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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-21: Particular requirements for the basic safety and
essential performance of infant radiant warmers

FOREWORD

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

this end and in addition to other activities, IEC publishes International Standarg i ecifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides e d “IEC
Publication(s)”). Their preparation is entrusted to technical committees; a ittee interested
in the subject dealt with may participate in this preparatory work. i 3
governmental organizations liaising with the IEC also participate in fkj . |E aborates closely
with the International Organization for Standardization (ISO) in &ccorda W
agreement between the two organizations.

2) 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.

7) No liability shall attac s dires mployees, servants or agents including individual experts and
members of its technd S E ational Committees for any personal injury, property damage or
other damage of Any w whether direct or indirect, or for costs (including legal fees) and
expenses arising\out\of\the publi t|on use of, or reliance upon, this IEC Publication or any other IEC

9) AttentionN M o ssibility that some of the elements of this IEC Publication may be the subject of
~JEC'shaN not\e held responsible for identifying any or all such patent rights.

International standard I|EC 60601-2-21 has been prepared by subcommittee 62D:
Electromedical equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

This second edition cancels and replaces the first edition published in 1994 and its
Amendment 1 (1996). This edition constitutes a technical revision. This edition of
IEC 60601-2-21 was revised to structurally align with the 2005 edition of IEC 60601-1.

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

FDIS Report on voting
62D/735/FDIS 62D/762/RVD

Full information on the voting for the approval of this particular standard can be found in the
report on voting indicated in the above table.
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This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, the following print types are used:

— 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

— ‘“subclause” means a numbered subdivision of a clause are all

subclauses of Clause 7).

The verbal forms used in this standard eot described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of(this 2 guxiliary verb:

“shall” means that co
with this standard;

— “should” means that aNequirement or a test is recommended but is not
mandatory fo@n
- “may” is used (: ik \ssible way to achieve compliance with a requirement or

test.

An asterisk (* irs 3 er’of a title or at the beginning of a paragraph or table title
indicates th } i or rationale related to that item in Annex AA.

A list of all pa he IEC 60601 series, published under the general title Medical electrical
equipment, tan be foundon the IEC website.

The committee has decided that the contents of this publication will remain unchanged until
the maintenance result 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.

The contents of the corrigendum of February 2013 have been included in this copy.



IEC 60601-2-21 Ed. 2.0 - Preview only Copy via ILNAS e-Shop

60601-2-21 © IEC:2009 -5-

INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of INFANT RADIANT WARMER equipment.

This particular standard amends and supplements IEC 60601-1:2005, Medical electrical
equipment — Part 1: General requirements for basic safety and essential performance,
hereinafter referred to as the general standard.

The requirements are followed by specifications for the relevant tests.

A general guidance and rationale for the requirements of this particular standard are given in

Annex AA.

acilitate
revision
echnology.

It is considered that knowledge of the reasons for these require
the proper application of this particular standard but will, in due
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