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European foreword 

This document (EN ISO 80601-2-13:2022/A1:2026) has been prepared by Technical Committee 
ISO/TC 121 "Anaesthetic and respiratory equipment" in collaboration with Technical Committee 
CEN/TC 215 “Respiratory and anaesthetic equipment” the secretariat of which is held by BSI. 

This Amendment to the European Standard EN ISO 80601-2-13:2022 shall be given the status of a 
national standard, either by publication of an identical text or by endorsement, at the latest by February 
2027, and conflicting national standards shall be withdrawn at the latest by February 2027. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights. 

Any feedback and questions on this document should be directed to the users’ national standards 
body/national committee. A complete listing of these bodies can be found on the CEN website. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of 
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Türkiye and the 
United Kingdom. 

Endorsement notice 

The text of ISO 80601-2-13:2022/Amd 1:2026 has been approved by CEN as EN ISO 80601-2-
13:2022/A1:2026 without any modification. 
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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 or 
www.iec.ch/members_experts/refdocs). 

ISO and IEC draw attention to the possibility that the implementation of this document may involve the 
use of (a) patent(s). ISO and IEC take no position concerning the evidence, validity or applicability of any 
claimed patent rights in respect thereof. As of the date of publication of this document, ISO and IEC had 
not received notice of (a) patent(s) which may be required to implement this document. However, 
implementers are cautioned that this may not represent the latest information, which may be obtained 
from the patent database available at www.iso.org/patents and https://patents.iec.ch. ISO and IEC shall 
not be held responsible for identifying any or all such patent rights. 

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. In the IEC, see www.iec.ch/understanding-standards. 

This document was prepared jointly by Technical Committee ISO/TC 121, Anaesthetic and respiratory 
equipment, Subcommittee SC 1, Breathing attachments and anaesthetic machines, and Technical 
Committee IEC/TC 62, Medical equipment, software, and systems, Subcommittee SC 62D, Particular 
medical equipment, software, and systems, in collaboration with the European Committee for 
Standardization (CEN) Technical Committee CEN/TC 215, Respiratory and anaesthetic equipment, in 
accordance with the Agreement on technical cooperation between ISO and CEN (Vienna Agreement). 

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

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 and www.iec.ch/national-
committees. 
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Medical electrical equipment — 

Part 2-13:  
Particular requirements for basic safety and essential 
performance of an anaesthetic workstation 

AMENDMENT 1 

  

Foreword 

Replace the text of the third dash by the following: 

 - consideration of anaesthetic workstations using Oxygen 90+; 

 

201.2 

Add the following reference: 

 ISO 20417:2026, Medical devices — Information to be supplied by the manufacturer 

201.3 

Add the following terms and definitions: 

 201.3.239 
 essential function 

function or capability that is required to maintain basic safety, essential performance, a minimum of 
clinical functionality as specified by the manufacturer, and operational availability for the medical 
device  

Note 1 to entry: Essential functions include, but are not limited to, the safety instrumented function (basic safety 
and essential performance), the control function and the availability of urgently needed functions and such 
allowing the operator to view and manipulate the medical device safely with the most urgently needed 
performance (operational availability). The loss of essential function is commonly termed loss of protection, 
loss of control and loss of view respectively.  

Note 2 to entry: The term is derived from IEC 62443-4-2:2019, 3.1.20, and has been refined for the purpose 
and scope of this document. 

 [SOURCE: IEC/TR 60601-4-5:2021, 3.10] 
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 201.3.240 
 firecall 

method established to provide emergency access to a secure medical device  

Note 1 to entry: In an emergency situation, unprivileged users can gain access to key systems to correct the 
problem. When a firecall is used, there is usually a review process to ensure that the access was used properly 
to correct a problem. These methods generally either provide a one-time use user identifier (ID) or one-time 
password or other suitable measures.  

 Note 2 to entry: Also referred to as “break glass” feature. 

 [SOURCE: IEC/TR 60601-4-5:2021, 3.11] 

 *201.3.241 
 interchangeable AGSS 

anaesthetic gas scavenging system that by design is intended to be used with different models and 
manufacturers’ anaesthetic workstations 

 Note 1 to entry: Connections of interchangeable AGSSs can be non-operator detachable. 

 201.3.242 
 Oxygen 90+ (O290+) 

gas mixture that meets the following criteria for composition: 

 — Oxygen (O₂): volume fraction of no less than 90% 

— Argon (Ar): volume fraction of no more than 5% 

— Nitrogen (N₂): volume fraction of no more than 10% 

— Carbon dioxide (CO₂): volume fraction of no more than 300 ppm 

— Carbon monoxide (CO): volume fraction of no more than 10 ppm 

— Nitrogen oxides (NOx): volume fraction of no more than 2 ppm 

— Sulfur dioxide (SO₂): volume fraction of no more than 1 ppm 

— Water (H₂O): volume fraction of no more than 67 ppm 

— Oils: no more than 0.1 mg/m3 

 Note 1 to entry: Regional or national regulations can specify the colour coding for Oxygen 90+. 

Note 2 to entry: It is expected that the definition of Oxygen 90+ is added to ISO 4135. 

 201.3.243 
 security level 

level corresponding to the required set of countermeasures and inherent cybersecurity properties 
of devices and systems for a zone or conduit based on assessment of risk for the zone or conduit 

 [SOURCE: IEC/TR 60601-4-5:2021, 3.23] 
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