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1- International Organization for Standardization

2- International Electrotechnical Commission

3- International Organization for Legal Metrology (Organisation Internationale de Metrologie Legals)
4-Contact point

5- Codex Alimentarius Commission
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ISO 8536-8:2015, Infusion equipment for medical use — Part 8: Infusion sets for single use
with pressure infusion apparatus
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2-2 1SO 8536-4, Infusion equipment for medical use — Part 4: Infusion sets for single use,
gravity feed
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2-3 ISO 15223-1, Medical devices — Symbols to be used with medical device labels,
labeling and information to be supplied — Part 1: General requirements
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2-4  1SO 80369-7, Small-bore connectors for liquids and gases in healthcare applications --
Part 7: Connectors for intravascular or hypodermic applications
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1- Air inlet device
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1 - Collapsible plastics containers
2- Separate air-inlet device
3 - Rigid containers
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[3] 1ISO 8536-9, Infusion equipment for medical use — Part 9: Fluid lines for single use with
pressure infusion equipment

[4] 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

[5] 1SO 11135-1, Sterilization of health care products — Ethylene oxide -- Part 1:
Requirements for the development, validation and routine control of a sterilization process for
medical devices

[6] 1SO 11137-2, Sterilization of health care products -- Radiation -- Part 2: Establishing the
sterilization dose

[7] EN 15986, Symbol for use in the labelling of medical devices. Requirements for labelling
of medical devices containing phthalates



