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.1 IS0 7207-2, Implants for surgery - Components for partial and total knee joint prostheses -

Part 2: Articulating surfaces made of metal, ceramic and plastics materials
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.1 ASTM F1223 Standard Test Method for Determination of Total Knee Replacement Constraint

.2 150 14243-1, Implants for surgery - Wear of total knee —joint prostheses — Partl: Loading and
displacement parameters for wear — testing machines with load control and corresponding
environmental conditions for test

.3 IS0 14243-2, Implants for surgery -~ Wear of total knee — joint prostheses Part 2:Methods of
measurement

.4 IS0 14243-3, Implants for surgery - Wear of total knee - joint prostheses — Part 3: Loading
and displacement parameters for wear—testing machines with displacement control and
corresponding environmental conditions for test

.5 IS0 14879-1, Implants for surgery — Total knee joint prostheses ~Part 1:Determination of
endurance properties of knee. tibial trays

.6 ASTM F1800 Standard Test Method for Cyclic Fatigue Testing of Metal Tibial Tray Component of
Total Knee Joint Replacements

.7 ASTM F1715 Standard Guide for Wear Assessment of Prosthetic Knee Designs in Simulator Devices

.8 ASTM F2025 Standard Practice for Gravimetric Measurement of Polymeric Components for Wear
Assessment
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.3 IS0 10993-1~18, Biological evaluation of medical devices-part 1-18
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.1 ISO 5832-1, Implants for surgery -vMetallic materials - Part 1: Wrought stainless steel

. 2 ASTM F138 Standard Specification for Wrought 18Chromium-14Nickel-2. SMolybdenum Stainless Steel
Bar and Wire for Surgical Implants (UNS S31673)

.3 IS0 5832-2, Implants for surgery — Metallic materials — Part 2: Unalloyed titanium

.4 IS0 5832-3, Implants for surgery - Metallic materials — Part 3: Wrought titanium 6-aluminium



4-vanadium alloy

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

.6 ASTM F620 Standard Specification for Alpha Plus Beta Titanium Alloy Forgings for Surgical
Implants

.7 ASTM F1108 Standard Specification for Titanium Implants—6 Aluminium —4 Vanadium Alloy Casting
for Surgical Implants (UNS R56406)

.8 ASTM F67 Standard Specification for Unalloyed Titanium for Surgical Implant Applications (UNS
R50250, UNS R50400, UNS R50550, UNS R50700)

.9 ASTM F1472 Standard Specification for Wrought Titanium—6Aluminum—4Vanadium Alloy for Surgical
Implant Applications (UNS R56400)
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.12 ISO 5832-4, Implants for surgery — Metallic materials - Part 4: Cobalt—chromium~molybdenum
casting alloy

.13 ISO 5832-6, Implants for surgery — Metallic materials — Part 6: Wrought
cobalt-nickel-chromium-molybdenum alloy

.14 ISO b832-7, Implants for surgery - Metallic materials — Part 7: Forgeable and cold-formed
cobalt—chromium-nickel-molybdenum-iron alloy

.15 ISO 5832-12, Implants for surgery - Metallic materials - Part 12: Wrought
cobalt—chromium—molybdenum alloy

. 16 ASTM F7b Standard Specification for Cobalt—28 Chromium—6 Molybdenum Alloy Castings and Casting
Alloy for Surgical Implants (UNS R30075)

.17 ASTM F90 Standard Specification for Wrought Cobalt-20 Chromium-15 Tungsten—10 Nickel Alloy
for Surgical Implant Applications (UNS R30605)

. 18 ASTM F799 Standard Specification for Cobalt-28Chromium—6Molybdenum Alloy Forgings for Surgical
Implants (UNS R31537, R31538, R31539)

.19 ASTM F1537 Standard Specification for Wrought Cobalt—28 Chromium -6 Molybdenum Alloys for
Surgical Implants (UNS R31537, UNS R31538, and UNS R31539)

.20 IS0 5832-6, Implants for surgery — Metallic materials — Part 5: Wrought
cobalt—chromium—tungsten—nickel alloy

.21 IS0 5834-1, Implants for surgery - Ultra-high molecular weight polyethylene ~ Part 1: Powder
form .

. 22 IS0 5834-2, Implants for surgery - Ultra-high molecular weight polyethylene — Part 2: Moulded
forms

. 23 ASTM F648 Standard Specifications for Ultra-High-Molecular=Weight-Polyethylene Powder and
Fabricated Form for Surgical Implants

. 24 ASTM F1185 Standard Specification for Composition of Hydroxylapatite for Surgical Implants

.26 150 13782, Implants for surgery — Metallic materials ~ Unalloyed tantalum for surgical implant
applications '

. 26 ASTM F560 Standard Specification for Unalloyed Tantalum for Surgigal Implant Applications (UNS



R05200, UNS R05400)
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1.5.3 ISO 10993-7, Biological evaluation of medical devices — Part7: Ethylene oxide sterilization

residuals
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IS0 21536, Non—active surgical implants—Joint replacement implants— Specific requirements for
knee-joint replacement implants

150 21534, Non-active surgical implants—Joint replacement implants—Particular requirements
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ASTM F2083 Standard Specification for Total Knee Prosthesis

(W)

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 sterilization 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 a sterilization dose — Method VD max

AAMI TIR 33 Sterilization of health care products - Radiation - Substantiation of a selected
sterilization dose — Method VDmax
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ISO 13485, Medical devices - Quality management systems - Requirements for regulatory purposes
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