








ISO 6474 ASTM F603-83
ISO 13356 ASTM F1873-98

ISO 6474 ASTM F603-83 1SO 13356 ASTM
F1873-98



JIS ISO ASTM
IR NMR
DSC, X
Mn, MW GPC D3593
AA ICP
K7171 178 D790
K7110 180 D1822
K7161 K7162 | 527-1,527-2 D638
K7181 604 D695
K7214 ASTM D4475 | D4475
B1055 2702
1ISO*
in vitro 150! FDA 5
MW
1ISO13781:
in vitro
ASTM1635-95
— invitro 1ISO

FDA Guidance Document for Testing Biodegradable Polymer Fracture Fixation Devices.
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1)Guidance Document for Femoral Stem Prostheses.
2)Guidance Document for Testing Acetabular Cup
3)Guidance Document for Testing Non-Articulating, “Mechanically Locked, Modular Implant Components”.

4) Draft Guidance for Reviewing Spinal Fixation Device System




5)ISO7206-8: Implants for surgery - Partial and total hip joint prostheses, Part 8 : Endurance performance of
stemmed femoral components with application of torsion

6)1SO5838-1: Implants for surgery - Skeletal pins and wires - Part1: Material and mechanical requirements

7) ASTM F138-9201 Standard Specification for Stainless Steel Bar and Wire for Surgical Implants

8) ASTM F366-82[1 Standard Specification for Fixation Pins and Wires

9) ASTM F1091-910 Standard Specification for Wrought Cobalt-Chromium Alloy Surgical Fixation Wire

10) ASTM F1350-910 Standard Specification for Stenless Steel Surgical Fixation Wire

11)1SO6475: Implants for surgery - Metal bone screws with asymmetrical thread and spherical under-surface
- Mechanical requirements and test methods

12)ASTM F1622-951Standard Test Method for Measuring the Torsional Properties of Metallic Bone Screws

13)ASTM F117-9500 Standard Test Method for Driving Torque of Medical Bone Screws

14)ASTM F1691-9601 Standard Test Method for Determining Axial Pull-Out Strength of Medical Bone
Screws

15)IS08827: Implants for surgery - Staples with parallel legs for orthopaedic use - General requirements

16) ASTM F564-85:Standard Specification for Bone Staples

17) ASTM F1660-9500 Standard Test Method for Elastic Bending of Metallic Bone Staples

18) ASTM F1539-950 Standard Test Method for Constant Amplitude Bending Fatigue Tests of Metallic
Bone Staples

19) ASTM F1540-950 Standard Test Method for Pull-Out Fixation Strength of Metallic Bone Staples

20) ASTM F1610-950 Standard Test Method for Soft Tissue Fixation Strength of Metallic Bone Staples

21)IS09585: Implants for surgery - Determination of bending strength and stiffness of bone plates

22) ASTM F382-950 Standard Test Method for Static Bending Properties of Metallic Bone Plates

23) ASTM F384-730 Standard Practice for Static Bending Testing of Nail Plates

24) ASTM F786-82:Standard Specification for Metallic Bone Plates

25) ASTM F383-730 Standard Practice for Static Bend and Torsion Testing of Intramedullary Rods

26)ISO5832-1  12: Implants for surgery -1 12
Ti

27) ASTM F67-9501 Standard Specification for Unalloyed Titanium for Surgical Implant Applications

28) ASTM F136-92[0 Standard Specification for Wrought Titanium 6AIl-4V ELI Alloy for Surgical Implant
Applications

29) ASTM F75-92[0 Standard Specification for Cast Cobalt-Chromium-Molybdenum Alloy for Surgical
Implant Applications

30) ASTM F90-920 Standard Specification for Wrought Cobalt-Chromium-Tungsten-Nickel Alloy for
Surgical Implant Applications

31) ASTM F799-950 Standard Specification for Cobalt-28 Chromium-6 Molybdenum Alloy Forgings for
Surgical Implants

32) ASTM F1537-941Standard Specification for Wrought Cobalt-Chromium-Molybdenum Alloy for Surgical
Implants

33) ASTM F138-9200 Standard Specification for Stainless Steel Bar and Wire for ~ Surgical Implant



(Special Quality)

34) ASTM F1314-95 Standard Specification for Wrought Nitrogen Strengthened-22 Chromium-12.5 Nickel-
5 Manganese2.5-Molybdenum Stainless Steel Bar and Wire for Surgical Implants

35) 1SO6892: Metallic materials — Tensile testing

36)JIS Z 2241:

37)ASTM E 8M-98:Test Methods Tension Testing of Metallic Materials

38)1S0O7438: Metallic materials — Bend test

39)JIS Z 2248:

40)ASTM E190-92:Test Method for Guided Bend Test for Ductility of Welds

41)ASTM E290-97:Test Method for Bend Testing of Material for Ductility

42)ASTM E855-90:Test Methods for Bend Testing of Metallic Flat Materials for Spring Applications
Involving Static Loading

43)ISO6507-1 3: Hardness test — Vickers test

44)JIS Z 2244:

45)ASTM E92-82:Test Method for Vickers Hardness of Metallic Materials

46)1S01024: Metallic materials — Hardness test — Rockwell superficial test

47)1SO6508: Metallic materials — Hardness test — Rockwell test

48)JIS Z 2245:

49)ASTM E18-97:Test Method for Rockwell Hardness and Rockwell Superficial Hardness of Metallic
Materials

50)ASTM E10-96:Test Method for Brinell Hardness of Metallic Materials
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