
 
 - 1 - 

DIN EN ISO 23500-4:2019-11 (E) 
 
 
Preparation and qual ity management of fluids for haemodialysis and related 
therapies - Part 4: Conce ntrates for haemodialysis and related therapies (ISO 23500-
4:2019) 
 
 
Contents            Page 
 
 
European foreword  .......................................................................................................................................... 4 
 
5.4.8 Electrical safety requirements  .................................................................................................... 16 
 
6 Labelling  ........................................................................................................................................ 16 
6.1 General  .......................................................................................................................................... 16 
6.2 General labelling requirements for concentrates  ..................................................................... 17 
6.3 Labelling requirements for liquid concentrate  .......................................................................... 18 
6.4 Labelling requirements for powder concentrate  ...................................................................... 18 
6.5 Additives  ....................................................................................................................................... 19 
6.6 Labelling requirements for concentrate generators  ................................................................. 19 
6.7 Labelling for concentrate mixer systems  .................................................................................. 20 
6.7.1 General  .......................................................................................................................................... 20 
6.7.2 Product literature for concentrate mixers  ................................................................................. 20 
 
Annex A (informative) Rationale for the development and provisions of this document  ..................... 22 
 
Bibliography  ................................................................................................................................................... 28 
 
5.4.7 Piping systems  ............................................................................................................................. 16 
5.4 Systems for mixing concentrate at a dialysis facility  ............................................................... 15 
5.4.1 General  .......................................................................................................................................... 15 
5.4.2 Materials compatibility ................................................................................................................. 15 
5.4.3 Disinfection protection  ................................................................................................................ 15 
5.4.4 Safety requirements  ..................................................................................................................... 16 
5.4.5 Bulk storage tanks  ....................................................................................................................... 16 
5.4.6 Ultraviolet irradiators  ................................................................................................................... 16 
 


		2024-05-14T20:54:14+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




