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ISO (Mezinarodni organizace pro normalizaci)
je celo-

svétova federace narodnich normalizacnich
organu (¢lent ISO). Mezinarodni normy
obvykle vypracovavaji technické komise ISO.
Kazdy ¢len ISO, ktery se zajima o predmét, pro
ktery byla vytvorena technicka komise, ma
pravo byt v této technické komisi zastoupen.
Préace se zucastnuji také vladni i nevladni
mezinarodni orga-

nizace, s nimiz ISO navéazala pracovni styk. ISO
uzce spolupracuje s Mezinarodni
elektrotechnickou komisi (IEC) ve vsech
zalezitostech normalizace v elektro-

technice.

Postupy pouZité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smérnicich ISO/IEC, ¢ast 1. Zejména
se ma vénovat pozornost rozdilnym
schvalovacim kritériim potrebnym pro ruzné
druhy dokumentt ISO. Tento dokument byl
vypracovan v souladu s redakénimi pravidly
uvedenymi ve smérnicich ISO/IEC, ¢ast 2 (viz
www.iso.org/directives).

Upozornuje se na moznost, Ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO nelze Cinit odpovédnou
za identifikaci jakéhokoliv nebo vSech
patentovych prav. Podrobnosti o jakychkoliv
patentovych pravech identifikovanych béhem
pripravy tohoto dokumentu budou uvedeny

v uvodu a/nebo v seznamu patentovych
prohldseni obdrzenych ISO (viz
WwWw.iso.org/patents).

Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysveétleni nezavazného charakteru technickych
norem, vyznamu specifickych termint a vyraza
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
principy Svétové obchodni organi-

zace (WTO) tykajici se technickych prekazek
obchodu (TBT), jsou uvedeny na tomto odkazu:
URL:

Www.iso.org/iso/foreword.

Tento dokument vypracovala technicka komise
ISO/TC 176 Management kvality a prokazovdni
kvality, subkomise SC 3 Podptirné technologie.

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member
bodies). The work of preparing Interna-

tional 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 Inter-

national 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 dif-

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

Attention is drawn to the possibility that some
of the elements of this document may be the
subject of patent rights. ISO shall not be held
responsible for identifying any or all such
patent rights. Details of any patent rights
identified during the development of the
document will be in the Introduction and/or on
the ISO list of patent declarations received
(see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users
and does not con-

stitute 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) principles in the
Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical
Committee ISO/TC 176, Quality management
and quality assurance, Subcommittee SC 3,
Supporting technologies.
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Toto prvni vydani ISO 10013 zrusuje

a nahrazuje ISO/TR 10013:2001, ktera byla
technicky revidovana. Hlavni zmény oproti
ISO/TR 10013:2001 jsou nasledujici:

- doslo k sladéni s novou strukturou
a pozadavky ISO 9001:2015, zejména
s ohledem na poZadavky tykajici se
dokumentace;

- puvodni hierarchie dokumentace jiz neni
vyuZzivana, ale vSe je ponechano pro uZivatele
otevrene.

Jakakoli zpétna vazba nebo otazky tykajici se
tohoto dokumentu maji byt adresovany
narodnimu normalizac-

nimu orgénu uzivatele. Uplny seznam téchto
orgéani lze nalézt na
WWW.iso.org/members.html

Uvod

ISO 9001 pozaduje, aby organizace udrzovala

a uchova-

vala dokumentované informace pro podporu
fungovani svych procest a zajisténi duvéry v to,
Ze jsou procesy realizovany podle planu.
Dokumentované informace jsou informace
vyzadujici ze strany organizace rizeni

a udrzovani, a to vCetné média, na kterém jsou
umistény. Dokumentované infor-

mace lze vyuzit ke komunikaci, poskytovani
objektivnich dliikazu nebo sdileni znalosti.
Dokumentované informace umoznuji
uchovavani zna-

losti a zkuSenosti organizace a mohou vytvaret
hodnotu podporujici zlepSovani produktl nebo
sluzeb.

Tento dokument poskytuje navod k vytvareni
a udrzo-

vani dokumentovanych informaci.

This first edition of ISO 10013 cancels and
replaces ISO/TR 10013:2001, which has been
technically revised. The main changes
compared with ISO/TR 10013:2001 are as
follows:

- it has been aligned with the new structure
and

requirements of ISO 9001:2015, notably the
docu-

mentation requirements;

- the original hierarchy of documentation is
no longer used but left open for the user.

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
WWWw.iso.org/members.html.

Introduction

ISO 9001 requires an organization to maintain
and retain documented information to support
the operation of its processes and to have
confidence that the processes are being
carried out as planned.

Documented information is information
required to be controlled and maintained by an
organization and the medium on which it is
contained. Documented information can be used
to communicate, to provide objective

evidence or for sharing knowledge.
Documented information enables the
knowledge and experiences of the organization
to be preserved and can generate value to
support the improvement of products or
services.

This document provides guidance for the
development and maintenance of documented
information.
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Zavedeni systému managementu kvality je

z hlediska organizace strategickym
rozhodnutim, které muze zlepsit jeji celkovou
vykonnost a poskytnout pevny zaklad pro
iniciativy udrzitelného rozvoje. Systém
managementu kvality je aplikovatelny ve vSech
organizacich bez ohledu na velikost, slozitost
nebo model ¢innosti organizace. Jeho zdmérem
je zvysit povédomi organizace o jejich
povinnostech a zévazcich tykajicich se plnéni
potreb a oCekéavani zdkazniku

a zainteresovanych stran a do-

sahovani spokojenosti s jejimi produkty

a sluzbami.

Pri planovani, jaké dokumentované informace
bude

organizace ve svém systému managementu
kvality udrzovat a uchovavat, je dulezité zvazit
kontext orga-

nizace vcetné pravniho a regulatorniho ramce,
potreb a ocekavani zainteresovanych stran,
rizik a prilezitosti a strategického smérovani
organizace. Pokud je stra-

tegickym zamérem prijeti systému managementu
kvality, totéz plati pro dokumentované
organizace.

Dokumentované informace se mohou tykat
vsSech Cin-

nosti organizace, nebo vybrané casti téchto
Cinnosti. Jedna se napriklad o specifikované
pozadavky zavislé na povaze produkti

a sluzeb, procesech, smluvnich pozadavcich,
pozadavcich zékont a predpist, kontextu
samotné organizace.

Je dulezité, aby i obsah dokumentovanych
informaci byl v souladu s pozadavky norem, se
kterymi chce byt organizace ve shodé. Muze se
jednat napriklad o oboroveé specifické
pozadavky.

V poslednich dvou desetiletich organizace
prechazeji od systému zalozenych na
papirovych dokumentech k elektronickym
médiim. ISO 9001 na tuto zménu rea-

govala nahrazenim terminologie jako
»~dokumentace, prirucka kvality,
dokumentované postupy a zaznamy“ terminem
»,dokumentované informace”. Tento doku-
ment pouZziva slovo ,,dokumentované
informace“ pro informace, které ma organizace
ridit a ,,dokumenty” pro ostatni informace. Na
nékterych mistech pouziva i vy-

raz ,dokumentovat”.

The adoption of a quality management system
is a strategic decision for an organization that
can help to improve its overall performance
and provide a sound basis for sustainable
development initiatives. It is applicable to all
organizations, regardless of size, complexity or
business model. Its aim is to increase an
organization,s awareness of its duties and
commitment in fulfilling the needs and
expectations of its customers and interested
parties, and in achieving satisfaction with its
products and services.

It is important to consider the context of the
organization, including the legal and regulatory
framework, needs and expectations of
interested parties, risks and oppor-

tunities, and strategic direction of the
organization, when an organization plans what
documented information to maintain and retain
for its quality management system. While the
adoption of a quality management system is
strategic, this also applies to its documented
information.

Documented information can relate to an
organization,s total activities or to a selected
part of those activities, e.g. specified
requirements depending upon the nature of
products and services, processes, contractual
require-

ments, statutory and regulatory requirements,
the context of the organization itself.

It is important that the content of the
documented infor-

mation also conforms to the requirements of the
standards they intend to satisfy, e.g. sector-
specific requirements.

Organizations have been moving from paper-
based systems to electronic media in the last
two decades. ISO 9001 has reflected this change,
replacing terminology such as “documentation,
quality manual, documented procedures, and
records” with “documented information.” This
guidance document uses the word
“documented information” to refer to
information that needs to be controlled by the
organization and “documents” to refer to
information. It also uses the word “document”
as a verb in a few places.



ISO normy systému managementu pouZzivaji
zavaznou strukturu k podpore vyuzivani
integrovanych systému. Tento dokument
obsahujici nadvod se svym navrzenim

a predmétem zameéruje na systém managementu
kvality a pouziva terminologii ISO 9000:2015.
Nic ale nebrani jeho vyuZiti u jinych norem
systéml managementu.

V predchozi verzi tohoto dokumentu byla jako
zpusob dokumentovani systému managementu
navrhovana hierarchie dokumenti jako
prirucka kvality, postupy, pracovni instrukce

a formulare/checklisty. Tento doku-

ment nepredepisuje konkrétni hierarchii, ale
odrazi moznost organizovat elektronicka média
rlznym zpu-

sobem. Je potreba si uvédomit, Ze prestoze neni
prirucka kvality pozadovana, mize byt uzitecna.
Mnoho oborové specifickych norem , prirucky
kvality a dokumentované postupy” stale
pozaduje.

1 Predmet normy

Tento dokument poskytuje navod pro vytvareni
a udr-

zovani dokumentovanych informaci nezbytnych
pro podporu efektivniho systému
managementu kvality. Tyto dokumentované
informace maji byt upraveny na miru
specifickym potrebam organizace.

Tento dokument muze byt také pouzit pro
podporu dal-

Sich systému managementu, napriklad systému
environ-

mentalniho managementu nebo systému
managementu bezpecnosti a ochrany zdravi pri
praci.

ISO management system standards use a high-
level structure to encourage the use of integrated
management systems. This guidance document
by its design and scope is focused on the
quality management system and uses
terminology from ISO 9000:2015. However,
nothing prohibits its use in other management
system standards.

In the previous version of this document,

a hierarchy of documentation, such as a quality
manual, procedures, work instructions and
forms/checklists, was suggested as a way of
documenting the quality management system.
This document does not prescribe a particular
hierarchy but reflects the ability of electronic
media to organize itself in a multitude of ways.
It is important to realize that while a quality
manual is not required, it can still be useful,
and many sector-specific standards still
require “quality manuals and documented
procedures”.

1 Scope

This document gives guidance for the
development and maintenance of the
documented information necessary to support
an effective quality management system,
tailored to the specific needs of the
organization.

This document can also be used to support
other man-

agement systems, e.g. environmental or
occupational health and safety management
systems.

Konec nahledu - text dale pokracuje v placené verzi CSN.



