8166 OSI SV

AS [SO 9918—2004
ISO 9918:1993

Australian Standard™

Capnometers for use with 1.urnans—
Requirements

STANDARDS
AUSTRALIA


https://www.stdhive.com/standards/as-iso-9918-2004-pdf/

This Australian Standard was prepared by Committee HE-019, Anaesthetic and
Breathing Equipment. It was approved on behalf of the Council of Standards
Australia on 20 February 2004 and published on 29 March 2004.

The following are represented on Committee HE-019:
Australasian Society of Anaesthesia Paramedical Officers
Australian and New Zealand College of Anaesthetists
Australian and New Zealand Intensive Care Society
Australian Chamber of Commerce and Industry
Australian College of Operating Room Nurses
Australian Industry Group
Australian Society of Anaesthetists
College of Biomedical Engineering Institution of Engineers Australia
Commonwealth Department of Health and Ageing
Department of Human Services (South Australia)

Health Department of Western Australia
Medical Industry Association of Australia Inc
NSW Health Department

Keeping Standards up to-date

Standards are living documents which reflect pr¢gress in science, technology and
systems. To maintain their currency, all Stanuaids are periodically reviewed, and
new editions are published. Betwe>n editions, amendments may be issued.
Standards may also be withdrawn. It iz important that readers assure themselves
they are using a current Standail. v’hich should include any amendments which
may have been published since th: Standard was purchased.

Detailed information about'Sta. d2:ds can be found by visiting the Standards Web
Shop at www.standards.ccm.a and looking up the relevant Standard in the on-line
catalogue.

Alternatively, the f -iried Catalogue provides information current at 1 January each
year, and the mnathly =agazine, The Global Standard, has a full listing of revisions
and amendme=ts published each month.

Australian tancards™ and other products and services developed by Standards
Australia are »ublished and distributed under contract by SAI Global, which
operztes the Standards Web Shop.

W= aio welcome suggestions for improvement in our Standards, and especially
encocrage readers to notify us immediately of any apparent inaccuracies or
ambiguities. Contact us via email at mail@standards.org.au, or write to the Chief
Sxecutive, Standards Australia International Ltd, GPO Box 5420, Sydney, NSW
2001.

This Standard was issued in draft form for comment as DR 03501.


https://www.stdhive.com/standards/as-iso-9918-2004-pdf/

AS SO 9918—2004

Australian Standard™

Capnometers for use with-hu.nans—
Requirements

"irst published as AS ISO 9918—2004.

COPYRIGHT
© Standards Australia International

All rights are reserved. No part of this work may be reproduced or copied in any form or by any
means, electronic or mechanical, including photocopying, without the written permission of the
publisher.

Published by Standards Australia International Ltd
GPO Box 5420, Sydney, NSW 2001, Australia

ISBN 0 7337 5804 5


https://www.stdhive.com/standards/as-iso-9918-2004-pdf/

PREFACE

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards
New Zealand Committee HE-019, Anaesthetic and Breathing Equipment. After consultation with
stakeholders in both countries, Standards Australia and Standards New Zealand decided to develop
this Standard as an Australian, rather than an Australian/New Zealand Standard.

This Standard is identical with and has been reproduced from ISO 9918:1993, Capnometers for use
with humans - Requirements.

The objective of this Standard is to specify requirements for the safety of capnometers used with
adults, children and neonates.

The terms ‘normative’ and ‘informative’ are used to define the application of the annex to.whizh they
apply. A normative annex is an integral part of a standard, whereas an informative 2anox is only for
information and guidance.

As this Standard is reproduced from an international Standard, the following applic::

(a) Its number does not appear on each page of text and its identity is show. oniy on the cover and
title page.

(b) In the source text ‘this International Standard’ should read ‘this A 'stra'ian Standard’.
(c) A full point substitutes for a comma when referring to a decin al marker.

References to International Standards should be replacod vy references to Australian or
Australian/New Zealand Standards as follows:

Reference to International Standard Austreliar or Australian/New Zealand Standard

ISO AR ISO

9703 Anaesthesia and respiratory care alarm 9703 Anaesthesia and respiratory care alarm
signals signals

9703-1  Part 1: Visual alarm signals 9703.1  Part 1: Visual alarm signals

IEC AS/NZS

601 Medical electrical equipm.nt 3200 Medical electrical equipment

601-1 Part 1: General requizame.:s for safety  3200.1 Part 1.0: General requirements for
safety - Parent Standard

Only international references that have been adopted as Australian or Australian/New Zealand
Standards have been li. ‘ed.
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INTRODUCTION

The measurement of carbon dioxide in a gaseous mixture has become
a common practice in many areas of clinical medicine, such as
anaesthesia, respiratory therapy, paediatrics and intensive care. This
International Standard specifies minimum safety requirements based on
parameters that are achievable within the limits of existing technology.

Annex L contains a rationale for the most important requirements. It is
included to provide additional insight into the reasoning that led to the
requirements and recommendations that have been incorporated in th's
International Standard.
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AUSTRALIAN STANDARD

Capnometers for use with humans — Requirements

Section 1:

11 Scope

ISO 9918 is one of a series of International Stan-
dards based on IEC 601-1; in IEC 601-1 (the “General
Standard”), this type of International Standard is re-
ferred to as a “Particular Standard”. As stated in 1.3
of IEC 601-1:1988, the requirements of this Inter-
national Standard take precedence over those of
IEC 601-1.

The scope and object given in clause 1 of
IEC 601-1:1988 apply except that 1.1 shall be re-
placed by the following:

This International Standard specifies requirements
for the safety of capnometers, as defined in 1.3.6.

It applies to capnometers used with adults, childrer.
and neonates. It does not apply to devices ir*eniec
for use as transcutaneous monitors.

Capnometers intended for use in lavorawry re-
search applications are outside the :cope of this
International Standard.

1.2 Normative refer->ce>

The following standards cntain provisions which,
through reference/in this text, constitute provisions
of this Internation ! Standard. At the time of publi-
cation, the editiuns indicated were valid. All stan-
dards are subject to revision, and parties to
agreements based on this International Standard
are encnuray¥d to investigate the possibility of ap-
plyirg the mest recent editions of the standards in-
dicctea below. Members of IEC and ISO maintain
1 xgisi2rs of currently valid International Standards.

15,0 3744:—", Acoustics — Determination of sound
power levels of noise sources using sound pressure

1) To be published. (Revision of ISO 3744:1981)

www.standards.com.au

General

— Engineering method in an e.sentially free field
over a reflecting plane.

ISO 5356-1:1987, Anaes: hetic and respiratory equip-
ment — Conical cor.neciors — Part 1: Cones and
sockets.

ISO 5356-2:1987, A.aesthetic and respiratory equip-
ment — Conical connectors — Part 2. Screw-
threaded w. ignt-bearing connectors.

'SC 9702 4.1992, Anaesthesia and respiratory care
aiorm tignals — Part 1: Visual alarm signals.

IE!. 65:1985, Safety requirements for mains operated
electronic and related apparatus for household and
similar general use.

IEC 601-1:1988, Safety of medical electrical equip-
ment — Part 1: General safety requirements.

IEC 651:1979, Sound level meters.
IEC 801-2:1991, Electromagnetic compatibility for in-

dustrial process measurement and control equip-
ment — Part 2: Electrostatic discharge requirements.

1.3 Definitions

For the purposes of this International Standard, the
definitions given in clause 2 of IEC 601-1:1988 apply,
with the following additional definitions.

1.3.1 accuracy: Quality which characterizes the
ability of a device to give indications approximating
to the true value of the quantity measured.

1.3.2 alarm: Signal that is activated when a moni-
tored variable equals or crosses the alarm limit.

© Standards Australia
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