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K eeping Standar ds up-to-date

Standards are living documents which reflect progress in science, technology and
systems. To maintain their currency, all Standards are periodically reviewed, and
new editions are published. Between editions, amendments may be issued.
Standards may also be withdrawn. It is important that readers assure themselves
they are using a current Standard, which should include any amendments which
may have been published since the Standard was purchased.

Detailed information about joint Australian/New Zealand Standards can be found by
visiting the Standards Australia web site at www.standards.com.au or Standards
New Zealand web site at www.standards.co.nz and |ooking up the relevant Standard
in the on-line catalogue.

Alternatively, both organizations publish an annual printed Catalogue with full
details of all current Standards. For more frequent listings or notification of
revisions, amendments and withdrawals, Standards Australia and Standards New
Zealand offer a number of update options. For information about these services,
users should contact their respective national Standards organization.

We also welcome suggestions for improvement in our Standards, and especially
encourage readers to notify us immediately of any apparent inaccuracies or
ambiguities. Please address your comments to the Chief Executive of either
Standards Australia International or Standards New Zealand at the address shown
on the back cover.

This Standard was issued in draft form for comment as DR 00082.
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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand Subcommittee
HE-003-08, Dialysis Equipment, under the responsibility of Committee HE-003, Medical Electrical
Equipment.

This Particular Standard is identical with and has been reproduced from IEC 60601-2-39:1999,
Medical electrical equipment, Part 2-39: Particular requirements for the safety of peritoneal dialysis
equipment, 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/NZS 3200.1.0:1998, Medical electrical equipment, Part 1.0: General requirements for safety—
Parent Standard and is hereinafter referred to as the General Standard.

The General Standard details electrical safety requirements for the design and manufacture of medical
electrical equipment which makes physical or electrical contact with the patient. A Particular Standard
details additional safety requirements for a medical device, or related group of medical devices. A
Collateral Standard 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.

It is recommended that, to interpret a Particular Standard or a Collateral Standard, a copy of the
General Standard should be readily available.

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, introduction, 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 INAEX .. o e IN SMALL CAPITALS

As this Standard is reproduced from an International Standard, the following applies:

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

(i) In the source text ‘this International Standard’ should read °‘this Australian/New Zealand
Standard’

(iii) A full point should be substituted for a comma when referring to a decimal marker.

References to International Standards should be replaced by references to equivalent Australian or
Australian/New Zealand Standards, as follows:
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Reference to International Standard Australian/New Zealand Standard
ISO/IEC AS/NZS
60601 Medical electrical equipment 3200 Medical electrical equipment
60601-1 Part 1: General requirements for 3200.1.0 Part 1.0: General requirements for
safety safety—Parent Standard
Documents

* This edition includes all three IEC Amendments.
Document Sharing Hub

Full document details: AS NZS 3200.2.39-2001


http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001
http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001

Accessed by MONASH UNIVERSITY LIBRARY on 20 Jun 2015 (Document currency not guaranteed when printed)

CONTENTS
Page
Clause
SECTION ONE — GENERAL
1 SCOPE AN OO CT .t 1
2 Terminology and defiNitioNS ... 2
3 GENEraAl FBOUITEIMENTS Lttt et et et et et e aa 3
4 General requUIremMeENnts fOr 10STS . .. e 3
6 Identification, marking and doCUMENtAtiON............oviiiiiii i 3
SECTION TWO — ENVIRONMENTAL CONDITIONS
SECTION THREE — PROTECTION AGAINST ELECTRIC SHOCK HAZARDS
19 Continuous leakage current and patient auxiliary Currents ............ccoooviiiiiiiiiiici e 4
SECTION FOUR — PROTECTION AGAINST MECHANICAL HAZARDS
SECTION FIVE — PROTECTION AGAINST HAZARDS FROM UNWANTED
OR EXCESSIVE RADIATION
SECTION SIX — PROTECTION AGAINST HAZARDS OF IGNITION
OF FLAMMABLE ANAESTHETIC MIXTURES
SECTION SEVEN — PROTECTION AGAINST EXCESSIVE TEMPERATURES
AND OTHER SAFETY HAZARDS

44 Overflow, spillage, leakage, humidity, ingress of liquids, cleaning, sterilization,

disinfection and compatibDility .........ooiiii i 5

SECTION EIGHT — ACCURACY OF OPERATING DATA AND PROTECTION AGAINST
HAZARDOUS OUTPUT

51 Protection against hazardoUs OULPUL ..ot 6

SECTION NINE — ABNORMAL OPERATION AND FAULT CONDITIONS;
ENVIRONMENTAL TESTS

SECTION TEN — CONSTRUCTION REQUIREMENTS

59 CoNStruCtion and TAYOUL .. ... oiuiiiiii e 7
F N ] TSN PP 9
Documents

Document Sharing Hub

Full document details: AS NZS 3200.2.39-2001


http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001
http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001

Documents

(paund usym pasjuerent jou Aousiind JuBWINI0Q) GTOZ UNL 0Z U0 AHVHEIT ALISHIAINN HSYNOW Aq passadoy

Document Sharing Hub

Full document details: AS NZS 3200.2.39-2001


http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001
http://www.avadocuments.com/doc/as-nzs-3200-2-39-2001

