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Narodni pfedmluva
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ISO 9001:1994 zavedena v CSN EN ISO 9001 Systémy jakosti - Model zabezpeovéni jakosti pfi
navrhu, vyvoji, vyrobé, instalaci a servisu (01 0321)

Vypracovani normy
Zpracovatel: Strojirensky zkudebni Ustav, s. p., Brno, ICO 00001490, lvana Petradova
Technické normaliza¢ni komise: TNK 6 Rizeni jakosti

Pracovnik Ceského normaliza¢niho institutu: Ing. Zdenék Rosa
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(1ISO 9000-3:1997)

Quality management and quality assurance standards -

Part 3: Guidelines for the application of ISO 9001:1994 to the development, supply,
installation and maintenance of computer software

(1ISO 9000-3:1997)

Normes pour le management de la qualité et Normen zum Qualitdtsmanagement und zur
l,assurance de la qualité - Qualitatssicherungsnormen/ QM-Darlegung -
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Tato evropska norma byla schvalena
CEN/CENELEC 1998-01-05.

Clenové CEN/CENELEC jsou povinni splnit
Vnitrni predpisy CEN/CENELEC, v nichz jsou
stanoveny podminky, za kterych se této
evropské normé bez jakychkoli modifikaci
udéluje status narodni normy. Aktualizované
seznamy a biblio-grafické citace tykajici se
téchto narodnich norem Ize vyzadat v
Ustfednim sekretariatu nebo u kteréhokoli
¢lena CEN/CENELEC.

Tato evropska norma existuje ve trech
oficidlnich verzich (anglické, francouzské a
némecké). Verze v kazdém jiném jazyce
preloZzena ¢clenem CEN/CENELEC do jeho
vlastniho jazyka, za kterou odpovida a kterou
notifikuje Ustfednimu sekretariatu, ma stejny
status jako oficialni verze.

Cleny CEN jsou narodni normaliza&ni organy
Belgie, Ceské republiky, Danska, Finska,
Francie, Irska, Islandu, Italie, Lucemburska,
Némecka, Nizozemska, Norska, Portugalska,
Rakouska, Recka, Spojeného krélovstvi, Spa-
nélska, Svédska a Svycarska.

This European Standard was approved by
CEN/CENELEC on 1998-01-05.

CEN/CENELEC members are bound to comply
with the CEN/CENELEC Internal Regulations
which stipulate the conditions for giving this
European Standard the status of a national
standard without any alteration. Up-to-date
lists and bibliographical references
concerning such national standards may be
obtained on application to the Central
Secretariat or to any CEN/CENELEC member.
The European Standards exist in three official
versions (English, French, German). A version
in any other language made by translation
under the responsibility of a CEN/CENELEC
member into its own language and notified to
the Central Secretariat has the same status
as the official versions.

CEN members are the national standards
bodies of Austria, Belgium, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain,
Sweden, Switzerland and United Kingdom.

CEN

Evropska komise pro normalizaci

European Committee for Standardization

Comité Européen de Normalisation

Europaisches Komitee fiir Normung

Ustiedni sekretariat: rue de Stassart 36, B-1050 Brussels
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Pfedmluva k evropské normé

Text mezinadrodni normy ISO 9000-3:1997
byl pfipraven technickou komisi ISO/TC
176 "Management jakosti a
zabezpecovani jakosti” ve spolupraci s
CEN/CS.

Tato evropska norma nahrazuje

EN 29000-3:1993.

Foreword

The text of the International Standard 1ISO
9000-3:1997 has been prepared by
Technical Committee ISO/TC 176 "Quality
management and quality assurance” in
collaboration with CEN/CS.

This European Standard supersedes

EN 29000-3:1993.



Této evropské normé se nejpozdeji do
Cervna 1998 udéluje status narodni
normy, a to bud vydanim identického
textu, nebo schvalenim k pfimému
pouzivani, a narodni normy, které jsou s ni
Vv rozporu, se zrusi nejpozdéji do Cervna
1998.

Podle Vnitrnich predpist CEN/CENELEC
jsou povinny zavést tuto evropskou normu
narodni normalizacni organizace téchto
zemi: Belgie, Ceské republiky, Danska,
Finska, Francie, Irska, Islandu, Italie,
Lucemburska, Némecka, Nizozemska,
Norska, Portugalska, Rakouska, Recka,
Spojeného kralovstvi, Spanélska, Svédska
a Svycarska.

Oznameni o schvaleni

Text mezinarodni normy ISO 9000-3:1997
byl schvalen CEN jako evropska norma
bez jakychkoli modifikaci.

POZNAMKA - Normativni odkazy na
mezinarodni normy jsou uvedeny v pfiloze
ZA (normativni).
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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 June 1998,
and conflicting national standards shall be
withdrawn at the latest by June 1998.

According to the CEN/CENELEC Internal
Regulations, the national standards
organizations of the following countries
are bound to implement this European
Standard: Austria, Belgium, Czech
Republic, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway,
Portugal, Spain, Sweden, Switzerland and
the United Kingdom.

Endorsement notice

The text of the International Standard I1ISO
9000-3:1997 was approved by CEN as a
European Standard without any
modification.

NOTE - Normative references to
International Standards are listed in annex
ZA (normative).

Pfedmluva k mezinarodni normé

ISO (Mezinarodni organizace pro
normalizaci) je celosvétovou federaci
narodnich normali-za¢nich organd (¢len(
ISO). Mezinarodni normy obvykle
pfipravuji 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 zucastiuji také vladni
i nevladni mezinadrodni organizace, s nimiz
ISO navézala pracovni styk. ISO Uzce
spolupracuje s Mezinarodni elektro-
technickou komisi (IEC) ve vSech
zalezitostech normalizace v
elektrotechnice.

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.



Navrhy mezinarodnich norem pfijaté
technic-kymi komisemi se rozesilaji
¢lenim 1SO k hlasovani. Vydani
mezinarodni normy vyza-duje souhlas
alespon 75 % z hlasujicich ¢lend.

Mezinarodni norma I1SO 9000-3 byla
pfipravena technickou komisi ISO/TC 176
Management jakosti a zabezpecovani
jakosti, subkomisi SC 2 Systémy jakosti.

Toto druhé vydani rusi a nahrazuje prvni
vydani (ISO 9000-3:1991), které bylo
podrobeno technické revizi.

ISO 9000 sestava z nasledujicich ¢asti pod
vSeobecnym nazvem Normy pro
management jakosti a zabezpecovani
jakosti:

- Cé4st 1: Smérnice pro jejich volbu a
pouZziti

- Cé4st 2: Kmenovéd smérnice pro
pouzivani ISO 9001, ISO 9002 a ISO 9003
- Cé4st 3: Smérnice pro pouZiti ISO
9001:1994 pri vyvoji, dodavce, instalaci a
udrzbé pocita-Cového softwaru

- Cé4st 4: Pokyny pro Fizeni programu
spolehlivosti

Prilohy A a B této casti ISO 9000 jsou
pouze pro informaci.
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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 9000-3 was
prepared by Technical Committee ISO/TC
176, Quality management and quality
assurance, Subcommittee SC 2, Quality
systems.

This second edition cancels and replaces
the first edition (ISO 9000-3:1991), which
has been technically revised.

ISO 9000 consists of the following parts,
under the general title Quality
management and quality assurance
standards:

- Part 1: Guidelines for selection and
use

- Part 2: Generic guidelines for the
application of ISO 9001, ISO 9002 and ISO
9003

- Part 3: Guidelines for the application
of ISO 9001:1994 to the development,
supply, installation and maintenance of
computer software

- Part 4: Guide to dependability
programme management

Annexes A and B of this part of ISO 9000
are for information only.




Strana

1 Predmét normy

................................................. 8

2 Normativni odkazy

............................................ 8

3 Definice

.............................................................. 8

4 Pozadavky na systém

JakoSti. e 10

4.1 Odpovédnost vedeni

....................................... 10

4.2 Systém jakosti

.................................................. 11

4.3 Prezkoumani smlouvy

..................................... 14

4.4 Rizeni ndvrhu

.................................................... 16

4.5 Rizeni dokumentd a udaijtl

............................. 26

4.6 Nakupovani

....................................................... 28

4.7 Rizeni vyrobku dodaného zakaznikem

......... 30

4.8 Identifikace a sledovatelnost vyrobku

.......... 31

4.9  Rizeni procesu

................................................. 33

4.10 Kontrola a zkouseni

......................................... 35

4.11 Rizeni kontrolniho, méficiho a zkudebniho
zafizeni

............................................................... 39

4.12 Stav po kontrole a zkouskach

........................ 41

4.13 Rizeni neshodného vyrobku

.......................... 42

4.14 Opatreni k ndpravé a preventivni

opatfeni.... 43

4.15 Manipulace, skladovani, baleni, ochrana
a dodavani

......................................................... 44
4.16 Rizeni zaznam{ o jakosti
................................ 46

4.17 Interni provérky jakosti
.................................... 47

4.18 Vycvik
.................................................................. 48
4.19 Servis
................................................................. 49
4.20 Statistické metody
............................................ 50

Priloha A Bibliografie
................................................... 52

Pfiloha B Odkazy na ISO/IEC 12207

......................... 53

Priloha ZA Normativni odkazy na
mezinarodni publikace a jejich odpovidajici
evropské publikace

Strana 7

Contents

Page

1 Scope

................................................................. 8

2 Normative references

..................................... 8

3 Definitions

......................................................... 8

4 Quality system requirements ...........ccceveeenee.

10

4.1 Management responsibility

........................... 10

4.2 Quality system

.................................................. 11

4.3 Contract review

................................................. 14

4.4 Design control

.................................................. 16

4.5 Document and data control

........................... 26

4.6 Purchasing

........................................................ 28

4.7 Control of customer-supplied product .........

30

4.8 Product identification and traceability ..........

31

4.9 Process control

................................................ 33

4.10 Inspection and testing

.................................... 35

4.11 Control of inspection, measuring and test
equipment

......................................................... 39

4.12 Inspection and test status

.............................. 41

4.13 Control of nonconforming product

................ 42

4.14 Corrective and preventive action

................... 43

4.15 Handling, storage, packaging, preservation
and delivery

....................................................... 44
4.16 Control of quality records
............................... 46

4.17 Internal quality

AUAIES. .ot 47

4.18 Training
.............................................................. 48
4.19 Servicing
............................................................ 49

4.20 Statistical

teChNIQUES.....ee i 50

Annex A Bibliography
.................................................. 52

Annex B Cross-references to ISO/IEC 12207 ........
53

Annex ZA Normative references to

international publications with their relevant
European publications




Uvod

Tato ¢ast ISO 9000 poskytuje navod k
apliko-vani pozadavkd 1SO 9001:1994 v
pfipadé, ze navrh, vyvoj, instalace a
Udrzba pocitacového softwaru jsou
soucasti podnikani dodavatele:

a) jako soucast obchodni smlouvy s
externi organizaci;

b) jako produkt dostupny pro trh;

¢) na podporu podnikatelskych zamérd
doda-vatele;

d) jako software zabudovany do
hardwarového produktu.

Tato norma identifikuje sporné otazky,
které je treba vyresit. Je nezavisla na
dodavatelem pouZzivané technologii,
modelech zivotniho cyklu, procesech
vyvoje, posloupnosti ¢innosti nebo na
organizacni strukture.

V pripadé, ze rozsah Cinnosti organizace
zahrnuje i jiné oblasti, nez je vyvoj
pocitacového softwaru, mél by byt jasné
dokumentovan vztah mezi prvky systému
jakosti prislusné orga-nizace, které se
tykaji pocitacového softwaru, a
zbyvajicimi hledisky v ramci systému
jakosti jako celku.

Tato ¢ast ISO 9000 poskytuje smérnice
pro pouzivani ISO 9001:1994. V pripadeé,
Ze je citovan text z ISO 9001:1994, je
pro snad-néjsi rozliSeni uveden v
ramecku.

V celé této Casti ISO 9000 se termin
"musi” pouziva pro vyjadreni ustanoveni,
které je zavazné pro dvé nebo vice stran;
"bude” vyjadruje prohlaseni Umyslu nebo
zameéru jedné strany; "ma, ma se”
vyjadruje doporuceni urcitych moznosti;
"mdze” oznacuje pribéh ¢innosti
pripustnych podle této ¢asti ISO 9000.
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Introduction

This part of ISO 9000 provides guidance in
applying the requirements of ISO
9001:1994 where computer software
design, development, installation and
maintenance are an element of the
business of a supplier:

a) as part of a commercial contract with
an external organization;

b) as a product available for a market
sector;

) in support of the business processes of
the supplier;

d) as software embedded in a hardware
product.

It identifies the issues which need to be
addressed and is independent of the
technology, life cycle models,
development processes, sequence of
activities, or organization structure used
by a supplier.

Where the scope of an organization,s
activities includes areas other than
computer software development, the
relationship between the computer
software elements of that organization,s
quality system and the remaining aspects
should be clearly documented within the
quality system as a whole.

This part of ISO 9000 provides guidelines
for the application of ISO 9001:1994.
Where text has been quoted from ISO
9001:1994, that text is enclosed in a
box, for ease of identification.
Throughout this part of ISO 9000, "shall”
is used to express a provision that is
binding between two or more parties;
"will” to express a declaration of purpose,
or intent, of one party; "should” to
express a recommendation among
possibilities; and "may” to indicate a
course of action permissible within the
limits of this part of ISO 9000.




