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Uvod
0.1 Vieobecne

Zavedenie systému manazérstva kvality je pre
organizaciu strategické rozhodnutie, ktoré méze
pomdct zlepSovat jej celkovi vykonnost a po-
skytndt 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 pozZiadavky predpisov
a regulaéné poZiadavky;

b) podpora prileZitosti na zveladovanie spo-
kojnosti zakaznika;

c) zvliddanie rizik a prileZitosti spojenych s jej
stvislostami a cielmi:

d} schopnost preukazat zhodu systému ma-

naZérstva kvality so Specifikovanymi po-
Ziadavkami.

Tato medzinarodnd norma mbéze byt uZitoéna
pre interné a externé strany.

Nie je zamerom tejto medzinarodnej normy im-
plementovat potrebu:

— jednotnosti Struktiry rdznych systémov
manaZérstva kvality;

— usporiadania dokumentacie Struktire ka-
pitol tejto medzindrodnej normy;

— pouZivania Specifickej terminologie tejto
medzindrodnej normy v organizacii.

FPoziadavky na systém manaZérstva kvality, ktoré
Epecifikuje tito medzinarodna norma, si doplriu-
juce k poziadavkam na produkty a sluZzby.

Tato medzinarodnd norma pouZiva procesny
pristup, ktory zahffia cyklus Planuj — Urob —
Kontroluj — Konaj (PDCA) s uvaZovanim zalo-
Zenom na riziku.

Procesny pristup umoZiiuje organizacii, aby
pléanovala jej procesy a ich vzdjomné prepoje-
nie.

Cyklus PDCA umozZiuje organizacii, aby zabez-
petila, Ze jej procesy sa primerane riadia, majl
dostatoéné zdroje a Ze uréujl a realizuj prilezi-
tosti na zlep3ovanie.

Introduction
0.1 General

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

The potential benefits fo 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:

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

d) the ability to demonstrate conformity to
specified guality 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 zaloZené na riziku umoZfiuje organi-
zécii, aby uréila faktory, ktoré by mohli zapri€init,
Ze jej procesy a systém manazérstva kvality sa
odchylia od planovanych vysledkov, a aby prijala
preventivne riadiace éinnosti na minimalizaciu
negativnych vplyvov a maximalne vyuZivanie pri-
leZitosti, ak sa vyskytnd (pozri kapitolu A.4).

Trvalé plnenie poZiadaviek a usmernenie budd-
cich potrieb a ofakavani je vyzvou pre organi-
zacie v stale rasticej dynamike a komplexnosti
prostredia. Na dosiahnutie tohto ciefa organiza-
cia by si mala okrem napravy atrvalého zlep-
Sovania osvojit rozne formy zlepZovania, napr.
prevratnd zmena, inovacia a reorganizacia.

V tejto medzinarodnej norme sa pouZivajl tieto
formy slovies:

musi" — upozorfiuje na poziadavku;

— .ma byt™ — upozoriiuje na odporiéanie;

«Smie” — upozorfiuje na povolenie;

— .méZze" — upozorfiuje na moZnost alebo
spdsobilost.

Informacie oznaéené ako ,POZNAMKA® sl na-
vodom na pochopenie a objasnenie prislusnej
poZiadavky.

0.2 Zasady manazZérstva kvality

Tato medzinarodna norma sa zaklada na zasa-
dach manaZérstva kvality opisanych v norme
ISO 9000. Opis kazdej zasady zahfia definiciu
a zdbvodnenie, pre€o je princip pre organizaciu
déleZity, priklady niektorych prinosov spojenych
so zéasadou a priklady typickych &innosti na
Zlepdovanie vykonnosti organizacie, ak sa za-
sada aplikuje.

Zasady manaZérstva kvality su:
— zameranie sa na zakaznika;
— vodcovstvo;
— zapojenie fudi;
— procesny pristup;
— zlep3ovanie;
— rozhodnutie zaloZené na dbkaze;
— manaérsivo vztahov.
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Risk-based thinking enables an organization to
determine the factors that could cause its pro-
cesses and its guality 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:

1

*shall” indicates a requirement;

“should” indicates a recommendation:

I

“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
IS0 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 Vieobecne

Tato medzindrodna norma podporuje osvojenie
procesného pristupu, ked vytvara, implementuje
a zlepsuje efektivnost systému manaZérstva
kvality na zveladovanie spokojnosti zakaznika
splnenim jeho poZiadaviek. ZvaZované Specific-
ké poZiadavky, ktoré sl zakladom osvojenia pro-
cesného pristupu, zahfia &l. 4.4.

Pochopenie a manaZérstvo vzajomne previaza-
nych procesov ako systému prispieva k efek-
tivnosti a (finnosti organizacie v dosahovani
zamyslanych vysledkov, Tento pristup umoZiiuje
organizacii, aby riadila vzajomné vztahy a vza-
jomné zavislosti medzi procesmi systému tak, Ze
sa moze zveladovat celkova wykonnost organi-
zacie.

Procesny pristup vyZaduje systematické defino-
vanie a manaZzérstvo procesov a ich vzajomnych
vazieb tak, aby sa dosiahli zamysfané vysledky
v sllade s politikou kvality a strategickym sme-
rovanim organizacie. Organizacie mbZu mana-
Zérstvo procesov a systému ako celku dosiahnut
s vyuzitim cyklu PDCA (pozri él. 0.3.2) na celko-
veé zameranie uvaZovania zaloZeného na riziku
(pozri €l. 0.3.3) zacielené na prijaté wyhody pri-
leZitosti a prevenciu nezelanych vysledkov,

Aplikacia procesného pristupu v systéme ma-
naZérstva kvality umoZfiuje:

a) pochopenie a doslednost v plneni poZia-
daviek;

b) zvaZovanie pridanej hodnoty procesov;

¢} dosahovanie efektivnej vykonnosti proce-
SOV,

d) zlep3ovanie procesov zaloZené na hodno-
teni ddajov a informacii.

Obréazok 1 schematicky zobrazuje akykolvek
proces a ukazuje vzajomné vazby jeho prvkov.
Pre riadenie si nevyhnuiné konfrolné body mo-
nitorovania a merania Specifické v kazdom pro-
cese a budl sa v zavislosti od prisludnych rizik
menit’.

10

0.3 Process approach
0.3.1 General

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 reguirements. Specific requirements
considered essential to the adoption of a pro-
cess approach are included in 4.4.

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

mazu zoskupit' vo vztahu k cyklu PDCA 10 can be grouped in relation to the PDCA
cycle.
/ e | \
: Systém manaZérstva kvality (4) :
Sdvislosti I :
organizdcie (4) | Podpora i
{::\\ | a prevadzka i
e, - 7.8 : .
\'“‘-.._:-“ (7.8) Spokojnost
iL-'" I zikaznika
-
| W,
Poziadavky e Planovanie Vodcovstvo Hodnotenie ‘Jﬂ__:ir Vysledky
zakaznikov "“'-1 (6) {5 vykonnosti T'mu y ams
i (©) A 3
g 3 I Produkty
):7 : Kontroluj | a sluzby
& | ’ |
Potreby a ofakavania | |
relevantnych Zlepiovanie :
zainteresovanych I (10) |
stran (4) | )
2

POZNAMKA. — Cisla v zétvorkéch odkazuju na kapitoly medzindrodnej normy 150 8001: 2015,

Obrazok 2 — Zobrazenie Strukbiiry medzinarodnej normy IS0 9001: 2015 do cykiu PDCA
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MOTE Mumbers 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 opisaf 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 sllade s poZiadavkami zakaz- sources needed to deliver results in
nika, politkami 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, €0 sa naplanovalo. — Do: implement what was planned;

— Kontroluj: Monitoruj a (ak treba) mersj — Check: monitor and (where applicable)
procesy a vysledné produkty a sluZby measure processes and the resulting
oproti politikam, cielom, 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
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0.3.3 UvaZovanie zaloZené na riziku

UvaZovanie zaloZené na riziku (pozri kapitolu
Ad4) je podstatou na dosiahnutie efektivneho
systému manazérstva kvality. Koncepcia uvazo-
vania zaloZzengho na riziku bola nepriamo zahr-
nuta v predchadzajicich vydaniach tejto medzi-
narodnej normy. Norma zahffia napr. vykonanie
preventivneho opatrenia na elimindciu poten-
cidlnych nezhéd, na analyzovanie akejkolvek
nezhody, ktora sa vyskytne, a na prijatie opatre-
nia na prevenciu opakovaného wyskytu, kiore
Zavisi od désledkov nezhody.

Ma spilnenie poZiadaviek tejto medzinarodnej
normy organizacia potrebuje planovat a imple-
mentovat opatrenia na zvliadanie rizik a prile-
Zitosti. Zviadanie rizik, ako aj prileZitosti vytvara
zaklad na zvySovanie efektivnosti systému ma-
nazérstva kvality, na dosahovanie zlepdenych
vysledkov a na prevenciu negativnych ddsled-
kov.

Prilezitosti mézu vznikat ako vysledok priaznivej
situacie na dosiahnutie zamysfaného wysledku,
napr. slboru okolnosti, ktoré dovolia organizacii
prilakat zakaznikov, wyvoja nowjch produkiov
a sluZieb, redukcie odpadov alebo zlepsenia pro-
dukitivity. Opairenia na zviadanie prileZitosti mézu
zahimiat' aj Gvahy spojené s rizikami. Riziko je d&-
sledkom neistoty a akakolvek neistota méZze mat
negativne alebo pozitivne dosledky. Pozitivna
odchylka, ktord vznikd z rizika, méZe poskytnit
prileZitost, ale nie vietky pozitivne dasledky wy-
sledkov rizika vedu k prilezitostiam.

0.4 Vztah s dalsimi normami systému
manazérstva

Tato medzindrodna norma aplikuje éast prace,
ktord wytvorila 1SO na zlepSenie zjednotenia
medzi jej medzinarodnymi normami pre systémy
manaZérstva (pozri kapitolu A.1).

Tato medzindrodna norma umoZfiuje organiza-
cii, aby wyuZila procesny pristup spojeny s cy-
klorn PDCA a s uvaZovanim zaloZenom na riziku
zjednotit alebo integrovat svoj systém mana-
Zérstva s poZiadavkami daldich noriem systému
manazérstva.

Tato medzinarodna norma odkazuje na normy
IS0 9000 a ISO 9004 takto:

— MNomma ISO 9000 Systémy manaZérsiva
kvality. Zaklady a slovnik poskytuje po-
trebné predpoklady na vhodné pocho-
penie a implementaciu tejito 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 1S0O 9000
and IS0 9004 as follows:

— 150 8000 Quality management systems
— Fundamentals and vocabulary provi-
des essential background for the proper
understanding and implementation of
this International Standard;




— norma IS0 9004 ManaZérsivo frvalého Gs-
pechu organizécie. Pristup manaZérsiva
kvality poskytuje navod pre organizacie,
ktory si vyberl pre dalsi rozvoj poZiadaviek
tejto medzinarodnej normy.

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

Tato medzindrodnd norma neobsahuje Specific-
ké poZiadavky pre daldie systémy manazérstva,
ako napr. pre manaZérstvo environmentu, ma-
nazérstvo bezpecnosti a ochrany zdravia alebo
manazZérstvo financii.

Specifické odvetvové normy systému manazér-
stva kvality zaloZzené na poZiadavkach tejto
medzindrodnej normy boli vytvorené pre viacero
odvetvi. Niektoré z tychto noriem Specifikujd do-
datoéné poZiadavky systému manaZérstva kva-
lity, zatial &o iné sa obmedzili na poskytovanie
navodu na aplikaciu tejto medzinarodne] normy
v konkrétnom odvetvi.

Maticu, ktord ukazuje wvztah medzi kapitolami
tohto vydania medzinarodnej normy a predcha-
dzajliceho wvydania (15O 9001: 2008) mozZno
najst v ISO/TC 176/SC 2 na webovej stranke
www.iso.orgftc176/sc02/public.
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— 1SO 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 178.

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-
temational 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 edifion of this International Stan-
dard and the previous edition (IS0 9001: 2008)
can be found on the ISO/MC 176/5C 2 open ac-
cess web site at: www.iso_org/tc1 76/sc2/public.
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1

Tato medzindrodna norma Specifikuje poZiadav-
ky na systém manaZérstva kvality, ak organiza-
cia:

a) potrebuje preukazaf svoju schopnost trvalo
poskytovat produkty a sluzby, ktoré spliiaj
poZiadavky zadkaznika, aplikovatelné po-
Ziadavky predpisov a regulaéné poZiadav-
ky, a

kladie si za ciel zveladovat spokojnost
zakaznika prostrednictvom efektivheho
vyuZivania systému vratane procesov na
zlepdovanie systému a zabezpefovania
zhody s poZiadavkami zakaznika, apliko-
vatelnymi poZiadavkami predpisov a regu-
laénymi poZiadavkami.

Predmet normy

b)

Setky poZiadavky tejto medzinarodnej normy si
vieobecné a uréené na aplikaciu v akejkolvek or-
ganizacii bez ohladu na typ, jej velkost alebo
poskytované produkty a sluzby.

POZMAMIKA 1. — V tejto medzindrodnej norme terminy
Jprodukt” alebo sluFba” sa aplikuji na produkty a sludby
uréené pre zakaznika alebo poZadované zakaznikom.

POZNAMKA 2. — Pofiadavky predpisov a regulaéné po-
Fiadavky sa médu chapat ako pravne pofiadaviy.

2 Normativne odkazy

MNasledujice dokumenty, celé alebo ich éasti, sa
v tomto dokumente normativnymi odkazmi a s
nevyhnutné pri jeho pouZivani. Pri datovnych
odkazoch sa pouZije len citované vydanie. Pri
nedatovanych odkazoch sa pouZije najnoviie
vydanie citovaného dokumentu (vratane vset-
kych zmien).

IS0 9000: 2015 Systémy manaZérstva kvalily.
Zaktady a slovnik

3 Terminy a definicie

Terminy a definicie na Géely tohto dokumentu
uvadza norma ISO 9000: 2015.
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1 Scope

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

a) needs to demonstrate its ability fo 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 fype or size, or the products and services it
provides.

MOTE 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 Iatest
edition of the referenced document (including
any amendments) applies.

ISO 9000: 2015 Quality management systems
— Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms
and definitions given in SO 9000: 2015 apply.



4 Savislosti organizacie

4.1 Pochopenie organizacie
a jej savislosti

Organizacia musi uréit externé a interné zalezi-
tosti, ktoré si relevantné pre jej ucel a stra-
tegicke smerovanie a kitoré wvplyvajd na jej
schopnost dosiahnut zamy3fany wysledok (za-
myslané wysledky) vlastného systému mana-
Zérstva kvality.

Organizacia musi monitorovat a preskimavat
informacie o tychto externych a internych zaleZi-
tostiach.
POZNAMKA 1. — ZéleFitosti, kioré treba zvafovat, modu
zahimiat tak pozitivne, ako aj negativne faktory alebo pod-
mienky.
POZMAMKA 2. — Pochopenie externych vztahov mésu
ulahdif dvahy o zaleditostiach préavneho, technologického,
frhového, kulttmeho, spolodenského a ekonomického pro-
stredia, & uf na medzindrodneg, narodne], regionalng
urovni, alebo na miestnej Grovni.

POZNAMKA 3. — Pochopenie intermych wzfahow méfu
ulah&if tvahy o zdlefitostiach tykajicich sa hodndt, kultdny,
poznaikov a vykonnost organizacie.

4.2 Pochopenie potrieb a ofakavani
zainteresovanych stran

Fochopenie ma wvplyv alebo moZny wplyv na

schopnost organizacie trvalo poskytovat produk-

ty a sluZby, ktoré splnia poZiadavky zakaznika,

aplikovatelné poziadavky predpisov a regulatné
poZiadavky, preto organizacia musi uréit’,

a) relevantné zainteresované strany vo vzta-
hu k systému manaZérstva kvality;

b} poZiadavky relevantnych zainteresova-
nych stran na systém manazérstva kvality.

Organizécia musi monitorovat a preskimavat
informacie o tychto zainteresovanych stranach
a ich relevantnych poZiadavkach.

4.3 Urcenie predmetu systému
manazérstva kvality

Organizacia musi uréit’ hranice a aplikovatelnost
systému manaZérstva kvality na ustanovenie je-
ho predmetu.

Ak organizacia urCuje tento predmet, musi zva-
Zit:
a) externé a interné zaleZitosti poZadované
vl 4.1;

b} poZiadavky relevantnych zainteresova-
nych stran poZadované v &l. 4.2;

c} produkty a sluZby organizacie.
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4 Context of the organization

4.1 Understanding the organization
and its context

The organization shall determine external and
internal issues that are relevant to its purpose
and its strategic direction and that affect its
ability to achieve the intended result(s) of its
quality management system.

The organization shall monitor and review in-
formation about these external and internal
issues.

MNOTE 1 Issues can include positive and negative factors
or conditions for consideration.

MNOTE 2 Understanding the external context can be facili-
tated by considering issues arising from legal, technolo-
gical, competitive, market, cultural, social and economic
environments, whether intemational, naticnal, regional or
local.

NOTE 3 Understanding the internal contesxt can be facili-
tated by considering issues related to wvalues, culture,
knowledge and performance of the organization.

4.2 Understanding the needs and
expectations of interested parties

Due to their effect or potential effect on the
organization's ability to consistently provide
products and services that meet customer and
applicable statutory and regulatory require-
ments, the organization shall determine:

a) the interested parties that are relevant
to the quality management system;

b} the requirements of these interested
parties that are relevant to the quality
management system.

The organization shall monitor and review in-
formation about these interested parties and
their relevant reguirements.

4.3 Determining the scope of the quality
management system

The organization shall determine the bounda-
ries and applicability of the quality manage-
ment system to establish its scope.

When determining this scope, the organization
shall consider:

a) the external and intemnal issues referred
toin 4.1;

b) the requirements of relevant interested
parties referred to in 4.2;

c) the products and services of the organi-
zation.
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Organizacia musi aplikovat vietky poZiadavky
tejto medzinarodnej nommy, ak si aplikovatelné
s uréenym predmetom systému manaZérstva
kvality.

Predmet systemu manaZerstva organizacie musi
byt' pristupny a udrZiavany ako zdokumentované
informacie. Predmet musi uréit typy produkiov
a sluZieb, ktoré pokmjva systém manaZérstva
kvality, a poskytn(t' opodstatnenie akejkolvek po-
Ziadavky tejto medzinarodnej normy, ktori orga-
nizacia uréila ako neaplikovatelni pre predmet jej
systému manaZérstva kvality.

Zhoda s touto medzinarodnou nonmou sa mozZe
vyhlasit, iba ak uréenad neaplikovatelnd poZia-
davka neovplywni schopnost alebo zodpoved-
nost organizacie zabezpedovat zhodu jej produ-
ktov a slufieb a zveladovat' spokojnost zakaz-
nika.

4.4 Systém manazérstva kvality a jeho
procesy

4.4.1 Organizacia musi vybudovat', implemen-
tovat, udrZiavat' a trvalo zlepSovat systém ma-
nazérstva kvality vratane potrebnych procesov
aich vzajomnych vazieb v sllade s poZiadav-
kami tejto medzinarodnej normy.

Organizacia musi uréit potrebné procesy pre
systém manaZérstva kvality, ich aplikiciu v or-
ganizacii a musi:

a) uréit poZadované vstupy a oCakavané vy-
stupy z tychto procesov;

b} uréit postupnost a vzajomné prepojenie
tychto procesov;

c) urcit a aplikovat kriteria, metody (vratane
monitorovania, merania a indikatorov tyka-
jucich sa vykonnosti) potrebné na zabez-
pecenie efekiivnej prevadzky a riadenia
tychto procesov;

d) uréit’ zdroje potrebné pre tieto procesy
a zabezpedit ich dostupnost’;

&) pridelit zodpovednost a pravomoci pre tie-
to procesy;

f) zvlddat' rizika a prilegitosti uréené podla
poZiadaviek &l 6.1;
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The organization shall apply all the reguire-
ments of this International Standard if they are
applicable within the determined scope of its
quality management system.

The scope of the organization's quality mana-
gement system shall be available and be
maintained as documented information. The
scope shall state the types of products and
services covered, and provide justification for
any requirement of this International Standard
that the organization determines is not appli-
cable to the scope of its quality management
system.

Conformity to this International Standard may
only be claimed if the requirements determined
as not being applicable do not affect the
organization's ability or responsibility to ensure
the conformity of its products and services and
the enhancement of customer satisfaction.

4.4 Quality management system and its
processes

4.41 The organization shall establish, im-
plement, maintain and continually improve
a quality management system, including the
processes needed and their interactions, in
accordance with the requirements of this Inter-
national Standard,

The organization shall determine the proces-
ses needed for the quality management sys-
tem and their application throughout the orga-
nization, and shall:

a) determine the inputs required and the
outputs expected from these processes;

b) determine the sequence and interaction
of these processes;

c) determine and apply the criteria and
methods (including monitoring, measu-
rements and related performance indi-
cators) needed to ensure the effective
operation and control of these pro-
cesses,

d) determine the resources needed for the-
se processes and ensure their availa-
bility;

e) assign the responsibilities and authori-
ties for these processes;

f) address the risks and opportunities as
determined in accordance with the requ-
irements of 6.1;




g) hodnotit tieto procesy a implementovat
akekofvek potrebné zmeny na zabezpe-
£enie dosiahnutia zamy3lanych vysledkov;

h) zlepSovaf procesy a systém manazérstva
kvality.

4.4.2 Organizécia v nevyhnutnom rozsahu musi:

a) udrziavat zdokumentované informacie na
podporu prevadzky tychto procesov;

b} uchovavat zdokumentované informacie na
ziskanie dovery, Ze sa procesy vykonali
tak, ako sa naplanovali.

5 Vodcovstvo
5.1 Vodcovstvo a zavizok
51.1 VZeobecne

Vrcholovy manazment musi preukazat vodcov-
stvo a zavazok s uznanim systému manazérstva
kvality:

a) prijatim zodpovedania sa za efektivnost
systému manazérstva kvality;

b} zabezpefenim vypracovania politiky a cie-
lov kvality pre systém manazerstva kvality
a ich kompatibilitu so sivislostami a stra-
tegickym smerovanim organizacie;

c} zabezpefenim integracie poZiadaviek sys-
tému manaZérstva kvality do podnikatel-
skych procesov organizacie;

d) presadzovanim pouZivania procesného
pristupu a uvaZovania zaloZeného na rizi-
ku;

&) zabezpetenim dostupnosti potrebnych zdro-
jov pre systém manazérstva kvality;

f) komunikovanim délezitosti efektivneho
manazérstva kvality a zhody systému ma-
naZérstva kvality s poZiadavkami;

g} zabezpedenim dosiahnutia zamyslanych
vysledkov vlastného systému manaZérstva
kvality;

h} zapojenim, usmerfiovanim a podporou
osdb, aby prispievali k efektivnosti syste-
mu manazerstva kvality;
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g) evaluate these processes and imple-
ment any changes needed to ensure
that these processes achieve their in-
tended results;

h) improve the processes and the guality
management system.

44.2 To the extent necessary, the organiza-
tion shall:

a) maintain documented information to
support the operation of its processes;

b) retain documented information to have
confidence that the processes are being
carried out as planned.

5 Leadership
5.1 Leadership and commitment
511 General

Top management shall demonstrate leader-
ship and commitment with respect to the
quality management system by:

a) taking accountability for the effective-
ness of the quality management system;

b) ensuring that the quality policy and quality
abjectives are established for the quality
management system and are compatible
with the context and strategic direction of
the organization;

c) ensuring the integration of the quality
management system requirements into
the organization's business processes;

d) promoting the use of the process ap-
proach and risk-based thinking;

e) ensuring that the resources needed for
the quality management system are
available;

f) communicating the importance of effec-
tive quality management and of confor-
ming to the gquality management system
requirements;

g) ensuring that the quality management
system achieves its intended results;

h) engaging, directing and supporting per-
sons to contribute to the effectiveness of
the quality management system;
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i} presadzovanim zlepSovania;

i} podporou daldich relevantnych manaZér-
skych rol na preukazanie aplikacie viast-
ného vodcovstva do ich oblasti zodpo-
vednosti.

POZNAMEA. — Odponicanie k  podnikaniu® v tejto me-

dzinarodnej nomme moZe =a Siroko  interpretovaf

a znamend, e s0 to tie Sinnosti, na ktoré sa zameriava

existencia organizicie, & ide o vergjnd, sikromnd, Zis-

kowil alebo neziskovil organizdciu.

5.1.2 Zameranie sa na zakaznika

Vrcholovy manaZment musi preukazat vodcov-
stvo a zavizok s redpekiovanim zamerania sa
na zakaznika tym, Ze zabezpedi:

a) uréenie, pochopenie a frvalé plnenie po-
Ziadaviek =zdkaznika a aplikovatelnych
poziadaviek predpisov a regulaénych po-
Ziadaviek;

b) aby sa urili a zvladali rizika a prileZitosti,
ktoré mdZu vplyvat na zhodu produktov,
sluzieb a na schopnost zveladovaf spo-
kojnost zakaznika;

c) aby sa udriiavalo zameranie sa na zve-
ladovanie spokojnosti zakaznika.

5.2 Politika
5.2.1

Vrcholovy manaZment musi vypracovat, imple-
mentovat' a udrziavat politiku kvality, ktora:

a) je vhodna na Géel, pre sovislosti organiza-
cie a jej strategické smerovanie;

Vypracovanie politiky kvality

b} poskyluje ramec na nastavenie cielov kva-
lity:

c) obsahuje zavazok na splnenie aplikova-
tefnych poZiadaviek;

d) obsahuje zavizok na trvalé zlepSovanie
systému manazérstva kvality.

5.2.2 Komunikacia politiky kvality
Politika kvality musi byt:
a) dostupnd a udrZiavand ako zdokumento-
vané informacie;
b} komunikovana, pochopena a aplikovana
v arganizacii;

c) ak treba, dostupna relevantnym zaintere-
sovanym stranam.
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i) promoting improvement;

i) supporting other relevant management
roles to demonstrate their leadership as
it applies to their areas of responsibility.

MOTE Reference to "business” in this International
Standard can be interpreted broadly to mean those
activities that are core to the purposes of the
organization's existence, whether the organization is
public, private, for profit or not for profit.

5.1.2 Customer focus

Top management shall demonstrate leader-
ship and commitment with respect to customer
focus by ensuring that:

a) customer and applicable statutory and
regulatory requirements are determined,
understood and consistently met;

b) the risks and opportunities that can af-
fect conformity of products and services
and the ability to enhance customer sa-
tisfaction are determined and addres-
sed;

c) the focus on enhancing customer satis-
faction is maintained.

5.2 Policy
5.2.1 Establishing the quality policy

Top management shall establish, implement
and maintain a quality policy that:

a) is appropriate to the purpose and con-
text of the organization and supports its
strategic direction;

b) provides a framework for setting quality
objectives;

¢) includes a commitment to satisfy appli-
cable requirements;

d) includes a commitment to continual im-
provement of the quality management
system.

5.2.2 Communicating the quality policy
The quality policy shall:

a) be available and be maintained as do-
cumented information;

b) be communicated, understood and ap-
plied within the organization;

c) be available to relevant interested par-
ties, as appropriate.



5.3 Roly, zodpovednost' a pravomoci
v organizacii

Vrcholovy manazment musi zabezpedit, aby sa
v organizacii pridelila, komunikovala a pochopila
zodpovednost a pravomoc za relevantné roly.

Vrcholovy manaZment musi pridelit zodpoved-
nost a pravomoc za:

a) zabezpecenie, Ze sa systém manaZérstva
zhoduje s poZiadavkami tejto medzina-
radnej normy;

b} zabezpedenie, Ze procesy dodavaji za-
myslané vystupy;

c) podévanie sprav najmd vrcholovému ma-
naimentu o wykonnosti systému mana-
Zérstva kvality a o prilezitostiach na zlep-
Sovanie (pozri €l. 10.1);

d} zabezpelenie podpory zamerania sa na
zakaznika v organizacii;

e) zabezpefenie dodrZiavania integrity sys-
tému manazérstva kvality, ak sa planuji
a implementuji zmeny.

6 Planovanie

6.1 Opatrenia na zvladanie rizik
a prilezitosti

6.1.1 Pre planovanie systému manazérstva
kvality organizacia musi zvaZovat zaleZitosti
uvedené v él. 4.1, poZiadavky uvedené v él. 4.2
a uréit rizikd a prileZitosti, ktoré potrebuje, aby
ich zvliadla na:

a) zaistenie, Ze systém manaZérstva kvality
mbzZe dosiahnut jeho zamyslany vysledok
(zamyslané vysledky);

b} zveladenie Ziadanych dosledkov;

c) prevenciu alebo znizenie neZelanych dé-
sledkov,

d) dosahovanie zlepSovania.

6.1.2 Organizacia musi planovat:

a) opatrenia na zvladanie rizik a prilezitosti;

b) ako:

1. integrovat a implementovat opatrenia
do procesov jej systému manazérstva
kvality (pozri &l. 4.4):
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5.3 Organizational roles, responsibilities
and authorities

Top management shall ensure that the res-
ponsibilities and authorities for relevant roles
are assigned, communicated and understood
within the organization.

Top management shall assign the responsibili-
ty and authority for:

a) ensuring that the quality management
system conforms to the requirements of
this Intermational Standard;

b) ensuring that the processes are delive-
ring their intended outputs;

c) reporting on the performance of the
quality management system and on op-
portunities for improvement (see 10.1),
in particular to top management;

d) ensuring the promotion of customer fo-
cus throughout the organization;

e) ensuring that the integrity of the quality
management system is maintained when
changes to the quality management sys-
tem are planned and implemented.

6 Planning

6.1 Actions to address risks and
opportunities

6.1.1 When planning for the quality mana-
gement system, the organization shall con-
sider the issues referred to in 4.1 and the
requirements referred to in 4.2 and determine
the risks and opportunities that need to be ad-
dressed to:

a) give assurance that the quality mana-
gement system can achieve its intended
result(s);

b) enhance desirable effects;
c) prevent, or reduce, undesired effects;

d) achieve improvement.

6.1.2
a) actions to address these risks and op-
portunities;
b) how to:

1) integrate and implement the actions
into its quality management system
processes (see 4 4);

The organization shall plan:
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2. hodnotit efektivnost tychto opatreni. 2) evaluate the effectiveness of these

actions.
Prijaté opatrenia na zvladanie rizik a prileZitosti
musia byt proporcionalne k potencidlnym na-
sledkom na zhodu produktov a sluZieb.

Actions taken to address risks and opportuni-
ties shall be proportionate to the pofential
impact on the conformity of products and ser-

POZNAMEKA, 1, — MoZnosti na zviadanie rizik a prileZi-
tosti mbZu zahffiaf vyhnutie sa riziku, GSelné vyuZitie
rizika a prilefitosti, zniZenie zdroja rizika, zmenu prav-
depodobnosti alebo nasledkov, znasanie rizika alebo
ponechanie rizika oznamenim rozhodnutia.

POZNAMKA 2. — Prilezitosti mazu viest k zavedeniu
novych praktik, k vytvoreniu novych produktov, k otvo-
reniu nowvych trhov, k zviddnutiu novych klientov, k bu-
dovaniu partnerstiev, k pouZivaniu novej technologie
a k dalsim Zelatelnym a realizovatelnym moZnostiam na
zvl&dnutie potrisb organizacie alebo jej zakaznikov.

vices.

NOTE 1 QOptions to address risks can include avoi-
ding risk, taking risk in order fo pursue an oppor-
tunity, eliminating the risk source, changing the likeli-
hood or consequences, sharing the risk, or retaining
risk by informed decision.

NOTE 2 Opportunities can lead to the adoption of
new practices, launching new products, opening new
markets, addressing new customers, building part-
nerships, using new technology and other desirable
and viable possibilites to address the organization's
or its customers' needs.

6.2 Ciele kvality a planovanie ich
dosiahnutia

6.2.1 Organizacia musi wytvorit ciele kvality
pre relevanine funkcie, drovne a procesy po-
frebné pre systém manaZérstva kvality.

6.2 Quality objectives and planning
to achieve them

6.2.1 The organization shall establish quality
objectives at relevant functions, levels and
processes needed for the quality management
system.

Ciele kvality musia: The quality objectives shall:

a) byt v sillade s politikou kvality;
b) byt meratelné;
c) zvaZzovat aplikovatelné poziadavky;

d) byt relevantné so zhodou produktov a slu-
Zieb a zveladovat spokojnost zakaznika;

e) byt monitorovane;
f) byt komunikované;
g) byt vhodne aktualizované.

a) be consistent with the quality policy;
b) be measurable;

c) take into account applicable require-
ments;

d) be relevant to conformity of products
and services and to enhancement of
customer satisfaction;

e) be monitored;
f) be communicated;
g) be updated as appropriate.

Organizacia musi udrziavat zdokumentovaneé in-
formacie o cieloch kvality.

The organization shall maintain documented
information on the quality objectives.

6.2.2 Pri planovani dosiahnutia vlastnych cie-
fov kvality organizacia musi uréit,

6.2.2 When planning how to achieve its qua-
lity objectives, the organization shall deter-

a) ¢o sa bude robit;

b} aké zdroje sa budl vyZadovat;
c) kto bude zodpovedny;

d) kedy budi dokonéené;

e) ako sa budi hodnotit vysledky.
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mine:
a) what will be done;
b) what resources will be required;
c) who will be responsible;
d) when it will be completed;
e) how the results will be evaluated.




6.3 Planovanie zmien

Ak organizacia uréi potrebu zmien systému mana-
Zérstva kvality, zmeny musia byt vykonané
planovanym spdsobom (pozri ¢l. 4.4).

Organizacia musi vziat do Gvahy:

a) Gcel zmien a akékolvek ich potencidlne
nasledky;

b) integritu  systému manaZérstva kvality;

c) dostupnost zdrojov;

d) rozdelenie alebo prerozdelenie zodpoved-
nosti a pravomoci.

7 Podpora
7.1 Zdroje
7.1.1 VZechecne

Organizacia musi urCit a poskytovat potrebne
zdroje na vypracovanie, implementaciu, udrZia-
vanie a trvalé zlepSovanie systému manazérstva
kvality.

Organizacia musi zobrat' do dvahy:
a) spbsobilosti a cbmedzenia existujicich in-
ternych zdrojov;

b) &o je potrebné ziskavat od externych pos-
kytovatelov.

7.1.2 Pracovnici

Organizacia musi uréit a poskytnif osoby po-
trebné na efektivnu implementaciu jej systému
manaZérstva kvality a na prevadzku a riadenie
iej procesov.

7.1.3 Infragtruktara

Organizacia musi urdit, poskytndt a udrZiavat
infrastruktdru nevyhnutn na prevadzku jej pro-
cesov na dosiahnutie zhody produktov a sluZieb.

POZNAMEA, — Infradtruktira méZe zahffiaf;
a) budovy a pridruZené vybavenie;
b) zariadenia vratane hardvéru a softvéry;
¢} zdroje dopravy,
d} informaénd a komunika&nd technolégiu.
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6.3 Planning of changes

When the organization determines the need
for changes to the guality management sys-
tem, the changes shall be carried out in
a planned manner (see 4.4).

The organization shall consider:

a) the purpose of the changes and their
potential consequences;

b) the integrity of the quality management
system;

c) the availability of resources;

d) the allocation or reallocation of respon-
sibilities and authorities.

7
7.1
7.141

The organization shall determine and provide
the resources needed for the establishment,
implementation, maintenance and continual
improvement of the quality management sys-
tem.

Support
Resources
General

The organization shall consider:

a) the capabilities of, and constraints on,
existing internal resources;

b) what needs to be obtained from external
providers,

7.1.2 People

The organization shall determine and provide
the persons necessary for the effective imple-
mentation of its quality management systemn
and for the operation and control of its proces-
ses.

7.1.3 Infrastructure

The organization shall determine, provide and
maintain the infrastructure necessary for the
operation of its processes and to achieve con-
formity of products and services.

NOTE Infrastructure can include:
a) buildings and associated ulilities;
b) equipment, including hardware and software;
) ftransportation resources;
d) information and communication technology.
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7.1.4 Prostredie na prevadzku procesov

Organizacia musi uréif, poskytnaf a udrZziavaf
prostredie nevyhnutné na prevadzku jej proce-
sov a na dosiahnutie zhody produktov a sluZieb.

POZMAMKA. — Vhodné prostredie miZe byt kembind-
ciou ludskych a fyzikéinych faktorov, napr.:

&) spolocenské (nediskrimindcia, ticho, nekonflik-
tnost);
b} psychologické (znifenie stresu, prevencia syn-
dromu wyhorenia, emoénd stabilita);
¢) fyzikdlne (teplota, horddava, vihkost, osvetlenie,
prudenie vzduchu, hygiena, hiulk).
Tieto faktory sa mozu podstatne lisit a zavisia od posky-
tovanyeh produktov a slufieb,

7.1.5 Zdroje monitorovania a merania
7.1.5.1

Ak organizacia pouZiva monitorovanie a meranie
na verifikaciu zhody poZiadaviek produktov
a sluZieb, potom musi uréit a poskytndt’ potreb-
né zdroje na zabezpeenie platnych a spolahli-
vych vysledkov.

Vieobecne

Organizacia musi zabezpeéit, aby poskytnuté
zdroje:

a) boli vhodné na 3pecifikovany druh realizo-
vanych &innosti monitorovania a merania;

b) sa udrZiavali na zabezpetenie trvalej vhod-
nosti na dany ucel.

Organizacia musi na dany Gcel vhodne uchovat
zdokumentované informacie ako doékaz vhod-
nosti zdrojov na monitorovanie a meranie.

7.1.5.2 Sledovatelnost' merania

Ak sledovatelnost merania je pozZiadavkou na
zaklade rozhodnutia organizacie alebo zaklad-
nou shéastou poskytovania dovery o platnosti
nameranych vysledkov, potorm meracie zariade-
nie musi byt:

a) kalibrované, verifikované alebo oboje v Spe-
cifikovanych intervaloch alebo pred prvym
pouZitim oproti meracim etalénom nadva-
zujicim na medzinarodné alebo narodné
meracie etalony; ak takéto etalony neexis-
tuju, pouZity zaklad na kalibraciu alebo
verifikaciu musi byt uchovany ako zdoku-
mentované informacie;
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7.1.4 Environment for the operation
of processes

The organization shall determine, provide and
maintain the environment necessary for the
operation of its processes and to achieve con-
formity of products and services.

MOTE A suitable environment can be a combination
of human and physical factors, such as:

a) social (e.g. non-discriminatory, calm, non-con-
frontational);

b) psychological (e.g. stressreducing, burnout
prevention, emotionally protective):

c) physical (e.g. temperature, heat, humidity, light,
airflow, hygiene, noise).

These factors can differ substantially depending
on the products and services provided.

7.1.5 Monitoring and measuring resources
7.4.51 General

The organization shall determine and provide
the resources needed to ensure valid and re-
liable results when monitoring or measuring is
used to verify the conformity of products and
services to requirements.

The organization shall ensure that the resour-
ces provided:

a) are suitable for the specific type of mo-
nitoring and measurement activities
being undertaken;

b) are maintained to ensure their continu-
ing fitness for their purpose.

The organization shall retain appropriate do-
cumented information as evidence of fitness
for purpose of the monitoring and measure-
ment resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement,
or is considered by the organization to be an es-
sential part of providing confidence in the validity
of measurement results, measuring equipment
shall be:

a) calibrated or verified, or both, at specified
intervals, or prior to use, against measu-
rement standards traceable to intema-
tional or national measurement standards;
when no such standards exist, the basis
used for calibration or verification shall be
retained as documented information;




b) identifikované s ciefom uréif jeho kalibrac-
ny stav;

c) chranené proti prestaveniu, poskodeniu
alebo zlému zacobchadzaniu, ktoré by
mohlo znehodnotit kalibracny stav a na-
sledne vysledky merania.

Ak platnost vysledkov predchadzajlicich merani
ma nepriaznivy vplyv a meradlo sa naslo posko-
dené v platnom kalibranom stave alebo pri
pouZivani, organizacia musi prijat ak treba
vhodné opatrenie.

7.1.6 Poznatky organizacie

Organizécia musi uréit nevyhnutné poznatky na
prevadzku jej procesov a na dosiahnutie zhody
produktov a sluzieb.

Tieto poznatky musi udrZziavat v nevyhnutnom
rozsahu a vhodne zabezpedit ich dostupnost.

Ak sa zmeni zvladanie potrieb a trendov, organi-
zacia musi zobrat do dvahy jej siéasné poz-
natky a uréif, ako ziskat alebo zabezpedit' pris-
tup k dodatoénym nevyhnutnym poznatkom.

POZNAMEKA 1. — Poznatky organizécie so jej Specificke
poznatky; vo vieobecnosti poznatky ziskané skisenos-
fami. S0 to informacie, ktoré sa pougivaji a podiefaji na
dosahovani cielov organizacie.

POZMAMIKA 2. — Poznatky organizdcie sa médu zakla-
dat’ na:

a) intemych zdrojoch (napr. dufevné viastnictvo, poz-
natky ziskané na zéklade skisenosti, poudenie sa
zo zZiyhani a Gspesnych projektov, ziskavanie a roz-
Sirovanie nezdokumentovanych poznatkov a skise-
nosti aktudlnych expertov v organizacii; vysledky
ziepSeni procesov, produktov a slufieb);

b} emternych zdrojech (napr. nommy, poznatky vedy,

konferencie, ziskang poznatky od zakaznikov ale-
bo externych poskytovatelov).

7.2 Kompeteninost
Organizacia musi:
a) uréit newyhnutnd kompeteninost osoby
(0séb), ktort (ktoré) riadi a ktora ma (ktoré

majii) vplyv na vykonnost a efekiivnost
systému manaZérstva kvality;

b) zabezpedit, aby tieto osoby boli kompe-
tentné na zaklade vhodného vzdelania,
pripravy alebo skisenosti;

c) ak treba, prijat opatrenia na ziskanie ne-
vyhnutnej kompetentnosti a hodnotif efek-
tivnost prijatych opatreni;
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b} identified in order to determine their sta-
tus;

c) safeguarded from adjustments, damage
or deterioration that would invalidate the
calibration status and subsequent mea-
surement results.

The organization shall determine if the validity
of previous measurement results has been ad-
versely affected when measuring equipment is
found to be unfit for its intended purpose, and
shall take appropriate action as necessary.

7.1.6 Organizational knowledge

The organization shall determine the knowled-
ge necessary for the operation of its processes
and to achieve conformity of products and ser-
vices.

This knowledge shall be maintained and be
made available to the extent necessary.

When addressing changing needs and trends,
the organization shall consider its current
knowledge and determine how to acquire or
access any necessary additional knowledge
and required updates.
NOTE 1 Organizational knowledge is knowledge spe-
cific to the organization; it is generally gained by
experience. It is information that is used and shared
to achieve the organization's objectives.

MOTE 2 Organizational knowledge can be based on:

a) intemal sources (e.g. intellectual property;
knowledge gained from experience; lessons le-
amed from failures and successful projects;
capturing and sharing undocumented knowled-
ge and experience; the results of improvements
in processes, products and services);

b

external sources (e.q. standards; academia;
conferences; gathering knowledge from custo-
mers or external providers).

7.2 Competence
The organization shall:

a) determine the necessary competence of
person(s) doing work under its control that
affects the performance and effectiveness
of the quality management system;

b} ensure that these persons are compe-
tent on the basis of appropriate edu-
cation, training, or experience;

c) where applicable, take actions to acquire
the necessary competence, and evaluate
the effectiveness of the actions taken;
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d) vhodne uchovavat zdokumentovang in-
formacie ako dékaz kompeteninosti.

POZNAMKA, — Aplikovatelné opatrenia méZu zahffiaf
napr. poskyinutie pripravy, inStrukiaZ alebo preradenie
sicasne zamestnanych osdb; najimanie alebo zmluvné
zabezpedenie kompetentnych osab,

d) retain appropriate documented informa-
tion as evidence of competence.

NOTE Applicable actions can include, for example,
the provision of training to, the mentoring of, or the
re-assignment of currently employed persons; or the
hiring or contracting of competent persons.

7.3 Povedomie 7.3 Awareness

Osoby vykonavajlce pracu, ktoré riadi organiza-
cia, musia si uvedomovat:

The organization shall ensure that persons do-
ing work under the organization's control are

a) politiku kvality;
b) relevantiné ciele kvality;

c) svoje zapojenie do efekfivnosti systému
manazérstva kvality vratane prinosov
zlepseneg] vwkonnosti;

d) suvislosti nedodrziavania poZiadaviek sys-
tému manazerstva kvality.

aware of:
a) the quality policy;
b} relevant quality objectives;

c) their contribution to the effectiveness of
the guality management system, including
the benefits of improved performance;

d) the implications of not conforming with
the quality management system requi-
rements.

7.4 Communication

The organization shall determine the intemal
and external communications relevant to the
guality management system, including:

7.4 Komunikacia

Organizacia musi urdit internd a externd komu-
nikéaciu tykajlcu sa systému manaZérstva kvality
vratane:

a) o com sa bude komunikovat;
b) kedy sa bude komunikovat’
¢) s kym sa bude komunikovat’
d) ako sa bude komunikovat’,
&) kto bude komunikovat'.

a) on what it will communicate;
b) when to communicate;

¢} with whom to communicate;
d) how to communicate;

e) who communicates.

7.5 Zdokumentované informacie
7.51 VZeobecne

Systém manaZérstva kvality organizacie musi
zahmat:

7.5 Documented information
751

The organization's quality management sys-
tem shall include:

General

a) zdokumentované informacie poZadované
touto medzinarodnou normouw;

b) zdokumentované newyhnuiné informacie
uréené organizaciou pre efektivnost sys-
tému manaZérstva kvality.

POZNAMKA. — Rozsah zdokumentovanych infor-
macii pre systém manaférstva kvality moze v jed-
notlivich organizaciach zavisiet od:

- velkosti organizacie a jej druhu Ginnosti, proce-
sov, produktov a slufieb;

zloZitosti procesov a ich vzdjomnych vizieb;

kompetentnost osob.
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a) documented information required by this
International Standard;

b) documented information determined by
the organization as being necessary for
the effectiveness of the quality mana-
gement system.

MOTE The extent of documented information for

a quality management system can differ from one
organization to another due to:

the size of organization and its type of activi-
ties, processes, products and services;

the complexity of processes and their interac-
tions:

the competence of persons.




7.5.2 Tvorba a aktualizacia

Ak organizacia tvori a aktualizuje zdokumento-
vané informacie, musi vhodne zabezpedit:

a) identifikdciu a opis (napr. nazov, datum,
meno autora alebo referenéné éislo);

b} dpravu (napr. jazyk, verziu softvéru, grafi-
ky) a médium (napr. papierova, elekiro-
nicka forma);

¢} preskimanie a schvalenie vhodnosti a pri-
meranosti.

7.5.3 Riadenie zdokumentovanych
informacii

7.5.3.1 Zdokumentované informécie vyZadova-
né systémom manazérstva kvality a touto medzi-
narodnou normou musia sa riadit' tak, aby zabez-
pedili:
a) dostupnost a vhodnost na pouZitie, kde
a kedy sa to vyZaduje;

b) primerand ochranu (napr. proti strate dé-
vernosti, proti nevhodnému pougitiu alebo
strate Uplnosti).

7.5.3.2 Organizacia na riadenie zdokumento-
vanych informacii, ak treba, musi urdit tieto &in-
nosti:

a) distriblciu, pristup, vyhladavanie a pouzi-
vanie;

b) uloZenie a ochranu vratane pravnegj ochra-
ny,

c) riadenie zmien (napr. riadenie vydani);

d) uchovévanie a spristupfiovanie.

Zdokumentované informacie externého pdvodu,
ktoré si organizacia uréi ako nevyhnutné na pla-
novanie a prevadzku systému manaZérstva kva-
lity, musia sa vhodne identifikovat a riadit.

Zdokumentovane informacie uchované ako dé-
kaz zhody musia sa chranit’ proti nedmyselnym
zmenam.

POZNAMKA, — Pristup maZe zahimaf rozhodnutie tika-
jice sa iba povolenia nazerat do zdokumentovanych
informacii alebo povolenia nazerat do zdokumentova-
nych infarmacii a pravomoec zmenit ich.
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7.5.2 Creating and updating

When creating and updating documented in-
formation, the organization shall ensure
appropriate:

a) identification and description (e.g. a title,
date, author, or reference number);

b) format (e.g. language, software version,
graphics) and media (e.g. paper, elec-
tronic);

c) review and approval for suitability and
adequacy.

7.5.3 Control of documented information

7.5.3.1 Documented information required by
the quality management system and by this In-
ternational Standard shall be controlled to
ensure:

a) it is available and suitable for use, whe-
re and when it is needed;

b) it is adequately protected (e.g. from loss
of confidentiality, improper use, or loss

of integrity).

7.5.3.2 For the control of documented infor-
mation, the organization shall address the
following activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including pre-
servation of legibility;

c) control of changes (e.qg. version contral);
d) retention and disposition.

Documented information of external origin de-
termined by the organization to be necessary
for the planning and operation of the quality
management system shall be identified as ap-
propriate, and be controlled.

Documented information retained as evidence
of conformity shall be protected from uninten-
ded alterations.

MNOTE Access can imply a decision regarding the
permission to view the documented information on-
Iy, or the permission and authority to view and
change the documented information.
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8 Prevadzka
8.1 Planovanie a riadenie prevadzky

Organizacia musi planovat, implementovat a ria-
dit procesy (pozri &l. 4.4) potrebné na spinenie
poZiadaviek poskytovania produktov a sluZieb
a implementovat éinnosti urfené v kapitole 6
tym, Ze:

a) uréi poZiadavky na produkty a sluZby;

b) wytvori kriteria:
1. pre procesy;
2. na akceptovanie produktov a sluzieb;

c) uréi potrebné zdroje na dosiahnutie zhody
produktu a sluzby s poZiadavkami;

d) implementuje riadenie procesov podla kri-
térii;

&) uréi, udrZiava a uchovava zdokumentované
informacie v nevyhnutnom rozsahu na:

1. poskytnutie dévery, Ze procesy sa vy-
konali tak, ako sa naplanovali;

2. preukazanie zhody produkiov a sluZieb
s poZiadavkami.

Vystupy tohto planovania musia byt vhodné pre
prevadzky organizacie.

Ak je to nevyhnutné, organizacia musi riadit’ pla-
nované zmeny a preskiumat aj nasledky nahod-
nych zmien a ak treba prijat opatrenia, aby sa
zmiernili akekolfvek neZelané vplyvy.

Organizacia musi zabezpecit, aby sa riadili ex-
terne obstaravané procesy (pozri €l. 8.4).

8.2 Poiziadavky na produkty a sluzby

8.21

Komunikacia so zakaznikom musi zahfiat”

Komunikacia so zakaznikom

a) poskytovanie informacii tykajacich sa pro-
duktov a sluzieb;

b) spracovavanie dopytov, zmlidv alebo ob-
jednavok vratane zmien;

c) ziskavanie nazorov zadkaznika a spatnej
vézby od zékaznika vratane jeho staZnosti;
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8 Operation

8.1 Operational planning and control

The organization shall plan, implement and
control the processes (see 4.4) needed to me-
et the requirements for the provision of pro-
ducts and services, and to implement the
actions determined in Clause 6, by:

a) determining the requirements for the
products and services;

b) establishing criteria for:
1) the processes;

2) the acceptance of products and ser-
vices;

c) determining the resources needed to
achieve conformity to the product and
service reguirements;

d) implementing control of the processes in
accordance with the criteria;

e) determining, maintaining and retaining
documented information to the extent
necessary:

1) to have confidence that the proces-
ses have been carried out as plan-
ned;

2) to demonstrate the conformity of pro-
ducts and services to their require-
ments.

The output of this planning shall be suitable for
the organization's operations.

The organization shall control planned chan-
ges and review the consequences of unin-
tended changes, taking action to mitigate any
adverse effects, as necessary.

The organization shall ensure that outsourced
processes are controlled (see 8.4).

8.2 Requirements for products and
services

8.2.1 Customer communication
Communication with customers shall include:

a) providing information relating fo pro-
ducts and services;

b) handling enquiries, contracts or orders,
including changes;

c) obtaining customer feedback relating to
products and services, including custo-
mer complaints;



d) zaobchadzanie s majetkom alebo starost-
livost o majetok zékaznika;

e} vytvorenie Specifickych poZiadaviek na
opatrenia pri nepredvidatelnych udalos-
tiach, ak je to relevantné.

8.2.2 Uréenie poziadaviek na produkty
a sluzby

Pri urCovani poZiadaviek na produkty a sluZby
ponikané zakaznikom organizacia musi zabez-
pedit, Ze:

a) sa definovali poZiadavky na produkty a sluz-
by vratane:

1. akychkolvek aplikovatelnych pozZiada-
viek predpisov a regulatnych poZiada-
viek;

2. tych, ktoré organizacia povazuje za ne-
vyhnuté;

b) méze wyriesit reklamacie na ponidkané
produkty a sluZby.

8.2.3 Preskamanie poZiadaviek
na produkty a sluzby

8.2.3.1 COrganizacia musi zabezpeéit, Ze je
schopna splnit' poZiadavky zakaznikov na pon-
kané produkty a sluZby. Organizacia musi vy-
konat' preskimanie pred zaviazanim sa dodavat
produkty a sluZby zakaznikovi vratane:

a) poziadaviek Specifikovanych zakaznikom
a poZiadaviek na dodavku a &innosti po
dodavke;

b) poZiadaviek neurfenych zakaznikom, ale
nevyhnuinych na Specifikované alebo pred-
pokladané pouZitie zakaznikom, ak s tie-
to poziadavky zname;

c) poZiadaviek Specifikovanych organizaciou;

d) poziadaviek predpisov a regulaénych po-
Ziadaviek aplikovatelnych na produkty
a sluZby;

e) poZiadaviek zmluvy alebo objednavky roz-
dielnych oproti predtym formulovanym po-
Ziadavkam.

Organizacia musi zabezpeéit, aby sa wyriesili
rozdielne poZiadavky zmluvy alebo objednavky
oproti predtym definovanym poZiadavkam.
PozZiadavky zakaznika organizacia musi potvrdit
pred prijatim, aj ked zdkaznik neposkytol zdo-
kumentované uréenie jeho poZiadaviek.

29

STN EN IS0 8001: 2016

d) handling or controlling customer proper-
ty;

e) establishing specific requirements for
contingency actions, when relevant.

8.2.2 Determining the requirements for
products and services

When determining the requirements for the
products and services to be offered to custo-
mers, the organization shall ensure that:

a) the requirements for the products and
services are defined, including:

1) any applicable statutory and regulato-
ry requirements;

2) those considered necessary by the
organization;

b) the organization can meet the claims for
the products and services it offers.

8.2.3 Review of the requirements for
products and services

8.2.3.1 The organization shall ensure that it
has the ability to meet the requirements for pro-
ducts and services to be offered to customers.
The organization shall conduct a review before
committing to supply products and services to
a customer, to include:

a) requirements specified by the customer,
including the requirements for delivery
and post-delivery activities;

b) requirements not stated by the custo-
mer, but necessary for the specified or
intended use, when known;

¢) requirements specified by the organiza-
tion;

d) statutory and regulatory requirements
applicable to the products and services;

e) contract or order requirements differing
from those previously expressed.

The organization shall ensure that contract or
order requirements differing from those pre-
viously defined are resolved.

The customer's reqguirements shall be confir-
med by the organization before acceptance,
when the customer does not provide a docu-
mented statement of their requirements.
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POZNAMEKA. — W niektorjch situdciach, napr. pri inter-
nefovomn predaji, oficidlne preskumanie je neprakticke
pre kaFdd objednévku. Namiesto toho preskdmanie md-
#u pokryvat relevantné informacie o produkte, napr.
katalogy alebo reklamny material,

8.2.3.2 Organizacia musi primerane uchova-
vat zdokumentované informacie o:

a) vysledkoch preskumania;

b) akychkolvek novych poZiadavkach na pro-
dukty a sluZby.

8.2.4 Zmeny v poZiadavkach na produkty
a sluzby

Ak sa poZiadavky na produkty a sluzby zmenili,
organizacia musi zabezpeéit, aby sa opravili re-
levantné zdokumentovane informacie a aby si
relevantné osoby boli vedomé zmenenych po-
Ziadaviek.

8.3 Navrh a vyvoj produktov a sluZieb

8.31 V\sEeobecne

Organizacia musi wytvorif, implementovat a udr-
Ziavat proces navrhu a wvyvoja, ktory je vhodny
na zabezpefenie nasledného poskytovania pro-
duktov a sluzieb.

8.3.2 Planovanie navrhu a vyvoja

Organizacia musi pri uréovani etdp a riadiacich
cinnosti pre navrh a vyvoj zvazovat:

a) charakter, trvanie a (plnost Sinnosti nawvr-
hu a vyvoja;

b} poZadované etapy procesu vratane apli-
kovatelnych preskimani navrhu a vyvoja;

c) poZadované &innosti verifikacie a validacie
navrhu a vyvoja;

d) zodpovednost a pravomoci oséb zléast-
nenych v procese navrhu a wyvoja;

e) interné a externé zdroje potrebné pre na-
vrh a vyvoj produktov a sluZieb;

f) potrebu riadenia rozhrani medzi jednotliv-
cami a skupinami, ktori sa ziéastiuji na
procese navrhu a vyvoja;

g) potrebu (&asti zakaznikov a pouZivatelov
v procese navrhu a vwyvoja;

MOTE In some situations, such as internet sales,
a formal review is impractical for each order. Instead,
the review can cover relevant product information,
such as catalogues.

8.23.2 The organization shall retain docu-
mented information, as applicable:

a) on the results of the review;

b) on any new requirements for the pro-
ducts and services.

8.2.4 Changes to requirementis
for products and services

The organization shall ensure that relevant do-
cumented information is amended, and that
relevant persons are made aware of the chan-
ged requirements, when the requirements for
products and services are changed.

8.3 Design and development of products
and services

8.31 General

The organization shall establish, implement
and maintain a design and development pro-
cess that is appropriate to ensure the subse-
quent provision of products and services.

8.3.2 Design and development planning

In determining the stages and controls for de-
sign and development, the organization shall
consider:

a) the nature, duration and complexity of
the design and development activities;

b) the required process stages, including
applicable design and development re-
views;

c) the required design and development
verification and validation activities;

d) the responsibilities and authorities inval-
ved in the design and development pro-
CESS,;

e) the internal and external resource needs
for the design and development of pro-
ducts and services,

f) the need to control interfaces between
persons involved in the design and de-
velopment process;

g) the need for involvement of customers
and users in the design and develop-
ment process;



h) poZiadavky na nasledné poskytovanie pro-
duktov a sluzieb;

i) Grover ofakavaného riadenia zakaznikom
a inymi zainteresovanymi stranami v pro-
cese navrhu a vyvoja;

j) potrebné zdokumentované informécie na
preukdzanie splnenia poZiadaviek na na-
vrh a vyvoj.

8.3.3 Vstupy do navrhu a vyvoja

Organizacia musi uréit zakladné poZiadavky pre
specifikované druhy produkiov a sluzieb, kiore
sa budd navrhovat a wvyvijat. Organizacia musi
zvazovat:

a) funkéné a vykonové poZiadavky;

b) informacie odvodené z predchadzajicich
¢innosti podobného navrhu a vyvoja;

c) poZiadavky predpisov aregulaéné poZia-
davky;

d) normy alebo zauZivané postupy, ktoré sa
organizacia zaviazala implementovat’

e) moZné nasledky zlyhani vztfahujicich sa
na charakter vyrobkov a sluZieb.

Vstupy musia byt vyhovujlice pre Géely navrhu

a vyvoja a musia byt kompletné a jednoznacéné.

Konfliking vstupy do névrhu a vywvoja sa musia
vyriesit.

Organizacia musi uchovaval zdokumentovane
informacie o vstupoch do navrhu a vyvoja.

8.3.4 Riadiace €innosti navrhu a vyvoja

Organizacia musi aplikovat riadiace d&innosti
v procese navrhu a vyvoja, aby zabezpedila, Ze:

a) sa definovali vysledky, ktoré sa maji do-
siahnut’

b} sa vykonali preskimania na hodnotenie
schopnosti vysledkov navrhu a wyvoja do-
siahnut' splnenie poZiadaviek;

c) sa vykonali ¢innosti verifikacie na zabez-
pedenie, aby vystupy z navrhu a wyvoja
splnili vstupné poziadavky;

d) sa vykonali éinnosti validacie na zabezpe-
¢enie, aby vysledné produkty a sluZby spl-
nili poZiadavky na Specifikovand aplikaciu
alebo predpokladané pouzZivanie;

Ky

STN EN 150 8001: 2016

h) the requirements for subsequent provi-
sion of products and services;

i} the level of control expected for the de-
sign and development process by custo-
mers and other relevant interested par-
ties;

iy the documented information needed to
demonstrate that design and develop-
ment requirements have been met.

8.3.3 Design and development inputs

The organization shall determine the require-
ments essential for the specific types of
products and services to be designed and de-
veloped. The organization shall consider:

a) functional and performance require-
ments;

b) information derived from previous simi-
lar design and development activities;

c) statutory and regulatory requirements;

d) standards or codes of practice that the
organization has committed to imple-
ment;

e) potential consequences of failure due to
the nature of the products and services.

Inputs shall be adequate for design and deve-
lopment purposes, complete and unambi-
guous,

Conflicting design and development inputs
shall be resolved.

The organization shall retain documented in-
formation on design and development inputs.

8.3.4 Design and development controls

The organization shall apply controls to the
design and development process to ensure
that:

a) the results to be achieved are defined:;

b) reviews are conducted to evaluate the
ability of the results of design and deve-
lopment to meet requirements;

c) verification activities are conducted to
ensure that the design and development
outputs meet the input requirements;

d) validation activiies are conducied to
ensure that the resulting products and
services meet the requirements for the
specified application or intended use;
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e) sa prjali nevyhnutne opatrenia na zistene
problémy v priebehu preskimani alebo
tinnosti verifikacie a validacie;

f) sa uchovali zdokumentované informacie
o tychto &innostiach.

POZNAMEKA. — Preskimania ndvrhu a vjvoja, verifiké-

cia a validacia maji rozdielny 02, M&Zu sa wykonat

samostaine alebo v akejkolvek kombindcii tak, ako je
vhodné pre produkty a slufby organizacie.

8.3.5 Vystupy z navrhu a vyvoja
Organizacia musi zabezpedit, Ze vystupy z na-
vrhu a vyvoja:

a) spinili vstupné pozZiadavky;

b) s vhodné pre nasledujice procesy po-
skytovania produktov a sluzieb;

c) zahmaju poZiadavky na monitorovanie
a meranie, a ak treba, akceptacné kritéria
alebo odkazuji na ne;

d) Specifikuji charakteristiky produktov a slu-
Zieb, ktoré sl zakladom na ich zamySlany
Géel, ich bezpetnost a spravne poskyto-
vanie.

Organizacia musi uchovat zdokumentované in-
formacie o vystupoch z navrhu a vyvoja.

8.3.6 Zmeny navrhu a vyvoja

Organizacia musi identifikovat’, preskimat a ria-
dit zmeny navrhu a vyvoja produkiov a sluZieb
v priebehu alebo nasledne v rozsahu, kiory po-
tvrdi, Ze neexistuje nijaky nepriaznivy nasledok
na zhodu s poZiadavkami.

Organizécia musi uchovat zdokumentované in-
formacie o:

a) zmendach navrhu a vyvoja;
b) vysledkoch preskiimania;
¢) schvaleni zmien;

d) prijatych opatreniach na prevenciu nepriaz-
nivych nasledkov.

e) any necessary actions are taken on
problems determined during the re-
views, or verification and validation ac-
tivities;

f) documented information of these activi-
fies is retained.

NOTE Design and development reviews, verification

and validation have distinct purposes. They can be

conducted separately or in any combination, as is sui-

table for the products and services of the organi-
zation,

8.3.5 Design and development outputs

The organization shall ensure that design and
development outputs:

a) meet the input requirements;

b) are adequate for the subsequent pro-
cesses for the provision of products and
services;

¢) include or reference monitoring and
measuring requirements, as appropria-
te, and acceptance criteria;

d) specify the characteristics of the pro-
ducts and services that are essential for
their intended purpose and their safe
and proper provision.

The organization shall retain documented in-
formation on design and development outputs.

8.3.6 Design and development changes

The organization shall identify, review and
control changes made during, or subsequent
to, the design and development of products
and services, to the extent necessary to ensu-
re that there is no adverse impact on confor-
mity to requirements.

The organization shall retain documented in-
formation on:

a) design and development changes:;
b) the resulis of reviews;
c) the authorization of the changes;

d) the aclions taken to prevent adverse
impacts.



8.4 Riadenie externe poskytovanych
procesov, produktov a sluzieb

8.41 Vseobecne

Organizacia musi zabezpedit, aby externe po-
skytované procesy, produkty a sluZby boli v zho-
de so Specifikovanymi poZiadavkami.

Organizacia musi uréit riadiace éinnosti, ktoré sa
budi aplikovat na externe poskytované procesy,
produkty a sluzby, ak:

a) produkiy a sluzby poskytované externym
poskytovatelom sa zamyélaji zahrndf do
produktov a sluZieb organizacie;

b) produkty a sluzby priamo zakaznikovi (za-
kaznikom) za organizaciu poskytuje ex-
terny poskytovatel;

c) proces alebo éast procesu poskyiuje ex-
terny poskytovatel ako wysledok rozhod-
nutia organizacie.

Organizacia musi uréit a aplikovat' krtéria na hod-
notenie, vyber, monitorovanie vykonnosti a pre-
hodnotenie externych poskytovatelov, ktoré sa
zakladaji na ich schopnosti poskytovat procesy
alebo produkty a sluZby v zhode s poZiadavkami.
Organizacia musi uchovavat' zdokumentované in-
formacie o tychto Einnostiach a o akychkolvek
opatreniach vyplyvajucich z hodnoteni.

8.4.2 Typ a rozsah riadenia

Organizacia musi zabezpecit, Ze externe posky-
tované procesy, produkty a sluzby nemaji vplyv
na schopnosf organizacie nepretriite dodavat
zhodné produkty a sluzby jej zakaznikom.

Organizacia musi:

a) zabezpedit, Ze externe poskytované pro-
cesy sa riadia vsidlade s jej systémom
manazerstva kvality;

b) definovat riadiace €innosti, ktoré sa zamys-
faji aplikovat tak na externého poskyto-
vatela, ako aj na vysledne vystupy;

c) zvazit:

1. potencialny nasledok externe poskytova-
nych procesov, produkiov a sluZzieb na
schopnost organizacie nepretréite plnit
poZiadavky zakaznikov, aplikovatelné po-
Ziadavky predpisov a regulaéné poZia-
davky,
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8.4 Control of externally provided
processes, products and services

8.41 General

The organization shall ensure that externally
provided processes, products and services
conform to requirements.

The organization shall determine the controls
to be applied to externally provided processes,
products and services when:

a) products and services from external pro-
viders are intended for incorporation into
the organization's own products and
services;

b) products and services are provided di-
recly to the customer(s) by external
providers on behalf of the organization;

c) a process, or part of a process, is provi-
ded by an external provider as a result
of a decision by the organization.

The organization shall determine and apply cri-
teria for the evaluation, selection, monitoring of
performance, and re-evaluation of extemnal
providers, based on their ability to provide pro-
cesses or products and services in accordance
with requirements. The organization shall reta-
in documented information of these activities
and any necessary actions arising from the
evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally
provided processes, products and services do
not adversely affect the organization's ability to
consistently deliver conforming products and
services to its customers.

The organization shall:

a) ensure that externally provided proces-
ses remain within the control of its
quality management system;

b} define both the controls that it intends fo
apply to an external provider and those it
intends to apply to the resulting output;

c) take into consideration:

1) the potential impact of the externally
provided processes, products and ser-
vices on the organization's ability to
consistently meet customer and appli-
cable statutory and regulatory require-
ments;
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2_efektivnost riadiacich &innosti aplikova-
telnych externym poskytovatelom;

d) uréif verifikaciu alebo dalie éinnosti ne-
vyhnuiné na zabezpeenie, Ze exteme
poskytované procesy, produkty a sluzby
spinili poZiadavky.

8.4.3 Informacie pre externych

poskytovatelov

Organizacia musi zabezpedit primeranost’ Speci-
fikovanych poZiadaviek pred ich komunikdciou
s externym poskytovatefom.

Organizacia musi komunikovat s externym po-
skytovatelom svoje poZiadavky na:

a) procesy, produkty a sluZby, ktoré bude
poskytovat’

b) schvalenie:
1. produktov a sluZieb;
2. metdd, procesov a zariadeni:
3. uvalfiovania produktov a sluZieb:

c) kompetentnost vratane akejkolvek poZa-
dovanej kvalifikicie osob;

d) vztahy externého poskytovatela s organi-
zaciou;

e) riadenie a monitorovanie vykonnosti ex-
terného poskytovatela aplikované orga-
nizaciou;

fy €innosti verifikdcie alebo validacie, ktoré
organizacia alebo jej zékaznlk zamysla
vykonat v priestoroch externého poskyto-
vatefla.

8.5 Vyroba a poskytovanie sluzby

8.5.1 Riadenie vyroby a poskytovania

sluzby
Organizacia musi implementovat vyrobu a pos-
kytovanie sluzby v riadenych podmienkach.

Riadené podmienky musia primerane zahffiat"

a) dostupnost zdokumentovanych informacii,
ktoré definuju:

1. charakteristiky produktov, ktoré sa budd
vyrabat, sluZieb, ktore sa budid pos-
kytovat, alebo ginnosti, kioré sa budd
vykonavat’

2. vysledky, ktoré sa maju dosiahnut;

2)the effectiveness of the controls ap-
plied by the external provider;

d) determine the verification, or other acti-
vities, necessary to ensure that the
externally provided processes, products
and services meet requirements.

8.4.3 Information for external providers

The organization shall ensure the adequacy of
requirements prior fo their communication to
the external provider.

The organization shall communicate to exter-
nal providers its requirements for:

a) the processes, products and services to
be provided:;

b) the approval of:
1) products and services;
2} methods, processes and equipment;
3) the release of products and services;

c) competence, including any required qu-
alification of persons;

d) the external providers' interactions with
the organization;

e) control and monitoring of the external
providers' performance to be applied by
the organization;

f) werification or validation activities that
the organization, or its customer, in-
tends to perform at the extermal pro-
viders' premises.

8.5 Production and service provision

8.5.1 Control of production and service
provision
The organization shall implement production

and service provision under controlled condi-
tions.

Controlled conditions shall include, as appli-
cable:

a) the availability of documented informa-
tion that defines:

1) the characteristics of the products o
be produced, the services to be provi-
ded, or the activities to be performed;

2) the results to be achieved;



b) dostupnost a pouZivanie vhodnych zdro-
jov na monitorovanie a meranie;

c) implementaciu éinnosti monitorovania a me-
rania vo vhodnych etapach na verifikaciu,
ktoré kritéria na riadenie procesov alebo
vystupov a akceptovatelné kritéria pre pro-
dukty a sluzby sa spinili;

d) pouZivanie vhodnej infradtruktiry a pro-
stredia na prevadzku procesov;

e) uréenie kompetentnych osdb vratane akej-
kolvek pozadovane] kvalifikacie;

f)

validaciu alebo periodickia validaciu schop-
nosti dosahovat' planované vysledky pro-
cesov pre vyrobu a poskytovanie sluZby,
ak sa vysledné wystupy nemdzu verifiko-
vat' naslednym monitorovanim alebo me-
ranim;

g) implementaciu opatreni na prevenciu lud-
skych zlyhani;

h) implementaciu uvolfiovania, dodavok a &in-
nosti po dodani.

8.5.2 Identifikiacia a sledovatelnost

Ak treba zabezpetit zhodu produktov a sluZieb,
potom organizacia musi pouZit vhodné pro-
striedky na identifikdciu vystupov.

Organizécia musi v priebehu vyroby a zabez-
pecovania sluzby identifikovat stav wystupov
s reSpektovanim poZiadaviek monitorovania
a merania.

Ak sledovatelnost je poZiadavkou, potom orga-
nizacia musi riadit jedineénd identifikaciu ws-
tupov a uchovat akékolvek nevyhnuiné zdoku-
mentované informacie na preukazanie sledova-
telnosti.

8.5.3 Majetok patriaci zikaznikom alebo
externym poskytovatefom

Organizacia musi opatme nakladat' s majetkom,
ktory patri zakaznikom alebo externym poskyto-
vatelom, ak ho riadi alebo pouzije organizacia.

Organizacia musi identifikovat, verifikovat, chra-
nif a zaistovat’ majetok zakaznikov alebo exter-
nych poskytovatelov, ktory sa poskytol na pou-
Zitie alebo zahmutie do produktov alebo sluZieb.
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b) the availability and use of suitable moni-
toring and measuring resources;

c) the implementation of monitoring and
measurement activities at appropriate
stages to verify that criteria for control of
processes or outputs, and acceptance
criteria for products and services, have
been met;

d) the use of suitable infrastructure and
environment for the operation of pro-
cesses;

e) the appointment of competent persons,
including any required qualification;

f) the validation, and periodic revalidation,
of the ability to achieve planned results
of the processes for production and ser-
vice provision, where the resulting
output cannot be verified by subsequent

monitoring or measurement;

the implementation of actions to prevent
human error;

a)

h) the implementation of release, delivery
and post-delivery activities.

852 Identification and traceability

The organization shall use suitable means to
identify outputs when it is necessary to ensure
the conformity of products and services.

The organization shall identify the status of
outputs with respect to monitoring and measu-
rement requirements throughout production
and service provision.

The organization shall control the unique iden-
fification of the ouiputs when traceability is
a requirement, and shall retain the documen-
ted information necessary to enable trace-
ability.

8.5.3 Property belonging to customers
or external providers

The organization shall exercise care with pro-
perty belonging to customers or external pr-
oviders while it is under the organization's
control or being used by the organization.

The organization shall identify, verify, protect
and safeguard customers' or external pro-
viders' property provided for use or incorpo-
ration into the products and services,
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Ak sa majetok zakaznika alebo externeho posky-
tovatela strati, po3kodi, nespravne pouzije alebo
ak sa inak zisti, Ze je nevhodny na pouZitie, orga-
nizacia musi o tom podaf spravu zdkaznikovi
alebo externému poskytovatelovi a uchovat’ zdo-
kumentované informacie o tom, ¢o sa stalo.
POZNAMKA. — Majetok zakaznika alebo externého po-
skytovatefa méZe zahffial material, komponenty, nas-

troje a zariadenia, priestory, dusevny majetok a osobné
Gdaje,

8.54 Ochrana

Organizécia na zabezpefenie zhody s poZia-
davkami musi v nevyhnutnom rozsahu chranif
vystupy v priebehu vyroby alebo poskytovania
sluzby.

POZNAMKA, — Ochrana méde zahifiaf identifikéciu,

manipuldciu, riadenie kontamindcie, balenie, skladova-
nie, premiesthovanie alebo dopravu a chranenie.

8.5.5 Cinnosti po dodani

Organizécia musi spinit poZiadavky na éinnosti
po dodani spojené s produktmi a sluzbami.

Pri uréovani rozsahu poZadovanych éinnosti po
dodani organizacia musi zvazit:

a) poZiadavky predpisov a regulaéné poZia-
davky;

b) potencialne neZelané nasledky spojené
s produkimi a sluzbami;

c) charakter, pouzitie a predpokladani Zivot-
nost produktov a sluZieb:

d) poZiadavky zakaznika;

e) spatnd vazbu od zakaznika.

POZNAMEA. — Cinnosti po dodani méZu zahiat opa-
trenia tykajice sa poskylovania zaruk, zmiuvnych zd-

wvézkov, napr, sluZby tykajice sa ddrfby a dodatoéné
sluZby, napr. recykliciu alebo koneéné zneskodnenie.

856 Riadenie zmien

Organizacia musi na zabezpetenie trvalej zhody
s poZiadavkami v nevyhnutnom rozsahu pres-
kimat a riadit zmeny tykajice sa vyroby alebo
poskytovania sluzby.

Organizacia musi uchovavat zdokumentované
informacie opisujice vysledky preskimania
zmien, osobu (osoby), ktora rozhodla (ktoré roz-
hodli) o zmene a o akychkolvek nevyhnutnych
&innostiach vyplyvajucich z preskimania.

When the property of a customer or external
provider is lost, damaged or otherwise found to
be unsuitable for use, the organization shall
report this to the customer or external provider
and refain documented information on what
has occurred.

NOTE A customer's or external provider's property
can include materials, components, tools and equip-
ment, premises, intellectual property and personal
data.

8.5.4 Preservation

The organization shall preserve the outputs
during production and service provision, to the
extent necessary to ensure conformity to requ-
irements.

NOTE Preservation can include identification, han-
dling, contamination control, packaging, storage,
transmission or transportation, and protection.

8.5.5 Post-delivery activities

The organization shall meet requirements for
post-delivery activities associated with the pro-
ducts and services.

In determining the extent of post-delivery acti-
vities that are required, the organization shall
consider:

a) statutory and regulatory requirements;

b) the potential undesired consequences
associated with its products and servi-
ces;

£l

c) the nature, use and intended lifetime of
its products and services;

d) customer requirements;

e) customer feedback.

MOTE Postdelivery activities can include actions
under warranty provisions, contractual obligations
such as maintenance services, and supplementary
services such as recycling or final disposal.

8.5.6 Confrol of changes

The organization shall review and control
changes for production or service provision, to
the extent necessary to ensure continuing con-
formity with requirements.

The organization shall retain documented in-
formation describing the results of the review
of changes, the person(s) authorizing the
change, and any necessary actions arising
from the review.



8.6 Uvolfovanie produktov a sluZieb

Organizécia musi vo vhodnych etapéch implemen-
tovat’ planované opatrenia, aby verfikovala, Ze sa
poZiadavky na produkt a sluZbu spinili.

Uvolfiovanie produktov a sluZieb zdkaznikovi
nesmie pokracovat, ak sa planované opafrenia
uspokojivo neukonéili, iba ak ich inym spésobom
schvalila opravnena autorita, a ak treba, zakaz-
nik.

Organizacia musi uchovavat zdokumentované
informéacie o uvolneni produktov a sluZieb. Zdo-
kumentované informacie musia zahrfat:

a) dékaz zhody s akceptaénymi kritériami;

b) zistitelnost uvolfiujicej osoby (uvolfuja-
cich osob).

8.7 Riadenie nezhodnych vystupov

8.7.1 Organizacia musi zabezpeéit' identifikaciu
wystupov, ktoré nie st v zhode s ich poZiadavkami,
a ich riadenie tak, aby zabranila ich nelmy-
selnému pouZitiu alebo netmyselnej dodavke.

Organizacia musi prijat vhodné opatrenie podla
charakteru nezhody a jej vplyvu na zhodu pro-
duktov a sluZieb. Tie2 ho musi aplikovat na
nezhodné produkty a sluzby, ktoré zisti po do-
davke produktov, v priebehu sluzby alebo po
poskytnuti sluZby.

Organizacia musi jednym alebo viacerymi na-
sledujicimi  sposobmi nakladat s nezhodnymi
vystupmi, a to:

a) opravou;

b) oddelenim, zamedzenim pouZivania, vra-
tenim alebo pozastavenim poskytovania
produktov a sluZieb;

c) informovanim zakaznika;

d) ziskanim sdhlasu na akceptovanie vynim-
ky.

Ak sa nezhodné vystupy opravili, zhoda s poZia-
davkami sa musi znova verifikovat.

I
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8.6 Release of products and services

The organization shall implement planned ar-
rangements, at appropriate stages, to werify
that the product and service requirements ha-
ve been met.

The release of products and services to the
customer shall not proceed until the planned
arrangements have been satisfactorily comple-
ted, unless otherwise approved by a relevant
authority and, as applicable, by the customer.

The organization shall retain documented in-
formation on the release of products and
services. The documented information shall in-
clude:

a) evidence of conformity with the accep-
tance criteria;

b) traceability to the person(s) authorizing
the release.

8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that out-
puts that do not conform to their requirements
are identified and controlled to prevent their
unintended use or delivery.

The organization shall take appropriate action
based on the nature of the nonconformity and
its effect on the conformity of products and
services. This shall also apply to nonconfor-
ming products and services detected after
delivery of products, during or after the provi-
sion of services.

The organization shall deal with nonconfor-
ming outputs in one or more of the following
ways:

a) correction;

b) segregation, containment, return or sus-

pension of provision of products and
services;

c) informing the customer;

d) obtaining authorization for acceptance
under concession.

Conformity to the requirements shall be veri-
fied when nonconforming outpufs are cormrec-
ted.
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8.7.2 Organizacia musi uchovavat zdokumen-
tované informacie, ktoré:

a) opisujd nezhodu;
b) opisujd prijaté opatrenia;
c) opisuji akékolvek schvalenia vynimky;

d) identifikuji pravomoc rozhodovania o opa-
treni vzhladom na nezhodu.

9 Hodnotenie vykonnosti

9.1 Monitorovanie, meranie, analyza
a hodnotenie
911 Vseobecne

Organizacia musi urdit,

a) ¢o potrebuje monitorovat a merat’;

b) aké metddy monitorovania, merania, ana-
lyzy a hodnotenia s potrebné na zabez-
pecovanie validovanych vysledkov;

¢} kedy sa musi monitorovanie a meranie
vykonat

d) kedy sa musia wysledky monitorovania
a merania analyzovaf a hodnotit.

Organizacia musi hodnotit’ vykonnost a efektiv-
nost systému manazérstva kvality.

Organizacia musi na dany iéel vhodne uchovat
zdokumentované informécie ako dékaz o vysled-
koch.

9.1.2 Spokojnost’ zakaznika

Organizacia musi monitorovat’ stupefi vnimania
zakaznikmi, v ktorom sa splnili ich potreby
a otakavania. Organizacia musi urdit metédy
ziskavania, monitorovania a preskimania tychio
informacii.

POZNAMEA, — Priklady monitorovania vnimania zakaz-
nikom méfu zahifat prieskumy spokoinosti zdkaznika,
spatné informacie o dodavanych produktoch a sluZbéch,
stretnutia so zékaznikmi, analyzy podielu na trhu, pochva-
ly, zarucné reklamacie a spravy predajcov.
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8.7.2 The organization shall retain documen-
ted information that:

a) describes the nonconformity;
b) describes the actions taken;
c) describes any concessions obtained;

d) identifies the authority deciding the ac-
tion in respect of the nonconformity.

9 Performance evaluation

9.1 Monitoring, measurement, analysis
and evaluation
9.1.1 General

The organization shall determine:

a) what needs to be monitored and measu-
red;

b) the methods for monitoring, measure-
ment, analysis and evaluation needed to
ensure valid results;

c} when the monitoring and measuring
shall be performed;

d) when the results from monitoring and
measurement shall be analysed and
evaluated.

The organization shall evaluate the perfor-
mance and the effectiveness of the quality ma-
nagement system.

The organization shall retain appropriate do-
cumented information as evidence of the re-
sults.

9.1.2 Customer satisfaction

The organization shall monitor customers' per-
ceptions of the degree to which their needs
and expectations have been fulfilled. The or-
ganization shall determine the methods for
obtaining, monitoring and reviewing this infor-
mation.
NOTE Examples of monitoring customer perceptions
can include customer surveys, customer feedback on
deliverad products and services, meefings with cus-
tomers, market-share analysis, compliments, warranty
claims and dealer reports.



9.1.3 Analyza a hodnotenie

Organizacia musi analyzovat a hodnotit’ vhodneé
idaje a informacie z monitorovania a merania.

Vysledky analyzy sa musia pouZif na hodnotenie:

a) zhody produktov a sluzieb;

b) stupfia spokojnosti zakaznika;

¢) vykonnosti a efektivnosti systému mana-
#érstva kvality;

d) efektivnosti implementacie planovania;

e) efektivnosti prijatych opatreni na zvladanie
rizik a prilezitosti;
f) wykonnosti externych poskytovatelow;

g) potreby zlepSeni systému manazérstva
kvality.

POZNAMKA. — Mefidy na analyzu ddajov méu zahf-
fat’ Statistické techniky.

9.2 Interny audit

9.21 Organizacia musi vykonavat intemé au-
dity v planovanych intervaloch na poskytnutie
informacii, i sa systém manazérstva kvality:

a) zhoduje:

1.5 vlastnymi poZiadavkami organizicie
na jej systém manazérstva kvality;

2.5 poZiadavkami tejio medzinarodnej
normy;

b) efektivne implementuje a udrziava.

9.2.2 Organizacia musi:

a) planovat, wvytvorit, implementovat a udr
Ziavat' program (programy) auditu (auditov)
vratane frekvencie, metéd, zodpovednost,
poZiadaviek na planovanie a podavanie
sprav, v ktorom musi vziat' do Uvahy doéle-
Zitost dotknutych procesov, zmeny, ktoré
maji vplyv na organizaciu, a vysledky
predchadzajlcich auditov;

b} definovat kritéria auditu a predmet pre
kaZdy audit;

c} vyberat auditorov a vykonavat audity tak,
aby sa zabezpecila objektivnost a neza-
vislost procesu auditovania;

STN EN 150 8001: 2016

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate
appropriate data and information arising from
monitoring and measurement.

The results of analysis shall be used to evalua-
te:

a) conformity of products and services;
b) the degree of customer satisfaction;

c) the performance and effectiveness of
the quality management system;

d) if planning has been implemented effecti-
vely;

e) the effectiveness of actions taken to ad-
dress risks and opportunities;

f) the performance of external providers;

g) the need for improvements to the quality
management system.

MOTE Methods to analyse data can include statisti-
cal technigues.

9.2 Internal audit

9.21 The organization shall conduct internal
audits at planned intervals to provide informa-
tion on whether the quality management
system:

a) conforms to:

1)the organization's own requirements
for its quality management system;

2)the requirements of this Intemational
Standard;

b) is effectively implemented and maintai-
ned.

9.2.2 The organization shall:

a) plan, establish, implement and maintain
an audit programme(s) including the fre-
quency, methods, responsibilities, plan-
ning requirements and reporting, which
shall take into consideration the impor-
tance of the processes concerned,
changes affecting the organization, and
the results of previous audits;

b) define the audit criteria and scope for
each audit

c) select auditors and conduct audits to
ensure objectivity and the impartiality of
the audit process;
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d) zabezpetit, aby sa o vysledkoch auditov
podavali spravy relevantnému manazmen-
tu;

e) bez zbyto€nych prietahov prijat’ nevyhnut-
nd napravu a napravné opatrenia;

f) uchovavat zdokumentované informacie
ako ddkaz implementacie programu auditu
a vysledkov auditu.

POZNAMKA. — Ako ndvod pozri normu IS0 19011,

9.3 Preskamanie manazmentom
9.3.1 Vseobecne

Vrcholovy manazment musi v planovanych in-
tervaloch preskimaval systém manazérstva
kvality organizécie na zabezpeéenie jeho trvalej
vhodnosti, primeranosti, efektivnosti a zosllade-
nia so strategickym smerovanim organizacie.

9.3.2 Vstupy do preskimania
manazmentom

Preskiimavanie manaZmentorn sa musi plano-
vat a vykonavat so zvazenim:

a) stavu opatreni z predchadzajicich pre-
skiimavani manaZmentom;

b) zmien v externych a internych zaleZitos-
tiach, ktoré sa dotykaji systému mana-
Zérstva kvality;

¢) informacii o wwkonnosti a efektivnosti sys-
tému manazérstva kvality vratane trendov:

1. v spokojnosti zakaznika a spéinej viz-
by od relevantnych zainteresovanych
stran;

2. v miere, v akej sa spinili ciele kvality;

3. vo wykonnosti procesu a v zhode pro-
duktov a sluZieb;

4. v nezhodach a napravnych opatreniach;

5. vo vysledkoch monitorovania a merania;

6. vo vysledkoch auditov;

7. vo wwkonnosti externych poskytovatelov;
d) primeranosti zdrojov;

e) efektivnosti prijatych opatreni na zviadanie
rizik a prileZitosti (pozri &l. 6.1);

f) prilezitosti na zlepSovanie.

d) ensure that the results of the audits are
reported to relevant management;

e) take appropriate correction and correcti-
ve actions without undue delay;

f) retain documented information as evi-
dence of the implementation of the audit
programme and the audit results.

NOTE See 150 18011 for guidance.

9.3 Management review
9.3.1

Top management shall review the organiza-
tion's quality management system, at planned
intervals, to ensure its confinuing suitability,
adequacy, effectiveness and alignment with
the strategic direction of the organization.

General

9.3.2 Management review inputs

The management review shall be planned and
carried out taking into consideration:

a) the status of actions from previous ma-
nagement reviews;

b) changes in external and internal issues
that are relevant to the quality manage-
ment system;

c) information on the performance and ef-
fectiveness of the quality management
system, including trends in:

1) customer satisfaction and feedback
from relevant interested parties;

2)the extent to which quality objectives
have been met;

3) process performance and conformity
of products and services;

4) nonconformities and corrective ac-
tions;

5) monitoring and measurement results;

6) audit results;

7) the performance of external providers;
d) the adequacy of resources;

e) the effectiveness of actions taken to ad-
dress risks and opportunities (see 6.1);

f) opportunities for improvement.




9.3.3 Vystupy z preskiimania
manaZmentom

Vystupy z preskimavania manaZmentom musia
zahfiat rozhodnutia a opatrenia tykajlice sa:

a) prileZitosti na zlepSovanie;

b} akejkolvek potreby na zmeny systému
manazérsiva kvality;

c) potrieb zdrojov.

Organizacia musi uchovavat zdokumentované
informacie ako dokaz vysledkov preskimavani
manaZmentom.

10 ZlepsSovanie
10.1 V3eobecne

Organizacia musi uréoval a vyberaf prileZitosti
na zlepSovanie a implementovat nevyhnuiné
opatrenia na splnenie poZiadaviek zékaznika
a zveladenie jeho spokojnosti.

To musi zahimiaf;

a) zlep3ovanie produktov a sluZieb na splne-
nie poziadaviek a na zvladanie budicich
potrieb a oakavani;

b) napravu, prevenciu alebo zniZenie neze-
lanych Géinkow;

c) zlepSovanie vykonnosti a efektivnosti sys-
tému manazérstva kvality.

POZNAMKA. — Priklady zlepSovania méZu zahffiaf na-
pravu, napravné opatrenie, trvalé zlepgovanie, prevratnd
Zmenu, inovaciu a recrganizaciu,

10.2 MNezhoda a napravné opatrenie

10.2.1 Ak sa vyskytne nezhoda vratane tej,
ktora vznika z reklamacii, organizacia musi:

a) reagovat na nezhodu a primerane:

1. prijat opatrenie na jej riadenie a napravu;
2. zaoherat sa nasledkami;

b) hodnotit potrebu opatrenia na eliminaciu
priéiny, resp. pri¢in nezhody, aby sa neo-
pakovala alebo neobjavila inde:

1. preskimanim a analyzovanim nezhody;

2. uréenim priciny nezhody;
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9.3.3 Management review outputs

The outputs of the management review shall
include decisions and actions related to:

a) opportunities for improvement;

b} any need for changes to the quality ma-
nagement system;

c) resource needs.

The organization shall retain documented in-
formation as evidence of the results of mana-
gement reviews.

10 Improvement
10.1 General

The organization shall determine and select
opportunities for improvement and implement
any necessary actions to meet customer requi-
rements and enhance customer satisfaction.

These shall include:

a) improving products and services to me-
et requirements as well as to address
future needs and expectations;

b) correcting, preventing or reducing unde-
sired effects;

c) improving the performance and effecti-
veness of the quality management sys-
tem.

MOTE Examples of improvement can inclede correc-

tion, corrective action, continual improvement, break-
through change, innovation and re-organization.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, inclu-
ding any arising from complaints, the organiza-
tion shall:

a) react to the nonconformity and, as ap-
plicable:

1) take action to control and correct it;
2) deal with the consequences;

b) evaluate the need for action to eliminate
the cause(s) of the nonconformity, in or-
der that it does not recur or occur else-
where, by:

1) reviewing and analysing the noncon-
formity;

2) determining the causes of the non-
conformity;
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3. uréenim, & podobné nezhody existuji
alebo by sa mohli potencialne prihodit;

c) implementovat akékolvek potrebné opa-
trenie;

d) preskimat efektivnost akéhokolvek pri-
jatého napravného opatrenia;

e) ak treba, aktualizovat rizika a prileZitosti,
ktore sa uréili v priebehu planovania;

fy ak treba, urobit zmeny v systéme mana-
Zérstva kvality.
MNapravné opatrenia musia byt primerané vply-
vorm vyskytnutych nezhdd.

10.2.2 Organizacia musi uchovavat zdoku-
mentované informacie ako dokaz:

a) charakteru nezhdd a akychkolvek nasled-
nych prijatych opatreni;

b) wysledkov akéhokolvek ndpravného opa-
trenia.

10.3 Trvalé zlepSovanie

Organizacia musi trvalo zlepdovaf vhodnost,
primeranost a efektivnost systému manazérstva
kvality.

Organizacia musi zvaZovat vysledky analyzy,
hodnotenia a vystupy z preskiimavania manaz-
mentom na uréenie toho, & existuji potreby
alebo prileZitosti, ktoré sa musia zvladat ako si-
cast trvalého zlepSovania.
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3) determining if similar nonconformities
exist, or could potentially occur;

c) implement any action needed;

d) review the effectiveness of any cormrecti-
ve action taken;

e) update risks and opportunities determi-
ned during planning, if necessary;

f) make changes to the quality manage-
ment system, if necessary.

Corrective actions shall be appropriate to the
effects of the nonconformities encountered.

10.2.2 The organization shall retain docu-
mented information as evidence of:

a) the nature of the nonconformities and
any subsequent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve the
suitability, adequacy and effectiveness of the
quality management system.

The organization shall consider the results of
analysis and evaluation, and the outputs from
management review, to determine if there are
needs or opportunities that shall be addressed
as part of continual improvement.




Priloha A (informativna)

Objasnenie novej Struktiry,
terminolégie a koncepcii

A.1  Struktira a terminolégia

Struktiira kapitol (t. j. postupnost kapitol) a nie-
ktora terminolégia tohto vydania medzinarodnej
normy sa zmenili v porovnani s predchadzajicim
vydanim (ISO 8001: 2008), aby sa zlepsilo uspo-
riadanie s ostatnymi normami systemov mana-
Zérstva.

Neexistuje nijaka poZiadavka v tejto medzina-
rodnej norme, aby sa jej Struktira a terminoldgia
implementovali do zdokumentovanych informacil
systému manazérstva kvality organizécie.

Struktira kapitol ma skér v imysle poskytnat lo-
gickll prezentaciu poZiadaviek nez model doku-
mentovania politik, cielov a procesov organiza-
cie. Struktira a obsah zdokumentovanych infor-
macii tykajucich sa systému manazérstva kvality
mdZu byt €asto relevantnejSie pre jej pouZivate-
fov, ak sa vzfahuji aj na prevadzku procesov
v organizacii a aj na udrziavané informacie na
daldie G&ely.

Meexistuje nijaka poZiadavka na Specifikaciu po-
Ziadaviek systému manaZérstva nahradit ter-
miny pouZivané v organizacii za terminy pouzite
v tejto medzinarodnej normme, Organizacia si
méZe vybrat, &i pouZije terminy, ktoré st vhodné
pre jej prevadzky (napr. pouZivanie terminov
Zaznamy", ,dokumentacia®, ,protokoly” skér nez
Zdokumentované informacie”; alebo .dodava-
tel*, .pariner” alebo ,predajca” atd. rad3ej ako
£Lxterny poskytovatel*). Tabultka A1 ukazuje
hlavné rozdiely v terminoldgii medzi vydanim tej-
to medzinarodnej normy a predchadzajicim vy-
danim.
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Annex A (informative)

Clarification of new structure,
terminology and concepts

A1 Structure and terminology

The clause structure (i.e. clause sequence) and
some of the terminology of this edition of this
International Standard, in comparison with the
previous edition (ISO 8001: 2008), have been
changed to improve alignment with other ma-
nagement systems standards.

There is no requirement in this International
Standard for its structure and terminology to be
applied to the documented information of an
organization's quality management system.

The structure of clauses is intended to provide
a coherent presentation of requirements, rather
than a model for documenting an organization's
policies, objectives and processes. The structu-
re and content of documented information
related to a quality management system can of-
ten be more relevant to its users if it relates to
both the processes operated by the crganiza-
tion and information maintained for other
purposes.

There is no requirement for the terms used by
an organization to be replaced by the terms
used in this International Standard to specify
quality management system requirements. Or-
ganizations can choose to use terms which suit
their operations (e.g. using “records”, “docu-
mentation® or “protocols” rather than “docu- -
mented information®; or “supplier”, “partner” or
“vendor” rather than “extemnal provider”). Table
A.1 shows the major differences in terminology
between this edition of this International Stan-
dard and the previous edition.
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Tabulka A.1 — Hlavné rozdiely v terminolégii medzi normami
IS0 9001: 2008 a ISO 9001: 2015

ISO 9001: 2008

ISO 9001: 2015

Produkty

Produkty a sluzby

Wynimky

MepouZiva sa
{pozri kapitolu A.5 na objasnenie aplikovatelnosti)

Predstavitel manaZmentu

NepouZiva sa

(podobna zodpovednost a podobné pravomoci sa pri-
delia, ale nie je nijakd poZiadavka na samotného
predstavitela manazmentu)

Dokumentacia, prirucka kvality,
zdokumentované postupy, zaznamy

Zdokumentované informacie

Pracovné prostredie

Prostredie na prevadzku procesov

Zariadenie na monitorovanie a meranie

Zdroje na monitorovanie a meranie

MNakupovany produkt

Externe poskytované produkty a sluzby

Dodavatel

Externy poskytovatel

Table A.1 — Major differences in terminology between
ISO 9001: 2008 and I1SO 9001: 2015

ISO 9001: 2008

IS0 9001: 2015

Products

Products and services

Exclusions

Mot used
(See Clause A5 for clarification of applicability)

Management representative

Mot used

{(Similar responsibilities and authorities are assigned
but no requirement for a single management represen-
tative)

Documentation, quality manual,
documented procedures, records

Documented information

Work environment

Environment for the operation of processes

Monitoring and measuring equipment

Monitoring and measuring resources

Purchased product

Externally provided products and services

Supplier

External provider

A.2 Produkty a sluzby

A.2 Products and services

V norme 1SO 9001: 2008 pouZivany termin
Jprodukt” zahffia vietky kategdrie vystupu. Toto
vydanie medzinarodnej normy pouZiva termin
produkty a sluzby. Termin ,produkty a sluZby"
zahffia vietky kategdrie vystupu (hardvér, sluz-
by, softvér a spraclivané materidly).

ISO 9001: 2008 used the term “product” to in-
clude all output categories. This edition of this
International Standard uses “products and ser-
vices”. "Products and services” include all
output categories (hardware, services, software
and processed materials).



Specifické zahrnutie slufieb sa zameriava na
vysvetlenie rozdielov medzi produkimi a sluz-
bami pri aplikacii niektorych poZiadaviek. Viast-
nostou sluZieb je, Ze posledna faza vystupu sa
realizuje na rozhrani so zakaznikom. To zname-
na napr., Ze zhoda s poZiadavkami sa nemdaze
povinne potvrdit pred dodanim sluzby.

Vo vela pripadoch sa terminy produkty a sluzby
pouzZivajd spoloéne. MnoZstvo vystupov, ktoré
organizacie poskytuji zakaznikom alebo im ich
dodavaji externi poskytovatelia, zahfiaji tak
produkty, ako aj sluzby. Napr. hmotny alebo ne-
hmotny produkt sa nejako spaja so sluZbou
alebo sluZba sa nejako spaja s hmotnym alebo
nehmotnym produktom.

A.3 Pochopenie potrieb a ofakavani
zainteresovanych stran

Clanck 4.2 Specifikuje poZiadavky pre organiza-
ciu, aby urila zainteresované strany a ich
poZiadavky relevantné pre systém manazérstva
kvality. Cl. 4.2 nezahffia rozsah poziadaviek sys-
tému manaZérstva kvality mimo predmetu tejto
medzinarodnej normy. Ako sa uréuje v predme-
te, tato medzinarodna norma sa aplikuje, ak
organizacia potrebuje preukazat' svoju schop-
nost trvale poskytovat produkty a sluZby, ktoré
plnia poZiadavky zékaznika a aplikovatelné po-
Ziadavky predpisov a regulaéné poZiadavky,
a zameriava sa na zveladovanie spokojnosti za-
kaznika.

V tejto medzindrodnej norme neexistuje nijaka po-
Ziadavka, aby organizécia zvaZovala zaintereso-
vané strany, ak rozhodne, Ze fieto strany nie si
relevantné pre jej systém manazérstva kvality. Je
na organizacii, aby rozhodla, & &iastkova pozZia-
davka relevantnej zainteresovanej strany sa doty-
ka jej systému manaZérstva kvality.

A4 Uvazovanie zaloZzené na riziku

Koncepcia uvaZovania zaloZeného na riziku bola
zahrutd v predchadzajicich vydaniach tejto
medzinarodne] normy napr. cez poZiadavky na
planovanie, preskimavanie a zlepSovanie. Pre
organizaciu ako zaklad pre planovanie (pozri &l.
6.1) tato medzinarodna norma 3pecifikuje poZia-
davky na pochopenie jej stvislosti (pozri &l. 4.1)
ana urienie rizik. To reprezentuje aplikaciu
uvaZovania zaloZzeného na riziku pre planovanie
a implementaciu procesov systému manazérstva
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The specific inclusion of "services” is intended
to highlight the differences between products
and services in the application of some requi-
rements. The characteristic of services is that
at least part of the output is realized at the in-
terface with the customer. This means, for
example, that conformity to requirements can-
not necessarily be confirmed before service
delivery.

In most cases, products and services are used
together. Most outputs that organizations pro-
vide to customers, or are supplied to them by
external providers, include both products and
services. For example, a tangible or intangible
product can have some associated service or
a service can have some associated tangible or
intangible product.

A.3 Understanding the needs and
expectations of interested parties

Subclause 4.2 specifies requirements for the
organization to determine the interested parties
that are relevant to the quality management
system and the requirements of those intere-
sted parties. However, 4.2 does not imply
extension of quality management system requi-
rements beyond the scope of this International
Standard. As stated in the scope, this Interna-
tional Standard is applicable where an orga-
nization needs to demonstrate its ability to
consistently provide products and services that
meet customer and applicable statutory and
regulatory requirements, and aims to enhance
customer satisfaction.

There is no requirement in this International
Standard for the organization to consider intere-
sted parties where it has decided that those
parties are not relevant to its quality manage-
ment system. It is for the organization to decide
if a particular requirement of a relevant intere-
sted party is relevant to its quality management

system.

A.4 Risk-based thinking

The concept of risk-based thinking has been
implicit in previous editions of this International
Standard, e.g. through requirements for plan-
ning, review and improvement. This Inter-
national Standard specifies reguirements for
the organization to understand its context (see
4.1) and determine risks as a basis for planning
(see 6.1). This represents the application of
risk-based thinking to planning and implemen-
ting quality management system processes
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kvality (pozr ¢l. 4.4) a bude napomahat pri ur-
¢ovani rozsahu zdokumentovanych informacii.

Jeden z klG&ovych prinosov systému manazér-
stva kvality je pdsobit’ ako preventivny nastroj.
Z tohto ddvodu tato medzindrodna noma nema
samostatni kapitolu alebo samostatny clanok
o preventivnom opatreni. Koncepcia preventiv-
neho opatrenia je vyjadrena prostrednictvom
pouZitia uvaZovania zaloZeného na riziku vo for-
mulacii poZiadaviek systému mana2érstva kvality.
UvaZovanie zaloZené na riziku aplikované v tejto
medzinarodnej norme umoznilo niekolko redukcii v
predpisovani poZiadaviek a ich nahradenie poZia-
davkami zaloZzenymi na wvykonnosti. To je flexi-
bilnejSie v poZiadavkach na procesy, zdokumento-
vané informacie a zodpovednost organizacie nez
v norme SO 9001: 2008.

Aj €l. 6.1 Specifikuje, Ze organizacia musi planc-
val &innosti na zvliadanie rizik. Neexistuje viak
nijaké poZiadavka na oficidlne metddy na mana-
zerstvo rizika alebo zdokumentovany proces
manazérstva rizika. Organizacia sa mdZe roz-
hodnat, &i vytvori, alebo nevytvori rozsiahlejSiu
metodiku manazérstva rizika, nez pozaduje tato
medzinarodna norma, napr. aplikaciou dalsich
navodov alebo noriem.

Nie vSetky procesy systému manazérstva kvality
predstavuji rovnaki udroven rizika z pohfadu
schopnosti spinenia jej cielov a vplyv neistoty
nie je rovnaky pre vietky organizacie. Podla po-
Ziadaviek (€l. 6.1) organizacia zodpoveda za
aplikaciu jej uvaZzovania zaloZzengho na riziku a
za prijatie opatreni na zvladanie rizik vratane to-
ho, &i uchova, alebo neuchova zdokumentované
informacie ako dokaz jej uréovania rizik.

A5 Aplikovatelnost’

Tato medzinarodna norma neodkazuje na wvy-
nimky vo wvztahu na aplikovatelnost jej pozia-
daviek systémom manaZérstva kvality orga-
nizacie. Organizacia viak modZe preskimavat
aplikovatelnost platnych poZiadaviek vzhladom
na velkost akomplexnost organizacie, model
manazérstva, ktory pouziva s ohladom na roz-
sah &innosti organizacie a povahe rizik a prile-
Zitosti.

Poziadavky na aplikovatelnost su usmerfiované
v &l. 4.3, ktora definuje podmienky, za ktorych sa
organizacia moéze rozhodndf, ktord poziadavku
nemdze aplikovat’ v akychkolvek procesoch, a to
v siilade s predmetom jej systému manaZérsiva
kvality. Organizacia sa mdZe rozhodnit, Ze po-

(see 4.4) and will assist in determining the ex-
tent of documented information.

One of the key purposes of a quality manage-
ment system is to act as a preventive tool.
Consequently, this International Standard does
not have a separate clause or subclause on
preventive action. The concept of preventive
action is expressed through the use of risk-
based thinking in formulating quality manage-
ment system requirements.

The risk-based thinking applied in this Interna-
tional Standard has enabled some reduction in
prescriptive requirements and their replace-
ment by performance-based requirements.
There is greater flexibility than in 1S5S0 9001:
2008 in the requirements for processes, docu-
mented information and organizational respon-
sibilities.

Although 6.1 specifies that the organization
shall plan actions to address risks, there is no
requirement for formal methods for risk mana-
gement or adocumented risk management
process. Organizations can decide whether or
not to develop a more extensive risk manage-
ment methodology than is required by this
International Standard, e.g. through the appli-
cation of other guidance or standards.

Mot all the processes of a quality management
system represent the same level of risk in
terms of the organization's ability to meet its
objectives, and the effects of uncertainty are
not the same for all organizations. Under the
requirements of 6.1, the organization is res-
ponsible for its application of risk-based
thinking and the actions it takes to address risk,
including whether or not to retain documented
information as evidence of its determination of
risks.

A5 Applicability

This International Standard does not refer to
“exclusions” in relation to the applicability of its
requirements to the organization's quality ma-
nagement system. However, an organization
can review the applicability of requirements due
to the size or complexity of the organization,
the management model it adopts, the range of
the organization's activities and the nature of
the risks and opportunities it encounters.

The requirements for applicability are addres-
sed in 4.3, which defines conditions under
which an organization can decide that a requi-
rement cannot be applied to any of the
processes within the scope of its quality mana-
gement system. The organization can only




Ziadavka nie je aplikovatelna iba vtedy, ak toto
rozhodnutie nebude vplyvat na zlyhanie dosiah-
nutia zhody produktov a sluZieb.

A6 Zdokumentované informacie

Ako tast kompatibility s ostatnymi normami sys-
tému manazérstva ma byt bez weznamnych zmien
alebo dodatkov (pozri €. 7.5) zavedena spoloéna
kapitola o zdokumentovanych informacidch. Ak
kdekolfvek v tejto medzinarodnej norme bola po-
treba dpravy, text bol prispdsobeny tejto poZiadav-
ke. Nasledne termin ,zdokumentované informacie”
sa pouil pre vietky zdokumentované poZiadavky.

Ak noma ISO 9001: 2008 pouZila Specificka
terminolégiu, napr. .dokument* alebo ,zdoku-
mentovany postup”, prirucka kvality® alebo pléan
kvality", vydanie tejto medzinarodnej normy defi-
nuje poZiadavky na ,udrZiavanie zdokumen-
tovanych informacii™.

Ak norma 1SC 9001: 2008 pouzila termin ,za-
znamy” na vyznadenie potrebnych dokumentov
na poskyinutie dékazu zhody s poZiadavkami, to
sa teraz vysvetluje ako poZiadavka na ,uchova-
nie zdokumentovanych informacii®. Organizacia
zodpoveda za uréenie, kioré zdokumentované
informacie potrebuje, aby sa uchovali, £as a mé-
did uchovania.

PozZiadavka na .udrziavanie® zdokumentovanych
informacii newvyluéuje mozZnost, Ze organizacia
mdZe mat potrebu uchovat” rovnaké zdoku-
mentované informécie na osobitny d&el, napr.
uchovanie ich predchadzajicich verzii.

Ak tato medzinarodnd norma odkazuje na .in-
formacie" skdr neZ na ,zdokumentované infor-
macie" (napr. v &l. 4.1 ,organizacia musi moni-
torovat a preskimavat informacie o tychto ex-
ternych a internych zaleZitostiach®), neexistuje
nijaka poZiadavka, Ze tato informacia sa ma
zdokumentovat. V takychto situaciach organiza-
cia mbze rozhodnif, & je, alebo nie je ne-
vyhnuiné alebo vhodneé udrZiavat zdokumen-
tované informéacie.
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decide that a requirement is not applicable if its
decision will not result in failure to achieve con-
formity of products and services.

A6 Documented information

As part of the alignment with other manage-
ment system standards, a commoen clause on
“documented information® has been adopted
without significant change or addition (see 7.5).
Where appropriate, text elsewhere in this Inter-
national Standard has been aligned with its
requirements. Consequently, “"documented in-
formation” is used for all document require-
ments.

Where 1SO 9001: 2008 used specific termino-
logy such as “document” or “documented pro-
cedures”, “quality manual” or "quality plan”, this
edition of this International Standard defines
requirements to "maintain documented informa-
tion”.

Where ISO 9001: 2008 used the term “records”
to denote documents needed to provide evi-
dence of conformity with requirements, this is
now expressed as a requirement to “retain do-
cumented information”. The organization is
responsible for determining what documented
information needs to be retained, the period of
time for which it is to be retained and the media
to be used for its retention.

A requirement to “maintain” documented infor-
mation does not exclude the possibility that the
organization might also need to “retain” that
same documented information for a particular
purpose, e.g. to retain previous versions of it.

Where this International Standard refers to “in-
formation” rather than “documented infor-
mation” (e.g. in 4.1: “The organization shall mo-
nitor and review the information about these
external and internal issues”), there is no requi-
rement that this information is to be docu-
mented. In such situations, the organization
can decide whether or not it is necessary or
appropriate to maintain documented informa-
tion.
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A.T Poznatky organizacie

V €él. 7.1.6 tejto medzindrodnej normy sa uvadza
potreba uréit a manaZovat' poznatky udrZiavané
organizaciou na zabezpeéenie, aby umoznili do-
siahnut' zhodu produktov a sluZieb.

Poziadavky tykajlice sa poznatkov organizacie
sa uvadzaju s ciefom:

a) ochrany organizacie proti strate poznat-
kov, napr.

— v priebehu fluktuacie pracovnikov;

— pri zlyhani pri zhromaZdovani a posky-
tovani informacii;
b} podpory organizacie ziskavat poznatky,
napr.

— pouéenim sa zo skisenosti;
— instruktaZzou;
— benchmarkingom.

A.8 Riadenie externe poskytovanych
procesov, produktov a sluzieb

Vietky formy externe poskytovanych procesov,
produktov a sluZieb sa uvadzaji v &l. 8.4, napr.
i prostrednictvom:

a) nakupovania od dodavatela;

b) dohody s pridruZenou spoloénosiou;

c) externe obstaravanych procesov od ex-
terného poskytovatefa.

Externe obstaravanie vidy ma zakladnd charak-
teristiku sluzby, hoci nakoniec bude mat nevyh-
nutne wykonat len jednu &innost na rozhrani
medzi poskytovatelom a organizaciou.

Riadiace innosti, ktoré sa vyZaduji pre externé
poskytovanie, mdzu v znacénej miere zavisiet od
charakteru procesov, produktov a sluZieb. Or-
ganizacie mdZu aplikoval uvaZovanie zaloZené
na riziku na uréenie typu a rozsahu riadiacich
ginnosti vhodnych pre jednotlivych extemych
poskytovatelov a externe poskytované procesy,
produkty a sluZby.
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A.7 Organizational knowledge

In 7.1.6, this International Standard addresses
the need to determine and manage the know-
ledge maintained by the organization, to ensure
the operation of its processes and that it can
achieve conformity of products and services.

Requirements regarding organizational know-
ledge were introduced for the purpose of;

a) safeguarding the organization from loss
of knowledge, e g.

— through staff turnover,

— failure to capture and share informa-
tion;
b) encouraging the organization to acquire
knowledge, e.g.

— learning from experience;
— mentoring;
— benchmarking.

A8 Control of externally provided
processes, products and services

All forms of externally provided processes, pro-
ducts and services are addressed in 8.4, eqg.
whether through:

a) purchasing from a supplier;

b) an arrangement with an associate com-
pany;

¢) outsourcing processes to an external
provider.

Qutsourcing always has the essential characte-
ristic of a service, since it will have at least one
activity necessarily performed at the interface
between the provider and the organization.

The controls required for external provision can
vary widely depending on the nature of the pro-
cesses, products and services. The organi-
zation can apply risk-based thinking to deter-
mine the type and extent of controls appro-
priate to particular external providers and ex-
ternally provided processes, products and
services.



Priloha B (informativna)

Iné medzinarodné normy manaZérstva
kvality a systémov manazérstva
kvality vytvorené technickou
komisiou ISO/TC 176

Medzindrodné normy opisané v prilohe vytvorila
technicka komisia ISO/TC 176, aby poskytla
podporné informacie organizaciam, kioré apliku-
jo tito medzinarodnd normu, aaby poskytla
navod organizacidm, kioré si vyber( daldie zdo-
konalovanie ich pozZiadaviek. Navod alebo po-
Ziadavky obsiahnuté v dokumentoch meno-
vanych vtejto prilohe nepridavaji alebo nemo-
difikuji poZiadavky tejto medzinarodnej normy.

Tabulka B.1 ukazuje vztah medzi tymito nor-
mami a prisluinymi kapitolami a &lankami tejto
medzinarodnej normy.

Tato priloha neobsahuje odkazy na Specificke
odvetvové normy systému manaZérstva kvality,
ktore vytvorila technicka komisia ISQ/TC 1786.

Tato medzinarodna norma je jedna z troch pod-
statnych noriem, ktoré wvytvorila technicka ko-
misia ISO/TC 176.

— Norma 150 9000 Systémy manaZérsiva
kvality. Zaklady a slovnik poskytuje za-
kladny podklad na wyhovujlce pochopenie
a implementaciu tejto medzinarodnej nor-
my. Podrobny opis zdsad manaZérstva
kvality v norme ISO 9000 sa zobral do
tvahy pri tvorbe tejto medzindrodnej nor-
my. Tieto zésady nie su jej poZiadavky,
ale vytvaraji zaklad Specifikovanych po-
Ziadaviek touto medzindrodnou normou.
Norma ISO 9000 definuje aj terminy, uva-
dza definicie akoncepcie pouZité v tejto
medzinarodnej norme.

Norma IS0 9001 (tdto medzinarodna nor-
ma) 3Specifikuje primame cielené pozia-
davky pri zabezpe&ovani zhody produktov
asluzieb poskytovanych organizéaciou
a pri zlepsovani spokojnosti zakaznika. Da
sa otakavat, Ze ich vyhovujlica implemen-
tacia prinesie aj iné organizaéné vyhody,
napr. zlepSenie internej komunikacie, lep-
Sie pochopenie a riadenie procesov v or-
ganizacii.
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Annex B (informative)

Other International Standards

on quality management and quality
management systems developed
by ISOITC 176

The International Standards described in this
annex have been developed by ISO/TC 176 to
provide supporting information for organiza-
tions that apply this International Standard, and
to provide guidance for organizations that cho-
ose fto progress beyond its reguirements.
Guidance or requirements contained in the do-
cuments listed in this annex do not add to, or
modify, the requirements of this International
Standard.

Table B.1 shows the relationship between the-
se standards and the relevant clauses of this
International Standard.

This annex does not include reference to the
sector-specific quality management systemn
standards developed by ISO/TC 176.

This Intemational Standard is one of the three
core standards developed by ISO/TC 1786.

= 150 9000 Qualify management sysfems —
Fundamentals and vocabulary provides
an essential background for the proper
understanding and implementation of this
International Standard. The quality mana-
gement principles are described in detail
in 1SO 9000 and have been taken into
consideration during the development of
this International Standard. These princip-
les are not requirements in themselves,
but they form the foundation of the requi-
rements specified by this International
Standard. 1S0O 2000 also defines the
terms, definitions and concepts used in
this International Standard.

150 9001 (this International Standard)
specifies requirements aimed primarily at
giving confidence in the products and
services provided by an organization and
thereby enhancing customer satisfaction.
lts proper implementation can also be
expected to bring other organizational
benefits, such as improved internal
communication, better understanding
and control of the organization's proces-
5e5.
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— MNoma IS0 9004 ManaZérsivo frvalého
tspechu organizécie. Pristup na zéklade
manaZérstva kvality poskytuje navod pre
arganizacie, ktoré si vybeni napredova-
nie v pofiadavkach tejto medzinarodnej
normy na zvladnutie SirSieho rozsahu
tém, ktoré vedl k zlepdovaniu celkovej
vykonnosti organizacie. Norma 1S0O 9004
obsahuje metodolégiu samohodnotenia
pre organizaciu, aby bola schopna hod-
notit Grovefi zrelosti jej systému mana-
Zérstva kvality.

Medzinarodné nomy uvedené dalej mdZu po-
skytnit' pomoc organizaciam, ak vypracivajl
svoje systémy manazérstva kvality, procesov
alebo ginnosti alebo sa snaZia o ich zlepSova-
nie.

— Norma IS0 10001 ManaZérstvo kvality.
Spokojnost zékaznika. Navod na kddex
sprévania sa organizacii poskytuje orga-
nizaciam naved pri ur€ovani spravania,
ktoré uspokeji zakaznika splnenim jeho
potrieb a ofakavani. To mbZe organiza-
cia vyuZit na zveladovanie svojej dévery
zo strany zakaznika ana zlepSovanie
pochopenia zo strany zakaznika, ¢&o
otakava od organizécie, &im sa zniZi
pravdepodobnost chybného pochopenia
a staznosti.

— Norma IS0 10002 ManaZérsivo kvality.
Spokofnost’ zdkaznika. Névod na vyba-
vovanie staZnosti v organizaciach posky-
tuje navod na proces wybavovania staZ-
nosti preskimanim a na zvladanie potrieb
a ocakavani vybavovania staZznosti a rie-
Senie akychkolvek prijatych staZnosti:
Norma ISO 10002 poskytuje otvoreny,
efektivny a jednoducho pouZitelny pro-
ces vybavovania sfaZnosti vratane pri-
pravy pracovnikov. Poskytuje aj navod
pre malé firmy.

-~ Norma ISO 10003 ManaZérstvo kvality.
Spokafnost’ zakaznika. Navod na riede-
nie sporov mimo organizécil poskytuje
navod na efektivne aGéinné rieenie
sporov pri staZnostiach tykajicich sa
produktov. Ak organizacie okamiite ne-
vyrieSia staznost' interne, rieSenie spo-
rov dava mozZnost inej kompenzacie.
V&ESina staznosti sa méZe Uspedne vy-
rieSit v organizacii bez nepriatelskych
postupov.
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— 150 9004 Managing for the sustained suc-
cess of an organization — A quality mana-
gement approach provides guidance for
organizations that choose to progress bey-
ond the requirements of this International
Standard, to address a broader range of
topics that can lead to improvement of the
organization's overall performance. ISO
9004 includes guidance on a self-asses-
sment methodology for an organization to
be able to evaluate the level of maturity of
its quality management system.

The International Standards outlined below can
provide assistance to organizations when they
are establishing or seeking to improve their qua-
lity management systems, their processes or
their activities.

— 150 10001 Quality management - Custo-
mer salisfaction — Guidelines for codes of
conduct for organizations provides gui-
dance to an organization in determining
that s customer satisfaction provisions
meet customer needs and expectations.
Its use can enhance customer confidence
in an organization and improve customer
understanding of what to expect from an
organization, thereby reducing the likeli-
hood of misunderstandings and com-
plaints.

= 150 10002 Quality management — Custo-
mer satisfaction — Guidelines for com-
plaints handling in organizations provides
guidance on the process of handling com-
plaints by recognizing and addressing the
needs and expectations of complainants
and resolving any complainis received.
ISO 10002 provides an open, effective
and easy-to-use complaints process, in-
cluding training of people. It also provides
guidance for small businesses.

— IS0 10003 Quality management — Custo-
mer satisfaction — Guidelines for dispute
resolution external to organizations provi-
des guidance for effective and efficient
external dispute resolution for product-
related complaints. Dispute resolution gi-
ves an avenue of redress when orga-
nizations do not remedy a complaint
internally. Most complaints can be resol-
ved successfully within the organization,
without adversarial procedures.




— Norma I1SO 10004 ManaZérstvo kvalily.
Spokojnost’ zakaznika. Navod na mera-
nie a moniforovanie poskytuje navod na
ginnosti zvy3enia spokojnosti zakaznika
a na uréenie prileZitosti zlepSovania pro-
duktov, procesov a charakteristickych
znakov hodnotenych zakaznikmi. Takéto
éinnosti m&Zu posilfiovat’ lojalitu zékaz-
nika a pombct udrZat zakaznikov.

- Norma ISO 10005 Systémy manazérstva
kvality. Navod na plany kvality poskytuje
navod na vypracovanie a pouZivanie pla-
nov kvality ako prostriedkov tykajlcich
sa poZiadaviek procesov, produktov, pro-
jektov alebo zmliv, pracovnych metad
a skusenosti, ktoré podporuji realizaciu
produktu. Princsom zavedenia planu
kvality j@ zvySend dbvera splnenia po-
Ziadaviek, riadenia procesov, a zvy3ena
motivacia ich zapojenia.

— Norma IS0 10006 Systémy manaZérstva
kvality. Navod na manaZérstvo kvality
v projekioch sa aplikuje na malé aj velké
projekty, od jednoduchych po komplex-
né, od individualnych projektov po pro-
jekty tvoriace siéast portfolia projektov.
Normu ISO 10006 pouZivaji osoby, kio-
ré manaZuji projekty a ktoré potrebuju
zabezpelit, Ze ich organizacia aplikuje
praktiky obsiahnuté v normach 150 tyka-
jucich sa systému manaZérstva kvality.

— Norma IS0 10007 Systémy manaZérstva
kvality. Navod na manaZerstvo konfigu-
rédcie pomaha organizaciam potas Zivot-
neho cyklu produktu aplikovat technické
a administrativne manaZérstvo konfigu-
racie. Manazérstvo konfigurdcie sa moze
vyuZit na splnenie poZiadaviek na identi-
fikaciu a sledovatelnost produktu Specifi-
kovanych touto medzinarodnou normou.

— Norma IS0 10008 ManaZérstvo kvality.
Spokojnost zékaznika. Navod na ob-
chodno-spotrebitelské elektronické vyba-
vovania dava navod, ako organizacie
md&zu efektivne a (€inne implementoval
systém obchodno-spotrebitelského  wvy-
bavovania (B2C ETC) atym poskytnit
predpokiad nérastu dévery B2C ETC pre
spotrebiteflov, zvySenie schopnosti orga-
nizécii uspokojovat spotrebitelov a po-
moc pri znizovani staZnosti a sporov.
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— ISO 10004 Quality management — Custo-

mer sati sfaction — Guidelines for monito-
ring and measuring provides guidelines for
actions to enhance customer satisfaction
and to determine opportunities for impro-
vement of products, processes and
attributes that are valued by customers.
Such actions can strengthen customer lo-
yalty and help retain customers.

ISO 10005 Quality managemenf sys-
tems — Guidelines for quality plans provi-
des guidance on establishing and using
quality plans as a means of relating requi-
rements of the process, product, project or
contract, to work methods and practices
that support product realization. Benefits
of establishing a quality plan are increa-
sed confidence that requirements will be
met, that processes are in control and the
motivation that this can give to those in-
volved.

ISO 10006 Quality management sys-
tems — Guidelines for quality management
in projects is applicable to projects from
the small to large, from simple to complex,
from an individual project to being part of
a portfolio of projects. 1SO 10006 is to be
used by personnel managing projects and
who need to ensure that their crganization
is applying the practices contained in the
ISO quality management system stan-
dards.

ISO 10007 Quality management sys-
tems — Guidelines for configuration mana-
gement is to assist organizations applying -
configuration management for the techni-
cal and administrative direction over the
life cycle of a product. Configuration ma-
nagement can be used to meet the
product identification and traceability requ-
irements specified in this Intemational
Standard.

ISO 10008 Qualify management— Cusio-
mer satisfaction — Guidelines for business-
fo-consumer electronic commerce fransac-
tions gives guidance on how organizations
can implement an effective and efficient
business-to-consumer electronic commer-
ce ftransaction (B2C ECT) system, and
thereby provide a basis for consumers to
have increased confidence in B2C ECTs,
enhance the ability of organizations to sa-
tisfy consumers and help reduce com-
plaints and disputes.
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— Momma ISO 10012 Sysfémy manaZérstva
merania. PoZiadavky na meracie proce-
sy a meracie zariadenia poskytuje navod
na manazérstvo meracich procesov,
metrologickej konfirmacie meracich za-
riadeni pouZivanych na podporu a preu-
kdzanie zhody s metrologickymi poZia-
davkami. Norma ISO 10012 poskytuje
kritérid manazérstva kvality na zabezpe-
cenie splnenia mefrologickych poZia-
daviek systému manazérstva merania.

— Norma ISOTR 10013 Navod na doku-
mentaciu systému manaZerstva kvality
poskytuje naved na tworbu a udrZziavanie
dokumentacie newyhnutne] pre systém
manazérstva kvality. Noma [ISOMTR
10013 sa méZe vyuZit nielen pre normy
SO tykajice sa systému manazérstva
kvality, ale aj na dokumentovanie dalsich
systémov manazérstva, napr. systémov
manaZérstva environmentu a systémov
manaZérstva bezpetnosti.

— Norma ISO 10014 Systémy manaZérstva
kvality. Navod na realizéciu finanéného
a ekonomického UZitku je uréena pre vr-
cholovy manazment. Poskytuje navod na
realizaciu finanénych a ekonomickych
prinosov pomocou aplikacie zasad ma-
nazerstva kvality. UlahCuje aplikaciu
zasad manaZérstva awyber metdd
a nastrojov, ktoré umoznia trvaly uspech
organizacie.

— Norma ISO 10015 Manazérsivo kvality.
Navod na pripravu pracovnikov poskytuje
navod na pomoc organizaciam pri zvla-
dani problémov tykajlicich sa pripravy
pracovnikov. Norma 1SO 10015 sa mbze
aplikovat kedykolvek, ked sa poZaduje
navod na interpretaciu odkazov na vzde-
lavanie apripravu v normach ISO ty-
kajicich sa systémov manaZérstva kva-
lity. Akékolvek odkazy na ,pripravu” zahi-
fiaju vietky typy vzdelavania a pripravy.

— MNorma ISO/TR 10017 Navod na Statis-
tické techniky pre normu 150 8001: 2000
vysvetiuje Statistické techniky vychadza-
juce z variability, ktord méZze byf pozo-
rovana vspravani a vysledkoch proce-
sov a to aj v podmienkach zdanlivej sta-
bility. Statistické techniky dovoluju lepsie
vyuZit dostupné udaje na podporu roz-
hodovania afym dosiahnut spokojnost
zakaznika pomocou frvalého zlepSova-
nia kvality produktov a procesov.
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— ISO 10012 Measurement management

systems — Requirements for measurement
processes and measuring equipment pro-
vides guidance for the management of
measurement processes and metrological
confimation of measuring equipment
used to support and demonstrate com-
pliance with metrological requirements.
IS0 10012 provides quality management
criteria for a measurement management
system to ensure metrological require-
ments are met.

ISOMMR 10013 Guidelines for qualify ma-
nagement sysftem documentation provides
guidelines for the development and main-
tenance of the documentation necessary
for aquality management system.
ISO/TR 10013 can be used to document
management systems other than those of
the 150 gquality management system stan-
dards, e.g. environmental management
systems and safety management sys-
tems.

ISO 10014 Quality management — Guide-
lines for realizing financial and economic
benefits is addressed to top management.
It provides guidelines for realizing financial
and economic benefits through the appli-
cation of quality management principles. It
facilitates application of management prin-
ciples and selection of methods and tools
that enable the sustainable success of an
organization.

ISO 10015 Quality management — Guide-
lines for training provides guidelines to
assist organizations in addressing issues
related to training. ISO 10015 can be ap-
plied whenever guidance is required to
interpret references to “education” and
“training” within the ISO quality manage-
ment system standards. Any reference to
“training” includes all types of education
and ftraining.

ISOTR 10017 Guidance on statistical
techniques for [SO 9001:2000 explains
statistical technigues which follow from the
variability that can be observed in the be-
haviour and results of processes, even
under conditions of apparent stability. Sta-
tistical techniques allow betier use of
available data to assist in decision ma-
king, and thereby help to continually
improve the quality of products and pro-
cesses to achieve customer satisfaction.



— Noma ISO 10018 Manazérstvo kvality.
Navod na zapojenie pracovnikov aich
kompefentnost poskytuje navod, kiory
ovplyviiuje zapojenie a kompetentnost
pracovnikov. System manazerstva kvali-
ty zavisi od zapojenia kompetentnych
pracovnikov a od spdsobu, ktorym sl za-
radeni a integrovani v organizacii. Kritic-
ké je uréenie poziadaviek, rozvoj a hod-
notenie poznatkov, zrunosti, spravania
a pracovného prostredia.

— MNorma IS0 10019 Névod na vyber kon-
zultantov systémov manaZérstva kvality
a vyuZivanie ich sluzieb poskytuje navod
na wyber konzultantov systému mana-
2érstva kwvality a vyuZivanie ich sluzieb.
Dava navod na proces hodnotenia kom-
petentnosti konzultanta systému mana-
2érstva kvality a poskytuje doveru, Ze sa
potreby organizécie a oéakavania od
konzultaénych sluZieb splnia.

— Norma ISO 18011 Névod na auditovanie
systémov manaZérstva poskytuje navod
na manazérstvo programu auditu, na
planovanie a vykonanie auditu systému
manaZérstva a na kompetentnost a hod-
notenie auditorov a auditorskych timov.
Norma ISO 19011 je zamy&fana na apli-
kaciu pre auditorov, organizacie, ktoré
implementuji systémy manaZérstva, a or-
ganizacie, ktoré potrebujd vykonaf audity
systémov manaZzérstva.
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— 150 10018 Quality management — Guide-

lines on people involvement and compe-
tence provides guidelines which influence
people involvement and competence.
A quality management system depends
on the involvement of competent people
and the way that they are introduced and
integrated into the organization. It is criti-
cal to determine, develop and evaluate the
knowledge, skills, behaviour and work en-
vironment required.

ISO 10019 Guidelines for the selection of
quality management system consuffanis
and use of their services provides guidance
for the selection of quality management
system consultants and the use of their
services. It gives guidance on the process
for evaluating the competence of a quality
management system consultant and provi-
des confidence that the organization's
needs and expectations for the consultant's
services will be met.

ISO 19011 Guidelines for auditing mana-
gement systems provides guidance on the
management of an audit programme, on
the planning and conducting of an audit of
a management system, as well as on the
competence and evaluation of an auditor
and an audit team. ISO 19011 is intended
to apply to auditors, organizations imple-
menting management systems, and orga-
nizations needing to conduct audits of ma-
nagement systems.
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Tabufka B.1 — Vzt'ah medzi d'alsimi medzinarodnymi normami manazérstva kvality
a systémov manaZérstva kvality a kapitolami a ¢lankami tejto medzinarodnej normy

DalSia Kapitoly a élanky tejto medzinarodnej normy
medzinarodna
norma 4 5 6 7 8 9 10
ISO 9000 Vietky | Vaetky | Vaetky | Vietky | Vietky | Vietky | Vietky
ISO 9004 Vietky | Vaetky | Vietky | Vietky | Vietky | Vaetky | Vaetky
IS0 10001 822, 912
8.5.1

150 10002 8.2.1, 9.1.2 10.2.1
1SC 10003 0:1.2
1SO 10004 91.2,

9.1.3
ISO 10005 53 6.1,6.2 Vietky WVietky 9.1 10.2
ISO 10006 WEetky Vietky Vietky Vietky Vietky Vietky Vietky
ISO 10007 852
ISO 10008 Vietky Vietky Vietky Véetky Vietky Vietky Vietky
1ISO 10012 i
ISO/TR 10013 1.5
1SO 10014 Vietky Vietky Vietky Wietky Vietky Vietky Vietky
ISO 10015 7.2
ISO/TR 10017 6.1 7.1.5 9.1
IS0 10018 Waatky Vietky Vietky Vietky Vietky Vietky Vietky
ISO 100189 : 8.4
1SO 19011 9.2
POZNAMKA. — Vijraz Vietky" uriuje, Ze vietky dlanky v Specifikovanej kapitole tajto medzinarodnej normy sa vzfahujd
na dal&iu medzinarodni nommu.




STN EN ISO 5001: 2016

Table B.1 — Relationship between other International Standards on quality management
and quality management systems and the clauses of this International Standard

Other Clause in this International Standard
International

Standard 4 5 6 T 8 9 10
ISO 9000 All All Adl All All All All
ISO 9004 All All All All All All All
IS0 10001 33?5% 9.1.2
ISO 10002 8.2.1, 9.1.2 10.2.1
ISO 10003 9.1.2
ISO 10004 9.1.2,

8.1.3

IS0 10005 5.3 6.1,6.2 All All 8.1 10.2
IS0 10006 All All All All All All All
ISO 10007 852
ISO 10008 All All All All All All All
ISO 10012 15
ISO/TR 10013 75
IS0 10014 All All All All All All All
ISO 10015 i
ISOTR 10017 6.1 7.1.5 9.1
IS0 10018 All All All All All All All
ISO 10019 8.4
ISO 19011 9.2

NOTE “All" indicates that all the subclauses in the specific clause of this International Standard are related to the other

International Standard.
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