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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-57: Particular requirements for the basic safety and essential

performance of non-laser light source equipment intended for therapeutic,

1)

diagnostic, monitoring and cosmetic/aesthetic use

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for s
all national electrotechnical committees (IEC National Committees). The obj
international co-operation on all questions concerning standardization in the electfi

this end and in addition to other activities, IEC publishes International Stangd i € ifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides e d “IEC
Publication(s)”). Their preparation is entrusted to technical committees; apy g qittee interested
in the subject dealt with may participate in this preparatory work. i 3
governmental organizations liaising with the IEC also participate in jkj . |E aborates closely
with the International Organization for Standardization (ISO) in &dccorda al

agreement between the two organizations.

The formal decisions or agreements of IEC on technical mattg S possible, an international

consensus of opinion on the relevant subjects since eac
interested IEC National Committees.

IEC Publications have the form of recom

Independent certification bodies provide conformity
marks of conformity. IEC is not responsible for any

patent rights. IE€ shall yot be held responsible for identifying any or all such patent rights.

International Standard IEC 60601-2-57 has been prepared by IEC technical committee TC 76:
Optical radiation safety and laser equipment

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

FDIS Report on voting
76/438/FDIS 76/441/RVD

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

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

In this standard, the following print types are used:
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— Requirements and definitions: roman type.
— Test specifications: italic type.

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

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term

“clause” means one of the seventeen numbered divisions within the table of contents,
inclusive of all subdivisions (e.g. Clause 7 includes subclauses 7.1, 7.2, etc.);

— “subclause” means a numbered subdivision of a clause (e.g. 7.1, . 7.2.1 are all

subclauses of Clause 7).

In this standard, the conjunctive “or” is used as an “inclu
combination of the conditions is true.

The verbal forms used in this standard conform
Directives, Part 2. For the purposes of thj

— “may” is used to de
test.

An asterisk (*) as; j

indicates that therg

A list of all pa
equipment ca
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The committee has decided that the contents of this publication will remain unchanged until
the stability date indicated on 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.

IMPORTANT - The 'colour inside’' logo on the cover page of this pu
that it contains colours which are considered to be usef
understanding of its contents. Users should therefore print t
colour printer.
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INTRODUCTION

This particular standard amends and supplements IEC 60601-1:2005 (third edition): Medical
Electrical Equipment — Part 1: General requirements for basic safety and essential
performance.

The requirements of this particular standard should be taken as the minimum to comply with,
in order to achieve a reasonable level of safety and reliability during operation and application
of non-laser light source equipment intended for therapeutic, diagnostic, monitoring and
cosmetic/aesthetic use.

Annex AA. It is
ate the proper
ecessitated

An asterisk (*) notes clauses for which there is rationale comment j
considered that knowledge of the reasons for these requirements wil

O
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