°
w SLOVENSKI STANDARD

oSIST prEN I1ISO 13356:2026
Ol-oktober-2026

Vsadki (implantati) za kirurgijo - Aluminijev kerami¢ni material: Cirkonij -
Tetragonalni cirkonij, stabiliziran z itrijem (Y-TZP) (ISO/DIS 13356:2026)

Implants for surgery - Alumina ceramic material: Zirconia - Yttria-stabilized tetragonal
zirconia (Y-TZP) (ISO/DIS 13356:2026)

Chirurgische Implantate - Keramische Werkstoffe: Zirconia - Yttrium-stabilisiertes
tetragonales Zirkoniumoxid (Y 1TZP) (ISO/DIS 13356:2026)

Implants chirurgicaux - Produits céramiques a base de zircone tétragonal stabilisée a
I'yttrium (Y-TZP) (ISO/DIS 13356:2026)

Ta slovenski standard je istoveten z: prEN ISO 13356

ICS:

11.040.40 Implantanti za kirurgijo, Implants for surgery,
protetiko in ortetiko prosthetics and orthotics

0SIST prEN ISO 13356:2026 en.fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.


https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026

oSl ST prEN | SO 13356: 2026

oSIST prEN ISO 13356:2026 « https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-alf3-73d0ac8bc52e/osist-pren-iso-13356-2026


https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026

DRAFT
International
Standard

ISO/DIS 13356

Implants for surgery — Alumina
ceramic material: Zirconia — Yttria-
stabilized tetragonal zirconia
(Y-TZP)

ICS: 11.040.40

This document has not been edited by the ISO Central Secretariat.

ISO/CEN PARALLEL PROCESSING

Reference number
ISO/DIS 13356:2026(en)

ISO/TC 150/SC 1
Secretariat: DIN

Voting begins on:
2026-08-26

Voting terminates on:
2026-11-18

THIS DOCUMENT IS A DRAFT CIRCULATED
FOR COMMENTS AND APPROVAL. IT

IS THEREFORE SUBJECT TO CHANGE

AND MAY NOT BE REFERRED TO AS AN
INTERNATIONAL STANDARD UNTIL
PUBLISHED AS SUCH.

IN ADDITION TO THEIR EVALUATION AS
BEING ACCEPTABLE FOR INDUSTRIAL,
TECHNOLOGICAL, COMMERCIAL AND
USER PURPOSES, DRAFT INTERNATIONAL
STANDARDS MAY ON OCCASION HAVE TO
BE CONSIDERED IN THE LIGHT OF THEIR
POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN
NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED

TO SUBMIT, WITH THEIR COMMENTS,
NOTIFICATION OF ANY RELEVANT PATENT
RIGHTS OF WHICH THEY ARE AWARE AND TO
PROVIDE SUPPORTING DOCUMENTATION.

© ISO 2026


https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026

ISO/DIS 13356:2026(en)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2026

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401 o Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

© IS0 2026 - All rights reserved
ii


https://www.iso.org
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026

ISO/DIS 13356:2026(en)

Contents Page
FOT@WOTM..........ooooooe st iv
IIMETO@UCTION ........ooooo 88585558 v
1 SCOPI@ ...ttt 1
2 NOTIMATIVE FEERIT@IICES ............ooooooee e85 1
3 Terms and definitions...
4 T@ST CAL@GOTIES ...
4.1 {72 V<) o= SO

Annex A (informative) Testing for radioactivity

4.1.1 Category1
41.2 Category 2
4.2 Physical and chemical PrOPEIties. ... ... 2

Preparation of Test specimens

T@STIMIETIIOMS ...
6.1 BULK QEIISTEY e
6.2 Chemical composition...
6.3 Microstructure..................
6.3.1 Principle.....
6.3.2  TeStreport. ..,
6.3.3 Amount of monoclinic phase
6.5 Biaxial flexural SErENMEZER. ... ..o
0.5. 1 PIIINCIPIE e
6.5.2 Apparatus
6.5.3  Preparation Of teST SPECIIMIEIIS ...t i 6
6.5:4  PTOCEAUIE ....oooive it 85585
6.5.5 Calculation of results
6.5.6  TeStreport. .
6.6 Four-point bending strength
6.7 Weibull modulus ...,
6.8  Young’s modulus..
6.9 HATAIIESS ...
6.10  CYCIIC FATIZUE 1o

6.10.1 Principle...
6.10.2 Apparatus
6.10.3 Sample size and preparation of test specimens
6.10.4 Procedure and sample requirement ...
6.10.5 Test Report

6.11  RAAIOACTIVIEY oot
6.12  ACCELETALEA AING LEST ...
6.12.1 General..............
6.12.2 Procedure
6.12.3 Evaluation of accelerated aging OULCOME. ...

BIDLIOGIAPIY ...

© IS0 2026 - All rights reserved
iii


https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026
https://standards.iteh.ai/catalog/standards/sist/c9f9ff30-2f0e-4d18-a1f3-73d0ac8bc52e/osist-pren-iso-13356-2026

ISO/DIS 13356:2026(en)

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 documents should be noted. This document was drafted in accordance with the editorial rules of the
[SO/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 150, Implants for surgery, Subcommittee SC 1,
Materials.

This forth edition cancels and replaces the third edition (ISO 13356:2015), which has been technically
revised.

— title changed to Implants for surgery —Alumina ceramic material:Zirconia — Yttria-stabilized tetragonal
zirconia (Y-TZP);

— normative references were updated;

— requirements and normative references in Table 1 were revised;

— the numbers of test specimens for each test item were reviewed;

— the equation for calculating the amount of monoclinic phase was corrected ;
— Testing for radioacitity was moved to an informative annex.

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 standard 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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