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Evropski predgovor

Ta dokument (EN ISO 9004:2018) je pripravil tehni¢ni odbor ISO/TC 176 "Vodenje in zagotavljanje
kakovosti".

Ta evropski standard mora dobiti status nacionalnega standarda z objavo istovetnega besedila ali z
razglasitvijo najpozneje do oktobra 2018, nacionalne standarde, ki so v nasprotju s tem standardom, pa
je treba umakniti najpozneje do oktobra 2018.

Opozoriti je treba na mozZnost, da so lahko nekateri elementi tega standarda predmet patentnih pravic.
CEN ne prevzema odgovornosti za identifikacijo katerihkoli ali vseh takih patentnih pravic.

Ta dokument nadomescéa EN ISO 9004:2009.

V skladu z notranjimi predpisi CEN-CENELEC morajo ta evropski standard obvezno uvesti nacionalne
organizacije za standardizacijo naslednjih drzav: Avstrije, Belgije, Bolgarije, Cipra, Ce$ke republike,
Danske, Estonije, Finske, Francije, Gr€ije, Hrvaske, Irske, Islandije, Italije, Latvije, Litve, Luksemburga,
Madzarske, Malte, Nekdanje jugoslovanske republike Makedonije, Nemcije, Nizozemske, Norveske,
Poljske, Portugalske, Romunije, Srbije, Slovaske, Slovenije, Spanije, Svedske, Svice, Turgije in
ZdruZenega kraljestva.

Razglasitvena objava

Besedilo ISO 9004:2018 je CEN odobril kot EN ISO 9004:2018 brez kakrsnihkoli sprememb.
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European foreword

This document (EN ISO 9004:2018) has been prepared by Technical Committee ISO/TC 176 "Quality
management 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 October 2018, and conflicting national standards shall
be withdrawn at the latest by October 2018.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN 1ISO 9004:20009.

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 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, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey
and the United Kingdom.

Endorsement notice

The text of ISO 9004:2018 has been approved by CEN as EN ISO 9004:2018 without any modification.
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Predgovor

ISO (Mednarodna organizacija za standardizacijo) je svetovna zveza nacionalnih organov za standarde
(Clanov 1SO). Mednarodne standarde ponavadi pripravljajo tehni¢ni odbori ISO. Vsak ¢lan, ki zeli
delovati na dolo¢enem podrocju, za katero je bil ustanovljen tehni¢ni odbor, ima pravico biti zastopan v
tem odboru. Pri delu sodelujejo tudi mednarodne vladne in nevladne organizacije, povezane z ISO. V
vseh zadevah, ki so povezane s standardizacijo na podrocju elektrotehnike, ISO tesno sodeluje z
Mednarodno elektrotehnidko komisijo (IEC).

Postopki, uporabljeni pri pripravi tega dokumenta, in predvideni postopki za njegovo vzdrZevanje so
opisani v Direktivah ISO/IEC, 1. del. Posebna pozornost naj se nameni razli¢nim kriterijem odobritve,
potrebnim za razli¢ne vrste dokumentov ISO. Ta dokument je bil pripravljen v skladu z uredniskimi pravili
Direktiv ISO/IEC, 2. del (glej www.iso.org/directives).

Opozoriti je treba na moZnost, da so lahko nekateri elementi tega mednarodnega standarda predmet
patentnih pravic. ISO ne prevzema odgovornosti za identifikacijo katerihkoli ali vseh takih patentnih
pravic. Podrobnosti o morebitnih patentnih pravicah, opredeljenih med pripravo tega dokumenta, bodo
navedene v uvodu in/ali na seznamu ISO s prejetimi patentnimi izjavami (glej www.iso.org/patents).

Morebitna trgovska imena, uporabljena v tem dokumentu, so informacije za uporabnike in ne pomenijo
podpore blagovni znamki.

Za razlago prostovoljne narave standardov, pomena specifi¢nih pojmov in izrazov ISO, povezanih z
ugotavljanjem skladnosti, ter informacij o tem, kako ISO spoStuje nacela Svetovne trgovinske
organizacije (WTO) v Tehni¢nih ovirah pri trgovanju (TBT), glej naslednji naslov URL:
www.iso.org/iso/foreword.html:

Ta dokument je pripravil tehni¢ni adbor)ISQ/TC y1765:Vodenje in zagotavljanje kakovosti, pododbor 2,
Sistemi kakovosti.

Ta Cetrta izdaja razveljavlja in nadomescaliretjo'izdajo (ISO'9004:2009), ki je bila strokovno revidirana.
Glavne spremembe gledesna‘predhodnorazliCico’so'naslednje:

— uskladitev s pojmi in terminologijo iz standardov ISO 9000:2015 in ISO 9001:2015;
— poudarek je na konceptu "kakovost organizacije";

— poudarek je na konceptu "identiteta organizacije".
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through I1SO 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 ISO, 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 IS0 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 voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO’s adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following
URL: www.iso.org/iso/foreworchhtml.

This document was prepared by Technical [CommitteelSO/MAC:A76, Quality management and quality
assurance, Subcommittee 2, Quality systems.

This fourth edition cancels and replaces-the'third edition‘(ISO 9004:2009), which has been technically
revised. The main changes:comparedtoithe previous edition-are as'follows:

— alignment with the concepts and terminology of ISO 9000:2015 and ISO 9001:2015;
— focus on the concept of "quality of an organization”;

— focus of the concept of "identity of an organization".
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Uvod

V tem dokumentu so podani napotki organizacijam za doseganje trajne uspednosti v zapletenem,
zahtevnem in nenehno spreminjajoem se okolju s sklicevanjem na nacela vodenja kakovosti, opisana
v standardu ISO 9000:2015. Kjer se napotki in nacela uporabljajo skupaj, lahko nacela vodenja
kakovosti zagotavljajo enotno podlago za vrednote in strategije organizacije.

Medtem ko se standard ISO 9001:2015 osredoto€a na zaupanje v izdelke in storitve organizacije, se ta
dokument osredoto€a na zaupanje v zmoznost organizacije, da doseZe trajno uspesnost.

Osredotocenost najviSjega vodstva na zmoznost organizacije, da izpolni potrebe in priCakovanja
odjemalcev ter drugih relevantnih zainteresiranih strani, zagotavlja zaupanje v doseganje trajne
uspesnosti. Ta dokument obravnava sistemati¢no izboljSevanje sploSnega delovanja organizacije.
Vklju€uje planiranje, izvajanje, analizo, vrednotenje ter izboljSevanje uspesnosti in u€inkovitosti sistema
vodenja.

Dejavniki, ki vplivajo na uspesnost organizacije, se z leti nenehno pojavljajo, razvijajo, povecujejo ali
zmanj8ujejo in prilagajanje tem spremembam je pomembno za trajno uspednost. Poleg dejavnikov, Ki
so bili predhodno Ze omenijeni, kot so u€inkovitost, kakovost in agilnost, primeri vklju€ujejo Se druzbeno
odgovornost ter okoljske in kulturne dejavnike; vsi ti dejavniki skupaj so del konteksta organizacije.

K doseganiju trajne uspesnosti pripomorejo vodje na vseh ravneh, ki spoznavajo in razumejo razvijajoci
se kontekst organizacije. Trajno uspesnost podpirajo tudi izboljSave in inovacije.

Ta dokument spodbujassamoocenjevanjein |zagotavlja)orodje’ samoocenjevanja za pregledovanje, v
kolikSnem obsegu je organizacija sprejela koncepte iz tega dokumenta (glej dodatek A).

Struktura tega dokumenta, ki vklju€uje elemente, bistvene za dosego trajne uspesSnosti organizacije,
zajete v tem dokumentu, je predstavljena na sliki 1.
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Introduction

This document provides guidance for organizations to achieve sustained success in a complex,
demanding and ever-changing environment, with reference to the quality management principles
described in ISO 9000:2015. Where they are applied collectively, quality management principles can
provide a unifying basis for an organization’s values and strategies.

While 1ISO 9001:2015 focuses on providing confidence in an organization’s products and services, this
document focuses on providing confidence in the organization’s ability to achieve sustained success.

Top management’s focus on the organization’s ability to meet the needs and expectations of customers
and other relevant interested parties provides confidence in achieving sustained success. This
document addresses the systematic improvement of the organization’s overall performance. It includes
the planning, implementation, analysis, evaluation and improvement of an effective and efficient
management system.

Factors affecting an organization’s success continually emerge, evolve, increase or diminish over the
years, and adapting to these changes is important for sustained success. Examples include social
responsibility, environmental and cultural factors, in addition to those that might have been previously
considered, such as efficiency, quality and agility; taken together, these factors are part of the
organization’s context.

The ability to achieve sustained success is enhanced by managers at all levels learning about and
understanding the organization’s evolving context. Improvement and innovation also support sustained
success.

This document promotes'self-assessment/and provides a self-assessment tool for reviewing the extent
to which the organization has adopted the concepts in this document (see Annex A).

A representation of the structure of this document, incorporating’the elements essential to achieve
sustained success of an organization as covered in this document, is presented in Figure 1.
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Kontekst organizacije (tocka 5)

Notranje in zunanje zadeve

Potrebe in
pri¢akovanja
odjemalcev in
drugih
relevantnih

zainteresiranih

strani

:

(totka 6)

A
Y

Identiteta organizacije

Voditeljstvo

v
Cil

- (tocka 7)
Strategija ‘

Vodenje
procesov
(toCka 8)

Analiza in
ovrednotenje

delovanja

(tocka 10)

) AL

Vodenje virov
(toCka 9)

.

[zbaoliSevanje, ucenje
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{tocka 11)

Zaupanje v
Zmoznost
arganizacije, da
izpolnjuje potrebe
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drugih relevantnih
zainteresiranih
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Slika 1: Predstavitev strukture tega dokumenta
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Context of an organization (Clause 5)

Internal and external issues

Identity of an organization
(Clause 6)

Leadership Confidence
Customer (Clause 7) - in. the' '
and other ‘ organization's
ability to meet
ir:g;::etd ‘ -— customer
parties’ Objectives and other
needs and ] _ re]evantd
expectations i m;:;;set::
Process Perforr_nance needs and
analysisand || f | :
management evaluation expectations
(Clause 8) (Glause 10)
Resource Improevement,
management learningand |
(Clause 9) innovation
(Clause 11)

Figure 1 — Representation of the structure of this document
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