
 

 

ISO 18190:2025-02 (E) 
 
 
Anaesthetic and respiratory equipment - General requirements for airway devices 
and related equipment 
 
 
Contents            Page 
  
Foreword  ......................................................................................................................................................... iv 
 
Introduction  ..................................................................................................................................................... vi 
 
1 Scope  ............................................................................................................................................... 1 
 
2 Normative references ..................................................................................................................... 1 
 
3 Termsanddefinitions  ...................................................................................................................... 2 
 
4 General requirements  .................................................................................................................... 3 
4.1 Risk management  ........................................................................................................................... 3 
4.2 Alternative test methods  ............................................................................................................... 3 
4.3 Usability  .......................................................................................................................................... 3 
4.4 Clinical evaluation and clinical investigations  ............................................................................ 4 
4.5 Biophysical or modelling research  .............................................................................................. 4 
 
5 Materials  .......................................................................................................................................... 4 
5.1 Environmental impact  .................................................................................................................... 4 
5.2 Biological evaluation  ..................................................................................................................... 4 
5.3 Intended use and environmental conditions  ............................................................................... 5 
5.4 Materials of concern  ...................................................................................................................... 5 
5.5 Gas compatibility  ........................................................................................................................... 5 
5.6 Magnetic resonance (MR) environment safety  ........................................................................... 5 
 
6 Design requirements for airway devices and related equipment  ............................................. 5 
6.1 Mechanical safety  ........................................................................................................................... 5 
6.2 Medical electrical equipment safety  ............................................................................................. 6 
6.3 Prevention of electrostatic charges  ............................................................................................. 6 
6.4 Expected device lifetime  ............................................................................................................... 6 
6.5 Shelf life  .......................................................................................................................................... 6 
6.6 Transport and storage  ................................................................................................................... 6 
6.7 Interoperability  ............................................................................................................................... 7 
 
7 Cleaning, disinfection and sterilization  ....................................................................................... 7 
7.1 Cleaning and disinfection  ............................................................................................................. 7 
7.2 Sterility assurance  ......................................................................................................................... 7 
7.3 Sterile packaging  ............................................................................................................................ 7 
 
8 Information to be supplied by the manufacturer  ........................................................................ 7 
8.1 General  ............................................................................................................................................ 7 
8.2 Marking on the device .................................................................................................................... 7 
8.3 Instructions for use  ........................................................................................................................ 8 
8.3.1 General  ............................................................................................................................................ 8 
8.3.2 Information to be provided  ............................................................................................................ 8 
8.3.3 Materials compatibility information  .............................................................................................. 8 
8.3.4 Dismantling and reassembling information  ................................................................................ 9 
8.3.5 Monitoring alarm and protection devices  .................................................................................... 9 
8.3.6 Electromagnetic compatibility information  ................................................................................. 9 
8.3.7 Device disposal information  ......................................................................................................... 9 
8.3.8 Parts not integral to the airway devices and related equipment  ............................................... 9 
 
Annex A (informative) Rationale  ................................................................................................................. 10 
 Annex B (informative)Hazardidentificationforriskassessment  ................................................................ 12  
Bibliography  .................................................................................................................................................. 16 

 


		2026-04-17T05:46:41+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




