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Uvod
0.1 VsSeobecne

Zavedenie systému manazérstva kvality je pre
organizaciu strategické rozhodnutie, ktoré méoze
pomdct zlepSovat jej celkovu vykonnost a po-
skytnut’ pevny zaklad pre udrzatelny rozvoj pod-
netov.

Potencialne prinosy implementacie systému
manazérstva kvality zaloZené na tejto medzina-
rodnej norme su pre organizaciu:

a) schopnost trvalo poskytovat produkty
a sluzby, ktoré splnia poziadavky zakaz-
nika, aplikovatelné poziadavky predpisov
a regulacné poziadavky;

b) podpora prilezitosti na zveladovanie spo-
kojnosti zakaznika;

c) zvladanie rizik a prilezitosti spojenych s jej
suvislostami a cielmi;

d) schopnost preukazat zhodu systému ma-
nazérstva kvality so Specifikovanymi po-
Ziadavkami.

Tato medzinarodna norma méze byt uzitocna
pre interné a externé strany.

Nie je zamerom tejto medzinarodnej normy im-
plementovat potrebu:

— jednotnosti Struktury réznych systémov
manazérstva kvality;

— usporiadania dokumentacie Strukture ka-
pitol tejto medzinarodnej normy;

— pouzivania Specifickej terminologie tejto
medzinarodnej normy v organizacii.

Poziadavky na systém manazérstva kvality, ktoré
Specifikuje tato medzinarodna norma, su dopliu-
juce k poziadavkam na produkty a sluzby.

Tato medzinarodna norma pouziva procesny
pristup, ktory zahffia cyklus Planuj — Urob —
Kontroluj — Konaj (PDCA) s uvazovanim zalo-
Zenom na riziku.

Procesny pristup umozrfiuje organizacii, aby
planovala jej procesy a ich vzajomné prepoje-
nie.

Cyklus PDCA umozZzhuje organizacii, aby zabez-
pecila, Ze jej procesy sa primerane riadia, maju
dostato¢né zdroje a Ze uréuju a realizuju prilezi-
tosti na zlepSovanie.

Introduction
0.1 General

The adoption of a quality management system
is a strategic decision for an organization that
can help to improve its overall performance and
provide a sound basis for sustainable develop-
ment initiatives.

The potential benefits to an organization of im-
plementing a quality management system ba-
sed on this International Standard are:

a) the ability to consistently provide products
and services that meet customer and ap-
plicable statutory and regulatory require-
ments;

b) facilitating opportunities to enhance cus-
tomer satisfaction;

¢) addressing risks and opportunities asso-
ciated with its context and objectives;

d) the ability to demonstrate conformity to
specified quality management system re-
quirements.

This International Standard can be used by in-
ternal and external parties.

It is not the intent of this International Standard
to imply the need for:

— uniformity in the structure of different qu-
ality management systems;

— alignment of documentation to the clause
structure of this International Standard;

— the use of the specific terminology of this
International Standard within the organi-
zation.

The quality management system requirements
specified in this International Standard are com-
plementary to requirements for products and
services.

This International Standard employs the pro-
cess approach, which incorporates the Plan-
Do-Check-Act (PDCA) cycle and risk-based
thinking.

The process approach enables an organization
to plan its processes and their interactions.

The PDCA cycle enables an organization to
ensure that its processes are adequately reso-
urced and managed, and that opportunities for
improvement are determined and acted on.



UvaZovanie zaloZzené na riziku umozriuje organi-
z4cii, aby urcila faktory, ktoré by mohli zapriCinit,
Ze jej procesy a systém manazérstva kvality sa
odchylia od planovanych vysledkov, a aby prijala
preventivne riadiace d&innosti na minimalizaciu
negativnych vplyvov a maximalne vyuzivanie pri-
lezitosti, ak sa vyskytnu (pozri kapitolu A.4).

Trvalé plnenie poziadaviek a usmernenie budu-
cich potrieb a o€akavani je vyzvou pre organi-
zacie v stale rastucej dynamike a komplexnosti
prostredia. Na dosiahnutie tohto ciela organiza-
cia by si mala okrem napravy a trvalého zlep-
Sovania osvojit rozne formy zlepSovania, napr.
prevratna zmena, inovacia a reorganizacia.

V tejto medzinarodnej norme sa pouZzivaju tieto
formy slovies:

— ,musi“ — upozorfiuje na poziadavku;
— ,ma byt“ — upozorfiuje na odporucanie;
— ,Smie“ — upozorfiuje na povolenie;

— ,mdze“ — upozorfiuje na moznost alebo
spbsobilost.

Informacie oznagené ako ,POZNAMKA® st na-
vodom na pochopenie a objasnenie prislusnej
poziadavky.

0.2 Zasady manazérstva kvality

Tato medzinarodna norma sa zaklada na zasa-
dach manazérstva kvality opisanych v norme
ISO 9000. Opis kazdej zasady zahffia definiciu
a zdbévodnenie, preco je princip pre organizaciu
dolezity, priklady niektorych prinosov spojenych
so zasadou a priklady typickych ¢&innosti na
zlepSovanie vykonnosti organizacie, ak sa za-
sada aplikuje.

Zasady manazérstva kvality su:
— zameranie sa na zakaznika;
— vodcovstvo;
— zapojenie ludi;
— procesny pristup;
— zlepSovanie;
— rozhodnutie zalozené na dbkaze;

— manazérstvo vztahov.
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Risk-based thinking enables an organization to
determine the factors that could cause its pro-
cesses and its quality management system to
deviate from the planned results, to put in place
preventive controls to minimize negative effects
and to make maximum use of opportunities as
they arise (see Clause A .4).

Consistently meeting requirements and addres-
sing future needs and expectations poses
a challenge for organizations in an increasingly
dynamic and complex environment. To achieve
this objective, the organization might find it ne-
cessary to adopt various forms of improvement
in addition to correction and continual impro-
vement, such as breakthrough change, innova-
tion and re-organization.

In this International Standard, the following ver-
bal forms are used:

— “shall” indicates a requirement;
— “should” indicates a recommendation;
— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance
in understanding or clarifying the associated
requirement.

0.2 Quality management principles

This International Standard is based on the qu-
ality management principles described in
ISO 9000. The descriptions include a statement
of each principle, a rationale of why the princip-
le is important for the organization, some exam-
ples of benefits associated with the principle
and examples of typical actions to improve the
organization's performance when applying the
principle.

The quality management principles are:
— customer focus;
— leadership;
— engagement of people;
— process approach;
— improvement;
— evidence-based decision making;

— relationship management.
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0.3 Procesny pristup
0.3.1

Tato medzinarodna norma podporuje osvojenie
procesného pristupu, ked vytvara, implementuje
a zlepSuje efektivnost systému manazZérstva
kvality na zvefadovanie spokojnosti zakaznika
splnenim jeho poziadaviek. Zvazované Specific-
ké poziadavky, ktoré su zakladom osvojenia pro-
cesného pristupu, zahfha ¢l. 4.4.

VSeobecne

Pochopenie a manazérstvo vzajomne previaza-
nych procesov ako systému prispieva k efek-
tivnosti a ucCinnosti organizacie v dosahovani
zamySlanych vysledkov. Tento pristup umoznuje
organizacii, aby riadila vzajomné vztahy a vza-
jomné zavislosti medzi procesmi systému tak, ze
sa mOze zveladovat celkova vykonnost’ organi-
zacie.

Procesny pristup vyzaduje systematické defino-
vanie a manazérstvo procesov a ich vzajomnych
vazieb tak, aby sa dosiahli zamySlané vysledky
v sulade s politikou kvality a strategickym sme-
rovanim organizacie. Organizacie mézu mana-
Zérstvo procesov a systému ako celku dosiahnut
s vyuzitim cyklu PDCA (pozri €l. 0.3.2) na celko-
vé zameranie uvazovania zalozeného na riziku
(pozri €l. 0.3.3) zacielené na prijaté vyhody pri-
lezitosti a prevenciu nezelanych vysledkov.

Aplikacia procesného pristupu v systéme ma-
nazérstva kvality umoznuje:

a) pochopenie a dbslednost v plneni pozia-
daviek;

b) zvazovanie pridanej hodnoty procesov;

c) dosahovanie efektivnej vykonnosti proce-
Sov;

d) zlepSovanie procesov zalozené na hodno-
teni udajov a informacii.

Obrazok 1 schematicky zobrazuje akykolvek
proces a ukazuje vzajomné vazby jeho prvkov.
Pre riadenie su nevyhnutné kontrolné body mo-
nitorovania a merania Specifické v kazdom pro-
cese a budu sa v zavislosti od prislusnych rizik
menit’.
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0.3 Process approach
0.3.1

This International Standard promotes the
adoption of a process approach when develo-
ping, implementing and improving the effec-
tiveness of a quality management system, to
enhance customer satisfaction by meeting
customer requirements. Specific requirements
considered essential to the adoption of a pro-
cess approach are included in 4.4.

General

Understanding and managing interrelated pro-
cesses as a system contributes to the orga-
nization's effectiveness and efficiency in achie-
ving its intended results. This approach ena-
bles the organization to control the interre-
lationships and interdependencies among the
processes of the system, so that the overall
performance of the organization can be enhan-
ced.

The process approach involves the systematic
definition and management of processes, and
their interactions, so as to achieve the inten-
ded results in accordance with the quality
policy and strategic direction of the organiza-
tion. Management of the processes and the
system as a whole can be achieved using the
PDCA cycle (see 0.3.2) with an overall focus
on risk-based thinking (see 0.3.3) aimed at ta-
king advantage of opportunities and preventing
undesirable results.

The application of the process approach in
a quality management system enables:

a) understanding and consistency in mee-
ting requirements;

b) the consideration of processes in terms
of added value;

c) the achievement of effective process
performance;

d) improvement of processes based on
evaluation of data and information.

Figure 1 gives a schematic representation of
any process and shows the interaction of its
elements. The monitoring and measuring
check points, which are necessary for control,
are specific to each process and will vary de-
pending on the related risks.
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Obrazok 1 — Schematické zobrazenie prvkov jednotlivého procesu
e
| Starting point | | End point |
e ___I___J
I
Sources of Inputs Inputs Activities Outputs Receivers of Outputs
PREDECESSOR MATTER, MATTER, SUBSEQUENT
PROCESSES ENERGY ENERGY PROCESSES
e.g. at providers INFORMATION, INFORMATION, e.g. at customers
(internal or external) e.g.in the e.g.in the (internal or external),
at customers, form of materials, form of product, at other relevant
at other relevant resources, service, interested parties
interested parties requirements decision

Possible controls and
check points to monitor
and measure performance

Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Cyklus Planuj — Urob — Kontroluj — 0.3.2 Plan-Do-Check-Act cycle
Konaj (PDCA)

Cyklus PDCA sa méze aplikovat na vSetky pro-  The PDCA cycle can be applied to all proces-
cesy a na systém manazérstva kvality ako celok. ses and to the quality management system as
Obrazok 2 zobrazuje, ako sa kapitoly 4 az 10 a whole. Figure 2 illustrates how Clauses 4 to

mdzu zoskupit vo vztahu k cyklu PDCA. 10 can be grouped in relation to the PDCA
cycle.
( , . . \
: Systém manazérstva kvality (4)

Suvislosti
organizacie (4)

Podpora

& a prevadzka
O
\\\\ A\ Spokojnost
o zakaznika
| 2
y .

Lo 4/ vystedky
<,
TR\ ams

Planovanie

(6)

Poziadavky ,__;l
zakaznikov "_vl

vykonnosti

(5)

. 9) by
i , N
j;_ | — Produkty
! ontroluj 5
- ,\7 i a sluzby
4 !

Potreby a o¢akéavania
relevantnych

7

|

| .

Zlepsovanie
zainteresovanych |
\

(10)

stran (4)

POZNAMKA. — Cisla v zatvorkach odkazujd na kapitoly medzinarodnej normy ISO 9001: 2015.

Obrazok 2 — Zobrazenie Struktiry medzinarodnej normy ISO 9001: 2015 do cyklu PDCA
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-~ Quality Management System (4) .

Organization
and its context

Support

4) i (7,
S 0 tion
S pera
.y (8)
~
T‘\A Plan 7 Customer
; ' satisfaction
| * 4
e Planning ___[ Leadership B Pe‘r;(;;zlt?:;e JL\— Results of
ustomer (6) (5) € )\ the QMS
requirements 9 é \1
i |
| N

Products and
Check services

Act

Needs and
expectations of
relevant \
interested \
parties (4) .
N~

Improvement
(10)

NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle

Cyklus PDCA sa méze v kratkosti opisat’ takto: The PDCA cycle can be briefly described as

follows:

— Planuj: Vytvor ciele pre systém a jeho pro- — Plan: establish the objectives of the
cesy, pre zdroje potrebné na dodavanie system and its processes, and the re-
vysledkov v sulade s poziadavkami zakaz- sources needed to deliver results in
nika, politikami organizacie a identifikuj accordance with customers' require-
a zvladaj rizika a prilezitosti. ments and the organization's policies,

and identify and address risks and op-
portunities;

— Urob: Implementuj, ¢o sa naplanovalo. — Do: implement what was planned;

— Kontroluj: Monitoruj a (ak treba) meraj — Check: monitor and (where applicable)
procesy a vysledné produkty a sluzby measure processes and the resulting
oproti politikam, ciefom, poziadavkam, pla- products and services against policies,
novanym c¢innostiam a podavaj spravy objectives, requirements and planned
o vysledkoch. activities, and report the results;

— Konaj: Ak je nevyhnutné, prijmi opatrenia — Act: take actions to improve performan-
na zlepSenie vykonnosti. ce, as necessary.

13



STN EN ISO 9001: 2016

0.3.3 Uvazovanie zalozené na riziku

Uvazovanie zalozené na riziku (pozri kapitolu
A.4) je podstatou na dosiahnutie efektivheho
systému manazérstva kvality. Koncepcia uvazo-
vania zalozeného na riziku bola nepriamo zahr-
nuta v predchadzajucich vydaniach tejto medzi-
narodnej normy. Norma zahffia napr. vykonanie
preventivneho opatrenia na eliminaciu poten-
cialnych nezhéd, na analyzovanie akejkolvek
nezhody, ktora sa vyskytne, a na prijatie opatre-
nia na prevenciu opakovaného vyskytu, ktoré
zavisi od désledkov nezhody.

Na splnenie poziadaviek tejto medzinarodnej
normy organizacia potrebuje planovat a imple-
mentovat opatrenia na zvladanie rizik a prile-
zitosti. Zvladanie rizik, ako aj prilezitosti vytvara
zaklad na zvySovanie efektivnosti systému ma-
nazérstva kvality, na dosahovanie zlepSenych
vysledkov a na prevenciu negativnych désled-
kov.

Prilezitosti m6zu vznikat ako vysledok priaznivej
situacie na dosiahnutie zamyslaného vysledku,
napr. suboru okolnosti, ktoré dovolia organizacii
prildakat zakaznikov, vyvoja novych produktov
a sluzieb, redukcie odpadov alebo zlepSenia pro-
duktivity. Opatrenia na zvladanie prilezitosti mézu
zahffiat' aj uvahy spojené s rizikami. Riziko je do-
sledkom neistoty a akakolvek neistota méze mat
negativne alebo pozitivne désledky. Pozitivha
odchylka, ktora vznika z rizika, méze poskytnut
prilezitost, ale nie vSetky pozitivne dosledky vy-
sledkov rizika vedu k prilezitostiam.

0.4 Vztah s dalSimi normami systému
manazérstva

Tato medzinarodna norma aplikuje Cast’ prace,
ktoru vytvorila ISO na zlepSenie zjednotenia
medzi jej medzinarodnymi normami pre systémy
manazérstva (pozri kapitolu A.1).

Tato medzinarodna norma umoznuje organiza-
cii, aby vyuzila procesny pristup spojeny s cy-
klom PDCA a s uvazovanim zalozenom na riziku
zjednotit alebo integrovat svoj systém mana-
Zérstva s poziadavkami dalSich noriem systému
manazérstva.

Tato medzinarodna norma odkazuje na normy
ISO 9000 a ISO 9004 takto:

— Norma ISO 9000 Systémy manaZérstva
kvality. Zaklady a slovnik poskytuje po-
trebné predpoklady na vhodné pocho-
penie a implementaciu tejto medzina-
rodnej normy;
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0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essen-
tial for achieving an effective quality mana-
gement system. The concept of risk-based
thinking has been implicit in previous editions
of this International Standard including, for
example, carrying out preventive action to eli-
minate potential nonconformities, analysing
any nonconformities that do occur, and taking
action to prevent recurrence that is appropriate
for the effects of the nonconformity.

To conform to the requirements of this Interna-
tional Standard, an organization needs to plan
and implement actions to address risks and
opportunities. Addressing both risks and op-
portunities establishes a basis for increasing
the effectiveness of the quality management
system, achieving improved results and pre-
venting negative effects.

Opportunities can arise as a result of a situa-
tion favourable to achieving an intended result,
for example, a set of circumstances that allow
the organization to attract customers, develop
new products and services, reduce waste or
improve productivity. Actions to address op-
portunities can also include consideration of
associated risks. Risk is the effect of uncerta-
inty and any such uncertainty can have posi-
tive or negative effects. A positive deviation
arising from a risk can provide an opportunity,
but not all positive effects of risk result in op-
portunities.

0.4 Relationship with other management
system standards

This International Standard applies the frame-
work developed by ISO to improve alignment
among its International Standards for mana-
gement systems (see Clause A.1).

This International Standard enables an organi-
zation to use the process approach, coupled
with the PDCA cycle and risk-based thinking,
to align or integrate its quality management
system with the requirements of other mana-
gement system standards.

This International Standard relates to ISO 9000
and ISO 9004 as follows:

— 18O 9000 Quality management systems
— Fundamentals and vocabulary provi-
des essential background for the proper
understanding and implementation of
this International Standard;



— norma ISO 9004 Manazérstvo trvalého us-
pechu organizacie. Pristup manaZérstva
kvality poskytuje navod pre organizacie,
ktory si vyberu pre dalSi rozvoj poziadaviek
tejto medzinarodnej normy.

Priloha B poskytuje detaily dalSich medzina-
rodnych noriem o manazérstve kvality a o systé-
moch manazérstva kvality, ktoré vytvorila tech-
nicka komisia ISO/TC 176.

Tato medzinarodna norma neobsahuje Specific-
ké poziadavky pre dalSie systémy manazérstva,
ako napr. pre manazérstvo environmentu, ma-
nazérstvo bezpecnosti a ochrany zdravia alebo
manazérstvo financii.

Specifické odvetvové normy systému manazér-
stva kvality zalozené na poziadavkach tejto
medzinarodnej normy boli vytvorené pre viacero
odvetvi. Niektoré z tychto noriem 3pecifikuju do-
dato€né poziadavky systému manazérstva kva-
lity, zatial o iné sa obmedzili na poskytovanie
navodu na aplikaciu tejto medzinarodnej normy
v konkrétnom odvetvi.

Maticu, ktora ukazuje vztah medzi kapitolami
tohto vydania medzinarodnej normy a predcha-
dzajuceho vydania (ISO 9001: 2008) mozno
najst v ISO/TC 176/SC 2 na webovej stranke
www.iso.org/tc176/sc02/public.

15

STN EN ISO 9001: 2016

— I1SO 9004 Managing for the sustained
success of an organization — A quality ma-
nagement approach provides guidance
for organizations that choose to progress
beyond the requirements of this Interna-
tional Standard.

Annex B provides details of other International
Standards on quality management and quality
management systems that have been develo-
ped by ISO/TC 176.

This International Standard does not include
requirements specific to other management
systems, such as those for environmental ma-
nagement, occupational health and safety
management, or financial management.

Sector-specific quality management system
standards based on the requirements of this In-
ternational Standard have been developed for
a number of sectors. Some of these standards
specify additional quality management system
requirements, while others are limited to provi-
ding guidance to the application of this In-
ternational Standard within the particular sector.

A matrix showing the correlation between the
clauses of this edition of this International Stan-
dard and the previous edition (ISO 9001: 2008)
can be found on the ISO/TC 176/SC 2 open ac-
cess web site at: www.iso.org/tc176/sc02/public.
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1 Predmet normy

Tato medzinarodna norma Specifikuje poziadav-
ky na systém manazérstva kvality, ak organiza-
cia:

a) potrebuje preukazat svoju schopnost trvalo
poskytovat produkty a sluzby, ktoré spifiaju
poziadavky zakaznika, aplikovatelné po-
Ziadavky predpisov a regulacné poziadav-
ky, a

b) kladie si za ciel zveladovat spokojnost
zakaznika prostrednictvom efektivneho
vyuzivania systému vratane procesov na
ZlepSovanie systému a zabezpeCovania
zhody s poziadavkami zakaznika, apliko-
vatelnymi poziadavkami predpisov a regu-
laénymi poziadavkami.

VSetky poziadavky tejto medzinarodnej normy su
vSeobecné a urCené na aplikaciu v akejkolvek or-
ganizacii bez ohladu na typ, jej velkost alebo
poskytované produkty a sluzby.

POZNAMKA 1. — V tejto medzinarodnej norme terminy
Lprodukt” alebo ,sluzba“ sa aplikuju na produkty a sluzby
urené pre zdkaznika alebo pozadované zdkaznikom.

POZNAMKA 2. — Poziadavky predpisov a regulaéné po-
Ziadavky sa m6zu chapat ako pravne poziadavky.

2 Normativne odkazy

Nasledujuce dokumenty, celé alebo ich &asti, su
v tomto dokumente normativnymi odkazmi a su
nevyhnutné pri jeho pouzivani. Pri datovnych
odkazoch sa pouzije len citované vydanie. Pri
nedatovanych odkazoch sa pouzije najnovsie
vydanie citovaného dokumentu (vratane vset-
kych zmien).

ISO 9000: 2015 Systémy manaZzérstva kvality.
Zaklady a slovnik

1 Scope

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

a) needs to demonstrate its ability to con-
sistently provide products and services
that meet customer and applicable statu-
tory and regulatory requirements, and

b) aims to enhance customer satisfaction
through the effective application of the
system, including processes for impro-
vement of the system and the assurance
of conformity to customer and applicable
statutory and regulatory requirements.

All the requirements of this International Stan-
dard are generic and are intended to be
applicable to any organization, regardless of
its type or size, or the products and services it
provides.

NOTE 1 In this International Standard, the terms “pro-
duct” or “service” only apply to products and services
intended for, or required by, a customer.

NOTE 2 Statutory and regulatory requirements can be
expressed as legal requirements.

2 Normative references

The following documents, in whole or in part,
are normatively referenced in this document
and are indispensable for its application. For
dated references, only the edition cited ap-
plies. For undated references, the latest
edition of the referenced document (including
any amendments) applies.

ISO 9000: 2015 Quality management systems
— Fundamentals and vocabulary

koniecnahladu - textdalej pokracuje vplatenejverzii STN
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