ISO 18190:2016-11 (E)

Anaesthetic and respiratory equipment - General requirements for airways and
related equipment

Contents Page
0T =T o iv
0 Yo 11T 3 T o \'
1 85 o o o - 1

2 Normative referenCes ... e 1

3 TermsanddefinitioNS .........ccoiiceciiiiccr e e s e e e e e nnnes 2
4 General requirements for airwaysandrelatedequipment .........ccccoiiiiccccccmrin s 3
4.1 Bl 3 = Q3 1 F= 1 B Vo 1= 0 7= 4L OSSR 3
4.2 L0 L= 1 o {12 PSS 3
4.3 Clinical @valuation ... mn s e s s mmn e s s aamnn e e e e e e nnn e nnnn 4
44 Biophysical or modelling research ... ————_— 4
5 1 1= = S 4
5.1 Biological safety testing ........ccccucviimiinnn e —————— 4
5.2 Intended use and environmental conditions ... —— 4
5.3 == 1o 3T S 4
5.4 Cleaning, disinfecting or sterilizing agents ..........ccccoiroiirrrn s e 4
5.5 Phthalates ... 5
5.6 VLT TR 0L o] o T=Y | P 1 7= NS 5
5.7 Gas comPatibility .....cccccccimiiiiiiccrr e nn e e e e e e na e e nnn 5
5.8 * Durability of Marking ... ———— 6
5.9 Resistance to deterioration ... 6
5.10 Magnetic resonance imaging (MRI) compatibility .........cccccocmiiiiimiiniiic 6
6 Design requirements for airwaysandrelatedequipment .............oooncccccns s 6
6.1 Mechanical Safety ... ————————————— 6
6.2 Medical electrical equipment safety .......cccccocirireiiiircc e 7
6.3 Pneumatic Safety ..o e e e 7
6.4 Protection against inadvertent adjustments ... ——— 7
6.5 * Prevention of electrostatic Charges ... e 7
6.6 Device lIfetime ..o e e 7
7 Requirements for airwaysandrelatedequipment supplied sterile .........ccococmriiiiinniiiicnniicieenn, 8
71 Sterility @SSUraNCe ... ————— 8
8 e 103 = Vo 11T 8
9 Information supplied by the manufacturer ... e 8
9.1 1 T ] 3 T S 8
9.1.1 =Y o = - | 8
9.1.2 Marking on controls and iNStrumMeNnts ............ccccciiiiniiccccsseerr e s nnns 10
9.2 INSErUCLIONS fOI USE ... e e 10
Annex A (informative) Rationale ... ————————— 13
Annex B (informative)Hazardidentificationforriskassessment ...........cccciiiiiiiniiccse s 16
=70 o 1o o = ] 13/ 21



		2026-04-17T04:50:58+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




