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Foreword

This document (EN ISO 9001:2008) 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text or by endorsement, at the latest by May 2009, and conflicting national standards shall be withdrawn at the
latest by May 2009.

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 ISO 9001:2000.

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, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,

Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of ISO 9001:2008 has been approved by CEN as EN ISO 9001:2008 without any modification.
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Forord

Detta dokument (EN ISO 9001:2008) har utarbetats av den tekniska kommittén ISO/TC 176, "Quality manage-
ment and quality assurance”.

Denna Europastandard ska ges status av nationell standard, antingen genom publicering av en identisk text
eller genom ikraftsattning senast maj 2009, och motstridande nationella standarder ska upphédvas senast
maj 2009.

Enligt CEN/CENELECs interna bestdmmelser ska foljande lander faststélla denna Europastandard: Belgien,
Bulgarien, Cypern, Danmark, Estland, Finland, Frankrike, Grekland, Irland, Island, Italien, Lettland, Litauen,
Luxemburg, Malta, Nederldnderna, Norge, Polen, Portugal, Rumanien, Schweiz, Slovakien, Slovenien,
Spanien, Storbritannien, Sverige, Tjeckien, Tyskland, Ungern och Osterrike.

Det kan finnas delar i detta dokument som kan vara féremal fér patentrattigheter. CEN ar inte ansvariga for
att identifiera enstaka eller samtliga sadan patentréattigheter.

Detta dokument ersatter EN ISO 9001:2000.

Ikraftsattning

Texten i ISO 9001:2008 har godkénts av CEN som EN ISO 9001:2008 utan nagra andringar.
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Introduction

0.1 General
The adoption of a quality management system should be a strategic decision of an organization. The design
and implementation of an organization's quality management system is influenced by

a) its organizational environment, changes in that environment, and the risks associated with that
environment,

b) its varying needs,

c) its particular objectives,
d) the products it provides,
e) the processes it employs,

f) its size and organizational structure.

It is not the intent of this International Standard to imply uniformity in the structure of quality management
systems or uniformity of documentation.

The quality management system requirements specified in this International Standard are complementary to
requirements for products. Information marked “NOTE” is for guidance in understanding or clarifying the
associated requirement.

This International Standard can be used by internal and external parties, including certification bodies, to
assess the organization's ability to meet customer, statutory and regulatory requirements applicable to the
product, and the organization's own requirements.

The quality management principles stated in ISO 9000 and ISO 9004 have been taken into consideration during
the development of this International Standard.

0.2 Process approach

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.

For an organization to function effectively, it has to determine and manage numerous linked activities. An
activity or set of activities using resources, and managed in order to enable the transformation of inputs into
outputs, can be considered as a process. Often the output from one process directly forms the input to the next.

The application of a system of processes within an organization, together with the identification and interactions
of these processes, and their management to produce the desired outcome, can be referred to as the “process
approach”.

An advantage of the process approach is the ongoing control that it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

When used within a quality management system, such an approach emphasizes the importance of
a) understanding and meeting requirements,

b) the need to consider processes in terms of added value,
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Orientering

0.1 Allméant

Att infora ett ledningssystem for kvalitet bor vara ett strategiskt beslut inom en organisation. Utformning och
inférande av en organisations kvalitetsledningssystem paverkas av

a) den milj6 i vilken organisationen verkar, andringar i denna miljé och de risker som sammanhanger med

denna miljg,
b) dess olika behov,
c) dess sérskilda mal,
d) de produkter som den tillhandahaller,
e) de processer som den tillampar och

f) dess storlek och organisatoriska struktur.

Avsikten med denna standard &r inte att tvinga fram likformig uppbyggnad hos ledningssystem for kvalitet
eller likformighet hos dokumentation.

Svensk ANM. | texten anvands termerna "ledningssystem for kvalitet” och “kvalitetsledningssystem” synonymt.

De krav pa kvalitetsledningssystem som anges i denna standard &r komplement till krav pa produkten. Informa-
tion markerad "ANM.” (Anmérkning) &r avsedd att klargéra eller ge vagledning for att forsta det aktuella kravet.

Denna standard kan anvandas av interna och externa parter, inklusive certifieringsféretag, for att bedéma
organisationens férmaga att uppfylla kundkrav, forfattningskrav tillampliga pa produkten och organisationens
egna krav.

De principer for kvalitetsledning som anges i ISO 9000 och ISO 9004 har beaktats vid utvecklingen av denna
standard.
0.2 Processinriktning

Denna standard férordar tilldmpning av processinriktning nar ett ledningssystem fér kvalitet utvecklas, inférs
och forbattras. Avsikten ar att 6ka kundtillfredsstallelsen genom att kundernas krav uppfylls.

For att en organisation ska fungera effektivt, maste den faststélla och styra ett flertal sammanlankade aktivi-
teter. En aktivitet eller en rad sammanhéngande aktiviteter, som anvander resurser och som styrs for att
gora det mojligt att omforma insatser till utfall, kan betraktas som en process. Ofta utgér utfallet fran en pro-
cess insatsen i nasta process.

Tillampningen av ett system av processer inom en organisation tillsammans med identifieringen av och sam-
spelet mellan dessa processer samt styrningen av dem for att astadkomma det énskade resultatet, kan be-
tecknas som "processmodellen”.

En férdel med processmodellen &r den fortlépande styrning som den ger av kopplingen mellan de enskilda
processerna inom systemet av processer liksom av kombinationen av och samspelet mellan dem.

Nar det anvands inom ett ledningssystem for kvalitet, framhaver ett sddant angreppssatt betydelsen av att
a) forsta och uppfylla krav,

b) inse behovet av att betrakta processerna med utgangspunkt fran skapat mervérde,
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c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in Clauses 4 to 8. This illustration shows that customers play a significant role in defining
requirements as inputs. Monitoring of customer satisfaction requires the evaluation of information relating to
customer perception as to whether the organization has met the customer requirements. The model shown in
Figure 1 covers all the requirements of this International Standard, but does not show processes at a detailed
level.

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA can be
briefly described as follows.

Plan: establish the objectives and processes necessary to deliver results in accordance with customer requirements and the
organization's policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the product and
report the results.

Act: take actions to continually improve process performance.

Continual improvement of
the quality management system

Management
== - responsibility

Customers

Measurement
Resource & ! 3 :
Customers management analysis and — — — — = Satisfaction
improvement

'

Product

N

>[ Product @
realization

Input Output

Requirements

Key

——— Value-adding activities

— — — » [nformation flow

Figure 1 — Model of a process-based quality management system
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c) tafram resultat rérande processernas prestanda och verkan och

d) det genomférs standig forbattring av processerna, baserat pa objektiv matning.

Den modell av ett processbaserat kvalitetsledningssystem som aterges i figur 1 visar processernas inbordes
forhallande sa som de anges i avsnitten 4 till 8. Figuren visar att kunder spelar en betydelsefull roll genom att
definiera krav som utgor insatser. Bevakning av kundtillfredsstéllelse erfordrar utvardering av information
som roér kundens uppfattning om huruvida organisationen har uppfyllt kundens krav eller inte. Modellen i figur 1
tacker alla krav i denna standard men visar inte processer pa detaljniva.

ANM. Dessutom kan den metodik som ar kdnd som "Plan-Do-Check-Act (PDCA)” tillampas pa alla processer. PDCA
kan kortfattat beskrivas pa féljande satt:

Plan: faststall vilka mal och processer som erfordras for att astadkomma resultat som Gverensstammer med kundkrav
och organisationens policy.

Do: infér processerna.

Check: 6vervaka och mat processer och produkt med utgangspunkt fran policy, mal och krav pa produkten, och rappor-
tera resultaten.

Act: vidta atgarder for att standigt forbattra processernas prestanda.

Sténdig forbattring av
kvalitetsledningssystemet

Ledningens |-
ansvar ;
‘ z SR ERRHR 5

Kunder

N

S

Kunder Hantering Matning, analys | L Tillfreds-
av resurser och férbattring . stéllelse
% Produkt- ] ; l ]
Krav ~Insats - l framtag- @ Produkt Utfall
ning :

Forklaring

———= Aktiviteter som skapar mervéarde

— — — ™ |nformationsfléde

Figur 1 — Modell av ett processbaserat ledningssystem for kvalitet
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0.3 Relationship with ISO 9004

ISO 9001 and ISO 9004 are quality management system standards which have been designed to complement
each other, but can also be used independently.

ISO 9001 specifies requirements for a quality management system that can be used for internal application by
organizations, or for certification, or for contractual purposes. It focuses on the effectiveness of the quality
management system in meeting customer requirements.

At the time of publication of this International Standard, ISO 9004 is under revision. The revised edition of
ISO 9004 will provide guidance to management for achieving sustained success for any organization in a
complex, demanding, and ever changing, environment. ISO 9004 provides a wider focus on quality
management than ISO 9001; it addresses the needs and expectations of all interested parties and their
satisfaction, by the systematic and continual improvement of the organization’s performance. However, it is not
intended for certification, regulatory or contractual use.

0.4 Compatibility with other management systems

During the development of this International Standard, due consideration was given to the provisions of
ISO 14001:2004 to enhance the compatibility of the two standards for the benefit of the user community.
Annex A shows the correspondence between ISO 9001:2008 and ISO 14001:2004.

This International Standard does not include requirements specific to other management systems, such as
those particular to environmental management, occupational health and safety management, financial
management or risk management. However, this International Standard enables an organization to align or
integrate its own quality management system with related management system requirements. It is possible for
an organization to adapt its existing management system(s) in order to establish a quality management system
that complies with the requirements of this International Standard.
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0.3 Forhallande till ISO 9004

ISO 9001 och ISO 9004 ar standarder for ledningssystem fér kvalitet som har utformats for att komplettera
varandra, men de kan ocksa anvandas oberoende av varandra.

ISO 9001 anger krav pa ett kvalitetsledningssystem som kan anvandas for intern tilldmpning av organisatio-
ner liksom for certifierings- eller kontraktsdndamal. Fokuseringen &ar pa kvalitetsledningssystemets funktion i
fraga om att uppfylla kundkrav.

Vid tidpunkten foér publiceringen av denna standard ar ISO 9004 under revision. Den reviderade utgavan av
ISO 9004 kommer att ge végledning for ledningsarbete for att astadkomma och uppratthalla framgang for
alla slags organisationer i en komplex, krédvande och alltid féranderlig miljo. 1ISO 9004 har ett vidare fokus pa
kvalitetsledning &n 1SO 9001; den tar upp behoven och férvantningarna hos alla intressenter liksom uppfyl-
landet av dessa genom systematisk och sténdig férbattring av organisationens prestation. ISO 9004 &r inte
avsedd for certifiering, fér anvandning som myndighets féreskrift eller fér kontraktsdndamal.

0.4 Forenlighet med andra ledningssystem

Till gagn fér anvandaren har under framtagningen av denna standard tillbérlig hénsyn tagits till bestammel-
serna i ISO 14001:2004 for att forbattra samstammigheten mellan de bada standarderna. Bilaga A visar
sambandet mellan ISO 9001:2008 och ISO 14001:2004.

Denna standard innefattar inte krav som ar specifika f6r andra ledningssystem, t.ex. sadana krav som ar
speciella for ledning med avseende pa miljo, halsa och sékerhet, ekonomi eller riskhantering. Denna stan-
dard mojliggér dock for en organisation att samordna eller integrera sitt ledningssystem for kvalitet med be-
slaktade ledningssystem. Det ar mgjligt for en organisation att modifiera sitt eller sina befintliga ledningssy-
stem for att fa ett kvalitetsledningssystem som uppfyller kraven i denna standard.
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Quality management systems — Requirements

1 Scope

1.1 General

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

a) needs to demonstrate its ability to consistently provide product that meets customer and applicable
statutory and regulatory requirements, and

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

NOTE 1 In this International Standard, the term “product” only applies to
a) product intended for, or required by, a customer,

b) any intended output resulting from the product realization processes.

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

1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an organization
and its product, this can be considered for exclusion.

Where exclusions are made, claims of conformity to this International Standard are not acceptable unless these
exclusions are limited to requirements within Clause 7, and such exclusions do not affect the organization's
ability, or responsibility, to provide product that meets customer and applicable statutory and regulatory
requirements.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced document
(including any amendments) applies.

ISO 9000:2005, Quality management systems — Fundamentals and vocabulary
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Ledningssystem for kvalitet — Krav

1 Omfattning

11 Allméant
Denna standard anger krav pa ett ledningssystem for kvalitet i de fall en organisation

a) behover visa sin formaga att sténdigt tillhandahalla produkter som uppfyller kundkrav och tillampliga
férfattningskrav och

b) avser att 6ka kundtillfredsstéllelsen genom att systemet tillampas pa ett verkningsfullt satt. Detta innefattar att
organisationen tillampar processer for att stéandigt forbattra systemet och att den sakerstéller att krav fran
kunder och tillampliga férfattningskrav uppfylls.

ANM. 1 | denna standard anvands termen "produkt” endast for
a) produkt som ar avsedd for eller efterfragad av en kund och

b) sadant utfall som &r avsiktligt resultat av produktframtagningsprocesserna.

ANM. 2 Forfattningskrav innefattar krav i lagar, férordningar och myndigheters foreskrifter.

1.2 Tillampning

Alla krav i denna standard ar allmé&nna och avsedda att kunna tillampas av alla organisationer, oberoende av
bransch, storlek och den produkt som tillhandahalls.

Dar nagot eller nagra krav i denna standard inte kan tillampas, pa grund av typen av organisation och pro-
dukt, kan uteslutning av sadana krav dvervagas.

Nar uteslutningar gors far det inte hdvdas att kraven i denna standard uppfylls om inte dessa uteslutningar ar

begransade till krav inom avsnitt 7 och de inte paverkar organisationens férmaga eller ansvar att tillhanda-
halla en produkt som uppfyller kundkrav och tillampliga férfattningskrav.

2 Normativ hanvisning

Detta dokument hanvisar till féljande dokument som ar absolut nédvéndigt nar detta dokument ska tillampas.
For daterade hanvisningar géller endast den utgadva som anges. Foér odaterade hanvisningar géller senaste
utgavan av dokumentet (inklusive alla tillagg).

ISO 9000:2005 Quality management systems — Fundamentals and vocabulary

Svensk ANM. ISO 9000 &r 6versatt och faststalld som svensk standard SS-EN ISO 9000:2005 Ledningssystem fér
kvalitet — Principer och terminologi (ISO 9000:2005)
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