
 
 - 1 - 

DIN EN ISO 21917:2023-02 (E) 
 
 
Anaesthetic and respiratory equipment - Voice prostheses (I SO 21917:2021) 
 
 
Contents            Page 
 
 

1 Scope ................................................................................................................................................................................................................................. 6
2 Normative references ...................................................................................................................................................................................... 6
3	 Terms	and	definitions ..................................................................................................................................................................................... 6
4 General requirements ..................................................................................................................................................................................... 7
5 Materials ....................................................................................................................................................................................................................... 7

5.1 General ........................................................................................................................................................................................................... 7
5.2 Biological safety of gas pathways ............................................................................................................................................ 7

6 Design requirements ........................................................................................................................................................................................ 7
6.1 General requirements ....................................................................................................................................................................... 7
6.2 Valve leakage  .......................................................................................................................................................................................... 7
6.3 Valve opening pressure  ................................................................................................................................................................ 8
6.4 Characteristic curves  ..................................................................................................................................................................... 8

7 Requirements for voice prostheses supplied sterile ........................................................................................................ 8
8 Packaging of voice prostheses supplied sterile ...................................................................................................................... 8
9 Information supplied by the manufacturer ............................................................................................................................. 8

9.1 General requirements ....................................................................................................................................................................... 8
9.2 Marking ......................................................................................................................................................................................................... 8
9.3 Instructions for use ............................................................................................................................................................................. 9

Annex A (informative) Rationale ...........................................................................................................................................................................10
Annex B (normative) Test methods ....................................................................................................................................................................11

European foreword ................................................................................................................................................................................................................... 3 

 Foreword ......................................................................................................................................................................................................................................... 4
Introduction ................................................................................................................................................................................................................................ 5


		2026-07-12T06:55:49+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




