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National foreword

This British Standard is the UK implementation of EN ISO 23450:2021. It 
is identical to ISO 23450:2021.

The UK participation in its preparation was entrusted to Technical 
Committee CH/106/4, Dental Instruments and Equipment.

A list of organizations represented on this committee can be obtained on 
request to its committee manager.

Contractual and legal considerations
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reasonableness of this publication. All and any such responsibility and 
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This publication is provided as is, and is to be used at the 
recipient’s own risk.
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responsible for its correct application.
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EN ISO 23450:2021 (E)

European foreword

This document (EN  ISO  23450:2021) 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 European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by October 2021, and conflicting national standards shall 
be withdrawn at the latest by October 2021.

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic 
of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the 
United Kingdom.

Endorsement notice
The text of ISO 23450:2021 has been approved by CEN as EN ISO 23450:2021 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 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 of 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 www.iso.
org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC  106, Dentistry, Subcommittee SC  04, 
Dental instruments, in collaboration with the European Committee for Standardization (CEN) Technical 
Committee CEN/TC 55, Dentistry, in accordance with the Agreement on technical cooperation between 
ISO and CEN (Vienna Agreement).

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

In the field of dentistry, intraoral cameras have been used in the oral cavity of patients for many years. 
The intraoral camera provides dentists with an aid which is able to significantly improve communication 
with the patient, facilitate documentation and raise the diagnostics to another qualitative level.

Technological advancement enables the continuous development of new and improved intraoral 
cameras, the handling of which is becoming easier and the possible applications of which are becoming 
more extensive.

These intraoral cameras are produced by the dental industry as high-quality medical devices under 
recognized quality management systems.

In order to maintain this high level of quality, this document describes the applicable technical 
product features.

This document refers to IEC 60601‑1, the basic standard on safety of medical electrical equipment, by 
stating the respective clause numbers of IEC 60601‑1 and IEC 80601‑2‑60.
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