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Canadian Standards Association (operating as “CSA Group”), under
whose auspices this National Standard has been produced, was
chartered in 1919 and accredited by the Standards Council of
Canada to the National Standards system in 1973. It is a not-for-
profit, nonstatutory, voluntary membership association engaged in
standards development and certification activities.

CSA Group standards reflect a national consensus of producers and
users — including manufacturers, consumers, retailers, unions and
professional organizations, and governmental agencies. The
standards are used widely by industry and commerce and often
adopted by municipal, provincial, and federal governments in their
regulations, particularly in the fields of health, safety, building and
construction, and the environment.

Individuals, companies, and associations across Canada indicate
their support for CSA Group’s standards development by
volunteering their time and skills to Committee work and supporting
CSA Group’s objectives through sustaining memberships. The more
than 7000 committee volunteers and the 2000 sustaining
memberships together form CSA Group’s total membership from
which its Directors are chosen. Sustaining memberships represent a
major source of income for CSA Group’s standards development
activities.

CSA Group offers certification and testing services in support of and
as an extension to its standards development activities. To ensure
the integrity of its certification process, CSA Group regularly and
continually audits and inspects products that bear the

CSA Group Mark.

In addition to its head office and laboratory complex in Toronto, CSA
Group has regional branch offices in major centres across Canada
and inspection and testing agencies in eight countries. Since 1919,
CSA Group has developed the necessary expertise to meet its
corporate mission: CSA Group is an independent service
organization whose mission is to provide an open and effective
forum for activities facilitating the exchange of goods and services
through the use of standards, certification and related services to
meet national and international needs.

For further information on CSA Group services, write to
CSA Group

178 Rexdale Boulevard

Toronto, Ontario, MOW 1R3
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A National Standard of Canada is a standard developed by a
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guidance set out by SCC. More information on National Standards of
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SCC is a Crown corporation within the portfolio of Innovation,
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and international standards. SCC also coordinates Canadian
participation in standards development, and identifies strategies to
advance Canadian standardization efforts.

Accreditation services are provided by SCC to various customers,
including product certifiers, testing laboratories, and standards
development organizations. A list of SCC programs and accredited
bodies is publicly available at www.scc.ca.
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CSA Preface

This is consolidated edition 1.1 of CAN/CSA-C22.2 No. 60601-2-63, Medical electrical equipment —
Part 2-63: Particular requirements for the basic safety and essential performance of dental extra-oral
X-ray equipment, which is an adoption, with Canadian deviations, of the identically titled IEC
(International Electrotechnical Commission) Standard 60601-2-63 (edition 1:2012 consolidated with
Amendment 1:2017). It is one in a series of Standards issued by CSA Group under Part Il of the
Canadian Electrical Code.

For brevity, this Standard will be referred to as “CAN/CSA-C22.2 No. 60601-2-63" throughout.

This Standard is intended to be used in conjunction with CAN/CSA-C22.2 No. 60601-1:14, Medical
electrical equipment — Part 1: General requirements for basic safety and essential performance
(adopted IEC 60601-1:2005, including Amendment 1:2012, with Canadian deviations).

Where differences exist between this consolidated edition and the published edition and its
amendments, those documents will take precedence.

This Standard is considered suitable for use for conformity assessment within the stated scope of the
Standard.

This Standard was reviewed for Canadian adoption by the CSA Technical Committee on Consumer and
Commercial Products, under the jurisdiction of the CSA Strategic Steering Committee on Requirements
for Electrical Safety, and has been formally approved by the Technical Committee. Due to the medical
content of this Standard, it was also approved by the CSA Technical Committee on Application of
Electricity in Health Care under the jurisdiction of the CSA Strategic Steering Committee on Health Care
Technology & System:s.

This Standard has been developed in compliance with Standards Council of Canada requirements for
National Standards of Canada. It has been published as a National Standard by CSA Group.

Interpretations: The Strategic Steering Committee on Requirements for Electrical Safety has provided
the following direction for the interpretations of standards under its jurisdiction: “The literal text shall
be used in judging compliance of products with the safety requirements of this Standard. When the
literal text cannot be applied to the product, such as for new materials or construction, and when a

March 2019 © 2019 Canadian Standards Association CSA/B



Medical electrical equipment — Part 2-63: Particular requirements for the basic
CSA C22.2 No. 60601-2-63:15 safety and essential performance of dental extra-oral X-ray equipment

relevant CSA committee interpretation has not already been published, CSA Group’s procedures for
interpretation shall be followed to determine the intended safety principle.”

© 2019 Canadian Standards Association

All rights reserved. No part of this publication may be reproduced in any form whatsoever without the
prior permission of the publisher. IEC material is reprinted with permission. Where the words “this
International Standard” appear in the text, they should be interpreted as “this National Standard of
Canada”.

Inquiries regarding this National Standard of Canada should be addressed to
CSA Group

178 Rexdale Boulevard, Toronto, Ontario, Canada M9W 1R3
1-800-463-6727 » 416-747-4000

WWW.csagroup.org

To purchase standards and related publications, visit our Online Store at store.csagroup.org or call toll-
free 1-800-463-6727 or 416-747-4044.

This Standard is subject to review within five years from the date of publication, and suggestions for its
improvement will be referred to the appropriate committee. The technical content of IEC and ISO
publications is kept under constant review by IEC and I1SO. To submit a proposal for change, please send
the following information to inquiries@csagroup.org and include “Proposal for change” in the subject
line:

a) Standard designation (number);

b) relevant clause, table, and/or figure number;

c) wording of the proposed change; and

d) rationale for the change.

March 2019 © 2019 Canadian Standards Association CSA/9


http://www.csagroup.org/
http://store.csagroup.org/

IEC 60601-2-63:2012-09+AMD1:2017-07 CSV(en-fr)

IEC 60601-2-63

Edition 1.1 2017-07

CONSOLIDATED
VERSION

VERSION
CONSOLIDEE

colour
inside

Medical electrical equipment —
Part 2-63: Particular requirements for the basic safety and essential performance
of dental extra-oral X-ray equipment

Appareils électromédicaux —
Partie 2-63: Exigences particuliéres pour la sécurité de base et les performances
essentielles des appareils a rayonnement X dentaires extra-oraux




-2- IEC 60601-2-63:2012+AMD1:2017 CSV

© IEC 2017
CONTENTS
FOREWORD ...ttt ettt et et et ettt et et e et e et e et e et e e et e e e enns 4
LN I 2 1 1 L N 1 S 7
INTRODUCTION TO AMENDMENT 1 it e e e e e ees 7
2011 Scope, object and related standards...........oooiiiii e 8
201.2 NOIMAtiVe rEfErENCES ....uie e 10
201.3 Terminology and definitioNS .. ..o 11
201.4 General reqQUIrEMENTS .. . 13
201.5 General requirements for testing of ME EQUIPMENT ......cuuiiiiiiiiiiiiei e 13
201.6 Classification of ME EQUIPMENT @nd ME SYSTEMS .....c.uiiuuiiiniiinaiin it e eeeneeeneeenaeannnes 13
201.7 ME EQUIPMENT identification, marking and documents..............coooiiiiiiiiiineneenn. 14
201.8 Protection against electrical HAZARDS from ME EQUIPMENT ....c.uiiuiieiniiinieiiieiieeiieeannes 16
201.9 Protection against MECHANICAL HAZARDS of ME EQUIPMENT and ME SYSTEMS............ 18
201.10 Protection against unwanted and excessive radiation HAZARDS ..........ccccoeveivniennnnen. 18
201.11  Protection against excessive temperatures and other HAZARDS ..........ccccoevviiiiiennnnen. 18
201.12  Accuracy of controls and instruments and protection against hazardous
Lo ] 81 {0 £ PPN 18
201.13 HAZARDOUS SITUATIONS and fault conditions ... 18
201.14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS (PEMS) ...ccuuiiiiiiiieiiieiieeiiee e eee e eene 19
201.15  Construction of ME EQUIPMENT ....uiiuuiiiiiieiie e e e et e e et e et e e e e e e e e e e eeenes 19
D24 0 I I T Y = 1V 1 PP 19
201.17  Electromagnetic compatibility of ME EQUIPMENT and ME SYSTEMS.......c.ceceuvveueennnnn. 19
202 Electromagnetic compatibility — Requirements and tests..........ccoooiiiiiii i 19
203 Radiation protection in diagnostic X-ray equipment ..o 19
N 115 - 31
Annex C (informative) Guide to marking and labelling requirements for ME EQUIPMENT
=] o Y Y PN 32
Annex AA (informative) Particular guidance and rationale.................coooiiiiiii i, 33
(27 o] [T To | =T o1 0 VAU 39
Index of defined terms used in this particular standard................o 42
Figure 203.101 — Zone of EXTRA-FOCAL RADIATION ....uiuuiiiniineiin et e et e e e et e eeneeeneeaneeeneeeneeenas 28
Figure AA.1 — PANORAMIC X-RAY EQUIPMENT ...iuuiiiueiineiieeieeieeteeteeeneeeneeeneeaneeaneeanaeenaeaneeenaes 33
Figure AA.2 — AIR KERMA during IRRADIATION with direct current X-RAY GENERATOR ................. 35
Figure AA.3 — AIR KERMA during IRRADIATION with ONE-PEAK X-RAY GENERATOR .......ccoveuuennnee. 36

Figure AA.4 — Example — series of (numerous) pulsed IRRADIATIONS for a CBCT (cone
beam computed tomography) IRRADIATION event, with CONSTANT POTENTIAL HIGH-
VOLTAGE GENERATOR and time-width modulation ..., 37

Figure AA.5 — Example — series of two irradiations for PANORAMIC-like views of right
and left TMJ (temporo-mandibolar joint) in the same image, with ONE-PEAK HIGH-
VOLTAGE GENERATOR . ...ttt ettt aeat e e et e eea e e et e e e ea e e eaa e eea e e ean e e eea e eean e e eea e eean e eaeen e eean e eeeanaaennnaaenns 37

Table 201.101 — List of potential ESSENTIAL PERFORMANCE to be considered by
MANUFACTURER in the RISK MANAGEMENT PROGCESS ... cuuiuiituataiaeeenaee e e e e ee e e e e e e eeeeneenaennas 13

CAN/CSA-C22.2 No. 60601-2-63:15 Consolidated



IEC 60601-2-63:2012+AMD1:2017 CSV -3-
© IEC 2017

Table 201.C.101 — Marking on the outside of ME EQUIPMENT or its parts .................

Table 201.C.102 — Subclauses requiring statements in ACCOMPANYING DOCUMENTS

CAN/CSA-C22.2 No. 60601-2-63:15 Consolidated



-8- IEC 60601-2-63:2012+AMD1:2017 CSV
© IEC 2017

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-63: Particular requirements for the basic safety
and essential performance of dental extra-oral X-ray equipment

201.1 Scope, object and related standards

Clause 1 of the general standard! applies, except as follows:

201.1.1 Scope

Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of
DENTAL EXTRA-ORAL X-RAY EQUIPMENT, hereafter also called ME EQUIPMENT. The scope includes
ME SYSTEMS containing such ME EQUIPMENT.

NOTE 1 This includes PANORAMIC equipment, CEPHALOMETRIC equipment, and equipment for dental volumetric
reconstruction (hereafter DVR) as defined in 201.3.203 below.

NOTE 2 DVR includes dental CBCT (cone beam computed tomography), which is also known with other names in
certain parts of the world, e.g. DVT (digital volumetric tomography); DVR also includes tomosynthesis.

NOTE 3 This may include the imaging of other anatomical parts (e.g. the hand) as long as required for dental
treatment (e.g. orthodontic treatment).

NOTE 4 This may include anatomical objects of interest to the ENT (ear, nose, and throat) specialist.
The scope of this standard is restricted to X-RAY EQUIPMENT where:

e the X-RAY TUBE ASSEMBLY contains the HIGH-VOLTAGE TRANSFORMER ASSEMBLY and

o the geometrical relations between the X-RAY SOURCE, the anatomical object being imaged
in the PATIENT, and the X-RAY IMAGE RECEPTOR, are preset in the design and cannot be
arbitrarily altered by the OPERATOR during INTENDED USE.

NOTE 5 DENTAL INTRA-ORAL X-RAY EQUIPMENT is excluded from the scope of this standard.

NOTE 6 FOCAL SPOT TO IMAGE RECEPTOR DISTANCE and FOCAL SPOT to object distance are preset in the design of
DENTAL EXTRA-ORAL X-RAY EQUIPMENT.

NOTE 7 For DENTAL X-RAY EQUIPMENT not in the scope of this document because of the restriction above,
applicable clauses of IEC 60601-2-54 may be used with this document.

ME EQUIPMENT and ME SYSTEMS in the scope of IEC 60601-2-44, |EC 60601-2-54,
IEC 60601-2-45, IEC 60601-2-65 or IEC 60601-2-43 are excluded from the scope of this
particular standard. The scope of this International Standard also excludes RADIOTHERAPY
SIMULATORS and equipment for bone or tissue absorption densitometry. Excluded from the
scope is also ME EQUIPMENT intended to be used for DENTAL RADIOSCOPY.

Within its specific scope, the clauses of this particular standard supersede and replace those
of IEC 60601-2-7, Medical electrical equipment — Particular requirements for the safety of
high-voltage generators of diagnostic X-ray generators and of |IEC 60601-2-32, Medical
electrical equipment — Particular requirements for the safety of associated equipment of X-ray
equipment.

| ) The general standard is IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, Medical electrical equipment —
Part 1: General requirements for basic safety and essential performance
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