CEN corrigendum June 2007

29 February 2008 | Missing text reinstated to Introduction: subclauses 0.3
and 0.3.1

31 January 2010 Implementation of ISO corrigendum August 2009. “ISO
9001” replaced with “ISO 9001:2000” in subclauses 0.3,
0.4 and 1.1; Annex B, first paragraph; and Annex B
table, right-hand column. Bibliography item [6]
replaced
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