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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 has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of 
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement.

For an explanation on the voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following 
URL: www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 6, 
Dental equipment.

This second edition cancels and replaces the first edition (ISO 7488:1991), which has been 
technically revised.

The main changes compared to the previous edition are as follows:

— clarification of the scope;

— deletion of the classification (according to frequency);

— addition of the requirements for the maximum sound pressure level in 4.3;

— addition of measurement and test methods;
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Introduction

The mixing performance requirement in this document is based on the concept of coherence time. This 
arises because it is not possible to define precisely just what constitutes a “clinically usable” mix, this 
being a subjective and vague value judgment. It is to be noted that the readily identifiable stage in the 
mixing process designated coherence is an intermediate stage and is an indication that satisfactory 
mixing is occurring. A “clinically usable” amalgam mix or other material mix cannot be obtained unless 
coherence is first achieved. A “clinically usable” mix generally requires mixing further to that required 
for coherence.

The scope is intended in due course to include machines for mixing material other than dental amalgam, 
such as cements. However, the relevant information is not yet to be available, and all mixing related 
references in this document are in respect of dental amalgam. The scope will be extended to include 
capsulated cements as soon as suitable data become available and consequential additions will be 
included in the requirements and test methods.
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Dentistry - Mixing machines for dental amalgam

1 Scope

This document specifies requirements for electrically-powered mixing machines for mixing dental 
amalgam alloy, and dental mercury in capsules to produce dental amalgam.

This document specifies the test methods used to determine conformity with these requirements.

This document refers to those machines that mix by an oscillating action and which are sold by the 
manufacturer for the purpose of mixing dental amalgam whether or not they are intended for mixing 
any other type of product.

This document does not specify requirements for removable mixing-capsules, as are used in many 
machines to contain the material to be mixed, although considered as part of the machine when in use 
or under test.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content 
constitutes requirements of this document. For dated references, only the edition cited applies. For 
undated references, the latest edition of the referenced document (including any amendments) applies.

ISO 1942, Dentistry — Vocabulary

IEC 60601-1, Medical electrical equipment — Part 1: General requirements for basic safety and 
essential performance

IEC 61671-1:2013, Electroacoustics — Sound level meters — Part 1: Specifications

3	 Terms	and	definitions

For the purposes of this document, the terms and definitions given in ISO 1942 and the following apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

— IEC Electropedia: available at http://www.electropedia.org/

— ISO Online browsing platform: available at https://www.iso.org/obp

3.1
coherence
<dental amalgam> condition of the powder and liquid having been combined into a single mass

Note 1 to entry: Small cracks or a dry-looking surface do not detract from coherence.

3.2
coherence time
<dental amalgam> time taken for mixing all powder and liquid to achieve coherence

Note 1 to entry: The mix produced for the purposes of this definition is not necessarily mixed to the degree 
necessary for clinical use.
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