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INTERNATIONAL ELECTROTECHNICAL COMMISSION

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

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardiz t‘on ~omurising
all national electrotechnical committees (IEC National Committees). The object of IEC i to promote
international co-operation on all questions concerning standardization in the electrical and electror.’s fields. To
this end and in addition to other activities, IEC publishes International Standards, Techr. cal Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter refcrred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC Natioi Al Coi mittee interested
in the subject dealt with may participate in this preparatory work. Internationd!, gc ‘ernr.ental and non-
governmental organizations liaising with the IEC also participate in this preparation. '\FZ collaborates closely
with the International Organization for Standardization (ISO) in accordanc > witi. conditions determined by
agreement between the two organizations.

The formal decisions or agreements of IEC on technical matters express, 1s nearly as possible, an international
consensus of opinion on the relevant subjects since each technical ~c =mittee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for internatic *al 1 se and are accepted by IEC National
Committees in that sense. While all reasonable efforts are maa. to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible fu: tho way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC Nationa™Zommittees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence
between any IEC Publication and the correspondir.y national or regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation o1 =caformity. Independent certification bodies provide conformity
assessment services and, in some area’, 2.cess to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certifi atic 1 bodies.

All users should ensure that they ha\ = tho latest edition of this publication.

No liability shall attach to IEC ar .o .t rectors, employees, servants or agents including individual experts and
members of its technical com nit*ces and IEC National Committees for any personal injury, property damage or
other damage of any natre vha soever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of he puolication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn tc the ' lormative references cited in this publication. Use of the referenced publications is
indispensable for the cc ‘rect application of this publication.

Attention is <raw. to the possibility that some of the elements of this IEC Publication may be the subject of
patent rights. .=C snall not be held responsible for identifying any or all such patent rights.

Internat’'onal Standard IEC 61010-2-040 has been prepared by IEC technical committee 66:
Sefel; 0l measuring, control and laboratory equipment.

It \ as the status of a group safety publication, as specified in IEC Guide 104.

This second edition cancels and replaces the first edition published in 2005. This edition
constitutes a technical revision.

This edition includes the following significant technical changes with respect to the previous
edition:

a) A new clause (4.3.2.101) has been added for non-electrical supplies and services.

b) Additional requirements for marking and documentation (Clause 5) have been added.
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c) Additional requirements for protection against mechanical hazards (Clause 7) have been
included.

d) Additional requirements for protection against radiation, including laser sources, and
against sonic and ultrasonic pressure (Clause 12) have been included.

The text of this standard is based on the following documents:

FDIS Report on voting
66/570/FDIS 66/576/RVD

Full information on the voting for the approval of this standard can be found in the repcrt on
voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Par" 2.

A list of all parts in the IEC 61010 series, published under the general titie Safety
requirements for electrical equipment for measurement, control, and laboratcy use, can be
found on the IEC website.

This Part 2-040 is intended to be used in conjunction with IEC 6131J-. It was established on
the basis of the third edition (2010). Consideration may be givern to future editions of, or
amendments to, IEC 61010-1.

Where a particular subclause of Part 1 is not mentionec in this Part 2-040, that subclause
applies as far as is reasonable. Where this. port stutes “addition”, “modification”,
“replacement”, or “deletion”, the relevant requirement, ‘est specification or note in Part 1
should be adapted accordingly.

In this standard:

1) the following print types are used:
— requirements: in roman type;
— NOTES: in small roman type,
— conformity and tests: ir.itaic type;

— terms used througlkov. this standard which have been defined in Clause 3: SMALL
ROMAN CAPITALS.

2) subclauses, figurcs. «nd tables which are additional to those in Part 1 are numbered
starting from 11; ¢dditional annexes are lettered starting from AA and additional list
items are lettered .-om aa).

The comniittec. has decided that the contents of this publication will remain unchanged until
the stability daie indicated on the IEC website under "http://webstore.iec.ch" in the data
related " o the specific publication. At this date, the publication will be

s _ .2com’rmed,

e witndrawn,

+ . replaced by a revised edition, or
> amended.
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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=| ecuipment intended for
sterilization, washing, and disinfection of medical materials in (22 medical, veterinary,
pharmaceutical and laboratory fields, when used under the<=n\ironmental conditions of 1.4.

Examples of such equipment include the following:

a) sterilizers and disinfectors using steam, and/or hot water as the _terhaint;

b) sterilizers and disinfectors using toxic gas, toxic aerosol o~*oxi. vapour as the sterilant;
c) sterilizers and disinfectors using hot air or hot inert gas &~ the sterilant; and

d) washer disinfectors.
1.1.2 Equipment excluded from scope

Addition:

Add the following note to item f):

NOTE IEC 60601-1 defines mecicwui e'ectrical equipment as follows:

Electrical equipment, providea with not more than one connection to a particular supply MAINS and intended by its
manufacturer to be used n. the diagnosis, treatment, or monitoring of a patient; and that makes physical or
electrical contact with th» pa ent or transfers energy to or from the patient or detects such energy transfer to or
from the patient.

Addition:
Add the following new second paragraph:

“ais part «f IEC 61010 does not apply to the following types of equipment:

aY) equipment for use in hazardous atmospheres (see IEC 60079) but does apply to an
atmosphere created inside equipment by a flammable sterilizing agent (see 13.0);

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

cc) laundry equipment (see IEC 60335-2-4, I|EC 60335-2-7, IEC 60335-2-11, and
ISO 10472), unless designed for disinfecting medical materials;

dd) dishwashers (see IEC 60335-2-5 and IEC 60335-2-58).
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