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EUROPEAN FOREWORD
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This document has been prepared under a
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this European Standard: Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic,
Denmark, Estonia, Finland, Former Yugoslav
Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, 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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SISSEJUHATUS
0.1 Uldist

Kvaliteedijuhtimissiisteemi  kasutuselevott  on
organisatsiooni strateegiline otsus, mis voib aidata
parendada organisatsiooni iildist tulemuslikkust ja
luua kindla aluse jatkusuutliku arengu algatuste
jaoks.

Sellel  rahvusvahelisel standardil pohineva
kvaliteedijuhtimissiisteemi rakendamise
potentsiaalne kasu organisatsioonile on jargmine:

a) suutlikkus jarjekindlalt pakkuda nii Kkliendi
nouetele kui ka kohaldatavatele
seadusjdrgsetele ja normatiivsetele nouetele
vastavaid tooteid ja teenuseid;

b) Kkliendi rahulolu
loomise hélbustamine;

suurendamisvoimaluste

c) oma konteksti ja eesmarkidega seotud riskide
ning voimaluste kasitlemine;

d) véime ndidata vastavust kindlaksmaidratud
kvaliteedijuhtimisstlisteemi nduetele.

Seda rahvusvahelist standardit on vo6imalik

kasutada sise- ja vilistel osapooltel.

Selle rahvusvahelise standardi eesmirk ei ole
viidata vajadusele:
— eri kvaliteedijuhtimissiisteemide struktuuri

tihetaolisuse jdrele,

— dokumentide vastavusse viimise jarele selle
rahvusvahelise standardi jaotiste struktuuriga,

— sellele rahvusvahelisele standardile omase

terminoloogia kasutamise jarele
organisatsiooni sees.
Selles  rahvusvahelises  standardis  toodud
kvaliteedijuhtimissiisteemi nduded tiiendavad

toodetele ja teenustele esitatud ndudeid.

See rahvusvaheline standard kasutab protsessikeskset
lahenemist, mis holmab planeeri-teosta-kontrolli-
tegutse (PDCA) tsiiklit ning riskipdhist métlemist.

Protsessikeskne lahenemine vdimaldab organisat-
sioonil planeerida oma protsesse ja nende
koostoimet.

INTRODUCTION
0.1 General

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

The potential benefits to an organization of
implementing a quality management system
based on this International Standard are:

a) the ability to consistently provide products

and services that meet customer and
applicable statutory and regulatory
requirements;

b) facilitating opportunities to enhance customer
satisfaction;

c) addressing risks and opportunities associated
with its context and objectives;

d) the ability to demonstrate conformity to
specified quality management system
requirements.

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
management systems;

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

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

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

This International 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.



PDCA tsiikkel véimaldab organisatsioonil tagada

protsesside jaoks piisavad ressursid ning
protsesside piisava juhtimise,
parendamisvdimaluste  Kkindlaksmaidramise ja

nende alusel tegutsemise.

Riskipdhine métlemine vdimaldab organisatsioonil
kindlaks ~ mdairata oma  protsesside ning
kvaliteedijuhtimissiisteemi planeeritud tulemustest
korvalekaldumist pohjustada vdéivad tegurid,
kehtestada ennetavad ohjemeetmed negatiivsete
mojude vahendamiseks ning tekkivad véimalused
maksimaalselt dra kasutada (vt jaotis A.4).

Jarjekindel nduetele vastamine ning tulevaste
vajaduste ja ootuste kdsitlemine on iiha
diinaamilisemas ja keerukamas keskkonnas
tegutsevatele organisatsioonidele valjakutseks.
Selle eesmargi saavutamiseks voib organisatsioon
pidada vajalikuks lisaks parandamisele ja
jarjepidevale = parendamisele  kohaldada eri
parendusvorme, nagu labimurdeline muutus,
innovatsioon ja reorganiseerimine.

Selles rahvusvahelises standardis kastutatakse
jargmisi sonalisi vorme:

— ,peab“ tihistab nduet;

— ,peaks” tdhistab soovitust;

— ,on lubatud” tahistab luba;

— ,voib“ tahistab véimalust voi suutlikkust.

,MARKUSENA“ mairgitud teave on mdeldud
juhindumiseks ndude md&istmisel véi selgitamisel.

0.2 Kvaliteedijuhtimise pohimotted

See rahvusvaheline standard pohineb standardis
ISO 9000 Kirjeldatud kvaliteedijuhtimise pohimétetel.
Nimetatud kirjeldused hodlmavad iga pohimdtte
esitust, pohjendust, miks see pohimdte on
organisatsiooni jaoks oluline, mdningaid naiteid selle
pohimottega kaasnevatest hiivedest ning naiteid
organisatsiooni tulemuslikkuse parendamise
eesmargil rakendatavatest tiilipilistest meetmetest
selle pohimotte kohaldamisel.

Kvaliteedijuhtimise pdhimotted on:
— kliendikesksus;

— eestvedamine;

— inimeste kaasamine;
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The PDCA cycle enables an organization to ensure
that its processes are adequately resourced and
managed, and that opportunities for improvement
are termined 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,
innovation and re-organization.

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

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.
Information marked as “NOTE” is for guidance in

understanding or clarifying the associated
requirement.

0.2 Quality management principles

This International Standard is based on the
quality management principles described in
ISO 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;
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— protsessikeskne ldhenemine;
— parendamine;
— tdenduspdhiste otsuste tegemine;

— suhete juhtimine.

0.3 Protsessikeskne lihenemisviis

0.3.1 Uldist

See rahvusvaheline standard edendab
protsessikeskse  ldhenemisviisi ~ omaksvotmist
kvaliteedijuhtimisstisteemi arendamisel,

rakendamisel ja selle mojususe parendamisel, et
suurendada kliendirahulolu kliendinduete tditmise
kaudu. Protsessikeskse ldhenemisviisi
kasutuselevotul oluliseks peetavad erinduded on
toodud jaotises 4.4.

Omavahel  seotud  protsesside  slisteemina
moistmine ja juhtimine aitab kaasa organisatsiooni
mojususele ja tdhususele kavatsetud tulemuste
saavutamisel. Selline ldhenemisviis vdimaldab
organisatsioonil ohjata siisteemi protsesside
omavahelisi seoseid ja vastastikust sdltuvust, et
oleks voimalik parendada organisatsiooni iildist
tulemuslikkust.

Protsessikeskne ldhenemisviis holmab protsesside
ning nende vastastikuse modju silistemaatilist
madratlemist ja juhtimist kavatsetud tulemuste
saavutamiseks vastavalt organisatsiooni
kvaliteedialastele juhtpdhimotetele ja
strateegilisele suundumusele. Protsesside ja
sisteemi kui terviku juhtimist on vdimalik
saavutada, kasutades PDCA tsiiklit (vt 0.3.2) koos
tildise keskendumisega riskipdhisele mdtlemisele
(vt 0.3.3) eesmargiga véimalusi dra kasutada ning
soovimatuid tulemusi ennetada.

Protsessikeskse lahenemisviisi kohaldamine
kvaliteedijuhtimissiisteemis voimaldab:

a) mdistmist ja jarjepidevust nduete tditmisel;

b) protsesside kaalutlemist lisavaartuse

seisukohalt;

c) protsessi mojusa tulemuslikkuse saavutamist;

d) andmete ja teabe hindamisel poéhinevat

protsesside parendamist.

— process approach;
— improvement;
— evidence-based decision making;

— relationship management.
0.3 Process approach
0.3.1 General

This International Standard promotes the
adoption of a process approach when developing,
implementing and improving the effectiveness of
a quality management 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.

Understanding and managing interrelated
processes as a system contributes to the
organization's effectiveness 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
requirements;

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

c) the achievement of effective process
performance;
d) improvement of processes based on

evaluation of data and information.



Joonisel 1 esitatakse mis tahes protsessi
skemaatiline kirjeldus ning ndidatakse selle osade
vastastikust maju. Ohjamiseks vajalike
kontrollpunktide seire ja mo0Otmine on iga
protsessi puhul erinev ning séltub asjaomastest
riskidest.
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Figure 1 gives a schematic representation of any
process and shows the interaction of its elements.
The monitoring and measuring check points,
which are necessary for control, are specific to
each process and will vary depending on the
related risks.
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Joonis 1 — Uksiku protsessi elementide skemaatiline kirjeldus
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Figure 1 — Schematic representation of the elements of a single process
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0.3.2 Planeeri-teosta-kontrolli-tegutse
tsiikkel

PDCA tsiiklit on voimalik kohaldada koikidele
protsessidele ja  kvaliteedijuhtimissiisteemile
tervikuna. Joonis 2 nditab, kuidas peatiikke 4 kuni

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and
to the quality management system as a whole.
Figure 2 illustrates how Clauses 4 to 10 can be

10 on voimalik riihmitada PDCA tsiikli grouped in relation to the PDCA cycle.
seisukohast.
Kvaliteedijuhtimissiisteem, K]S (4)
Organisat-
sioon ja
selle kon-
tekst g,
(4) Kliendi
Planeeri rahulolu
Kliendi Planee- Eest- Tulemus- Ll /'Nl“(]S-i
néuded rimine vedamine likkuse s
; (6) (5) hindamine Py lemused
. Tooted ja
Tegutse Kontrolli teenused
Asja- \
kohaste
huvipoolte
vajadused ja
ootused (4)
MARKUS Sulgudes esitatud numbrid viitavad selle rahvusvahelise standardi jaotistele.

Joonis 2 — Selle rahvusvahelise standardi struktuuri esitus PDCA tsiiklis

10



EVS-EN IS0 9001:2015
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Figure 2 — Representation of the structure of this International Standard in the PDCA cycle

PDCA tsiiklit voib liihidalt kirjeldada jargmiselt:

— Planeeri: seadke sisse siisteemi eesmargid ja
selle protsessid ning tulemuste saavutamiseks
vajalikud  ressursid vastavalt  Kklientide
noudmistele ja organisatsiooni juhtpdhi-
motetele ning tuvastage ja kasitlege riske ning
voimalusi;

— Teosta: viige planeeritu ellu;

— Kontrolli: seirake protsesse ja (kohaldatavuse
korral) modtke neid ning tulemuseks saadud
tooteid ja teenuseid juhtpdhimotete,
eesmarkide, nduete ja planeeritud tegevuste
suhtes ning kandke tulemustest ette;

— Tegutse: vajadusel votke tarvitusele meetmed
tulemuslikkuse parendamiseks.

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.

11
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0.3.3 Riskipohine métlemine

Riskipohine motlemine (vt jaotis A.4) on mojusa
kvaliteedijuhtimissiisteemi saavutamiseks
hadavajalik. Riskipohise motlemise moiste on selle
rahvusvahelise standardi eelnevates
redaktsioonides olnud enesestmoistetav,
sealhulgas nditeks ennetavate meetmete
teostamine potentsiaalsete mittevastavuste
korvaldamiseks, mis tahes esineda voivate
mittevastavuste analiiiisimine ning mittevastavuse
mojude kordumiste valtimiseks asjakohaste
meetmete tarvitusele votmine.

Selle rahvusvahelise standardi nduetele
vastamiseks on organisatsioonil vaja kavandada ja
ellu viia meetmed riskide ja vdimaluste
kasitlemiseks. Nii riskide kui ka vodimalustega
tegelemine loob aluse kvaliteedijuhtimissiisteemi
mojususe  tdostmisele, paremate  tulemuste
saavutamisele ja negatiivsete mojude ennetamisele.

Voimalused vdivad tekkida kavatsetud tulemuse
saavutamiseks soodsa olukorra tagajarjel, milleks
voib olla naiteks asjaolude kogum, mis véimaldab
organisatsioonil meelitada kliente, arendada vilja
uusi tooteid ja teenuseid, vidhendada jadtmeid voi
parendada tootlikkust. Vdimalustega tegelemise
meetmed voivad sisaldada ka seonduvate riskide
kaalutlemist. Risk on madramatuse moju ja mis
tahes madairamatusel vdib olla positiivseid voi
negatiivseid mojusid. Riskist tulenev positiivne
korvalekalle v6ib anda voimaluse, kuid mitte koik
riski positiivsed mojud ei loo voimalusi.

0.4 Seosed teiste juhtimissiisteemide
standarditega

See rahvusvaheline standard kohaldab
rahvusvaheliste juhtimissiisteemide standardite
vahelise vastavuse parendamiseks ISO vilja
tootatud raamistikku (vt jaotis A.1).

See rahvusvaheline standard voimaldab
organisatsioonil kasutada protsessikeskset

lahenemisviisi koos PDCA tstkli ja riskipdhise
motlemisega, et viia oma kvaliteedijuhtimisstlisteem
vastavusse voi 10imida see teiste juhtimissiisteemi
standardite nduetega.

See rahvusvaheline standard seostub standarditega
[SO 9000 ja ISO 9004 jargmiselt:

12

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 associated 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.

This International Standard relates to I1SO 9000
and ISO 9004 as follows:



— ISO 9000 Kvaliteedijuhtimissiisteemid —
Alused ja sdnavara annab olulise tausta selle
rahvusvahelise standardi digeks moistmiseks
ja rakendamiseks;

— IS0 9004 Organisatsiooni juhtimine piisiva edu
saavutamiseks — Kvaliteedijuhtimise
lahenemisviis annab juhiseid organisatsiooni-
dele, kes otsustavad liikuda selle
rahvusvahelise standardi nduetest kaugemale.

Lisas B on toodud teiste ISO/TC 176 vdlja todtatud
kvaliteedijuhtimise ja kvaliteedijuhtimissiisteemide
rahvusvaheliste standardite tiksikasjad.

See rahvusvaheline standard ei sisalda noudeid,
mis on iseloomulikud muudele
juhtimissiisteemidele, nagu naiteks
keskkonnajuhtimis-, téotervishoiu ja todohutuse
juhtimise voi finantsjuhtimissiisteemidele.

Selle rahvusvahelise standardi nduetel pchinevad
valdkonnaspetsiifilised kvaliteedijuhtimissiisteemi
standardid on valja to6tatud mitmete valdkondade
jaoks. Moned neist standarditest maaratlevad
kvaliteedijuhtimissiisteemi lisandudeid, samas kui
teised piirduvad juhiste andmisega selle
rahvusvahelise standardi kohaldamiseks
konkreetse valdkonna sees.

Rahvusvahelise standardi selle redaktsiooni ja
eelmise redaktsiooni (ISO 9001:2008) jaotiste
vahelisi seoseid nditava maatriksiga voib tutvuda
ISO/TC 176/SC 2 avatud juurdepdasuga veebilehel
aadressil: www.iso.org/tc176/SC02 /public.
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— ISO 9000 Quality management systems —
Fundamentals and vocabulary provides
essential background for the proper
understanding and implementation of this
International Standard;

— SO 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 International Standard.

Annex B provides details of other International
Standards on 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
number 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
(IS0 9001:2008) can be found on the
ISO/TC176/SC2 open access web site at:

www.iso.org/tc176/sc02/public.
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1 KASITLUSALA

See standard spetsifitseerib nouded
kvaliteedijuhtimissiisteemile juhuks, kui
organisatsioon:

a) peab nditama oma suutlikkust pakkuda

jarjekindlalt tooteid ja teenuseid, mis vastavad
kliendi ning kohaldatavatele seadusjirgsetele ja
normatiivsetele nduetele ning

b) piitiab suurendada kliendi rahulolu siisteemi

mojusa rakendamise kaudu, sh slsteemi
parendamise protsessid ja kliendi ning
kohaldatavatele seadusjargsetele ja

normatiivsetele nduetele vastavuse tagamine.

Koik selle rahvusvahelise standardi nouded on
lildised ja on modeldud kohaldamiseks mis tahes

organisatsioonile, selle tiilibist, suurusest voi
tarnitavatest toodetest ja teenustest séltumata.
MARKUS 1  Selles rahvusvahelises standardis

kasutatakse sonu ,toode” ja ,teenus“ ainult kliendile
moeldud voi tema ndutud toote ja teenuse tdhenduses.

MARKUS 2 Seadusjirgsed ja normatiivsed nduded vdivad
olla esitatud digusaktide nduetena.

2 NORMIVIITED

Alljargnevalt loetletud dokumendid, mille kohta on
standardis esitatud normiviited, on kas tervenisti voi
osaliselt vajalikud selle standardi rakendamiseks.
Dateeritud viidete korral kehtib iiksnes viidatud
vdljaanne. Dateerimata viidete korral kehtib viidatud
dokumendi uusim valjaanne koos vdimalike
muudatustega.

IS0 9000:2015. Quality management systems —

Fundamentals and vocabulary

3 TERMINID JA MAARATLUSED

Standardi rakendamisel kasutatakse standardis

[SO 9000 esitatud termineid ja maaratlusi.
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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 applicable 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 the 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.

[SO 9000:2015. Quality management systems —

Fundamentals and vocabulary

3 TERMS AND DEFINITIONS

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





