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INTERNATIONAL ELECTROTECHNICAL COMMISSION

)\ MEDICAL ELECTRICAL EQUIPMENT -
6 . RECURRENT TEST AND TEST AFTER REPAIR
{S\ OF MEDICAL ELECTRICAL EQUIPMENT

Oé FOREWORD

1) The Internatior@ectrotechnical Commission (IEC) is a worldwide organization for standardization comprising
all national elegtrotechnical committees (IEC National Committees). The object of IEC is to promote
international co-o@on on all questions concerning standardization in the electrical and electronic fields. To
this end and in add@i
Technical Reports,

to other activities, IEC publishes International Standards, Technical Specifications,

icly Available Specifications (PAS) and Guides (hereafter referred to as “IEC
Publication(s)”). Their*prgfaration is entrusted to technical committees; any IEC National Committee interested
in the subject dealt |t®y participate in this preparatory work. International, governmental and non-
governmental organizatio ising with the IEC also participate in this preparation. IEC collaborates closely
with the International Org@on for Standardization (ISO) in accordance with conditions determined by
agreement between the two ations.

2) The formal decisions or agree ent?T‘IEC on technical matters express, as nearly as possible, an international
consensus of opinion on the rel subjects since each technical committee has representation from all
interested IEC National Committee

Committees in that sense. While all r able efforts are made to ensure that the technical content of IEC
Publications is accurate, IEC cannot hel
misinterpretation by any end user.

3) IEC Publications have the form of rec@endations for international use and are accepted by IEC National
b

responsible for the way in which they are used or for any

4) In order to promote international uniformity; National Committees undertake to apply IEC Publications
transparently to the maximum extent possible 4 eir national and regional publications. Any divergence
between any IEC Publication and the correspon Etional or regional publication shall be clearly indicated in

the latter.
*

5) IEC provides no marking procedure to indicate itsx oval and cannot be rendered responsible for any
equipment declared to be in conformity with an IEC Pub@u
6) All users should ensure that they have the latest edition o

@blication.

7) No liability shall attach to IEC or its directors, employees, ants or agents including individual experts and
members of its technical committees and IEC National Committegsafor any personal injury, property damage or
other damage of any nature whatsoever, whether direct or @t, or for costs (including legal fees) and
expenses arising out of the publication, use of, or relianc his IEC Publication or any other IEC
Publications. ®

8) Attention is drawn to the Normative references cited in this publicat@se of the referenced publications is
indispensable for the correct application of this publication.

9) Attention is drawn to the possibility that some of the elements of this @blication may be the subject of
patent rights. IEC shall not be held responsible for identifying any or all sucWpatent rights.

International Standard IEC 62353 has been prepared by subcommi 2A: Common aspects
of electrical equipment used in medical practice, of IEC technical @nittee 62: Electrical
equipment in medical practice.

The text of this standard is based on the following documents: 6

FDIS Report on voting

62A/564/FDIS 62A/572/RVD

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

This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.
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In this standard, the following print types are used:
— requirements and definitions: roman type;

— igformative material appearing outside of tables, such as notes, examples and references: in smaller type.
ative text of tables is also in a smaller type;

- S, USED THROUGHOUT THIS STANDARD THAT HAVE BEEN DEFINED IN CLAUSE 3: IN SMALL

The verbal s used in this standard conform to usage described in Annex H of the ISO/IEC
Directives, 2. For the purposes of this standard, the auxiliary verb:

“shall” m
with this st

— “should” mea
mandatory for ¢

hat compliance with a requirement or a test is mandatory for compliance

t compliance with a requirement or a test is recommended but is not
iance with this standard;

- “may” isusedtod

We a permissible way to achieve compliance with a requirement or
test.

An asterisk (*) as the first cter of a title or at the beginning of a paragraph or table title
indicates that there is guida cv’rationale related to that item in Annex A.

The committee has decided thme contents of this publication will remain unchanged until
the maintenance result date indica n the IEC web site under "http://webstore.iec.ch" in the
data related to the specific publication. At this date, the publication will be

* reconfirmed; £

« withdrawn; ®

* replaced by a revised edition, or ‘

*+ amended.
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MEDICAL ELECTRICAL EQUIPMENT -
RECURRENT TEST AND TEST AFTER REPAIR
OF MEDICAL ELECTRICAL EQUIPMENT

A
%
1 Sc%sp\e
0%

This Internal@l Standard applies to testing of MEDICAL ELECTRICAL EQUIPMENT and MEDICAL
ELECTRICAL S @S, hereafter referred to as ME EQUIPMENT and ME SYSTEMS, or parts of such
equipment or s s, which comply with IEC 60601-1, before PUTTING INTO SERVICE, during
MAINTENANCE, |N5& ON, SERVICING and after REPAIR or on occasion of RECURRENT TESTS to
assess the safety h ME EQUIPMENT or ME SYSTEMS or parts thereof. For equipment not
built to IEC 60601-1 e requirements may be used taking into account the safety standards
for the design and infor@on in the instructions for use of that equipment.

This standard contains?}l& with allowable values relating to different editions of
IEC 60601-1. For the purp s?f' this standard, the application of measuring methods is
independent of the edition acc m to which the ME EQUIPMENT OR ME SYSTEM is designed.

This standard contains: Q

"general requirements”, which contaif<clauses of general concern, and
"particular requirements", further s handling special types of ME EQUIPMENT or

ME SYSTEMS and applying in connection the "General requirements".
NOTE 1 At this stage, there are no particular require S.
*
This standard is not suitable to assess whet EQUIPMENT or ME SYSTEMS or any other
equipment comply with the relevant standards fo ir design.

This standard does not define requirements for REPAIR, exchange of components and
MODIFICATION of ME EQUIPMENT or ME SYSTEMS. 0

NOTE 2 AIll MAINTENANCE, INSPECTION, SERVICING, and REPAIR @ in accordance with MANUFACTURER's
instructions maintain the conformity to the standard used for the design equipment. Otherwise conformity to
applicable requirements have to be assessed and verified.

This standard is also applicable to tests after REPAIR. The testi@&all be defined according to
the extent of work performed and applicable guidance from the MA CTURER.

This standard is not intended to define time intervals for RECURREN(‘ TS. If such intervals
are not defined by the MANUFACTURER, Annex F may be used to help e ish,such intervals.

S
0
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2 Normative references

Mllowing referenced documents are indispensable for the application of this document.
ﬁd references, only the edition cited applies. For undated references, the latest edition
e

of erenced document (including any amendments) applies.

IEC 60864-7-710, Electrical installations of buildings — Part 7-710: Requirements for special
insta/latior@ocations — Medical locations

IEC 60417, ical symbols for use on equipment

IEC 61010-1, Sa@equirements for electrical equipment for measurement, control and
laboratory use — P General requirements

IEC 61010-2-010, Safe quirements for electrical equipment for measurement, control and
laboratory use — Part 2- articular requirements for laboratory equipment for the heating

of materials /

*
IEC 61010-031, Safety require@s for electrical equipment for measurement, control and
laboratory use — Part 031: Safe quirements for hand-held probe assemblies for electrical
measurement and test

IEC 61140, Protection against electric k — Common aspects for installation and

equipment /,

IEC 61557-1, Electrical safety in low voItag@ ribution systems up to 1000 V a.c. and
1500 V d.c. — Equipment for testing, measuri monitoring of protective measures — Part 1:
General requirements /

3 Terms and definitions @

For the purposes of this document, the following term finitions apply.

NOTE Some of the definitions have to be different than those in IEC 6 & as different measuring methods are
used.

3.1 ®/,

ACCESSIBLE CONDUCTIVE PART
part of the ME EQUIPMENT other than an APPLIED PART, which is acc% to the patient, to the
operator in contact with the patient or can come in contact with the p ®

NOTE It is necessary that other accessible parts comply with their respective safety req ﬁ,n nts.

3.2

ACCESSORY 6:

additional part for use with equipment in order to:

— achieve the intended use, @

— adapt it to some special use, L

— facilitate its use,

— enhance its performance, or d\
— enable its functions to be integrated with those of other equipment

[IEC 60601-1:2005, definition 3.3]





