ISO 23500-2:2019 (E)

Preparation and quality management of fluids for haemodialysis and related

therapies — Part 2: Water treatment equipment for haemodialysis applications
and related therapies

Contents

Foreword

Introduction

1 Scope
1.1 General
1.2 Inclusions
1.3 Exclusions
2 Normative references
3 Terms and definitions
4 Requirements
4.1 Dialysis water quality requirements
411 General
41.2 Chemical contaminant requirements
41.3 Organic Carbon, pesticides and other chemicals
41.4 Microbiology of dialysis water
4.2 Water treatment equipment requirements
421 General
4211 Water treatment system
421.2 Materials compatibility
4213 Regenerated or reconstituted devices
4214 Disinfection protection
422 Backflow prevention device
423 Tempering valves
424 Sediment filters
4.2.5 Cartridge filters
4.2.6 Softeners
427 Anion exchange resin tank
4.2.8 Carbon media
429 Chemical injection systems
4.2.10 Reverse osmosis
4.2.11 Deionization
4212 Bacteria and endotoxin retentive filters
4213 Storage and distribution of dialysis water
42131 Piping systems
4.213.2 Storage tanks
4.213.3 Ultraviolet irradiators
42134 Hot water disinfection systems
42135 Ozone disinfection systems
5 Testing
5.1 Conformity with dialysis water quality requirements
51.1 General
5.1.2 Microbiology of dialysis water
51.3 Maximum level of chemical contaminants
5.2 Conformity with water treatment equipment requirements
5.2.1 General
5.21.1 Water treatment system
5.21.2 Materials compatibility



5213

Regenerated or reconstituted devices

5.21.4 Disinfection protection
5.2.2 Backflow prevention devices
5.2.3 Tempering valves
5.2.4 Sediment filters
5.2.5 Cartridge filters
5.2.6 Softeners
5.2.7 Anion exchange resin tanks
5.2.8 Carbon media
5.2.9 Chemical injection systems
5.2.10 Reverse osmosis
5.2.11 Deionization
5.2.12 Endotoxin retentive filters
5.2.13 Storage and distribution of dialysis water
5.2.13.1 Piping systems
5.2.13.2  Storage tanks
5.2.13.3 Ultraviolet irradiators
5.2.13.4 Hot water disinfection systems
5.213.5 Ozone disinfection systems
6 Labelling
6.1 General
6.2 Device markings
6.3 Product literature
Annex A (informative) Rationale for the development and provisions of this document
A1 Scope
A.2 Requirements
A.21 Dialysis water quality requirements
A211 General
A21.2 Chemical contaminants
A213 Microbiological contaminants
A.2.2 Water treatment equipment requirements
A2.21 General
A.2.21.1 Water treatment system
A.2.21.2 Materials compatibility
A.2.2.1.3 Regenerated or reconstituted devices
A.2.2.1.4 Disinfection protection
A.2.2.2 Backflow prevention device
A.2.23 Tempering valves
A224 Sediment filters
A.2.25 Cartridge filters
A.2.2.6 Softeners
A.2.2.7 Anion exchange resin tank
A.2.2.8 Carbon media
A.2.29 Chemical injection systems
A.2.210 Reverse osmosis
A.2.211 Deionization
A.2.212 Endotoxin retentive filters
A.2.213 Storage and distribution
A.2.2.13.1 Piping systems
A.2.2.13.2 Storage tanks
A.2.2.13.3 Ultraviolet irradiators
A.2.2.13.4 Hot water disinfection systems
A.2.2.13.5 Ozone disinfection systems
A.2.2.13.6 Sodium hypochlorite disinfection
A3 Testing
A.31 Conformity with dialysis water quality requirements — Microbiology of dialysis water
A.3.2 Conformity with water treatment equipment requirements — Materials compatibility
A4 Labelling

Annex B (informative)

Page count: 34

-2-



		2026-04-28T18:35:00+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




