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Evropska pfedmluva

Tento dokument (EN ISO 9001:2015) vypracovala tech-
nicka komise ISO/TC 176 Management kvality a pro-
kazovani kvality.

Této evropské normé je nutno nejpozdéji do bi'ezna 2016
udélit status narodni normy, a to bud' vydanim identického
textu, nebo schvalenim k pfimému pouzivani, a narodni
normy, které jsou s ni v rozporu, je nutno zrusit nejpoz-
dé&ji do bfezna 2016.

Upozoriiuje se na moznost, ze nékteré prvky tohoto
dokumentu mohou byt pfedmétem patentovych prav.
CEN [a/nebo CENELEC] nelze €init odpovédnym za
identifikaci jakéhokoliv nebo v8ech patentovych préav.

Tento dokument nahrazuje EN ISO 9001:2008.

Tento dokument byl vypracovan na zakladé mandatu
udéleného CEN Evropskou komisi a Evropskym sdruZe-
nim volného obchodu a podporuje zakladni poZadavky
smérnice (smérnic) EU.

Podle vnitinich pifedpisii CEN-CENELEC jsou tuto ev-
ropskou normu povinny zavést narodni normalizacni
organizace nasledujicich zemi: Belgie, Bulharska, Byvalé
jugoslavské republiky Makedonie, Ceské republiky,
Danska, Estonska, Finska, Francie, Chorvatska, Irska,
Islandu, ltalie, Kypru, Litvy, Loty8ska, Lucemburska,
Madarska, Malty, Némecka, Nizozemska, Norska, Polska,
Portugalska, Rakouska, Rumunska, Recka, Slovenska,
Slovinska, Spojeného kralovstvi, Spanélska, Svédska,
Svycarska a Turecka.

Oznameni o schvaleni

Text ISO 9001:2015 byl schvalen CEN jako
EN ISO 9001:2015 bez jakychkoliv modifikaci.

European foreword

This document (EN ISO 9001:2015) has been prepared
by Technical Committee ISO/TC 176 Quality manage-
ment and quality assurance.

This European Standard shall be given the status of
a national standard, either by publication of an identical
text or by endorsement, at the latest by March 20186,
and conflicting national standards shall be withdrawn
at the latest by March 2016.

Attention is drawn to the possibility that some of the
elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held res-
ponsible for identifying any or all such patent rights.

This document supersedes EN 1SO 9001:2008.

This document has been prepared under a mandate
given to CEN by the European Commission and the
European Free Trade Association, and supports essential
requirements of EU Directive(s).

According to the CEN-CENELEC Internal Regulations,
the national standards organizations of the following
countries are bound to implement this European Standard:
Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Repubilic,
Denmark, Estonia, Finland, Former Yugoslav Republic
of Macedonia, France, Germany, Greece, Hungary,
Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg,
Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey
and the United Kingdom.

Endorsement notice

The text of ISO 9001:2015 has been approved by CEN
as EN ISO 9001:2015 without any modification.
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Predmluva

ISO (Mezinarodni organizace pro normalizaci) je celo-
svétova federace narodnich normalizanich organd
(€lend ISO). Mezinarodni normy obvykle vypracovavaji
technické komise ISO. Kazdy ¢&len ISO, ktery se
zajima o pfedmét, pro ktery byla vytvofena technicka
komise, ma pravo byt v této technické komisi zastoupen.
Prace se zG¢asthuji také vladni i nevladni mezinarodni
organizace, s nimiz ISO navazala pracovni styk. ISO
lzce spolupracuje s Mezindrodni elekirotechnickou
komisi (IEC) ve v3ech zaleZitostech normalizace
v elektrotechnice.

Postupy pouZzité pfi tvorbé tohoto dokumentu a postupy
uréené pro jeho dalsi udrzovani jsou popsany ve smér-
nicich ISO/IEC, €ast 1. Zejména se ma vénovat pozornost
rozdilnym schvalovacim kritériim potfebnym pro rGizné
druhy dokumentt ISO. Tento dokument byl vypracovan
v souladu s redakénimi pravidly uvedenymi ve smérnicich
ISO/IEC, ¢ast 2 (viz www.iso.org/directives).

Upozorfiuje se ha moznost, Ze nékteré prvky tohoto
dokumentu mohou byt pfedmétem patentovych prav.
ISO nelze ¢init odpovédnou za identifikaci jakéhokoliv
nebo véech patentovych prav. Podrobnosti o jakychkoliv
patentovych pravech identifikovanych b&hem pfipravy
tohoto dokumentu budou uvedeny v uvodu a/nebo
v seznamu patentovych prohlaseni obdrZzenych ISO
(viz www.iso.org/patents).

Jakykoliv obchodni nazev pouZity v tomto dokumentu
se uvadi jako informace pro usnadnéni prace uzivatel
a neznamena schvéleni.

Vysvétleni vyznamu specifickych terminti a vyrazl ISO,
které se vztahuji k posuzovani shody, jakoZ i informace
o tom, jak ISO dodrzuje principy Svétové obchodni
organizace (WTO) tykajici se technickych prekazek
obchodu (TBT), jsou uvedeny na tomto odkazu URL:
www.iso.orgliso/foreword.html.

Za tento dokument je odpovédna komise ISO/TC 176
Management kvality a prokazovanf kvality, subkomise
SC 2 Systémy kvality.

Toto paté vydani zruSuje a nahrazuje &tvrté vydani
(ISO 9001:2008), které bylo technicky zrevidovano ve
formé pfijeti revidované posloupnosti kapitol/€lankd,
Upravy revidovanych zasad managementu kvality a no-
vych pojm(l.

Foreword

ISO (the International Organization for Standardization)
is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing Inter-
national Standards is normally carried out through ISO
technical committees. Each member body interested in
a subject for which a technical committee has been
established has the right to be represented on that
committee. International organizations, governmental
and non-governmental, in liaison with 1SO, also take
part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all
matters of electrotechnical standardization.

The procedures used to develop this document and
those intended for its further maintenance are described
in the ISO/IEC Directives, Part 1. In particular the
different approval criteria needed for the different types
of ISO documents should be noted. This document
was drafted in accordance with the editorial rules of the
ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the
elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying
any or all such patent rights. Details of any patent rights
identified during the development of the document will
be in the Introduction and/or on the ISO list of patent
declarations received (see www.iso.org/patents).

Any trade name used in this document is information
given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific
terms and expressions related to conformity assessment,
as well as information about 1ISO's adherence to the
World Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see the following
URL: www.iso.org/isof/foreword.html.

The committee responsible for this document is Technical
Committee ISO/TC 176, Quality management and quality
assurance, Subcommittee SC 2, Quality systems.

This fifth edition cancels and replaces the fourth edition
(ISO 9001:2008), which has been technically revised,
through the adoption of a revised clause sequence and
the adaptation of the revised quality management
principles and of new concepts.



Poskytnuto za poplatek - GRANITOL akciova spolecnost - Milan Adamek
Rozmnozovani a rozsirovani ceskych technickych norem nebo jejich casti bez souhlasu UNMZ je porusenim zakona c. 22/1997 Sb. a podleha pokute

Uvod

0.1 Obecné

Tuto mezinarodni normu mohou pouZivat interni a ex-
terni strany.

Zamérem této mezinarodni normy neni implikovat
potiebu

— jednotné struktury riznych systémi managementu
kvality;

— sladéni dokumentace se strukturou kapitol/¢lankd
této mezinarodni normy;,

— pouzivani specifické terminologie této mezinarodni
normy v rdmci organizace.

Pozadavky na systém managementu kvality specifikované
v této mezinarodni normé a pozadavky na produkty
a sluzby se vzajemné doplfiuji.

Tato mezinarodni norma vyuziva procesni pfistup, ktery
zahrnuje cyklus Planuj— Délej— Kontroluj — Jednej
(PDCA) a zvazovani rizik.

Procesni piistup umoZfiuje organizaci planovat jeji
procesy a jejich vzajemné vazby.

PDCA cyklus umoziuje organizaci ujistit se, 2e jsou
pro jeji procesy zajistény a fizeny odpovidajici zdroje,
jsou stanoveny prileZitosti ke zlepSovani ajedna se
podle nich.

ZvaZovani rizik umozriuje organizaci urcit faktory, které
by mohly zpUsobit odchyleni jejich procesll a jejiho
systému managementu kvality od pldnovanych vysledkd,
zavést preventivni nastroje fizeni s cilem minimalizovat
hegativni GCinky a maximalné vyuzit piilezitosti, které na-
stanou (viz kapitola A.4).

Trvalé plnéni pozadavkl a feSeni budoucich potfeb
a otekavani predstavuje pro organizaci ve stale dyna-

vvvvvvvvvv

zace tohoto cile dosahla, mliZe povaZovat za nezbytné
pfijmout kromé naprav a neustalého zlepsovani rizné
formy zlep$eni, jako je skokova zména, inovace a re-
organizace.

V této mezindrodni normé se pouzivaji tyto slovesné
tvary:

— ,musi" vyjadiuje poZadavek;

— ,ma"“ vyjadiuje doporugeni;

— ,smi” vyjadfuje dovoleni;

— ,muZe" vyjadfuje moznost nebo zplsobilost.

Informace s oznagenim ,POZNAMKA" slouzi jako ndvod
pro pochopeni nebo objasnéni souvisiciho poZzadavku.

CSN EN 1SO 9001

Introduction

0.1 General

This International Standard can be used by internal
and external parties.

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

— uniformity in the structure of different quality mana-
gement systems;

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

— the use of the specific terminology of this International
Standard within the organization.

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

This Interational Standard employs the process 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 resourced and managed,
and that opportunities for improvement are determined
and acted on.

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

Consistently meeting requirements and addressing
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 necessary to adopt various forms of
improvement in addition to correction and continual
improvement, such as breakthrough change, innova-
tion and re-organization.

In this International Standard, the following verbal
forms are used:

— “shall” indicates a requirements;

— ‘“should” indicates a recommendation;

— “may” indicates a permission;

— "can” indicates a possibility or a capability.

Information marked as “NOTE" is for guidance in under-
standing or clarifying the associated requirement.



Poskytnuto za poplatek - GRANITOL akciova spolecnost - Milan Adamek
Rozmnozovani a rozsirovani ceskych technickych norem nebo jejich casti bez souhlasu UNMZ je porusenim zakona c. 22/1997 Sb. a podleha pokute

CSN EN 1SO 9001

0.2 Zasady managementu kvality

Tato mezinarodni norma je zaloZzena na zasadéach
managementu kvality popsanych v ISO 9000. Popisy
kazdé zasady, odlvodnéni, proc¢ je zasada pro organi-
zaci dllezita, nékteré pfiklady pfinos(i souvisicich
s danou zasadou a pfiklady typickych opatfeni pro
zlepSovani vykonnosti organizace pfi aplikovani dané
zasady.

Zasady managementu kvality jsou:

— zaméfeni na zakaznika,

— vedeni (leadership);

— angazovanost lidi;

— procesni pfistup;

— zlepSovani;

— rozhodovéni zaloZené na faktech;

— management vztahd.
0.3 Procesni pfistup

0.3.1 Obecné

Tato mezinarodni norma prosazuje zavedeni procesniho
piistupu pfi vyvoji, zavadéni a zlepSovani efektivnosti
systému managementu kvality s cilem zvy3it spokojenost
zakaznika plnénim jeho poZzadavk(. Specifické poza-
davky povazované za nezbytné pfi zavadéni procesniho
pfistupu jsou uvedeny v 4.4.

Pochopeni a fizeni vzajemné provazanych procesl
jako systému pfispiva k efektivnosti a iéinnosti organizace
pii dosahovani zamyslenych vysledkl. Tento pfistup
umoziuje organizaci fidit vzajemné vztahy a vzajemné
zavislosti mezi procesy systému tak, aby bylo mozné
zvysit celkovou vykonnost organizace.

Procesni piistup vyZaduje systematické vymezeni a ma-
nagement procesU a jejich vzajemnych vazeb tak, aby
se dosahlo zamyslenych vysledki v souladu s politikou
kvality a strategickym zaméfenim organizace. Manage-
ment procesll a systému jako celku m{iZze byt realizovan
pouzivanim cyklu PDCA (viz 0.3.2) s celkovym zamé-
fenim na zvaZovani rizik (viz 0.3.3), jehoz cilem je vyuZit
prilezitosti a pfedchazet nezadoucim vysledkam.

Pouzivani procesniho pfistupu v ramci systému ma-
nagementu kvality umoZiuje
a) pochopeni pozadavkl a dUslednost pfi jejich pInéni;

b) zvaZovani procest z hlediska pfidané hodnoty;

¢) dosazeni efektivni vykonnosti proces(;

d) zZlepSeni proces{l ha zakladé hodnoceni dat a informaci.

0.2 Quality management principles

This International Standard is based on the quality
management principles described in 1SO 9000. The
descriptions include a statement of each principle,
a rationale of why the principle is important for the
organization, some examples 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.
0.3 Process approach

0.3.1

This International Standard promotes the adoption of
a process approach when developing, implementing
and improving the effectiveness of a quality mana-
gement system, to enhance customer satisfaction by
meeting customer requirements. Specific requirements
considered essential to the adoption of a process
approach are included in 4.4,

General

Understanding and managing interrelated processes
as a system contributes to the organization's effect-
tiveness and efficiency in achieving its intended
results. This approach enables the organization to
control the interrelationships and interdependencies
among the processes of the system, so that the overall
performance of the organization can be enhanced.

The process approach involves the systematic definition
and management of processes, and their interactions,
so as to achieve the intended results in accordance
with the quality policy and strategic direction of the
organization. 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 taking advantage of
opportunities and preventing undesirable results.

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

a) understanding and consistency in meeting require-
ments;

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

c) the achievement of effective process performance;

d) improvement of processes based on evaluation of
data and information.
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Obrazek 1 uvadi schematické znazornéni jakéhokoliv  Figure 1 gives a schematic representation of any process
procesu a ukazuje vzajemné vazby jeho prvkl. Moni-  and shows the interaction of its elements. The moni-
torovaci a méfici kontrolni body, které jsou nezbytné  toring and measuring check points, which are necessary
pro Fizent, jsou specifické pro kaZdy proces a budouse  for control, are specific to each process and will vary
ménit v zavislosti na souvisicich rizicich. depending on the related risks.
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Obrazek 1 — Schematické znazornéni prvki jednoho 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 — Délej — Kontroluj — Jednej 0.3.2 Plan-Do-Check-Act cycle

Cyklus PDCA Ize aplikovat na v8echny procesy ana  The PDCA cycle can be applied to all processes and
systém managementu kvality jako celek. Obrazek 2  to the quality management system as a whole. Figure 2
znazorhuje, jak Ize ve vztahu k cyklu PDCA seskupit  illustrates how Clauses 4 to 10 can be grouped in

kapitoly 4 az 10. relation to the PDCA cycle.
/‘/ Systém managementu kvalily (4) H\\
Organizace | i
a jejl kontext
4) Podpora (7)
(‘s.,\\] Provoz (8)
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PoZadavky " , .
z&kaznikd (leac:g;shlp) vykongnosh NS
Produkty
Kontroluj a sluZby

Potfeby
a otekévanl
relevantnich
zainleresovanych \
stran (4) ,

ZlepSovanl
(10)

D -

POZNAMKA Cisla v zavorkach odkazuji na kapitoly této mezinarodni normy.

Obrazek 2 — Znazornéni struktury této mezinarodni normy v cykiu PDCA
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NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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Cyklus PDCA Ize ve strucnosti popsat takto:

Planuj: stanov cile systému a jeho proces(l a zdroje
potiebné pro dosazeni vysledkl v souladu s poZa-
davky zakaznika a s politkami organizace, identifikuj
rizika a pfilezitosti a zaméf se na né.

Délej: zavadéj to, co bylo naplédnovano.

Kontroluj: monitoruj a (pfichazi-li to v uvahu) mé&f
procesy avysledné produkty asluzby ve vztahu
k politikam, cillim, poZadavkim a planovanym &in-
nostem a podavej zpravy o vysledcich.

Jednej: podle potfeby pfijimej opatieni pro zlepSo-
vani vykonnosti.

0.3.3 Zvazovani rizik

ZvaZovani rizik (viz kapitola A.4) je nezbytné pro vybudo-
vani efektivniho systému managementu kvality. Kon-
cepce zvazovani rizik byla v pfedchozich vydéanich této
mezinarodni normy obsaZena implicitné, zahrnovala
napfiklad provedeni preventivniho opatfeni k odstranéni
potencidlnich neshod, analyzovani veskerych vyskytuiji-
cich se neshod a piijeti opatienf odpovidajiciho nasledkiim
neshody, které ma zabranit opakovanému vyskytu.

Aby organizace vyhovéla pozadavkim této mezina-
rodni normy, musf planovat a realizovat opatfeni pro
fedenl rizik a prileZitostl. Reeni jak rizik, tak pfilezitosti
vytvari zaklad pro zvySovan! efektivnosti systému mana-
gementu kvality, dosahovani lepsich vysledki a pfed-
chazeni negativnim G&inkam.

Ptilezitosti mohou vzniknout nasledkem situace, ktera
ma pfiznivy vliv na dosazeni zamysleného vysledku.
MGZe se napfiklad jednat o soubor okolnosti, které
umoziuji organizaci pfilékat zakazniky, vyvinout nové
produkty a sluzby, sniZit plytvani nebo zlepsit produk-
tivitu. Opatieni pro FeSeni pfilezitosti mohou rovnéz
zahrnovat zvaZovani souvisicich rizik. Riziko je u€inek
nejistoty a kazda takova nejistota miize mit pozitivni
nebo negativni Uginky. Pozitivni odchylka vyplyvajici
z rizika muze poskytnout pfilezitost, avak ne v8echny
pozitivni Ucinky rizika maji za nasledek prileZitosti.

0.4 Vazby na ostatni normy systému
managementu

Tato mezinarodni norma pouziva ramec vypracovany
ISO s cilem zlepsit sladéni mezinarodnich norem systémf
managementu (viz kapitola A.1).

Tato mezinarodni norma umozriuje organizaci pouZivat
procesn| pfistup spolu s cyklem PDCA a zvaZovénim
rizik, aby sladila a propojila systém managementu kvality
s pozadavky jinych norem systém( managementu.
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The PDCA cycle can be briefly described as follows:

Plan: establish the objectives of the system and its
processes, and the resources needed to deliver
results in accordance with customers’ requirements
and the organization’s policies, and identify and
address risks and opportunities.

Do: implement what was planned.

Check: monitor and (where applicable) measure
processes and the resulting products and services
against policies, objectives, requirements and planned
activities, and report the results.

Act: take actions to improve performance, as
necessary.

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for
achieving an effective quality management 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 eliminate
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 International
Standard, an organization needs to plan and implement
actions to address risks and opportunities. Addressing
both risks and opportunities establishes a basis for
increasing the effectiveness of the quality management
system, achieving improved results and preventing
negative effects.

Opportunities can arise as a result of a situation 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
opportunities can also include consideration of asso-
ciated risks. Risk is the effect of uncertainty and any
such uncertainty can have positive or negative effects.
A positive deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result in
opportunities.

0.4 Relationship with other management system
standards

This International Standard applies the framework
developed by ISO to improve alignment among its
International Standards for management systems (see
Clause A.1).

This International Standard enables an organization 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
management system standards.
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Tato mezinarodni norma ma vazby na ISO 9000
a ISO 9004:

ISO 9000 Systémy managementu kvality — Zakladnf
principy a slovnik poskytuje zaklad pro spravné
pochopeni a zavedeni této mezinarodni normy;

ISO 9004 Rizeni udrziteiného Gspéchu organizace —
Pristup managementu kvality poskytuje navod orga-
nizacim, kiteré se rozhodnou pokrogit nad ramec
pozadavk(l této mezinarodni normy.

Priloha B uvadi podrobnosti o jinych mezinarodnich
normach managementu kvality a systémd manage-
mentu kvality, které vypracovala ISO/TC 176.

Tato mezinarodni norma neobsahuje poZzadavky, které
jsou specifické pro jiné systémy managementu, napf.
systémy environmentalniho managementu, managementu
bezpecnosti a ochrany zdravi pfi praci nebo finanéniho
managementu.

Pro rlzna odvétvi byly vypracovany specifické normy
systému managementu kvality, které jsou zaloZeny na
poZadavcich této mezinarodni normy. Nékteré z téchto
norem specifikuji daldf poZadavky na systém manage-
mentu kvality, zatimco jiné normy se omezuji ha posky-
tovani navodu pro pouZzivani této mezinarodni normy
v ramci konkrétniho odvétvi.

Matici znazorfiujici vzajemny vztah mezi kapitolami/
¢lanky tohoto vydani této mezinarodni normy a pfedchoziho
vydani (ISO 9001:2008) Ize nalézt na vefejné pfistupné
weboveé strance [SO/TC 176/SC 2:
www.iso.org/tc176/sc02/public.
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This International Standard relates to 1SO 9000 and
ISO 9004 as follows:

ISO 9000 Quality management systems — Funda-
mentals and vocabulary provides essential background
for the proper understanding and implementation of
this International Standard,

1SO 9004 Managing for the sustained success of an
organization — A quality management approach
provides guidance for organizations that choose to
progress beyond the requirements of this Inter-
national Standard.

Annex B provides details of other International Standards
onh quality management and quality management systems
that have been developed by ISO/TC 176.

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

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

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

Tato mezinarodni norma specifikuje pozadavky na systém
managementu kvality, kdyZ organizace

Piedmét normy

a) potiebuje prokazovat svou schopnost trvale poskytovat
produkty a sluzby, které splfiuji poZzadavky zékaz-
nika a pfisluéné poZadavky zakon( a pfedpis(, a

b) ma v umyslu zvy$ovat spokojenost zékaznika efek-
tivnim aplikovanim tohoto systému, véetné procest
k jeho zlepSovani, a prokazovanim shody s poza-
davky zakaznika a s pfislusnymi pozadavky zakon(
a predpis(.

V8echny poZzadavky této mezinarodni normy jsou vée-

obecné& pouzitelné a maji byt aplikovatelné v jakékoli

organizaci bez ohledu na jeji typ nebo velikost nebo na

produkty a sluzby, které poskytuje.

POZNAMKA 1V této mezinarodni normé se terminy ,pro-
dukt’ nebo ,sluzba“ vztahuji pouze na produkty a sluzby,
které jsou uréeny pro zékaznika nebo jsou zakaznikem
pozadovany.

POZNAMKA 2 Pozadavky zakon( a ptedpisi mohou byt
vyjadieny jako pravni pozadavky.

2 Citované dokumenty

V tomto dokumentu jsou normativni odkazy na nasle-
dujici citované dokumenty (celé nebo jejich &asti),
které jsou nezbytné pro jeho pouziti. U datovanych ci-
tovanych dokument(l se pouZivaji pouze datované ci-
tované dokumenty. U nedatovanych citovanych doku-
ment(l se pouziva pouze nejnovéjsi vydani citovaného
dokumentu (v&etné vSech zmén).

ISO 8000:2015 Systémy managementu kvality — Za&-
kladni principy a slovnik

3 Terminy a definice

Pro Géely tohoto dokumentu plati terminy a definice
podle ISO 9000:2015.

4 Kontext organizace

4.1 Porozuméni organizaci a jejimu kontextu

Organizace musi urcit interni a externi aspekty, které
jsou relevantni pro jeji ucCel a strategické zaméfeni
a které ovliviiuji jeji schopnost dosahovat zamysleného
vysledku (vysledkd) jejiho systému managementu kvality.

Organizace musi monitorovat a pfezkoumavat informace
o téchto externich a internich aspektech.

POZNAMKA 1 Aspekty mohou byt pozitivni a negativni
faktory nebo podminky zasluhujici zvaZeni.
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1 Scope

This International Standard specifies requirements for
a quality management system when an organization:

a) needs to demonstrate its ability to consistently provide
products and services that meet customer and appli-
cable statutory and regulatory requirements, and

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

All requirements of this International Standard are generic
and are intended to be applicable to any organization,
regardless of its type or size, or the products and services

it provides.

NOTE 1 In this International Standard, the terms “product’
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 applies. For undated references,
the latest edition of the referenced document {including
any amendments) applies.

ISO 9000:2015, Quality management systems — Fun-
damentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and def-
initions given in ISO 9000:2015 apply.

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 information
about these external and internal issues.

NOTE 1 Issues can include positive and negative factors or
conditions for consideration.
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POZNAMKA 2 Porozuméni externimu kontextu Ize usnadnit
zvazovanim aspektl vyplyvajicich z pravniho, technologického,
konkurenéniho, trzniho, kulturniho, socidlniho a ekonomického
prostfedi, at' jiz mezinarodniho, narodniho, regionalniho,
nebo mistniho.

POZNAMKA 3 Porozuméni internimu kontextu lze usnadnit
zvazovanim aspektl vyplyvajicich z hodnot, kultury, znalosti
a vykonnosti organizace.

4.2 Porozuméni potfebam a oekavanim
zainteresovanych stran

S ohledem na vliv nebo mozny vliv potfeb a oekavani

na schopnost organizace trvale poskytovat produkty

a sluzby, které splfuji pozadavky zakaznika a pfi-

sludné pozadavky zakon( a predpis(l, musi organizace

urgit

a) zainteresované strany, které jsou relevantni pro
systém managementu kvality;

b) pozadavky téchto zainteresovanych stran, které
jsou relevantni pro systém managementu kvality.

Organizace musi monitorovat a pfezkoumavat informace
o téchto zainteresovanych stranach a o jejich relevantnich
poZadavcich.

4.3 Uréeni rozsahu systému managementu
kvality

Organizace musi uréit hranice a aplikovatelnost systému
managementu kvality, aby vymezila jeho rozsah.

Pfi ur€ovani tohoto rozsahu musf organizace brat v ivahu

a) externi a internl aspekty popsané ve 4.1;

b) poZadavky relevantnich zainteresovanych stran po-
psané ve 4.2;

c) produkty a sluzby organizace.

Organizace musi uplatnit v8echny pozadavky této
mezinarodni normy, jestlize jsou aplikovatelné v ramci
ur€eného rozsahu systému managementu kvality.

Rozsah systému managementu kvality organizace
musi byt k dispozici a musi byt udrZzovén jako doku-
mentovana informace. Rozsah musi uvadét dané typy
produktl a sluzeb a poskytovat zd{ivodnéni pro kazdy
poZadavek této mezinarodni normy, u kterého organi-
zace urci, Ze neni aplikovatelny pro rozsah jejiho sys-
tému managementu kvality.

Shodu s touto mezinarodni normou lze uplatnit pouze
tehdy, jestlize poZzadavky oznadené jako neaplikovatelné
neovlivni schopnost nebo odpovédnost organizace za
zajistovani shody produktll a sluZeb a zvy$ovani spo-
kojenosti zakaznika.
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NOTE 2 Understanding the external context can be facilitated
by considering issues arising from legal, technological, competitive,
market, cultural, social and economic environments, whether
international, national, regional or local.

NOTE 3 Understanding the internal context can be facilitated
by considering issues related to values, 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 organisation’s
ability to consistently provide products and services
that meet customer and applicable statutory and regulatory
requirements, 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 information
about these interested parties and their relevant
requirements.

4.3 Determining the scope of the quality
management system

The organization shall determine the boundaries and
applicability of the quality management system to
establish its scope.

When determining this scope, the organization shall
consider:

a) the external and internal issues referred to in 4.1;

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

¢) the products and services of the organization.

The organization shall apply all the requirements of this
International Standard if they are applicable within the
determined scope of its quality management system.

The scope of the organization's quality management
system shall be available and be maintained as docu-
mented 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 applicable 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.
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4.4 Systém managementu kvality a jeho procesy

4.41 Organizace musi vytvofit, zavést, udrzovat
aneustale zlep$ovat systém managementu kvality,
v&etné potfebnych procest a jejich vzajemnych vazeb,
v souladu s poZzadavky této mezinarodni normy.

Organizace musi urcit procesy potfebné pro systém
managementu kvality, jejich aplikaci v celé organizaci
a musi

a) uréovat pozadované vstupy a oekavané vystupy
téchto procesu;

b) urdovat posloupnost a vzajemné vazby téchto proces(;

ur¢ovat a aplikovat kritéria a metody (véetné moni-
torovani, méfeni a piisludnych ukazatelll vykonnosti)
potiebné pro zajisténi efektivniho fungovani a fizeni
téchto procest;

c)

uréovat zdroje potfebné pro tyto procesy a zajistit
jejich dostupnost;

d)
ptidélovat odpovédnosti a pravomoci pro tyto procesy;

fesit rizika a prileZitosti stanovené v souladu s poZa-
davky 6.1;

vyhodnocovat tyto procesy a zavadét viechny zmény
v procesech nutné pro zagjisténi, Zze tyto procesy
dosahnou zamyslenych vysledku;

g)

h) zlepSovat procesy a systém managementu kvality.

4.4.2 Organizace musi v nezbytném rozsahu

a) udrzovat dokumentované informace pro podporu
fungovani svych procest;

b) uchovavat dokumentované informace, aby méla jistotu,
Ze procesy probihaji tak, jak byly naplénovany.

5 Vedeni (leadership)

5.1 Vedeni (leadership) a zavazek

5.1.1 Obecné

Vrcholové vedeni musi prokazovat svou vOdgi roli
a zavazek s ohledem na systém managementu kvality

a) piijetim odpovédnosti za efektivhost systému mana-
gementu kvality;

b) zajisténim, Ze jsou stanoveny politika kvality a cile
kvality pro systém managementu kvality a Ze jsou
v souladu s kontextem a strategickym zamé&ienim
organizace;
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4.4 Quality management system
and its processes

4.41 The organization shall establish, implement,
maintain and continually improve a quality management
system, including the processes needed and their
interactions, in accordance with the requirements of
this International Standard.

The organization shall determine the processes needed
for the gquality management system and their application
throughout the organization, and shall:

a) determine the inputs required and the outputs ex-
pected from these processes;

determine the sequence and interaction of these
processes;

determine and apply the criteria and methods (inclu-
ding monitoring, measurements and related perfor-
mance indicators) needed to ensure the effective
operation and control of these processes;

b)

)

determine the resources needed for these processes
and ensure their availability;

assign the responsibilities and authorities for these
processes;

address the risks and opportunities as determined
in accordance with the requirements of 6.1;

evaluate these processes and implement any changes
needed to ensure that these processes achieve
their intended results;

h) improve the processes and the quality management
system.
4.4.2 To the extent necessary, the organization 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

5.1.1 General

Top management shall demonstrate leadership and
commitment with respect to the quality management
system by:

a) taking accountability for the effectiveness of the
quality management system;

b) ensuring that the quality policy and quality objec-
tives are established for the quality management
system and are compatible with the context and
strategic direction of the organization;
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c) zajisténim integrace pozadavkl systému manage-
mentu kvality do podnikovych procesl organizace;

podporou pouzivani procesniho pfistupu a zvazo-
vani rizik;

zajisténim, Ze jsou k dispozici zdroje potfebné pro
systém managementu kvality;

komunikovanim o dlleZitosti efektivniho manage-

mentu kvality a o dosaZeni shody s poZadavky na
systém managementu kvality;

zajisténim, aby systém managementu kvality dosa-
hoval zamyslenych vysledkU;

zapojenim, smérovanim a podporovanim osob, aby
pfispivaly k efektivnosti systému managementu kvality;

podporou zlepSovani;
podporou ostatnich relevantnich manazerskych roli

k prokazani jejich viid¢i role v oblastech, za které
odpovidaiji.

POZNAMKA V této mezinarodni normé mtize byt anglicky
vyraz ,business" interpretovan v ir§im smyslu, mini se tim
¢innosti, které jsou hlavnim smyslem existence organizace,
bez ohledu na to, zda je organizace vefejna, soukroma, ziskova,
¢i neziskova.

5.1.2 Zaméreni na zakaznika

Vrcholové vedeni musi s ohledem na zaméfeni ha z&-

kaznika prokazat svou vadéi roli a zavazek, pficemz

zajisti, ze

a) jsou ureny, pochopeny a trvale plnény pozadavky
zakaznika a piislusné pozadavky zakonl a pied-
pisu;

b) jsou ur€ena a fedena rizika a pfileZitosti, které mohou
ovlivnit shodu produkt(i a sluzeb a schopnost zvy-
Sovat spokojenost zakaznika;

C) organizace se neustale zaméfuje na zvySovani
spokojenosti zakaznika.
5.2 Politika

5.2.1 Vytvofieni politiky kvality

Vrcholové vedeni musi vytvofit, zavést a udrZovat po-
litiku kvality, ktera

a) je vhodna pro Ucely a kontext organizace a podpo-
ruje jejf strategické zaméfeni;

b) poskytuje rdmec pro stanovovani cilll kvality;

c) obsahuje zavazek plnit pfislusné poZadavky;

d) obsahuje zavazek k neustalému zlepSovani systému
managementu kvality.
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c) ensuring the integration of the quality management
system requirements into the organization’s business
processes;

promoting the use of the process approach and
risk-based thinking;

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

communicating the importance of effective quality
management and of conforming to the quality mana-
gement system requirements;

ensuring that the quality management system
achieves its intended results;

g)

engaging, directing and supporting persons to con-
tribute to the effectiveness of the quality manage-
ment system;

promoting improvement;

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

NOTE 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 leadership and
commitment with respect to customer focus by ensuring
that:

a) customer and applicable statutory and regulatory
requirements are determined, understood and con-
sistently met;

b) the risks and opportunities that can affect conformity
of products and services and the ability to enhance
customer satisfaction are determined and addressed;

¢) the focus on enhancing customer satisfaction is
maintained.

5.2 Policy

5.2.1 Establishing the quality policy

Top management shall establish, implement and main-
tain a quality policy that:

is appropriate to the purpose and context of the
organization and supports its strategic direction;

provides a framework for setting quality objectives;

includes a commitment to satisfy applicable require-
ments;

includes a commitment to continual improvement of
the quality management system.
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5.2.2 Komunikovani politiky kvality
Politika kvality musi byt

a) dostupna a musi byt udrzovana jako dokumentovana
informace;

b) komunikovana, chapana a aplikovana v ramci orga-
nizace;

c) dostupnd relevantnim zainteresovanym stranam,
pokud je to potieba.

5.3 Role, odpovédnosti a pravomoci v ramci
organizace

Vrcholové vedeni musi v ramci organizace zajistit, aby
odpovédnosti a pravomoci pro relevantni role byly pfi-
déleny, sdéleny a pochopeny.

Vrcholové vedeni musi pfidélit odpovédnost a pravomoc
pro

a) zajistovani, Zze systém managementu kvality odpo-
vida pozadavkim této mezinarodni normy;

b) zajistovani, Ze procesy poskytuji zamyslené vystupy;

pfedkladani zprav o vykonnosti systému manage-
mentu kvality a o pfileZitostech ke zlepSovani (viz
10.1), zejména vrcholovému vedeni;

zajistovani podpory zaméreni na zakaznika v celé
organizaci;

zajiStovani, Ze je udrZzena integrita systému mana-
gementu kvality pfi planovani a realizaci jeho zmén.

6 Planovani

6.1 Opatieni pro Feseni rizik a pfilezitosti

6.1.1 Pl planovani systému managementu kvality
musi organizace zvazit aspekty popsané v 4.1 a poZa-
davky popsané v 4.2 a urcit rizika a pfilezitosti, které je
potfeba fesit, aby se

a) prokazalo, Ze systém managementu kvality mlze
dosahnout zamysleného vysledku (vysledkd);

b) posilily Zadouci uéinky;

c) predeslo nezadoucim ucinkiim nebo se jejich Ginek
sniZil;

d) dosahlo zlepseni.

6.1.2 Organizace musf planovat:

a) opatieni pro feseni téchto rizik a pfileZitosti;

b) zplsob, jak

1) integrovat a zavadét tato opatfeni do procesl
systému managementu kvality (viz 4.4);

2) hodnotit efektivnost téchto opatfeni.
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5.2.2 Communicating the quality policy

The quality policy shall:

a) be available and be maintained as documented
information;

b) be communicated, understood and applied within
the organization;

¢) be available to relevant interested parties, as appro-
priate.

5.3 Organizational roles, responsibilities
and authorities

Top management shall ensure that the responsibilities
and authorities for relevant roles are assigned, commu-
nicated and understood within the organization.

Top management shall assign the responsibility and
authority for:

a) ensuring that the quality management system con-
forms to the requirements of this International
Standard;

b) ensuring that the processes are delivering their in-
tended outputs;

c) reporting on the performance of the quality mana-
gement system and on opportunities for impro-
vement (see 10.1), in particular to top management;

d) ensuring the promotion of customer focus throughout
the organization;

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

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 When planning for the quality management
system, the organization shall consider 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 addressed to:

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

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

d) achieve improvement.

6.1.2 The organization shall plan:
a) actions to address these risks and opportunities;
b) how to:

1) integrate and implement the actions into its quality
management system processes (see 4.4);

2) evaluate the effectiveness of these actions.
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Opatfeni pfijata pro fedeni rizik a pfilezitosti musi byt
umérna potencidlnimu dopadu na shodu produkt(
a sluzeb.

POZNAMKA 1 Mezi moZnosti tedeni rizik mliZe patfit: vyhnout
se riziklim, pfijmout rizika, aby se vyuZila pfilezitost, odstranit
zdroje rizika, zménit pravdépodobnosti nebo nasledky, sdilet
rizika nebo uchovat rizika odpovédnym rozhodnutim.

POZNAMKA 2  PrileZitosti mohou vést k piijeti novych postup,
zavedeni novych produktll, otevfeni novych trhd, ziskani novych
zakaznik(, budovani partnerstvi, vyuzivani nové technologie
a jinych zadoucich a realizovatelnych moznosti pro feseni
potieb organizace a jejich zakaznika.

6.2 Cile kvality a planovani jejich dosazeni

6.2.1 Organizace musi pro pfislusné funkce, urovné
a procesy potiebné pro systém managementu kvality
stanovit cile kvality.

Cile kvality musi
byt konzistentni s politikou kvality;
byt méfitelné;
brat v Uvahu pifslusné pozadavky;,

byt relevantni pro shodu produktl a sluzeb a pro
zvy8ovani spokojenosti zakaznika;

byt monitorovany;

byt komunikovany;

g) byt podle potfeby aktualizovany.

Organizace musi udrZzovat dokumentované informace
o cilech kvality.

6.2.2 P¥i planovani, jak dosahnout svych cild kvality,
musi organizace uréit

a) co se bude délat;

b) jaké zdroje budou pozadovany;

¢) kdo bude odpovédny;

d) kdy to bude dokongeno;

e) jak se budou hodnotit vysledky.

6.3 Planovani zmén

V pfipadé, Ze organizace zjisti potfebu zmén systému
managementu kvality, musi se tyto zmény provadét
planovanym zplisobem (viz 4.4).

Organizace musi brat v Uvahu
a) ucel zmén a jejich mozné nasledky;

b) integritu systému managementu kvality;
c¢) dostupnost zdroju;

d) rozdéleni nebo pferozdéleni odpovédnosti a pravo-
moci.
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Actions taken to address risks and opportunities shall be
proportionate to the potential impact on the conformity
of products and services.

NOTE 1 Options to address risks can include avoiding risk,
taking risk in order to pursue an opportunity, eliminating the
risk source, changing the likelihood 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 hew markets,
addressing new customers, building partnerships, using new
technology and other desirable and viable possibilities to address
the organization’s or its customers’ heeds.

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.

The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

take into account applicable requirements;

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

c)
d)
€) be monitored,;

f) be communicated;

g) be updated as appropriate.

The organization shall maintain documented information
on the quality objectives.

6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:

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 Planning of changes

Where the organization determines the need for changes
to the quality management system, 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 con-
sequences;

b) the integrity of the quality management system;
¢) the availability of resources;

d) the allocation or reallocation of responsibilities and
authorities.
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7 Podpora

7.1 Zdroje

7.1.1 Obecné

Organizace musi uréovat a poskytovat zdroje potfebné
pro vytvofeni, zavedeni, udrzovani a neustalé zlepSo-
vani systému managementu kvality.

Organizace musi brat v vahu

a) zpUsobilosti a omezeni existujicich internich zdroju;

b) co je potieba ziskat od externich poskytovatel(.

7.1.2 Lidé

Organizace musi urgit a mit k dispozici osoby, které
potiebuje pro efektivni zavadéni systému managementu
kvality a pro fungovani a fizeni procesu.

7.1.3 Infrastruktura

Organizace musi ur¢ovat, poskytovat a udrzovat infra-
strukturu nezbytnou pro fungovani svych procesti a pro
dosazeni shody produktll a sluZeb.

POZNAMKA Infrastruktura mize zahrnovat
budovy a souvisici technické vybaveni;
zafizeni véetné hardwaru a softwaru;
zdroje pro pfepravu;

informaéni a komunikacni technologie.

7.1.4 Prostiedi pro fungovani procest

Organizace musi ur¢ovat, zajistovat a udrzovat prostfedi
nezbytné pro fungovani svych procest a pro dosaho-
vani shody produktl a sluZeb.

POZNAMKA Vhodné prostiedi miZe byt kombinacf lidskych
a fyzikalnich faktor(, jako jsou napf. faktory

a) socialni (napi. nediskriminaénl, klidné, nekonflikini pro-
stredi);

b) psychologické (napft. faktory snizujici stres, predchazejici
vyhoteni, zohledriujici osobnl emoce);

c) fyzikalni (napf. teplota, teplo, vihkost, svétlo, proudéni
vzduchu, hygiena, hluk).

Tyto faktory se mohou podstatné lisit v zavislosti na
poskytovanych produktech a sluzbéach.
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7 Support

7.1 Resources

7.1.1 General

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

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 implementation of its quality
management system and for the operation and control
of its processes.

7.1.3 Infrastructure

The organization shall determine, provide and the infra-
structure necessary for the operation of its processes
and to achieve conformity of products and services.

NOTE Infrastructure can include:

a) buildings and associated utilities;
b)
c)
d)

equipment including hardware and software;
transportation resources;

information and communication technology.

7.1.4 Environment for the operation
of processes

The organization shall determine, provide and maintain
the environment necessary for the operation of its pro-
cesses and to achieve conformity of products and services.

NOTE A suitable environment can be a combination of human
and physical factors, such as:
social (e.g. non-discriminatory, calm, non-confrontational),;

psychological (e.g. stress-reducing, burnout prevention,
emotionally protective);

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

These factors can differ substantially depending on the
products and services provided.
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7.1.5 Zdroje pro monitorovani a méieni

7.1.5.1 Obecné

Pouziva-li organizace monitorovani a méfeni pro ovéro-
vani shody produktl a sluzeb s poZzadavky, musi uréovat
a poskytovat zdroje potfebné pro zajidténi platnych
a spolehlivych vysledk.

Organizace musi zajistit, aby poskytované zdroje byly

a) vhodné pro konkrétni typ provadénych &innosti moni-
torovani a méfeni;

b) udrZzovany s cilem zajistit jejich trvalou vhodnost
pro dany uéel.

Organizace musi uchovavat vhodné dokumentované
informace jako dlikaz o pfiméienosti zdrojl pro moni-
torovani a méFeni.

7.1.5.2 Navaznost méreni

Je-li ndvaznost méfeni poZadavkem nebo je povaZzovana
organizaci za nezbytnou soucast poskytovani dlivéry
v platnost vysledk{l mé&Feni, musi byt méfici vybaveni

a) ve stanovenych intervalech nebo pred pouZitim kalib-
rovano nebo ovérovanoNF! podle etalonli navazanych
na mezinarodni nebo narodni etalony; jestlize takové
etalony neexistujf, musi se podklad pouzity pro kalib-
raci nebo ovéfovani uchovavat jako dokumentovana
informace;

b) oznaceno tak, aby bylo mozné uréit jeho stav;

¢) chranéno proti zménam nastavenl, poskozeni nebo
znehodnoceni, které by narusily platnost stavu kalib-
race a nasledné vysledky méreni.

Kdyz se zjisti, Ze mé&fici vybaveni neni vhodné pro jeho
zamysleny Ucel, musi organizace uréit, zda nebyla nega-
tivné ovlivnéna platnost vysledkl pfedchozich méreni,
a musi podle potfeby pfijmout odpovidajici opatieni.

7.1.6 Znalosti organizace

Organizace musi uréovat znalosti, které jsou potfebné
pro fungovani jejich procesu a pro dosahovani shody
produktll a sluzeb.

Tyto znalosti musi byt udrZzovany a v potfebném rozsahu
musi byt k dispozici.

Pri FeSeni ménicich se potfeb a trendl musi organizace
zvaZit své momentalni znalosti a urcit, jakym zplisobem
ziskat veSkeré nezbytné znalosti a poZzadované aktua-
lizace nebo jak k nim zajistit pfistup.

POZNAMKA 1 Znalosti organizace jsou znalosti specifické
pro danou organizaci; obvykle se ziskavaji na zakladé zku-
Senosti. Jsou to informace, kieré se pouZivaji a sdileji pro
dosazeni cili organizace.

7.1.5 Monitoring and measuring resources

7.1.5.1 General

The organization shall determine and provide the
resources heeded to ensure valid and reliable results
when monitoring or measuring is used to verify the con-
formity of products and services to requirements.

The organization shall ensure that the resources provided:

a) are suitable for the specific type of monitoring and
measurement activities being undertaken;

b) are maintained to ensure their continuing fitness for
their purpose.

The organization shall retain appropriate documented
information as evidence of fithess for purpose of moni-
toring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement or is
considered by the organization to be an essential 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 measurement standards traceable
to international or national measurement standards;
when no such standards exist, the basis used for
calibration or verification shall be retained as docu-
mented information;

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or deteri-
oration that would invalidate the calibration status
and subsequent measurement results.

The organization shall determine if the validity of previous
measurement results has been adversely 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 knowledge neces-
sary for the operation of its processes and to achieve
conformity of products and services.

This knowledge shall be maintained, and 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 specific to
the organization; it is generally gained by experience. It is in-
formation that is used and shared to achieve the organization's
objective.

NP1) NARODNI POZNAMKA Nejedna se o ovéfovani ve smyslu zakona o metrologii.
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POZNAMKA 2  Znalosti organizace mohou byt zaloZeny na

a) internich zdrojich (napf. dusevni vlastnictvi; znalosti ziskané
na zakladé zkusenosti; pouceni se z chyb a z Gspésnych
projektl; shromaZdovani a sdileni nedokumentovanych
znalosti a zkudenosti; vysledky zlepSovani proces(, pro-
duktd a sluzeb);

externich zdrojich (napf. technické normy; akademické
obce; konference; ziskavani znalosti od zakaznikd nebo
externich poskytovatel().

7.2 Kompetence

Organizace musi

a) urdit potiebné kompetence osoby (osob), jejiZ prace
je fizena organizaci a ma vliv na vykonnost a efek-
tivnost systému managementu kvality;

b) zajistit, aby tyto osoby byly kompetentni na zaklade
vhodného vzdélani, vycviku nebo zkudenosti;

¢) pripada-li to v Uvahu, pfijimat opatfeni pro ziskani
potfebnych kompetenci a hodnotit efektivnost reali-
zovanych opatfeni;

d) uchovavat odpovidajici dokumentované informace
jako dukaz o kompetenci.

POZNAMKA Pouzitelna opatfeni mohou zahmovat napiiklad
poskytovani vycviku, mentorovani, pfefazeni v soudasné
dobé& zaméstnanych osob nebo pfijeti kompetentnfich osob
na piechodnou dobu nebo na zakladé smiouvy.

7.3 Povédomi

Organizace musi zajistit, aby osoby, jejichz prace je
fizena organizaci, si byly védomy

a) politiky kvality;
b) prislusnych cild kvality;

c) svého prinosu k efektivnosti systému managementu
kvality véetné piinos( zlepSené vykonnosti;

d) dusledkd neplnéni pozadavk( systému managementu
kvality.
7.4 Komunikace

Organizace musi urdit potfebu interni a externi komuni-
kace tykajici se systému managementu kvality véetné
toho,

a) o ¢em se ma komunikovat;
b) kdy se ma komunikovat;
¢) s kym se ma komunikovat;
d) jak se ma komunikovat;

e) kdo ma komunikovat.
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NOTE 2 Organizational knowledge can be based on:

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

external sources (e.g. standards; academia; conferen-
ces; gathering knowledge from customers 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 perfor-
mance and effectiveness of the quality management
system;

ensure that these persons are competent on the basis
of appropriate education, training, or experience;

where applicable, take actions to acquire the neces-
sary competence, and evaluate the effectiveness of
the actions taken;

retain appropriate documented information as evidence
of competence.

d)

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

7.3 Awareness

The organization shall ensure, that persons doing work
under the organization’s control are aware of:

a) the quality policy;
b)

c)

relevant quality objectives;

their contribution to the effectiveness of the quality
management system, including the benefits of im-
proved performance;

the implications of not conforming with the quality
management system requirements.

d)

7.4 Communication

The organization shall determine the internal and external
communications relevant to the quality management
system, including:
a) on what it will communicate;
b) when to communicate,
¢) with whom to communicate;
d) how to communicate;

)

e) who communicates.
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7.5 Dokumentované informace

7.5.1 Obecné

Systém managementu kvality organizace musi obsahovat

a) dokumentované informace poZzadované touto mezi-
narodni hormou;

b) dokumentované informace, které organizace uréi
jako nezbytné pro efektivnost systému managementu
kvality.

POZNAMKA Rozsah dokumentovanych informaci pro systém
managementu kvality se m{ze v jednotlivych organizacich lisit
v zavislosti na

velikosti organizace a druhu jejlch &innosti, procest, pro-
duktl a sluzeb;

slozitosti proces( a jejich vzajemnych vazeb;

kompetencich osob.

7.5.2 Vytvafeni a aktualizace dokumentovanych
informaci

Pfi vytvareni a aktualizaci dokumentovanych informaci
musi organizace zajistit

vhodnou identifikaci a popis (hapf. nazev, datum,
autor nebo referenéni &islo);

vhodny format (nap¥. jazyk, verze softwaru, grafika)
a média (napf. papirova, elektronickd);

pfezkoumanf a schvaleni zhlediska vhodnosti

a pfimé&fenosti.
7.5.3 Rizeni dokumentovanych informaci
7.5.3.1 Dokumentované informace poZzadované sys-

témem managementu kvality a touto mezinarodni normou
musi byt fizeny tak, aby byla zajisténa jejich

a) dostupnost a vhodnost pro pouziti v misté a dobé
potieby;

b) pfiméfena ochrana (napf. proti ztraté dlivérnosti,
nevhodnému pouZiti nebo ztraté integrity).

7.5.3.2 P4fi fizeni dokumentovanych informaci musi
organizace podle potieby Fesit

a) jejich distribuci, pfistup, vyhledavani a pouziti;

b) jejich ukladani a ochranu véetné ochrany gitelnosti;

c) fizen/ jejich zmé&n (napf. fizeni verzi);

d) jejich uchovavani a likvidaci.

Dokumentované informace externiho plvodu uréené
organizaci jako nezbytné pro planovani a fungovani
systému managementu kvality musf byt patfi¢né ozna-
geny a musf byt fizeny.
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7.5 Documented information

7.5.1 General

The organization's quality management system shall
include:

a) documented information required by this International
Standard,;

b) documented information determined by the organi-
zation as being necessary for the effectiveness of
the quality management system.

NOTE 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 activities, processes,
products and services;

the complexity of processes and their interactions;

the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information,
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, electronic);

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 International Standard
shall be controlled to ensure:

a) it is available and suitable for use, where and when
it is needed,;

b) it is adequately protected (e.g. from loss of confi-
dentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented information,
the organization shall address the following activities,
as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of
legibility;

¢) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined
by the organization to be necessary for the planning
and operation of the quality management system shall
be identified as appropriate, and be controlled.
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Dokumentované informace uchovéavané jako dlkaz
o shodé& musi byt chranény pied nechténymi Gpravami.

POZNAMKA PFstup mize znamenat rozhodnuti tykajici se
povoleni pouze nahlizet do dokumentovanych informaci nebo
povoleni a pravomoc nahlizet do dokumentovanych infor-
maci a ménit je.

8 Provoz

8.1 Planovani a fizeni provozu

Organizace musi planovat, zavadét a fidit procesy (viz
4.4) potfebné k pInéni poZzadavkd na poskytovani pro-
duktll a sluzeb a realizovat opatieni stanovena v kapi-
tole 6 tim, ze

a) uréuje pozadavky na produkty a sluzby;

b) stanovuje kritéria pro
1) procesy;
2) piejimani produktd a sluzeb;

c¢) uréuje zdroje potiebné pro dosaZeni shody s poZa-
davky na produkty a sluzby;

d) uskutecniuje fizeni procestl podle t&chto kritérif;

e) uréuje, udrZuje a uchovava dokumentované infor-
mace v rozsahu potfebném pro

1) zajidténi divéry, Ze procesy byly provedeny podle
planu;

2) prokazani shody s poZzadavky na produkty a sluzby.

Vystup z tohoto planovani musi byt vhodny pro provoz
organizace.

Organizace musi fidit planované zmény a pfezkoumavat
nasledky nezamyslenych zmén a podle potfeby pfijimat
opatfeni pro zmirfiovani véech nepfiznivych ucinku.
Organizace musi zajistit, Ze v8echny externé zajisto-
vané procesy jsou fizeny (viz 8.4).

8.2 Pozadavky na produkty a sluzby

8.2.1
Komunikace se zakazniky musi zahrnovat

Komunikace se zakazniky

a) poskytovani informaci tykajicich se produktl a sluzeb;
b) zpracovani poptavek, smluv nebo objednavek, véetné
jejich zmén;

ziskavani zpétné vazby od zakaznikl tykajici se
produktl a sluzeb, véetné stiznosti zakaznik;

zachazeni s majetkem zakaznika nebo fizeni majetku
zakaznika;

stanoven! specifickych poZadavk{l na nouzova opat-
fenf, jsou-li relevantni.
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Documented information retained as evidence of con-
formity shall be protected from unintended alterations.

NOTE Access can imply a decision regarding the permission
to view the documented information only, or the pemission
and authority to view and change the documented information.

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the
processes (see 4.4) needed to meet the requirements
for the provision of products 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 services;

c) determining the resources needed to achieve con-
formity to product and service requirements;

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 processes have
been carried out as planned,

2) to demonstrate the conformity of products and
services to their requirements.

The output of this planning shall be suitable for the or-
ganization's operations.

The organization shall control planned changes and
review the consequences of unintended 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 to products and services;

b) handling enquiries, contracts or orders, including

changes;

obtaining customer feedback relating to products
and services, including customer complaints;

handling or controlling customer property;

establishing specific requirements for contingency
actions, when relevant.
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8.2.2 Uréovani pozadavkul na produkty a sluzby

Pfi ur€ovani pozadavkl na produkty a sluzby, které
budou nabizeny zakaznik(im, musi organizace zajistit, Ze

a) jsou uréeny poZadavky nha produkty a sluzby, véetné
1) pfislusnych pozadavk( zakon{ a predpisu;

2) pozadavku, které organizace povaZuje za nezbytné;

b) dokazZe splnit naroky na produkty a sluzby, které
nabizi.

8.2.3 Prezkoumani pozadavkid na produkty
a sluzby

8.2.3.1 Organizace musi zajistit, Ze ma schopnost pinit
poZadavky na produkty a sluzby, které bude nabizet
zakaznikiim. Organizace musi pred pfijetim zavazku
na poskytovani produktl a sluZzeb zakaznikovi provadét
pfezkoumani zahrnujici

poZadavky specifikované zakaznikem, véetné poza-
davk( tykajicich se &innosti pii dodani a po dodani;

a)
b) pozadavky, které zakaznik neuvedl, ale kieré jsou
nezbytné pro zakaznikem specifikované nebo za-
myslené pouZiti, je-li znamo;

pozadavky stanovené organizaci;

poZadavky zakonu a predpist, které plati pro pro-
dukty a sluzby;

poZadavky ve smlouvach nebo objednavkach, které
se li8i od dfive vyjadienych pozadavk(.

Organizace musi zajistit, Ze jsou vyfeSeny rozdily mezi
pozadavky ve smlouveé nebo v objednavce a dfive sta-
novenymi poZzadavky.

Neposkytne-li zakaznik Zadné dokumentované vyjadfeni
tykajici se jeho pozadavk(l, musi organizace potvrdit
poZadavky zakaznika pfed jejich pfijetim.

POZNAMKA V nékterych situacich, jako je napf. interne-
tovy prodej, je formalni pfezkoumani u kazdé objednavky ne-
proveditelné. Misto toho se mizZe pfezkoumani tykat rele-
vantnich informaci o produktu, jako jsou napf. katalogy.

8.2.3.2 Organizace musi, je-li to vhodné, uchovavat
dokumentované informace o

a) vysledcich pfezkoumani;
b) jakychkoli novych poZadavcich na produkty a sluzby.
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8.2.2 Determining the requirements for products
and services

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

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

1) any applicable statutory and regulatory require-
ments;

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 requirements for products
and services

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

requirements specified by the customer, including the

a)
requirements for delivery and post-delivery activities;

b) requirements not stated by the customer, but neces-

sary for the specified or intended use, when known;

requirements specified by the organization;

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 previously defined
are resolved.

The customer's requirements shall be confirmed by the
organization before acceptance, when the customer
does not provide adocumented statement of their
requirements.

NOTE 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.

8.2.3.2 The organization shall retain documented in-
formation, as applicable:

a) on the results of the review;

b) on any new requirements for the products and services.
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8.2.4 Zmény pozadavki na produkty a sluZzby

Jestlize se zméni poZadavky na produkty a sluZby,
musi organizace zajistit, Ze se upravf relevantni doku-
mentované informace a Ze pfislusné osoby vezmou
zménéné pozadavky na védomi.

8.3 Navrh a vyvoj produkti a sluzeb

8.3.1 Obecné

Organizace musi vytvofit, zavést a udrZzovat proces
navrhu a vyvoje, ktery je vhodny pro zajisténi nasled-
ného poskytovani produktl a sluzeb.

8.3.2 Planovani navrhu a vyvoje

Pfi stanovovan( etap a zplsob( fizeni navrhu a vyvoje
musi organizace zvazit

a) druh, dobu trvani a sloZitost €innosti pfi navrhu
a vyvoji;

poZadované etapy procesu, véetn& pfislusnych
piezkoumani navrhu a vyvoje;

b)

poZadované &innosti ovéfovani a validace navrhu
a vyvoje;

odpovédnosti a pravomoci souvisici s procesem
navrhu vyvoje;

c)
d)

pozadovang interni a externi zdroje pro navrh a vyvoj
produktd a sluzeb;

e)

potiebu Fidit rozhrani mezi osobami zapojenymi
v procesu havrhu a vyvoje,

potfebu zapojit zakazniky a uzivatele do procesu
navrhu a vyvoje;

poZadavky na nasledné poskytovani produkt(l a sluZeb;

Urovefi fizeni, kterou oéekdavaji zakaznici a dalSi
relevantni zainteresované strany v piipadé procesu
navrhu a vyvoje;

dokumentované informace poZzadované pro proka-
zani, ze byly splnény pozadavky na navrh a vyvoj.

8.3.3 Vstupy pro navrh a vyvoj

Organizace musi urcit poZadavky nezbytné pro speci-
fické typy produktl a sluzeb, které maji byt navrzeny
a vyvinuty. Organizace musi zvazit

a) pozadavky na funkci a vykon;

b) informace ziskané z predchozich podobnych &innosti
navrhu a vyvoje;

¢) poZadavky zékon( a pfedpisu;
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8.2.4 Changes to requirements for products
and services

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

8.3 Design and development of products
and services

8.3.1 General

The organization shall establish, implement and maintain
a design and development process that is appropriate
to ensure the subsequent provision of products and
service.

8.3.2 Design and development plannhing

In determining the stages and controls for design 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 reviews;

the required design and development verification
and validation activities;

the responsibilities and authorities involved in the
design and development process;

the internal and external resource needs for the
design and development of products and services;

the need to control interfaces between persons
involved in the designh and development process;

the need for involvement of customers and users in
the design and development process;

the requirements for subsequent provision of products
and services;

the level of control expected for the design and deve-
lopment process by customers and other relevant
interested parties;

the documented information needed to demonstrate
that design and development requirements have
been met.

8.3.3 Design and development inputs

The organization shall determine requirements essential
for the specific types of products and services to be
designed and developed. The organization shall consider:

a) functional and performance requirements;

b) information derived from previous similar design
and development activities;

c) statutory and regulatory requirements;
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d) normy nebo pravidla spravné praxe, které se orga-
nizace zavazala zavést;

e) mozné dusledky chyb vzhledem k povaze produkt
a sluzeb;

Vstupy musf byt Umérné U¢elu navrhu a vyvoje, musi
byt kompletni a jednoznaéné.

Rozporné vstupy navrhu a vyvoje musi byt vyfedeny.

Organizace musf uchovavat dokumentované infor-
mace o vstupech navrhu a vyvoje.

8.3.4 Zpusoby fizeni navrhu a vyvoje

Organizace musi pfi procesu navrhu a vyvoje pouZzivat
zpusoby Fizeni, které zajisti, Ze jsou

a) stanoveny vysledky, kterych ma byt dosaZeno;

b) provadéna pfezkoumani s cilem vyhodnotit schopnost
vysledk(l navrhu a vyvoje plnit poZzadavky;

provadéna ovéfovani s cilem zajistit, Ze vystupy
navrhu a vyvoje spliiuji vstupni pozadavky;

provadény validace s cilem zajistit, Ze vysledné
produkty a sluzby splfiuji poZzadavky na specifiko-
vanou aplikaci nebo zamy$lené pouZiti;

pfijata v8echna nezbytna opatieni v pfipadé pro-
blém zjisténych v pribéhu pfezkoumani nebo ¢in-
nosti ovéfovéani a validace;

uchovavany dokumentované informace o téchto
¢innostech.

f)

POZNAMKA Prezkoumani, ovéfovani a validace navrhu
a vyvoje maji odli§né ucely. Mohou se provadét samostatné
nebo v jakékoliv kombinaci podle toho, co je vhodné pro pro-
dukty a sluzby organizace.

8.3.5 Vystupy z navrhu a vyvoje

Organizace musi zajistit, aby vystupy z navrhu a vyvoje

a) splfiovaly vstupni poZadavky;

b) byly vhodné pro nasledné procesy poskytovani pro-
dukt(i a sluzeb;

c) obsahovaly poZadavky na monitorovani a méfeni
nebo na né podle vhodnosti odkazovaly a obsahovaly
pfejimacl kritéria;

d) specifikovaly charakteristiky produkt(i a sluzeb, které

jsou podstatné pro jejich zamysleny ucel a jejich
bezpetné a spravné poskytovani.
Organizace musi uchovavat dokumentované informace
o vystupech z navrhu a vyvoje.
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d) standards or codes of practice that the organization
has committed to implement;

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

Inputs shall be adequate for design and development
purposes, complete and unambiguous.

Conflicting desigh and development inputs shall be
resolved.

The organization shall retain documented information
on design and development inputs.

8.3.4 Desigh and development controls

The organization shall apply contrals 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 development to meet require-
ments;

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

validation activities are conducted to ensure that the
resulting products and services meet the require-
ments for the specified application or intended use;

any necessary actions are taken on problems deter-
mined during the reviews, or verification and validation
activities;

documented information of these activities is retained.

NOTE Design and development reviews, verification and
validation have distinct purposes. They can be conducted
separately or in any combination, as is suitable for the products
and services of the organization.

8.3.5 Design and development outputs

The organization shall ensure that design and develop-
ment outputs:

a) meet the input requirements;

b) are adequate for the subsequent processes for the

provision of products and services;

include or reference monitoring and measuring require-
ments, as appropriate, and acceptance criteria;

c)

d) specify the characteristics of the products and services
that are essential for their intended purpose and

their safe and proper provision.

The organization shall retain documented information
on design and development outputs.
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8.3.6 Zmény navrhu a vyvoje

Organizace musi identifikovat, pfezkoumavat a fidit
zmény, které byly provedeny v pribéhu navrhu a vyvoje
produktll a sluZzeb nebo nasledné, ato v nezbytném
rozsahu, ktery vyluéuje nepfiznivy dopad na shodu
s pozadavky.

Organizace mus{ uchovavat dokumentované infor-
mace o

a) zménach navrhu a vyvoje;
b) vysledcich pfezkoumani;
¢) schvaleni téchto zmén;

d) opatfenich pfijatych k pfedchazeni nepfiznivym
dopadim.

8.4 Rizeni externé poskytovanych procesd,
produktti a sluzeb

8.4.1 Obecné

Organizace musi zajistit, aby extern& poskytované pro-
cesy, produkty a sluzby odpovidaly pozadavk{m.

Organizace musi urit zplsoby Fizeni, které se maji
pouzivat u externé zajidtovanych procest, produkt(
a sluzeb, kdyz jsou

a) produkty a sluzby od externich poskytovateld uréeny
pro zaclenénf do vlastnich produktl a sluzeb orga-
nizace,

b) produkty a sluzby zajistovany externimi poskytovali
piimo pro zékaznika (zékazniky) v zastoupeni orga-
nizace;

c) proces nebo ¢ast procesu zajistovany externim posky-
tovatelem na zakladé rozhodnuti organizace.

Organizace musf uréit a pouzivat kritéria pro hodnoceni,
vybér, monitorovani vykonnosti a opakované hodnoceni
externich poskytovatelt na zakladé jejich schopnosti
poskytovat procesy nebo produkty a sluzby v souladu
s pozadavky. Organizace musf uchovavat dokumentované
informace o téchto ¢innostech a o vSech nezbytnych
opatfenich vyplyvajicich z hodnoceni.

8.4.2 Typ a rozsah Fizeni

Organizace musi zajistit, aby externé poskytované procesy,
produkty a sluzby nepfiznivé neovliviiovaly schopnost
organizace trvale poskytovat shodné produkty a sluzby
svym zakaznikdim.

Organizace musi

a) zajistit, aby externé& provadéné procesy byly trvale
fizeny jejim systémem managementu kvality,

b) stanovit jak zplsoby fizeni, které hodla aplikovat
u externiho poskytovatele, tak zplsoby fizeni, které
hodia aplikovat u vysledného vystupu;
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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 ensure that there is no adverse impact on
conformity to requirements.

The organization shall retain documented information
on:

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

d) the actions taken to prevent adverse impacts.

8.4 Control of externally provided processes,
products and services

8.4.1 General

The organization shall ensure that externally provided
processes, products and services conform to require-
ments.

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

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

products and services are provided directly to the
customer(s) by external providers on behalf of the
organization;

a process, or part of a process, is provided by an
external provider as aresult of a decision by the
organization.

The organization shall determine and apply criteria for
the evaluation, selection, monitoring of performance,
and re-evaluation of external providers, based on their
ability to provide processes or products and services in
accordance with requirements. The organization shall
retain 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 processes remain
within the control of its quality management system;

b) define both the controls that it intends to apply to an
external provider and those it intends to apply to the
resulting output;
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¢) vzitv dvahu
1) mozny dopad externé zajitovanych procesd,
produktl a sluZzeb na schopnost organizace dis-
ledné pinit pozadavky zakaznik( a pfislusné
poZadavky zakon( a piedpis(;

2) efektivnost zplisob( fizeni vyuzivanych externim
poskytovatelem;
d) stanovit ovéfovani nebo jiné €innosti nezbytné pro
zgjisténi, aby externé zajistované procesy, produkty
a sluzby spliiovaly poZadavky.

8.4.3

Organizace musi zajistit pfiméfenost pozadavk( dfive,
nez je sdéli externimu poskytovateli.

Informace pro externi poskytovatele

Organizace musi sdélit externim poskytovatellm své
poZadavky tykajici se

a) procesU, produktl a sluzeb, které se maji poskytnout;
b) schvaleni

1) produkt a sluzeb;

2) metod, proces(i nebo zafizeni;

3) uvoinéni produktl a sluzeb;

kompetenci, véetné pozadované kvalifikace osob;

vzajemnych vazeb externich poskytovatell s orga-
nizaci;

fizeni a monitorovani vykonnosti externich posky-
tovatelll, které bude provadét organizace;

ginnosti ovérfovani nebo validace, které organizace
nebo jeji zakaznik hodla provadét u externich po-
skytovatel(.

8.5 Vyroba a poskytovani sluzeb

8.5.1 Rizeni vyroby a poskytovani sluzeb

Organizace musi zavadét vyrobu a poskytovani sluzeb
za fizenych podminek.

Rizené podminky musi podle potteby zahrnovat
a) dostupnost dokumentovanych informaci, které sta-
novuji

1) charakteristiky produkt(l, které se maji vyrobit,
sluzeb, které se maji poskytnout, nebo &innosti,
které se maji provadét;

2) vysledky, kterych se ma dosahnout;

b) dostupnost a pouziti vhodnych zdrojii pro monitoro-
vani a mérfeni;

¢) zavedeni ¢innosti monitorovani a méfeni v odpovi-
dajicich etapach k ovéfeni, zda byla spinéna kritéria
pro Fizeni proces( nebo vystupl ataké prejimaci
kritéria pro produkty a sluzby;
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c) take into consideration:

1) the potential impact of the externally provided
processes, products and services on the organ-
ization’s ability to consistently meet customer and
applicable statutory and regulatory requirements;

2) the effectiveness of the controls applied by the
external provider;

d) determine the verification, or other activities, neces-
sary to ensure that the externally provided processes,
products and services meet requirements.

8.4.3

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

Information for external providers

The organization shall communicate to external providers
its requirements for:

a) the processes, products and services to be provided;
b) approval of;

1) products and services;

2) methods, processes or equipment;

3) the release of products and services;

competence, including any required qualification of
persons;

the external providers’ interactions with the organi-
zation;

control and monitoring of the external providers’
performance to be applied by the organization;

verification or validation activities that the organization,
or its customer, intends to perform at the external
providers’ 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 conditions.
Controlled conditions shall include, as applicable:

a) the availability of documented information that defines:

1) the characteristics of the products to be produced,
the services to be provided, or the activities to
be performed;

2) the resuits to be achieved;

b) the availability and use of suitable monitoring and
measuring resources;

¢) 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;
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d) pouziti vhodné infrastruktury a prostiedi pro fungovani
proces(;

e) jmenovani kompetentnich osob véetné poZadované
kvalifikace;

validaci a pravidelnou opakovanou validaci schopnosti
dosahovat planovanych vysledk(l procest pro vyrobu
a poskytovani sluzby, kde vysledny vystup nelze
ovéfit naslednym monitorovanim a méfenim;

f)

g) realizaci opatfeni k predchazeni lidskym chybam;

h) zavadéni ¢innosti pfi uvolnéni, pfi dodani a po dodani.

8.5.2 Identifikace a sledovatelnost

Organizace musi pouzivat vhodné prostredky pro iden-
tifikovani vystupd, je-li to nezbytné pro zajisténi shody
produktd a sluzeb.

Organizace musi béhem vyroby a poskytovani sluzby
identifikovat stav vystupl s ohledem na pozadavky
monitorovani a méfeni.

Je-li sledovatelnost pozadavkem, musi organizace fidit
jednoznadnou identifikaci vystuptl a uchovavat dokumen-
tované informace, které jsou nezbytné pro udrZovani
sledovatelnosti.

8.5.3 Majetek zakazniku nebo externich
poskytovatelt

Organizace musi peCovat o majetek zakaznikli nebo
externich poskytovatell, jestlize je fizen organizaci
nebo jestlize ho organizace pouZiva.

Organizace musi identifikovat, ovéFovat, chranit a zabez-
pecit majetek zakaznik( nebo externich poskytovateld,
ktery byl pfedan k pouZiti nebo k za¢lenéni do produktt
a sluzeb.

Jestlize je majetek zakaznika nebo externiho poskyto-
vatele ztracen, poskozen nebo jinak shledan nevhodnym
k pouZziti, musl to organizace sdélit zakaznikovi nebo
externimu poskytovateli a musi uchovavat dokumentované
informace o tom, co se stalo.

POZNAMKA Majetek zakaznika nebo externiho poskytova-
tele mGze zahrnovat materidly, souéasti, nastroje a zafizeni,
prostory, dusevni vlastnictvi a osobnf data.

8.5.4 Ochrana

Organizace musi b&hem vyroby a poskytovani sluzby
zajistit ochranu vystupl procesu vrozsahu, ktery je
nezbytny pro zajisténi shody s pozadavky.

POZNAMKA Ochrana miZe zahrnovat identifikaci, mani-
pulaci, udrzovani &istoty, baleni, skladovani, pfenos nebo
pfepravu a ochranu.
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d) the use of suitable infrastructure and environment
for the operation of processes;

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

the validation, and periodic revalidation, of the ability
to achieve planned results of the processes for pro-
duction and service provision, where the resulting
output cannot be verified by subsequent monitoring
or measurement;

f)

g) the implementation of actions to prevent human error;
h) the implementation of release, delivery and post-
delivery activities.

8.5.2 Identification and traceability

The organization shall use suitable means to identify
outputs, when necessary to ensure conformity of prod-
ucts and services,

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

The organization shall control the unique identification
of the outputs when traceability is a requirement, and
shall retain the documented information necessary to
maintain traceability.

8.5.3 Property belonging to customers
or external providers

The organization shall exercise care with property
belonging to customers or external providers while it is
under the organization's control or being used by the
organization.

The organization shall identify, verify, protect and safe-
guard the customers’' or external providers’ property
provided for use or incorporation into the products and
services.

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 retain documented information
on what has occurred.

NOTE Customer’s or external provider's property can include
materials, components, tools and equipment, premises, intel-
lectual property and personal data.

8.5.4 Preservation

The organization shall preserve the outputs during pro-
duction and service provision, to the extent necessary
to ensure conformity to requirements.

NOTE Preservation can include identification, handling,
contamination control, packaging, storage, transmission or
transportation, and protection.
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8.5.5 Cinnosti po dodani

Organizace musi plnit poZzadavky na &innosti souvisici
s produkty a sluzbami po dodani.

P¥i ur€ovani rozsahu poZadovanych ¢innosti po dodani
musi organizace brat v Gvahu

a) pozadavky zékon( a predpis(;

b) mozné nezadouci nasledky souvisici s produkty

a sluzbami;

charakter, pouZziti a pfedpokladanou Zivotnost pro-
duktd a sluzeb;

<)

d)

e)

poZadavky zakaznika;

zpétnou vazbu od zakaznika.

POZNAMKA Cinnosti po dodani mohou zahrnovat opatteni
v ramci zaruénich ustanoveni, smluvni zavazky, napf. idrzbu,
a doplfikové sluzby, napf. recyklaci a likvidaci.

8.5.6 Rizenizmén

Organizace musi pfezkoumavat a Fidit zmény pfi vyrobé
a poskytovani sluZeb v rozsahu nezbytném pro zgjidténi
trvalé shody s pozadavky.

Organizace musi uchovavat dokumentované informace
popisujici vysledky pfezkoumani zmén, osobu (osoby)
schvalujici zménu a v8echna nezbytna opatienf vyply-
vajici z pfezkoumani.

8.6 Uvoliovani produktl a sluzeb

Organizace musi v pfislusnych etapach zavadét plano-
vana opatfeni, kterymi ovéfi, zda byly splnény poZzadavky
na produkt a sluzbu.

Uvolfiovani produktli a sluzeb zakaznikovi nesmi pokra-
¢ovat, dokud nebyla Uspé&&né dokonéena planovana
opatieni pro ovéfeni shody, pokud to pfislusny organ
nebo piipadné zakaznik neschvali jinak.

Organizace musi uchovavat dokumentované informace
o uvolnéni produktli a sluzeb. Dokumentované infor-
mace musi zahrnovat

a) ddkazy o shodé s piejimacimi kritérii;
b) sledovatelnost k osob& (osobam), ktera uvolnéni
schvélila.

8.7 Rizeni neshodnych vystupu

8.7.1 Organizace musi zajistit, aby vystupy, které
nejsou ve shodé s pozadavky, byly identifikovany a fizeny,
aby se zabranilo jejich nezamyslenému pouZivani
nebo dodani.

Organizace musi pfijmout odpovidajici opatfeni vyply-
vajici z charakteru neshody a jejiho vlivu ha shodu pro-
duktll a sluzeb. To musl rovnéz platit pro neshodné
produkty a sluzby zjisténé po dodani produktd, béhem
nebo po poskytovani sluzeb.

32

8.5.5 Post-delivery activities

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

In determining the extent of post-delivery activities that
are required, the organisation shall consider:

a) statutory and regulatory requirements;

b) the potential undesired consequences associated

with its products and services;

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

customer requirements;

customer feedback.

NOTE Post-delivery activities can include actions under
warranty provisions, contractual obligations such as mainte-
nance services, and supplementary services such as recycling
or final disposal.

8.5.6 Control of changes

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

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

8.6 Release of products and services

The organization shall implement planned arrangements,
at appropriate stages, to verify that the product and
service requirements have been met.

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

The organization shall retain documented information on
the release of products and services. The documented
information shall include:

a) evidence of conformity with the acceptance criteria;

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

8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs 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 nonconforming products and services detected after
delivery of the products, during or after the provision of
services.
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Organizace se mus/ zabyvat neshodnymi vystupy jednim
hebo nékolika z dale uvedenych zplsobu:

a) naprava,

b) oddéleni, zadrzenl, vraceni nebo pozastaveni posky-
tovani produktl a sluzeb;

c) informovani zakaznika,

d) ziskani opravnéni pro pfijeti na zakladé& vyjimky.

Jsou-li neshodné vystupy opraveny, musi se ovéfit
shoda s poZadavky.

8.7.2 Organizace musi uchovavat dokumentované
informace, které

a) popisuji heshodu;
b) popisuji pfijata opatieni;
¢) popisuji vdechny schvalené vyjimky;

d) identifikuji opravnénou osobu, ktera ucinila rozhod-
nuti o opatfeni s ohledem na shodu.

9 Hodnoceni vykonnosti

9.1 Monitorovani, méfeni, analyza
a vyhodnocovani

9.1.1 Obeché
Organizace musi urgit

a) co je tfeba monitorovat a méfit;

b) metody pro monitorovéni, méfeni, analyzu a vyhod-
nocovani, které jsou potfebné pro zajisténi platnych

vysledkd;

¢) kdy se musi provadét monitorovani a méfeni;

d) kdy se musi vysledky z monitorovani a méfeni ana-

lyzovat a vyhodnocovat.

Organizace musi hodnotit vykonnost a efektivnost sys-
tému managementu kvality.

Organizace musi uchovévat vhodné dokumentované
informace jako dikazy o vysledcich.

9.1.2 Spokojenost zakaznika

Organizace musi monitorovat, jak zakaznici vnimaji
miru splnéni jejich potfeb a ofekavani. Organizace
musi uréit zplsoby ziskavani, monitorovani a pfezkou-
mavanf téchto informaci.

POZNAMKA Priklady monitorovani vnimani zakaznika mohou
zahrnovat priizkumy u zékaznika, zpétnou vazbu od zékaznika
o dodanych produktech a poskytnutych sluzbach, setkani se
zékazniky, analyzu podilu na trhu, pochvaly, zaruénl rekla-
mace a zpravy od obchodnich zastupc.
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The organization shall deal with nonconforming outputs
in one or more of the following ways:

a) correction;

b) segregation, containment, return or suspension of
provision of products and services;

¢) informing the customer;

d) obtaining authorization for acceptance under con-
cession.

Conformity to the requirements shall be verified, when
nonconforming outputs are corrected.

8.7.2 The organization shall retain documented infor-
mation that:

a) describes the nonconformity;

b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action 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 measured;

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

c) when the monitoring and measuring shall be per-
formed,

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

The organization shall evaluate the performance and
the effectiveness of the quality management system.

The organization shall retain appropriate documented
information as evidence of the results.

9.1.2 Customer satisfaction

The organization shall monitor customers’ perceptions
of the degree to which their needs and expectations
have been fulfilled. The organization shall determine
the methods for obtaining, monitoring and reviewing
this information.

NOTE Examples of monitoring customer perceptions can
include customer surveys, customer feedback on delivered
products and services, meetings with customers, market-
share analysis, compliments, warranty claims and dealer reports.
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9.1.3 Analyza a hodnoceni

Organizace musi analyzovat a hodnotit vhodna data
a informace vyplyvajici z monitorovani a méreni.

Vysledky analyzy se musi pouZit pro hodnoceni
a) shody produktll a sluzeb;
b) miry spokojenosti zakaznika;

vykonnosti a efektivhosti systému managementu
kvality;

toho, zda byly plany efektivhé zavedeny;
efektivnosti opatfeni pfijatych pro fedeni rizik a pfi-
leZitosti;

vykonnosti externich poskytovatel(;

g) potieby zlepSeni systému managementu kvality.

POZNAMKA Metody pro analyzovani dat mohou zahrnovat
statistické metody.

9.2 Interni audit

9.2.1 Organizace musi provadét interni audity v pla-
novanych intervalech, aby ziskala informace o tom,
zda systém managementu kvality

a) odpovida

1) vlastnim poZadavk(m organizace na jeji systém
managementu kvality;

2) pozadavkim této mezinarodni normy;

b) je efektivné zaveden a udrZovan.

9.2.2 Organizace musi

a) planovat, stanovovat, zavadét a udrzovat program
(programy) audit, véetné Eethosti, metod, odpo-
védnosti, pozadavk(l na planovani a predkladani
zprav; program auditt musi zohlednovat dllezitost
proces(, kterych se audity tykaji, zmény ovliviujici
organizaci a vysledky pfedchozich audit(;

stanovit kritéria auditu a pfedmét kazdého auditu;

vybirat auditory a provadét audity tak, aby byla zajis-
t8na objektivita a nestrannost procesu auditu,;

zajistit, aby vysledky auditll byly pfedany ve formé
zpravy relevantnimu managementu;

provadét vhodnou napravu a pfijimat napravna
opatfeni bez zbyte¢ného odkladu;

uchovavat dokumentované informace jako dikaz
o realizaci programu auditll a o vysledcich auditu.

POZNAMKA Navod je uveden v ISO 19011,
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9.1.3 Analysis and evaluation

The organization shall analyse and evaluate appropriate
data and information arising from monitoring and measu-
rement.

The results of analysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

the performance and effectiveness of the quality
management system;

if planning has been implemented effectively;

the effectiveness of actions taken to address risks
and opportunities;

the performance of external providers;
g) the need forimprovements to the quality management
system.

NOTE Methods to analyse data can include statistical tech-
niques.

9.2 Internal audit

9.2.1 The organization shall conduct internal audits at
planned intervals to provide information 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 International Standard,;

b) is effectively implemented and maintained.

9.2.2 The organization shall:

a) plan, establish, implement and maintain an audit
programme(s) including the frequency, methods,
responsibilities, planning requirements and reporting,
which shall take into consideration the importance
of the processes concerned, changes affecting the
organization, and the results of previous audits;

define the audit criteria and scope for each audit;

select auditors and conduct audits to ensure objectivity
and the impartiality of the audit process;

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

take appropriate correction and corrective actions
without undue delay;

retain documented information as evidence of the
implementation of the audit programme and the audit
results.

NOTE See ISO 19011 for guidance.
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9.3 Prezkoumani systému managementu

9.3.1 Obecné

Vrcholové vedeni musi pfezkoumavat systém mana-
gementu kvality organizace v planovanych intervalech,
aby byla zaji§téna jeho trvala vhodnost, pfiméfenost,
efektivnost a sladéni se strategickym zamé&fenim orga-
nizace.

9.3.2 Vstupy pro pfezkoumani systému
managementu

Piezkoumani systému managementu se musi planovat

a provadét s pfihlédnutim k

a) stavu opatfenl vyplyvajicich z pfedchozich pfezkou-
mani systému managementu;

zménam internich a externich aspekt(, které jsou
relevantni pro systém managementu kvality;

b)

informacim o vykonnosti a efektivnosti systému

c)
managementu kvality, véetné trend(l tykajicich se

1) spokojenosti zakaznika a zpétné vazby od rele-
vantnich zainteresovanych stran;

2) miry spinéni cilti kvality;
3) vykonnosti procesl a shody produktd a sluZeb;

4) neshod a napravnych opatfenti;

5) vysledk(i monitorovani a méfenti;

6) vysledkl auditd;

7) vykonnosti externich poskytovateld;
pfimérenosti zdroj(;

efektivnosti opateni piijatych pro fesenl rizik a pfi-
lezitosti (viz 6.1);

prilezitostem ke zlep8ovani.

9.3.3 Vystupy z pfezkoumani systému
managementu

Vystupy z prezkoumani systému managementu musi
obsahovat rozhodnuti a opatfeni tykajici se

a) pfilezitosti ke zlepSovani;

b) jakychkoli potfeb zmén systému managementu kvality;

c) potieb zdrojl.

Organizace musi uchovavat dokumentované informace
jako dlikaz o vysledcich pfezkoumani systému mana-
gementu.
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9.3 Management review

9.3.1 General

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

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 management
reviews,

changes in external and internal issues that are
relevant to the quality management system;

b)

information on the performance and effectiveness of
the quality management system, including trends in:

1)

c)

customer satisfaction and feedback from relevant
interested parties;

the extent to which quality objectives have been
met;

process performance and conformity of products
and services;

2)
3)

nonconformities and corrective actions;
monitoring and measurement resuits;
audit results;

7)
d) the adequacy of resources;

e) the effectiveness of actions taken to address risks
and opportunities (see 6.1);

the performance of external providers;

f) opportunities for improvement.

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 management
system;

c) resource needs.

The organization shall retain documented information
as evidence of the results of management reviews.
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10 ZlepsSovani

10.1 Obecné

Organizace musi uréit a zvolit pfileZitosti ke zlepSovani
a realizovat veskera nezbytna opatfeni pro splnéni poza-
davkl zakaznika a zvy$eni jeho spokojenosti.

Tato opatfeni musi zahrnovat

a) zlep$ovani produkt a sluzeb, aby byly spinény poza-
davky a aby se fesily budouci potfeby a otekavani;

b) ndpravu, prevenci nebo sniZeni nezadoucich Gcinkd;

c) zlepSovani vykonnosti a efektivnosti systému mana-
gementu kvality.

POZNAMKA Piiklady zlepovani mohou zahmovat napravu,
napravné opatfeni, neustalé zlepsovani, skokovou zménu,
inovaci a reorganizaci.

10.2 Neshoda a napravné opatfeni
10.2.1 Vyskytne-li se neshoda, v€etné neshod vyply-
vajicich ze stiznostf, musi organizace
a) reagovat na neshodu a, pfichazi-li to v vahu,
1) pfijmout opatieni k fizeni a napravé neshody;
2) vyporadat se s nasledky;

hodnotit potfebu pfijmout opatfeni pro odstrané&ni
pFiginy (pfi¢in) neshody, aby se tato neshoda ne-
opakovala nebo se nevyskytla nékde jinde, a to

1) prfezkoumanim a analyzovanim neshody;
2) uréenim pfiéin neshody;

3) ur€enim, zda existuji podobné neshody nebo by
se mohly potencialné vyskytnout;

realizovat potfebné opatfeni;
prfezkoumat efektivnost pfijatych napravnych opatfent;

aktualizovat rizika a pfilezitosti uréené v prabéhu
planovani, je-li to zapotfebi;

provést zmény v systému managementu kvality, je-li
to zapotiebf.

Napravna opatieni musi byt pfiméfena ucinkim ne-
shod, které se vyskytly.

10.2.2 Organizace musi uchovavat dokumentované
informace jako dikazy o

a) povaze neshod a pfijatych naslednych opatfenich;

b) vysledcich napravnych opatieni.

36

10 Improvement

10.1 General

The organization shall determine and select opportunities
forimprovement and implement any necessary actions
to meet customer requirements and enhance customer
satisfaction.

These shall include:

a) improving products and services to meet requirements
as well as to address future needs and expectations;

b) correcting, preventing or reducing undesired effects;
¢) improving the performance and effectiveness of the
quality management system.

NOTE Examples of improvement can include correction,
corrective action, continual improvement, breakthrough change,
innovation and re-organization.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including any
arising from complaints, the organization shall:

a) react to the nonconformity and, as applicable:
1) take action to control and correct it;
2) deal with the consequences;

evaluate the need for action to eliminate the cause(s)
of the nonconformity, in order that it does not recur
or occur elsewhere, by:

1) reviewing and analysing the nonconformity;
2) determining the causes of the nonconformity;

3) determining if similar nonconformities exist, or
could potentially occur;

implement any action needed,

review the effectiveness of any corrective action
taken;

update risks and opportunities determined during
planning, if necessary;

make changes to the quality management system,
if necessary.

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

10.2.2 The organization shall retain documented infor-
mation as evidence of:

a) the nature of the nonconformities and any subse-
quent actions taken;

b) the results of any corrective action.
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10.3 Neustalé zlepSovani

Organizace musi neustale zlep8ovat vhodnost, pfimé-
fenost a efektivnost systému managementu kvality.

Organizace musi vzit v Gvahu vysledky analyzy a hod-
nocenl a vystupy z pfezkoumani systému manage-
mentu, aby uréila, zda existujf potfeby nebo pfileZitosti,
které je tieba fesit jako sougast neustalého zlepSovani.
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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.
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Pfiloha A (informativni)

Vysvétleni nové struktury, terminologie
a pojmu

A.1 Struktura a terminologie

Struktura kapitol (tj. posloupnost kapitol) a &ast termi-
nologie tohoto vydani této mezinarodni normy byly ve
srovnani s pfedchozim vydanim (ISO 9001:2008) zmé-
nény s cilem zlepsit sladéni s jinymi normami systém(i
managementu.

Tato mezinarodni norma nepoZaduje pouZiti jeji struktury
a terminologie v dokumentovanych informacich systému
managementu kvality organizace.

Struktura kapitol ma za cil poskytnout spi$e ucelenou
prezentaci poZzadavk{l nez model pro dokumentovani
politik, cild a procesll organizace. Struktura a obsah
dokumentovanych informaci tykajicich se systému ma-
nagementu kvality m0ze byt ¢asto pro jejiho uZivatele

organizace, tak k informacim udrzovanym pro jiné Gcely.

Pro specifikovani pozadavkd systému managementu
kvality norma nepoZaduje, aby terminy pouZivané orga-
nizaci byly nahrazeny terminy pouZitymi v této mezina-
rodni normé. Organizace mohou pouZivat terminy, které
vyhovuji jejich €innostem (napf. pouZivat ,zaznamy",
~dokumentace" nebo ,protokoly’ misto ,dokumentované
informace”; nebo ,dodavatel”, ,partner* nebo ,prodejce*
misto ,externi poskytovatel“). V tabulce A.1 jsou uve-
deny hlavni rozdily v terminologii mezi timto vydanim
této mezinarodni normy a jejim pfedchozim vydanim.
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Annex A (informative)

Clarification of new structure,
terminology and concepts

A1

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 9001:2008), have been changed to improve
alignment with other management systems standards.

Structure and terminology

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 structure and content of documented
information related to a quality management system
can often be more relevant to its users if it relates to
both the processes operated by the organization 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. Organizations can choose to
use terms which suit their operations (e.g. using
“records”, "documentation” or “protocols” rather than
“"documented information”; or “supplier”, “partner” or
“vendor” rather than “external provider”. Table A.1
shows the major differences in terminology between
this edition of this International Standard and the

previous edition.
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Tabulka A.1 - Hlavni rozdily v terminologii mezi
ISO 9001:2008 a ISO 9001:2015
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Table A.1 — Major differences in terminology
between ISO 9001:2008 and 1SO 9001:2015

1ISO 9001:2008

1ISO 9001:2015

Produkty Produkty a sluzby
Products Products and services
Vyjimky Nepouziva se
(viz A.5 pro vyjasnénl aplikovatelnosti)
Exclusions Not used

(See Clause A.5 for clarification of applicability)

Predstavitel vedeni

Management representative

Nepouziva se

(podobné odpovédnosti a pravomoci se pfifazuji, avéak pro
samotného predstavitele vedeni neexistuje 2adny pozadavek)
Not used

(Similar responsibilities and authorities are assigned but no
requirement for a single management representative)

Dokumentace, pfiru¢ka kvality, dokumentované postupy,
zaznamy

Documentation, quality manual, documented procedures,
records

Dokumentované informace

Documented information

Pracovni prostredi
Work environment

Prostiedi pro fungovani procestl
Environment for the operation of processes

Zafrizenl pro monitorovani a méfeni
Monitoring and measuring equipment

Zdroje pro monitorovani a méfeni
Monitoring and measuring resources

Nakupovany produkt Externé zajistované produkty a sluzby
Purchased product Externally provided products and services
Dodavatel Externi poskytovatel

Supplier External provider

A.2 Produkty a sluzby

V 1SO 9001:2008 se pouzival termin ,produkt’ a zahr-
noval v8echny kategorie vystup(. V tomto vydani této
mezinarodni normy se pouziva termin ,produkty a sluzby".
,Produkty a sluzby* zahrnuji vSechny kategorie vystupl
(hardware, sluzby, software a zpracované materialy).

Specifické zaélenéni ,sluzeb" ma zddraznit rozdily
mezi produkty a sluZzbami pfi uplatiiovani nékterych
pozadavk(. Charakteristikou sluzeb je to, Ze se pfinej-
men&im ¢ast vystupu realizuje na rozhrani se zakaznikem.
To napiiklad znamena, Ze shodu s pozadavky nelze
potvrdit dfive, nez bude sluZzba poskytnuta.

Ve vétsiné piipadu se produkty a sluzby pouZivaji spolegné.
Vétsina vystupd, které organizace poskytuje zakaznikim
nebo které jsou zakaznikim dodavany externimi posky-
tovateli, zahrnuje jak produkty, tak sluzby. Napfiklad
hmotny nebo nehmotny produkt mize mit néjakou sou-
visici sluzbu nebo sluzba mlze mit néjaky souvisici
hmotny nebo nehmotny produkt.

A.2 Products and services

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

The specific inclusion of “services” is intended to highlight
the differences between products and services in the
application of some requirements. The characteristic of
services is that at least part of the output is realized at
the interface with the customer. This means, for example,
that conformity to requirements cannot necessarily be
confirmed before service delivery.

In most cases, products and services are used together.
Most outputs that organizations provide 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 aservice can have some associated tangible or
intangible product.
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A.3 Porozuméni potiebam a oc¢ekavanim
zainteresovanych stran

Clanek 4.2 specifikuje pro organizaci pozadavky na
uréeni zainteresovanych stran, které jsou relevantni
pro systém managementu kvality, a jejich pozadavkd.
Clanek 4.2 véak neznamena roz$ifeni pozadavk( na
systém managementu kvality nad ramec této mezina-
rodni normy. Jak je uvedeno v pfedmétu normy, je tato
mezinarodni norma pouZitelna v pfipadé, Ze organizace
potfebuje prokazat svoji schopnost trvale poskytovat
produkty a sluzby, které spliiuji poZzadavky zakaznika
a pfislusné poZadavky zakonu a predpis(, a jejim cilem
je zvysit spokojenost zakaznika.

Tato mezinarodni norma nepoZaduje, aby organizace
brala v Uvahu zainteresované strany, kieré nebyly orga-
nizaci ur€eny jako relevantni pro jeji systém mana-
gementu kvality. ZaleZi na organizaci, aby rozhodla,
zda konkrétni poZadavek relevantni zainteresované
strany je relevantnf pro jeji systém managementu kvality.

A.4 Zvazovani rizik

Pojeti zvazovani rizik bylo v pfedchozich vydanich této
mezinarodni normy obsazZeno implicitné, napf. formou
poZadavkl na planovani, prfezkoumavani a zlep$o-
vani. Tato mezinarodni norma specifikuje pozadavky
na organizace, aby porozumé&ly svému kontextu (viz 4.1)
a urgily rizika jako zaklad pro planovani (viz 6.1). To
pfedstavuje zvaZovani rizik pfi planovani a zavadéni
procesy systému managementu kvality (viz 4.4) a napo-
mUZe pfi uréovani rozsahu dokumentovanych informaci.

Jednim z hlavnich zamérl systému managementu
kvality je pUsobit jako preventivni nastroj. Tato mezina-
rodni norma proto neobsahuje samostatnou kapitolu
nebo ¢lanek o preventivnim opatieni. Pojem preventivni
opatfeni je vyjadien prostifednictvim pouziti zvazovani
rizik pfi formulovani poZadavk( na systém managementu
kvality.

Zvazovani rizik pouzité v této mezinarodni normeé umoznilo
Castedné redukovani normativnich poZadavki a jejich
nahradu formou pozadavk(l zaloZzenych na vykonnosti.
Oproti 1ISO 9001:2008 existuje vétsi flexibilita v poZa-
davcich na proces, dokumentované informace ana
odpovédnosti organizace.

PfestoZe je v 6.1 specifikovano, Ze organizace musi
planovat opatfeni pro feSeni rizik, nejsou poZzadovany
Z2adné formalni metody managementu rizik nebo doku-
mentovaného procesu managementu rizik. Organizace
se mlze rozhodnout, zda vypracuje, ¢i nevypracuje
obsahlejs§i metodiku pro management rizik, nez je
poZadovano touto mezinarodni hormou, napf. s pouZitim
jiného navodu nebo jinych norem.
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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 interested parties. However, 4.2 does not
imply extension of quality management system require-
ments beyond the scope of this International Standard.
As stated in the scope, this International Standard is
applicable where an organization 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 interested parties where
it has decided that those parties are not relevant to its
quality management 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 planning, review and impro-
vement. This Intemational Standard specifies requirements
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 implementing quality management
system processes (see 4.4) and will assist in determining
the extent of documented information.

One of the key purposes of a quality management
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 management
system requirements.

The risk-based thinking applied in this International
Standard has enabled some reduction in prescriptive
requirements and their replacement by performance-
based requirements. There is greater flexibility than in
ISO 9001:2008 in the requirements for processes,
documented information and organizational responsibilities.

Although 6.1 specifies that the organization shall plan
actions to address risks, there is no requirement for
formal methods for risk management or a documented
risk management process. Organizations can decide
whether or not to develop a more extensive risk
management methodology than is required by this
International Standard, e.g. through the application of
other guidance or standards.
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Ne v8echny procesy systému managementu kvality
predstavuiji stejnou Uroveri rizika, pokud jde o schopnosti
organizace plnit své cile. Ani U€inky nejistoty nejsou ve
v&ech organizacich stejné. Podle poZadavkl v 6.1 je
organizace odpovédna za zvazovani rizik a za opatfeni,
ktera piijima pro fe$enf rizik, véetné toho, zda méa ucho-
vavat dokumentované informace jako dllkaz o urovani
rizik.

A.5 Aplikovatelnost

Tato mezinarodni norma nezmiriuje ,vyloudeni* v sou-
vislosti s aplikovatelnosti pozadavkl na systém mana-
gementu kvality organizace. Organizace vS§ak muize
prezkoumavat aplikovatelnost poZadavkl s ohledem
na velikost nebo sloZitost organizace, na model mana-
gementu, ktery pouziva, s ohledem na rozsah &innosti
organizace a na charakter rizik a pfileZitosti, s nimiz se
setkava.

PoZadavky na aplikovatelnost jsou feSeny v 4.3, kde
jsou definovany podminky, na jejichZ zakladé se orga-
hizace mtZe rozhodnout, Ze poZzadavek nelze aplikovat
na zadny z procesll vramci systému managementu
kvality. Organizace se mize pouze rozhodnout, Ze
pozadavek neni aplikovatelny, jestlize jeji rozhodnuti
nebude mit za nasledek nedosazeni shody produkti
a sluzeb.

A.6 Dokumentované informace

V ramci sladéni s jinymi normami systémi managementu
byl bez vyznamné zmény nebo doplnéni pfijat spoleny
glanek tykajici se ,dokumentovanych informaci” (viz
7.5). Text v této mezinarodni normé byl podle potfeby
sladén s poZadavky uvedeného ¢lanku. Z tohoto divodu
se termin ,dokumentované informace" pouZiva u véech
poZadavk( na dokumenty.

Tam, kde 1SO 9001:2008 pouzivala specifickou termi-
nologii, jako napf. ,dokument’ nebo ,dokumentované
postupy”, ,piirucka kvality" nebo ,plan kvality*, toto vy-
dani této mezinarodni normy urcuje tyto poZadavky
jako ,udrZzovani dokumentovanych informaci*.

Tam, kde 1SO 9001:2008 pouzivala termin ,zaznamy*
pro oznadeni dokumentli potfebnych pro pfedloZeni
dlikaz(l o shodé s poZadavky, je nyni uveden poZadavek
na ,uchovavani dokumentovanych informaci". Organizace
je odpovédna za uréeni, které dokumentované informace
se maji uchovavat, doby, po kterou se maji uchovavat,
a média, které se ma pouzit pro jejich uchovani.

Pozadavek na ,udrzovani* dokumentovanych informact
nevyluduje moZnost, Ze organizace bude mozna také
potfebovat tytéZ dokumentované informace pro konkrétni
ugel ,uchovavat®, napf. pro uchovani jejich predchozich
verzi.

M

CSN EN ISO 9001

Not 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 organiza-
tions. Under the requirements of 6.1, the organization
is responsible 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.

A.5 Applicability

This International Standard does not refer to “exclusions”
in relation to the applicability of its requirements to the
organization’s quality management system. However,
an organization can review the applicability of require-
ments 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 addressed in 4.3,
which defines conditions under which an organization
can decide that a requirement cannot be applied to any
of the processes within the scope of its quality man-
agement system. The organization can only decide
that a requirement is not applicable if its decision will
not result in failure to achieve conformity of products
and services.

A.6 Documented information

As part of the alignment with other management system
standards, a common clause on “documented Infor-
mation” has been adopted without significant change
or addition (see 7.5). Where appropriate, text elsewhere
in this International Standard has been aligned with its
requirements. Consequently, “documented information”
is used for all document requirements.

Where 1SO 9001:2008 used specific terminology such
as “document” or "documented procedures’, “quality
manual” or “quality plan”, this edition of this International
Standard defines requirements to “maintain documented

information”.

Where ISO 9001:2008 used the term “records” to denote
documents needed to provide evidence of conformity
with requirements, this is now expressed as a requirement
to “retain documented 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 information
does not exclude the possibility that the organization
might also need to “retain” that same documented
information for a particular purpose, e.g. o retain pre-
vious versions of it.
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Tam, kde tato mezinarodni norma pouziva ,informace”
misto ,dokumentované informace" (napf. v 4.1: ,Orga-
nizace musi monitorovat a pfezkoumavat informace
o t&chto externich a internich aspektech”), nepozaduje
dokumentovani té&chto informaci. V takovych situacich
se miZe organizace rozhodnout, zda je, ¢i neni nezbytné
nebo vhodné udrzovat dokumentované informace.

A.7 Znalosti organizace

V 7.1.6 tato mezinarodni norma fesi potfebu uréovat
a fidit znalosti udrZzované organizaci, aby zajistila fun-
govani svych procesll a svoji schopnost dosahovat
shody produktd a sluzeb.

PoZadavky tykajici se znalosti organizace byly zavedeny
za Uéelem

a) ochrany organizace pifed ztratou znalosti, napf.

a) fluktuaci zaméstnanc(;
b) selhanim pfi ziskavani a sdileni informaci;

b) povzbuzenf organizace pfi habyvani znalosti, hapf.

¢) poudenim se ze zkuSenosti;
d) poskytovanim rad,

e) benchmarkingem.

A.8 Rizeni externé poskytovanych
procesll, produktd a sluzeb

V&echny formy externé poskytovanych procesu, pro-
dukt( a sluzeb jsou feSeny v 8.4, napf. formou

a) nakupovani od dodavatele;
b) dohod s pfidruzenou spoleénosti;
c¢) outsourcingu procestl u externiho poskytovatele.

Outsourcing ma vzdy zakladni charakteristiku sluzby,
nebot bude mit nejméné jednu &innost nezbytné pro-
vadénou na rozhrani mezi poskytovatelem a organizaci.

ZpUsoby fizeni pozadované pii externim zajistovani se
mohou v zavislosti na povaze procest, produkt(l a sluzeb
znacéné lisit. Organizace mliZze pouzit zvazovani rizik,
aby uréila typ a rozsah zplsobl fizeni vhodnych pro
konkrétni externi poskytovatele a externé zajistované
procesy, produkty a sluzby.
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Where this International Standard refers to “information”
rather than “documented information” (e.g. in 4.1: “The
organization shall monitor and review the information
about these external and internal issues”), there is no
requirement that this information is to be documented.
In such situations, the organization can decide whether
or not it is necessary or appropriate to maintain docu-
mented information.

A.7 Organisational knowledge

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

Reguirements regarding organizational knowledge were
introduced for the purpose of:

a) safeguarding the organization from loss of know-
ledge, e.g.

— through staff turnover;
— failure to capture and share information;

encouraging the organization to acquire knowledge,
e.g.
learning from experience;

mentoring;

benchmarking.

A.8 Control of externally provided
processes, products and services

All forms of externally provided processes, products
and services are addressed in 8.4, e.g. whether through:

a) purchasing from a supplier;
b) an arrangement with an associate company;
c) outsourcing processes to external provider.

Outsourcing always has the essential characteristic of
a service, since it will have at least one activity neces-
sarily 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 processes, products
and services. The organization can apply risk-based
thinking to determine the type and extent of controls
appropriate to particular external providers and externally
provided processes, products and services.
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Piiloha B (informativni)

Ostatni mezinarodni normy
managementu kvality a systému
managementu kvality vypracované
ISO/TC 176

Mezinarodni normy popsané v této pffloze vypracovala
ISO/TC 176 s cilem poskytnout podplrné informace
organizacim, které pouzivaji tuto mezinarodni normu,
a poskytnout navod organizacim, které se rozhodnou
pokro¢it nad ramec pozadavk(l této mezinarodni
normy. Navod nebo poZadavky obsaZené v dokumentech
uvedenych v této piiloze nerozsifuji ani neupravuiji poZa-
davky této mezinarodni normy.

Tabulka B.1 uvadi vztah mezi t&mito normami a pfi-
slusnymi ¢lanky této mezinarodni normy.

Tato pfiloha neobsahuje odkazy na odvétvové normy
systému managementu kvality vypracované ISO/TC 176.

Tato mezinarodnf norma je jednou ze tfi hlavnich norem
vypracovanych ISO/TC 176.

— 1SO 9000 Systémy managementu kvality — Zékladni
principy a slovnik poskytuje zakladni informace pro
spravné pochopeni a zavedeni této mezinarodni
normy. Zasady managementu kvality jsou podrobné
popsany v ISO 9000 a byly pfi vypracovani této
mezinarodni normy vzaty v Uvahu. Tyto zasady,
jako takové, nejsou pozadavky, ale jsou zakladem
pozadavkl specifikovanych touto mezinarodni nor-
mou. ISO 9000 také uvadi terminy, definice a pojmy
pouzivané v této mezinarodni normé.

ISO 9001 (tato mezinarodni norma) specifikuje poza-
davky primarné zaméfené na poskytovani divéry
v produkty a sluzby poskytované organizaci, a tudiz
2zvy8ujici spokojenost zakaznika. Lze rovnéZ oCekavat,
Ze vlastni zavedeni normy piinese dal$i organizaéni
prinosy, jako je napt. zlep§ena vnitfni komunikace,
lep&i pochopeni a Fizeni proces( v organizaci.

ISO 9004 Rizeni udrZitelného tspéchu organizace —
Pristup managementu kvality poskytuje navod orga-
nizacim, které se rozhodnou pokrogit nad ramec
poZadavk(l této mezinarodni normy;, které chté&jf fesit
&ir8i rozsah témat, kterd& mohou vést ke zlep3eni
celkové vykonnosti organizace. ISO 9004 obsahuje
metodiku sebehodnoceni pro organizaci, ktera bude
schopna zhodnotit Urover vyspélosti svého systému
managementu kvality.
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Annex B (informative)

Other International Standards on quality
management and quality management
systems developed by ISO/TC 176

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

Table B.1 shows the relationship between these stan-
dards and the relevant clauses of this International
Standard.

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

This International Standard is one of the three core
standards developed by ISO/TC 176.

— IS0 9000 Quality management systems — Funda-
mentals and vocabulary provides an essential
background for the proper understanding and
implementation of this international Standard. The
quality management principles are described in
detail in 1SO 9000 and have been taken into con-
sideration during the development of this International
Standard. These principles are not requirements in
themselves, but they form the foundation of the
requirements specified by this International Standard.
ISO 9000 also defines the terms, definitions and
concepts used in this International Standard

ISO 9001 (this International Standard) specifies
requirements aimed primarily at giving confidence
in the products and services provided by an organi-
zation and thereby enhancing customer satisfaction.
Its proper implementation can also be expected to
bring other organizational benefits, such as improved
internal communication, better understanding and
control of the organization’s processes.

ISO 8004 Managing for the sustained success of
an organization — A quality management approach
provides guidance for organizations that choose to
progress beyond the requirements of this Interna-
tional Standard, to address a broader range of topics
that can lead to improvement of the organization’s
overall performance. 1SO 9004 includes guidance
on a self-assessment methodology for an organization
to be able to evaluate the level of maturity of its
quality management system.
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Dale uvedené mezinarodni normy mohou poskythout
pomoc orgahizacim pfi vytvareni a zlepSovani systémi
managementu kvality, proces(l nebo ¢innosti.

ISO 10001 Management kvality — Spokojenost za-
kaznika— Smérmice pro pravidla chovani organizacf
poskytuje organizaci navod pro urCovani, Ze jeji
ustanoveni o spokojenosti zakaznika spliiuji potfeby
a ogekavani zakaznika. Jeji vyuZziti mlze zvysit dlvéru
zékaznika v organizaci a zlepsit porozuméni zakaz-
nika tomu, co mize ocekavat od organizace, a tak
shizit pravdépodobnost nedorozuméni a stiznosti.

1SO 10002 Management kvality — Spokojenost z4-
kaznika — Smérnice pro vyfizovani stiznosti v orga-
nizacich poskytuje navod na proces vyfizovani stiz-
nosti rozpoznavanim a feSenim potfeb a o&ekavani
stéZovatelll a vyfeSeni vSech pfijatych stiZznosti.
ISO 10002 poskytuje otevieny, efektivni a shadno
pouZitelny proces pro feSeni stiznosti véetné vycviku
lidi. Rovnéz poskytuje navod pro malé podniky.

ISO 10003 Management kvality — Spokojenost z&-
kaznika — Smérnice pro externi feSeni sporti orga-
nizace poskytuje navod pro efektivni a Ucinné externi
feSeni sportl v pfipadé stiznosti tykajicich se produktu.
Reseni sporll dava prostor pro od$kodnéni v ptipads,
Ze organizace nevyfesila stiZznost interné. Vétsinu
stiznosti [ze Uspésné vyresit v ramci organizace
bez kontradiktornich postup(.

ISO 10004 Management kvality — Spokojenost z4-
kaznika — Smérnice pro monitorovanf a méfeni po-
skytuje navod na opatfeni pro zvySeni spokojenosti
zakaznika a pro uréeni pfileZitosti ke zlepSovani
produkt, procesll a charakteristickych znak(, kterych
si zakaznici ceni. Takova opatifeni mohou posilit
loajalitu zékaznika a pomoci udrzet zakazniky.

ISO 10005 Systémy managementu kvality — Smér-
nice pro plény kvality poskytuje navod na vypracovani
a pouzivani plana kvality jako prostiedku pro pro-
pojeni pozadavk( procesu, produktu, projektu nebo
smlouvy s pracovhimi metodami a postupy, které
podporuji realizaci produktu. Mezi pfinosy z vypraco-
vani planu kvality patii zvy$ena dlvéra, Ze poZadavky
budou pinény, Ze procesy jsou fizeny, a také moti-
vace, kterou tim zapojeni pracovnici mohou ziskat.

ISO 10006 Systémy managementu kvality — Smér-
nice pro management kvality projekt( je aplikovatelna
na projekty od malych po rozsahlé, od jednoduchych
po slozité, od samostatného projektu po projekt,
ktery je soucasti portfolia projektl. 1ISO 10006 je
uréena pro pouziti pracovniky, ktefi Fidi projekty
a ktefi se potfebuji ujistit, Ze organizace aplikuje
postupy obsaZené v normach ISO pro systém ma-
nagementu kvality.
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The International Standards outlined below can provide
assistance to organizations when they are establishing
or seeking to improve their quality management
systems, their processes or their activities.

ISO 10001 Quality management — Customer sati-
sfaction — Guidelines for codes of conduct for
organizations provides guidance to an organization
in determining that its 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 likelihood
of misunderstandings and complaints.

ISO 10002 Quality management — Customer sati-
sfaction — Guidelines for complaints handling in
organizations provides guidance on the process of
handling complaints by recognizing and addressing
the needs and expectations of complainants and
resolving any complaints received. ISO 10002 provides
an open, effective and easy-to-use complaints process,
including training of people. It also provides guidance
for small businesses.

ISO 10003 Quality management — Customer sati-
sfaction — Guidelines for dispute resolution external
to organizations provides guidance for effective and
efficient external dispute resolution for product-
related complaints. Dispute resolution gives an avenue
of redress when organizations do not remedy a com-
plaint internally. Most complaints can be resolved
successfully within the organization, without adver-
sarial procedures.

ISO 10004 Quality management — Customer sati-
sfaction — Guidelines for monitoring 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 loyalty and help retain customers.

ISO 10005 Quality management systems — Gui-
delines for quality plans provides guidance on
establishing and using quality plans as a means of
relating requirements of the process, product, project
or contract, to work methods and practices that
support product realization. Benefits of establishing
a quality plan are increased confidence that require-
ments will be met, that processes are in control and
the motivation that this can give to those involved.

ISO 10006 Quality management systems - Gui-
delines 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. ISO 10006 is to
be used by personnel managing projects and who
need to ensure that their organization is applying
the practices contained in the ISO quality mana-
dement system standards.
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1ISO 10007 Systémy managementu kvality — Smér-
nice pro management konfigurace méa pomoci orga-
nizacim, které aplikuji management konfigurace pro
technické a administrativni vedeni béhem Zivotniho
cyklu produktu. Management konfigurace Ize pouZit
pro spinéni pozadavki na identifikaci a sledovatelnost
produktu specifikovanych v této mezinarodni normé.

ISO 10008 Management kvality — Spokojenost
zékaznika — Smérnice pro elektronické obchodni
transakce mezi podnikem a spotfebitelem poskytuje
navod, jak organizace mohou zavadét efektivni
a ucinny systém elektronické obchodni transakce
mezi podnikem a spotiebitelem (B2C ECT), atim
poskytnout zaklad spotiebiteli, aby se zvysila divéra
v B2C ECT a posilila schopnost organizace uspo-
kojovat spotiebitele a pfispivat ke shizovani stiznosti
a sporu.

ISO 10012 Systémy managementu méreni — Po-
Zadavky na procesy méfeni a mérici vybaveni po-
skytuje navod na management procesl méfeni
a metrologickou konfirmaci meéficiho vybaveni,
které se pouzivaji pro podporu a prokazani souladu
s metrologickymi pozadavky. 1SO 10012 poskytuje
kritéria pro management kvality systému ma-
nagementu méfeni s cilem zajistit plnéni metrolo-
gickych pozadavka.

ISO/TR 10013 Smémice pro dokumentaci sys-
tému managementu kvality poskytuje smérnice pro
vypracovani a udrzovani dokumentace nezbytné
pro systém managementu kvality. ISO/TR 10013 se
mz2e pouzivat pro dokumentovani jinych systémul
managementu neZ systému podle norem ISO pro
systémy managementu kvality, napf. pro systémy
environmentalniho managementu a systémy mana-
gementu bezpeénosti.

ISO 10014 Management kvality — Smérnice pro
dosahovani finanénich a ekonomickych pfinost je
uréena pro vrcholové vedeni. Poskytuje smé&rnice
pro dosahovani finanénich a ekonomickych p¥inos(
aplikovanim zasad managementu kvality. Usnadriuje
aplikaci zdsad managementu a vybér metod a na-
strojl, které umozniuji trvaly uspéch organizace.

ISO 10015 Management kvality — Smérnice pro
vycvik poskytuje smérnice napomahajici organizacim
pii Fe$eni aspektll tykajicich se vycviku. ISO 10015
se mUze pouzivat vzdy, kdyz se poZaduje navod na
interpretaci odkaz(l na ,vzdélani* a ,vycvik" v ramci
norem ISO pro systémy managementu kvality.
Kazdy odkaz na ,vycvik' zahrnuje v8echny typy
vzdélavani a vycviku.
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ISO 10007 Quality management systems — Guide-
lines for configuration management is to assist
organizations applying configuration management
for the technical and administrative direction over
the life cycle of a product. Configuration manage-
ment can be used to meet the product identification
and traceability requirements specified in this Inter-
national Standard.

ISO 10008 Quality management— Customer satis-
faction — Guidelines for business-to-consumer electronic
commerce transactions gives guidance on how
organizations can implement an effective and efficient
business-to-consumer electronic commerce tran-
saction (B2C ECT) system, and thereby provide
a basis for consumers to have increased confidence
in B2C ECTs, enhance the ability of organizations
to satisfy consumers and help reduce complaints
and disputes.

ISO 10012 Measurement management systems —
Requirements for measurement processes and
measuring equipment provides guidance for the
management of measurement processes and metro-
logical confirmation of measuring equipment used
to support and demonstrate compliance with metro-
logical requirements. 1SO 10012 provides quality
management criteria for a measurement management
system to ensure metrological requirements are met.

ISO/TR 10013 Guidelines for quality management
system documentation provides guidelines for the
development and maintenance of the documentation
necessary for a quality management system.
ISO/TR 10013 can be used to document mana-
gement systems other than those of the ISO quality
management system standards, e.g. environmental
management systems and safety management
systems.

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

ISO 10015 Quality management — Guidelines for
training provides guidelines to assist organizations
in addressing issues related to training. ISO 10015
can be applied whenever guidance is required to
interpret references to “education” and "training”
within the ISO quality management system stand-
ards. Any reference to "training” includes all types
of education and training.
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— ISO/TR 10017 Navod k aplikaci statistickych metod — 1SO/TR 10017 Guidance on statistical techniques

pro 1SO 9001:2000 vysvétluje statistické metody,
které vyplyvaji z variability, kterou je mozno pozo-
rovat v chovani procesl a ve vysledcich procest,
dokonce i za podminek ziejmé stability. Statistické
metody umozniuji lepsi vyuZitl dostupnych udajd
napomahajicich pfi rozhodovani, ¢imz prispivaji
k neustalému zlepSovani kvality produktl a pro-
cesl, aby bylo dosazeno spokojenosti zakaznika.

ISO 10018 Management kvality — Smérnice pro
zapojeni a kompetence lidi poskytuje smérnice,
které ovliviuji zapojeni a kompetenci lidi. Systém
managementu kvality zavisi na zapojeni kompe-
tentnich lidi a na zplsobu, jakym jsou pfivedeni
a zaclenéni do organizace. Je dllezité urcit, rozvijet
a hodnotit znalosti, dovednosti, chovani a poZado-
vané pracovni prostfedi.

ISO 10019 Smérmice pro vybér poradcut v systému
managementu kvality a pro vyuZivani jejich sluzeb
poskytuje navod na vybér poradc(l v systému mana-
gementu kvality a vyuzZivani jejich sluzeb. Poskytuje
navod na proces hodnoceni kompetenci poradce
v systému managementu kvality a poskytuje jistotu,
Ze potfeby a ofekavani organizace tykajici se sluzeb
poradce budou splnény.

ISO 19011  Smémice pro auditovani systémii mana-
gementu poskytuje navod na management programu
auditll, na planovani a provadéni auditu systému
managementu a také navod na kompetence a hod-
noceni auditora a tymu auditor(. ISO 19011 se za-
mé&rfuje na auditory, organizace zavadejicf systémy
managementu a organizace, které potfebuji provadét
audity systém( managementu.
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for 1ISO 9001:2000 explains statistical techniques
which follow from the variability that can be observed
in the behaviour and results of processes, even
under conditions of apparent stability. Statistical
techniques allow better use of available data to
assist in decision making, and thereby help to
continually improve the quality of products and
processes to achieve customer satisfaction.

ISO 10018 Quality management — Guidelines on
people involvement and competence 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 critical to determine, develop and
evaluate the knowledge, skills, behaviour and work
environment required.

ISO 10019 Guidelines for the selection of quality
management system consultants 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 provides con-
fidence that the organization's needs and expectations
for the consultant's services will be met.

ISO 19011 Guidelines for auditing management
systems provides guidance on the management of
an audit programme, on the planning and conducting
of an audit of the 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 implementing management
systems, and organizations needing to conduct
audits of management systems.
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Tabulka B.1 — Vztah mezi jinymi mezinarodnimi Table B.1 — The relationship between other
normami managementu kvality a systému International Standards on quality management
managementu kvality a ustanovenimi této and quality management systems and the clauses

mezinarodni normy of this International Standard

Ji':‘é mezina- Ustanoveni v této mezinarodni normé

RIS ORNE Clause in this International Standard
Other
International 4 5 6 7 8 9 10
Standard

1ISO 9000 Cela Cela Cela Cela Cela Celd Cela
All All All All All All All

ISO 9004 Cela Cela Cela Cela Cela Cela Cela
All All All All All All All

1SO 10001 8.2.2,8.5.1 9.1.2

1ISO 10002 8.2.1 9.1.2 10.2.1

1SO 10003 9.1.2

ISO 10004 9.1.2,9.1.3

ISO 10005 5.3 6.1,6.2 Cela Cela 9.1 10.2

All All

ISO 10006 Cela Cela Cela Cela Cela Cela Cela
All All Al All All All All

ISO 10007 8.5.2

1ISO 10008 Cela Cela Cela Cela Cela Cela Cela
All All All All All All All

1ISO 10012 7.1.5

ISO/TR 10013 7.5

ISO 10014 Cela Celd Celad Cela Cela Cela Cela
All All All All All All All

1ISO 10015 7.2

ISO/TR 10017 6.1 715 9.1

ISO 10018 Cela Cela Cela Cela Celd Cela Cela
All All All All All All All

1ISO 10019 8.4

ISO 19011 9.2

POZNAMKA ,Cela" znamena to, e v8echny &lanky v konkrétni kapitole této mezinarodnl normy se vztahuji kjiné

mezinarodni normé.

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

International Standard.
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