
2023

Australian Standards

AS/NZS 4804:2001 Occupational health and safety management systems - General guidelines on principles, systems and supporting techniques (Reconfirmed 2020)

AS/NZS 4146:2000 Laundry practice

AS 3789.8-1997 Textiles for health care facilities and institutions - Recyclable barrier fabrics

AS/NZS ISO 13028:2012 Information and documentation - Implementation guidelines for digitization of records

AS 1668.2-2012 Amdt 2016 The use of ventilation and airconditioning in buildings - Mechanical ventilation in buildings

AS/NZS 4187:2014 Reprocessing of reusable medical devices in health service organizations

AS ISO 15489.1:2017 Information and documentation - Records management - Concepts and principles

AS/NZS 4173:2018 Safe use of lasers and intense light sources in health care

AS ISO 31000:2018 Risk management - Guidelines

AS 2828.1:2019 Health records - Paper health records

AS 2828.2:2019 Health records - Digitized health records

AS/NZS ISO 45001:2018 Requirements with guidance for use - Occupational health and safety management systems - Requirements with guidance for use

AS 5330:2019 Drying cabinets for reusable medical devices

AS 2773:2019 Ultrasonic cleaners for health service organisations

AS ISO 15489.1 Information and documentation - Records management Concepts and principles
AS/NZS 3003:2018 Electrical Installations – Patient Areas

AS/NZ 4485.1.2021 Security for Healthcare Facilities: Part 1 General Requirements 

AS/NZ 4485.2.2021 Security for Healthcare Facilities: Part 2 Procedure Guide

ISO Standards

ISO 15883-6:2011 Washer-disinfectors - Part 6: Requirements and tests for washer-disinfectors employing thermal disinfection for non-invasive, non-critical medical devices and healthcare equipment

ISO 11140-5:2007 Sterilization of health care products - Chemical indicators - Part 5: Class 2 indicators for Bowie and Dick-type air removal tests

ISO 15883-4:2018 Washer-disinfectors - Part 4: Requirements and tests for washer-disinfectors employing chemical disinfection for thermolabile endoscopes

ISO 25424:2018 Sterilization of health care products - Low temperature steam and formaldehyde - Requirements for development, validation and routine control of a sterilization process for medical devices

ISO 31000:2018 Risk management - Guidelines

ISO 11607-1:2019 Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packaging systems

ISO 11607-2:2019 Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, sealing and assembly processes

ISO 11607-1:2006/Amd 1:2014 Packaging for terminally sterilized medical devices - Part 1: Requirements for materials  sterile barrier systems and packaging systems - Amendment 1

NSAI Standards

I.S. EN 13060 SMALL STEAM STERILIZERS

I.S. EN 14180 STERILIZERS FOR MEDICAL PURPOSES - LOW TEMPERATURE STEAM AND FORMALDEHYDE STERILIZERS - REQUIREMENTS AND TESTING

I.S. EN 1422 STERILIZERS FOR MEDICAL PURPOSES - ETHYLENE OXIDE STERILIZERS - REQUIREMENTS AND TEST METHODS

I.S. EN 285 STERILIZATION - STEAM STERILIZERS - LARGE STERILIZERS

I.S. EN 867-5
NON-BIOLOGICAL SYSTEMS FOR USE IN STERILISERS - PART 5: SPECIFICATION FOR INDICATOR SYSTEMS AND PROCESS CHALLENGE DEVICES FOR USE IN PERFORMANCE TESTING FOR SMALL STERILISERS TYPE B AND 

TYPE S

I.S. EN 868-10 Packaging for terminally sterilized medical devices - Part10: Adhesive coated nonwoven materials of polyolefines -Requirements and test methods

I.S. EN 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

I.S. EN 10993-7:2008/Cor 1:2009 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals - Technical Corrigendum 1

I.S. EN 11135:2014 Sterilization of health-care products - Ethylene oxide - Requirements for the development  validation and routine control of a sterilization process for medical devices

I.S. EN 11138-1:2017 Sterilization of health care products - Biological indicators - Part 1: General requirements

I.S. EN 11138-2:2017 Sterilization of health care products - Biological indicators - Part 2: Biological indicators for ethylene oxide sterilization processes

I.S. EN 11138-3:2017 Sterilization of health care products - Biological indicators - Part 3: Biological indicators for moist heat sterilization processes

I.S. EN 11138-4:2017 Sterilization of health care products - Biological indicators - Part 4: Biological indicators for dry heat sterilization processes

I.S. EN 11138-5:2017 Sterilization of health care products - Biological indicators - Part 5: Biological indicators for low-temperature steam and formaldehyde sterilization processes

I.S. EN 11140-1:2014 Sterilization of health care products - Chemical indicators - Part 1: General requirements

I.S. EN 11140-3:2007 Sterilization of health care products - Chemical indicators - Part 3: Class 2 indicator systems for use in the Bowie and Dick-type steam penetration test

I.S. EN 11140-3:2007/Cor 1:2007 Sterilization of health care products - Chemical indicators - Part 3: Class 2 indicator systems for use in the Bowie and Dick-type steam penetration test - Technical Corrigendum 1

I.S. EN 11140-4:2007 Sterilization of health care products - Chemical indicators - Part 4: Class 2 indicators as an alternative to the Bowie and Dick-type test for detection of steam penetration

I.S. EN 14937:2009 Sterilization of health care products - General requirements for characterization of a sterilizing agent and the development  validation and routine control of a sterilization process for medical devices

I.S. EN 15882:2008 Sterilization of health care products - Chemical indicators - Guidance for selection  use and interpretation of results

I.S. EN 15883-1:2006 Washer-disinfectors - Part 1: General requirements  terms and definitions and tests

I.S. EN 15883-1:2006/Amd 1:2014 Washer-disinfectors - Part 1: General requirements  terms and definitions and tests - Amendment 1

I.S. EN 15883-2:2006 Washer-disinfectors - Part 2: Requirements and tests for washer-disinfectors employing thermal disinfection for surgical instruments  anaesthetic equipment  bowls  dishes  receivers  utensils  glassware  etc.

I.S. EN 15883-3:2006 Washer-disinfectors - Part 3: Requirements and tests for washer-disinfectors employing thermal disinfection for human waste containers

I.S. EN 17664:2017 Processing of health care products - Information to be provided by the medical device manufacturer for the processing of medical devices

I.S. EN 17665-1:2006 Sterilization of health care products - Moist heat - Part 1: Requirements for the development  validation and routine control of a sterilization process for medical devices

I.S. EN 20857:2010 Sterilization of health care products - Dry heat - Requirements for the development  validation and routine control of a sterilization process for medical devices


