ICS 11.040.40 SLOVENSKA TECHNICKA NORMA Februéar 2020

Implantéaty pre chirurgiu STN

} Kovové materialy EN ISO 5832-6
Cast’ 6: Tvarnena zliatina kobaltu, niklu, chrobmu a

ST N molybdénu (ISO 5832-6: 1997)

85 6364

Implants for surgery - Metallic materials - Part 6: Wrought cobalt-nickel-chromium-molybdenum alloy (ISO 5832-6:1997)

Tato norma obsahuje anglicka verziu eurépskej normy.
This standard includes the English version of the European Standard.

Tato norma bola ozndmena vo Vestniku UNMS SR &. 01/20

Obsahuje: EN ISO 5832-6:2019, ISO 5832-6:1997

130123

Urad pre normalizaciu, metrolégiu a skasobnictvo Slovenskej republiky, 2020
Slovenska technicka norma a technicka normaliza¢na informécia je chranena zakonom ¢&. 60/2018 Z. z. o technickej normalizacii.



STN EN ISO 5832-6: 2020 Urad pre normalizaciu, metrolégiu a ski$obnictvo Slovenskej republiky

EUROPEAN STANDARD EN ISO 5832-6
NORME EUROPEENNE
EUROPAISCHE NORM October 2019

ICS 11.040.40

English Version

Implants for surgery - Metallic materials - Part 6: Wrought
cobalt-nickel-chromium-molybdenum alloy (ISO 5832-
6:1997)

Implants chirurgicaux - Produits a base de métaux - Chirurgische Implantate - Metallische Werkstoffe - Teil
Partie 6: Alliage corroyé a base de cobalt, de nickel, de 6: Kobalt-Nickel-Chrom-Molybdan-Schmiedelegierung
chrome et de molybdéne (ISO 5832-6:1997) (ISO 5832-6:1997)

This European Standard was approved by CEN on 2 September 2019.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2019 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 5832-6:2019 E
worldwide for CEN national Members.



STN EN ISO 5832-6: 2020 Urad pre normalizaciu, metroldgiu a skiSobnictvo Slovenskej republiky
EN ISO 5832-6:2019 (E)

Contents Page

EUTOPEAN fOT@WOTI(......iiuiimssnsnsisnsssssmssssssssssssssssssssssssssssssssasas s ssssssssssssas sssssssssasasss s e se s se s s sssssasasasanansnsnsssnssssssnsasanass 3



STN EN ISO 5832-6: 2020 Urad pre normalizaciu, metroldgiu a skiSobnictvo Slovenskej republiky
EN ISO 5832-6:2019 (E)

European foreword

The text of 1SO 5832-6:1997 has been prepared by Technical Committee ISO/TC 150 "Implants for
surgery” of the International Organization for Standardization (ISO) and has been taken over as
EN ISO 5832-6:2019 by Technical Committee CEN/TC 285 “Non-active surgical implants” the
secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by April 2020, and conflicting national standards shall be
withdrawn at the latest by April 2020.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the
United Kingdom.

Endorsement notice

The text of IS0 5832-6:1997 has been approved by CEN as ENISO 5832-6:2019 without any
modification.
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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 1SO, also take part in the work. ISO
collaborates closely with the International Electrotechnical Commission
(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical committees are
circulated to the member bodies for voting. Publication as an International
Standard requires approval by at least 75 % of the member bodies casting
a vote.

International Standard 1SO 5832-6 was prepared by Technical Committee
ISO/TC 150, Implants for surgery, Subcommittee SC 1, Materials.

This second edition cancels and replaces the first edition
(1SO 5832-6:1980), which has been technically revised.

ISO 5832 consists of the following parts, under the general title Implants for
surgery — Metallic materials:

—  Part 1: Wrought stainless steel

—  Part 2: Unalloyed titanium

—  Part 3: Wrought titanium 6-aluminium 4-vanadium alloy

—  Part 4: Cobalt-chromium-molybdenum casting alloy

—  Part 5: Wrought cobalt-chromium-tungsten-nickel alloy

—  Part 6: Wrought cobalt-nickel-chromium-molybdenum alloy

— Part 7: Forgeable and cold-formed cobalt-chromium-nickel-
molybdenum-iron alloy

—  Part 8: Wrought cobalt-nickel-chromium-molybdenum-tungsten-iron
alloy

—  Part 9: Wrought high nitrogen stainless steel
—  Part 10: Wrought titanium 5-aluminium 2,5-iron alloy
—  Part 11: Wrought titanium 6-aluminium 7-niobium alloy

—  Part 12: Wrought cobalt-chromium-molybdenum alloy
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Introduction

No known surgical implant material has ever been shown to cause
absolutely no adverse reactions in the human body. However, long-term
clinical experience of the use of the material referred to in this part of
ISO 5832 has shown that an acceptable level of biological response can be
expected, when the material is used in appropriate applications.
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Implants for surgery — Metallic materials —

Part 6:
Wrought cobalt-nickel-chromium-molybdenum alloy

1 Scope

This part of ISO 5832 specifies the characteristics of, and corresponding test methods for, wrought cobalt-nickel-
chromium-molybdenum alloy for use in the manufacture of surgical implants.

NOTE — The mechanical properties of a sample obtained from a finished product made of this alloy may not necessarily
comply with the specifications given in this part of ISO 5832.

2 Normative references

The following standards contain provisions which, through reference in this text, constitute provisions of this part of
ISO 5832. At the time of publication, the editions indicated were valid. All standards are subject to revision, and
parties to agreements based on this part of ISO 5832 are encouraged to investigate the possibility of applying the
most recent editions of the standards indicated below. Members of IEC and ISO maintain registers of currently valid
International Standards.

ISO 643:1983, Steels — Micrographic determination of the ferritic or austenitic grain size.

ISO 6892:—1), Metallic materials — Tensile testing at ambient temperatures.

1) To be published. (Revision of ISO 6892:1984)
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