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Predhovor k EN ISO 9001: 2000

Text medzindrodnej normy ISO 9001: 2000 bol pripraveny Technickou komisiou ISO/TC 176 ,Manazér-
stvo kvality a zabezpecovanie kvality", subkomisia 1 , Koncepcie a terminoldgia®, v spoluprdci s Riadia-
cim strediskom CEN (CEN Management Centre CEN/CMC).

Tito eurépska norma nahrddza EN ISO 9001: 1994, EN ISO 9002: 1994 a EN 1SO 9003: 1994.

Téato eurépska norma musi ziskat’ postavenie ndrodnej normy bud’ vydanim identického textu, alebo jej
schvailenim najneskdr do jina 2001. Narodné normy, ktoré si s fiou v rozpore, musia byt’ zruSené do jiina
2001.

POZNAMKA. — Nasledujici text sa tfka najmi organizicii, ktoré cheii na svoje virobky umiestnit’ oznacenie CE
a preto musia konat' v siilade s Novym pristupom eurdpskych smernic, a d'alSich stran zapojenych do tohto procesu.

Zverejnenie EN ISO 9001: 2000 sa dotyka rozhodnutia Rady 93/465/EHS z 22. juila 1993 vztahujlceho
sa na moduly pre rozli&né etapy postupov posudzovania zhody a pravidiel na umiestiiovanie a pouZivanie
znatiek zhody CE, ktoré sa majii pouZivat’ v smerniciach technickej harmonizicie. DoleZité je poznamenat’,
Ze moduly pouZivané v jednotlivych smemiciach technickej harmonizicie sa v porovnani s rozhodnutim
Rady 93/465/EHS mdZu v istom zmysle menit’. Vo vietkych pripadoch je v8ak podla zdkona zdviznd pri-
loha pouzitel'nej smernice (pouZitelnych smernic). Zasady stanovené v tomto predhovore zostdvaji plat-
né bez ohl'adu na tieto zmeny.

Tri z modulov uvedenych v rozhodnuti Rady, t. j. moduly E, D a H, vyZadujd, aby vyrobca mal -avedeny
odsiihlaseny systém kvality. Predmet systémov kvality poZadovany tymito modulmi sa tyka:

— vystupnej kontroly a skd$ania vyrobku (modul E);
— vyroby, vystupnej kontroly a skiiSania (modul D);
~ navrhu, vyroby a vystupnej kontroly a skidSania vyrobku (modul H).

Rozhodnutie Rady 93/465/EHS stanovuje, Ze zhoda s harmonizovanymi normami EN 29001, EN 29002
a EN 29003 poskytuje predpoklad zhody s prisluSnymi poZiadavkami modulov H, D a E.

EN 29001, EN 29002 a EN 29003 boli nahradené EN ISO 9001: 1994, EN ISO 9002: 1994 a EN ISO 9003:
1994, ktoré sa teraz nahradzaji EN ISO 9001: 2000.

Ak si organizdcie Zelaju zaviest' systémy manaZérstva kvality v silade s modulmi E, D alebo H, m6Zu
pouzit EN ISO 9001: 2000. Pri zabezpeovani stiladu s modulmi D, E alebo H méZu organizdcie vylugit
osobitné poZiadavky.

Aby sa zachoval predpoklad zhody, z kapitoly 7 v EN ISO 9001: 2000 sa mdZu vylicit iba tie poZiadav-
ky, ktoré sa tykaji rozdielu medzi modulmi E, D a H.

Modul E Modul D Modul H
Dovolené vynimky Dovolené vynimky Dovolené vynimky

Kapitola 7.1: planovanie realizdcie produktu | Kapitola 7.3: ndvrh a vyvoj | Nedovoluji sa ZIADNE
Kapitola 7.2.3: komunikécia so zdkaznikom vynimky

Kapitola 7.3: navrh a vyvoj
Kapitola 7.4: nakupovanie

Kapitola 7.5.1: riadenie vyroby
a poskytovania sluZieb

Kapitola 7.5.2: validacia procesov vyroby
a poskytovania sluZieb

Kapitola 7.5.3: identifikécia a sledovatelnost’

Treba poznamenat, ¥e v moduloch H, D a E nie je Ziadna zjavnd poZiadavka, ktord by sa tykala pojmov spokojnost’ zdkaznika
atrvalé zlepfovanie. Z toho vyplyva, Ze nesiilad s poZiadavkami EN 1SO 9001: 2000, ktory sa zjavne tyka tychto pojmov, ne-
nariSa predpoklad zhedy s prislu$nym modulom. ‘
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Treba poznamenat’, Ze tam, kde sa vynimky opisané v 1.2 v EN ISO 9001: 2000 prekroéia, nesmie
sa deklarovat’ zhoda s EN ISQ 9001: 2000.

V siilade s vnutornyml predpismi CEN/CENELEC si povinné prevz:at tito normu nasledujice krajiny:
Belgicko, Cesko, Dansko, Finsko, Francizsko, Grécko, Holandsko, frsko, Island, Luxembursko, Nemec-
ko, Nérsko, Portugalsko, Rakiisko, Spojené krdl'ovstvo, Spanielsko, Svajtiarsko, Svédsko a Taliansko.

Ozrnamenie o schvaleni

Text medzindrodnej normy ISO 9001: 2000 bol schvéleny CEN ako eurdpska norma bez akychkolvek
zmien.

POZNAMKA. — Odkazy na medzindrodné normy sd uvedené v prilohe ZA (normativnej).

Priloha ZA je normativna.

Predhovor k 1ISO 9001: 2000

ISO (Medzindrodn4 organizicia pre normalizaciu) je celosvetovou federdciou narodnych normalizaénych
organizécif (&lenov ISO). Na medzindrodnych norméch zvydajne pracuji technické komisie 1SO. Kazdy
¢len ISO, ktory sa zaujima o predmet, pre ktor§ bola vytvorend technickd komisia, md pravo byt zastipe-
ny v tejto technickej komisii. Na préci sa zd€astiuji i medzinirodné organizdcie, viddne aj mimovlddne,
s ktorymi ISO nadviazala pracovny styk. ISO izko spolupracuje s Medzindrodnou elektrotechnickou
komisiou (IEC) vo vietkych zdleZitostiach normalizdcie v elektrotechnike.

Medzindrodné normy sa navrhujd podla pravidiel. danych smernicami ISO/IEC, Cast’ 3.

Névrhy medzinrodnych noriem, prijaté technick¥mi komisiami sa rozosielajii ¢lenom ISO na hlasovanie.
Vydanie medzindrodnej normy si vyZaduje sthlas najmenej 75% z hlasujticich &lenov.

Upozoriiujeme na moZnost , 7e niektoré &asti tejto medzindrodnej normy by sa mohli stat’ predmetomn pa-
tentovych prav. ISO nemdZe niest zodpovednost' za identifikdciu akychkolvek takychto patentovych
prav.

Medzindrodnit normu ISO 9001 pripravila Technickd komisia ISO/TC 176 ManaZérstvo kvality a abe:z-
pecovanie kvaliry, subkomisia SC 2 Sysrémy kvaliry.

Tretie vydanie ISO 9001 ru$i a nahradza druhé vydanie ISO 9001: 1994 spolu s ISO 9002: 1994
a ISO 9003: 1994, Predstavuje technicki reviziu tychto dokumentov. Organizicie, ktoré v minulosti pou-
zivali ISO 9002: 1994 aISO 9003: 1994 mdzu pouZivat tito medzindrodni normu po vyliceni
niektorych poZiadaviek v silade s 1.2.

Nézov ISO 9001 sa v tomto vydani revidoval a uZ neobsahuje termin zabezpecovanie kvality. Zohladiiuje
tak skuto&nost’, e poZiadavky na systém manaZérstva kvality $pecifikované v tomto vydani ISO 9001 sa
okrem zabezpe&ovania kvality produktu zameriavaji aj na zvySenie spokojnosti zdkaznika.

Prilohy A a B tejto medzinirodnej normy sii len informativne.
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Uvod

0.1 Vseobecne

Prijatie systému manaZérstva kvality musi byt
strategickym rozhodnutim organizdcie. Ndvrh
a zavedenie systému manaZérstva kvality v orga-
nizdcii ovplyviuji rozli¢né potreby, konkrétne
ciele, poskytované produkty, pouZivané procesy,
velkost” a Struktira organizdcie. Zdmerom tejto
medzindrodnej normy nie je zaviest jednotnd
Struktiru systémov manaZzérstva kvality alebo
Jjednotni dokumenticiu.

PoZiadavky na systém manaZérstva kvality Speci-
fikované v tejto medzindrodnej norme dopliiaji
poziadavky na produkty. Informdcie oznaené
ako POZNAMKA poskytuji vysvetlenie alebo
upresnenie prislusnej poZiadavky.

Tito medzindrodnd normu méZu vyuZivat' interné
aj externé strany vrdtane certifikacnych orgdnov
na posiidenie schopnosti organizdicie vyhoviet'
poziadavkdm zdkaznika, predpisov a vlastnym
poZiadavkdm organizicie.

Pri priprave tejto medzindrodnej normy sa brali
do uvahy zdsady manaZérstva kvality uvedené
v ISO 9000 a ISO 9004.

0.2 Procesny pristup

Tato medzindrodnd norma podporuje prijatie
procesného pristupu pri vypractivani, zavidzani
a zlepSovani efektivnosti systému manaZérstva
kvality s cielom zvysit' spokojnost’ zdkaznika
tym, Ze sa vyhovie jeho poZiadavkdm.

Na to, aby organizdcia mohla efektivne fungovat’,
musi identifikovat’ a riadit’ mnoZstvo stvisiacich
¢innosti. Proces mozZno chdpat’ ako €innost’, ktord
vyuziva zdroje a riadi sa tak, aby umoznila trans-
forméciu vstupov na vystupy. Vystup z jedného
procesu ¢asto predstavuje priamo vstup do d'al-
Sieho procesu.

Aplikdciu systému procesov v rdmgci organizicie
spolu s identifikdciou procesov a ich interakciou,
ako aj ich manaZérstvo, moZno chdpat’ ako pro-
cesny prisrup.

Vyhodou procesného pristupu je nepretrzité riade-
nie vizieb medzi jednotlivymi procesmi v rdmci
systému procesov, ako aj riadenie kombindcii

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 organiza-
tion's quality management system is influenced
by varying needs, particular objectives, the prod-
ucts provided, the processes employed and the
size and structure of the organization. It is not the
intent of this International Standard to imply uni-
formity in the structure of quality management
systems or uniformity of documentation.

The quality management system requirements
specified in this International Standard are com-
plementary to requirements for products. Informa-
tion marked “NOTE” is for guidance in under-
standing or clarifying the associated requirement.

This International Standard can be used by inter-
nal and external parties, including certification
bodies, to assess the organization's ability to meet
customer, regulatory 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 adop-
tion of a process approach when developing, im-
plementing and improving the effectiveness of a
quality management system, to enhance customer
satisfaction by meeting customer requirements.

For an organization to function effectively, it has
to identify and manage numerous linked activi-
ties. An activity 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 interactions of these processes, and their
management, can be referred to as the “process
approach”.

An advantage of the process approach is the on-
going control that it provides over the linkage be-
tween the individual processes within the system



a interakceii procesov, ktoré tento pristup posky-
tuje.

Ak sa takyto pristup pouZije v rdmci systému
manazérstva kvality, zdoraziiuje déleZitost

a) pochopenia a splnenia poZiadaviek;

b) potreby chdpat’ procesy v zmysle pridanej
hodnoty;

c) ziskavania poznatkov o vykonnosti a efek-
tivnosti procesov;

d) trvalého zlepSovania procesov na zdklade
objektivnych merani.

Model systému manaZérstva kvality na obrdzku 1,
ktory vychadza z procesného pristupu, zndzorfiu-
Je viizby medzi procesmi uvedenymi v kapitolich
4 az 8. Je z neho zrejmé, Ze zakaznik hra vyz-
namni dlohu pri definovani poZiadaviek ako
vstupov. Monitorovanie spokojnosti zdkaznika
vyzaduje hodnotenie informécii o tom, ako
zdkaznik vnima, ¢&i organizdcia vyhovela jeho
poZiadavkdm. Model na obrdzku | zahfiia vietky
poziadavky tejto medzindrodnej normy, nezni-
zoriuje v§ak procesy podrobnejsie.

POZNAMKA. — Na vietky procesy sa navySe dd apli-

koval metodika zndma ako pldnuj — wob — overuj —

konaj (PDCA cyklus = Plan — Do — Check — Act), ktorii

mozZno struéne opisat taklo:

pldnuj: urdi ciele a procesy nevyhnutné na dodanie vy-
sledkov v silude poZiadavkami zdkaznika
a politikami organizicie;

urob:  zaved procesy;

overuj: monitoruj a merdj procesy a produkt, porovnd-
vaj ich s politikami, cielmi a poZiadavkami na
produkt a vysledky oznim;

konaj: realizuj &innosti na trvalé zlepSovanie vykon-
nosti procesov.

0.3 Vzt'ah k ISO 9004

Tieto vydania ISO 9001 a ISO 9004 boli vypra-
cované ako previazand dvojica noriem systému
manazérstva kvality a navrhnuté tak, aby sa
navzdjom dopliiali; méZu sa viak pouZit' aj
nezdvisle. Hoci sa tieto dve medzindrodné normy
zaoberaji odliSnymi predmetmi, maji podobni
Struktiru, ktord md pomdhat’ ich aplikdcii ako
suvisiacej dvojice.
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of processes. as well as over their combination
and interaction.

When used within a quality managemen( systen,
such an approach emphasizes the importance of

a) understanding and meeting requirciments,

b) the need to consider processes in terms of
added value,

¢} obtaining results of process performance wnd
effectiveness, and

d) continual improvement of processes based
on objective measurement.

The model of a process-based quality manage-
ment system shown in Figurel illustrates the
process linkages presented in clauses 4 (o 8. This
illustration shows that customers play a signifi
cant role in defining requirements as inpuls.
Monitoring of customer satisfaction requires the
evaluation of information relating to customer
perception as to whether the organization has mei
the customer requirements. The model shown in
Figure | covers all the requirements of this Inter-
national Standard, but does not show processes ul
a detailed level.

NOTE In addition, the methodology known as “Plun

Do-Check-Act™ (PDCA) can be applied to all processe:,
PDCA cun be briefly described as follows.

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

Do:  implement the processes.

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

Act:  take actions to continually improve process per-
formance.

0.3 Relationship with ISO 9004

The present editions of -ISO 9001 and ISO 9014
have been developed as a consistent pair of qua-
lity management system standards which have
been designed to complement each other, but cap
also be used independently. Although the two [n-
ternational Standards have different scopes, they
have similar structures in order to assist their ap-
plication as a consistent pair.
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Trvalé zlepSovanie systému
manazérstva kvality

Zodpovednost
manaZmentu -

2>

=

Zakaznici
Meranie.
analyza a — — — — @ Spokojnost
Zlepgovanie

J

[ — — — — — — — =S
4
Zakaznici
W
gnpjwiiadavky Yelup - lﬁz;:gfjiﬁla
Kraé

——»= ginnosti pridavaijuce hodnotu

— — — = tok informacii

Obrazok 1 — Model systému manazérstva kvality zaloZeny na procesnom pristupe

ISO 9001 3pecifikuje poZiadavky na systém ma-
naZérstva kvality, ktoré moZno vyuZif pri interne;j
aplikdcii v rdmci organizécie, alebo na certifika-
ciu ¢i na zmluvné dcely. Sustred'uje sa na efek-
tivnost’ systému manaZérstva kvality pri plneni
poZiadaviek zdkaznika.

ISO 9004 poniika niavod na $irsi rozsah cielov sys-
tému manaZérstva kvality neZ ISO 9001, najmi na
trvalé zlepSovanie celkovej vykonnosti a i¢innosti
organizicie, ako aj jej efekiivnosti. ISO 9004 sa
odponita ako ndvod pre organizicie, ktorych vi-
cholovy manaZment chce prekroéit’ poZiadavky
ISO 9001 v snahe trvalo zlepSovat’ vykonnost’
Nie je v8ak urfend na certifikaéné alebo zmluvné
ciele.

1ISO 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 ef-
fectiveness of the quality management system in
meeting customer requirements.

ISO 9004 gives guidance on a wider range of ob-
jectives of a quality management system than does
ISO 9001, particularly for the continual improve-
ment of an organization's overall performance and
efficiency, as well as its effectiveness. ISO 9004 is
recommended as a guide for organizations whose
top management wishes to move beyond the re-
quirements of ISO 9001, in pursuit of continual im-
provement of performance. However, it is not in-
tended for certification or for contractual purposes.
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Continual improvement of
the quality management system

Resource
management

hs

Customers

Input

iRequirements:
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— — — &= Information flow

Product
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improvement
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Figure 1 — Model of a process-based quality management system

0.4 Kompatibilita s inymi systémami
manazérstva

Této medzindrodnd norma je zladend s ISO 14001:
1996, aby kompatibilita tychto dvoch noriem
priniesla dZzitok pouZivatel'skej verejnosti.

Této medzindrodnd norma neobsahuje poZiadavky,
ktoré si Specifické pre ostatné systémy manaZér-
stva, ako sd’ osobitosti environmentilneho mana-
Zérstva, manazérstva ochrany zdravia a bezpe¢nosti
pri préci, finanéného manaZérstva alebo manaZér-
stva rizika. UmoZiiuje vak, aby organizdcia zladila
alebo zintegrovala svoj vlastny systém manaZér-
stva kvality s poZiadavkami sivisiacich systémov
manaZérstva. Organizicia mdZe prispdsobit’ svoj

Jjestvujici systém (svoje jestvujice systémy) ma--

naZérstva tak, aby sa vytvoril systém manaZérstva
kvality, ktory zodpovedd poZiadavkdm tejto me-
dzindrodnej normy.
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0.4 Crompatibility with other management
systems :

This Iiternational Standard has been aligned with
ISO 14001:1996 in order to enhance the com-
patibility of the two standards for the benefit of
the user community.

This International Standard does not include re-
quirements specific to other management sys-
tems, such as those pai’ticular to environmental
management, occupational health and safety
management, financial management or risk man-
agement. 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 manage-
ment system(s) in order to establish a quality
management sysiem that complies with the
requirements of this International Standard.
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1 Predmet normy

1.1 VSeobecne

Tato medzindrodnd norma uréuje poZiadavky na
systém manaZzérstva kvality tam, kde organizicia:

a) potrebuje predviest’ svoju schopnost trvalo
poskytovat’ produkt, ktory spliia poZiadavky
zdkaznika a pouZitel'nych predpisov;

b) chce zvysit spokojnost’ zdkaznika prostred-
nictvom efektivneho vyuZivania systému
vritane procesov trvalého zlepSovania sys-
tému a zabezpecovania zhody s poZiadav-
kami zdkaznika a pouZitelnych predpisov.

POZNAMKA. — V tejto medzindrodnej norme sa termin
produkr tyka iba produktov urfenych pre zdkaznika ale-
bo poZadovanych zdkaznikom.

1.2 Aplikacia

Vsetky poZiadavky tejto medzindrodnej normy
st vSeobecné a si pouZiteIné vo vietkych orga-
nizéacidch bez ohl'adu na ich druh, velkost a pos-
kytované produkty.

Ak charakter organizicie alebo jej produktu
nedovoluje aplikovat’ niektord poZiadavku (nie-
ktoré poZiadavky) tejto medzinarodnej normy,
moZno ju (ich) zvazit’ ako vynimku.

Ak sa urobia vy¥nimky, nemozno deklarovat’ zho-
du s touto medzindrodnou normou, iba ak sa tieto
vynimky obmedzia na poZiadavky z kapitoly 7
aak neovplyviujd schopnost' organizéicie a jej
zodpovednost’ poskytovat’ produkt, ktory spliia
poZiadavky zdkaznika a pouZitel'né poZiadavky
predpisov.

2 Odkazy na normy

Nasledujici normativny dokument obsahuje usta-
novenia, ktoré prostrednictvom odkazov tvoria
ustanovenia tejto medzindrodnej normy. Datova-
nych odkazov sa metykaji ndsledné zmeny alebo
revizie ktorejkol'vek z tychto publikicii. Stranim sa
viak pri uzatvarani dohdd na zdklade tejto medzi-
nédrodnej normy odportia pouZit’ najnovsie vydanie
nizSie uvedeného normativineho dokumentu. Pri
nedatovanych odkazoch sa pouZiva najnovsie vy-

danie citovaného normativneho dokumentu. Cleno-

via ISO a IEC vedi zoznamy v sti¢asnosti platnych
medzindrodnych noriem.
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1 Scope

1.1 General

This International Standard specifies require-
ments for a quality management system where an
organization

a) needs to demonstrate its ability to consistently
provide product that meets customer and ap-
plicable regulatory requirements, and

b) aims to enhance customer satisfaction
through the effective application of the sys-
tem, including processes for continual im-
provement of the system and the assurance
of conformity to customer and applicable
regulatory requirements.

NOTE In this International Standard, the term “product™

applies only to the product intended for, or required by,
a customer.

1.2 Application

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

Where any requirement(s) of this International
Standard cannot be applied due to the nature of
an organization and its product, this can be con-
sidered for exclusion.

Where exclusions are made, claims of confor-
mity to this International Standard are not ac-
ceptable unless these exclusions are limited to
requirements within clause 7, and such exclu-
sions do not affect the organization's ability, or
responsibility, to provide product that meets cus-
tomer and applicable regulatory requirements.

2 Normative reference

The following normative document contains provi-
sions which, through reference in this text, constitute
provisions of this International Standard. For dated
references, subsequent amendments to, or revisions
of, any of these publications do not apply. However,
parties to agreements based on this International
Standard are encouraged to investigate the possibility
of applying the most recent edition of the normative
document indicated below. For undated references,
the latest edition of the normative document referred
to applies. Members of ISO and IEC maintain regis-
ters of currently valid International Standards.



ISO 9000: 2000 Systémy manaZérstva kvality.
Ziklady a slovnik

3 Terminy a definicie

V tejto medzindrodnej norme platia terminy a de-
finicie uvedené v ISO 9000: 2000.

Nasledujiice terminy pouZivané v tomto vydani
ISO 9001 na opis dodavatel'ského ret'azca boli
zmenené, aby vyjadrovali slovnik pouZivany
v sicasnosti

dodavatel’ —= organizacia ——= zakaznik

Termin organizdcia nahrddza termin doddvate!
pouzivany v ISO 9001: 1994 a oznacuje jednotku,
ktorej sa tyka tdto medzindrodnd norma. Takisto
termin doddvatel teraz nahradza termin subdodd-
vatel.

Ked' sa v celom texte tejto medzindrodnej normy
objavi termin produkt, oznacuje aj sluzbu "',

4 Systém manazérstva kvality

4.1 Vieobecné poziadavky

Organizdcia musi vytvorit, zdokumentovat’, za-
viest a udrZiavat systém manaZérstva kvality
atrvalo zlepSovat' jeho efektivnost v silade
s poziadavkami tejto medzindrodnej normy.

Organizacia musi:

a) identifikovat’ procesy potrebné pre systém
manazérstva kvality a ich aplikdciu v ramci
organizdcie (pozri 1.2);

b) urcit’ postupnost’ a interakciu tychto proce-
Sov;

¢) uréit’ kritérid a metSdy potrebné na zaistenie
efektivneho prevadzkovania a riadenia tych-
to procesov;

d) zaistit' dostupnost’ zdrojov a informécii
nevyhnutnych na zabezpecenie prevddzky

STN EN ISO 9001

ISO 9000: 2000, Quality management systems —
Fundamentals and vocabulary.

3 Terms and definitions

For the purposes of this Intenational Standard, the
terms and definitions given in ISO 9000:2000 apply.

The following terms, used in this edition of ISO
9001 to describe the supply chain, have been
changed to reflect the vocabulary currently used:

supplier ——= organization ——= customer

The term “organization™ replaces the term “sup-
plier” used in ISO 9001: 1994, and refers to the
unit to which this International Standard applies.
Also, the term “supplier” now replaces the term
“subcontractor”.

Throughout the text of this International Stan-
dard, wherever the term “product” occurs, it can
also mean “‘service”.

4 Quality management system

4.1 General requirements

The organization shall establish, document, im-
plement and maintain a quality management sys-
tem and continually improve its effectiveness in
accordance with the requirements of this Interna-
tional Standard.

The organization shall

a) identify the processes needed for the quality
management system and their application
throughout the organization (see 1.2),

b) determine the sequence and interaction of
these processes,

c) determine criteria and methods needed to
ensure that both the operation and control of
these processes are effective, .

d) ensure the availability of resources and in-
formation necessary to support the operation

" NARODNA POZNAMKA. — V terminologickej norme STN 1SO 8402 sa anglicky termin product prelozil ako v¥rebok. Ked'ze
normy systému manaZérstva kvality maji univerzdlnu pouZitel'nost, termin wrobok nevystihuje vo vietkych pripadoch predmet,
ktorym sa organizicia zaoberd (napr. privnick4 rada, lieteny pacient, hudobné dielo a pod.). Z toho dévodu sa prijal vieobecnejsi

vyraz produks, ktory sa d’alej ¢lenf na wrobok a sluzbu.
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a monitorovanie tychto procesov;

€) monitorovat,, merat’ a analyzovat’ tieto pro-
cesy;

f) zaviest’ ¢innosti nevyhnutné na dosiahnutie
pldnovanych vysledkov a trvalého zlep§ova-
nia tychto procesov.

Organizdcia musi tieto procesy riadit' v silade
s poZiadavkami tejto medzindrodnej normy.

Ak sa organizicia rozhodne nejaky proces, ktory
ovplyviiuje zhodu produktu s poZiadavkami,
externe objednat’, musi nad nim zabezpecit’ kon-
trolu. Riadenie takychto externe objednanych
procesov sa musi v systéme manaZérstva kvality
identifikovat.
POZNAMKA. — Uvedené procesy poZadované systé-
mom manaZérstva kvality maji zahfitat’ procesy v rdmei
manaZérskych Cinnosti, poskytovania zdrojov, realizdcie
produkiu a merania,

4.2 Poziadavky na dokumenticiu

4.2.1 Vseobecne

Dohkumentdcia systému manaZérstva kvality mus{
obsahovat'”:

a) zdokumentované vyhldsenia politiky kvality
a ciel'ov kvality;

b) prirucku kvality;

c) zdokumentované postupy poZadované touto
medzindrodnou normou;

d) dokumenty potrebné v organizdcii na zaistenie
efektivneho pldnovania, prevddzky a riade-
nia jej procesov;

e) zdznamy vyZadované touto medzinirodnou
normou (pozri 4.2.4).

POZNAMKA 1. — Ked' sa v tejto medzinirodnej norme
objavi termin zdokunienrovany postup, znamend to, Ze sa
tento postup vypracoval, zdokumentoval, zaviedol a Ze
sa udrZiava.
POZNAMKA 2. — Rozsah dokumenticie systému
manaZérstva kvality sa mbZe medzi organiziciami 1iZit
podla:
a) velkosti a druhu organizdcie;
b) zloZitosti a interakcie procesov;

¢) kompetentnosti pracovnikov.
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and monitoring of these processes,

e) monitor, measure and analyse these processes,
and

f) implement actions necessary to achieve
planned results and continual improvement
of these processes.

These processes shall be managed by the organi-
zation in accordance with the requirements of
this International Standard.

Where an organization choases to outsource any
process that affects product conformity with re-
quirements, the organization shall ensure control
over such processes. Control of such outsourced
processes shall be identified within the quality
management system.

NOTE Processes needed for the quality management

system referred to above should include processes for

management aclivities, provision of resources, product
realization and measurement.

4.2 Documentation requirements

4.2.1General

The quality management system documentation
shall include

a) documented statements of a quality policy
and quality objectives,

b) a quality manual,

c) documented procedures required by this In-
ternational Standard,

d) documents needed by the organization to
ensure the effective planning, operation and
control of its processes, and

e) records required by this International Stan-
dard (see 4.2.4).

NOTE | Where the term “documented procedure™ ap-
pears within this International Standard, this means that
the procedure is established, documented, implemented
and maintained.

NOTE 2 The extent of the quality managerment system
documentation can differ from one organization to an-
other due to

a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and

c) the competence of personnel.



POZNAMKA 3. — Dokumenticia moZe byt' v akejkol™-
vek forme alebo na akomkolvek médiu.

4.2.2 Prirucka kvality

Organizdcia musi vypracovat' a udrZiavat prirué-
ku kvality, ktord obsahuje:

a) predmet systému manaZérstva kvality vritane
podrobnosti o vynimkdach a ich zdévodneni
(pozri 1.2},

b) urCené zdokumentované postupy zahrnuté
do systému manaZérstva kvality alebo odka-
Zy na ne;

c) opis interakcii medzi procesmi zahrnutymi
do systému manaZérstva kvality.

4.2.3 Riadenie dokumentov

Dokumenty poZadované systémom manaZérstva
kvality sa musia riadit. Zdznamy si osobitnym
druhom dokumentov a musia sa riadit’ v sdlade
s poZiadavkami uvedenymi v 4.2.4.

Musi sa vypracovat' zdokumentovany postup
s ciel'om definovaf riadenie nevyhnutné pri:

a) schvalovani primeranosti dokumentov pred
ich vydanim;

b) preskiimavani a aktualizdcii dokumentov
v pripade potreby apri ich opakovanom
schval'ovani;

¢) pri zaistovani zmien a pri identifikécii plat-
ného stavu revizie dokumentov;

d) zaistovani dostupnosti prisluinych verzii pou-
Zitel'nych dokumentov na miestach pouZivania;

e) zaistovani stdlej Citatelnosti a Pahkej identi-
fikovatelnosti;

f) zaistovani identifikovatelnosti dokumentov
externého povodu a ich riadenej distribiicie;

g) prevencii netimyselného pouZitia zastaralych
dokumentov a pri aplikdcii ich vhodnej i-
dentifikicie, ak sa z akéhokolvek dévodu
majii zachovat’,
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NOTE 3 The dacumentation can be in any form or (ype
of medium.

4.2.2 Quality manual

The organization shall establish and maintain a
quality manual that includes

a) the scope of the ij[iality management system,
including details of and justification for any
exclusions (see 1.2),

b) the documented procedures established for
the quality management system, or reference
to them, and

¢) a description of the interaction between the
processes of the quality management system.

4.2.3 Control of documents

Documents required by the quality management
system shall be controlled. Records are a special
type of document and shall be controlled accord-
ing to the requirements given in 4.2.4.

A documented procedure shall be established to
define the controls needed

a) to approve documents for adequacy prior to
issue,

b} to review and update as necessary and re-
approve documents,

¢) to ensure that changes and the current revi-
sion status of documents are identified,

d) to ensure that relevant versions of applicable
documents are available at points of use,

€) to ensure that documents remain legible and
readily identifiable,

f) to ensure that documents of external origin
are identified and their distribution con-
trolled. and

g) to prevent the unintended use of obsolete
documents, and to apply suitable identifica-
tion to them if they are retained for any pur-
pose.


















































































































