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Keeping Standards up-to-date

Standards are living documents whi'ch ‘eflect progress in science, technology and
systems. To maintain their currei:cy, ai Standards are periodically reviewed, and
new editions are published/ b_tween editions, amendments may be issued.
Standards may also be withdi. wn' It is important that readers assure themselves
they are using a current Sta. dard, which should include any amendments which
may have been publishcd siace the Standard was purchased.

Detailed informatica 7oout Standards can be found by visiting the Standards Web
Shop at www.stzada ds'com.au and looking up the relevant Standard in the on-line
catalogue.

Alternative’ 7, th printed Catalogue provides information current at 1 January each
year, and the . «onthly magazine, The Global Standard, has a full listing of revisions
and 2.ncndments published each month.

Austrolian Standards™ and other products and services developed by Standards
Aus.-alia are published and distributed under contract by SAI Global, which
operates the Standards Web Shop.

We also welcome suggestions for improvement in our Standards, and especially
¢ncourage 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
Executive, Standards Australia, GPO Box 476, Sydney, NSW 2001.

This Standard was issued in draft form for comment as DR 04550.
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PREFACE

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards
New Zealand Committee HE-012, Surgical Implants to supersede AS 2265—1983, Surgical
implants—Acrylic resin cements, for use in surgery. After consultation with stakeholders in both
countries, Standards Australia and Standards New Zealand decided to develop this Standard as an
Australian Standard rather than an Australian/New Zealand Standard.

The objective of this revision is to update requirements for acrylic resin cements as specified in the
2002 edition of ISO 5833.

The Standard has been reproduced from, and is identical to, ISO 5833:2002, Implants for .urgcry—
Acrylic resin cements.

As this Standard is reproduced from an international Standard, the following modifica: ‘ons ~zply:

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

(b) In the source text, ‘this International Standard’ should read ‘this Austraian Jtanard’.
(c) A full point should be substituted for a comma when referring to a ‘ecii.,al marker.

The term ‘normative’ has been used in this Standard to define the asplication of the annex to which it
applies. A ‘normative’ annex is an integral part of a Standard.
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AUSTRALIAN STANDARD

Implants for surgery—Acrylic resin cements

1 Scope

This International Standard specifies the physical, mechanical, packaging and labelling requirements for cuLriry
polymerizing radio-opaque and non-radio-opaque resin cements based on poly(methacrylic acid esters). It apy.'ies =
two types of cement, intended respectively for use with a syringe or in the dough state, for the fixation o."‘nt>rnal
orthopaedic prostheses and supplied as units containing premeasured amounts of sterile powder and of sterile liquid
in forms suitable for mixing at the time of implantation.

This International Standard does not cover the hazards associated with the use of the cemer. in 1osperct of either the
patient or the user of the cement.

All requirements apply to, and all tests are intended to be performed on, the sterile prouu=t.

2 Term and definition
For the purposes of this International Standard, the following term ana € finition apply.

2.1
unit of cement

one package or vial of sterile premeasured powder compoi ent \nd one package or vial of sterile premeasured liquid
component

NOTE For cements in which the radio-opaque agent .~ ~uaplied separately, the unit of cement includes the vial or package of
premeasured radio-opaque powder component.

3 Liquid component

3.1 Appearance

When inspected by nori.al ¢r corrected vision, the liqguid component shall be free from particles and other
contaminants.

3.2 Stability

When tested ¢ s described in annex A, the flow time of the samples of liquid component shall not increase by more
than .9 %.

3.3 Accuracy of contents

When measured to an accuracy of = 0,1 ml, the volume of the liquid component of each of five units shall be within
5 % of that stated on the package [see 9.1 b)].
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