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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 11607-2:2006, packaging for terminally sterilized medical devices Part:2 Validation
requirements for forming, sealing and assembly processes
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1- Installation Qualification
2- Operational Qualification
3- Performance Qualification
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1- Preformed sterile barrier system
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[6] 1SO 2859-1:1999, sampling procedures for inspection by attributes — Part 1: Sampling
schemes indexed by acceptance quality limit (AQL) for lot-by-lot inspection

[7] 1SO/TS 11139:2006, Sterilization of health care products — Vocabulary

[8] BSEN 868-5:1999, Packaging materials and systems for medical devices which are to be
sterilized —Part 5: Heat and self-sealable pouches and reels of paper and plastic film construction
—Requirements and test methods

[9] BSEN 868-6:1999, Packaging materials and systems for medical devices which are to be
sterilized —Part 6: Paper for the manufacture of packs for medical use for sterilization by
ethylene oxide or irradiation — Requirements and test methods

[10] BSEN 868-8:1999, Packaging materials and systems for medical devices which are to be
sterilized —Part 8: Re-usable sterilization containers for steam sterilizers conforming with EN
285 —Requirements and test methods

[11] BSEN 13795-1:2002, Surgical drapes, gowns and clean air suits, used as medical devices,
for patients, clinical staff and equipment — Part 1. General requirements for manufacturers,
processors and products

[12] AAMI/ANSI ST33:1996, Guidelines for the selection and use of reusable rigid container
systems for ethylene oxide sterilization and steam sterilization in health care facilities
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[13] ANSI/AAMI ST65:2000, Processing of reusable surgical textiles for use in health care
facilities

[14] DIN 58953-7:2003, Sterilization — sterile supply — Part 7: Use of sterilization paper,
nonwoven wrapping material, paper bags and heat and self-sealable pouches and reels

[15] DIN 58953-8:2003, Sterilization — sterile supply — Part 8: Logistics of sterile medical
devices

[16] DIN 58953-9:2000, Sterilization — sterile supply — Part 9: Handling of sterilization
containers

[17] GHTF Study Group 3, Process validation guidance for medical device manufacturers
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