
 

 

1 Scope 

1.1 This International Standard is applicable to: 

  flow-metering devices that are connected, either directly or by means of flexible connecting assemblies, 
and disconnected by the operator at terminal units of a medical gas pipeline system for flow adjustment, 
measurement and delivery of medical gases; 

  flow-metering devices that are connected and disconnected by the operator at gas-specific connection 
points of devices such as pressure regulators. 

1.2 This International Standard applies to: 

a) flow-metering devices intended to be used with the following medical gases: 

  oxygen; 

  nitrous oxide; 

  medical air; 

  carbon dioxide; 

  oxygen/nitrous oxide mixture [50 %/50 % (by volume)]; 

  specified mixtures of the gases listed above; 

b) flow-metering devices intended to be used with the following gases: 

  oxygen-enriched air; 

  helium; 

  xenon. 

NOTE Regional or national regulations might permit use of oxygen-specific connection points for oxygen-enriched air. 

1.3 This International Standard does not apply to electrical or electronic flow-metering devices. 

1.4 This International Standard does not apply to gases used for driving surgical tools. 
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2 *Normative references 

The following referenced documents are indispensable for the application of this document. For dated 
references, only the edition cited applies. For undated references, the latest edition of the referenced 
document (including any amendments) applies. 

ISO 32, Gas cylinders for medical use — Marking for identification of content 

ISO 5359:2008, Low-pressure hose assemblies for use with medical gases 

ISO 7396-1, Medical gas pipeline systems — Part 1: Pipeline systems for compressed medical gases and 
vacuum 

ISO 9170-1, Terminal units for medical gas pipeline systems — Part 1: Terminal units for use with 
compressed medical gases and vacuum 

ISO 11114-3:1997, Transportable gas cylinders — Compatibility of cylinder and valve materials with gas 
contents — Part 3: Autogenous ignition test in oxygen atmosphere 

ISO 14971:2007, Medical devices — Application of risk management to medical devices 

ISO 15001:2003, Anaesthetic and respiratory equipment — Compatibility with oxygen 

ISO 19054, Rail systems for supporting medical equipment  

EN 837-1:1996, Pressure gauges — Part 1: Bourdon tube pressure gauges — Dimensions, metrology, 
requirements and testing 

EN 1089-3:2004, Transportable gas cylinders — Gas cylinder identification (excluding LPG) — Part 3: Colour 
coding 

EN 13544-2, Respiratory therapy equipment — Part 2: Tubing and connectors 
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