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1 EN ISO9001:2 2008 Quality management systems. Requirements

2 EN ISO13485: 2003 Quality managements systems — regulatory compliance for medical devices

3 BS EN46001: 1997 Specification for application of EN ISO 9001 to the manufacture of medical devices
4 ISO/TS11139: 2006 Sterilization of healthcare products — Vocabulary
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4 [SO/TS11139: 2006 Sterilization of healthcare products — Vocabulary
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5 British Columbia Ministry of Health. Best practice guidelines for cleaning, disinfection and sterilization of critical
andsemi—critical medical devices in BC Health Authorities 2011. Available from:
http://'www.health.gov.bc.ca/library/publications/year/2011/Best-practice—guidelines—cleaning.pdf (Accessed
20 August 2015).
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6 Unit for Infection Prevention and Control, Stellenbosch University, Cape Town. South Africa.
http://www.sun.ac.za/uipc. Accessed 20 August 2015
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7 HBNT13, Health building note: sterile services department. Leeds: NHS Estates, 2004
8 In general, small size refers to a facility with no inpatient services; medium size to a community hospital; and large
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13 Canadian Standards Association (CAN/CSA Z314 8-08)
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14 Guidelines for environmental infection control in health—care facilities. Centers for Disease Control and Prevention.
http://www.cdc.gov/hicpac/pdf/guidelines/eic_in.HCF_03.pdf . Accessed 20 August 2015.
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16 A guide for selecting cleaning agents can be found in AS/NZS 4187:2003. Cleaning, disinfecting and sterilizing reusable
medical and surgical instruments and equipment, and maintenance of associated environments in health care facilities.
http://www.saiglobal.com/pdftemp/previews/osh/as/as4000/4100/4187.pdf. Accessed 20th August 2015.)
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20 EN 868-2:1999; EN 868-3:1999 Packaging materials and systems for medical devices which are to be sterilized.
Paper for use in the manufacture of paper bags (specified in EN 868-4) and in the manufacture of pouches and
reels (specified in EN 868-5). Requirements and test methods. EN 868-4:1999 Packaging materials and systems
for medical devices which are to be sterilized. Paper bags. Requirements and test methods. EN 868-5:1999
Packaging materials and systems for medical devices which are to be sterilized. Heat and self-sealable pouches
and reels of paper and plastic film construction. Requirements and test methods.

21 Materials used should comply with EN ISO 11607-1: 2006 Packaging for terminally sterilized medical devices Part
1.Requirements for materials, sterile barrier systems and packaging systems. ISO 11607-2 (2006) and EN 868,
parts 2-10. ISO 16775 inclusive.
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http://www.saiglobal.com/pdftemp/previews/osh/as/as4000/4100/4187 pdf. Accessed 20th August 2015.)
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30 EN ISO 15883-1: 2006 Washer—disinfectors — Part 1: General requirements, definitions and tests.

31 EN ISO 15883-4: 2008 Washer—disinfectors — Part 4: Requirements and test for washer disinfectors
employingchemical disinfection for thermolabile endoscopes
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Guidelines,2006. https://www.health.qld.gov.au/chrisp/sterilising/section_appendix.pdf Accessed 20th August 2015
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33 A guide for selecting cleaning agents can be found in AS/NZS 4187:2003 .Cleaning, disinfecting and sterilizing
reusable medical and surgical instruments and equipment, and maintenance of associated environments in
health care facilities.http://www.saiglobal.com/pdftemp/previews/osh/as/as4000/4100/4187 pdf. (Accessed
20th August 2015.)
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