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Foreword

ISO (the International Organization for Standardization) and IEC (the International Electrotechnical 
Commission) form the specialized system for worldwide standardization. National bodies that 
are members of ISO or IEC participate in the development of International Standards through 
technical committees established by the respective organization to deal with particular fields of 
technical activity. ISO and IEC technical committees collaborate in fields of mutual interest. Other 
international organizations, governmental and non-governmental, in liaison with ISO and IEC, also 
take part in the work.

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for 
the different types of document should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www .iso .org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject 
of patent rights. ISO and IEC shall not be held responsible for identifying any or all such patent 
rights. Details of any patent rights identified during the development of the document will be in the 
Introduction and/or on the ISO list of patent declarations received (see www .iso .org/patents) or the IEC 
list of patent declarations received (see http: //patents .iec .ch). 

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see  www .iso 
.org/iso/foreword .html. 

This document was prepared jointly by Technical Committee ISO/TC 121, Anaesthetic and respiratory 
equipment, Subcommittee SC 3, Respiratory devices and related equipment used for patient care, 
and Technical Committee IEC/TC 62, Electrical equipment in medical practice, Subcommittee SC D, 
Electromedical equipment.

A list of all parts in the ISO/IEC 80601 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www .iso .org/members .html.
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Medical electrical equipment —

Part 2-56: 
Particular requirements for basic safety and essential 
performance of clinical thermometers for body 
temperature measurement

AMENDMENT 1
 

Introduction, penultimate paragraph

Replace the third bullet in the verbal forms with the following:

— “may” is used to describe a permission (e.g. a permissible way to achieve compliance with a 
requirement or test);

— “can” is used to describe a possibility or capability; and

— “must” is used to express an external constraint.

 

Introduction, last paragraph

Replace “Member Bodies and National Committees” with “users of this document”.

 

201.1.1   Scope, third paragraph

Replace the paragraph with:

Me equipment that measures and displays a body temperature is inside the scope of this document.

EXAMPLE 1 Me equipment using accessories such as a pulmonary artery catheter for the determination of 
cardiac output by thermodilution is in the scope of this document if it displays a body temperature.

EXAMPLE 2 Me equipment using accessories such as a Foley catheter that includes a temperature probe is 
in the scope of this document.

 

201.3.215

Replace “temperture” with “temperature”.

 

201.3.222

Replace the Example with the following:

EXAMPLE Blackbody, fluid bath.
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201.12.1.101

Replace the entire subclause with the following:

When the clinical thermometer is not capable of indicating a temperature within the laboratory 
accuracy, it shall provide a technical alarm condition or it shall not provide an output 
temperature.

EXAMPLE 1 Technical alarm condition caused by low voltage of the internal electrical power source.

EXAMPLE 2 Technical alarm condition caused by output temperature outside the rated output range 
or rated extended output range.

The output temperature of clinical thermometers shall cover the minimum rated output range 
from 34,0 °C to 42,0 °C.

NOTE In some applications, a wider rated output range can be utilized.

For some intended uses, a narrower rated output range may be utilized.

EXAMPLE 3 Ovulation clinical thermometer.

Compliance is checked by inspection and functional testing.

 

201.12.2

Replace the title “Usability” with “Usability” (to correct formatting).

 

201.C.4.101, Table 201.C.102

Replace the title with the following (to correct formatting):

Table 201.C.102 — Accompanying documents, general, of a clinical thermometer

 

Annex BB, title

Replace the title with the following (to correct formatting):

Reference temperature source
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