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PREFACE

This Standard was prepared on behalf of the Standards Australia Multitechnics Standards Policy Board to supersede
AS 3201.2—1971Approval and test specification for electro-medical equipmiatt2: Electrically heated incubators

for babies. It is technically equivalent to and has been reproduced from IEC 601-2-20:0&@ical electrical
equipmentpPart 2:Particular requirements for safety of transport incubators.

The Standard is one of a series of Approval and Test Specifications issued by Standards Australia for individual items
of medical electrical equipment. It is supplementary to AS 3200.1— 18pProval and test specification—Medical
electrical equipmentPart 1:General requirements for safet@nly safety matters and closely aligned conditions are
covered by this series. In some instances, however, these are more stringent than for most electrical appliances b¢auss
of the additional requirements necessary to ensure the safety of the patient, and because of the environmental czi.ditiens,
e.g. high humidity and hazardous locations, in which some equipment is likely to be used.

The International Standard IEC 601-2-20 modifies and supplements the corresponding clauses of IEC 605AfdL 77,
of medical electrical equipmen®art 1:General requirementdirst edition. This has since been revised and puu:i=aed
as |IEC 601-1:1988Vedical electrical equipmenRart 1:General requirements for safetyecond edition. 1 e second
edition has been adopted as the Australian Standard AS 3200.1—Appefyval and test specificaticn— Medical
electrical equipmentPart 1:General requirements for safetigereinafter referred to as the General Ctandard.

In order that IEC 601-2-20 and the General Standard are compatible. the titles of the foll¢ wing ser..ions, clauses and
subclauses have been amended:

i) Sections 2; 6; 7; 8; and 9.
i) Clauses 10; 24; and 55.
iii) Subclause 56.6.

The clauses of this Particular Standard supplement or modify the corresponding ciause s in‘AS 3200.1—1990. As stated
in Clause 1.3 of AS 3200.1— 1990, the requirements of a Particular Standai fax> piiority, where appropriate over those
of AS 3200.1—1990. Where the reference in the text of this Standard 1 dice .es an ‘amendment;’, ‘addition’ or
‘replacement’ of the relevant requirements, tests or explanatory notes of AS 3z.U.1—1990, these changes are made to
the relevant text which then becomes part of the Standard.

Subclauses or figures which are additional to the General Star.laru are numbered starting from 101; additional
appendices are indicated by a sequence of double capitals e:g. £ 4), I’'B), and additional items are denoted by an aa),
bb), .... sequence.

In some parts of this series, the Australian requirements differ 1.om the IEC specifications. To accommodate Australian
conditions and well-accepted safety practices, a marginal 2ar is placed alongside the IEC text, and Appendix ZZ details
the Australian specifications and rationale for the deviatioi.~

In addition an Australian Appendix has been developed (Appendix TT), which lists acceptable tolerances for
measurements not otherwise specified in the main (2xt cf this Standard.

In the text of this Standard, the following print *v2s are used:

« Requirements, compliance with which'ca:« be tested and definitions. . . ... ........... iroman type.
« Explanations, advice, introductions, fencral statements, exceptions and referemaés roman type
« Headings of subclauses and test sheciications. . . . ........ ... ... .. . in italic type.
e Terms used throughout the S naa.d, which have been defined in Clause 2 and

which are also inthe index. . .7 .. ... . . . . . IN SMALL CAPITALS .

« An asterisk is placed bei re each clause for which rationale is included in Appendix AA.
This Standard requires r¢feronce to other Standards which are detailed in Appendix LL.

Under arrangements maa. Letween Australia and the international Standards bodies, 1SO and IEC, as well as certain
other Standards organizatio.s, users of this Australian Standard are advised that copyright is vested in Standards
Australia.

Use: > of Swe dards are reminded that copyright subsists in all Standards Australia publications and software. Except where the Copyright Act
&a''sws nd ex ept where provided for below no publications or software produced by Standards Australia may be reproduced, stared in a
ret: »val system in any form or transmitted by any means without prior permission in writing from Standards Australia. Permission may be

condisnal on an appropriate royalty payment. Requests for permission and information on commercial software royalties should be directed
to he head office of Standards Australia.

Standards Australia will permit up to 10 percent of the technical content pages of a Standard to be copied for use exclusively in
house by purchasers of the Standard without payment of a royalty or advice to Standards Australia.
Standards Australia will also permit the inclusion of its copyright material in computer software programs for no 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 at any time.

© Copyright— STANDARDS AUSTRALIA
\
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STANDARDS AUSTRALIA

Australian Standard

Medical electrical equipment
Part 2.20: Particular requirements for safety—Baby incubators (transport)

SECTION ONE—GENERAL

Scope and object
This clause of the General Standard applies except as follows:
Scope

Addition:

This Particular Standard specifies safety requirementSTRAINSPORT INCUBA . 2R. as defined in
2.1.101 of this standard.

This standard does not apply B@BY INCUBATORS (see IEC 601-2-1%}.
Object
Addition:

The object of this Particular Standard is to establish req lirement®forsPORT INCUBATORS Which
minimize hazards teATIENT andUSER and to specify tes's b,-w.aich compliance with the requirements
can be verified.

Particular Standards
Addition:

This Particular Standard refers to IEC 20.-1: 198@&dical electrical equipment — Part 1: General
requirements for safetwith its amencmeats 1 (1991) and 2 (1995).

For brevity, IEC 601-1 is referre 7/(0'n this Particular Standard either as the “General Standard” or
as the “General Requirements

The term “this Standari™.is used to make reference to the General Standard and this Particular
Standard taken togeth<r.

The numbering of secuuiis, clauses and subclauses of this Particular Standard corresponds with that
of the General Stanuard. The changes to the text of the General Standard are specified by the use of
the following v:ords

“Replacement” n.~ans that the clause or subclause of the General Standard is replaced completely by
the text of tiis Particular Standard.

“Addiion means that the text of this Particular Standard is additional to the requirements of the
C2neral Standard.

““ mendment” means that the clause or subclause of the General Standard is amended as indicated
by t 1e text of this Particular Standard.

Subclauses or figures which are additional to those of the General Standard are numbered starting
from 101, additional annexes are lettered AA, etc., and additional items aa), bb), etc.

Where there is no corresponding section, clause or subclause in this Particular Standard, the section,
clause or subclause of the General Standard applies without modification.

A requirement of this Particular Standard replacing or modifying requirements of the General Standard
takes precedence over the corresponding General Requirement(s).

COPYRIGHT
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