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European foreword 

This document (EN ISO 7396-3:2025) 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 European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by January 2026, and conflicting national standards shall 
be withdrawn at the latest by January 2026. 

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 7396-3:2025 has been approved by CEN as EN ISO 7396-3:2025 without any 
modification. 

 

SIST EN ISO 7396-3:2025

Sample Document
get full document from standards.iteh.ai

SIST EN ISO 7396-3:2025  •  https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025


 

SIST EN ISO 7396-3:2025

Sample Document
get full document from standards.iteh.ai

SIST EN ISO 7396-3:2025  •  https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025


Medical gas pipeline systems —
Part 3: 
Proportioning units for the 
production of synthetic medical air
Systèmes de distribution de gaz médicaux —
Partie 3: Unités mélangeurs pour la production d'air médical 
reconstitué

International 
Standard

ISO 7396-3

First edition 
2025-07

Reference number 
ISO 7396-3:2025(en) © ISO 2025

SIST EN ISO 7396-3:2025

Sample Document
get full document from standards.iteh.ai

SIST EN ISO 7396-3:2025  •  https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025


ii

ISO 7396-3:2025(en)

﻿
© ISO 2025 – All rights reserved

COPYRIGHT PROTECTED DOCUMENT

©  ISO 2025
All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may 
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on 
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below 
or ISO’s member body in the country of the requester.

ISO copyright office
CP 401 • Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

SIST EN ISO 7396-3:2025

Sample Document
get full document from standards.iteh.ai

SIST EN ISO 7396-3:2025  •  https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

https://www.iso.org
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025


ISO 7396-3:2025(en)

Foreword.......................................................................................................................................................................................................................................................v
Introduction............................................................................................................................................................................................................................................vi
1	 Scope.............................................................................................................................................................................................................................................. 1
2	 Normative references.................................................................................................................................................................................................. 1
3	 Terms and definitions................................................................................................................................................................................................. 2
4	 Nomenclature....................................................................................................................................................................................................................... 5

4.1	 General.........................................................................................................................................................................................................................5
4.2	 Components of a proportioning unit.................................................................................................................................................5

5	 General requirements................................................................................................................................................................................................. 6
5.1	 Safety............................................................................................................................................................................................................................6
5.2	 Usability......................................................................................................................................................................................................................6
5.3	 Materials....................................................................................................................................................................................................................6

6	 Design requirements.................................................................................................................................................................................................... 7
6.1	 Environmental conditions..........................................................................................................................................................................7
6.2	 Specification for synthetic medical air...........................................................................................................................................7
6.3	 Management of the conformity of supply.....................................................................................................................................7
6.4	 Sample port.............................................................................................................................................................................................................8
6.5	 Outlet connector.................................................................................................................................................................................................8
6.6	 Inlet connectors: Pressure-equalizing system........................................................................................................................8

6.6.1	 Inlet connectors................................................................................................................................................................................8
6.6.2	 Pressure-equalizing system..................................................................................................................................................8

6.7	 Requirements for outlet pressure.......................................................................................................................................................8
6.8	 Indication of the functional parameters........................................................................................................................................9
6.9	 Monitoring and alarm systems..............................................................................................................................................................9
6.10	 Record capability................................................................................................................................................................................................9
6.11	 Leakage....................................................................................................................................................................................................................10
6.12	 Manual shut-off valves................................................................................................................................................................................10
6.13	 Automatic shut-off valves........................................................................................................................................................................10
6.14	 Non-return valves...........................................................................................................................................................................................10
6.15	 Pressure-relief valves..................................................................................................................................................................................10
6.16	 Mechanical strength.....................................................................................................................................................................................10
6.17	 Filtration.................................................................................................................................................................................................................11
6.18	 Electromagnetic compatibility...........................................................................................................................................................11
6.19	 Electrical safety................................................................................................................................................................................................11
6.20	 Oxygen analysers............................................................................................................................................................................................11
6.21	 Software................................................................................................................................................................................................................. 12
6.22	 Enclosure............................................................................................................................................................................................................... 12

7	 Constructional requirements..........................................................................................................................................................................12
7.1	 Cleanliness........................................................................................................................................................................................................... 12
7.2	 Lubricants............................................................................................................................................................................................................. 12

8	 Type test methods........................................................................................................................................................................................................12
8.1	 General..................................................................................................................................................................................................................... 12
8.2	 Test method for compliance of synthetic medical air to specification........................................................... 12
8.3	 Test method for leakage........................................................................................................................................................................... 12
8.4	 Test method for alarms............................................................................................................................................................................. 13
8.5	 Test method for mechanical strength.......................................................................................................................................... 13
8.6	 Test method for performance.............................................................................................................................................................. 13
8.7	 Electromagnetic compatibility test............................................................................................................................................... 13
8.8	 Electrical safety test.................................................................................................................................................................................... 13
8.9	 Test method for automatic shut-off valve................................................................................................................................. 13
8.10	 Test for enclosure........................................................................................................................................................................................... 13

iii

﻿
© ISO 2025 – All rights reserved

Contents� Page

SIST EN ISO 7396-3:2025

Sample Document
get full document from standards.iteh.ai

SIST EN ISO 7396-3:2025  •  https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025
https://standards.iteh.ai/catalog/standards/sist/b806961e-3e38-43eb-aeff-a844ce66f882/sist-en-iso-7396-3-2025

