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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
Standards Council of Canada (SCC) accredited Standards
Development Organization, in compliance with requirements and
guidance set out by SCC. More information on National Standards of
Canada can be found at www.scc.ca.

SCC is a Crown corporation within the portfolio of Innovation,
Science and Economic Development (ISED) Canada. With the goal of
enhancing Canada's economic competitiveness and social well-
being, SCC leads and facilitates the development and use of national
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 custom. *s,
including product certifiers, testing laboratories, and stanc. >rds
development organizations. A list of SCC programs and accre.'ited
bodies is publicly available at www.scc.ca.

Standards Council of Canada
600-55 Metcalfe Street
Ottawa, Ontario, K1P 6L5
Canada

Standards Council of Canada
Conseil canadien des normes
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Cette Norme Nationale du Canada est disponible en versions frangaise et anglaise.

Although tr. = intended primary application of this Standard is stated in its Scope, it is important to note that it remains the responsibility of
the users to judge its suitability for their particular purpose.
®A trademark of the Canadian Standards Association, operating as “CSA Group”
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CSA Preface

This is the third edition of CSA C22.2 No. 61010-2-040, Safety.rey,tir.ments for electrical equipment for
measurement, control, and laboratory use — Part 2-040: Putic.'ar requirements for sterilizers and
washer-disinfectors used to treat medical materials, wh'ch is an adoption, with Canadian deviations, of
the identically titled IEC (International Electrotechnical C>m.nission) Standard 61010-2-040 (third
edition, 2020-05). It supersedes the previous edition published in 2016 as

CAN/CSA-C22.2 No. 61010-2-040 (adopted IEC.51010-2-040:2015). It is one in a series of Standards
issued by CSA Group under Part Il of the Caidian Clectrical Code.

For brevity, this Standard will be referred ' a, “CSA C22.2 No. 61010-2-040" throughout.

This Standard is intended to be us=d 1) conjunction with CAN/CSA-C22.2 No. 61010-1:12, Safety
requirements for electrical equ'pn ent jor measurement, control, and laboratory use — Part 1: General
requirements (adopted IEC €10.0-":2010, with Canadian and US deviations); and Amendment 1:2018 to
CAN/CSA-C22.2 No. 61010-1.12 (adopted IEC Amendment 1:2016, with Canadian and US deviations).

This Standard is conside: ~2 suitable for use for conformity assessment within the stated scope of the
Standard.

This Standard \as eviewed for Canadian adoption by the CSA Subcommittee on Safety Requirements
for Electri -al Equipment for Measurement, Control, and Laboratory Use, under the jurisdiction of the
CSA Techni-al Committee on Consumer and Commercial Products and the CSA Strategic Steering
Cceram.ttee « n Requirements for Electrical Safety, and has been formally approved by the Technical
Committee.

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 of Canada by CSA Group.

March 2021 © 2021 Canadian Standards Association CSA/B
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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
relevant CSA committee interpretation has not already been published, CSA Group’s procedures for
interpretation shall be followed to determine the intended safety principle.”

© 2021 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 oy
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

WWwWWw.csagroup.org

To purchase standards and related publications, visit our Online Store at v.*vw..sagroup.org/store/ 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 1. buication, and suggestions for its
improvement will be referred to the appropriate committee. The tect nical content of IEC and ISO
publications is kept under constant review by IEC and I1SO. To s briiic a proposal for change, please send
the following information to inquiries@csagroup.org and.inc,'de “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 2021 © 2021 Canadian Standards Association CSA/9
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SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT FOR
MEASUREMENT, CONTROL, AND LABORATORY USE -

Part 2-040: Particular requirements for STERILIZERS and
WASHER-DISINFECTORS used to treat medical materials

1 Scope and object
This clause of Part 1 is applicable except as follows:

1.1.1 Equipment included in scope

Replacement:
Replace the existing text with the following:

This part of IEC 61010 specifies safety requirements for electric<l ecuipment intended for
sterilization, washing, and disinfection of medical materials in ("¢ medical, veterinary,
pharmaceutical and laboratory fields, when used under the‘=n\yironmental conditions of 1.4.

Examples of such equipment include the following:

a) STERILIZERS and disinfectors using steam and/or hot water <~ the steinant;

b) STERILIZERS and disinfectors using toxic gas, toxic aeroso!-~r tc ‘ic vapour as the sterilant;
c) STERILIZERS and disinfectors using hot air or hot inert gas as t .e sterilant; and

d) WASHER-DISINFECTORS.
1.1.2 Equipment excluded from scope

Addition:

Add the following note to item f):

NOTE IEC 60601-1:2005, 3.63, 1e.int's "medical electrical equipment" as follows (notes to entry are omitted):

Electrical equipment, having a. applied part or transferring energy to or from the patient or detecting such energy
transfer to or from the pzder. anu which is:

a) provided with not more *han one connection to a particular supply MAINS; and
b) intended by . s ma.iufacturer to be used:
1) in the dic gnosis, treatment, or monitoring of a patient; or

2) fa1 compensation or alleviation of disease, injury or disability.

Additien:
Add the following new second paragraph after the lettered list:

This document does not apply to the following types of equipment:

aa) equipment for use in hazardous atmospheres (see IEC 60079); however this document
does apply to an atmosphere created inside equipment by a flammable sterilizing
agent (see 13.2.101 and 13.2.102);

bb) laboratory equipment for the heating of materials for purposes other than sterilization
or disinfection (see IEC 61010-2-010);

CSA C22.2 No. 61010-2-040:21
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