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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
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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
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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.

14

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.
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4.2.4 Riadenie zdznamov

Musia sa vypracovat a udrZiavat’ zaznamy, ktoré
poskytujii dokaz o zhode s poZiadavkami a o efek-
tivnom fungovani systému manaZérstva kvality.
Ziznamy musia zostat’ ¢itatelné, Fahko identifi-
kovatelné a dostupné. Musi sa vypracovar
zdokumentovany postup, ktory definuje riade-
nie potrebné na identifikdciu, archivovanie,
ochranu, vyhl'adavanie, &as archivovania a skar-
tovanie zdznamov.

5 Zodpovednost manazmentu

5.1 Zavazok manaZmentu

Vrcholovy manaZment musi poskytnit dokaz
0 svojom zdvédzku vypracovat’ a zaviest' systém
manaZérstva kvality a trvalo zlepSovat’ jeho efek-
tivnost’ tym, Ze:

a) obozndmi organizdciu s déleZitostou splnenia
poZiadaviek zikaznika, ako aj poZiadaviek
predpisov a legislativinych poZiadaviek;

b) uréi politiku kvality;
¢) zaisti vypracovanie ciel'ov kvality;
d) vykondva preskiimania manaZmentom;

e) zaisti dostupnost zdrojov.

5.2 Zameranie sa na zdkaznika

Vrcholovy manaZment musi zaistit’, aby sa uréili
a splnili poZiadavky zdkaznika s cielom zvy3it
jeho spokojnost’ (pozri 7.2.1 a 8.2.1).

5.3 Politika kvality
Vrcholovy manaZment musi zaistit', aby politika
kvality:

a) bola primerand iielu organizicie;

b) obsahovala zédvizok spliiaf’ poziadavky a tr-

valo zlepSovat’ efektivnost systému mana-
Zérstva kvality;

¢) poskytovala rdmec na vypracovanie a pre-
skimanie ciel'ov kvality;

d) bola zverejnend a v organizdcii pochopend;

€) bola preskiimavand s ohladom na trvali
vhodnost’.
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4.2.4 Control of records

Records shall be established and maintained to
provide evidence of conformity to requirements
and of the effective operation of the quality
management system. Records shall remain legible,
readily identifiable and retrievable. A documented
procedure shall be established to define the
controls needed for the identification, storage,
protection, retrieval, retention time and disposition
of records.

5 Management responsibility

5.1 Management commitment

Top management shall provide evidence of its
commitment to the development and implementa-
tion of the quality management system and con-
tinually improving its effectiveness by

a) communicating to the organization the im-
portance of meeting customer as well as
statutory and regulatory requirements,

b) establishing the quality policy,
c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Customer focus

Top management shall ensure that customer require-
ments are determined and are met with the aim of en-
hancing customer satisfaction (see 7.2.1 and 8.2.1).

5.3 Quality policy

Top management shall ensure that the quality
policy
a) is appropriate to the purpose of the organization,
b) includes a commitment to comply with re-

quirements and continually improve the effec-
tiveness of the quality management system,

c) provides a framework for establishing and
reviewing giality objectives,

d) is communicated and understood within the
organization, and

e) is reviewed for continuing suitability.



5.4 Planovanie

5.4.1 Ciele kvality

Vrcholovy manazment musi zaistit, aby sa pre
prislusné funkcie a na prisluSnych (rovniach
vrdmei organizdcie vypracovali ciele kvality vri-
tane ciel'ov potrebnych na splnenie poZiadaviek na
produkt [pozri 7.1a)]. Ciele kvality musia byt me-
ratel'né a musia byt v siilade s politikou kvality.

5.4.2 Planovanie systému manazérstva kvality

Vrcholovy manaZment musi zaistit|, aby sa:

a) napldnoval systém manaZérstva kvality s cie-
lom splnit’ poZiadavky uvedené v 4.1. ako aj
ciele kvality;

b) zachovala integrita systému manazérstva
kvality, ak sa pldnujd a zavedd jeho zmeny.

5.5 Zodpovednost’, pravomoc a komunikacia

5.5.1 Zodpovednost’ a pravomoc

Vrcholovy manaZment musi zaistit, aby sa v rdm-
ci organizacie definovala a ozndmila zodpoved-
nost’ a pravomoc.

5.5.2 Predstavitel’ manazmentu

Vrcholovy manaZment musi menovat c¢lena
manaZmentu, ktory bez ohl'adu na d’al$iu zodpo-
vednost’ musi mat’ zodpovednost’ a privomoc:

a) vypractivat’, zavddzat’ a udrZiavat’ procesy
potrebné pre systém manazérstva kvality;

b) oboznamovat’ vrcholovy manaZment s vy-
konnost'ou systému manaZérstva kvality
a s akoukol'vek potrebou zlepSenia;

c) zvySovat’ povedomie o poZiadavkdch zdkaz-
nika v celej organizdcii.
POZNAMKA. — Zodpovednost predstavitela manaZ-

mentu moéZe zahffial styk s externymi Stranami
v oblastiach tykajuicich sa systému manaZérstva kvality:
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5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality objec-
tives, including those needed to meet require-
ments for product [see 7.1 a)], are established at
relevant functions and levels within the organiza-
tion. The quality objectives shall be measurable
and consistent with the quality policy.

5.4.2 Quality management system planning

Top management shall ensure that

a) the planning of the quality management sys-
tem is carried out in order to meet the re-
quirements given in 4.1, as well as the quality -
objectives, and

b) the integrity of the quality management system is
maintained when changes to the quality manage-
ment system are planned and implemented.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibili-
ties and authorities are defined and communi-
cated within the organization.

5.5.2 Management representative

Top management shall appoint a member of
management who, irrespective of other responsi-
bilities, shall have responsibility and authority
that includes

a) ensuring that processes needed for the quality
management system are established, imple-
mented and maintained,

b) reporting to top management on the per-
formance of the quality management system
and any need for improvement, and

c) ensuring the promotion of awareness of cus-
tomer requirements throughout the organization.
NOTE The responsibility of a management representa-
tive can include liaison with external parties on matlers
relating to the quality management system.
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5.5.3 Interna komunikacia

Vrcholovy manaZment musi zaistit vytvorenie
prislusnych komunikaénych kandlov v ramci or-
ganizicie a fungovanie komunikicie tykajiicej sa
efektivnosti systému manaZérstva kvality.

5.6 Preskiimanie manaZmentom

£.6.1 Vieobecne

Vicholovy manaZment musi v pldnovanych in-
tervaloch preskimavat’ sysiém manaZérstva kvality
organizicie, aby sa zaistila jeho trvald vhodnost,
primeranost’ a efektivnost. Toto preskimanie musf
zahriiat’ hodnotenie prileZitosti na zlepSenie a potre-
bu zmien systému manaZérstva kvality vritane poli-
tiky kvality a ciel'ov kvality.

Ziznamy z preskiimani manaZmentom sa musia
udrziavat’ (pozri 4.2.4).

5.6.2 Vstup do preskiimania

Vstup do preskimania musi obsahovat’ informa-
cie o:

a) vysledkoch auditov;
b) spitnej viizbe od zdkaznika;

¢) vykonnosti procesu a o zhode produktu;

d) stave preventivnych a ndpravnych ¢innosti;

e) ndslednych ¢innostiach po predchadzajicich
preskimaniach manaZmentom;

f) zmendich, ktoré by mohli ovplyvnit' systém
manazérsiva kvality;

g) odporic¢aniach na zlep3enie.

5.6.3 Vystup z preskiimania

Vystup z preskiimania manaZmentom musi obsaho-
vat’ akékol'vek rozhodnutia a éinnosti tykajlice sa:

a) zlepenia efektivnosti systému manaZérstva
kvality a jeho procesov;

b) zlepSenia produktu sivisiaceho s poZiadav-
kami zdkaznika;

¢) potrebnych zdrojov.
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5.5.3 Internal communication

Top management shall ensure that appropriate
communication processes are established within
the organization and that communication takes
place regarding the effectiveness of the quality
management systein.

5.6 Management review

5.6.1 General

Top management shall review the organization's
quality management system, at planned intervals,
to ensure its continuing suitability, adequacy and
effectiveness. This review shall include assessing
opportunities for improvement and the need for
changes to the quality management system, in-
cluding the guality policy and quality objectives.

Records from management reviews shall be
maintained (see 4.2.4).

5.6.2 Review input

The input to management review shall include
information on

a) results of audits,
b) customer feedback,

¢) process performance and product confor-
mity,

d) status of preventive and corrective actions,

e) follow-up actions from previous manage-
ment reviews,

f) changes that could affect the quality ma-
nagement system, and

g) recommendations for improvement.

5.6.3 Review output

The output from the management review shall
include any decisions and actions related to

a) improvement of the effectiveness of the
quality management system and its proc-
esses,

b) improvement of product related to customer
requirements, and

¢) resource needs.



6 Manazérstvo zdrojov

6.1 Poskytovanie zdrojov

Organizdcia mus{ ur¢it’ a poskyrtovat’ potrebné
zdroje na:

a) zavedenie a udrZiavanie systému manaZér-
stva kvality a trvalé zlepSovanie jeho efek-
tivnosti;

b) zvyienie spokojnosti zdkaznika plnenim je-
ha poZiadaviek.

6.2 Ludské zdroje

6.2.1 Vieobecne

Pracovnici vykondvajiici priacu ovplyviiujiicu
kvalitu produktu musia byt kompetentni na zi-
klade prislu$ného vzdelania, pripravy, zru¢nosti
a skusenosti.

6.2.2 Kompetentnost’, povedomie a priprava
pracovnikov

Organizdcia musi:

a) ur¢it potrebni kompetentnost pracovnikov,
ktor{ vykondvajd prdcu ovplyviujicu kvali-
tu produktu:

b) zabezpetovat' pripravu alebo prijat’ opatre-
nia, ktoré uspokojuju tieto potreby;

¢) vyhodnocovat’ efektivnost’  poskytovane)

pripravy;

d) zaistit’, aby si jej pracovnici uvedomovali

zavaznost a dbleZitost svojich &innosti
a svojho prispevku k dosahovaniu cielov
kvality;

e) udrziavat' primerané zdznamy o vzdeldvani,
priprave, zrucnosti a skisenosti (pozri
4.2.4).

6.3 Infrastrukiira

Organizacia musi urit’, poskytovat' a udrZiavat’
infraStruktiru potrebnd na dosiahnutie zhody
produktu s poZiadavkami. Infrastruktira napri-
klad zahriia:

a) budovy, pracovny priestor a suvisiace vyba-
venie;
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6 Resource management

6.1 Provision of resources

The organization shall determine and provide the
resources nesded

a) to implement and maintain the quality ma-
nagement system and continually improve
its effectiveness, and

b) to enhance customer satisfaction by meeting
customer requirements.

6.2 Human resources

6.2.1 General

Personnel performing work affecting product
quality shall be competent on the basis of appro-
priate education, training, skills and experience.

6.2.2 Competence, awareness and training

The organization shall

a) determine the necessary competence for per-
sonnel performing work affecting product
quality,

b) provide training or take other actions to sa-
tisfy these needs,

¢) evaluate the effectiveness of the actions
taken,

d) ensure that its personnel are aware of the
relevance and importance of their activities
and how they contribute to the achievement
of the quality objectives, and

e) maintain appropriate records of education,
training, skills and experience (see 4.2.4).

6.3 Infrastructure

The organization shall determine, provide and
maintain the infrastructure needed to achieve
conformity to product requirements. Infrastruc-
ture includes, as applicable

a) buildings, workspace and associated utili-
ties,
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b) pracovné zariadenie (softvér aj hardveér),

¢) podporné sluzby (ako je doprava alebo ko-
munikdcia).

0.4 Pracovné prostredie

Organizdcia musi uréit’ a riadit’ pracovné prostre-
die nevyhnutné na dosiahnutie zhody s poZiadav-
kami na produkt.

7 Realizacia produktu

7.1 Planovanie realizacie produktu

Organizdcia musi pldnovat’ a vypracovat’ procesy
potrebné na realizdciu produktu. Pldnovanie
realizdcie produkiu musi byt’ v stlade s pozZia-
davkami d'alich procesov systému manaZérstva
kvality (pozri 4.1).

Pri pldnovani realizdcie produktu musi organizd-
cia podla potreby urcit’

a) ciele kvality a poZiadavky na produkt;

b) potrebu definovat’ procesy a dokumentdciu
a poskytovat’ zdroje §pecifické pre produkt;

¢) poZadovani verifikdciu, validdciu, monito-
rovanie, kontrolu a skiSobné Cinnosti $peci-
fické pre produkt, ako aj kritérid prijatia;

d) zdznamy nevyhnutné na poskytovanie déka-
zu, Ze procesy realizdcie a findlny produkt
spliaji poZiadavky (pozri 4.2.4).

Vystup z tohto pldnovania musi mat’ formu, ktord
zodpovedd metdde &innosti organizicie.

POZNAMEKA 1. — Dokument, ktory &pecifikuje procesy
systému manazérstva kvality (vritune procesov realizicie
produktu) a zdroje, ktoré sa maji pouZit' na konkréiny
produkt, projekl alebo zmluvu, sa mdZe oznacoval ako
pldn kvality.

POZNAMKA 2. — Pri vyvoji procesov realizicie pro-
duktu mdFe organizicia vyuZit aj poZiadavky uvedené
v 7.3.
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b) process equipment (both hardware and soft-
ware), and

¢) supporting services (such as transport or
communicarion).

6.4 Work environment

The organization shall determine and manage the
work environment needed to achieve conformity
to product requirements.

7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the pro-
cesses needed for product realization. Planning of
product realization shall be consistent with the re-
quirements of the other processes of the quality
management system (see 4.1).

In planning product realization, the organization
shall determine the following, as appropriate:

a) quality objectives and requirements for the
product;

b) the need to establish processes, documents,
and provide resources specific to the product;

¢) required verification, validation, monitoring,
inspection and test activities specific to the
product and the criteria for product accep-
tance;

d) records needed to provide evidence that the
realization processes and resulting product
meet requirements (see 4.2.4).

The output of this planning shall be in a form
suitable for the organization's method of opera-
tions.

NOTE 1 A document specifying the processes of the
quality management system (including the product re-
alization processes) and the resources to be applied to a
specific product, project or contract, can be referred (o
as a quality plan.

NOTE 2 The organization may also apply the require-
ments given in 7.3 to the development of product reali-
zation processes. -



7.2 Procesy tykajice sa zakaznika

7.2.1 Urcenie poziadaviek tykajicich sa pro-
duktu

Organizdcia musi uréit:

a) pozZiadavky Specifikované zikaznikom vrd-
tane poziadaviek na doddvanie a &innosti po
dedani produktu;

b) poziadavky neSpecifikované zdkaznikom,
ale nevyhnutné na osobitné alebo zamysl'ané
pouZivanie, ak si zndme;

¢) poZiadavky predpisov a legislativne poZia-
davky tykajlice sa produktu;

d) akékolvek d'aliie poZiadavky.

7.2.2 Preskiimanie poziadaviek tykajicich sa
produktu

Organizdcia musi preskimat’ poZiadavky tykaji-
ce sa produktu. Toto preskimanie sa musi vyko-
nat’ pred prijatim zdvizku na dodanie produktu
zdkaznikovi (napr. pred rozoslanim ponik, pod-
pisanim zmldv alebo objedndvok, akceptovanim
zmien zmliiv alebo objedndvok) a musi zaistit),
7e:
a) sadefinovali poZiadavky na produkt;

b) sa vyriesili poZiadavky zmluvy alebo objed-
navky odlisné od tych, ktoré sa urcili skér;

¢) organizicia je schopnd splnit’ definované
poZiadavky.

Zaznamy z vysledkov preskimania a &innosti
vyplyvajice z preskiimania sa musia uchovdvat
(pozri 4.2.4).

Ak zdkaznik neposkytne zdokumentované vyjad-
renie alebo zdokumentovand poZiadavku, organi-
zdcia musi poZiadavky zdkaznika pred ich prija-
tim odsihlasit’.

Ak sa poziadavky na produkt zmenia, organizd-
cia musi zaistit, aby sa prisluiné dokumenty
zmenili a aby prislu$ni pracovnici boli upovedo-
meni o zmenenych poziadavkdch.

POZNAMEKA. - V niektorjch situdcidch, ako je predaj

cez internet, je oficidlne preskimanie kaZdej objedndvky -

nepraktické. Namiesto toho mdZe preskiimanie zahffiat
prisluiné informicie o produkte, ako st katalégy alebo
reklamné materidly.
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7.2 Customer-related processes

7.2.1 Determination of requirements related to
the product

The organization shall determine

a) requirements specified by the customer, in-
cluding the requirements for delivery and
post-delivery activities,

b) requirements not stated by the customer but
necessary for specified or intended use,
where known,

(9]
~—

statutory and regulatory requirements re-
lated to the product, and

d) any additional requirements determined hy
the organization.

7.2.2 Review of requirements related to the
product

The organization shall review the requirements
related to the product. This review shall be con-
ducted prior to the organization's commitment to
supply a product to the customer (e.g. submission
of tenders, acceptance of contracts or orders, ac-
ceptance of changes to contracts or orders) and
shall ensure that

a) product requirements are defined,

b) contract or order requirements differing
from those previously expressed are re-
solved, and

¢) the organization has the ability to meet the
defined requirements.

Records of the resulis of the review and actions
arising from the review shall be maintained (see
4.2.4).

Where the customer provides no documented
statement of requirement, the customer require-
ments shall be confirmed by the organization be-
fore acceptance.

Where product requirements are changed, the or-
ganization shall ensure that relevant documents
are amended and that relevant personnel are
made aware of the changed requirements.
NOTE In some situations. such as internet sales, a for-
mal review is impractical for each order. Instead the re-

view can cover relevant product information such as
catalogues or advertising material.
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7.2.3 Komunikacia so zakaznikom

Organizdcia musi urCit’ a zaviest' efektivne opa-
trenia umoznujice komunikdciu so zdkaznikmi
tykajlcu sa:

a) informicii o produkte;

b) vybavovania dotazov, zmliv alebo objedni-
vok vriatane zmien;

¢) spitnej viizby od zdikaznika vrdtane jeho
st'aznosti.

7.3 Navrh a vyvoj

7.3.1 Planovanie navrhu a vyvoja

Organizdcia musi planovat’ a riadit’ ndvrh a vyvoj
produktu.
Pocas planovania ndvrhu a vyvoja musi organi-
zdcia urdit’

a) etapy ndvrhu a vyvoja;

b) preskiimanie, verifikdciu a validdciu patriace
ku kazdej etape navrhu a vyvoja;

¢) zodpovednost' a privomoc pri ndvrhu a vy-
vOji.

QOrganizdcia musi riadit’ rozhrania medzi rozlic-
nymi skupinami zainteresovanymi na ndvrhu
a vyvoji, aby sa zaistila efektivna komunikicia
a jasné priradenie zodpovednosti.

Pldnovanie vystupu sa pri napredovani ndvrhu

a vyvoja musi podla potreby aktualizovat'.

7.3.2 Vstupy do navrhu a vyvoja

Musia sa urcit’ vstupy tykajiice sa poZiadaviek na
produkt a zdznamy sa musia udrZiavat (pozri
4.2.4). Tieto vstupy musia obsahovat’:

a) poZiadavky na funkciu a vykonnost;

a) pouzitelné poziadavky predpisov a legisla-
tivne poZiadavky;
a) informdcie odvodené z predchddzajicich
podobnych ndvrhov, ak treba;
a) daldie poziadavky zdvazné pre ndvrh a vy-
vOj.
Musi sa preskiimat’ primeranost’ tychto vstupov.
Poziadavky musia byt Gpln€, jednoznacné a na-
vzdjom nekonfliktné. .
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7.2.3 Customer communication

The organization shall determine and implement
effective arrangements for communicating with
customers in relation to
a) product information,
b) enquiries, contracts or order handling, in-
cluding amendments, and

¢) customer feedback, including customer
complaints.

7.3 Design and development

7.3.1 Design and development planning

The organization shall plan and control the de-
sign and development of product.

During the design and development planning, the
organization shall determine

a) the design and development stages,

b) the review, verification and validation that
are appropriate to each design and develop-
ment stage, and

¢) the responsibilities and authorities for de-
sign and development.

The organization shall manage the interfaces be-
tween different groups involved in design and
development to ensure effective communication
and clear assignment of responsibility.

Planning output shall be updated, as appropriate,
as the design and development progresses.

7.3.2 Design and development inputs

Inputs relating to product requirements shall be
determined and records maintained (see 4.2.4).
These inputs shall include

a) functional and performance requirements,

b) applicable statutory and regulatory require-
ments,

¢) where applicable, information derived from
previous similar designs, and

d) other requirements essential for design and
development.

These inputs shall be reviewed for adequacy. Re-
quirements shall be complete, unambiguous and
not in conflict with each other.



7.3.3 Vystupy z navrhu a vyvoja

Vystupy z ndvrhu a vyvoja musia mat formu,
ktord umoZiuje ich verifikdciu v porovnani so
vstupom do ndvrhu a vyvoja, a pred uvolnenim
sa musia odsuhlasit’.

Vystupy z ndvrhu a vyvoja musia:
a) spliat’ vstupné poziadavky do ndvrhu a vy-
voja;
b) poskytovat’ primerané informdcie pre ndakup,
vyrobu a pre poskytovanie sluzieb;

c¢) obsahovat alebo odkazovat' na kritérid prija-
tia;

d) Specifikovat charakteristiky produktu, ktoré
st dolezité pre jeno bezpecné a spriavne po-
uZivanie.

7.3.4 Preskiimanie navrhu a vyvoja

V silade s planovanymi opatreniami (pozri 7.3.1)
sa vo vhodnych etapdch musia vykondvat’ syste-
matické preskimania ndvrhu a vyvoja, aby sa:

a) vyhodnotila schopnost’ vysledkov ndvrhu
a vyvoja plnit’ poZiadavky;

b) identifikovali akékol'vek problémy a navrhli
nevyhnutné &innosti.

Utastnikmi takychto preskimani musia byt
predstavitelia funkcii, ktorych sa tyka (tykajd)
preskimavand etapa (preskimavané etapy) ndvr-
hu a vyveja. Ziznamy vysledkov preskdmani
a akychkolvek nevyhnutnych &innosti sa musia
udrziavat’ (pozri 4.2.4).

7.3.5 Verifikacia navrhu a vyvoja

Verifikdcia ndvrhu a vyvoja sa musi vykonat
vsilade s pldnovanymi opatreniami (pozri
7.3.1), aby sa zaistilo, 7e vystupy z ndvrhu
avyvoja spliiaji poZiadavky vstupov do ndvrhu
avyvoja. Zaznamy vysledkov verifikdcie a akych-
kol'vek nevyhnutnych &innosti sa musia udrziavat’
(pozri 4.2.4).

7.3.6 Validicia navrhu a vyvoja

Validicia ndvrhu a vyvoja sa musi vykonat
v siilade s planovanymi opatreniami (pozri 7.3.1),
aby sa zaistilo, Ze vysledny produkt je schopny
spliiat’ poziadavky Specifikovaného alebo zamys-
laného pouZivania, ak si zndme. Ak je to prak-
tické, validdcia sa musi dokongit’ pred dodanim
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7.3.3 Design and development outputs

The outputs of design and development shall be
provided in a form that enables verification
against the design and development input and
shall be approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and
development,

b) provide appropriate information for purchas-
ing, production and for service provision,

¢) contain or reference product acceptance cri-
teria, and

d) specify the characteristics of the product that
are essential for its safe and proper use.

7.3.4 Design and development review

At suitable stages, systematic reviews of design
and development shall be performed in accor-
dance with planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of de-
sign and development to meet requirements,
and

b) to identify any problems and propose neces-
sary actions.

Participants in such reviews shall include repre-
sentatives of functions concerned with the design
and development stage(s) being reviewed. Re-
cords of the results of the reviews and any neces-
sary actions shall be maintained (see 4.2.4).

7.3.5 Design and development verification

Verification shall be performed in accordance
with planned arrangements (see 7.3.1) to ensure
that the design and development outputs have
met the design and development input require-
ments. Records of the results of the vérification
and any necessary actions shall be maintained
(see 4.2.4).

7.3.6 Design and development validation

Design and development validation shall be per-
formed in accordance with planned arrangements
(see 7.3.1) to ensure that the resulting product is
capable of meeting the requirements for the
specified application or intended use, where
known. Wherever practicable, validation shall be
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alebo zavedenim produktu. Zdznamy vysledkov
validdcie a akychkol'vek nevyhnutnych &innosti
sa musia udrziavat’ (pozri 4.2.4).

7.3.7 Riadenie zmien navrhu a vyvoja

Musia sa identifikovat’ zmeny ndvrhu a vyvoja
a zdznamy sa musia udrZiavat. Tieto zmeny sa
musia preskimavat,, podla potreby verifikovat
avalidovat' a pred zavedenim odsihlasit. Pre-
skiimanie zmien ndvrhu a vyvoja musi zahiat
vyhodnotenie d&inku zmien na jednotlivé Casti
produktu a na uz dodany produkt.

Ziznamy o vysledkoch preskdmania zmien a akych-
kol'vek nevyhnumych &innost{ sa musia udrZiavat
(pozri 4.2.4).

7.4 Nakupovanie

7.4.1 Proces nakupovania

Organizdcia musi zaistit, aby nakupovany pro-
dukt zodpovedal Specifikovanym poZiadavkim
na ndkup. Druh a rozsah riadenia aplikovany na
doddvatel'a a na nakupovany produkt musi zavi-
siet od vplyvu nakupovanéhe produktu na na-
slednt realizdciu produktu alebo na findlny pro-
dukt.

Organizdcia musi hodnotit’ a vyberat doddvate-
lov na zdklade ich schopnosti dodatf produkt
podla poziadaviek organizdcie. Musia sa defino-
vat’ kritérid vyberu, hodnotenia a prehodnotenia.
Zdznamy z vysledkov hodnoteni a akychkolvek
nevyhnutnych ¢innosti vyvolanych hodnotenim
sa musia udrZiavat (pozri 4.2.4).

7.4.2 Informacie o nakupovani

Informécie o nakupovani musia opisovat’ naku-
povany produkt a v pripade potreby aj:

a) poziadavky na odsihlasenie produktu, po-
stupov, procesov a zariadeni:

b) poZiadavky na kvalifikdciu pracovnikov;

¢) poZiadavky na systém manazérstva kvality.

Organizacia musi pred ozndmenim doddvatelovi
zaistit’ primeranost’ $pecifikovanych poZziadaviek
na nakup.
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completed prior to the delivery or implementa-
tion of the product. Records of the results of
validation and any necessary actions shall be
maintained (see 4.2.4).

7.3.7 Control of design and development changes

Design and development changes shall be identi-
fied and records maintained. The changes shall
be reviewed, verified and validated, as appropri-
ate, and approved before implementation. The
review of design and development changes shall
include evaluation of the effect of the changes on
constituent parts and product already delivered.

Records of the results of the review of changes
and any necessary actions shall be maintained
(see 4.2.4).

7.4 Purchasing

7.4.1 Purchasing process

The organization shall ensure that purchased
product conforms to specified purchase require-
ments. The type and extent of control applied to
the supplier and the purchased product shall be
dependent upon the effect of the purchased prod-
uct on subsequent product realization or the final
product.

The organization shall evaluate and select suppli-
ers based on their ability to supply product in ac-
cordance with the organization's requirements.
Criteria for selection, evaluation and re-
evaluation shall be established. Records of the
results of evaluations and any necessary actions
arising from the evaluation shall be maintained
(see 4.2.4).

7.4.2 Purchasing information

Purchasing information shall describe the product
to be purchased, including where appropriate

a) requirements for approval of product, pro-
cedures, processes and equipment,

b) requirements for qualification of personnel,
and

¢) quality management system requirements.

The organization shall ensure the adequacy of
specified purchase requirements prior to their
communication to the supplier.



7.4.3 Verifikacia nakiipeného produktu

Organizicia musi vypracovat’ a zaviest’ kontrolu
alebo dalie &innosti nevyhnutné na zaistenie,
aby nakipeny produkt spliial $pecifikované po-
Ziadavky na ndkup.

Tam, kde organizidcia alebo jej zdkaznik chcii
vykonat' verifikdciu v priestoroch doddvatela,
organizdcia musi v ndkupnej informdcii urdit’ za-
myslané verifikaéné opatrenia a metddu uvolnenia
produktu.

7.5 Vyroba a poskytovanie sluzieb

7.5.1 Riadenie vyroby a poskytovania sluzieb

Organizdcia musi plinovat, realizovat' vyrobu
a poskytovat’ sluZzby v riadenych podmienkach.
Riadené podmienky musia podla potreby zahr-
nat:

a) dostupnost’ informécif, ktoré opisujd charak-
teristiky produktu;

b) dostupnost’ pracovnych indtrukcii, ak s
potrebné;

¢} pouZzivanie vhodnych zariadent;

d) dostupnost’ a pouzivanie pristrojov na moni-
torovanie a meranie;

¢) zavedenie monitorovania a merania;

f) zavedenie ¢innosti uvolfovania, doddvania
a ¢innosti po dodani produktu.

7.5.2 Valid4cia procesov viroby
a poskytovania sluzieb

Ak vysledny vystup nemoZno verifikovat’ na-
slednym monitorovanim alebo meranim, musi
organizdcia validovat’ akykol'vek proces vyroby
a poskytovania sluZieb. Patria sem procesy, kto-
rych nedostatky sa objavia a? v prevddzke pro-
duktu alebo po dodani sluzby.

Validdcia musi prezentovat’ schopnost’ tychto
procesov dosahovat’ pldnované vysledky.

Organizdcia musi pre tieto procesy vypracovat

opatrenia zahrfiajlice podl'a potreby:

a) definované kritérid preskiimania a odsihla-
Senia procesov;
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7.4.3 Verification of purchased product

The organization shall establish and implement
the inspection or other activities necessary for
ensuring that purchased prodict meets specified
purchase requirements.

Where the organization or its customer intends to
perform verification at the supplier's premises,
the organization shall state the intended verifica-
tion arrangements and method of product release
in the purchasing information.

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall plan and carry out produc-
tion and service provision under controlled con-
ditions. Controlled conditions shall include, as
applicable

a) the availability of information that deseribes
the characteristics of the product,

b) the availability of work instructions, as
necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and
measuring devices,

e) the implementation of monitoring and
measurement, and

f} the implementation of release, delivery and
post-delivery activities.
7.5.2 Validation of processes for production
and service provision

The organization shall validate any processes for
production and service provision where the re-
sulting output cannot be verified by subsequent
monitoring or measurement. This includes any
processes where deficiencies become apparent
only after the product is in use or the service has
been delivered.

Validation shall demonstrate the ability of these
processes to achieve planned results.

The organization shall establish arrangements for
these processes including, as applicable

a) defined criteria for review and approval of
the processes,
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b) odsthlasente zariadeni a kvalifikdcie pra-
covnikov:

c) pouZivanie Specifickych metdd a postupov:
d) poziadavky na ziznamy (pozri 4.2.4);

e) opakovanu validiciu.

7.5.3 ldentifikacia a sledovatel’nost’

V pripade potreby musi organizicia identifikovat
produkt pomocou vhodnych prostriedkov pocas
celej jeho realizdcie.

Organizdcia musi idenufikovat’ stav produktu
s ohl'adom na poZiadavky monitorovania a mera-
nia.

Tam, kde sa poZaduje sledovatelnost’, musi orga-
nizdcia riadit’ a zaznamendvat’ jednoznaéni iden-
tifikdciu produktu (pozri 4.2.4).
POZNAMEKA. = V niektor¥ch priemyselnych sektoroch
sa za prostriedok identifikdcie a sledovatelnosti povaZu-
je manazérstvo Konfiguricie.

7.5.4 Majetok zakaznika

Organizdcia sa musi starat’ o majetok zdkaznika,
ktory md v opatere, alebo ktory pouZziva. Organi-
zdcia musi identifikovat, verifikovat, chrdnit’
a udrziavat majetok zdkaznika poskytnuty na
pouzivanie alebo na zabudovanie do produktu.
Ak sa nejaky majetok zdkaznika strati, poSkodi
alebo ukdZe inak nevhodny na pouZivanie, musi
sa to ozndmit zdkaznikovi a musia sa o tom udr-
Ziavat zdznamy (pozri 4.2.4).

POZNAMKA. — Majetok zikaznika mdZe zahffiat du-

Sevné viastnictvo.

7.5.5 Ochrana produktu

Organizdcia musi zachovat’ zhodu produktu po-
¢as interného spractvania a doddvania na zamys-
'ané miesto urcenia. Tento proces zahfiia identi-
fikdciu, manipuldciu, balenie, skladovanie a chra-
nenie. Ochrana sa musi tykat' aj casti produktu.

7.6 Riadenie pristrojov na monitorevanie
a meranie

Organizdcia musi ur¢it monitorovania a merania,
ktoré treba urobit’, ako aj pristroje na monitoro-
vanie a meranie, poZadované na poskytnutie dd-
kazu o zhode produktu s uréenymi poZiadavkami
(pozri 7.2.1).
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b) approval of equipment and qualification of
personnel,

¢) use of specific methods and procedures,
d) requirements for records (see 4.2.4), and

e) revalidation.

7.5.3 Identification and traceability

Where appropriate, the organization shall iden-
tify the product by suitable means throughout
product realization.

The organization shall identify the product status
with respect to monitoring and measurement re-
quirements.

Where traceability is a requirement, the organiza-
tion shall control and record the unique identifi-
cation of the product (see 4.2.4).
NOTE In some industry sectors, configuralion manage-
ment is a means by which identification and traceability
are maintained.

7.5.4 Customer property

The organization shall exercise care with customer
property while it is under the organization's control
or being used by the organization. The organization
shall identify, verify, protect and safeguard cus-
tomer property provided for use or incorporation
into the product. If any customer property is lost,
damaged or otherwise found to be unsuitable for
use, this shall be reported to the customer and re-
cords maintained (see 4.2.4).

NOTE Customer property can include intellectual prop-
erty.

7.5.5 Preservation of product

The organization shall preserve the conformity of
product during internal processing and delivery
to the intended destination. This preservation
shall include identification, handling, packaging,
storage and protection. Preservation shall also
apply to the constituent parts of a product.

7.6 Control of monitoring and measuring
devices

The organization shall determine the monitoring
and measurement to be undertaken and the moni-
toring and measuring devices needed to provide
evidence of conformity of product to determined
requirements (see 7.2.1).



Organizdcia musf uréit’ procesy, ktoré zaistia, Ze
sa monitorovanie a meranie dd uskutoénit’ a Ze sa
vykondva spésobom, ktory je v stlade s poZia-
davkami na monitorovanie a meranie.

Tam, kde je nevyhnutné zaistit’ platnost’ vysled-
kov, zariadenie na meranie sa musi;

a) v urlenych intervaloch alebo pred pouZitim
kalibrovat® alebo verifikovatl’ perovinanim
s metrologickymi etalénmi nadviizujicimi na
medzindrodné alebo ndrodné etaldny; ak ta-
kéto etalony nejestvujd, musi sa zaznamenat
zdldadna takejto kalibricie alebo verifikdcie;

b) podla potreby nastavit’ alebo opakovane na-
stavit';

¢) identifikovat, aby sa mohol uréit’ stav jeho
kalibricie;

d) ochranovat’ pred nastavenim, ktoré by moh-
lo znehodnotit’ vysledky merania;

e) chrinit’ pred poSkodenim a znehodnotenim
pocas manipuldcie, idrzby a skladovania.

Ak sa zisti, Ze zariadenie nezodpovedad poZia-
davkam, organizdcia musi okrem toho posidit’
platnost’ predchddzajicich vysledkov merania
a urobit’ zdznam. Organizicia musi vykonat’ prime-
rand Cinnost’ na zariadeni alebo produkte, ktorych
sa to tyka. Zdznamy vysledkov kalibricie a ve-
rifikdcie sa musia udrZiavat’ (pozri 4.2.4),

Ak sa pri monitorovani a merani uréenych poZia-
daviek pouzije poéitatovy softvér, musi sa potvr-
dit’ jeho schopnost’ vyhovovat’ zamy§lane] apli-
kdcii. Musi sa to vykonat’ pred prvym pouZitim
a podla potreby sa to musi opakovane potvrdit’.

POZNAMKA. — Ndvod sa uvddza v ISQ 10012-1
a IS0 10012-2,

8 Meranie, analyza a zlepSovanie

8.1 VSeobecne

Organizdcia musi plinovat’ a zaviest’ monitoro-
vacie, meracie, analytické a zlep§ovacie procesy
potrebné na:

a) prezentdciu zhody produktu;

b) zaistenie zhody systému manaZérstva kvality;
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The organization shall establish processes (o en-
sure that monitoring and measurement can be
carried out and are carried out in a manner that is
consistent with the monitoring and measurement
requirements. '

Where necessary to ensure valid results, measur-
ing equipment shall

a) be calibrated or verified at specified inter-
vals, or prior to use, against measurement
standards traceable to international or na-
tional measurement standards; where no
such standards exist, the basis used for cali-
bration or verification shall be recorded:

b) be adjusted or re-adjusted as necessary:

c) be identified to enable the calibration status
to be determined;

d) be safeguarded from adjustments that would
invalidate the measurement result;

e) be protected from damage and deterioration
during handling, maintenance and storage.

In addition, the organization shall assess and re-
cord the validity of the previous measuring results
when the equipment is found not to conform to
requirements. The organization shall take appro-
priate action on the equipment and any product af-
fected. Records of the results of calibration and
verification shall be maintained (see 4.2.4).

When used in the monitoring and measurement
of specified requirements, the ability of computer
software to satisfy the intended application shall-
be confirmed. This shall be undertaken prior to
mnitial use and reconfirmed as necessary.

NOTE See ISO10012-1 and 1SO10012-2 for guidance,

8 Measurement, analysis and
improvement

8.1 General

The organization shall plan and implement the
monitoring, measurement, analysis and im-
provement processes needed

a) to demonstrate conformity of the product,

b) to ensure conformity of the quality manage-
ment system, and
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¢) trvalé zleptovanie efektivnosti systému ma-
nazérstva kvality.

Tieto procesy musia zahriiat’ uréenie pouZitel-
nych metdd vratane Statistickych technik a rozsahu
ich pouZivania.

8.2 Monitorovanie a meranie

8.2.1 Spokejnost’ zakaznika

Organizdcia musi ako jedno z merani vykonnosti
systému manazérstva kvality monitorovat’ infor-
madcie tykajice sa vnimania zikaznikom toho, ¢i
splnila jeho poZiadavky. Musia sa uréit’ metddy
ziskavania a vyuZivania tychto informadcif.

8.2.2 Interny audit

Organizdcia mus{ v pldnovanych intervaloch vy-
kondvat interné audity, aby zistila, ¢i systém ma-
nazérstva kvality:

a) zodpovedd plinovanym opatreniam (pozri
7.1), poZiadavkim tejto medzindrodnej
normy a poziadavkdm systému manaZérstva
kvality uréenych organiziciou;

b) sa efektivne zaviedol a ¢i sa udrzuje.

Program auditov sa musi planovat’ s ohl'adom na
stav a doleZitost’ procesov a auditovanych oblas-
ti, ako aj vysledkov predchddzajicich auditov.
Musia sa definovat’ kritérid auditu, jeho predmet,
frekvencia a metodiky auditov. Vyber auditorov
a priebeh auditov musi{ zaistit’ objektivnost a ne-
strannost’ procesu auditu. Auditori nesmd audito-
vat’ svoju vlastnd pricu.

V zdokumentovanom postupe sa musi definovat
zodpovednost za planovanie a vykondvanie dudi-
tov, za oznamovanie vysledkov a za udrZiavanie
zaznamov (pozri 4.2.4), ako aj prisluiné poZia-
davky na tieto ¢innosti.

Manazment zodpovedny za auditovani oblast
musi zaistit’, aby sa éinnosti, ktoré maji odstranit
zistené nezhody a ich pri€iny, zrealizovali bez
zbytoéného odkladu. Nisledné c¢innosti musia
zahriat’ verifikdciu zrealizovanych &innesti a oz-
namenie vysledkov verifikdcie (pozri 8.5.2).

POZNAMEKA. — Ndvod sa uvidea vISO 10011-1,
v [SO 10011-2 a v I1SO 10011-3.

¢) to continually improve the etfectiveness of
the quality management system.

This shall include determination of applicable
methods, including statistical techniques, and the
extent of their use.

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of
the quality management system, the organization
shall monitor information relating to customer per-
ception as to whether the organization has met cus-
tomer requirements. The methods for obtaining and
using this information shall be determined.

8.2.2 Internal audit

The organization shall conduct internal audits ar
planned intervals to determine whether the quality
management system

a) conforms to the planned arrangements (see
7.1), to the requirements of this International
Standard and to the quality management
system requirements established by the or-
ganization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into
consideration the status and importance of the
processes and areas to be audited, as well as the
results of previous audits. The audit criteria,
scope, frequency and methods shall be defined.
Selection of auditors and conduct of audits shall
ensure objectivity and impartiality of the audit
process. Auditors shall not audit their own work.

The responsibilities and requirements for plan-
ning and conducting audits, and for reporting re-
sults and maintaining records (see 4.2.4) shall be
defined in a documented procedure.

The management responsible for the area being
audited shall ensure that actions are taken without
undue delay to eliminate detected nonconformities
and their causes. Follow-up activities shall include
the verification of the actions taken and the report-
ing of verification results (see 8.5.2).

NOTE See I1SO i0011-1, ISO 10011-2 and 1SO 10011-3
for guidance.



8.2.3 Monitorovanie a merani¢ procesov

Organizdcia musi pouZivatl vhodné metddy na
monitorovanie a ak treba, merani procesov sys-
tému manazérstva kvality. Tiete :netddy musia
preukdzat schopnost’ procesov dosahovat plino-
vané vysledky. Ked sa plinované vysledky nedo-
sishnu, musi sa podla potreby urobit’ ndprava
a ndpravnd ¢innost na zaistenie zhody produktu.

8.2.4 Monitorovanie a meranie produktu

Organizdcia musi monitorovat’ a merat’ charak-
teristiky produkiu, aby si overila, &i spiﬁa narn
kladené poziadavky. Musi sa to vykondvat
v primeranych etapdch procesu realizdcie pro-
duktu v silade s pldnovanymi opatreniami
(pozri 7.1).

Dékaz zhody s kritériami prijatia sa musi udrZia-
vat. Zaznamy musia uddvat, kto zodpoveda za
uvolnenie produktu (pozri 4.2.4).

Uvolfiovanie produktu a doddvanie sluZby nesmie
pokracovat, kym sa vietky pldnované opatrenia
(pozn 7.1) Uspedne nedokonéia, ak to v opatnom
pripade neodsuhlasi pracovnik s prislu$nou pravo-
mocou alebo podl'a potreby zdkaznik.

8.3 Riadenie nezhodného produktu

Organizdcia musi zabezpecit, aby sa produkt,
ktory nezodpovedd nan kladenym poZiadavkam,
identifikoval a riadil, aby sa zabr'dnilo jeho neZe-
latelnému pouZitiu alebo dodaniu. V zdokumen-
tovanom postupe sa musi definovat’ riadenie
a prislund zodpovednost a pravomoc pri nardba-
ni s nezhodnym produktom.

Organizdcia musi pri nezhodnom produkie po-
stupovat jednym z nasledujicich sposobov:

a) vykond ¢&innost, ktord odstrdni zistend ne-
zhodu;

b) autorizuje jeho pouZivanie, uvolnenie alebo
prijatie na zdklade povolenia vynimky pra-
covnikom s prisluSnou pravomocou a podla
potreby zdkaznikom;

¢) vykond Cinnost, ktord zabrani jeho pdvod-

nému zamys§lanému pouZitiu alebo zamys-
l'anej aplikacii.

Ziznamy o charaktere nezhéd a o ndsledne prija-

tych opatreniach vritane dovolenych vynimiek sa
musia udrZiavat’ (pozri 4.2.4).
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8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for
monitoring and, where applicable, measurement
of the quality management system processes.
These methods shall demonstrate the ability of
the processes to achieve planned results. When
planned results are not achieved, correction and
corrective action shall be taken, as appropriale, 1o
ensure conformity of the product.

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the

characteristics of the product to verify that

product requirements have been met. This shall

be carried out at appropriate stages of the product

realization process in accordance with the -
planned arrangements (see 7.1).

Evidence of conformity with the acceptance criteria
shall be maintained. Records shall indicate the per-
son(s) authorizing release of product (see 4.2.4).

Product release and service delivery shall not
proceed until the planned arrangements (see 7.1)
have been satisfactorily completed, unless other-
wise approved by a relevant authority and, where
applicable, by the customer.

8.3 Control of nonconforming product

The organization shall ensure that product which
does not conform to product requirements is
identified and controlled to prevent its unin-
tended use or delivery. The controls and related
responsibilities and authorities for dealing with
nonconforming product shall be defined in a
documented procedure.

The organization shall deal with nonconforming
product by one or more of the following ways:

a) by taking action to eliminate the detected
nonconformity;

b) by authorizing its use, release or acceptance
under concession by a relevant authority
and, where applicable, by the customer;

¢) by taking action to preclude its original in-
tended use or application.

Records of the nature of nonconformities and any
subsequent actions taken, including concessions
obtained, shall be maintained (see 4.2.4).
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Ak sa nezhodny produkt opravi, musi sa po-
drobit’ opakovanej verifikdcii, aby sa preukdzala
jeho zhoda s poZiadavkami.

Ak sa nezhodny produkt zisti po dedani alebo po
zadati pouZivania, organizdcia musi prijat’ opat-
renie primerané (i¢inku alebo potencidlnemu
ié¢inku nezhody.

8.4 Analyza tudajov

Organizdcia musi uréit, zhromazd'ovat’ a analyzo-
vat' prisluné tdaje. aby prezentovala vhodnost
a efektivnost’ systému manazérstva kvality a po-
sidila, kde moZno realizovat’ trvalé zlep3ovania
efektivnosti systému manaZérstva kvality. Patria
sem Udaje ziskané z monitorovania a merania
a z dal§ich prislusnych zdrojov.

Analyza ddajov musi poskytniit’ informécie o:

a) spokojnosti zdkaznika (pozri 8.2.1);
b) zhode s poziadavkami na produkt (pozri 7.2.1);

¢) charakteristikdch a trendoch procesov a pro-
duktov vrdtane prilezitosti na preventivnu
¢innost;

d) dodavarteloch.

8.5 ZlepSovanie

8.5.1 Trvalé zlepSovanie

Organizdcia musi trvalo zlepSovat' efektivnost
systému manazérstva kvality prostrednictvom
vyuZivania politiky kvality, ciefov kvality, vy-
sledkov auditu, analyzy udajov, ndpravnych a
preventivnych ¢&innosti a preskiimania manaz-
mentom.

8.5.2 Napravna ¢innost’

Organizdcia musi vykonat’ ndpravni ¢innost’, aby
odstrdnila pricinu nezhdd a zabrdnila ich opako-
vaniu. Ndpravné ¢innosti musia zodpovedat’ oca-
kdvaneému d¢inku nezhod.

Musi sa vypracovat’ zdokumentovany postup,
v ktorom sa definuji poZiadavky na:

a) preskimanie nezhdd (vrdtane st'aZnosti zd-
kaznikov);

When nonconforming product is corrected it
shall be subject to re-verification to demonstrare
conformity to the requirements.

When nonconforming product is detected after
delivery or use has started, the organization shall
take action appropriate to the effects, or potential
effects, of the nonconformity.

8.4 Analysis of data

The organization shall determine, collect and ana-
lyse appropriate data to demonstrate the suitability
and effectiveness of the quality management sys-
temn and to evaluate where continual improvement
of the effectiveness of the quality management sys-
tem can be made. This shall include data generated
as a result of monitoring and measurement and
from other relevant sources.

The analysis of data shall provide information re-
lating to '
a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see 7.2.1),

¢) characteristics and trends of processes and
products including opportunities for preven-
tive action, and

d) suppliers.

8.5 Improvement

8.5.1 Continual improvement

The organization shall continually improve the
effectiveness of the quality management system
through the use of the quality policy, quality ob-
jectives, audit results, analysis of data, corrective
and preventive actions and management review.

8.5.2 Corrective action

The organization shall take action to eliminate
the cause of nonconformities in order to prevent
recurrence. Corrective actions shall be appropri-
ate to the effects of the nonconformities encoun-
tered.

A documented procedure shall be established to
define requirements for

a). reviewing nonconformities (including cus-
tomer complaints),



b) uréenie pri¢in nezhdd;

¢) vyhodnotenie potreby ¢innosti na zabrdnenie
vzniku nezhody;

d) urcenie a zavedenie nevyhnutnej ¢innosti;

e) zdznamy vysledkov vykonanej €innosti (po-
zri 4.2.4);

f} preskiimanie vykonanej ndpravnej &innosti.

8.5.3 Preventivna ¢innost’

Organizdcia musi ur€it’ preventivnu ¢innost’ na
odstranenie pric¢in potencidlnych nezhéd, aby za-
branila ich vyskytu. Preventivne ¢innosti musia
zodpovedat’ zdvaznosti potencidlnych problémov.

Musi sa vypracovat’ zdokumentovany postup, v
ktorom sa definuji poZiadavky na:

a) urdenie potencidlnych nezhdd a ich pricin:

b) vyhodnotenie potreby €innosti na zabrdnenie
vzniku nezhdd;

¢) urlenie a zavedenie potrebnej Cinnosti;

d) zdznamy vysledkov vykonanej ¢innosti (po-
zri 4.2.4);

e) preskimanie vykonanej preventivnej ¢innosti.
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b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that
nenconformities do not recur,

d) determining and implementing action needed,

records of the results of action taken (see
4.2.4), and

@
~—

f) reviewing corrective action taken.

8.5.3 Preventive action

The organization shall determine action to elimi-
nate the causes of potential nonconformities in
order to prevent their occurrence. Preventive ac-
tions shall be appropriate to the effects of the po-
tential problems.

A documented procedure shall be established to
define requirements for

a) determining potential nonconformities and
their causes,

b) evaluating the need for action to prevent oc-
currence of nonconformities,

c) determining and implementing action

needed,

d) records of results of action taken (see 4.2.4),
and

e) reviewing preventive action taken.
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Priloha A (informativna)

Sivislost medzi 1ISO 9001: 2000 a ISO 14001: 1996
Tabul'’ka A.1. — Stvislost’ medzi ISO 9001: 2000 a ISO 14001: 1996

ISO 9001: 2000

150 14001: 1996

Uvod Uvod
Vicobecne 0.1
Procesny pristup 0.2
Vetah k 1SO 9004 0.3
Kompatibilita s inymi systémami manaZérstva 0.4
Predmet normy 1 I Predmet normy
Vieobecne 1.1
Aplikicia 1.2
Odkazy na normy 2 2 Odkazy na normy
Terminy a definicie 3 Definicie
Systém manazérstva kvality 4 PoZiadayky systému environmentilneho manaZérstva
Vieobecné poziuduvky 4.1 4.1 Vieobecné poziadavky
Poziadavky na dokumenticiu 4.2
Vieobeene 4.2.1 | 4.4.4 | Dokumenticia systému environmentilneho manaZérstva
Prirucka kvality 422 |44.4 | Dokumenticia systému environmentilneho manazérstva
Riadenie dokumentov 423 |4.4.5 | Operativne riadenie dokumenticie
Riadenie ziznamov 424 |453 | Ziznamy
Zodpovednost' manazmentu 5 4.4.1 | Struktira a zodpovednost
Zdviizok manazmentu 3.1 4.2 Environmentilna politika

4.4.1 | Struktira a zodpovednost
Zameranie sa na zdkuznika S 4.3.1 | Environmentilne aspekiy

4.3.2 | Pravne a iné poZiadavky
Politika kvality 3.3 4.2 Environmentiina politika
Plinovanie 54 4.3 Plinovanic
Ciele kvality 54.1 | 4.3.3 | Dihodobé a krilkodobé ciele
Plinovunie systému manaZérstva kvality 54.2 |4.3.4 | Program (programy) environmentilneho manaZérsiva
Zodpovednost, privomoc a komunikicia 5.5 4.1 Vieabecné poZiadavky
Zodpovednost a privomoc 550 |44.1 | Suukitra a zodpovednost
Predstavitel” manazmentu 5:5.2
Internid komunikiicia 553 |4.4.3 | Komunikicia
Preskimanie manaZmentom 5.6 4.6 Preskimanie manaZmentom
Vieobecne 5.6.1
Vstup do preskimania 5.6.2
Vistup z preskiminia 5.6.3
Manazérstvo zdrojoy 0 44,1 | Strukuira 4 zodpovednost
Poskytovanie zdrojov 6.1
Ludské zdroje 6.2
Vieobecne 6.2.1
Kompetentnost. povedomie a priprava pracovnikov | 6.2.2 | 4.4.2 | Priprava pracovaikev, povedomie a spbsobilost
IntraStruktdra 6.3 4.4.1 | Strukuira a zodpovednost
Pracovné prostredie 6.4

(pokracovanie)



Annex A (informative)

STN EN ISO 9001

Correspondence between ISO 9001:2000 and 1SO14001:1996

Table A.1 — Correspondence between 1SO 9001:2000 and ISO 14001:1996

ISO 9001: 2000

ISO 14001: 1996

Introduction

Introduction

General 0.1
Procesy upproach 0.2
Relationship with 1SO Y004 0.3
Compatibility with other management systems 0.4
Scope 1 1 Scope
General 1.1
Application 12
Normative reference 2 2 Normative references
Terms and definitions 3 3 Definitions
Quality management system 4 4 Environmental management system requirements
General requirements 4.1 4.1 Generul requiremnents
Documentation reguirements 4.2
General 4.2.1 |4.4.4 | Environmental management system documentation
Quality manual 4.2.2 [4.4.4 | Environmental management system documentation
Control of documents 4.2.3 [4.4.5 | Document control
Control of records 424 (453 |Records
Management responsibility 5 4.4.1 | Structure and responsibility
Muanagement commilment 5.1 4.2 Environmental policy

4.4.1 | Stiructure and responsibility
Customer focus 52 4.3.1 | Environmental aspects

4.3.2 | Legal and other requirements
Quality policy 5.3 4.2 Environmental policy
Planning 5.4 4.3 Planning
Quality objectives 5.4.1 |4.3.3 | Objectives und targets
Quality management system planning 542 |4.34 [Environmental management programme(s)
Responsibility, authority and communication 5.5 4.1 General requirements
Responsibility and authority 5.5.1 |4.4.1 | Structure and responsibility
Managemenl representative 5:52
Internal communication 5.5.3 |4.4.3 | Communication
Management review 5.6 4.6 Management review
General 5.6.1
Review input 5.6.2
Review output 5.6.3
Resource management 6 4.4.1 | Structure and responsibility
Provision of resources 6.1
Human resources 6.2
General 6.2.1
Competence, awareness and training 6.2.2 |4.4.2 |Training, awareness and competence
Infrastructure 6.3 4.4.1 | Structure and responsibility
Work environment 6.4




STN EN ISO 9001

Tabul’ka A.1. - (dokonéenie)

IS0 9001: 2000

ISO 14001: 1996

Realizicia produktu 7 4.4 Zavedenie a prevadzka
4.4.6 | Operativne riadenie previdzky
Plinovanie realizdcie produktu 7.1 4.4.6 | Operativne riadenie previdzky
Procesy sdvisiace 50 zdkaznikom Jid
Uréenie poziadaviek ykajicich sa produkiu 7.2.1 | 4.3.1 | Environmentdlne aspekly
4.3.2 | Privne a iné pozZiadavky
4.4.6 | Operativie riadenie previdzky
Preskiimanie poZiadaviek tykajicich su produktu 7.2.2 14.4.6 | Operativne riadenie previdzky
4.3.1 | Environmentilne aspekty
Komunikicia so zakaznikom 7.2.3 (443 | Komunikicia
Nivrh a vyvoj 7.3
Plinovanie ndvrhu a vyvoja 7.3.1 |4.4.6 | Operativne riadenie previdzky
Vitupy do ndvrhu a vyvoja T3P
Vystupy z ndvrhu a vyvoja 733
Preskdmanie nivrhu a vyvoja 734
Verifikicia navrhu a vyvoja T35
Validdcia ndvrhu a vyvoja 7.3.6
Riadenie zmien ndvrhu 4 vyvoja FAEET
Nakupovanie 74 4.4.6 | Operativne riadenie previdzky
Proces nakupovania 7.4.1
Informdcie o nakupovani 74.2
Verifikdcia nakidpeného produktu 743
Vyroba a poskytovanie sluZieb 7.5 4.4.6 | Operativne riadenie previdzky
Riadenie vyroby a poskytovania sluZieb 7.5.1
Validdcia procesov vyroby a poskytovania sluzieb | 7.5.2
[dentifikdcia a sledovatelnost’ 7.5.5
Majetok zikaznika 75.4
Ochrana produkiu 753
Riadenie pristrojov na monitorovanie 4 meranie 7.6 4.5.1 | Monitorovanie i meranie
Meranie, analyza a zlepSovanie 8 4.5 Kontrola u ndpravnd ¢innost
Vieobecne 8.1 4.5.1 | Monitorovanie a meranic
Monitorovanie a meranie 8.2
Spokojnost’ zdkaznika 8.2.1
Interny audit 8.2.2 [4.54 | Audit systému environmentilneho manaZérsiva
Monitorovanie a meranie procesov 8.2.3 [4.5.1 | Monitorovanie a meranie
Monitorovaniz a meranie produktu 8.2.4
Riadenie nezhodného produktu 8.3 4.5.2 [ Nezhoda, ndpravnd a preventivna ¢innost
4.4.7 | Havarijnd pripravenost a odozva
Analyza ddajov 8.4 4.5.1 | Monitorovanie a meranie
Zlepsovanie 8.5 4.2 Environmentilna politika
Trvalé zlepSovanie 8.5.1 [4.3.4 |Program (programy) environmentdlneho manaZérstva
Nipravnd &innost’ 8.5.2 |4.5.2 | Nezhoda, ndpravnd a preventivna ¢innost
Preventivna ginnost’ 853
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Table A.1 - Correspondence between ISO 9001:2000 and ISO 14001:1996 (continued)

ISO 9001:2000 ISO 14001:1996
Product realization 7 4.4 Implementation and operation
4.4.6 | Operational control
Planning of product realization 7.1 4.4.6 | Operational control
Customer-related processes T2
Determination of requirements related to the 7.2.1 |4.3.1 |Environmenial aspects
product 4.3.2 | Legal and other requirements
4.4.6 | Operational control
Review of requirements related to the product 7.2.2 |[4.4.6 |Operational cantrol
4.3.1 | Environmental aspects
Customer communication 7.23 (443 | Communications
Design and development 7.3
Design and development planning 7.3.1 |4.4.6 | Operational control
Design and development inputs 7.3.2
Design and development outputs 7.3.3
Design and development review 7.3.4
Design and development verification 7.3.5
Design and development validation 7.3.6
Control of design and development changes 737
Purchasing 74 4.4.6 | Operational control
Purchasing process 7.4.1
Purchasing information 7.42
Verification of purchased product 743
Production and service provision 7.5 4.4.6 | Operational control
Control of production and service provision 7.5.1
Validation of processes for production and service |7.5.2
provision
Identification und traceability 753
Customer property 754
Preservation of product 7.5:5
Control of monitoring und measuring devices 7.6 4.5.1 | Monitoring and measurement
Measurement. analysis and improvement 8 4.5 Checking and corrective action
General 8.1 4.5.1 | Monitoring and measurement
Monitoring and measurement 8.2
Customer satisfaction §.2.1
Internal audit 822 |4.54 |Environmental management system audit
Monitoring and measurement of processes 8.2.3 [4.5.1 | Monitoring and measurement
Monitoring and measurement of product 8.2.4
Control of nonconforming product 83 4.5.2 | Nonconformance and corrective and preventive action
4.4.7 | Emergency preparedness and response |
Analysis of data 8.4 4.5.1 | Monitoring and measurement
Improvement 8.5 4.2 Environmental policy
Continual improvement 8.5.1 |4.3.4 |Environmental management programme(s)
Corrective action 8.5.2 |4.5.2 | Nonconformance and corrective and preventive action
Preventive action 853
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Tabul’ka A.2 — Stvislost’ medzi ISO 14001: 1996 a ISO 9001: 2000

1SO 14001: 1996

ISO 9001: 2000

Uvod 0 Uvod
0.1 Vieobecne
0.2 | Procesny pristup
0.3 | Vztah k ISO 9004
0.4 Kompatibilita s inymi systémami manaZzérstva
Predmet normy 1 1 Predmet normy
1.1 Vieobecne
1.2 | Aplikdcia
Odkazy na normy 2 2 Odkazy na normy
Definicie 3 Terminy a definicie
Poziadavky systému environmentilneho 4 Systém manazérstva kvality
manazérstva
V3Zeobecné poZiadavky 4.1 |4.1 | VSecobecné poZiadavky
5.5 | Zodpovednost, pravomoc a komunikdcia
5.5.1 | Zodpovednost a privomoc
Environmentdina politika 42 |5.1 | Zdviizok manaZmentu
5.3 | Politika kvality
8.5 | ZlepSovanie
Plinovanie 43 |54 |Plinovanie
Environmentdine aspekly 43.1 [5.2 | Zameranie sa na zdkaznika
7.2.1 | Urgenie poZiadaviek tykajicich sa produktu
7.2.2 | Preskdmanie poZiadaviek tykajicich sa produktu
Privne a iné poZiadavky 4.3.2 |52 | Zameranie sa na zdkaznika
7.2.1 | Urcenie poZiadaviek tykajicich sa produktu
Dlhodobé a kritkodobé ciele 4.3.3 | 5.4.1 | Ciele kvality
Program (programy) environmentdlneho 4.3.4 | 5.4.2 | Plinovanie systému manaZérstva kvality
MEnEGv 8.5.1 | Trvalé zlepsovanie
Zavedenie a previdzka 44 |7 Realizacia produktu
7.1 Plinovanie realizdcie produktu
Struktdra a zodpovednost 44.1 |5 Zodpovednost’ manaZmentu
5.1 Ziviizok manairneﬁ{u
5.5.1 | Zodpovednost a privomoc
5.5.2 | Predstavitel’ manaZzmentu
6 Manazérstvo zdrojov
6.1 Poskytovanie zdrojov
6.2 | Ludské zdroje
6.2.1 | V&eobecne
6.3 | Infradtruktira
6.4 | Pracovné prostredie
Priprava prucovnikov, povedomie 4 spdsobilost 4.4.2 |1 6.2.2 | Kompetentnost, povedomie a priprava pracovnikov
Komunikicia 4.4.3 | 5.5.3 | Internd komunikicia
7.2.3 | Komunikdcia so zdkaznikom
Dokumentdcia systému environmentilneho 444 (42 | PoZiadavky na dokumentdciu
mAnZETsiv 4.2.1 | Vieobecne
4.2.2 | Prirucka kvality
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Table A.2 - Correspondence between [S014001:1996 and ISO 9001:2000

ISO 14001:1996 150 9001:2000
Introduction 0 Introduction
0.1 General
0.2 | Process approach
0.3 | Relationship with 1ISO 9004
0.4 | Compatibility with other management systems
Scope 1 1 Scaope
1.1 General
1.2 | Application
Normative references 2 Normative reference
Definitions 3 Terms and definitions
Environmental management system 4 4 Quality management system
requirements
General requirements 4.1 4.1 | General requirements
5.5 | Responsibility, authority and communication
5.5.1 | Responsibility and authority
Environmental policy 42 |51 | Management commitment
5.3 | Quality policy
8.5 Improvement
Planning 43 |54 |Planning
Environmental aspects 4.3.1 |5.2 | Customer focus
7.2.1 [ Determination of requirements related to the product
7.2.2 | Review of requirements related to the product
Legal and other requirements 4.3.2 |52 | Customer focus
7.2.1 | Determination of requirements related to the product
Objectives and targets 4.3.3 | 5.4.1 | Quality objectives
Environmental management programme(s) 4.3.4 |5.4.2 | Quality management system planning
8.5.1 | Continual improvement
Implementation and operation 44 |7 Product realization
7.1 Planning of product realization 5
Structure and responsibility 44.1 |5 Management responsibility
5.1 Management commitment
3.5.1 | Responsibility and authority
5.5.2 | Management representative
6 Resource management
6.1 | Provision of resources
6.2 | Human resources
6.2.1 | General
6.3 | Infrastructure
6.4 | Work environment _
Training, awareness and competence 4.42 16.2.2 | Competence, awareness and training
Communication 4.4.3 | 5.5.3 | Internal communication
7.2.3 | Customer communication
Environmental management system documentation |4.4.4 |4.2 | Documentation requirements
4.2.1 | General
4.2.2 | Quality manual
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Tabul’kka A.2 — (dokonéenie)

ISO 14001: 1996

[SO 9001: 2000

Operativne radenie dokumenticie 445 |4.2.3 | Riadenic dokumentov
Operativne riadenie previdzky 44.6 |7 Realizdcia produktu
Tl Planovanie realizdcie produkiu
7.2. | Procesy tykajice sa zdkaznika
7.2.1 | Uréenie poZiadaviek tykajiicich sa produktu
7.2.2 | Preskimanie poziadaviek t¥kajdcich sa produktu
7.3 Nivrh a vyvoj
7.3.1 | Plinovanie ndvrhu a vyvoja
7.3.2 | Vstupy do nidvrhu a vyvoja
7.3.3 | Vystupy z ndvrhu a vyvoja
7.3.4 | Preskimanie ndvrhu a vyvoja
7.3.5 | Verifikicia ndvrhu a v¥voji
7.3.6 | Validdcia ndvrhu a vyvoja
7.3.7 | Riadenie zmien ndvrhu a vyvoja
74 Nakupovanie
7.4.1 | Proces nakupovania
7.4.2 | Informdcie o nakupovani
7.4.3 | Verifikdcia nakdpeného produktu
75 Vyroba a poskytovanie sluZieb
7.5.1 | Riadenie vyroby a poskytovania sluZieb
7.5.2 | Validdcia procesu vyroby a poskytovania sluzieb
7.5.3 | Identifikidcia a sledovatelnost’
7.5.4 | Majetok zdkaznika
7.5.5 | Ochrana produktu .
Havarijnd pripravenost a1 odozva 447 |83 Riadenie nezhodného produktu
Kontrola a ndpravnd ¢innost 4.5 8 Meranie, analyza a zlepSovanie
Monitorovanie a meranie 451 |76 Riadenie pristrojov na monitorovanie a meranie
8.1 Vieobecne
8.2 Monitorovanie a merunie
8.2.1 | Spokojnost zdkaznika
8.2.3 | Monitorovanie a meranie procesov
8.2.4 | Monitorovanie a meranie produktu
84 Analyza ddajov
Nezhoda, nipravnd a preventivna &innost 452 |83 Riadenie nezhodného produktu
8.5.2 | Ndpravnd cinnost’
8.5.3 | Preventivna €innost’
Ziznamy 4.5.3 |4.2.4 | Riadenie zdznamov
Audit systému environmentdlneho manaZérstva 4,54 |8.2.2 |Interny audit
Preskimanie manaZmentom 4.6 5.6 Preskiimanie manaZmentom
5.6.1 | Vieobecne
5.6.2 | Vstup do preskdmania
5.6.3 | Vystup z preskiimania
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Table A.2 — Correspondence between ISO 14001:1996 and 1SO 3001:2000 (continued)

ISO 14001:1996 ISO 9001:2000
Document control 4.4.5 {423 | Control of documents
Operational control 446 |7 Product realization
7.1 Planning of product realization

72 Customer-related processes

7.2.1 | Determination of requirements related to the product
7.2.2 | Review of requirements related to the product
s Design and development

7.3.1 | Design and development planning

7.3.2 | Design and development inpuls

7.3.3 | Design and development outpuls

7.3.4 | Design and development review

7.3.5 | Design and development verification

7.3.6 | Design and development validation

7.3.7 | Coatrol of design and development changes
74 Purchasing

7.4.1 | Purchasing process

7.4.2 | Purchasing information

74.3 | Verification of purchased product

75 Production and service provision

7.5.1 | Control of production and service provision
7.5.3 | Identification and traceability

7.5.4 | Customer property

7.5.5 | Preservation of product

7.5.2 | Validation of processes for production and service provision

Emergency preparedness and response 447 |83 Control of nonconforming product
Checking and corrective action 45 |8 Measurement, analysis and improvement
Monitoring and measurement 45.1 (7.6 Control of monitoring and measuring devices
8.1 General
8.2 Monitoring and measurement

§.2.1 | Customer satisfaction
8.2.3 | Monitoring and measurement of processes
8.2.4 | Monitoring and measurement of product

8.4 Analysis of data

Nonconformance and corrective and preven- |4.5.2 | 8.3 Control of nonconforming product

REHEhOT 8.5.2 | Corrective action

8.5.3 | Preventive action

Records 4.5.3 |4.2.4 | Control of records
Environmental management system audit 4.54 |8.2.2 |Internal audit
Management review 46 |5.6 Management review

5.6.1 | General
5.6.2 | Review input

5.6.3 | Review output
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Priloha B (informativna)

Suvislost’ medzi ISO 9001: 2000 a ISO 9001: 1994

Tabulka B.l — Stvislost® medzi ISO 9001: 1994 a ISO 9001: 2000

ISO 9001: 1994

ISO 9001: 2000

1 Predmet normy

2 Odkazy na normy 2

3 Definicie

4 Poziadavky na systém kvality [len nizov|

4.1 Zodpovednost manaZzmentu [len nizov|

4.1.1 Politika kvality

4.1.2 Organizdcia [len ndzov] 51+53+54.1
4.1.2.1 Zodpovednost a privomoc 5.5.1
4.1.2.2 Zdroje 6.1 +6.2.1
4.1.2.3 Predstavitel mana¥mentu 5.52

4.1.3 Preskimanie manaZmentom 5.6.1 +8.5.1
4.2 Systém kvality [len ndzov]|

4.2.1 Vieobecne 4.1 4422
4.2.2 Postupy systému kvality 4.2.1

4.2.3 Planovanie kvality 542471

4.3 Preskimanie zmluvy [len ndzov]|
4.3.1 Vieobecne
4.3.2 Preskimanie

52+7.2.1+722+4723

4.3.3 Zmena zmluvy 7:2:2
4.3.4 Zaznamy 7.2.2
4.4 Operativne riadenie dizajnu |len ndzov]|

4.4.1 V3eobecne

4.4.2 Pldnovanie dizajnu a vyvoja 7.3.1
4.4.3 Organizatné a technické rozhrania 7.3.1
4.4.4 Vsupné poZiadavky 7214732
4.4.5 Vysledny dizajn 7.3.3
4.4.6 Preskimanie dizajnu 7.34
4.4.7 Overovanie dizajnu 7.3.5
4.4.8 Potvrdenie platnosti dizajnu 7.3.6
4.4.9 Zmeny dizajnu 7.3.7
4.5 Operutivne riadenie dokumenticie a idajov [len ndzov]|

4.5.1 VSeobecne 423
4.5.2 Schval'ovanie a vyddvanie dokumenticie a ddajov 423
4.5.3 Zmeny v dokumentdcii a ddajoch 4.2.3
4.6 Nakupovanie [len ndzov]

4.6.1 Vieobecne

4.6.2 Hodnotenie subdodivatel'ov 7.4.1
4.6.3 Udaje 0 nakupovanych vyrobkoch 7.4.2
4.6.4 Overovanie nakupovanych vyrobkov 7.4.3
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Annex B (Informative)

STN EN 1509001

Correspondence between ISO 9001:2000 a ISO 9001:1994
Table B.1 — Correspondence between ISO 9001:1994 a ISO 9001:2000

ISO 2001:1994 ISO 2001:2000
1 Scope 1
2 Normative reference 2
3 Definitions 3
4 Quality system requirements [title only]
4.1 Management responsibility [title only|
4.1.1 Quality policy 3.1+53+54.1
4.1.2 Organization [title only]
4.1.2.1 Responsibility and authority 5.5.1
4.1.2.2 Resources 6.1 +6.2.1
4.1.2.3 Management representative 553
4.1.3 Management review 5.6.1 +8.5.1
4.2 Quality system [title only]
4.2.1 General 4.1+422
4.2.2 Quality system procedures 4.2.1
4.2.3 Quality planning 542+7.1
4.3 Contract review [title only]
4.3.1 General
4.3.2 Review 52+72.1+722+723
4.3.3 Amendment 10 a contract 722
4.3.4 Records e
4.4 Degign control [title only]
4.4.1 General
4.4.2 Design and development planning 73
4.4.3 Organizational and technical interfaces 7.3.1
4.4.4 Design input 7.2.1+7.3.2
4.4.5 Design output 7.3.3
4.4.6 Design review 734
4.4.7 Design verification 7.3.5
4.4.8 Design validation 7.3.6
4.4.9 Design changes 7.3.7
4.5 Document and data control [title only]
4.5.1 General 423
4.5.2 Document and data approval and issue 423
4.5.3 Document and data changes 4.2.3
4.6 Purchasing [title only]
4.6.1 General
4.6.2 Evaluation of subcontractors 74.1
4.6.3 Purchasing data 7.4.2
4.6.4 Verification of purchased product 743
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Tabulka B.1 — (dokonéenie)

ISO 9001: 1994 ISO 9001: 2000
4.7 Overovanie vyrobku dodaného zikaznikom 7.5.4
4.8 Identifikovatelnost’ vyrobku a sledovatelnost 7.5.3

4.9 Operativne riadenie

6.3+64+751+75.2

4.10 Kontrola a skdSanie |len ndzov|

4.10.1 Vieobecne 7.1 +48.1
4.10.2 Vstupnd kontrola skiSanie 743+824
4.10.3 Medzioperacnd kontrola a skiisanie 8.2.4

4.10.4 Vystupn4 kontrota a skii§anie 8.2.4

4.10.5 Zdznamy o kontrole a skigkach 7.53+824
4.11 Operativne riadenie kontrolného, meracieho a skdSobného zariadenia [len ndzov]

4.11.1 Vieobecne 7.6

4.11.2 Postup operativneho riadenia 7.6

4.12 Stav po kontrole a skidskach 7.5.3

4.13 Operativne riadenie nezhodného vyrobku [len nizov]

4.13.1 Vieobecne 8.3

4.13.2 Preskimanie nezhody a zaobchéddzanie s nezhodnym vyrobkom 83

4.14 Ndpravnd a preventivna &innost [len ndzov]

4.14.1 VEeobecne 8.5.2+8.5.3
4.14.2 Nipravnd &innost’ 852 .
4.14.3 Preventivna &innost §.5.3

4.15 Manipuldcia, skladovanie, balenie, ochrana a doddvanie |len ndzov]

4.15.1 Vieobecne

4.15.2 Manipuldcia 7:5:5

4.15.3 Skladovanie T5'5

4.15.4 Balenie 755

4.15.5 Ochrana 7.5.5

4.15.6 Doddvanie 7.5.1

4.16 Operativne riadenie zdznamov o kvalite 424

4.17 Interné audity kvality 822 +8.23
4.18 Priprava pracovnikov 6.2.2

4.19 Obsluha 7.5.1

4.20 Statistické met6dy [len nizov|
4.20.1 Zistovanie potreby
4.20.2 Postupy

8.1+823+824+84
8.1+823+824+84
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Table B.1 - Correspondence between ISO 9001:1994 a ISO 9001:2000 (continued)

ISO 9001:1994 ISO 9001:2000
4.7 Control of customer-supplied product 754
4.8 Product identification and traceubility 7:5.3

4.9 Process control

63+64+75.1+752

4.10 Inspection and testing [title only]

4.10.1 General 7.1 +8.1
4.10.2 Receiving inspection and testing 743+ 824
4.10.3 In-process inspection and testing 8.24

4.10.4 Final inspection and testing 8.2.4

4.10.5 Inspection and test records 753+8.24
4.11 Control of inspection, measuring and test equipment |[title only|

4.11.1 General 7.6

4.11.2 Control procedure 7.6

4.12 Inspection and test status 7.5.3

4.13 Control of nonconforming product [title only]

4.13.1 General 83

4.13.2 Review and disposition of nonconforming product 8.3

4.14 Corrective and preventive action [Litle only]

4.14.1 General 8.5.2+8.5.3
4.14.2 Corrective action 8.5.2

4.14.3 Preventive action 8.5.3

4.15 Handling, storage, packaging, preservation & delivery [title only]

4.15.1 General

4.15.2 Handling 7.5.5

4.15.3 Storage 7.5.5

4.15.4 Packaging 755

4.15.5 Preservation 755

4.15.6 Delivery 7.5.1

4.16 Control of quality records 4.24

4.17 Internal quality audits 8.22+8.23
4.18 Training 6.2.2

4.19 Servicing 7.5.1

4,20 Statistical techniques [title only]
4.20.1 Identification of need
4.20.2 Procedures

8.1+8.23+824+84
8.1 +823+824+84
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Tabulka B.2 — Savislost’ medzi ISO 9001: 2000 a ISO 9001: 1994

ISO 9001: 2000

ISO 9001: 1994

1 Predmet normy 1

1.1 Vieobecne

1.2 Aplikiicia

2 Odkazy na normy

3 Terminy a definicie 3

4 Systém manazérstva kvality |len nizov]

4,1 Vieobeené poziadavky 4.2.1
4.2 Vieobecné poziadavky na dokumenticiu |len nizov]|

4.2.1 V3eobecne 4,22
4.2.2 Prirucka kvality 4.2.1
4.2.3 Riudenic dokumentov 45.1+452+453
4.2.4 Riadenie zdznamov 4.16

5 Zodpovednost' manazmentu [len nizov|

5.1 Ziviizok manazmeniu 4.1.1
5.2 Zameranie sa na zidkaznika 4.3.2
5.3 Politika kvality 4.1.1
5.4 Pldnovanie [len ndzov|

5.4.1 Ciele kvality 4.1.1
5.4.2 Planovanie systému manaZérstva kvality 4.23
5.5 Zodpovednost. privomoc & komunikicia [len nizov|

5.5.1 Zodpovednost a privomoc 4.1.2.1
5.5.2 Predstavitel manaZmentu 4.1.2.3
5.5.3 Intern: komunikdcia

5.6 Preskimanic manazmentom [len nizov|

5.6.1 Vieobecne 4.13
5.6.2 Vstup do preskimania

5.6.3 Vystup z preskamania

6 ManaZzérstvo zdrojov |len nizov]|

6.1 Poskytovanie zdrojov 4.1.2.2
6.2 Ludské zdroje [len ndzov|

6.2.1 V3eobecne 4.1.2.2
6.2.2 Kompetentnost', povedomie a priprava pracovnikov 4.18
6.3 Infrastruktira 4.9
6.4 Pracovné prostredie 4.9

7 Realizdcia produktu [len ndzov|

7.1 Plinovanie realizdcie produktu

4.2.3 +4.10.1

7.2 Procesy tykajtce sa zikaznika |len nizov|

7.2.1 Uréenice poZiadaviek tykajicich sa produktu 43.2+444

7.2.2 Preskdmanie poZiadaviek tykajiicich sa produktu 432+433+434
7.2.3 Komunikicia so zikaznikom 4.3.2

7.3 Nivrh a vyvoj [len ndzov]

7.3.1 Pliinovanie ndvrhu a vyvoja 442 +443

7.3.2 Vstupy do ndvrhu a vyvoja 444
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Table B.2 — Correspondence between 1SO 9001:2000 a ISO 9001:1994

ISO 9001:2000 ISO 9001:1994
1 Scope 1
1.1 General
1.2 Application
2 Normative reference
3 Terms and definitions
4 Quality management system [title only]
4.1 General requirements 4.2.1
4.2 Documenlation requirements [title only|
4.2.1 General 422
4.2.2 Quality manual 4.2.1
4.2.3 Control of documents 4.5.1+452+453
4.2.4 Control of records 4.16
5 Management responsibility [title only]
5.1 Management commitment 4.1.1
5.2 Customer focus 432
5.3 Quality policy 4.1.1
5.4 Planning [litle only]
5.4.1 Quality objectives 4.1.1
5.4.2 Quality management system planning 423
5.5 Respensibility, authority and communicatien (title only]
5.5.1 Responsibility and authority 4.1.2.1
5.5.2 Management representative 4.1.2.3
5.5.3 Internal communication
5.6 Management review [title only]
5.6.1 General 4.13
5.6.2 Review input
5.6.3 Review output
6 Resource management [litle only]|
6.1 Provision of resources 4,1.2.2
6.2 Human resources [title only|
6.2.1 General 4.1.2.2
6.2.2 Competence. awareness and training 4.18
6.3 Infrastructure 4.9
6.4 Work environment 4.9
7 Product realization [title only|
7.1 Planning of product realization 423 +4.10.1
7.2 Customer-related processes |title only]
7.2.1 Determination of requirements related to the product 422+444
7.2.2 Review of requirements related to the product 432+433+4.34
7.2.3 Customer communication 432
7.3 Design and development [title only]
7.3.1 Design and development planning 442 +443
7.3.2 Design and development inputs 444
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Tabul’ka B.2 — (dokondenie)

ISO 9601: 2000

ISO 9001: 1994

7.3.3 Vystupy z ndvrhu a vyvoja 445

7.3.4 Preskiimanie ndvrhu a vyvoja 4.4.6

7.3.5 Verifikdcia ndvrhu a vivoja 4.4.7

7.3.6 Validicia ndvrhu a vyvoja 4.4.8

7.3.7 Riadenie zmien ndvrhu a vyvoja 449

7.4 Nakupovanie [len ndzov|

7.4.1 Proces nakupovania 4.6.2

7.4.2 Informicie o nakupovani 4.6.3

7.4.3 Verifikicia nakipeného produktu 4.6.4 +4.10.2

7.5 Vyroba a poskytovanie sluZieb [len ndzov]

7.5.1 Riadenie vyroby a poskytovania sluzieb

49 +4.15.6 +4.19

7.5.2 Validdcia procesov vyroby « poskytovania sluZieb 4.9

7.3.3 Identifikdcia a sledovatelnost 4.8 +4.10.5 +4.12

7.5.4 Majetok zikaznika 4.7

7.5.5 Ochrana produktu 4.152+4.153+4.154 +4.155
7.6 Riadenie pristrojov na monitorovanie a meranie 4.11.1 +4.11.2

8 Meranie, analyza a zlepSovanie [len ndzov|

8.1 Viseobecne

4.10.1 +4.20.1 +4.20.2

4.2 Monitorovanie 4 meranie |len ndzov|
8.2.1 Spokojnost’ zdkaznika

4.2.2 Interny audit

8.2.3 Monitorovanie a meranie procesov

8.2.4 Monitorovanie a meranie produktu

4.17
4.17+4.20.1 +4.20.2
4102 +4.103 +4.104 +4.10.5 +4.20.1 +4.20.2

8.3 Riadenie nezhodného produktu 4.13.1 +4.13.2
8.4 Analyza ddajov 4.20.1 +4.20.2
8.5 ZlepSovanie [len ndzov|

8.5.1 Trvalé zlepSovanie 4.1.3

4.5.2 Ndpravnd ¢innost 4.14.1 +4.14.2
4.5.3 Preventivna ¢innost’ 4.14.1 +4.14.3
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STN EN IS0 9001

ISO 9001:2000 ISO 9001:1994

7.3.3 Design and development outputs 445

7.3.4 Design and development review 446

7.3.5 Design and development verification 447

7.3.6 Design and development validation 448

7.3.7 Control of design and development changes 449

7.4 Purchasing [title only|

7.4.1 Purchasing process 4.6.2

7.4.2 Purchasing information 4.6.3

7.4.3 Verification of purchased product 464 +4.10.2

7.5 Production and service provision [title only]

7.5.1 Control of production and service provision

7.5.2 Validation of processes for production and service provision
7.5.3 Identification and traceability

7.5.4 Customer property

7.5.5 Preservation of product

49 +4.15.6+4.19

4.9

4.8+ 4.10.5 +4.12

47

4.15.2+4.15.3+4.15.4 +4.15.5

7.6 Control of monitoring and measuring devices

4.11.1+4.11.2

8 Measurement. analysis and improvement [title only]

8.1 General

4.10.1 +4.20.1 +4.20.2

8.2 Monitoring and measurement [title only|
8.2.1 Customer satisfaction

8.2.2 Internal audit

8.2.3 Meonitoring and measurement of processes

8.2.4 Monitoring and measurement of product

4.17
4.17+4.20.1 +4.20.2

4.102+4.103 +4.104 +4.10.5 + 4.20.1 +4.20.2

8.3 Control of nonconforming product 4.13.1+4.132
8.4 Analvsis of data 4.20.1+4.20.2
8.5 Improvement [title only]

8.5.1 Continual improvement 4.1.3

8.5.2 Corrective action 4.14.1 +4.14.2
8.5.3 Preventive action 4.14.1+4.14.3
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Priloha ZA (normativna)

Odkazy na medzinarodné normy a im zodpovedajlce eurépske normy

Tiéto eurépska norma obsahuje datované a nedatované odkazy na iné normy. Tieto odkazy na normy sa ci-
tujii na prisluinych miestach v texte, pricom normy st uvedené d'alej. Pri datovanych odkazoch sa d'alSie
zmeny alebo revizie ktorejkol'vek z tychto noriem pouZiji v tejto norme vtedy, ak si do nej zahrnuté jej
zmenou alebo reviziou. Pri nedatovanych odkazoch sa pouZiva najnoviie vydanie citovanej normy (vrita-
ne zmien).

POZNAMEKA. — Ak su medzindrodné vydanie modifikovalo beznymi madifikiciami oznatenymi (mod.), plati prisluiné vy-
danie EN/HD.

Norma Rok Nazov EN/HD Rok

ISO 9000 2000 Quality management systems — Fundamentals and Vocabulary ~ ENISO 9000 2000
(Systémy manaZérstva kvality. Zaklady a slovnik)
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Annex ZA (normative)

Normative references to international publications with their corresponding
European publications

This European Standard incorporates, by dated or undated reference, provisions from other publications.
These normative references are cited at the appropriate places in the text, and the publications are listed
hereafter. For dated references, subsequent amendments to or revisions of any of these publications apply
to this European Standard only when incorporated in it by amendment or revision. For undated references
the latest edition of the publication referred to applies (including amendments).

Publication Year Title EN/HD Year
ISO 9000 2000 Quality management systems — Fundamentals and EN ISO 9000 2000
Vocabulary
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Upozornenie: Zmeny a opravy ako aj sprévy o novych vydanych slovenskych technickych normdch si
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