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Foreword

This document (prEN ISO 7494-2:2013) has been prepared by Technical Committee ISO/TC 106 “Dentistry”
in collaboration with Technical Committee CEN/TC 55 “Dentistry” the secretariat of which is held by DIN.

This document is currently submitted to the parallel Enquiry.

This document will supersede EN 1SO 11144:1996, EN ISO 7494-2:2003.

Endorsement notice

The text of ISO/DIS 7494-2:2013 has been approved by CEN as prEN ISO 7494-2:2013 without any
modification.
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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 1SO
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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

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.

ISO 7494-2 was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 6, Dental
equipment.

This second edition cancels and replaces the first edition (ISO 7494-2:2003, ISO 11144:1995), which have
been technically revised.

ISO 7494 consists of the following parts, under the general title Dentistry — Dental units:
— Part 2: Part 1: General requirements and test methods

— Part 2: Media channels and connections

© 1SO 2013 — All rights reserved \
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Introduction

This part of ISO 7494 is a combination of the following two International Standards:

ISO 7494-2:2003-03, Dentistry - Dental units - Part 2: Water and air supply

ISO 11144:1995-05-01, Dental equipment — Connections for supply and waste lines

This part of ISO 7494 specifies requirements and test methods pertaining to components of the dental unit
which deliver air, water, suction and waste, as well as the effects that these components have on the delivery
of air, water, suction and waste. This revision consolidates and updates requirements, which formerly were
specified in the following three standards:

ISO 7494-2:2003 Dentistry — Dental units — Part 2: Water and air supply

ISO 10637:1999 Dental equipment — High- and medium-volume suction systems

ISO 11144:1995 Dental equipment — Connections for supply and waste lines

This revision entirely replaces ISO 7494-2:2003 and ISO 11144:1995, while it only replaces certain
requirements specific to dental units in ISO 10637.

The requirements in this part of ISO 7494 focus on certain technical aspects regarded by the working group to
be appropriate for international standardization. The working group acknowledges that requirements for
microbiological aspects of the fluids transported by dental units are also worthy of standardization and is
working to develop requirements pertaining to the prevention, inhibition and removal of dental unit waterline
bio film. Additional projects to develop microbiological requirements for air, water and/or suction may follow.

Vi © IS0 2013 — All rights reserved
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Dentistry — Dental units — Part 2: Media channels and
connections

1 Scope
This part of ISO 7494 specifies requirements and test methods concerning:

a) The configuration of dental unit connections to the compressed air supply, water supply, suction
supply and waste water drain plumbing.

b) The materials, design and construction of the compressed air and water supply within the dental
unit.

c) The quality for incoming water and air.
d) The performance of dental unit suction devices in a dental unit.

This part of ISO 7494 also specifies requirements for instructions for use, marking, packaging and
technical description that is to be provided by the manufacturer.

This part of ISO 7494 is limited to dental units that are not used for life support treatment of ambulatory

patients or for oral surgery treatment requiring sterile air and water supplies. Amalgam separators are not
included in this Standard.

2 Normative references

The following referenced documents are indispensable for the application 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 / Note: Corrected and reprinted in 2010-03-01

ISO 7494-1, Dentistry — Dental units — Part 1: General requirements and test methods

ISO 8573-1:2010, Compressed air — Part 1: Contaminants and purity classes

ISO 9168, Dentistry — Hose connectors for air driven dental handpieces

ISO 10637, Dental equipment — High- and medium volume suction systems

IEC 61672-1, Electroacoustics — Sound level meters — Part 1. Specifications

IEC 62366, Medical devices — Application of usability engineering to medical devices

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 1942 and the following apply.
3.1

accessories
cannula, manifold, filter and/or mobile support
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