
 
 - 1 - 

DIN EN ISO 27427:2023-12 (E) 
 
 
Anaesthetic and respiratory equipment - Nebulizing systems and components (ISO 
27427:2023) 
 
 
Contents            Page 
 
 

1 Scope .................................................................................................................................................................................................................................6
2 Normative references .....................................................................................................................................................................................6
3	 Terms	and	definitions ....................................................................................................................................................................................7
4 General requirements and requirements for test ............................................................................................................8

4.1 General ........................................................................................................................................................................................................... 8
4.2 Test methods and alternatives ................................................................................................................................................. 9

4.2.1 Test methods for aerosol output, aerosol output rate, and particle sizing ....................... 9
4.2.2 Alternative test methods ............................................................................................................................................ 9
4.2.3 Calibration and setup ..................................................................................................................................................... 9

5 Materials .......................................................................................................................................................................................................................9
5.1 General ........................................................................................................................................................................................................... 9
5.2 Biocompatibility .................................................................................................................................................................................... 9

6 Design Requirements......................................................................................................................................................................................9
6.1 General ........................................................................................................................................................................................................... 9
6.2 Inlet and outlet ports ..................................................................................................................................................................... 10

6.2.1 Inlet ports .............................................................................................................................................................................. 10
6.2.2 Outlet port ............................................................................................................................................................................. 12

6.3 Flow-direction-sensitive components ............................................................................................................................ 12
6.4 Cleaning and disinfection or sterilization ................................................................................................................... 12
6.5 Rotary controls ................................................................................................................................................................................... 12

7 Requirement for nebulizing systems and components supplied sterile .................................................12
8 Packaging..................................................................................................................................................................................................................12
9 Information supplied by the manufacturer .........................................................................................................................12

9.1 General ........................................................................................................................................................................................................12
9.2 Marking ...................................................................................................................................................................................................... 12

9.2.1 General .....................................................................................................................................................................................12
9.2.2 Marking of the nebulizing system: ..................................................................................................................... 13
9.2.3 Marking on the packaging or individual pack ....................................................................................... 13

9.3 Instructions for use ......................................................................................................................................................................... 14
9.3.1 General information ..................................................................................................................................................... 14
9.3.2 Performance disclosures.......................................................................................................................................... 14
9.3.3 Driving gas supply information ......................................................................................................................... 15

Annex A (informative)  Rationale .........................................................................................................................................................................16
Annex B (informative)  Diameters of respirable fraction particles ..................................................................................20
Annex C (normative)  Test methods for aerosol output and aerosol output rate ................................................21
Annex D (normative)  Test methods for particle sizing ................................................................................................................24
Annex E (informative)		Hazard	identification	for	risk	assessment ..................................................................................32
Annex F (informative)		Classification	of	general-purpose	nebulizers ...........................................................................35
Bibliography .............................................................................................................................................................................................................................37

Introduction ................................................................................................................................................................................................................................ 5

Foreword .........................................................................................................................................................................................................................................4
European	foreword ............................................................................................................................................................................................................. 3


		2026-06-21T15:06:11+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




