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PREFACE 

This Standard was prepared by the Joint Standards AustralialStandards New Zealand Committee 
HT/23 on Medical Diagnostic Imaging Equipment as a joint Standard under the terms of the Active 
Cooperation Agreement between Standards Australia and Standards New Zealand. 

This Standard is identical with and has been reproduced from IEC 601-2-32:1994, Medical 
electrical equipment, Part 2: Particular requirements for the safety of associated equipment of X-ray 
equipment. 

This Standard is one of a series of Approval and Test Specifications issued by Standards Australia 
and Standards New Zealand for various categories of medical equipment. It is supplementary to 
AS 3200.1 (NZS 6150): 1990, Approval and test specification -Medical electrical equipment, 
Part 1 : General requirements for safety. 

The international Standard IEC-2-32 modifies and supplements the corresponding Clauses of IEC 
601-1:1988, Medical electrical equipment, Part 1: General requirements for safety which has been 
adopted as AS 3200.1 (NZS 6150) hereinafter referred to as the General Standard. The requirements 
of a Particular Standard take priority, where appropriate, over those of the General Standard. 

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

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

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

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

(iv) 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 AA. 

Under arrangements made between Standards AustralialStandards New Zealand and the IEC, as well 
as certain other Standards organizations, users of this Standard are advised that the number of this 
Standard is not reproduced on each page; its identity is shown only on the cover and title page. 

For the purpose of this Standard, the IEC text should be modified as follows: 

(a) 

(b) 

(c) 

Terminology The words ‘this AustralianINew Zealand Standard’ should replace the words 
‘this International Standard’ wherever they appear. 

Decimal marker Substitute a full point for a comma where it appears as a decimal marker. 

References 
following Australian or Joint Australian/New Zealand Standards: 

The references to international Standards should be replaced by references to the 

Reference to International Standard 
or other publication 
IEC 
60 1 Medical electrical equipment 
601-1 Part 1: General requirements for 

safety 
Amendment 1 : 1991 

601-2-7 Part 2-27: Particular requirements 
for the safety of high voltage 
generators of diagnostic X-ray 
generators 

Joint AustralianlNew Zealand Standard 

ASINZS 
3200 (NZS 6150) Approval and test speci- 

fication-Medical electrical equip- 
ment 

3200.1 Part 1: General requirements for 
safety 

3200.2.7 Part 2.7: High voltage generators of 
diagnostic X-ray generators 
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IEC 
601 -2-8 

601-2-15 

788 
IS0 
6892 

iii 

AS 
Part 2-8: Particular requirements for 3200.2.8 Part  2.8: The rapeu t i c  
the safety of therapeutic X-ray generators 
generators 
Part 2-15: Particular requirements 3200.2.15 Part 2.15: Capac i tor  
for the safety of capacitor discharge 
generators 

generators 

Medical radiology-Terminology - 

X-ray 

d ischarge  

1391 Methods for tensile testing of metals Metallic materials-Tensile testing 

The appendix to this Standard, Appendix L, is an ?informative? appendix only for information and 
guidance. 

@ Copyright STANDARDS AUSTRALIA/STANDARDS NEW ZEALAND 

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 IO 
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 i t  is updated whenever the Standard 
is amended or reviscd. 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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1 

AUSTRALIAN/NEW ZEALAND STANDARD 

Approval and test specification-Medical electrical equipment 

Part 2.32: 
Part i c u I ar r eq u i re m e n t s f o r safety - As s oc i at ed e q u i p m e n t 
of X-ray equipment 

SECTION ONE - GENERAL 

The clauses and subclauses of this section of the General Standard apply, except as 
fo Ilows : 

1 Scope and object 

This clause of the General Standard applies except as follows: 

1.1 Scope 

Addition: 

This Particular Standard applies to equipment and devices associated with X-RAY 
EauiPMENT as used for supporting and relatively positioning the functional components 
including the PATIENT SUPPORT used for the application Of the X-RADIATION. 

This Particular Standard applies to all ASSOCIATED EQUIPMENT not covered by other 
Particular Standards. 

1.2 Object 

Replacement: 

The object of this Particular Standard is to establish particular requirements for the design 
and manufacture to ensure safety and to specify methods for demonstrating compliance 
with these requirements. 

1.3 Particular Standards 

Addition: 

This Particular Standard refers to IEC 601-1 : 1988, Medical electrical equipment - Part 1: 
General requirements for safety with its amendments 1 and 2', and to IEC 601-1-3: 
Medical electrical equipment - Pari 1 :  General requirements for safety - 3. Collateral 
Standard: General requirements for radiation protection in diagnostic X-ray equipment. 

* Amendment 2 of IEC 601-1 is under consideration by SC 62A at the time of publication of this Particular 
Standard. Nevertheless SC 628 has checked this Particular Standard with the draft 62A(Secretariat)l31 of 
that amendment 2. Reference to it has been considered as satisfactory. Any alignment, if necessary, will 
be initiated after final publication of amendment 2. 
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