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Management jakosti a prvky systému jakosti - Cast 1: Smérnice (ISO 9004-1:1994)

Quality management and quality system elements - Part 1: Guidelines (ISO 9004-1:1994)

Management de la qualité et éléments de systeme qualité - Partie 1: Lignes directrices (ISO 9004-
1:1994)

Qualitatsmanagement und Elemente eines Qualitdtsmanagementsystems - Teil 1: Leitfaden
(1ISO 9004-1:1994)

Tato evropska norma byla schvélena CEN 20.6.1994. Clenové CEN jsou povinni splnit Vnitini pfedpisy
CEN/CENELEC, v nichz jsou stanoveny podminky, za kterych je tfeba dat této evropské normé bez
jakychkoli zmén status narodni normy.

Aktualizované seznamy téchto narodnich norem s jejich bibliografickymi odkazy Ize obdrzet na
vyzadani u Ustfedniho sekretariatu nebo u kteréhokoli ¢lena CEN.

Tato evropska norma existuje ve trech oficialnich verzich (anglické, francouzské, némecké). Verze v



jakémkoli jiném jazyku prelozena ¢lenem CEN do jeho vlastniho jazyka, za kterou tento ¢len
zodpovida a notifikuje ji Ustfednimu sekretaridtu CEN, ma stejny status jako oficialni verze.

Cleny CEN jsou narodni normaliza¢ni orgény Belgie, Danska, Finska, Francie, Islandu, Irska, Itélie,
Lucemburska, Nizozemska, Norska, Némecka, Portugalska, Rakouska, Recka, Spojeného krélovstvi,
Spanélska, Svédska a Svycarska.

CEN

Evropska komise pro normalizaci
European Comittee for Standardization
Comité Européen de Normalisation
Europaisches Komitee fiir Normung

Ustiedni sekretariat: Rue de Stassart 36, B-1050 Brusel
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Predmluva k evropské normé

Tato evropska norma byla pfipravena ISO/TC 176 ,Management jakosti a zabezpecovani jakosti"
Mezinarodni organizace pro normalizaci (ISO) a po soubézném hlasovacim postupu byla pfijata
organizacemi ISO a CEN.

Tato evropska norma nahrazuje EN 29004:1987.

Této evropské normé bude nejpozdéji do ledna 1995 udélen status narodni normy, a to bud vydanim
identického textu, nebo schvalenim k pfimému pouzivani, a narodni normy, které jsou s ni v rozporu,
budou v rozporu, budou zruseny nejpozdéji do ledna 1995.

V souladu s Vnitfnimi predpisy CEN/CENELEC jsou nasledujici zemé povinny prevzit tuto evropskou
normu: Belgie, Dansko, Finsko, Francie, Island, Irsko, Italie, Lucembursko, Nizozemsko, Norsko,
Némecko, Portugalsko, Rakousko, Recko, Spojené kralovstvi, Spanélsko, Svédsko a Svycarsko.



Oznameni o schvaleni

Text mezinarodni normy 1SO 9004-1:1994 byl schvalen CEN jako evropska norma bez jakychkoli
zmeén.

Foreword

This European Standard has been prepared by ISO/TC 176 , Quality management and quality
assurance" of this International Organization for Standardization (ISO) and was adopted by ISO and
CEN following a parallel voting procedure.

This European Standard replaces EN 29004:1987.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by January 1995, and conflicting national standards
shall be withdrawn at the latest by January 1995.

In accordance with the CEN/CENELEC Internal Regulations, following countries are bound to
implement this European Standard: Austria, Belgium, Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and
United Kingdom.

Endorsement notice

The text of the International Standard ISO 9004-1:1994 has been approved by CEN as a European
Standard without any modifications.

Predmluva

ISO (Mezindrodni organizace pro normalizaci) je celosvétovou federaci ndrodnich normalizacnich
organl (¢lend 1SO). Na mezinarodnich norméch obvykle pracuji technické komise 1SO. Kazdy ¢len 1SO,
ktery se zajima o predmét, pro ktery byla vytvorena technicka komise, ma pravo byt zastoupen v této
technické komisi. Prace se zUCastnuji i mezinarodni organizace, vladni a nevladni, s nimiz ISO
navazala pracovni styk. ISO Uzce spolupracuje s Mezinarodni elektrotechnickou komisi (IEC) ve vSech
zaleZitostech normalizace v elektrotechnice.



N&vrhy mezinarodnich norem prijaté technickymi komisemi se rozesilaji ¢lendm ISO k hlasovani.
Vydani mezindrodni normy vyZaduje souhlas alespon 75 % z hlasujicich ¢lend.

Mezinarodni normu ISO 9004-1 vypracovala technicka komise ISO/TC 176 Management jakosti a
zabezpecovani jakosti, subkomise SC 2 Systémy jakosti.

Toto prvni vydani ISO 9004-1 rusi a nahrazuje 1ISO 9004: 1987. Bylo pfipraveno na zakladé pfipominek
prijatych k 1ISO 9004:1987. ISO pozaduje, aby vSechny jeji normy byly revidovany kazdych pét let.
JelikoZz norma ISO 9004 se rozrostla v fadu norem, bylo roz-

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. I1SO collaborates closely with the International Electrotechnical Commission (IEC) on all
matters of electrotechnical standardization.

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.

International Standard 1SO 9004-1 was prepared by Technical Committee ISO/TC 176, Quality
management and quality assurance, Subcommittee SC 2, Quality systems.

This first edition of ISO 9004-1 cancels and replaces ISO 9004:1987, and has been prepared as a
result of comments received on 1ISO 9004:1987. ISO requires that all its standards be reviewed every
five years and, as ISO 9004 has been expanded into a series of
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hodnuto, ze revize ISO 9004, vydani z roku 1987, bude prvni Casti z této rady, tj. ISO 9004-1.



standards, it was considered that the revision to the 1987 edition of ISO 9004 should become the first
part in the series, i. e. ISO 9004-1.

Pfipominky pfijaté pracovni skupinou 12 ISO/TC 176/SC 2 béhem provérky vychazely z nasledujicich
avah.

a) Norma ISO 9004 je dokument pro interni pouzivani organizaci. Neni ur¢ena jako navod pro
ISO 9001, 1SO 9002 nebo ISO 9003, pro ktery se pouziva ISO 9000-2.

b) Z redakénich ddvodl byla struktura dokumentu z r. 1987 zachovéna i ve vydani 1994,
Struktura vSech ¢tyrf norem ISO 9001, ISO 9002, 1ISO 9003 a ISO 9004 bude zménéna a uvedena
do vzajemného souladu pfi pristi rozsahlé pétileté revizi.

¢) Toto vydani je v zadsadé redakCni revizi pro uvedeni terminologie do souladu s ISO 8402 a pro
vyjadreni potreby slouzit |épe nejen vyrobnimu, ale i zpracovatelskému primyslu a sluzbam.

d) Toto vydani rovnéz uvadi néktera novejsi obecna pojeti managementu jakosti jako napfriklad,
Ze vsechny Cinnosti se mohou povazovat za procesy se vstupem a vystupem.

e) Vétsi dlraz se klade na planovani a preventivni ¢innost. Z tohoto dlivodu se o ¢innostech,
jakymi jsou procesy manipulace, identifikace a baleni, dodate¢né pojednava v kapitolach ,Jakost
pfi zpracovani specifikace a navrhu" (kapitola 8), ,Jakost proces(" (kapitola 10) a ,Rizeni proces{"
(kapitola 11). f) Obrazek 1 je aktualizovan, aby prihlédl k Cinnostem spojenym s jakosti v Zivotnim
cyklu vyrobku.

g) Zavadéji se nové metody pro predkladani financnich zprav o efektivnosti managementu
jakosti.

ISO 9004 sestava z nasledujicich ¢asti pod vseobecnym nazvem Management jakosti a prvky systému
jakosti:

Cést 1: Smérnice

Cést 2: Smérnice pro sluzby

Cést 3: Smérnice pro zpracované materigly

Cést 4: Smérnice pro zlepSovani jakosti

Cést 5: Smérnice pro plény jakosti

Céast 6: Smérnice pro zabezpecovani jakosti pfi managementu projektu

C4st 7: Smérnice pro management konfigurace

Cést 8: Smérnice pro zasady jakosti a jejich aplikaci v praxi managementu

Priloha A této ¢dsti ISO 9004 je pouze pro informaci.



Comments adopted by Working Group 12 of ISO/TC 176/SC 2 during the review were based on the
following considerations.

a) 1SO 9004 is a document for internal use by an organization. It is not intended as guidance to
ISO 9001, ISO 9002 or ISO 9003, for which ISO 9000-2 is available.

b) For editorial reasons, the 1987 document structure was retained in the 1994 edition. The
structure of all four standards I1SO 9001, ISO 9002, ISO 9003 and ISO 9004 will be changed and
aligned with each other in the next five-year major revision.

¢) This edition is essentially an editorial revision to align terminology with ISO 8402 and to reflect
the need to serve better not only manufacturing but also process and service industries.

d) This edition also introduces some newer general quality management concepts, such as that
all activities can be considered as processes, with input and output.

e) More emphasis has been placed on planning and preventive action. For this reason, activities
such as handling, identification and packaging processes are now additionally dealt with under
Quality in specification and design (clause 8), Quality of processes (clause 10) and Control of
processes (clause 11).

f) Figure 1 has been updated to reflect quality activities in the life cycle of a product.

g) New methods for the financial reporting of quality management effectiveness have been
introduced.

ISO 9004 consists of the following parts, under the general title Quality management and quality
system elements:

- Part 1: Guidelines

- Part 2: Guidelines for services

- Part 3: Guidelines for processed materials

- Part 4: Guidelines for quality improvement

- Part 5: Guidelines for quality plans

- Part 6: Guidelines on quality assurance for project management

- Part 7: Guidelines for configuration management

- Part 8: Guidelines on quality principles and their application to management practices

Annex A of this part of ISO 9004 is for information only.
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Tato ¢ast ISO 9004 a vSechny ostatni mezinarodni normy souboru ISO 9000 jsou obecné a jsou
nezavislé na urcitém odveétvi primyslu nebo hospodarstvi. Spole¢né poskytuji ndvod pro management
jakosti a pro modely zabezpecCovani jakosti.

Mezinarodni normy souboru ISO 9000 popisuji, jaké prvky maji systémy jakosti obsahnout, ale nikoliv
jak ma urcita organizace tyto prvky uplatiovat. Ponévadz se potreby organizace lisi, neni Ucelem
téchto mezinarodnich norem prosazovat jednotnost systém{ jakosti. Navrhovani a uplatnovani
systému jakosti je ovliviiovano specifickymi cili, vyrobky, procesy a individualni praxi organizace.

Prvoradym zajmem kazdé organizace ma byt jakost jejich vyrobkd. (Viz definici vyrobku v 3.5, ktera
zahrnuje i sluzbu.)

Aby byla organizace Uspésnda, ma nabizet vyrobky, které:
a) splnuji dobre definovanou potrebu, pouziti nebo Ucel;
b) uspokojuji oc¢ekavani zakaznikd;
¢) jsou v souladu s aplikovatelnymi normami a specifikacemi;
d) jsou v souladu s pozadavky spole¢nosti (viz 3.3);
e) zohlednuji potreby zivotniho prostredi;
f) jsou dostupné pfi cenach schopnych konkurence;

g) jsou ekonomicky vyhodné.

O Introduction

0.1 General

This part of ISO 9004 and all other International Standards in the ISO 9000 family are generic and
independent of any specific industry or economic sector. Collectively they provide guidance for
quality management and models for quality assurance.

The International Standards in the ISO 9000 family describe what elements quality systems should
encompass, but not how a specific organization should implement these elements. Because the needs
of organizations vary, it is not the purpose of these International Standards to enforce uniformity of
quality systems. The design and implementation of a quality system will be influenced by the
particular objectives, products, processes and individual practices of the organization.



A primary concern of any organization should be the quality of its products. (See 3.5 for the definition
of ,,product" which includes service.)

In order to be successful, an organization should offer products that:
a) meet a well-defined need, use or purpose;
b) satisfy customers' expectations;
¢) comply with applicable standards and specifications;
d) comply with requirements of society (see 3.3);
e) reflect environmental needs;
f) are made available at competitive prices;

g) are provided economically.
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0.2 Organizacni zaméry

Aby organizace dosahla svych cildi, ma zajistit, aby technické, administrativni a lidské faktory
ovliviujici jakost jeho vyrobkl byly regulovany, at uz se jedna o hardware, software, zpracované
materialy nebo sluzby. Veskeré fidici ¢innosti se maji zamérit na snizovani, odstranovani a predevsim
na prevenci neshod.

Systém jakosti se ma vyvinout a uplatnit tak, aby naplfioval cile uréené politikou jakosti organizace.

Kazdy prvek (nebo pozadavek) systému jakosti méni svoji dilezitost od jednoho druhu ¢innosti ke
druhému a od jednoho vyrobku ke druhému.

Pro dosazeni maximalni efektivnosti a pro uspokojeni oCekavani zakaznika je podstatné, aby systém
jakosti byl pfiméreny danému druhu cinnosti a nabizenému vyrobku.

0.2 Organizational goals

In order to meet its objectives, an organization should ensure that the technical, administrative and
human factors affecting the quality of its products will be under control, whether hardware, software,
processed materials or services. All such control should be oriented towards the reduction, elimination
and, most importantly, prevention of nonconformities.

A quality system should be developed and implemented for the purpose of accomplishing the
objectives set out in the organization's quality policy.



Each element (or requirement) in a quality system varies in importance from one type of activity to
another and from one product to another.

In order to achieve maximum effectiveness and to satisfy customer expectations, it is essential that
the quality system be appropriate to the type of activity and to the product being offered.

0.3 Uspokojovani potreb a ocekdvani zakaznika/organizace
Systém jakosti ma dvé vzajemné souvisejici hlediska.
a) Potreby a ocekdavani zdkaznika

Pro zékaznika je nutné ziskat dlvéru ve schopnost organizace dodavat poZadovanou jakost a
soustavné ji udrzovat.

b) Potreby a zajmy organizace

Obchodni nutnosti organizace je dosahovat a udrzovat pozadovanou jakost pfi optimalnich
nakladech; spinéni tohoto hlediska se vztahuje k pldnovanému a Gcinnému vyuziti
technologickych, lidskych a materidlovych zdrojd, které jsou organizaci dostupné.

Kazdé z vyse uvedenych hledisek systému jakosti vyZzaduje objektivni diikaz ve formé informaci a
Udajl tykajicich se jakosti systému a jakosti vyrobk{ organizace.

0.3 Meeting customer/organization needs and expectations
A quality system has two interrelated aspects, as follows.
a) The customer's needs and expectations

For the customer, there is a need for confidence in the ability of the organization to deliver the
desired quality as well as the consistent maintenance of that quality.

b) The organization's needs and interests

For the organization, there is a business need to attain and to maintain the desired quality at an
optimum cost; the fulfilment of this aspect is related to the planned and efficient utilization of the
technological, human and material resources available to the organization.

Each of the above aspects of a quality system requires objective evidence in the form of information
and data concerning the quality of the system and the quality of the organization's products.

0.4 Prinosy, naklady a rizika



Zvazeni prinos(, nakladd a rizika je velmi dllezité jak pro organizaci, tak pro zakaznika. Tyto Gvahy
jsou neoddélitelnymi hledisky pro vétsinu vyrobkd. Mozné nasledky a disledky téchto tGvah jsou
uvedeny v odstavcich a) az c).

a) Uvahy o pFinosech

Z hlediska zakaznika se ma vénovat pozornost snizenym nakladtm, zlepsené vhodnosti pro dané
pouziti, zvysené spokojenosti a narlstu dbvéry.

Z hlediska organizace se ma veénovat pozornost zvysSené rentabilité a zlepSeni postaveni na trhu.

b) Uvahy o nakladech

Z hlediska zakaznika se ma vénovat pozornost bezpec-

0.4 Benefits, costs and risks

Benefit, cost and risk considerations have great importance for both the organization and customer.
These considerations are inherent aspects of most products. The possible effects and ramifications of
these considerations are given in a) to c).

a) Benefit considerations

For the customer, consideration has to be given to reduced costs, improved fitness for use,
increased satisfaction and growth in confidence.

For the organization, consideration has to be given to increased profitability and market share.

b) Cost considerations

For the customer, consideration has to be given to
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nosti, pofizovacim nakladdm, provoznim naklad@im, nakladdm na Gdrzbu, ndkladdm na dobu
nepouzitelného stavu a na opravu a moznym nakladdm na likvidaci.

Z hlediska organizace se méa vénovat pozornost nadkladdm zplsobenym nedostatky marketingu a
navrhovani, v€etné nevyhovujiciho vyrobku, prfepracovani, opravy, ndhrady, opakovaného
zpracovani, ztraty ve vyrobé, zarucni opravy a opravy u zakaznika.

safety, acquisition cost, operating, maintenance, downtime and repair costs, and possible disposal
costs.



For the organization, consideration has to be given to costs due to marketing and design deficiencies,
including unsatisfactory product, rework, repair, replacement, reprocessing, loss of production,
warranties and field repair.

c) Uvahy o riziku

Z hlediska zakaznika se ma vénovat pozornost takovym rizikdim, ktera souviseji se zdravim a
bezpecnosti osob, nespokojenosti s vyrobkem, dostupnosti, obchodnimi reklamacemi a ztratou
dlvéry.

Z hlediska organizace se méa vénovat pozornost rizikdm vztahujicim se k nedostatkim vyrobkd, ktera
vedou ke ztraté dobrého jména nebo dobré reputace, ke ztraté trhu, ke stiznostem, reklamacim,
odpovéednosti a k plytvani lidskymi a finanCnimi zdroji.

c) Risk considerations

For the customer, consideration has to be given to risks such as those pertaining to the health and
safety of people, dissatisfaction with product, availability, marketing claims and loss of confidence.

For the organization, consideration has to be given to risks related to deficient products which lead to
loss of image or reputation, loss of market, complaints, claims, liability and waste of human and
financial resources.

0.5 Zavéry

Ma se navrhnout efektivni systém jakosti, ktery by uspokojoval potfeby a oCekavani zdkaznika a
soucasné chranil zajmy organizace. Systém jakosti se spravnou strukturou je cennym prostfedkem
vedeni pro optimalizaci a fizeni jakosti pri Gvahach tykajicich se prinos(, nakladd a rizik.

0.5 Conclusions

An effective quality system should be designed to satisfy customer needs and expectations while
serving to protect the organization's interests. A well-structured quality system is a valuable
management resource in the optimization and control of quality in relation to benefit, cost and risk
considerations.

1 Predmét normy

Tato ¢ast I1SO 9004 poskytuje navod pro management jakosti a prvky systému jakosti.

S ohledem na zajiStovani spokojenosti zdkaznika jsou prvky systému jakosti vhodné pro pouZiti pfi
vyVvoji a uplathovani Uplného a efektivniho interniho systému jakosti.



Tato ¢ast ISO 9004 neni uréena pro smluvni, pravni a certifikacni Gcely. Tudiz to neni smérnice pro
realizaci ISO 9001, 1SO 9002 a ISO 9003. Pro tento Ucel se ma pouzit ISO 9000-2.

Volba vhodnych prvkl uvedenych v této ¢asti ISO 9004 a rozsah jejich prijeti a uplatnéni v organizaci
zavisi na faktorech, jako je uspokojovani trhu, povaha vyrobku, vyrobni procesy a potfeby zakaznika a
spotrebitele.

Odkazy v této ¢asti ISO 9004 na ,vyrobek" se maji uplatiiovat vici generickym kategoriim vyrobkd,
jako je hardware, software, zpracované materialy nebo sluzby (podle definice terminu ,,vyrobek" v
ISO 8402).

-- Vynechany text --



