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Keeping Standards 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Standards may also be withdrawn.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 Standards can be found by visiting the Standards
Australia web site at www.standards.com.au and looking up the relevant Standard
in the on-line catalogue.

Alternatively, the printed Catalogue provides information current at 1 January each
year, and the monthly magazine, The Australian Standard, has a full listing of
revisions and amendments published each month.

We also welcome suggestions for improvement in our Standards, and especially
encourage readers to notify us immediately of any apparent inaccuracies or
ambiguities. Contact us via email at mail@standards.com.au, or write to the Chief
Executive, Standards Australia International Ltd, GPO Box 5420, Sydney, NSW
2001.

This Standard was issued in draft form for comment as DR 02185.

Accessed by MONASH UNIVERSITY LIBRARY on 16 Jun 2015 (Document currency not guaranteed when printed)

Documents

Document Sharing Hub

Full document details: AS EN 1060.2-2002


http://www.avadocuments.com/doc/as-en-1060-2-2002
http://www.avadocuments.com/doc/as-en-1060-2-2002

AS EN 1060.2—2002

Australian Standard™

Non-invasive sphygmomanometers

Part 2: Supplementary requirements for
mechanical sphygmomanometers

First published as AS EN 1060.2—2002.

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

Accessed by MONASH UNIVERSITY LIBRARY on 16 Jun 2015 (Document currency not guaranteed when printed)

publisher.

Published by Standards Australia International Ltd

GPO Box 5420, Sydney, NSW 2001, Australia Documents
ISBN 0 7237 4693 4 Document Sharing Hub

Full document details: AS EN 1060.2-2002


http://www.avadocuments.com/doc/as-en-1060-2-2002
http://www.avadocuments.com/doc/as-en-1060-2-2002

PREFACE

This Standard has been developed to assist in the process of implementation of the
Australian Medical Device legislation.

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, through the Joint Standards Australia/Standards
New Zealand Committee HE-022 on Sphygmomanometers.

This Standard is identical with and has been reproduced from EN 1060-2:1995, Non-invasive
sphygmomanometers  —  Part  2: Supplementary  reguirements  for  mechanical
sphygmomanometers.

The objective of this Standard is to specify performance, efficiency and mechanical and
clectrical safety requirements, including test methods, for non-invasive sphygmomanometers
and their accessories which, by means of an inflatable cuff, are used for the non-invasive
measurement of arterial blood pressure.

As this Standard is reproduced from a European Standard, the following applies:

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

(b} In the source text ‘this European Standard’ should read ‘this Australian Standard’.

(c} A full point substitutes for a comma when referring to a decimal marker.
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AUSTRALIAN STANDARD

Non-invasive sphygmomanometers

Part 2. Supplementary requirements for mechanical
sphygmomanometers

1 Scope

This part of EN 1060, in conjunction with EN 1060-1:1995, specifies performance,
efficiency and mechanical and electrical safety requirements, including test methods, for
non-invasive mechanical sphygmomanometers and their accessories which, by means of an
inflatable cuff, are used for the non-invasive measurement of arterial blood pressure.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate places in the text and
the publications are listed hereafter. For dated references, subsequent amendments to or
revisions of any of these publications apply to this Furopean Standard only when
incorporated in it by amendment or revision. For undated references the latest edition of the
publication referred to applies.

EN 1060-1: 1995:  Non-invasive sphygmomanometers -
Part 1: General requirements

EN 980" Terminology, symbols and information provided with medical devices;
Graphical symbols for use in the labelling of medical devices

3 Definitions

For the purposes of this Part of EN 1060, the definitions in EN 1060-1 : 1995 together with
the following apply,

3.1 mechanical sphygmomanometer: Sphygmomanometer which uses either a mercury or
an aneroid manometer or other mechanical measuring device for the non-invasive
measurement of the arterial blood pressure by means of an inflatable cuff.

NOTE: Components of these devices are manometer, cuff, valve for deflation (often
in combination with rapid exhaust valve), hand pump or electro-mechanical pump and
connection hoses. These devices may also contain electro-mechanical components for
pressure controi.

Y In preparation
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3.2 self-linearizing deflation valve: Valve for controlled linearizing exhaust of the pneumatic

system during measurement.

3.3 rapid exhaust valve: Valve for rapidly exhausting the pneumatic system.

3.4 tamper proofing: Means of .preventing the user gaining easy access to the measuring

mechanism of the device.

4 Cuff

Clause 4 of EN 1060-1: 1995 shall apply.

5 Display

Clause 5 of EN 1060-1: 1995 shall apply.

6 Units

Clause 6 of EN 1060-1: 1995 shall apply.

7 Requirements

7.1 Performance

7.1.1 Limits of the error of the cuff pressure indication
Subclause 7.1.1 of EN 1060-1: 1995 shall apply.

7.1.2 Environmental performance

7.1.2.1 Effect of storage

Subclause 7.1.2.1 of EN 1060-1: 1995 shall apply.
7.1.2.2 Effect of temperature

Subclause 7.1.2.2 of EN 1060-1: 1995 shall apply.

7.1.3 Pneumatic system

www.standards.com.au

Full document details: AS EN 1060.2-2002

Documents

Document Sharing Hub
© Standards Australia


http://www.avadocuments.com/doc/as-en-1060-2-2002
http://www.avadocuments.com/doc/as-en-1060-2-2002

Accessed by MONASH UNIVERSITY LIBRARY on 16 Jun 2015 (Document currency not guaranteed when printed)

7.1.3.1 Air leakage

Air leakage shall not exceed a pressure drop of 4 mmHg/min (0,5 kPa/min).
Testing shall be carried out in accordance with 8.1.

7.1.3.2 Pressure reduction rate

Manually operated and self-linearizing deflation valves shall be capable of adjustment to a
deflation rate of (2 to 3) mmHg/s ({(0,3 to 0,4) kPa/s).

Manually operated deflation valves shall be easily adjusted to these values.
Self-linearizing valves shall be tested in accordance with 8.2.
7.1.3.3 Rapid exhaust

During the rapid exhaust of the pneumatic system, with fully opened valve the time for the
pressure reduction from 260 mmHg to 15 mmHg (35 kPa to 2 kPa) shall not exceed 10 s.

Testing shall be carried out in accordance with 8.3.
7.1.4 Pressure indicating devices

7.1.4.1 Nominal range and measuring range

The nominal range shall be equal to the measuring range.

The nominal range for the cuff gauge pressure shall extend from 0 mmHg to at least
260 mmHg (0 kPa to at least 35 kPa).

7.1.4.2 Analogue indication
7.1.4.2.1 Scale

The scale shall be designed and arranged so that the measuring values can be read clearly and
are easily recognized.

Testing shall be carried out by visual inspection.
7.1.4.2.2 First scale mark
The graduation shall begin with the first scale mark at 0 mmHg (0 kPa).

Testing shall be carried out by visual inspection.
7.1.4.2.3 Scale division
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Scale divisions shall be either in kilopascals (kPa) or in millimetres of mercury (mmHg) as
follows:

a) 0,2 kPa for a scale graduated in kPa;

b) 2 mmHg for a scale graduated in mmHg.
For a scale interval of 2 mmHg (0,2 kPa) each fifth scale mark shall be indicated by greater
length and each tenth scale mark shall be numbered. An example of scale division is given

in figore 1.

Testing shall be carried out by visual inspection.
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Figure 1: Example of an aneroid manometer scale
(division in mmHg without a tolerance zone at zero)
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