ISO 18190:2025-02 (E)

Anaesthetic and respiratory equipment - General requirements for airway devices
and related equipment

Contents Page
0T =TV T o iv
L Yo 11T T o Vi
1 £ o o o - OSSR 1
2 Normative referencCes ... ————————————— 1
3 Termsanddefinitions ..o —————————— 2
4 General reqUIrEMENTS .......cooiiiceiiiiriirirsircserr e s s sssnr e e e s s smms e e e s s e s s s sanmne e e e e ea s s s nnmeenesnnsnnnnn 3
41 = Q1 =T F= T 1= 1= 3
4.2 Alternative test Methods ... 3
4.3 0L = 1] S 3
44 Clinical evaluation and clinical investigations .........c..ccccciniimnn 4
4.5 Biophysical or modelling research ... ——— 4
5 1 1= = =S 4
5.1 Environmental impact ...t nnnn e 4
5.2 (=3 Te3 Lo T e 1IN =AY = 111 F: 14T o NS 4
5.3 Intended use and environmental conditions ... ——— 5
5.4 1 T 2=Y g E= T £ o oo o o =T o o NS 5
5.5 Gas compatibility .......cccooomiiii e ————————— 5
5.6 Magnetic resonance (MR) environment safety ..........cccccovieicmmnrcsnmnrnsssee s 5
6 Design requirements for airway devices and related equipment ............cooccoiiiriiiiccciiiiennns 5
6.1 T L= o2 F= T T o= T =T =Y 5
6.2 Medical electrical equipment safety ........cccciiireciiiirccer e 6
6.3 Prevention of electrostatic Charges ........cccccoriecciminrscirircsere e e 6
6.4 Expected device lifetime ... s sssn e e ann e e ee s mnnn e 6
6.5 85 1= 1 1 Y 6
6.6 B =T 153 o e o =T T =3 ] - Vo = OSSR 6
6.7 Interoperability ... ——————————————————— 7
7 Cleaning, disinfection and sterilization ... ————— 7
71 Cleaning and diSinfeCtion ... e e 7
7.2 Sterility @SSUIANCE .....coccciiiiiiiii i e e ms e ae s nn e n e e nnnn e n e 7
7.3 £ (T ] L= 0T T 1= T 11 T 7
8 Information to be supplied by the manufacturer ... e 7
8.1 L= 3T N 7
8.2 Marking on the deViCe ... s e s mn e e e e s s a s mmn e e e e e s s s nmnmnnnns 7
8.3 INSLrUCtiONS fOF USE ..eeeiieiiiir i 8
8.3.1 = 0 =T o SN 8
8.3.2 Information to be Provided ... 8
8.3.3 Materials compatibility information ... —— 8
8.3.4 Dismantling and reassembling information ..........cccccccoiiimnni s ——— 9
8.3.5 Monitoring alarm and protection deviCes ..........ccccciriiiin e ——— 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 .............ccooieiiiiinccccieenns 9
Annex A (informative) Rationale ... rssss e s s s s ssm s e e e amnn e e e e e nnnnn 10
Annex B (informative)Hazardidentificationforriskassessment ............ccccovommiiiiiccccccecene e 12

=1 o 1o = ] £ )T/ 16



		2026-06-23T01:36:11+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




