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.4.36 ISO 6474, Implants for surgery = Ceramic materials based on high purity alumina
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ISO 21534, Non-active surgical implants—Joint replacement implants-Particular requirements

IS0 14630, Non-active surgical implants General requirements

FDA GUIDANCE, “Class II Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis: Guidance for Industry and’FDA”

FDA GUIDANCE (draft), “Guidance Document for Testing Non-Articulating, “Mechanically Locked”,
Modular Implant Components”

FDA GUIDANCE (draft), “Guidance Document for the Preparation of Premarket Notifications for Ceramic
Ball Hip Systems”

FDA GUIDANCE (draft), “Guidance for Industry on the‘Testing of Metallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Recoqsideration of Postmarket Surveillance Requirements”

FDA GUIDANCE (draft), “Guidance Document for Testing Orthopedié Implants with Modified Metallic

Surfaces Apposing Bone or Bone Cement”

(MEFHEREFORBRHEOEKE)

ISO 7206-1, Implants for surgery ~ Partial and total hip joint prostheses - Part 1: Classification
and designation of dimensions

IS0 13779~1, Implants for surgery — Hydroxyapatite - Part 1: Ceramic hydroxyapatite

IS0 13779-2, Implants for surgery — Hydroxyapatite - Part 2: Coatings of hydroxyapatite

IS0 137793, Implants for surgery = Hydroxyapatite - Part 3: Chemical analysis and characterization
of crystallinity and phase purity

ISO 13779-4, Implants for surgery — Hydroxyapatite - Part 4: Determination of coating adhesion
strength _

ASTM F86 Standard Practice for Surface Preparation and Marking of Metallic Surgical Implants

ASTM F1044 Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic Coatings

ASTM F1147 Standard Test Method for Tension Testing of Calcium Phosphate and Metal Coatings

ASTM F1612 Standard Practice for Cyclic Fatigue Testing of Metallic Stemmed Hip Arthroplasty Femoral
Components with Torsion

ASTM F2009 Standard Test Method for Determining the Axial Disassembly Force of Taper Connections of
Modular Prostheses

ASTM F2068 Standard Specification for Femoral Prostheses — Metallic Implants

ASTM F2033 Standard Specification for Total Hip Joint Prosthesis and Hip Endoprosthesis Bearing
Surfaces Made of Metallic, Ceramic, and Polymeric Materials

IS0 7206-10, Implants for surgery — Partial and total hip—joint prostheses — Part 10: Determination

of resistance to static load of modular femoral heads
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ISO 11135, Medical devices — Validation and routine control of ethylene oxide sterilization

ISO 11137, Sterilization of health care products —— Radiation

IS0 14160, Sterilization of single-use medical devices incorporating materials of animal origin —-
Validation and routine control of sterilizétion by liquid chemical sterilants

- IS0 11607, Packaging for terminally sterilized medical devices

AAMI/FDS-1 TIR 27 Sterilization of health care products - Radiation sterilization —Substantiation
of 25 kGy as 2 sterilization dose - Method VD max

AAMT TIR 33 Sterilization of health care products - Radiation —.Substantiation of a selected

sterilization dose ~ Method VDmax
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IS0 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
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