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This Joint Australian/New Zealand Standard was prepared by Joint Technical
Committee HE/3, Medical Electrical Equipment. It was approved on behalf of the
Council of Standards Australia on 1 May 1998 and on behalf of the Council of
Standards New Zealand on 7 May 1998. It was published on 5 July 1998.
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Review of Standards. To keep abreast of progress in industry, Joint Australian/New
Zealand Standards are subject to periodic review and are kept up to date by the issue of
amendments or new editions as necessary. It is important therefore that Standards users
ensure that they are in possession of the latest edition, and any amendments thereto.

Full details of all Joint Standards and related publications will be found in the Standards
Australia and Standards New Zealand Catalogue of Publications; this information is
supplemented each month by the magazines ‘The Australian Standard’ and ‘Standards
New Zealand’, which subscribing members receive, and which give details of new
publications, new editions and amendments, and of withdrawn Standards.

Suggestions for improvements to Joint Standards, addressed to the head office of either
Standards Australia or Standards New Zealand, are welcomed. Notification of any
inaccuracy or ambiguity found in a Joint Australian/New Zealand Standard should be
Ekade without delay in order that the matter may be investigated and appropriate action
en.

This Standard was issued in draft form for comment as DR 97420. Documents
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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand Committee
HE/3, Medical Electrical Equipment as a Joint Standard.

This Standard is identical with and has been reproduced from IEC 60601-2-36, Medical electrical
equipment, Part 2: Particular requirements for the safety of equipment for extracorporeally induced
lithotripsy which modifies and supplements the corresponding Clauses of IEC 60601-1:1988,
Medical electrical equipment, Part 1: General requirements for safety which has been adopted as
AS 3200.1.0 (NZS 6150).

The Parent Standard details electrical safety requirements for all types of medical electrical
equipment. A Particular Standard details additional safety requirements for a related group of
medical electrical devices.

All IEC Standards have been numbered as the IEC 60xxx series, therefore references in the source
text should be modified by adding 60 to the number as a prefix.

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

(¢) 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
Imthe index . ...... ... i ittt e it e IN SMALL CAPITALS

The even numbered pages of the original publication are in French and are omitted from this

version. Some other pages of the original, which relate to IEC administrative matters, are also

omitted from this edition.

As this publication has been reproduced from an international Standard, the following modifications

apply:

(i) its number does not appear on each page of text and its identity is shown on the cover and
title page.

(ii) the words ‘this Australian/New Zealand Standard’ should replace the words ‘this International
Standard’ wherever they appear. '

(iii) substitute a full point for a comma where it appears as a decimal marker.

The references to international Standards should be replaced by references to the following
Australian or Joint Australian/New Zealand Standards:

Reference to International Standard Australian/New Zealand Standard

or other publication

IEC AS/NZS

60601-1-2 3200.1.2 Approval and test
Medical electrical equipment, specification—Medical electrical
Part 1: General requirements for equipment
safety, 2: Collateral Part 1.2: General requirements for
standard —Electromagnetic safety—Collateral Standard —
compatibility —Requirements and Electromagnetic compatibility—
tests Requirements and tests

The following Standards are referenced in this document. They are not International Standards. For
the convenience of users of this Standard the original sources of the documents are listed below. An
English version of the DIN Standard is available at Standards Australia’s Sydney Buformation
Centre and a BSEN identical copy of the EN Standard is also available there. ocuments
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iii
European Union Standard, EN 10002/AC.1 Tensile testing of metallic materials, Part 1: Method of
test, amendment to EN 10002-1.

German Standards Institute, DIN 50 100/02.78 Testing of materials, continuous vibration test—
Definitions, symbols, procedure, evaluation.

The term ‘informative’ has been used in this Standard to define the application of the annex to
which it applies. An ‘informative’ annex is only for information and guidance.

© Copyright — STANDARDS AUSTRALIA/STANDARDS NEW ZEALAND

Users of Standards are reminded that copyright subsists in afl 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
the head office of Standards Australia. New Zealand requests should be directed to Standards New Zealand.

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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INTRODUCTION

This Particular Standard supplements IEC 601-1 (second edition, 1988) Medical electrical
equipment — Part 1: General requirements for safety, and its amendments 1 (1991) and
2 (1995), hereinafter referred to as the General Standard (see 1.3).

The requirements are followed by specifications for the relevant tests.

Following the decision taken by subcommittee 62D at the meeting in Washington in 1979, a
"General guidance and rationale” section giving some explanatory notes, where appropriate,
about the more important requirements is included in annex AA.

Clauses or subclauses for which there are explanatory notes in annex AA are marked with an
asterisk (*).

It is considered that a knowledge of the reasons for these requirements will not only facilitate
the proper appiication of the Standard but will, in due course, expedite any revision
necessitated by changes in clinical practice or as a result of developments in technology.
However, this annex does not form part of the requirements of this Standard.
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