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[1] 1SO 291, Plastics - Standard atmospheres for conditioning and testing
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[2] ISO 594-1, Conical fittings with a 6 % (Luer) taper for syringes, needles and
certain other medical equipment - Part 1: General requirements
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[3] ISO 594-2, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other
medical equipment - Part 2: Lock fittings
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[4] 1SO 1773:1997, Laboratory glassware - Narrow-necked boiling f lasks
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[5] 1SO 3826-2, Plastics collapsible containers for human blood and blood components —
Part 2: Graphical symbols for use on labels and instruction leaf lets

[6] 1SO 7000, Graphical symbols for use on equipment - Registered symbols
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[7] 1SO 8536-14, Infusion equipment for medical use - Part 14: Clamps and f low regulators
for transfusion and infusion equipment without f luid contact

[8] ISO 9626, Stainless steel needle tubing for the manufacture of medical devices

[9] 1SO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

[10] 1SO 10993-4, Biological evaluation of medical devices - Part 4: Selection of tests for
interactions with blood

[11] ISO 11135, Sterilization of health-care products - Ethylene oxide - Requirements for the
development, validation and routine control of a sterilization process for medical devices
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[12] 1SO 11137 (all parts), Sterilization of health care products - Radiation
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[13] 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

[14] IEC 80416-1, Basic principles for graphical symbols for use on equipment - Part 1:
Creation of graphical symbols for registration
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[15] DIN 13097-4, Hypodermic needles- Part 4: Point geometry, requirements and testing

[16] DIN 13097-5, Hypodermic needles - Part 5: Sockets, hubs and connections —
Requirements and testing

[17] European Pharmacopoeia
[18] United States Pharmacopeia
[19] Japanese Pharmacopoeia
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