INTERNATIONAL ISO
STANDARD 13897

First edition
2003-02-15

Dentistry — Amalgam capsules

Art dentaire — Capsules pour amalgame

—_— Reference number
=/ N— ISO 13897:2003(E)

©1S0 2003



ISO 13897:2003(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0 2003

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax +41 22749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

i © 1SO 2003 — All rights reserved



ISO 13897:2003(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established ha;t?e right to be represented on that committee. International organizations, governmental and
non-governmenfalgin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@chnical Commission (IEC) on all matters of electrotechnical standardization.

International Standa&?ar,e drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibiffy) that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respoa@g for identifying any or all such patent rights.

ISO 13897 was prepared by Techni Committee ISO/TC 106, Dentistry, Subcommittee SC 6, Dental
equipment.
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Introduction

In order to produce dental amalgam, electrically powered amalgamators as described in 1SO 7488 are
primarily used for mixing (trituration) of amalgam alloys with mercury. In many amalgamators, a removable
capsule is used to contain the alloy and mercury. Although the capsule must be considered as part of the
amalgamator when in use or under test, the requirements for capsules are not dealt with in ISO 7488. These
requirements are the s%ct of this International Standard.
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Dentistry — Amalgam capsules

1 Scope

This Internation%&tandard specifies requirements and test methods for predosed capsules and for reusable
capsules used 6ixing dental amalgam alloys and mercury.

e
2 Normative references
The following referencgd )Jdocuments are indispensable for the application of this document. For dated
references, only the edlt@ cited applies. For undated references, the latest edition of the referenced
document (including any a ments) applies.
ISO 1559:1995, Dental mater%@ Alloys for dental amalgam
ISO 1560, Dental mercury O/(
ISO 1942-2, Dental vocabulary — Part dbental materials
ISO 7488:1991, Dental amalgamators Q

%)

ISO 8601, Data elements and interchange forl{&— Information interchange — Representation of dates and

times
%
3 Terms and definitions é

For the purposes of this document, the terms and defir@s given in 1ISO 1559, ISO 1942-2, ISO 7488 and
the following apply. @

2

predosed capsule G/“

single-use capsule supplied containing separated measured amo f alloy powder and mercury in such a
way that premature contact is prevented

3.2 O
self-activating capsule 6
predosed capsule in which contact between the alloy powder and me.r.éry occurs automatically during

amalgamation &
3.3 L
activation (p

action that renders the contained alloy powder and mercury mixable

4 Classification

Amalgam capsules covered by this International Standard shall be classified as follows, according to the
reusability of the mixing capsule:

— Type 1: predosed mixing capsule

— Type 2: reusable mixing capsule
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