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ISO (Mezinarodni organizace pro normalizaci) je celo-
svétova federace narodnich normalizaénich orgént
(¢lent I1SO). Mezinarodni normy obvykle vypracovéavaji
technické komise ISO. Kazdy Clen ISO, ktery se

zajima o predmeét, pro ktery byla vytvorena technicka
komise, mé pravo byt v této technické komisi zastoupen.
Prace se zucastnuji také vladni i nevladni mezinarodni
organizace, s nimiz ISO navdzala pracovni styk. ISO tzce
spolupracuje s Mezinarodni elektrotechnickou komisi
(IEC) ve vsSech zalezitostech normalizace

v elektrotechnice.

Postupy pouzité pri tvorbé tohoto dokumentu a postupy
urcené pro jeho dalsi udrzovani jsou popsény ve
smeérnicich ISO/IEC, Cast 1. Zejména se ma vénovat
pozornost rozdilnym schvalovacim kritériim potrebnym
pro rizné druhy dokumentl ISO. Tento dokument byl
vypracovan v souladu s redak¢nimi pravidly uvedenymi ve
smeérnicich ISO/IEC, cast 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 prév. Podrobnosti o jakychkoliv
patentovych pravech identifikovanych béhem pripravy
tohoto dokumentu budou uvedeny v uvodu a/nebo

v seznamu patentovych prohlaseni obdrzenych ISO (viz
www.iso.org/patents).

Jakykoliv obchodni nézev pouzity v tomto dokumentu se
uvédi jako informace pro usnadnéni prace uzivateld

a neznamena schvéleni.

Vysvétleni 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 prokazovdni kvality, subkomise SC
2 Systémy kvality.

Toto paté vydani zrusuje a nahrazuje ¢tvrté vydani

(ISO 9001:2008), které bylo technicky zrevidovéno ve
formé prijeti revidované posloupnosti kapitol/¢lankd,
upravy revidovanych zasad managementu kvality a novych
pojmd.

Uvod

0.1 Obecné

Tuto mezindrodni normu mohou pouzivat interni a externi
strany.

Zamérem této mezindrodni normy neni implikovat
potrebu

jednotné struktury riiznych systémll managementu kvality;
sladéni dokumentace se strukturou kapitol/¢lanki této
mezinarodni normy;

pouzivani specifické terminologie této mezindrodni normy
v rdmci organizace.

Pozadavky na systém managementu kvality specifikované
v této mezinarodni normé a pozadavky na produkty

a sluzby se vzajemné doplnuji.

Tato mezinarodni norma vyuzivé procesni pristup, ktery
zahrnuje cyklus Planuj - Délej - Kontroluj - Jednej (PDCA)
a zvazovani rizik.

Procesni pristup umoznuje organizaci planovat jeji procesy
a jejich vzajemné vazby.

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

national 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).

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 constitute 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.

This fifth edition cancels and replaces the fourth edition
(ISO 9001:2008), which has been technically revised,
through the adoption of a revised clause sequence and the
adaptation of the revised quality management principles
and of new concepts.

Introduction

0.1 General

This International Standard can be used by internal and
external parties.

It is not the intent of this International Standard to imply
the need for:

uniformity in the structure of different quality mana-
gement systems;

alignment of documentation to the clause structure of this
International Standard;

the use of the specific terminology of this International
Standard within the organization.

The quality management system requirements specified in
this International Standard are complementary to
requirements for products and services.

This International Standard employs the process
approach, which incorporates the Plan-Do-Check-Act
(PDCA) cycle and risk-based thinking.

The process approach enables an organization to plan its
processes and their interactions.



PDCA cyklus umoznuje organizaci ujistit se, ze jsou pro jeji
procesy zajistény a rizeny odpovidajici zdroje, jsou
stanoveny prilezitosti ke zlepSovani a jedna se podle nich.

Zvazovani rizik umoznuje organizaci urcit faktory, které by
mohly zptsobit odchyleni jejich procest a jejiho systému
managementu kvality od planovanych vysledki, zavést
preventivni nastroje rizeni s cilem minimalizovat negativni
ucinky a maximalné vyuzit prilezitosti, které nastanou (viz
kapitola A.4).

Trvalé plnéni poZadavku a fe$eni budoucich potreb
a ocekavani predstavuje pro organizaci ve stale

............

organizace tohoto cile dosdhla, mtze povazovat za
nezbytné prijmout kromé naprav a neustalého zlepSovani
ruzné formy zlep$eni, jako je skokové zména, inovace

a reorganizace.

V této mezinarodni normé se pouzivaji tyto slovesné tvary:
L]

,musi” vyjadruje poZzadavek;

»,ma“ vyjadruje doporuceni;

»smi” vyjadiuje dovoleni;

,muize" vyjadfuje moznost nebo zpusobilost.

Informace s ozna¢enim ,POZNAMKA" slouzi jako n&vod
pro pochopeni nebo objasnéni souvisiciho pozadavku.
0.2 Zasady managementu kvality

Tato mezinarodni norma je zaloZena na zdsadach
managementu kvality popsanych v ISO 9000. Popisy kazdé
zasady, odivodnéni, pro¢ je zdsada pro organizaci
dulezita, nékteré priklady prinost souvisicich s danou
zasadou a priklady typickych opatieni pro zlepSovani
vykonnosti organizace pri aplikovani dané zasady.

Zasady managementu kvality jsou:

.
zameéreni na zédkaznika;

vedeni (leadership);
angazovanost lidi;

procesni pristup;

zlepSovani;

rozhodovani zalozené na faktech;
management vztahd.

0.3 Procesni pristup

0.3.1 Obecné

Tato mezinarodni norma prosazuje zavedeni procesniho
pristupu pri vyvoji, zavadéni a zlepSovani efektivnosti
systému managementu kvality s cilem zvysit spokojenost
zékaznika plnénim jeho pozadavki. Specifické pozadavky
povazované za nezbytné pri zavadéni procesniho pristupu
jsou uvedeny v 4.4.

Pochopen a fizeni vzdjemné provazanych procesu jako
systému prispiva k efektivnosti a ucinnosti organizace pri
dosahovani zamys$lenych vysledki. Tento piistup umoZiuje
organizaci ridit vzdjemné vztahy a vzdjemné zdvislosti
mezi procesy systému tak, aby bylo mozné zvysit celkovou
vykonnost organizace.

The PDCA cycle enables an organization to ensure that its
processes are adequately resourced and managed, and
that opportunities for improvement are determined and
acted on.

Risk-based thinking enables an organization to determine
the factors that could cause its processes and its quality
management system to deviate from the planned results,
to put in place preventive controls to minimize negative
effects and to make maximum use of opportunities as they
arise (see Clause A.4).

Consistently meeting requirements and addressing

future needs and expectations poses a challenge for
organizations in an increasingly dynamic and complex
environment. To achieve this objective, the organization
might find it necessary to adopt various forms of
improvement in addition to correction and continual
improvement, such as breakthrough change, innovation
and re-organization.

In this International Standard, the following verbal forms
are used:

“shall” indicates a requirements;

“should” indicates a recommendation;

“may” indicates a permission;

“can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance in under-
standing or clarifying the associated requirement.

0.2 Quality management principles

This International Standard is based on the quality
management principles described in ISO 9000. The
descriptions include a statement of each principle,

a rationale of why the principle is important for the
organization, some examples of benefits associated with
the principle and examples of typical actions to improve
the organization,s performance when applying the
principle.

The quality management principles are:

customer focus;

leadership;

engagement of people;

process approach;

improvement;

evidence-based decision making;

relationship management.

0.3 Process approach

0.3.1 General

This International Standard promotes the adoption of

a process approach when developing, implementing and
improving the effectiveness of a quality mana-

gement system, to enhance customer satisfaction by
meeting customer requirements. Specific requirements
considered essential to the adoption of a process approach
are included in 4.4.

Understanding and managing interrelated processes as

a system contributes to the organization,s effect-

tiveness and efficiency in achieving its intended results.
This approach enables the organization to control the
interrelationships and interdependencies among the
processes of the system, so that the overall performance of
the organization can be enhanced.



Procesni pristup vyzaduje systematické vymezeni a ma-
nagement procest a jejich vzdjemnych vazeb tak, aby se
doséhlo zamyslenych vysledkd v souladu s politikou kvality
a strategickym zameérenim organizace. Manage-

ment procesi a systému jako celku mliZe byt realizovan
pouzivanim cyklu PDCA (viz 0.3.2) s celkovym zamérenim
na zvazovani rizik (viz 0.3.3), jehoz cilem je vyuzit
prileZitosti a predchazet nezadoucim vysledklim.

Pouzivani procesniho pristupu v rdmci systému
managementu kvality umoziuje

;bchopeni pozadavkd a dlslednost pfi jejich pInén;
gQaéovéni procest z hlediska pfidané hodnoty;
365a2em’ efektivni vykonnosti proces(;

4.
zlepSeni procesli na zékladé hodnoceni dat a informaci.

Obréazek 1 uvadi schematické zndzornéni jakéhokoliv
procesu a ukazuje vzajemné vazby jeho prvku.
Monitorovaci a mérici kontrolni body, které jsou nezbytné
pro rizeni, jsou specifické pro kazdy proces a budou se
meénit v zavislosti na souvisicich rizicich.

The process approach involves the systematic definition
and management of processes, and their interactions, so
as to achieve the intended results in accordance with the
quality policy and strategic direction of the organization.
Management of the processes and the system as a whole
can be achieved using the PDCA cycle (see 0.3.2) with an
overall focus on risk-based thinking (see 0.3.3) aimed at
taking advantage of opportunities and preventing
undesirable results.

The application of the process approach in a quality
management system enables:

1.

understanding and consistency in meeting requirements;

2.

the consideration of processes in terms of added value;

3.

the achievement of effective process performance;

4.

improvement of processes based on evaluation of data and
information.

Figure 1 gives a schematic representation of any process
and shows the interaction of its elements. The moni-
toring and measuring check points, which are necessary
for control, are specific to each process and will vary
depending on the related risks.

Obrézek 1 - Schematické znazornéni prvku jednoho procesu

Figure 1 - Schematic representation of the elements of a single process

0.3.2 Cyklus Planuj - Délej - Kontroluj - Jednej

Cyklus PDCA lze aplikovat na vsechny procesy a na systém
managementu kvality jako celek. Obrazek 2 znazornuje,
jak lze ve vztahu k cyklu PDCA seskupit kapitoly 4 az 10.

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and to the
quality management system as a whole. Figure 2
illustrates how Clauses 4 to 10 can be grouped in relation
to the PDCA cycle.

POZNAMKA Cisla v zévorkach odkazuji na kapitoly této mezinarodni normy.

Obrazek 2 - Znazornéni struktury této mezinarodni normy v cyklu PDCA

NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 - Representation of the structure of this International Standard in the PDCA cycle

Cyklus PDCA lze ve strucnosti popsat takto:

Planuj: stanov cile systému a jeho procesu a zdroje potfebné
pro dosazeni vysledkl v souladu s poZadavky zdkaznika a s
politikami organizace, identifikuj rizika a prilezitosti a zamér se
na né.

Délej: zavadéj to, co bylo naplanovéano.

Kontroluj: monitoruj a (prichézi-li to v ivahu) mér
procesy a vysledné produkty a sluzby ve vztahu

k politikam, cilim, poZadavkim a plénovanym ¢innostem
a podavej zpravy o vysledcich.

The PDCA cycle can be briefly described as follows:

Plan: establish the objectives of the system and its
processes, and the resources needed to deliver results in
accordance with customers, requirements and the
organization,s policies, and identify and address risks and
opportunities.

Do: implement what was planned.

Check: monitor and (where applicable) measure
processes and the resulting products and services against
policies, objectives, requirements and planned activities,
and report the results.



Jednej: podle potreby prijimej opatieni pro zlepsovéani
vykonnosti.

0.3.3 Zvazovani rizik

Zvazovani rizik (viz kapitola A.4) je nezbytné pro
vybudovani efektivniho systému managementu kvality.
Koncepce zvazovani rizik byla v predchozich vydanich této
mezindrodni normy obsazena implicitné, zahrnovala
napriklad provedeni preventivniho opatreni k odstranéni
potencialnich neshod, analyzovani veskerych vyskytujicich
se neshod a prijeti opatfeni odpovidajiciho nésledktim
neshody, které ma zabranit opakovanému vyskytu.

Aby organizace vyhovéla pozadavkiam této mezinarodni
normy, musi planovat a realizovat opatteni pro reseni rizik
a prilezitosti. Re$eni jak rizik, tak piileZitosti vytvari
zaklad pro zvySovani efektivnosti systému mana-

gementu kvality, dosahovéni lep$ich vysledki

a predchézeni negativnim G¢inkim.

Prilezitosti mohou vzniknout nasledkem situace, ktera ma
priznivy vliv na dosazeni zamys$leného vysledku. Muze se
naptiklad jednat o soubor okolnosti, které umoziuji
organizaci priladkat zakazniky, vyvinout nové produkty

a sluzby, snizit plytvani nebo zlepsit produktivitu. Opatreni
pro reseni prilezitosti mohou rovnéz

zahrnovat zvazovani souvisicich rizik. Riziko je ucinek
nejistoty a kazda takova nejistota miize mit pozitivni nebo
negativni ucinky. Pozitivni odchylka vyplyvajici z rizika
muze poskytnout prilezitost, avSak ne vSechny pozitivni
ucinky rizika maji za nasledek prilezitosti.

0.4 Vazby na ostatni normy systému managementu

Tato mezinarodni norma pouziva rdmec vypracovany ISO
s cilem zlepsit sladéni mezinarodnich norem systému
managementu (viz kapitola A.1).

Tato mezinarodni norma umoznuje organizaci pouzivat
procesni pristup spolu s cyklem PDCA a zvazovanim rizik,
aby sladila a propojila systém managementu kvality

s pozadavky jinych norem systému managementu.

Tato mezinarodni norma ma vazby na ISO 9000

a ISO 9004:

ISO 9000 Systémy managementu kvality - Zdkladni principy
a slovnik poskytuje zéklad pro spravné

pochopeni a zavedeni této mezinarodni normy;

ISO 9004 Rizeni udrzitelného tispéchu organizace -
Pristup managementu kvality poskytuje navod orga-
nizacim, které se rozhodnou pokrocit nad ramec
pozadavka této mezindrodni normy.

Priloha B uvéadi podrobnosti o jinych mezinarodnich
normach managementu kvality a systémi manage-

mentu kvality, které vypracovala ISO/TC 176.

Tato mezinarodni norma neobsahuje pozadavky, které jsou
specifické pro jiné systémy managementu, napr. systémy
environmentalniho managementu, managementu
bezpecnosti a ochrany zdravi pri praci nebo finan¢niho
managementu.

Pro ruznd odvétvi byly vypracovany specifické normy
systému managementu kvality, které jsou zaloZeny na
pozadavcich této mezinarodni normy. Nékteré z téchto
norem specifikuji dal$i pozadavky na systém manage-
mentu kvality, zatimco jiné normy se omezuji na posky-
tovani navodu pro pouzivani této mezinarodni normy

v ramci konkrétniho odveétvi.

Act: take actions to improve performance, as necessary.

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for
achieving an effective quality management system. The
concept of risk-based thinking has been implicit in
previous editions of this International Standard including,
for example, carrying out preventive action to eliminate
potential nonconformities, analysing any nonconformities
that do occur, and taking action to prevent recurrence
that is appropriate for the effects of the nonconformity.
To conform to the requirements of this International
Standard, an organization needs to plan and implement
actions to address risks and opportunities. Addressing
both risks and opportunities establishes a basis for
increasing the effectiveness of the quality management
system, achieving improved results and preventing
negative effects.

Opportunities can arise as a result of a situation
favourable to achieving an intended result, for example,
a set of circumstances that allow the organization to
attract customers, develop new products and services,
reduce waste or improve productivity. Actions to address
opportunities can also include consideration of asso-
ciated risks. Risk is the effect of uncertainty and any such
uncertainty can have positive or negative effects.

A positive deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result in
opportunities.

0.4 Relationship with other management system standards
This International Standard applies the framework
developed by ISO to improve alignment among its
International Standards for management systems (see
Clause A.1).

This International Standard enables an organization to use
the process approach, coupled with the PDCA cycle and
risk-based thinking, to align or integrate its quality
management system with the requirements of other
management system standards.

This International Standard relates to ISO 9000 and ISO
9004 as follows:

ISO 9000 Quality management systems - Funda-

mentals and vocabulary provides essential background for
the proper understanding and implementation of this
International Standard;

ISO 9004 Managing for the sustained success of an
organization - A quality management approach provides
guidance for organizations that choose to progress beyond
the requirements of this Inter-

national Standard.

Annex B provides details of other International Standards
on quality management and quality management systems
that have been developed by ISO/TC 176.

This International Standard does not include requirements
specific to other management systems, such as those for
environmental management, occupational health and
safety management, or financial management.

Sector-specific quality management system standards
based on the requirements of this International Standard
have been developed for a number of sectors. Some of
these standards specify additional quality management
system requirements, while others are limited to providing
guidance to the application of this International Standard
within the particular sector.



Matici znédzornujici vzdjemny vztah mezi kapitolami/
clanky tohoto vydéni této mezinarodni normy

a predchoziho vydani (ISO 9001:2008) Ize nalézt na
verejné pristupné webové strance ISO/TC 176/SC 2:
www.iso.org/tc176/sc02/public.

1 Predmeét normy

Tato mezinarodni norma specifikuje pozadavky na systém
managementu kvality, kdyz organizace

1.

potrebuje prokazovat svou schopnost trvale poskytovat produkty
a sluzby, které spliuji pozadavky zékaznika a pfislusné
pozadavky zakond a predpist, a

2.

ma v Umyslu zvySovat spokojenost zdkaznika efektivnim
aplikovanim tohoto systému, véetné procesi k jeho zlepsovani,
a prokazovanim shody s pozadavky zdkaznika a s prislusSnymi
pozadavky zakon( a predpisd.

Vsechny pozadavky této mezindrodni normy jsou
vSeobecneé pouzitelné a maji byt aplikovatelné v jakékoli
organizaci bez ohledu na jeji typ nebo velikost nebo na
produkty a sluzby, které poskytuje.

POZNAMKA 1 V této mezindrodni normé se terminy
»produkt” nebo ,sluzba“ vztahuji pouze na produkty

a sluzby, které jsou urceny pro zadkaznika nebo jsou
zdkaznikem

pozadovany.

POZNAMKA 2 Pozadavky zékont a piedpist mohou byt
vyjadreny jako pravni pozadavky.

A matrix showing the correlation between the clauses of
this edition of this International Standard and the previous
edition (ISO 9001:2008) can be found on the

ISO/TC 176/SC 2 open access web site at:
www.iso.org/tc176/sc02/public.

1 Scope

This International Standard specifies requirements for

a quality management system when an organization:

1.

needs to demonstrate its ability to consistently provide products
and services that meet customer and applicable statutory and
regulatory requirements, and

2

aims to enhance customer satisfaction through the effective
application of the system, including processes for improvement
of the system and the assurance of conformity to customer and
applicable statutory and regulatory requirements.

All requirements of this International Standard are generic
and are intended to be applicable to any organization,
regardless of its type or size, or the products and services
it provides.

NOTE 1 In this International Standard, the terms
“product” or “service” only apply to products and services
intended for, or required by, a customer.

NOTE 2 Statutory and regulatory requirements can be
expressed as legal requirements.

Konec nahledu - text déale pokracuje v placené verzi CSN.



