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Vyklad ISO
Oddanost véci nebo zamérdm (The state of being dedicated to a cause or policy)
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instruction)

d. measurement

Tento termin v angliCtiné zahrnuje méfeni a rovnéz hodnoceni; v normeé byl zvolen preklad méreni,
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kontextu a mély by byt rozliSeny. V Ceském jazyce je to vSak na rozdil od anglického jazyka

vvvvvv

Vyznam vyrazu ,control” technicka komise ISO/TC 176 vylozila. V prekladu normy bylo pouZito
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Predmluva

ISO (Mezindrodni organizace pro normalizaci) je celo-
svétovou federaci narodnich normaliza¢nich organd (¢lend
ISO). Mezindrodni normy obvykle pfipravuji technické
komise I1SO. Kazdy ¢len I1SO, ktery se zajima o prfedmét, pro
ktery byla vytvorena technickd komise, ma pravo byt

v této technické komisi zastoupen. Prace se zUcastniuji
také vladni i nevladni mezina-

rodni organizace, s nimiz ISO navdazala pracovni styk. ISO
Uzce spolupracuje s Mezinarodni elektrotechnickou komisi
(IEC) ve vSech zélezitostech normalizace v elek-
trotechnice.

Mezinarodni normy se navrhuji v souladu s pravidly
uvedenymi v ¢asti 2 smérnic ISO/IEC.

Hlavnim Ukolem technickych komisf je tvorba mezi-
narodnich norem. Navrhy mezinarodnich norem pfijaté
technickymi komisemi se rozesilaji ¢lenskym organim
k hlasovani. Zverejnéni mezinarodni normy vyzaduje
schvéleni alespoil 75 % hlasujicich ¢lend.
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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 1SO, also take part in the work. ISO
collaborates closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical
standardization.

International Standards are drafted in accordance with the
rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare
International Standards. Draft International Standards
adopted by the technical committees are circulated to the
member bodies for voting. Publication as an International
Standard requires approval by at least 75 % of the
member bodies casting a vote.



Upozorfiuje se na moznost, Ze nékteré prvky tohoto
dokumentu mohou byt pfedmétem patentovych prav. ISO
neni odpovédna za identifikovani jakychkoli nebo vSech
téchto patentovych prav.

ISO 9001 byla vypracovana technickou komisi ISO/TC 176
Management kvality a prokazovani kvality, subkomisi SC
2 Systémy kvality.

Toto Ctvrté vydani 1ISO 9001 rusi a nahrazuje treti vydani
(1ISO 9001:2000), které bylo zménéno s cilem vyjasnit
nékteré body v textu a zvysit kompatibilitu s 1ISO
14001:2004.

Podrobnosti 0 zméndch proti tfetimu vydani jsou uvedeny
v priloze B.

Tato opravend verze ISO 9001:2008 zahrnuje nasledujici
opravy:

* drobné edi¢ni chyby v tabulkdch A.1, A.2 a B.1 byly opraveny.
Uvod

0.1 Obecné

Zavedeni systému managementu kvality by mélo byt
strategickym rozhodnutim organizace. Navrh a imple-
mentace systému managementu kvality organizace jsou
ovliviiovany:

1. prostredim, ve kterém organizace pracuje, jeho
zménami a riziky spojenymi s timto prostfedim,

3. jejimi ménicimi se potrebami,

4. jejimi konkrétnimi cili,

5. poskytovanymi produkty,

6. pouzivanymi procesy,

7. velikosti a strukturou organizace.

Neni zamérem, aby tato mezinarodni norma stanovovala
jednotnou strukturu systém{ managementu kvality ani
jednotnou dokumentaci.

PoZadavky na systém managementu kvality specifi-
kované v této mezinarodni normé doplnuji pozadavky na
produkty. Informace s oznac¢enim ,,POZNAMKA*" slouZi jako
navod pro pochopeni nebo objasnéni souvisejiciho
pozadavku.

Tuto mezindrodni normu mohou pouzivat interni a externi
strany, véetné certifikacnich organd pri posuzovani
schopnosti organizace pinit pozadavky zakaznika, poza-
davky zakond a predpist aplikovanych na produkt a vlastn{
pozadavky organizace.

Pri tvorbé této mezinarodni normy byly vzaty v Gvahu
principy managementu kvality uvedené v ISO 9000 a ISO
9004.

0.2 Procesni pfistup

Tato mezindrodni norma podporuje pouzivani procesniho
pristupu pfi vytvareni, implementaci a zvySovani
efektivnosti systému managementu kvality s cilem zvysit
spokojenost zadkaznika prostrednictvim plnéni jeho
pozadavkd.

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.

ISO 9001 was prepared by Technical Committee ISO/TC
176, Quality management and quality assurance,
Subcommittee SC 2, Quality systems.

This fourth edition cancels and replaces the third edition
(ISO 9001:2000), which has been amended to clarify
points in the text and to enhance compatibility with ISO
14001:2004.

Details of the changes between the third edition and this
fourth edition are given in Annex B.

This corrected vision of ISO 9001:2008 incorporates the
following corrections:

minor editorial errors in Tables ?.1, A.2 and B.1 have been
corrected.

Introduction

0.1 General

The adoption of a quality management system should be
a strategic decision of an organization. The design and
implementation of an organization,s quality mana-
gement system is influenced by

1. its organizational environment, changes in that
environment and the risks associated with that
environment,

3. its varying needs,

4. its particular objectives,

5. the products it provides,

6. the processes it employs,

7. its size and organizational structure.

It is not the intent of this International Standard to imply
uniformity in the structure of quality management systems
or uniformity of documentation.

The quality management system requirements specified in
this International Standard are complementary to
requirements for products. Information marked “NOTE"” is
for guidance in understanding or clarifying the associated
requirement.

This International Standard can be used by internal and
external parties, including certification bodies, to assess
the organization,s ability to meet customer, statutory and
regulatory requirements applicable to the product, and the
organization,s own requirements.

The quality management principles stated in ISO 9000 and
ISO 9004 have been taken into consideration during the
development of this International Standard.

0.2 Process approach

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.



Aby organizace fungovala efektivné, musi stanovit a Fidit
mnoho vzajemné propojenych &innosti. Cinnost nebo
soubor Cinnosti, které vyuZzivaji zdroje a jsou fizeny za
Gc¢elem premény vstupll na vystupy Ize povazovat za
proces. Vystup z jednoho procesu ¢asto pfimo tvori vstup
pro dalSi proces.

Vyuziti systému procest v ramci organizace spolu

s identifikaci téchto procesd, jejich vzajemnym plsobenim
a jejich managementem tak, aby vytvarely zamysleny
vystup, Ize nazyvat ,procesni pristup”.

Vyhodou procesniho pfistupu je to, Ze umoziuje neustalé
fizeni propojeni jednotlivych proces( v jejich systému,
stejné jako fizeni jejich vzajemnych vazeb.

Je-li takovy pristup pouzit v systému managementu kvality,
zdlrazniuje dlleZitost

1. pochopeni pozadavkd a jejich plnéni,
3. potreby posuzovat procesy z hlediska pridané hodnoty,

4. dosahovani vysledk( tykajicich se vykonnosti a efek-
tivnosti proces( a

5. neustalého zlepsovani procesl na zakladé objek-
tivniho mérenti.

Model procesné orientovaného systému managementu
kvality, znazornény na obrazku 1, ukazuje propojeni
procesd uvedenych v kapitolach 4 az 8. Z této ilustrace je
zfejmé, ze pri stanovovani pozadavkd jakozto vstupl hraji
vyznamnou Ulohu zékaznici. Monitorovani spokojenosti
zdkaznika vyzaduje vyhodnocovéani informaci tykajicich se
toho, jak zakaznici vnimaji, zda organizace splnila jejich
pozadavky. Model na obrazku 1 pokryva vSechny
pozadavky této mezinarodni normy, ale neznazorfiuje
procesy na podrobné Grovni.

POZNAMKA Navic Ize na viechny procesy aplikovat
metodu zndmou jako ,,Planuj - Délej - Kontroluj - Jednej”
(PDCA). Metodu PDCA Ize ve stru¢nosti popsat takto:
Planuj: stanov cile a procesy nezbytné k dosahovani
vysledkd v souladu s poZadavky zakaznika a s politikami
organizace.

Délej: implementuj procesy.

Kontroluj: monitoruj a mér procesy a produkty ve vztahu
k politikam, cilim a poZadavkim na produkt a podave;
zpravy o vysledcich.

Jednej: provadéj opatreni pro neustdlé zlepSovani
vykonnosti procesu.

[x]

For an organization to function effectively, it has to
determine and manage numerous linked activities. An
activity or set of activities using resources, and managed
in order to enable the transformation of inputs into
outputs, can be considered as a process. Often the output
from one process directly forms the input to the next.

The application of a system of processes within an
organization, together with the identification and inter-
actions of these processes, and their management to
produce the desired outcome, can be referred to as the
“process approach”.

An advantage of the process approach is the ongoing
control that it provides over the linkage between the
individual processes within the system of processes, as
well as over their combination and interaction.

When used within a quality management system, such an
approach emphasizes the importance of

1. understanding and meeting requirements,
3. the need to consider processes in terms of added value,

4. obtaining results of process performance and
effectiveness, and

5. continual improvement of processes based on objective
measurement.

The model of a process-based quality management system
shown in Figure 1 illustrates the process linkages
presented in Clauses 4 to 8. This illustration shows that
customers play a significant role in defining requirements
as inputs. Monitoring of customer satisfaction requires the
evaluation of information relating to customer perception
as to whether the organization has met the customer
requirements. The model shown in Figure 1 covers all the
requirements of this International Standard, but does not
show processes at a detailed level.

NOTE In addition, the methodology known as “Plan-D-
-Check-Act” (PDCA) can be applied to all processes. PDCA
can be briefly described as follows.

Plan: establish the objectives and processes necessary to
deliver results in accordance with customer requirements
and the organization,s policies.

Do: implement the processes.

Check: monitor and measure processes and product
against policies, objectives and requirements for the
product and report the results.

Act: take actions to continually improve process
performance.

Obrazek 1 - Model procesné orientovaného systému managementu kvality

[x]

Figure 1 - Model of a process-based quality management system

0.3 Vztah k 1ISO 9004

ISO 9001 a ISO 9004 jsou normy systému managementu
kvality, které byly navrzeny tak, aby se navzajem
doplfiovaly. Pfesto mohou byt tyto normy pouzivany
samostatné.

V 1SO 9001 jsou specifikovany pozadavky na systém
managementu kvality, ktery mlze byt organizacemi
pouzivan pro interni aplikaci nebo certifikaci nebo pro
smluvni Gely. Tato norma je zamérena na efektivnost
systému managementu kvality pri pInéni poZzadavkdl
zakaznika.

0.3 Relationship with ISO 9004

ISO 9001 and ISO 9004 are quality management system
standards which have been designed to complement each
other, but can also be used independently.

ISO 9001 specifies requirements for a quality management
system that can be used for internal application by
organizations or for certification, or for contractual
purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.



V dobé zverejnéni této normy probiha revize ISO 9004.
Revize normy 1SO 9004 poskytne vedeni organizace navod
k dosazeni trvalého Uspéchu jakékoliv organizace

v komplexnim, ndro¢ném a trvale promeénlivém prostredi.
ISO 9004 poskytuje Sirsi pohled na management kvality
nez ISO 9001. Systematickym a trvalym zlep-

Sovanim vykonnosti organizace reaguje na potreby

a ocekdavani vSech zainteresovanych stran a bere v Gvahu
jejich spokojenost. Tato norma ovSem neni uréena pro
certifikaci ani jiné pravni nebo smluvni Gcely.

0.4 Kompatibilita s jinymi systémy managementu

Pri vytvareni této mezinarodni normy byl peclivé zvazen
obsah 1SO 14001:2004 za Gcelem zvySeni kompatibility
téchto dvou norem. Kompatibilita téchto dvou norem je
pfinosem pro uZivatelskou komunitu. Pfiloha A ukazuje

kompatibilitu ISO 9001:2008 a I1SO 14001:2004.

Tato mezindrodni norma neobsahuje pozadavky, které jsou
specifické pro jiné systémy managementu, jako jsou
napfiklad pozadavky, které jsou vlastni environ-
mentdlnimu managementu, managementu bezpeénosti

a ochrany zdravi pfi praci, finan¢nimu managementu nebo
managementu rizik. Nicméné tato mezinarodni norma
umozniuje organizaci sladit svdj viastni systém
managementu kvality s dal$imi poZadavky systémd
managementu nebo do néj tyto pozadavky integrovat.
Organizace mlze prizplsobit svij stavajici systém
managementu tak, aby vytvofila systém managementu
kvality, ktery vyhovuje pozadavklm této mezinarodni
normy.

Systémy managementu kvality - Pozadavky
1 Predmét
1.1 Obecné

Tato mezindrodni norma specifikuje pozadavky na systém
managementu kvality tam, kde organizace:

1. potrebuje prokazovat svou schopnost trvale poskytovat
produkt, ktery splfiuje pozadavky zédkaznika a apliko-
vatelné pozadavky zakon( a predpisd a

3. ma v Umyslu zvySovat spokojenost zékaznika pomoci
efektivni aplikace tohoto systému, véetné procest pro jeho
neustdlé zlepSovani, a ujistovanim o shodé s pozadavky
zékaznika a s aplikovatelnymi pozadavky zékond

a predpis.

POZNAMKA 1 V této mezinarodni normé se termin
~produkt” vztahuje pouze k:

a) produktu, ktery je pro zdkaznika uréen nebo zdkaznikem
pozadovan,

b) jakémukoli zamyslenému vystupu z proces( realizace
produktu.

POZNAMKA 2 Pozadavky zakon{ a pfedpist mohou byt
vyjadreny jako pravni pozadavky.
1.2 Aplikace

VSechny pozadavky této mezindrodni normy jsou
generické a jsou aplikovatelné ve vSech organizacich bez
ohledu na jejich typ, velikost a na poskytované produkty.
V pfipadé, ze nékteré pozadavky této mezinarodni normy
nemohou byt, s ohledem na charakter organizace a jeji
produkt, aplikovany, Ize zvazit vylouceni téchto
pozadavka.

At the time of publication of this International Standard,
ISO 9004 is under revision. The revised edition of

ISO 9004 will provide guidance to management for
achieving sustained success for any organization in

a complex, demanding, and ever changing, environment.
ISO 9004 provides a wider focus on quality management
than ISO 9001; it addresses the needs and expectations of
all interested parties and their satisfaction, by the
systematic and continual improvement of the
organization,s performance. However, it is not intended for
certification, regulatory or contractual use.

0.4 Compatibility with other management systems

During the development of this International Standard, due
consideration was given to the provisions of

ISO 14001:2004 to enhance the compatibility of the two
standards for the benefit of the user community. Annex A
shows the correspondence between ISO 9001:2008 and
ISO 14001:2004.

This International Standard does not include requirements
specific to other management systems, such as those
particular to environmental management, occupational
health and safety management, financial management or
risk management. However, this International Standard
enables an organization to align or integrate its own
quality management system with related management
system requirements. It is possible for an organization to
adapt its existing management system(s) in order to
establish a quality management system that complies with
the requirements of this International Standard.

Quality management systems - Requirements
1 Scope
1.1 General

This International Standard specifies requirements for
a quality management system where an organization:

1. needs to demonstrate its ability to consistently provide
product that meets customer and applicable statutory and
regulatory requirements, and

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

NOTE 1 In this International Standard, the term “product”
only applies to

a) product intended for, or required by, a customer,

b) any intended output resulting from the product
realization processes.

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

1.2 Application

All requirements of this International Standard are generic
and are intended to be applicable to all orga-
nizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard
cannot be applied due to the nature of an organi-

zation and its product, this can be considered for
exclusion.



Where exclusions are made, claims of conformity to this
International Standard are not acceptable unless these
exclusions are limited to requirements within Clause 7,
and such exclusions do not affect the organization,s
ability, or responsibility, to provide product that meets
customer and applicable statutory and regulatory
requirements.

Pokud jsou ucinéna vylouceni, jsou prohlaseni o shodé

s touto mezindrodni normou pfipustna pouze v pfipadé, ze
se tato vylouceni omezuji na pozadavky kapitoly 7

a nemaiji vliv na schopnost nebo odpovédnost orga-
nizace poskytovat produkt, ktery splfiuje pozadavky
zakaznika a aplikovatelné pozadavky zakon( a predpis(.

Konec nahledu - text dale pokraéuje v placené verzi CSN.



