€12V SY

AS 4273—1999

(Incorporating Amendment No. 1)

Australian Standard™

Design, installation and use ot
pharmaceutical isolators

%.‘-tandard: Australia


https://www.stdhive.com/standards/as-4273-1999-pdf/

This Australian Standard was prepared by Committee ME/60, Controlled
Environment. It was approved on behalf of the Council of Standards Australia on
31 December 1998 and published on 5 March 1999.

The following interests are represented on Committee ME/60:
Air-Conditioning & Refrigeration Equipment Manufacturers
Auckland Regional Chamber of Commerce
Australian Chamber of Commerce and Industry
Australian Contamination Control Society
Australian Industry Group
Australian Institute of Refrigeration Air Conditioning and Heating
Australian Pharmaceutical Manufacturers Association
Australian Society for Microbiology
Commonwealth Department of Health and Family Servic=5
CSIRO—Division of Animal Health
Department of Human Services, Vic.

Medical Industry Association of Australia

Ministry of Health, New Zealand

National Association of Testing Authori''es Australia
N.S.W. Health Department

Society of Hospital Pharmacist:.0i Australia

Keeping Standards up-to-date

Standards are_ (ivii.2_r.ocuments which reflect progress in science, technology and
systems. To mcintain their currency, all Standards are periodically reviewed, and
new editionis arc published. Between editions, amendments may be issued.
Standards may also be withdrawn. It is important that readers assure themselves
they are usn.1 a current Standard, which should include any amendments which
may na ‘e beer published since the Standard was purchased.

D~taii~d Information about Standards can be found by visiting the Standards
Auctrana 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
cear, and the monthly magazindhe Australian Standardhas a full listing of
revisions and amendments published each month.

We also welcome suggestions for the 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, PO Box 1055, Strathfield,
NSW 2135.

This Standard was issued in draft form for comment as DR 98018.


http://www.standards.com.au
https://www.stdhive.com/standards/as-4273-1999-pdf/

AS 4273—1999

(Incorporating Amendment No. 1)

Australian Standard™

Design, installation and use of
pharmaceutical isolaters

Orig nate Y as AS/NZS 4273(Int):1995.
Revis 2d ar.d designated AS 4273—1999.
Re.osu2d incorporating Amendment No. 1 (May 2000).

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

PO Box 1055, Strathfield, NSW 2135, Australia

ISBN 0 7337 2510 4


https://www.stdhive.com/standards/as-4273-1999-pdf/

AS 4273 —1999 2

PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand
Committee ME/60, Controlled Environment to supersede AS/NZS 4273(Int):1995,
Guidelines for the design, installation and use of pharmaceutical isolatbnés Standard

is the result of a consensus among representatives on the Joint Committee to produce it as
an Australian Standard.

This Standard incorporates Amendment No. 1 (May 2000). The changes required by th=
Amendments are indicated in the text by a marginal bar and amendment number aga:nsi
the clause, note, table, figure, or part thereof affected.

This Standard provides design requirements and guidance for the constructior of
pharmaceutical isolators, recommendations for the environment in which_they cre to be
used, performance requirements and guidance on their installation and us=. Fassible uses
of isolators include the preparation of products which require a high level of ¢ssurance of
protection from contamination and the preparation of products which are agents presenting
a potential hazard to the operator and the environment.

This document has its origins in one prepared by a working party ‘orn ad vy the Regional
Quality Control Pharmacists Subcommittee of the Regional i*tarnraceutical Offices (UK).
Permission to utilize this document is gratefully acknowledged.

The term ‘informative’ has been used in this Standaru. to define the application of the
appendix to which it applies. An ‘informative’ appendix is only for information and
guidance.
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FOREWORD

Pharmaceutical isolators are designed to allow individual aseptic transfers to be conducted
in a Class 3.5 environment without direct access by the operator and without contact with

their external environment. Pharmaceutical isolators potentially provide the equivalent of

a laminar flow cabinet operating within a controlled secondary environment. Thus they

remove the need for operators to wear sterile cleanroom garments and introduce the
possibility of a lower standard of environment in the room in which the device is sited.

Type 1 Pharmaceutical isolators are designed primarily for protection of the product, <Tar
example sterile infusions. Type 2 Pharmaceutical isolators are designed for prote-tion ot
the product, such as cytotoxic drug injections, but are also intended to nrevide
protection—

(a) to the operator;
(b) to the environment; and

(c) to isolator service personnel to an extent equivalent to that piavided by devices
complying with AS 2567 aminar flow cytotoxic drug safety cab.nets

The type of isolator, the class of transfer device and tke n.*enued application will
influence the degree of cleanness of the background envirorime'it in which the isolator
should be located. This Standard addresses this issue. In aadition, when selecting or
designing, locating, installing and using an isolator, cur cideration should be given to
safety aspects of the handling of starting materials «ind cumponents, surface disinfection
of components and disposal of waste generated. during 1'se. The vendor should classify the
isolator according to type and the purchaser shou:d Iccate it according to end use.

The major advantage of isolators is that 'the: constitute a self-contained working
environment with annexed transfer facilities. ~Another advantage is that they can be
custom-built for a defined purpose or cervice. Customization can include variations in
size, configuration, materials of conciruction, inbuilt devices, air flows and pressure
differentials. For this reason a hiai!yv detailed specification for their construction is
impractical and would be restrictive - The present Standard therefore avoids this detail.
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