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a. performance

V normé je pouZit preklad vykonnost, ktery vsak ma v kontextu systémUd managementu kvality
specificky vyznam, viz vyklad ISO.

Vyklad ISO

Rozsah, ve kterém organizace, systém, osoby nebo procesy uskutecriuji své zaméry (The extent to
which an organization, system, person or process realizes its purpose).

b. commitment

V normé je prekladan podle kontextu jako aktivita, angaZovanost a aktivita nebo zavazek, protoze



neexistuje Cesky ekvivalent odpovidajici vyznamu v anglictiné. V této normé je vSak nutno chapat
jako osobni angazo-
vanost a osobni presvedceni o Ucelnosti daného opatreni.

Vyklad ISO

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

c. training

Tento pojem ma v anglictiné Siroky vyznam a zahrnuje jak trénink a vycvik, tak skoleni, a pfipadné
i obecnéjsi pripravu, vychovu. V normé byl zvolen preklad vycvik, prestoze z vyznamového hlediska
se mohou vyskyt-

nout obé moznosti prekladu. Je tedy pripustné v praxi pouzit i preklad Skoleni, pokud je to
vhodnéjsi, protoze o vhodnosti prekladu Ize rozhodnout az na zakladé presnych vyznamovych
souvislosti.

Vyklad ISO

Vyuka jednotlivych dovednosti nebo vzor chovani/vystupovani pomoci spravné praxe a instrukci
(pokyn() (The act of teaching a particular skill or type of behaviour through regular practice and
instruction)

d. measurement

Tento termin v angliCtiné zahrnuje méfeni a rovnéz hodnoceni; v normeé byl zvolen preklad méreni,
prestoze z vyznamového hlediska se mohou vyskytnout obé moznosti prekladu. Je tedy pfipustné
v praxi pouzit i pre-

klad hodnoceni, pokud je to vhodnéjsi, protoze o vhodnosti prekladu Ize rozhodnout az na zakladé
presnych vyznamovych souvislosti.

Vyklad ISO

Zjisténi velikosti, rozsahu, nebo stupné (néceho) srovnanim s normalizovanou jednotkou nebo
objektem znamé velikosti (Ascertain the size, amount, or degree of (something) by comparison
with a standard unit or with an object of known size)

€. manage, control

Vyrazy ,control“ a ,manage” nejsou v ISO 9000 definovany, mély by byt prekladany podle

vvvvvv

Vyznam vyrazu ,control“ technicka komise ISO/TC 176 vylozila. V prekladu normy bylo pouZito
fizeni (které je vZité) a kontrola. Rizeni je tfeba chapat podle kontextu, ve kterém je pouzito. Mlze
to byt tedy pravomoc davat prikazy, nebo stanovit zpUsob, jak drzet zalezitosti pod kontrolou.

Vyklad ISO

Pravomoc davat pfikazy nebo néco drzet pod kontrolou (Power to give orders or to restrain
something)

Zplsob drzeni pod kontrolou nebo regulace (Means of restraining or regulating)

Anglické ,manage” neni sice vysvétleno, nicméné z definic managementu kvality a fizeni kvality



(viz 1ISO 9000) vyplyva, Ze rizeni kvality je ¢asti systému managementu kvality. Lze tedy odvodit,
Ze ,manage” ma Sirsi vyznam a nezahrnuje pouze fizeni, ale také vedeni. V tomto vyznamu je
proto tfeba ,manage” v normeé chapat.

f. awareness of

Tento vyraz znamena védomi néceho. Pri prekladu normy bylo zvoleno védomi zavazZnosti
(Cinnosti, systému managementu, plnéni pozadavku), protoze védomi zavaznosti problematiky je
zakladnim predpokladem sprav-

ného chapani, a tedy nasledné i dodrzovani pozadavk{ systému managementu kvality.

g. outsourcing

Tento termin zahrnuje v angliCtiné prevedeni vedeni nebo stalého vykonu podnikatelské Cinnosti
organizace na externiho poskytovatele sluzby. Rozhodne-li se organizace poveérit vedenim nebo
vykonem cinnosti externi organizaci, uzavre s dodavatelem smlouvu, ve které urci rozsah
prevadénych cinnosti. Pfi prekladu normy bylo pouzito proces zajistovany pomoci externich zdrojd.
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Predmluva

ISO (Mezindrodni organizace pro normalizaci) je celo-
svétovou federaci narodnich normaliza¢nich organd (¢lenl
ISO). Mezindrodni normy obvykle pripravuji tech-

nické komise ISO. Kazdy Clen ISO, ktery se zajima

o predmeét, pro ktery byla vytvorena technickad komise, ma
pravo byt v této technické komisi zastoupen. Prace 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 elektrotechnice.

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

Hlavnim ukolem technickych komisi je tvorba mezina-
rodnich norem. Navrhy mezinarodnich norem pfijaté
technickymi komisemi se rozesilaji ¢lenskym organim
k hlasovani. Zverejnéni mezindrodni normy vyzaduje
schvaleni alespon 75 % hlasujicich ¢lend.

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.
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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 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. I1SO 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 Inter-
national Standard requires approval by at least 75 %

of the member bodies casting a vote.

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 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 ISO
14001:2004.

Podrobnosti 0 zméndch proti tfetimu vydani jsou uve-
deny v priloze B.

Uvod

0.1 Obecné

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

1. prostredim, ve kterém organizace pracuje, jeho zmé-
nami a riziky spojenymi s timto prostredim,

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 stanovo-
vala jednotnou strukturu systémd managementu kvality
ani jednotnou dokumentaci.

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

jiciho pozadavku.

Tuto mezindrodni normu mohou pouzivat interni a externi
strany, véetné certifika¢nich organ( pfi posuzovani schop-
nosti organizace plnit pozadavky zakaznika, pozadavky
zakonl a predpist aplikovanych na produkt a vlastni
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 mezinarodni norma podporuje pouzivani proces-
niho pristupu pfi vytvareni, implementaci a zvySovani
efektivnosti systému managementu kvality s cilem zvy-
Sit spokojenost zdkaznika prostiednictvim pinéni jeho
pozadavkd.

Aby organizace fungovala efektivné, musi stanovit a fidit
mnoho vzajemné propojenych ¢innosti. Cinnost nebo
soubor c¢innosti, které vyuzivaji zdroje a jsou fizeny za
Ucelem premény vstupl na vystupy Ize povazovat za
proces. Vystup z jednoho procesu ¢asto pfimo tvori vstup
pro dalsi proces.

VyuZiti systému procest v rdmci organizace spolu

s identifikaci téchto procesd, jejich vzajemnym pisobe-
nim a jejich managementem tak, aby vytvarely zamys-
leny vystup, Ize nazyvat ,procesni pristup”.

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.

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 envi-
ronment and the risks associated with that environment,

. its varying needs,
. its particular objectives,
. the products it provides,
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. 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 asso-
ciated 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 manage-

ment system, to enhance customer satisfaction by
meeting customer requirements.

For an organization to function effectively, it has to
determine and manage numerous linked activities. An
activity or set of activities using resources, and mana-
ged 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”.



Vyhodou procesniho pfistupu je to, ze umoziiuje neu-
stalé Fizeni propojeni jednotlivych procest v jejich
systému, stejné jako fizeni jejich vzadjemnych vazeb.

Je-li takovy pristup pouzit v systému managementu kvality,

zdGraznuje dllezitost
1. pochopeni poZzadavkd a jejich pinéni,
3. potreby posuzovat procesy z hlediska pridané hodnoty,

4. dosahovani vysledkd tykajicich se vykonnosti a efektiv-
nosti procest a

5. neustélého zlepSovani proces( na zakladé objektiv-

niho méreni.

Model procesné orientovaného systému managementu
kvality, zndzornény na obrdzku 1, ukazuje propojeni pro-
cest uvedenych v kapitolach 4 az 8. Z této ilustrace je
zfejmé, Ze pffi stanovovani pozadavkd jakoZto vstupl hraji
vyznamnou Ulohu zékaznici. Monitorovani spoko-

jenosti zdkaznika vyzaduje vyhodnocovani informaci
tykajicich se toho, jak zakaznici vnimaji, zda organizace
splnila jejich pozadavky. Model na obrazku 1 pokryva
vSechny pozadavky této mezinarodni normy, ale nezna-
zorfiuje procesy na podrobné Urovni.

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

Délej: implementuj procesy.

Kontroluj: monitoruj a mér procesy a produkty ve vztahu
k poli-

tikam, cillm a pozadavk@m na produkt a podavej zpravy
o vysledcich.

Jednej: provadéj opatreni pro neustalé zlepSovani vykon-
nosti procesu.

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 effecti-
veness, and

5. continual improvement of processes based on objec-
tive measurement.

The model of a process-based quality management system
shown in Figure 1 illustrates the process linkages pre-
sented 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

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

0.3 Vztah k I1SO 9004

ISO 9001 a ISO 9004 jsou normy systému manage-
mentu kvality, které byly navrzeny tak, aby se navza-
jem doplfiovaly. Presto mohou byt tyto normy pouzivany
samostatné.

V 1SO 9001 jsou specifikovany pozadavky na systém
managementu kvality, ktery mlze byt organizacemi
pouZzivan pro interni aplikaci nebo certifikaci nebo pro
smluvni Gcely. Tato norma je zamérena na efektivnost
systému managementu kvality pfi pInéni pozadavkd
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 manage-
ment 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 1SO 9004.
Revize normy 1SO 9004 poskytne vedeni organizace navod
k dosazeni trvalého Uspéchu jakékoliv organi-

zace v komplexnim, ndro¢ném a trvale proménlivém pro-
stfedi. ISO 9004 poskytuje Sirsi pohled na management
kvality nez ISO 9001. Systematickym a trvalym zlepSo-
vanim vykonnosti organizace reaguje na potreby a oce-
kdvani véech zainteresovanych stran a bere v Gvahu jejich
spokojenost. Tato norma ovsem neni uréena pro certifikaci
ani jiné pravni nebo smluvni ucely.

0.4 Kompatibilita s jinymi systémy managementu

Pri vytvareni této mezinarodni normy byl peclivé zva-
Zen obsah 1SO 14001:2004 za Ucelem zvyseni kom-
patibility téchto dvou norem. Kompatibilita téchto dvou
norem je pfinosem pro uzivatelskou komunitu. Priloha A
ukazuje kompatibilitu ISO 9001:2008 a ISO 14001:2004.

Tato mezindrodni norma neobsahuje pozadavky, které jsou
specifické pro jiné systémy managementu, jako jsou
napfiklad pozadavky, které jsou vlastni environmentdl-
nimu managementu, managementu bezpecnosti a ochrany
zdravi pfi praci, finan¢nimu managementu nebo mana-
gementu rizik. Nicméné tato mezinarodni norma umoz-
nuje organizaci sladit sv{j vlastni systém managementu
kvality s dal$imi poZadavky systém{ managementu nebo
do néj tyto pozadavky integrovat. Organizace mize
prizplsobit svij stavajici systém managementu tak, aby
vytvorila systém managementu kvality, ktery vyhovuje
pozadavkdm této mezinarodni normy.

Systémy managementu kvality -
Pozadavky

1 Predmeét
1.1 Obecné

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

1. potrebuje prokazovat svou schopnost trvale posky-
tovat produkt, ktery spliiuje pozadavky zakaznika
a aplikovatelné pozadavky zakond a predpist a

3. mé v Umyslu zvySovat spokojenost zdkaznika pomoci
efektivni aplikace tohoto systému, véetné procesi pro jeho
neustdlé zlepSovani, a ujistovanim o shodé s pozadavky
zakaznika a s aplikovatelnymi pozadavky zakon( a predpis.

POZNAMKA 1 V této mezindrodni normé se termin ,pro-
dukt” vztahuje pouze k:

a) produktu, ktery je pro zékaznika uréen nebo zakazni-
kem pozadovan,

b) jakémukoli zamyslenému vystupu z proces( realizace
produktu.

POZNAMKA 2 PoZadavky zakon( a predpist mohou byt
vyjadreny jako pravni pozadavky.

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 syste-
matic and continual improvement of the organization,s
performance. However, it is not intended for certifi-
cation, 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 corres-

pondence between ISO 9001:2008 and ISO 14001:2004.

This International Standard does not include require-
ments specific to other management systems, such as
those particular to environmental management, occupa-
tional health and safety management, financial mana-
gement or risk management. However, this International
Standard enables an organization to align or integrate its
own quality management system with related mana-
gement system requirements. It is possible for an organi-
zation 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:

a) needs to demonstrate its ability to consistently pro-

vide product that meets customer and applicable statutory and
regulatory requirements, and

b) aims to enhance customer satisfaction through the effective
application of the system, including pro-

cesses 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.

Konec nahledu - text dale pokracéuje v placené verzi CSN.



