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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

in accordance with the
org[directivesl.
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el %nts of this dog}ﬁnent may be the subject of
ifying any or all’such patent rights.

www.iso.org/iso/foreword.html;

Technical Committee
ISO/TC 210, Quality management and corrfi nding general aspects for medical devices.
.\ Q

This edition cancels and replaces the edition

(ISO 13485: , which been technicalli revised. It also eaneets
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