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Foreword

[SO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out through
ISO technical committees. Each member body interested in a subject for which a technical committee
has been established has the right to be represented on that committee. International organizations,
governmental and non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely
with the International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the different types
of ISO document should be noted. This document was drafted in accordance with the editorial rules of the
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Introduction

While no known surgical implant material has ever been shown to cause absolutely no adverse reactions
in the human body, long-term clinical experience with the material referred to in this document has shown
that an acceptable level of biological response can be expected when the material is used in appropriate
applications. However, this document covers the raw material and not finished medical devices, where the
design and fabrication of the device can impact biological response.
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Implants for surgery — Metallic materials —

Part 4:

Cobalt-chromium-molybdenum casting alloy

1 Scop

-

This docu]:nent specifies the characteristics of, and corresponding test methods for, cdbalt-¢

molybden

NOTE
those given|

m casting alloy for use in the manufacture of surgical implants.

[he mechanical properties of a sample obtained from a finished product made ofthis alloy can
in this document.

2 Norjative references

The follo
requiremg
the latest ¢

[SO 6892-1

3 Term

For the pu
ISO and IE

IECEI

ing documents are referred to in the text in such a way that some or all of their content ¢
nts of this document. For dated references, only the editien cited applies. For undated 1
bdition of the referenced document (including any amendments) applies.

, Metallic materials — Tensile testing — Part 1: Method of test at room temperature

s and definitions

F'poses of this document, the terms and. definitions given in ISO 6892-1 apply.

C maintain terminology databasesfor use in standardization at the following addresses:

[SO Onpline browsing platform: available at https://www.iso.org/obp

ectropedia: available at https://www.electropedia.org/

4 Che

ical compositien

hromium-

differ from

onstitutes
eferences,

The heat apalysis of a representative sample of the alloy when determined in accordance with Clause 6 shall
be in accofdance with-the chemical composition specified in Table 1.

Requiremé¢nts for-the major and minor elemental constituents for cobalt-chromium-molybdend
alloy are listed in Table 1.
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Table 1 — Chemical composition

5 Mech

The tensil
specified ¥

If any of th
shall be te
both addit

If a test pi
does not 1

If any of t

not to confform to this{document. However, the manufacturer can, if desired, subject the mater

treatment

Element Mass fraction of compositional limits
%
Chromium 27,0 to 30,0
Molybdenum 50to0 70
Nickel 0,50 max.
Iron 0,75 max.
Carbon 0,35 max.
Manganese 1,0 max.
Silicon 1,0 max.
Tungsten 0,20 max.
Phosphorus 0,020 max.
Sulfur 0,010 max.
Nitrogen 0,25 max.
Aluminium 0,10 max.
Titanium 0,10 max:
Boron 0,010 max.
Cobalt Balance
Values adjusted to ASTM F75-18, Reprinted with permissien’from ASTM F75-18, copyright
ASTM International. A copy of the complete standard may be obtained from www.astm.org

anical properties

e properties of the alloy, when tested in@ccordance with Clause 6, shall be in accordang
alues in Table 2.

e test pieces fail within the gauge limits and do not meet specified requirements, two re
sted in the same manner, fox €ach failed test piece. The alloy shall be deemed to confq
ional test pieces meet the specified requirements.

bce fails outside the gauge limits, the test is acceptable if it meets the specified require
eet specified requirements the test shall be discarded and a retest shall be performed.

e retests fails-to-meet the appropriate requirements, the product represented shall |

again and resubmit it for testing in accordance with this document.

Table 2 — Mechanical properties

e with the

test pieces
rm only if

ments. If it

be deemed
ial to heat

Minimum tensile | 1Minimum percentage nlnnga-
strength yield strength tion after fracture?
Rm,min RpO,Z,min Amin
MPa MPa %
665 450 8
3 Gauge length is equal to 5,65 S, mm or 50 mm, where S, is the original cross-sectional area, in
square millimetres.

6 Test methods

The test methods used to determine conformity to this document shall be those given in Table 3.
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Representative test pieces for the determination of mechanical properties shall be prepared in accordance
with ISO 6892-1.

Table 3 — Test methods

Parameter Clause Test method

Recognized analytical procedures (ISO

Chemical composition Clause 4 methods where these exist)

Mechanical properties

— Tensile strength
i Clause 5 ISO 6892-1
— Proof strength or yield strength

— | Fercentage elongation after fracture

© IS0 2024 - All rights reserved

3


https://standardsiso.com/api/?name=d35b96beae0f4fc87f29f95fda319ba6

	Foreword 
	Introduction 
	1 Scope 
	2 Normative references 
	3 Terms and definitions 
	4 Chemical composition 
	5 Mechanical properties 
	6 Test methods 
	Bibliography 

