
 
 

DIN EN ISO 8836:2021-03 (E) 
 
 
Suction catheters for use in the respiratory tract (ISO 8836:2019) 
 
 
Contents            Page 
 
 
European foreword  .......................................................................................................................................... 3 
 
Foreword  .......................................................................................................................................................... 4 
 
Introduction  ...................................................................................................................................................... 5 
 
1 Scope  ............................................................................................................................................... 6 
 
2 Normative references ..................................................................................................................... 6 
 
3 Termsanddefinitions  ...................................................................................................................... 6 
 
4 *General requirements  ................................................................................................................... 8 
 
5 Materials  .......................................................................................................................................... 9 
 
6 Design requirements  ...................................................................................................................... 9 
6.1 General  ............................................................................................................................................ 9 
6.2 Size designations and dimensions  .............................................................................................. 9 
6.3 Suction catheter tip  ...................................................................................................................... 10 
6.4 *Suction catheter connector  ....................................................................................................... 11 
6.5 Additional requirements for closed suction catheters  ............................................................. 12 
6.5.1 General design  ............................................................................................................................. 12 
6.5.2 Closed suction catheter manifold and connectors  .................................................................. 13 
6.5.3 Protective sleeve  .......................................................................................................................... 14 
6.5.4 *Suction control device  ............................................................................................................... 14 
6.5.5 Flushing system  ........................................................................................................................... 15 
6.5.6 T-piece port  ................................................................................................................................... 15 
6.6 Performance requirements  ......................................................................................................... 15 
6.6.1 Security of construction  .............................................................................................................. 15 
6.6.2 Shaft performance  ........................................................................................................................ 15 
6.6.3 Suction control device performance  .......................................................................................... 16 
6.6.4 *Leakage  ........................................................................................................................................ 16 
6.6.5 *Resistance to flow  ...................................................................................................................... 16 
 
7 Requirements for suction catheters supplied sterile  ............................................................... 16 
 
8 Packaging  ..................................................................................................................................... 16 
 
9 Information supplied by the manufacturer  ................................................................................ 16 
9.1 General  .......................................................................................................................................... 16 
9.2 Marking  .......................................................................................................................................... 17 
9.3 Instructions for use  ...................................................................................................................... 18 
 
Annex A (informative) Rationale  .................................................................................................................. 19 
 
Annex B (normative) Test method for security of attachment  ................................................................. 22 
 
Annex C (normative) Measurement of residual vacuum  ........................................................................... 23 
 
Annex D (normative) *Method of testing leakage  ...................................................................................... 25 
 
Annex E (informative)Hazardidentificationforriskassessment  ................................................................ 26 
 
Bibliography  .................................................................................................................................................. 29 


		2024-04-26T00:28:40+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




