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Foreword

ISO (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.
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Alist of all parts in the ISO 5832 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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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 the biological response.
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document specifies the characteristics of, and corresponding test methods for{ wfo{
b] chromium-molybdenum alloy for use in the manufacture of surgical implants:

) The tensile properties of a sample obtained from a finished product made of this
ksarily comply with those specified in this document.

Normative references

titutes requirements of this document. For dated references, only the edition cited

b43, Steels — Micrographic determination of the apparent grain size

b892-1, Metallic materials — Tensile testing — Part 1: Method of test at room temperaturé

Terms and definitions
brms and definitions are listed in this'document.
ind [EC maintain terminology databases for use in standardization at the following add

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

EC Electropedia: avdilable at https://www.electropedia.org/

Chemical composition

heat analysis of the alloy, when determined as specified in Clause 7, shall conform to {
hical composition specified in Table 1.
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following documents are referred to in the text in such away that some or all of their content
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ited references, the latest edition of the referenced document (including any amendments) applies.
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Table 1 — Chemical composition

Element Mass fraction %
Nickel 33,0to 37,0
Chromium 19,0 to 21,0
Molybdenum 9,0 to 10,5
Iron 1,0 max
Titanitmn 1 0-max
Manganese 0,15 max
Silicon 0,15 max
Carbon 0,025 max
Phosphorus 0,015 max.
Sulfur 0,010 max.
Boron 0,015 max.
Cobalt Balance
5 Micropstructure
5.1 Gengdral
The microsfructure of the alloy shall be uniform.

5.2 Grain size index
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If a test piece fails outside the gauge limits, the test is acceptable if it meets the specified requirements.
If it does not meet specified requirements, the test shall be discarded and a retest shall be performed.

If any of the retests fails to meet the appropriate requirements, the product represented shall be deemed
not to conform to this document. However, the manufacturer may, if desired, subject the material to

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