
 

 - 1 -

ISO 23500:2014-04 (E) 
 
 
Guidance for the preparation and quality management of fluids for haemodialysis 
and related therapies 
 
 

Contents            Page 
 
 
Foreword  ......................................................................................................................................................... iv 
 
Introduction  ...................................................................................................................................................... v 
 
1 Scope  ............................................................................................................................................... 1 
1.1 General  ............................................................................................................................................ 1 
1.2 Inclusions  ........................................................................................................................................ 1 
1.3 Exclusions  ...................................................................................................................................... 1 
 
2 Normative references ..................................................................................................................... 1 
 
3 Terms and definitions  .................................................................................................................... 2 
 
4 Summary of quality requirements of ISO 13958, ISO 13959 and ISO 11663  ............................ 9 
4.1 Dialysis water  ................................................................................................................................. 9 
4.2 Requirements for concentrate  .................................................................................................... 11 
4.3 Requirements for dialysis fluid  ................................................................................................... 11 
4.4 Record retention  ........................................................................................................................... 12 
 
5 Critical aspects of system design  .............................................................................................. 12 
5.1 Technical aspects  ........................................................................................................................ 13 
5.2 Microbiological aspects  .............................................................................................................. 13 
 
6 Validation of system performance  ............................................................................................. 14 
6.1 Validation plan  .............................................................................................................................. 14 
6.2 Installation and operational qualification  .................................................................................. 15 
6.3 Performance qualification  ........................................................................................................... 16 
6.4 Routine monitoring and revalidation  ......................................................................................... 16 
 
7 Quality management  .................................................................................................................... 17 
7.1 General  .......................................................................................................................................... 17 
7.2 Monitoring of fluid quality  ........................................................................................................... 17 
7.3 Monitoring of water treatment equipment  ................................................................................. 18 
7.4 Monitoring of dialysis water storage and distribution  ............................................................. 21 
7.5 Monitoring of concentrate preparation  ...................................................................................... 23 
7.6 Monitoring of concentrate distribution  ...................................................................................... 23 
7.7 Monitoring of dialysis fluid proportioning  ................................................................................. 23 
 
8 Strategies for microbiological control  ....................................................................................... 24 
8.1 General  .......................................................................................................................................... 24 
8.2 Disinfection  ................................................................................................................................... 24 
8.3 Microbiological monitoring methods  ......................................................................................... 26 
 
9 Environment  ................................................................................................................................. 28 
 
10 Personnel  ...................................................................................................................................... 29 
 
Annex A (informative) Rationale for the development and provisions of this International Standard  30 
 
Annex B (informative) Equipment  ............................................................................................................... 34 
 



 
 - 2 - 

Annex C (informative) Monitoring guidelines for water treatment equipment, distribution systems, 
and dialysis fluid  .......................................................................................................................... 52 

 
Annex D (informative) Strategies for microbiological control  ................................................................. 57 
 
Annex E (informative) Validation  ................................................................................................................ 62 
 
Annex F (informative) Special considerations for home haemodialysis  ................................................ 65 
 
Annex G (informative) Special considerations for acute haemodialysis  ................................................ 71 
 
Bibliography  .................................................................................................................................................. 76 
 


		2026-06-26T17:52:24+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




