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European foreword

This document (EN ISO 13402:2025) has been prepared by Technical Committee ISO/TC 170 "Surgical
instruments" in collaboration with Technical Committee CEN/TC 55 “Dentistry” 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 September 2025, and conflicting national standards
shall be withdrawn at the latest by September 2025.

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.

This document supersedes EN ISO 13402:2000.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN website.

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, Tiirkiye and the
United Kingdom.

Endorsement notice

The text of ISO 13402:2025 has been approved by CEN as EN ISO 13402:2025 without any modification.



EVS-EN ISO 13402:2025

Contents Page
FOT@WOT..........ooooooeeeeeeeeeeeeeeeeeeeeeeeeeee oo ettt iv
| BT 0 X6 L0t () o OO oo \'4
1 SCOPIC ..ot 1
2 Normative references
3 Terms and definitions
4 B CT] o 0 U= o 0100 Y o 0000000000000
4.1 General......
4.2 Sampling plan
4.3  Overview of test methods and applicability ... 2
5 TESTTEPOT L ...

Annex A (normative) Boiling testin deionized water

Annex B (normative) Boiling testin 0,9 % NaCl solution

Annex C (normative) Copper sulfate test for steels with equal or greater than 16 % chromium............... 8
Annex D (normative) Copper sulfate test for martensitic steels with less than 16 % chromium......... 10
Annex E (informative) Testin 0,3 % sodium chloride solution of austenitic steels...............cc 12
Annex F (informative) Test with citric acid solution for austenitic steels............cccccsncnn 14
Annex G (informative) TREIMAL EEST.................oooiis s 16
Annex H (informative) Autoclave test................. .t e 5200 8 0 08 808 8000 500 4R AR R 17
BIDLEOGIAPIY ... et 18

© IS0 2025 - All rights reserved
iii



EVS-EN ISO 13402:2025

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
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO draws attention to the possibility that the implementation of this document may involve the use of (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a)
patent(s) which may be required to implement this document. However, implementers are cautioned that
this may not represent the latest information, which may be obtained from the patent database available at
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressions
related to conformity assessment, as well as information about ISO's adherence to the World Trade
Organization (WTO) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 170, Surgical instruments, in collaboration
with the European Committee for Standardization (CEN) Technical Committee CEN/TC 55, Dentistry, in
accordance with the Agreement on technical cooperation between ISO and CEN (Vienna Agreement).

This second edition cancels and replaces the first edition (ISO 13402:1995), which has been technically
revised.

The main changes are as follows:

— restructuring of the document;

— update of Clause 2;

— addition of Clause 3;

— addition of Clause 4 including a table with an overview of test methods;
— addition of Clause 5;

— addition of Annexes A to H including test methods.

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

The procedures described in this document form a harmonized series of tests that can be referred to,
individually or in combination, in other separate product standards. The requirements for such tests are
defined and stated within the body of the product standard along with the number of cycles for each test
procedure. The tests apply to dental and surgical instruments and are already standardized in relevant
product standards (e.g. ISO 7151, ISO 9173-1). However, the test procedures as stated in the product
standards differ in minor details. An alignment and a compilation were established.

The most important test methods for dental and surgical instruments have been compiled in this document.
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Surgical and dental hand instruments — Determination
of resistance against autoclaving, corrosion and thermal
exposure

1 Scope

This document describes test methods to determine the resistance of stainless steel surgical and dental
hand instruments against autoclaving, corrosion and thermal exposure.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content constitutes
requirements of this document. For dated references, only the edition cited applies. For undated references,
the latest edition of the referenced document (including any amendments) applies.

[SO 3696, Water for analytical laboratory use — Specification and test methods
ISO 7554-3, Surgical instruments — Terms, measuring methods and tests — Part 3: Test methods!)

EN 13018, Non-destructive testing — Visual testing — General principles

3 Terms and definitions
No terms and definitions are listed in this document.
[SO and [EC maintain terminology databases for use in standardization at the following addresses:

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

— IEC Electropedia: available at https://www.electropedia.org/

4 Test methods

4.1 General

All tests are type tests.

4.2 Sampling plan

a) Each instrument manufacturer shall define an appropriate sampling plan for ensuring instrument
safety and quality. The sampling shall be done according to ISO 7554-3.

b) Rejected lots are often re-passivated and re-tested, typically using an increased sample size of
instruments. If the lot is rejected a second time, the cause of the repeat failure should be evaluated
before proceeding.

1) Under preparation. Stage at the time of publication: ISO/DIS 7664-3.
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