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© IS0 14630, Non-active surgical implants - General requirements

ISO 14602, Non-active surgical implants for Osteosynthesis - Particular requirements
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ASTM F366, Standard Specification for Fixation Pins or Wires
ASTM F382, Standard Specification and Test Methods for Metallic Bone Plates

* ASTM F543, Standard Specification and Test Methods for Metallic Medical Bone Screws

*  ASTM F1541, Standard Specification and Test Methods for External Skeletal Fixation Devices
ASTM E8, Test Methods Tension of Metallic Materials
ASTM E8M, Test Methods Tension of Metallic Materials
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ISO 11135, Medical devices-Validation and rout control of ethylene oxide sterilization
ISO 11137, Sterilization of health care products -- Radiation
ISO 10993-7, Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals
ISO 14160, Sterilization of single-use medical devices incorporating materials of animal origin --
Validation and routine control of sterilization by liquid chemical sterilants
ISO 11607, Packaging for terminally sterilized medical devices
AAMUFDS-1 TIR27, Sterilization of health care products -Radiation sterilization - Substantiation of
25 kGy as a sterilization dose - Method VD max
AAMITIR 33, Sterilization of health care products-Radiation - Substantiation of a selected sterilization
dose — Method VD) max
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ISO 13485, Medical devices - Quality management systems - Requirements for regulatory purposes
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+ 180 5832-2, Implants for surgery - Metallic materials - Part 2 : Unalloyed titanium.

- ASTM F 67, Standard Specification for Unalloyed Titanium for Surgical Implant
Applications(UNS R50250, UNS R50400, UNS R50550, UNS R50700)
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- ISO 5832-3, Implants for surgery - Metallic materials - Part 3 : Wrought titanium

6-aluminium 4-vanadium alloy.

-+ 1SO 5832-11, Implants for surgery - Metallic materials - Part 11 : Wrought titanium

6-aluminium 7-niobium alloy.

- ASTM F136, Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium
ELI (Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)
+ASTM F1472, Standard Specification for Wrought Titanium -6 Aluminum -4 Vanadium

Alloy for Surgical Implant Applications (UNS R56400)
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- 1SO 5832-1, Implants for surgery - Metallic materials - Part 1 © Wrought stainless
steel.

- ISO 7153-1, Surgical instruments -- Metallic materials -- Part 1: Stainless steel

+ ASTM F138, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5
Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS S31673)




