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2- International Electrotechnical Commission
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5- Codex Alimentarius Commission
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[1] ISO 7000, Graphical symbols for use on equipment - Registered symbols
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[2] ISO 11135-1, Sterilization of health care products - Ethylene oxide - Part 1:

Requirements for development, validation and routine control of a sterilization process for

medical devices

[3] ISO 11137 (all parts), Sterilization of health care products - Radiation
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[4] ISO 11138 (all parts), Sterilization of health care products - Biological indicators
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[5] ISO/TS 11139, Sterilization of health care products - Vocabulary
[6] 1SO 11140 (all parts), Sterilization of health care products - Chemical indicators
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[7] 1SO 11607-2, Packaging for terminally sterilized medical devices - Part 2: Validation

requirements for forming, sealing and assembly processes
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[8] ISO 14937, 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

[9] ISO 15223-1, Medical devices - Symbols to be used with medical device labels, labelling

and information to be supplied - Part 1: General requirements
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[10] ISO 15378, Primary packaging materials for medicinal products - Particular requirements
for the application of 1ISO 9001:2008, with reference to Good Manufacturing Practice (GMP)
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[11] ISO 17665-1, Sterilization of health care products- Moist heat - Part 1. Requirements for
the development, validation and routine control of a sterilization process for medical devices
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