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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-35: Particular requirements for the basic safety
and essential performance of heating devices using blankets,
pads or mattresses and intended for heating in medical use

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 -ofcrred to as "IEC
Publication(s)"). Their preparation is entrusted to technical committees; any IEC Natioi Al Con mittee interested
in the subject dealt with may participate in this preparatory work. Internation{!, gc ernriental and non-
governmental organizations liaising with the IEC also participate in this prepar~tion. 'F_ 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 expre=s, s 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 ' 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 fc: thc way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC Nationa' “ommittees 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 correspondiri 1 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 atic1 bodies.

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

No liability shall attach to IEC or .o . '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 nat:re vha soever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of he publication, 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 shall not be held responsible for identifying any or all such patent rights.

Internai’onal Standard IEC 60601-2-35 has been prepared by IEC technical committee 62D:
E!~ctiamizdical equipment, of IEC technical committee 62: Electrical equipment in medical
nractice.

vhis second edition cancels and replaces |IEC 80601-2-35 published in 2009 and
Amendment 1:2016.
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The text of this particular standard is based on the following documents:

FDIS Report on voting
62D/1765/FDIS 62D/1777/RVD

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

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

In this document, 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 .maller type.
Normative text of tables is also in a smaller type;

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

In referring to the structure of this document, the term
"clause" means one of the seventeen numbered division¢ within the table of contents,
inclusive of all subdivisions (e.g. Clause 7 includes subcla '« 2~.7.1, 7.2, etc.);

— "subclause" means a numbered subdivision of a.clase ‘e.g. 7.1, 7.2 and 7.2.1 are all

subclauses of Clause 7).

References to clauses within this document are ureceded by the term "Clause" followed by
the clause number. References to subclauses wichin this particular standard are by number
only.

In this document, the conjunctive "or" is.usced as an "inclusive or" so a statement is true if any
combination of the conditions is true.

The verbal forms used in this “doc:iment conform to usage described in Clause 7 of the
ISO/IEC Directives, Part 2. Fcothe purposes of this document, the auxiliary verb:

"shall" means that com ~iiar.ce with a requirement or a test is mandatory for compliance
with this document;

— "should" means: tha. compliance with a requirement or a test is recommended but is not
mandatory for cor. 2liance with this document;

— "may" is useu to describe a permissible way to achieve compliance with a requirement or
test.

An asteisk (*) as the first character of a title or at the beginning of a paragraph or table title
inlicat~s that there is guidance or rationale related to that item in Annex AA.

A st of all parts of the 60601 International Standard, published under the general title
n'edical electrical equipment, can be found on the IEC website.
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The committee has decided that the contents of this document will remain unchanged until the
stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to
the specific document. At this date, the document will be

e reconfirmed,
e withdrawn,

e replaced by a revised edition, or
e amended.

NOTE The attention of users of this document is drawn to the fact that equipment manufacturers and testing
organizations may need a transitional period following publication of a new, amended or revised IEC publication in
which to make products in accordance with the new requirements and to equip themselves for conducting r.xw or
revised tests. It is the recommendation of the committees that the content of this publication be adc tea for
implementation nationally not earlier than 3 years from the date of publication.

IMPORTANT - The "colour inside"” logo on the cover page of this publiction indicates
that it contains colours which are considered to be useful for the correc* L nderstanding
of its contents. Users should therefore print this publication using a colour printer.
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INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation for HEATING DEVICES using BLANKETS,
PADS or MATTRESSES and intended for heating in medical use.

While K (degree Kelvin) is the recognized unit and symbol for absolute temperature and
temperature difference, °C has been used throughout this document because all
measurements are commonly made using equipment marked with the Celsius temperature
scale.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-35: Particular requirements for the basic safety
and essential performance of heating devices using blankets,
pads or mattresses and intended for heating in medical use

201.1 Scope, object and related standards

Clause 1 of the general standard! applies, except as follows:

201.11 * Scope

Replacement:

This part of 60601 International Standard applies to the BASIC SAFLTY aid ESSENTIAL
PERFORMANCE of HEATING DEVICES using BLANKETS, PADS or MATTRESSEL .in Ineadical use, also
referred to as ME EQUIPMENT. HEATING DEVICES intended to prewaim a v ed are included in the
scope of this document.

If a clause or subclause is specifically intended to be applicaie «0 ME EQUIPMENT only, or to
ME SYSTEMS only, the title and content of that clause or suoclause will say so. If that is not the
case, the clause or subclause applies both to ME EQ"!IPREN.~0d to ME SYSTEMS, as relevant.

If a clause or subclause is specifically intended tc be applicable to a specifically defined type
of ME EQUIPMENT, as is the case with FORCED AIR 25VICES, then the title and content of that
clause or subclause will say so. If that is not the case, the clause or subclause applies both to
ME EQUIPMENT and to ME SYSTEMS, as relevar.'.

HAzARDS inherent in the intended /ph,sioiogical function of ME EQUIPMENT or ME SYSTEMS
within the scope of this document.ar. nc( covered by specific requirements in this document,
exceptin 7.2.13 and 8.4.1 of the ge: eral standard.

NOTE See also 4.2 of the general <.andard.
This document does not 2pply to:

— HEATING DEVICES ‘nte 1ded for physiotherapy;

— INFANT RAD/A)T WARERS; for information, see IEC 60601-2-21 [1]2;

— INFANT !NCULRATORS; for information, see IEC 60601-2-19 [2];

— INFANT TRANSPORT INCUBATORS, for information, see IEC 60601-2-20 [3];
—<.cunlil g devices.

T The general standard is IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, Medical electrical equipment —
Part 1: General requirements for basic safety and essential performance.

2 Figures in square brackets refer to the Bibliography.
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