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PREFACE

This Standard is issued by Committee HE/3, Medical Electrical Equipment as a Joint
Australian/New Zealand Standard to supersede AS 3200.1.0—1990/NZS 6150:1990,
which now becomes AS/NZS 3200.1.0,Medical electrical equipment,Part 1.0:Particular
requirements for safety—Parent Standard.

This General Standard is based on and reproduced from IEC 60601-1:1988,Medical
electrical equipment, Part 1: General requirements for safety, including
Amendment 1:1991, Amendment 2:1995 and Corrigendum:1995, and also includes a ZZ
appendix for variations applicable in Australia and New Zealand. The amendments to
IEC 60601-1 are indicated with a marginal bar against the relevant clause, note, table or
figure. The General Standard is the Parent Standard for a series of Standards on the safety
of electrical equipment.

This General Standard (AS/NZS 3200.1.0) details electrical safety requirements for all
types of medical electrical equipment. A Particular Standard (the AS/NZS 3200.2.XX
series) details additional safety requirements for a related group of medical electrical
devices. A Collateral Standard (the AS/NZS 3200.1.XX series) details additional safety
requirements for a range of devices within the scope of the General Standard which may
not be related but share common problems.

In the text of this Standard, the following print types are used.

(a) Requirements, compliance with which can be tested and definitions
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .in large roman type

(b) Explanations, advice, introductions, general statements, exceptions and references
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .in smaller roman type

(c) Headings of sub-clauses and text specifications. . . . . . . . . . . . . . . . in italic type

(d) Terms used throughout the Standard, which have been defined in Clause 2 and
which are also in the index. . . . . . . . . . . . . . . . . . . . . . . . . .IN SMALL CAPITALS

* An asterisk is placed before each Clause for which rationale is included in Appendix A.

The objective of this revision is to incorporate AS 3200.1.0, Amendment 1:1992,
Amendment 2:1995 and Amendment 3:1998 as a consolidated Joint Australian/
New Zealand Standard. The title has been changed but the requirements are unchanged
apart from being presented differently for the convenience of the reader.

This Standard requires reference to IEC, ISO and Australian/New Zealand Standards.
These are listed in Appendix L.

IEC has decided to apply a new numbering system, the 60000 series, to all its existing
and future publications, including amendments to existing Standards. As a consequence,
IEC has modified the bibliographic references in its databases to accord with the new
numbering system. All IEC publications issued since the beginning of 1997 will carry
references in terms of the 60000 series numbering. Publications printed earlier than 1997
will continue to carry the old series of numbers. For example, a reference to the
IEC 60598 series of Standards will be to IEC 598 if the current edition of the Standard
was printed prior to 1997.

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the
application of the appendix to which they apply. A ‘normative’ appendix is an integral
part of a Standard, whereas an ‘informative’ appendix is only for information and
guidance.
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Users of Standards are reminded that copyright subsists in all Standards Australia and Standards New Zealand publications and software.
Except where the Copyright Act allows and except where provided for below no publications or software produced by
Standards Australia or Standards New Zealand may be reproduced, stored in a retrieval system in any form or transmitted by any means
without prior permission in writing from Standards Australia or Standards New Zealand. Permission may be conditional on an
appropriate royalty payment. Australian requests for permission and information on commercial software royalties should be directed to
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Up to 10 percent of the technical content pages of a Standard may be copied for use exclusively in-house by purchasers of the
Standard without payment of a royalty or advice to Standards Australia or Standards New Zealand.

Inclusion of copyright material in computer software programs is also permitted without royalty payment provided such programs
are used exclusively in-house by the creators of the programs.

Care should be taken to ensure that material used is from the current edition of the Standard and that it is updated whenever the Standard
is amended or revised. The number and date of the Standard should therefore be clearly identified.

The use of material in print form or in computer software programs to be used commercially, with or without payment, or in commercial
contracts is subject to the payment of a royalty. This policy may be varied by Standards Australia or Standards New Zealand at any time.
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