INTERNATIONAL ISO
STANDARD 10013

Redline version
compares ISO 10013:2021
to ISO/TR 10013:2001

Quality management systems —
Guidance for documented information

Systémes de management de la qualité — Recommandations pour les
informations documentées

Reference number
ISO 10013:redline:2021(E)

©1S0 2021



ISO 10013:redline:2021(E)

IMPORTANT

This marked-up version uses the following colour-coding in the marked-up text:

Text example 1 — Text has been added (in green)

Fext-exampte2 — Text has been deleted (in red)
[ | — Graphic figure has been added

———— ] — Graphic figure has been deleted

1.x.. — If there are changes in a clause/subclause, the corresponding clause/
subclause number is highlighted in yellow in the Table of contents

DISCLAIMER

This marked-up version highlights the main changes in this edition of the document
compared with the previous edition. [t does not focus on details (e.g. changes in
punctuation).

This marked-up version does not constitute the official ISO document and is not intended to
be used for implementation purposes.

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2021

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 [SO’s member body in the country of the requester.

ISO copyright office

CP 401 ¢ Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Fax: +41 22 749 09 47
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

ii © IS0 2021 - All rights reserved



ISO 10013:redline:2021(E)

Contents Page

Foreword \'4

Introduction... vi
1 Scope..

A e —

3 Terms and definitions. 1

4  Qualitymamagementsystem-documentation _

4.1 General 2

4.1.1 Structure 3

4.1.2 Definitions 3

4.1.3 (070) 4 1<) o | o 4

414 PUIPOSE .., 4

41.5 Benefits 5

PUIPOSES AN DEINEIIES ..o 5

Quality policy and itS ODJECEIVES ... 6

4.2.1  Scope of the quality management system..
4.2.2  Quality POLICY .o 6
4.2.3 Uality ObJECtIVES ..., 6

4.4.2  Title and scope
4.4.3  Table of contents...... 11
444  Review, approval and reVISION ... s 11
4.4.5  Quality policy and objectives .. 11
4.4.6  Organization, responsibility and authority 12
4.4.7  References... 12
4.4.8 Quality management system description 12
4.4.9  APPENdiCeS......reeeeesseseeneenee 12
4.5 Documented procedures....... 12
4.5.1  SEructure and fOTTNAt. ... 12
4.5.2  CONEENTS...oooo e 12
4.5.3  Review, approval and reVISION ... 13
4.5.4  Identification Of ChAN@ES. ... 13
4.6 Work instructions........ .14
4.6.1  SErUCtUIe @nd fOTTNAL ... 14
4.6.2  CoNtentS......ccciiiiisss s, 14
4.6.3  Types of WOrK INSTIUCHIONS ..o 14
4.6.4  Review, approval and FeVISION ... 14
4.0.5  RECOTAS oottt 14
4.6.6  Identification Of ChANGES ... 14
4.7 Forms 14
4.8 Quality plans.... 15
4.9 Specifications....... 15
4.10 External documents .15
G AD.....c R
RecordaDocumented information to be retained 15
5 Process of preparing quality management system documentation........ .15
51 Responsibility for Preparation ... 15
5.2 Method of preparation of quality management system documentation ... 16
5.3 Use of references .16

© IS0 2021 - All rights reserved iii



ISO 10013:redline:2021(E)

6. - -
deocmments
S g docmened mormon 17

5.1.1 General 17

5.1.2  Use of references 18

5.1.3  Responsibility for creation of documented information 18

5.1.4 Identification and description 18

5.1.5 Format and media 18

51.6  ReVIeW and aPPIOVAl. ... 18

6.2 Distribution 18
6.3 Incorporation of changes 18
645:2 tssueanc-change-controi Control of documented information 9
5.2.1  Availability 19

5.2.2  Protection 19

5.2.3  Distribution, access, retrieval and use 19

5.2.4  Storage and preservation 19

5.2.5 Updating documented information and control of changes 19

5.2.6  Retention and disposition 20

6.5 Uncontrolled copies...... 20

Amirexrx

rehy 2%

Annex BI

Bibliography 24

iv © IS0 2021 - All rights reserved



ISO 10013:redline:2021(E)

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 w-hmi atechnical
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.

drafted in

accordance with the i t the ISO/IEC Directives, Part

directivei.
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Attention is drawn to the possibility that some of the elements of this ‘Fcel-mml-R-epm-t- may

be the subject of patent rights. ISO shall not be held responsible for identifying any or all such patent
rights.
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was prepared by Technical Committee [SO/TC 176, Quality management
and quality assurance, Subcommittee SC 3, Supporting technologies.

This first edition of IS 10013 cancels and replaces IS 10013:
_www.iso.org/members.htmll
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