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Predmluva

ISO (Mezinarodni organizace pro normalizaci)
je celosvétova federace narodnich
normaliza¢nich orgént (¢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. Prace se
zGcCastnuji také vladni i nevladni mezinarodni

organizace, s nimiz ISO navazala pracovni styk.

ISO tizce spolupracuje s Mezinarodni
elektrotechnickou komisi (IEC) ve vSech
zalezitostech normalizace v elektrotechnice.

Postupy pouzité pri tvorbé tohoto dokumentu
a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smérnicich ISO/IEC, Cast 1.
Zejména se ma vénovat pozornost rozdilnym
schvalovacim kritériim potfebnym pro ruzné
druhy dokumentu ISO. Tento dokument byl
vypracovan v souladu s redakénimi pravidly
uvedenymi ve smérnicich ISO/IEC, ¢ast

2 (viz

www.iso.org/directives).

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

Vysvétleni nezévazného charakteru technickych
norem, vyznamu specifickych termint a vyrazu
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
principy Svétové obchodni organizace (WTO)
tykajici se technickych prekazek obchodu
(TBT), jsou uvedeny na tomto odkazu

URL:

www.iso.org/iso/foreword.html.

Za tento dokument je odpovédna komise
ISO/TC 176 Management kvality

a zabezpecovdni kvality, subkomise SC

2 Systémy kvality.

Uvod

Tento dokument méa poskytnout uzivatelim
pomoc pri pouzivani pozadavki na systém
managementu kvality uvedenych v normé

ISO 9001:2015 Systémy manage-

mentu kvality - Pozadavky.

Tento dokument poskytuje navod strukturovany
podle ISO 9001:2015, kapitola 4 az 10. Netyka
se priloh A

a B. Pokud existuje prima souvislost mezi
seznamem (tj. odrazkami) v ISO 9001 a v tomto
dokumentu, je to v prislusné kapitole zminéno.

Tento dokument obsahuje pouze priklady toho,
co muze organizace udélat, ale nepridava

k ISO 9001 zadné nové pozadavky. Priklady
uvedené v tomto dokumentu predstavuji pouze
jednu z moznosti reSeni. Ne vSechny budou
vhodné pro vSechny organizace.

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 on 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 the following

URL:

www.iso.org/iso/foreword.html.

The committee responsible for this document is
Technical Committee ISO/TC 176, Quality
management and quality assurance,
Subcommittee SC 2, Quality systems.

Introduction

This document has been developed to assist
users to apply the quality management system
requirements of ISO 9001:2015 Quality
management systems -

Requirements.

This document provides guidance, with a clause by
clause correlation to Clauses 4 to 10 of ISO
9001:2015, however it does not provide guidance
on ISO 9001:2015,

Annexes A and B. Where there is direct
correlation

between list items (i.e. bullet points) in a clause
in

ISO 9001:2015 and the guidance, this is
indicated within the clause of this document.
This document gives examples of what an
organization can do, but it does not add new
requirements to ISO 9001. The examples in this
document are not definitive and only represent
possibilities, not all of which are neces-

sarily suitable for every organization.
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ISO 9001 obsahuje pozadavky, které je mozné
objektivné auditovat nebo hodnotit. Tento
dokument obsahuje priklady, popisy a moznosti,
které maji pomahat pri implementaci systému
managementu kvality a pri posilovani jeho vazeb
na celkovy systém managementu organizace.
Smérnice obsazené v tomto dokumentu jsou

v souladu s modelem systému managementu
kvality podle ISO 9001, nemaji ale slouZzit jako
interpretace pozadavkd ISO 9001. Nemaji také
byt pouzivany pri auditech nebo hodnocenich.

ProtoZze jsou pozadavky ISO 9001 obecné, 1ze
tento dokument pouzit v organizacich vSech
typt, velikosti, irovni vyspélosti a pusobicich ve
vSech odvétvich a mistech. Zptsob pouziti tohoto
navodu v konkrétni organizaci se ale muze liSit na
zékladé takovych faktorti, jako je velikost nebo
slozitost organizace, pouzivany model
managementu, rozsah Cinnosti a povaha rizik

a prilezitosti, se kterymi organizace pracuje.

Riziko je uroven nejistoty inherentné existujici

v systému managementu kvality. Rizika existuji
ve vSech systémech, procesech a funkcich.
Zvazovani rizik zajistuje jejich urceni, zvazeni
a rizeni od navrhu po fungovéani systému
managementu kvality.

Zvazovani rizik bylo implicitni soucasti predchozich
vydani ISO 9001 v pozadavcich jako napriklad
urcovani typu a rozsahu rizeni externich
poskytovatelu podle velikosti vlivu poskytovaného
produktu. Dal$im prikladem muze byt realizace
napravnych opatreni na zakladé potencidlniho
vlivu identifikované neshody.

V predchozich vydanich ISO 9001 byla navic
kapitola tykajici se preventivnich opatreni.
Vyuzitim zvazovani rizik se tyto tvahy stavaji
integralni soucasti systému managementu kvality.
Predchézeni nezddoucim vliviim, nebo zmiriovani
jejich nésledku se tak z reaktivniho stava
aktivnim prostrednictvim jejich v€asné identifikace
a provedenim opatreni. Pokud je systém
managementu zalozen na rizicich, jsou preventivni
opatreni jeho soucasti.

Ne vSechny procesy systému managementu
kvality maji stejné Grovné rizika z pohledu
schopnosti organizace dosahovat svych cila
kvality. Nékteré vyzaduji peclivéjsi a formalnéjsi
planovani a rizeni nez jiné.

ISO 9001 contains requirements that can be
objectively audited or evaluated. This document
includes examples, descriptions and options that
aid both in the implemen-

tation of a quality management system and in
strengthening its relation to the overall
management system of an

organization. While the guidelines in this
document are consistent with the ISO 9001 quality
management system model, they are not intended
to provide interpretations of the requirements of
ISO 9001 or be used for audit or evaluation
purposes.

As the requirements of ISO 9001 are generic, this
document can be used by organizations of all
types, sizes, levels of maturity and in all sectors
and geographic locations. However, the way an
organization applies the guidance can vary based
on factors such as the size or the complexity of the
organization, the management model it adopts,
the range of the organization,s activities and the
nature of the risks and opportunities it
encounters.

Risk is the level of uncertainty inherent in

a quality management system. There are risks in
all systems, processes and functions. Risk-based
thinking ensures these risks are determined,
considered and controlled throughout the design
and use of the quality manage-

ment system.

Risk-based thinking has been implicit in previous
editions of ISO 9001 in such requirements as
determining the type and extent of control for
external providers based on the effect of the
product that is going to be provided, or taking
corrective action based on the potential effect of
an identified nonconformity.

In addition, in previous editions of ISO 9001,

a clause on preventive action was included. By
using risk-based thinking the consideration of
risk is integral. It becomes proactive rather than
reactive in preventing or reducing undesired
effects through early identification and action.
Preventive action is built-in when a management
system is risk-based.

Not all the processes of a quality management
system represent the same level of risk in terms
of the organization,s ability to meet its quality
objectives. Some need more careful and formal
planning and control than others.



V ISO 9001 neexistuje zadny pozadavek, aby byl
pri urcovani a reseni rizik a prilezitosti vyuzit
formalni management rizik. Organizace si muze
vybrat metody, které nejlépe vyhovuji jejim
potrebam. VIEC 31010 je uveden seznam
nastroju a technik posuzovani, které 1ze vyuzit.
Konkrétni vybér zavisi na kontextu organizace.

V nékterych pripadech mize mit organizace
zaveden formalni proces managementu rizik. To
muze byt ddno pozadavky zakazniki nebo
zékonl a predpist. V takovém pripadé muze
organizace prizpusobit jiz existujici formalni
proces managementu rizik tak, aby vyhovoval
zaméru pozadavkl ISO 9001 tykajicich se rizik
a prileZitosti.

Navic k ISO 9001:2015, priloha A, vydala ISO
celou radu dalS$ich norem managementu kvality
a jinych informacnich zdroju, které mohou
uzivatelim pomoci a poskytnout informace

o dalSich metodach implementace. Jedna se
napriklad o:

- prirucka ISO: ISO 9001:2015 Pro malé
podniky - Co délat? Rady od ISO/TC 176

- dokumenty ISO 9001 Auditing Practices Group
(APG):
www.iso.org/tc176/ISO9001AuditingPracticesGroup

There is no requirement in ISO 9001 to use
formal risk management in determining and
addressing risks and opportunities. An
organization can choose the methods that suit its
needs. I[EC 31010 provides a list of risk
assessment tools and techniques that can be
considered, depending on the organization,s
context.

In some cases, an organization might have

a formal risk management process in place that
is required by customers or statutory and
regulatory requirements. In such circumstances,
the organization can adapt its formal risk
management process to meet the intent of the
requirements in ISO 9001 concerning risks and
oppor-

tunities.

In addition to ISO 9001:2015, Annex A, ISO has
published a number of other quality management
standards and informative resources which can
assist the user and provide information on
additional implementation methods, including:

- the ISO handbook: ISO 9001:2015 for Small
Enterprises - What to do? Advice from ISO/TC
176

- the ISO 9001 Auditing Practices Group (APG)
papers:
www.iso.org/tc176/ISO9001AuditingPracticesGroup

- verejné informace na strankach ISO/TC
176/SC2: https://committee.iso.org/tcl 76sc2
- prirucka ISO: Integrované pouziti norem
systémi managementu.

Dal$i normy a dokumenty jsou uvedeny
v bibliografii.

1 Predmét normy

Tento dokument poskytuje navod k pozadavkim
ISO 9001:2015 a priklady moznych kroku, které
muze organizace prijmout ke splnéni téchto
pozadavku. Nepridava, neomezuje, ani nijak jinak
nemeéni tyto pozadavky.

Tento dokument nepredepisuje zavazné pristupy
k implementaci, ani neposkytuje zadné
preferované metody interpretace.

- public information on the ISO/TC 176/SC2
website: https://committee.iso.org/tc176sc2

- the ISO handbook: The Integrated Use of
Manage-

ment System Standards.

Additional standards and documents are listed in
the Bibliography.

1 Scope

This document provides guidance on the intent
of the requirements in ISO 9001:2015, with
examples of possible steps an organization can
take to meet the requirements. It does not add
to, subtract from, or in any way modify those
requirements.

This document does not prescribe mandatory
approaches to implementation, or provide any
preferred method of interpretation.

Konec nahledu - text dale pokracuje v placené verzi CSN.
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