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B.1 £RB#H

B.1.1 HEMST. BMABERFHNFMEE

ISO 5832-1, Implants for surgery Metallic materials Part 1: Wrought stainless steel

ISO 5832-2, Implants for surgery Metallic materials Part 2: Unalloyed titanium

ISO 5832-3, Implants for surgery Metallic materials Part.3: Wrought. titanium 6-aluminium
4-vanadium alloy

ISO 5832-4, Implants for surgery Metallic materdials Part 4: Cobalt—chromium—molybdenum
Casting

ISO 5832-5, Implants for surgery Metallic materials. Part 5: Wrought Cobalt-chromium
—tungsten—nickel alloy

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

ISO 5832-7, Implants for surgery Metallic-materials Part 7: Forgeable and cold formed
Cobalt—chromium—nickel-molybdenumyalloy

ISO 5832-8, Implants for surgery..Metallic materials Part 8: Wrought Cobalt-Nickel
—chromium—molybdenum—tungsten—ironsalloy

IS0 5832-9, Implants/for surgery/ Metallic materials Part 9: Wrought high nitrogen Stainless
steel

IS0 5832-11, Implants for surgery Metallic materials Part 11: Wrought titanium 6—aluminium
7-niobium alloy

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

IS0 5832-14, Implants for surgery Metallic materials Part 14: Wrought titanium 15—-molybdenum
5-zirconium 3—aluminium alloy

IS0 13782, Implants for surgery Metallic materials Unalloyed tantalum for surgical implant
applications

IS0 15374, Implants for surgery Requirements for production of forgings
B.1.2 EftALfFFTEMIK

ISO 643, Steel Micrographic determination of the apparent grain size

1SO 4287, Geometrical Product Specifications (GPS)-Surface texture: Profile method-Terms,
definitions and surface texture parameters

IS0 4288, Geometrical Product Specifications (GPS)-Surface texture: Profile method-Rules
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and procedures for the assessment of surface texture

IS0 4967, Steel Determination of content of nonmetallic inclusions Micrographic method using
standard diagrams

ISO 20160, Implants for surgery-Metallic materials—Classification of microstructures for

alphatbeta titanium alloy bars
B.1.3 J1FMik

ISO 4545-1, Metallic materials—Knoop hardness test—Part 1: Test method

ISO 6507-1, Metallic materials—Vickers hardness test—Part 1: Test method

1SO 6508-1, Metallic materials—Rockwell hardness test—Part 1: Test method (scales 4, B, C
D E F G H K N T

ISO 6892-1, Metallic materials—Tensile testing—Part 1: Method of test at room temperature
IS0 68922, Metallic materials—Tensile testing—Part 2: Methodwof test at elevated temperature
ISO 7438, Metallic materials—Bend test

B.2 REYIMH

B.2.1 ERSY. PIBLE. MMEEMNEMEE

IS0 4287, Geometrical Product Specifications (GPS)-Surface texture: Profile method-Terms,
definitions and surface texture parameters

1SO 4288, Geometrical Product Specifications (GPS)-Surface texture: Profile method-Rules
and procedures for the assessment of surface. texture

ISO 5833, Implants for surgery Acrylic resin cements

1SO 5834 (all parts), Implants’ for-surgery Ultra—high-molecular—-weight polyethylene

ISO 14949, Implants for surgery—Twoe—part addition—cure silicone elastomers

IS0 15309, Implants for surgery -Differential scanning calorimetry of poly ether ether ketone

(PEEK) polymers and compounds- for use in implantable medical devices

B.2.2 #EMLEFMIA

ISO 60, Plastics Determination of apparent density of material that can be poured
from a specified funnel

ISO 61, Plastics Determination of apparent density of moulding material that cannot be poured
from a specified funnel

ISO 62, Plastics Determination of water absorption

ISO 1183-1, Plastics Methods for determining the density of non—cellular plastics Part
1: Immersion method, liquid pyknometer method and titration method

ISO 1183-2, Plastics Methods for determining the density of non—cellular plastics Part
2: Density gradient column method

ISO 1183-3, Plastics Methods for determining the density of non—cellular plastics Part
3: Gas pyknometer method

IS0 3451-1, Plastics Determination of ash Part 1: General methods

ISO 5833, Implants for surgery Acrylic resin cements
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ISO 5834-2, Implants for surgery Ultra—high-molecular-weight polyethylene Part 2: Moulded
forms

1SO 13781, Poly (L-lactide) resins and fabricated forms for surgical implants — in vitro
degradation testing

ISO 15814, Implants for surgery Copolymers and blends based on polylactide in vitro

degradation testing
B.2.3 J1FMk

ISO 178, Plastics—Determination of flexural properties

ISO 179-1, Plastics—Determination of Charpy impact properties—Part 1: Non—instrumented
impact test

IS0 179-2, Plastics—Determination of Charpy impact properties—Part 2: Instrumented impact
test

ISO 458-1, Plastics—Determination of stiffness in torsion‘of flexible materials—Part 1:
General method

ISO 527-1, Plastics—Determination of tensile properties—Part l: General principles
ISO 604, Plastics—Determination of compressive/properties

ISO 899-1, Plastics—Determination of creep behavior.—Part 1: Tensile creep

IS0 899-2, Plastics—Determination of creep behavior—=Part 2: Flexural creep by three—point
loading

ISO 5833, Implants for surgery Acrylic reSin cements

ISO 6721-1, Plastics—Determination “of “dynamicmechanical properties—Part 1: General
principles

ISO 16402, Implants for surgery Acrylic resin cement Flexural fatigue testing of acrylic
resin cements used in orthopaedics

ISO 22088-1, Plastics—Determination of resistance to environmental stress cracking
(ESC) Part 1: General guidance

ISO 22088-2, Plastics—Determination of resistance to environmental stress cracking
(ESC)-Part 2: Constant tensile load method

ISO 22088-3, Plastics—Determination of resistance to environmental stress cracking
(ESC) -Part 3: Bent strip method

ISO 22088-4, Plastics—Determination of resistance to environmental stress cracking
(ESC) -Part 4: Ball or pin impression method

ISO 22088-5, Plastics—Determination of resistance to environmental stress cracking
(ESC)-Part 5: Constant tensile deformation method

ISO 22088-6, Plastics—Determination of resistance to environmental stress cracking
(ESC)-Part 6: Slow strain rate method

B.3 BEEME

B.3.1 ¥, BRMBELMNFERE

ISO 6474-1, Implants for surgery Ceramic materials Part 1: Ceramic materials based on high
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purity alumina

ISO 6474-2, Implants for surgery Ceramic materials Part 2: Composite materials based on a
high purity alumina matrix with zirconia reinforcement

ISO 13356, Implants for surgery—Ceramic materials based on yttria—-stabilized tetragonal
zirconia (Y-TZP)

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

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

ISO 13779-3, Implants for surgery—Hydroxyapatite Part 3: Chemical analysis and

characterization of crystallinity and phase purity

S G R 2 E BRARE F T X M AT 16 2 AT
B.3.2 #EMIK

1S0 4287, Geometrical Product Specifications (GPS) —Surface-texture: Profile method—Terms,
definitions and surface texture parameters

1SO 4288, Geometrical Product Specifications (GPS)-Surface’texture: Profile method—Rules
and procedures for the assessment of surface texture

IS0 5017, Dense shaped refractory products—Determination of bulk density, apparent porosity

and true porosity
B.3.3 SJEMIK

ISO 4545, Metallic materials—Hardness test—Knoop test

IS0 6474-1, Implants for surgery Ceramic'materials Partl: Ceramic materials based on high
purity alumina

ISO 65071, Metallic materials<—Vickers hardness test—Part 1: Test method

IS0 6508-1, Metallic materials=Rockwell hardness test—Part 1: Test method(scales
A B CDEFGHKND

IS0 9385, Glass and glass—ceramics Knoop hardness test

18
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2 £ X w
1 &BEVR
1.1 LM

[1]ASTM E353, Standard Test Methods for Chemical Analysis of Stainless, Heat—-Resisting,
Maraging, and Other Similar Chromium-Nickel-Iron alloys

[2]ASTM E 354, Standard Test Methods for Chemical Analysis of High-Temperature, Electrical,
Magnetic, and Other Similar Iron, Nickel, and Cobalt Alloys

1.2 BB

[3]ASTM E45, Standard Test Methods for Determiningrthe InclusionContent of Steel
[4]ASTM E112, Standard Test Methods for Determining Average Grain size

1.3 71K

[5]ASTM F1044, Standard Test method for. shear testing of Calcium Phosphate Coating s and
Metallic Coatings

[6]ASTMF 1147, Standard Test methodfor tension testing of Calcium Phosphate and Metal Coatings
1.4 HEfrE

[7]ASTM E8S60, Standard Practice for Examining And Preparing Items That Are Or May Become
Involved In Criminal or Ciwil Litigation

2 BEWMR
2.1 LR

[8]ASTM F1925, Standard Specification for Semi—Crystalline Poly (lactide)Polymer and Copolymer
Resins for Surgical Implants

[9]ASTM  F2579,  Standard Specification for Amorphous Poly(lactide) and Poly
(lactide—co-glycolide) Resins for Surgical Implants

2.2 ¥R

[10JASTM D570, Standard Test Method for Water Absorption of Plastics
[11JASTM D792, Standard Test Methods for Density and Specific Gravity (Relative Density) of
Plastics by Displacement
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[12]ASTM D1239, Standard Test Methods for Resistance of Plastic Films to Extraction by
Chemicals

[13]ASTM D1505, Standard Test Methods for Density of Plastic by the Density—Gradient Technique
[14]ASTM D2842, Standard Test Methods for Water Absorption of Rigid Cellular Plastics
[15]ASTM D2857, Standard Practice for Dilute Solution Viscosity of Polymers

[16]ASTM D2990, Standard Test Methods for Tensile, Compressive, and Flexural Creep and Creep
Rupture of Plastics

[17]ASTM D3016, Standard Practice for Use of Liquid Exclusion Chromatography Terms and
Relationships

[18]ASTM D3418, Standard Test Methods for Method for Transition Temperatures and Enthalpies
of Fusion and Crystallization of Polymers by Differerntial Scanning Calorimetry

[19]ASTM D4000, Standard Classification System for Specifying Plastic Materials

[20]ASTM D4001, Standard Test Method for Determination of Weight-Average Molecular Weight of
Polymers By Light Scattering

[21]ASTM D4754, Standard Test Method for Two-Sided Liquid Extraction’of Plastic Materials Using
FDA Migration Cell

[22]ASTM D5227, Standard Test Method for Measurement of Hexane Extraclable Content fo
Polyolefins

[23]ASTM E204, Standard Practices for Identification of“Material by Infrared Absorption
Spectroscopy, Using the ASTM Coded Band<and Chemical Classification Index

[24]ASTM F619, Standard Practice for/Extraction~of Medical Plastics

2.3 HEMR

[25]ASTM D638, Standard TestMethods for Tensile Properties of Plastics

[26]ASTM D695, Standard Test Methods for Compression Properties of Rigid Plastics
[27]ASTM D732, Standard-Iest Methods Shear Strength of Plastic by Punch Tool

[28]ASTM D747, Standard'lest Methods for Apparent Bending Modulus of Plastics by Means of a
Cantilever Beam

[29]ASTM D785, Standard “Test Methods for Rockwell Hardness of Plastics and Electrical
Insulating Materials

[30JASTM D790, Standard Test Methods for Flexural Properties of Unreinforced and Reinforced
Plastics and Electrical Insulating Maerials

[31]ASTM D1004, Standard Test Methods for Tear Resistance (Graves Tear) of Plastic Film and
Sheeting

[32]JASTM D1042, Standard Test Methods for Linear Dimensions Changes of Plastics Under
Accelerated Service Conditons

[33]ASTM D1601, Standard Test Methods for Dilute Solution Viscosity of Ethylene Polymers
[34]ASTM D1621, Standard Test Methods for Compressive Properties of Rigid Cellular Plastics
[35]ASTM D1623, Standard Test Methods for Tensile and Tensile Adhesion Properties of Rigid
Cellular Plastics

[36]ASTM D1708, Standard Test Methods for Tensile Properties of Plastics by Use of Micro Tensile

Specimens
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[37]ASTM D2240, Standard Test Methods for Rubber Property —Durometer Hardness
3 PEEMRL

3.1 (EMK

[38]ASTM C560, Test Methods for Chemical Analysis of Graphite

3.2 it

[39]ASTM E112, Standard Test Methods for Determining Average Grain size

3.3 F1FEMR

[40]ASTM F1044, Standard Test method for shear testing 'ofiCalcium Phosphate Coatings and
Metallic Coatings

[41]ASTM F1147, Standard Test method for Tension Testing of Calcium Phosphate and Metal
Coatings

[42]JIS R1601, Testing method for flexural strength(modulus of rupture)of fine cermatics
at room temperature

[43]1]J1IS R1602, Testing methods for elasticrmodulus of fine ceramics

[44]J1IS R1607, Testing methods for fracture’ toughness of fine ceramics at room temperature
[45]JIS R1608, Testing methods“for compreéssive strength of f{ine ceramics

[46]J1IS R1610, Testing methods for hardness of fine ceramics

3.4 HEtE

[47]ASTM D883, Standard Terminology Relating to Plastics

[48]ASTM E860, Standard Practice for Examining and Testing I[tems That Are Or May Become
Involved in Criminal or~Civil Litigation

[49]11S0 64741, Implants for surgery Ceramic materials Part 1: Ceramic materials based on

high purity alumina
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