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EESSONA EN ISO 9001:2008

Dokumendi (EN ISO 9001:2008) on ette valmistanud
Rahvusvahelise Standardiorganisatsiooni (ISO) tehniline
komitee ISO/TC 176 "Quality management and quality
assurance".

Euroopa standardile tuleb anda rahvusliku standardi
staatus kas identse tdlke avaldamisega VOi
joustumisteatega hiljemalt 2009. a maiks ja sellega
vastuolus olevad rahvuslikud standardid peavad olema
kehtetuks tunnistatud hiljemalt 2009. a maiks.

Tuleb juhtida téhelepanu vdimalusele, et k&esoleva
dokumendi mdned elemendid vbdivad olla patendidiguse
objektiks. CEN ei vota endale vastutust mdne voi kdigi
sellelaadsete juhtude valjaselgitamise eest.

Kaesolev dokument asendab EN 1SO 9001:2000.
CEN/CENELECI sisereeglite jargi peavad Euroopa

standardi kasutusele vétma jargmiste riikide rahvuslikud
standardimisorganisatsioonid: Austria, Belgia, Bulgaaria,

Eesti, Hispaania, Holland, lirimaa, Island, Itaalia,
Kreeka, Kipros, Leedu, Luksemburg, Lati, Malta, Norra,
Poola, Portugal, Prantsusmaa, Rootsi, Rumeenia,

Saksamaa, Slovakkia, Sloy_eenia, Soome, Sveits, Taani,
T8ehhi Vabariik, Ungari ja Uhendkuningriik.

Joustumisteade

CEN on kinnitanud rahvusvahelise  standardi
ISO 9001:2008 teksti Euroopa standardina
EN ISO 9001:2008 ilma igasuguse muutmiseta.

SISSEJUHATUS

0.1 Uldist

Kvaliteedijuhtimissiisteemi omaksvétmine peaks olema
organisatsiooni strateegiline otsus. Organisatsiooni
kvaliteedijuhtimissiisteemi kavandamist ja elluviimist
maojutavad

a) organisatsiooni arikeskkond, muutused selles kesk-
konnas ja selle keskkonnaga seotud riskid;

b) tema erinevad vajadused;

c) tema konkreetsed eesmargid;

d) tooted, mida ta valmistab;

e) protsessid, mida ta kasutab;

f) tema suurus ja organisatsiooniline llesehitus.

Kéesoleva rahvusvahelise standardi eesmargiks ei ole
taotleda kvaliteedijuhtimisstisteemide struktuuri Ghtsust
voi dokumentatsiooni Ghetaolisust.

FOREWORD EN ISO 9001:2008

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withdrawn at the latest by May 2009.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 Regula-
tions, 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,
Italy, Latvia, Lithuania, Luxembourg, Malta,
Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland and
the United Kingdom.

Endorsement notice

The text of 1ISO 9001:2008 has been approved by
CEN as EN ISO 9001:2008 without any modification.

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 organisational 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 mana-
gement systems or uniformity of documentation.
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Kaesolevas standardis spetsifitseeritud kvaliteedi-
juhtimissiisteemi nduded on tootenduetele taienduseks.
Sénaga “MARKUS” tahistatud tekst on juhindumiseks
juurdekuuluva ndude moistmisel vdi selgitamisel.

Kéesolevat rahvusvahelist standardit saavad kasutada
sisesed ja valised (osa)pooled, sh sertifitseerimis-
asutused, hindamaks organisatsiooni vdimet rahuldada
tootele kohaldatavaid kliendi, seadusjargseid ja norma-
tiivseid ndudeid ning organisatsiooni enda ndudeid.

Kéesoleva rahvusvahelise standardi valjatddtamisel
voeti arvesse standardites 1ISO 9000 ja ISO 9004
esitatud kvaliteedijuhtimise printsiipe.

0.2 Protsessikeskne lahenemisviis

Kéesolev rahvusvaheline standard edendab protsessi-
keskse ldhenemisviisi omaksvétmist kvaliteedijuhtimis-
susteemi valjatddtamisel, rakendamisel ja selle
mojususe parendamisel, et suurendada kliendi rahulolu
tema nduete rahuldamise teel.

Méjusaks toimimiseks peab organisatsioon maaratlema
ja juhtima arvukaid kaastegevusi. Ressursse kasutavat
tegevust voi tegevuste gruppi, mida juhitakse, et
vbimaldada teisendada sisendid valjunditeks, vdib
vaadelda protsessina. Sageli Uhe protsessi valjund
moodustab otseselt jargmisele sisendi.

Protsesside slsteemi rakendamist organisatsioonis
koos protsesside ja nende vastastikuste mdjude
identifitseerimise ning nende juhtimisega, et saavutada
soovitud tulemus, voib vaadelda kui “protsessikeskset
[Ahenemisviisi”.

Uheks protsessikeskse lahenemisviisi eeliseks on
protsesside susteemi eri protsesside ning nende
koosluste vaheliste seoste ja vastastikuste méjude pidev
ohje.

Kvaliteedijuhtimissiisteemi piires kasutatuna tahtsustab
selline Iahenemisviis
a) nbuete mdistmist ja taitmist,

b) vajadust analliisida protsesse vaartuse lisandumise
seisukohalt,

C) protsessi toimimise ja mojususe tulemuste saavu-
tamist ja

d) protsesside pidevat parendamist objektiivsete méot-
miste alusel.

EVS-EN ISO 9001:2008

The quality management system requirements
specified in this International Standard are komple-
mentary 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 1SO
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,

c) obtaining results of process performance and
effectiveness, and

d) continual improvement of processes based on
objective measurement.
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Joonisel 1 esitatud protsessikeskse kvaliteedijuhtimis-
susteemi mudel illustreerib jaotistes 4 kuni 8 esitatud
protsesside vahelisi seoseid. lllustratsioon naitab, et
kliendil on oluline roll nduete kui sisendite
maaratlemisel. Kliendi rahulolu seire nduab kliendi
ootustega seotud informatsiooni hindamist, et
otsustada, kas organisatsioon on kliendi ndudeid
taitnud. Joonisel 1 esitatud mudel hélmab koiki
kaesoleva rahvusvahelise standardi ndudeid, kuid ei
naita protsesse Uksikasjade tasemel.

MARKUS Lisaks saab kéikide protsesside puhul
rakendada “Plaani-Teosta-Kontrolli-Korrigeeri” (PDCA)
all tuntud metoodikat. PDCA vdib luhidalt kirjeldada
jargnevalt.

Plaani: sea sisse eesmargid ja protsessid, mis on
vajalikud kliendi nduetele ja organisatsiooni
poliitikale vastavate tulemuste saavuta-
miseks.

Tee: vii protsessid ellu.

Kontrolli:  jalgi ja mbdda protsesside ning toodete

vastavust poliitikale, eesmarkidele ja toote-
nduetele ning raporteeri tulemustest.

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 organi-
zation'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.

Parenda: vota ette tegevused protsessi toimimise Act: take actions to continually improve process
pidevaks parendamiseks. performance.
Kvaliteedijuhtimissiisteemi
pidev parendamine

s

» Juhtkonna
kohustused

N3

Mébtmine,
anallidis ja

Kliendid

Kliendid Ressursi-
juhtimine
Néuded Sisend ;I

Tahistus

Toote-
teostus
protsessid

- Rahulolu
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——» Vaértust lisavad tegevused

™ Informatsiconivoog

Joonis 1 — Protsessikeskse kvaliteedijuhtimissiisteemi mudel
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Figure 1 — Model of a process-based quality management system

0.3 Seos standardiga ISO 9004

ISO 9001 ja ISO 9004 on kvaliteedijuhtimissisteemi
standardid, mis on moeldud teineteist tdiendama, kuid
neid voib kasutada ka iseseisvalt.

ISO 9001 spetsifitseerib nduded kvaliteedijuhtimis-
susteemile, mida organisatsioonid saavad kasutada
oma sisemistel eesmarkidel, sertifitseerimiseks voi
lepingutega seotud eesmarkidel. See keskendub
kvaliteedijuhtimisstisteemi mé&jususele kliendi nduete
rahuldamisel.

Kaesoleva rahvusvahelise standardi valjaandmise ajal
on ISO 9004 (levaatamise staadiumis. Ulevaadatud
ISO 9004 pakub juhtkonnale juhiseid pideva edu
saavutamiseks mistahes organisatsioonile komplekses,
ndudlikus ja Uha muutuvas keskkonnas. 1SO 9004
keskendub laiemalt kvaliteedijuhtimisele kui 1SO 9001,
see kasitleb kdikide huvitatud poolte vajadusi ja ootusi
ning nende rahulolu organisatsiooni  toimivuse
ststemaatilise ja pideva parendamisega. Ometi ei ole
see moeldud sertifitseerimiseks, normatiivseks voi
lepinguliseks kasutamiseks.

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, 1SO 9004 is under revision. The revised
edition of I1SO 9004 will provide guidance to
management for achieving sustained success for any
organization in a complex, demanding, and ever
changing, environment. 1ISO 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.
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0.4 Uhilduvus muude juhtimissiisteemidega

Kaesoleva rahvusvahelise standardi valjaté6tamise
kaigus poorati tdhelepanu standardi 1SO 14001:2004
séatetele, et suurendada nende kahe standardi thilduvust
kasutajaskonna hilivanguks. Lisa A naitab vastavust
ISO 9001:2008 ja ISO 14001:2004 vahel.

Kéesolev rahvusvaheline standard ei sisalda spetsiifilisi
ndudeid, mis on omased muudele juhtimissiisteemidele,
nagu keskkonnajuhtimise, tdétervishoiu- ja té6ohutus-
juhtimise, finantsjuhtimise voi riskijuhtimise silsteemid.
Siiski vdimaldab k&esolev rahvusvaheline standard
organisatsioonil oma kvaliteedijuhtimissiisteemi sellega
seotud teise juhtimissiisteemi nduetega sobitada voi
sellega Uhendada. Organisatsioonil on vdimalik enda
olemasolevat juhtimissiisteemi (olemasolevaid juhtimis-
susteeme) kohandada, et seada sisse kvaliteedijuhtimis-
susteem, mis vastab k&esoleva rahvusvahelise
standardi nduetele.

0.4 Compatibility with other management
systems

During the development of this International
Standard, due consideration was given to the
provisions of 1SO 14001:2004 to enhance the
compatibility of the two standards for the benefit of
the user community. Annex A shows the
correspondence  between 1SO 9001:2008 and
ISO 14001:2004.

This International Standard does not include
requirements specific to other management systems,
such as those particular to environmental mana-
gement, occupational health and safety mana-
gement, 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 organi-
zation 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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1 KASITLUSALA
1.1 Uldist

Kaesolev standard spetsifitseerib nduded kvaliteedi-
juhtimissisteemile juhuks, kui organisatsioon

a) peab demonstreerima oma suutlikkust pakkuda jarje-
kindlalt tooteid, mis vastavad kliendi ning kohaldatavatele
seadusjargsetele ja normatiivsetele nduetele, ning

b) piuab suurendada kliendi rahulolu ststeemi mdjusa
rakendamise, sh slsteemi pideva parendamise prot-
sesside ja kliendi ning kohaldatavatele seadusjargsetele
ja normatiivsetele nduetele vastavuse tagamise teel.

MARKUS 1 Ké&esolevas standardis kasutatakse sdéna
“toode” ainult:
a) kliendile moeldud v6i tema poolt ndutud toote

tahenduses

b) tooteteostusprotsessi tulemusena tekkinud mistahes
ettekavandatud valjundi thenduses

MARKUS 2  Seadusjargsed ja normatiivsed néuded
voivad olla esitatud digusaktide nbuetena.

1.2 Rakendus

Koik selle standardi nduded on Ulldised ja on ette nahtud
kdigis organisatsioonides rakendamiseks, olenemata
nende tldbist, suurusest ja véaljalastavast toodangust.

Kui k&esoleva rahvusvahelise standardi mingeid ndudeid
ei ole voimalik rakendada organisatsiooni ja selle toodete
olemuse t6ttu, voib kaaluda nende nbuete valjajatmist.

Nouete valjajatmise korral on kinnitused kaesolevale
rahvusvahelisele standardile vastavuse kohta Uksnes siis
aktsepteeritavad, kui valjajatmine piirdub jaotises 7
esitatud nduetega ning ei mdjuta organisatsiooni véimet
vOi vastutust valjastada kliendi ning kohaldatavatele
seadusjargsetele ja normatiivsetele nduetele vastav
toode.

2 NORMIVIIDE

Jargmised dokumendid on valtimatult vajalikud kdesoleva
dokumendi rakendamiseks. Dateeritud viidete korral kehtib
Uksnes viidatud valjaanne. Dateerimata viidete korral kehtib
vidatud dokumendi uusim valjaanne koos vdimalike
muudatustega.

EVS-EN ISO 9001:2008

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 the term

“product” only applies to:

Standard,
a) product intended for or required by a customer

b) any intended output resulting from the product
realisation processes

NOTE 2 Statutory and regulatory requirements may
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 REFERENCE

The following referenced documents are indispen-
sable 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.
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ISO 9000:2005 Kvaliteedijuhtimissiisteemid. Alused ja
sbnavara.

3 TERMINID JA MAARATLUSED
Standardi rakendamisel kasutatakse  standardis
ISO 9000 esitatud termineid ja maaratlusi.

Kaesoleva standardi tekstis voib termin “toode” koikjal,
kus see esineb, tdhendada ka “teenust”.

4 KVALITEEDIJUHTIMISSUSTEEM

4.1 Uldnéuded

Organisatsioon peab sisse seadma, dokumenteerima,
ellu viima ja toimivana hoidma kvaliteedijuhtimisststeemi
ning pidevalt parendama selle mojusust kooskdlas
kaesoleva rahvusvahelise standardi nbuetega.

Organisatsioon peab

a) maaratlema, millised on kvaliteedijuhtimissusteemi
jaoks vajalikud protsessid ning kuidas neid rakendada
organisatsioonis (vt 1.2),

b) mdadrama nende protsesside jarjestuse ja vastas-
tikuse moju,

¢) maarama kriteeriumid ja meetodid, mis on vajalikud
nende protsesside mojusa toimimise ja ohje taga-
miseks,

d) tagama, et nende protsesside toimimiseks ja seireks
vajalikud ressursid ja informatsioon oleksid katte-
saadavad,

e) seirama, modtma, kus voimalik, ja anallisima neid
protsesse ning

f)ellu vima meetmed, mis on vajalikud plaanitud
tulemuste saavutamiseks ja nende protsesside pidevaks
parendamiseks.

Organisatsioon peab juhtima neid protsesse kooskdlas
kaesoleva rahvusvahelise standardi nbuetega.

Kui organisatsioon otsustab sisse osta mistahes
protsesse, mis toote nduetele vastavust mdjutavad, peab
ta tagama nende protsesside ohje. Selliste sisseostetud
protsesside ohje tldp ja ulatus tuleb kvaliteedi-
juhtimissusteemis maaratleda.

MARKUS 1  Ulalnimetatud kvaliteedijuhtimissiisteemi
jaoks vajalike protsesside hulka kuuluvad juhtimis-
tegevuste, ressursihanke, tooteteostuse ja mddtmiste,
analldsi ja parenduse protsessid.
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ISO 9000:2005, Quality management systems -
Fundamentals and vocabulary.

3 TERMS AND DEFINITIONS

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

Throughout the text of this International Standard,
wherever the term “product” occurs, it can also mean
“service”.

4 QUALITY MANAGEMENT SYSTEM

4.1 General requirements

The organization shall establish, document, imple-
ment and maintain a quality management system and
continually improve its effectiveness in accordance
with the requirements of this International Standard.

The organization shall

a) determine the processes needed for the quality
management system and their application throughout
the organization (see 1.2),

b) determine the sequence and interaction of these
processes,

c) determine criteria and methods needed to ensure
that both the operation and control of these
processes are effective,

d) ensure the availability of resources and
information necessary to support the operation and
monitoring of these processes,

e) monitor, measure where applicable and analyse
these processes, and

f) implement actions necessary to achieve planned
results and continual improvement of these
processes.

These processes shall be managed by the orga-
nization in accordance with the requirements of this
International Standard.

Where an organization chooses to outsource any
process that affects product conformity to
requirements, the organization shall ensure control
over such processes. The type and extent of control
to be applied to these outsourced processes shall be
defined within the quality management system.

NOTE 1 Processes needed for the quality mana-
gement system referred to above include processes
for management activities, provision of resources,
product realization, measurement, analysis and
improvement.
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MARKUS 2 Sisse ostetud protsess on protsess, mida
organisatsioon vajab oma kvaliteedijuhtimisstisteemi
jaoks ja mida organisatsiooni valiku kohaselt teostatakse
organisatsioonivalise osapoole poolt.

MARKUS 3 Sisseostetud protsesside iile ohje tagamine
ei vabasta organisatsiooni vastutusest vastata kdikidele
kliendi ning seadusjargsetele ja normatiivsetele
nduetele. Kohaldatava ohje tulpi ja ulatust voivad
mdjutada sellised asjaolud, nagu:

a) sisseostetud protsessi potentsiaalne mdju organi-
satsiooni voimele tarnida nduetele vastavaid tooteid;

b) maar, milleni protsessi ohjet jagatakse;

c) 7.4 rakendamise kaudu vajaliku ohje saavutamise
voime.

4.2 Dokumentatsioonile esitatavad nouded
4.2.1 Uldist

Kvaliteedijuhtimissisteemi dokumentatsioon

sisaldama

peab

a) dokumenteeritud  avaldusi
kvaliteedieesmarkide kohta,

kvaliteedipoliitika ja

b) kvaliteedikasiraamatut,

c) kdesolevas standardis ndutud dokumenteeritud

protseduure ja tdendusdokumente, ning

d) dokumente, sh téendusdokumente, mida organisat-
sioon on maaratlenud vajalikeks oma protsesside
maojusa plaanimise, toimimise ja ohje tagamiseks.

MARKUS 1 Kui kaesolevas rahvusvahelises standardis
esineb termin “dokumenteeritud protseduur”, tdhendab
see protseduuri sisseseadmist, dokumenteerimist,
elluviimist ja toimivana hoidmist. Uks dokument véib
kasitleda Uhele vdi enamale protseduurile esitatavaid

ndudeid. Dokumenteeritud protseduurile esitatavad
nduded vdivad olla kasitletud rohkem kui Uhes
dokumendis.

MARKUS 2 Kvaliteedijuhtimissisteemi dokumentat-

siooni ulatus vdib organisatsiooniti erineda séltuvalt

a) organisatsiooni suurusest ja tegevuste tllbist,

b) protsesside keerukusest ja nende vastastikusest
mojust,

) personali padevusest.

MARKUS 3 Dokumentatsioon v&ib olla mistahes teabe-
kandjal.

EVS-EN ISO 9001:2008

NOTE 2 An “outsourced process” is a process that
the organization needs for its quality management
system and which the organization chooses to have
performed by an external party.

NOTE 3 Ensuring control over outsourced processes
does not absolve the organization of the responsibility
of conformity to all customer, statutory and regulatory
requirements. The type and extent of control to be
applied to the outsourced process can be influenced
by factors such as:

a) the potential impact of the outsourced process on
the organization’s capability to provide product that
conforms to requirements;

b) the degree to which the control for the process is
shared;

c) the capability of achieving the necessary control
through the application of 7.4.

4.2 Documentation requirements
4.2.1 General

The quality management system documentation shall
include

a) documented statements of a quality policy and
guality objectives,

b) a quality manual,

¢) documented procedures and records required by
this International Standard, and

d) documents, including records, determined by the
organization to be necessary to ensure the effective
planning, operation and control of its processes.

NOTE 1 Where the term “documented procedure”
appears within this International Standard, this means
that the procedure is established, documented,
implemented and maintained. A single document may
address the requirements for one or more proce-
dures. A requirement for a documented procedure
may be covered by more than one document.

NOTE 2 The extent of the quality management
system documentation can differ from one organi-
zation to another due to

a) the size of organization and type of activities,

b) the complexity of processes and their interactions,
and

¢) the competence of personnel.

NOTE 3 The documentation can be in any form or
type of medium.

11

Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele



EVS-EN ISO 9001:2008

4.2.2 Kvaliteedikasiraamat

Organisatsioon peab sisse seadma ja hoidma toimivana
kvaliteedikasiraamatu, mis sisaldab

a) kvaliteedijuhtimissiisteemi kasitlusala, kaasa arvatud
valjajatmiste Uksikasjad ja pdhjendused (vt 1.2),

b) kvaliteedijuhtimissiisteemi jaoks sisse seatud doku-
menteeritud protseduure vdi viiteid nendele, ning

c) kvaliteedijuhtimisststeemi
maju Kirjeldust.

protsesside vastastikuse

4.2.3 Dokumendiohje

Kvaliteedijuhtimissiisteemi jaoks vajalikud dokumendid
peavad olema ohjatud. Tdendusdokumendid on eri
dokumendiliik ja peavad olema ohjatud vastavalt 4.2.4
antud nduetele.

Tuleb sisse seada dokumenteeritud
maaratlemaks ohjet, mis on vajalik

protseduur

a) dokumentide adekvaatsuse kinnitamiseks enne valja-
andmist,

b) dokumentide Ulevaatuseks, vajadusel
miseks ja taaskinnitamiseks,

kaasajasta-

c) tagamaks, et dokumentide muudatused ja kehtivad
muudetud versioonid on identifitseeritavad,

d) tagamaks, et kehtivate dokumentide asjakohased
versioonid on kasutuskohtades kattesaadavad,

e) tagamaks, et dokumendid jaavad loetavaks ja on
kergesti identifitseeritavad,

f) tagamaks, et organisatsiooni poolt kvaliteedijuhti-
missisteemi planeerimise ja toimimise jaoks vajalikena

maaratletud valise péritoluga dokumendid identifit-
seeritakse ja nende levikut ohjatakse, ning

g) valtimaks  vananenud dokumentide tahtmatut
kasutamist ning selleks, et rakendada sobivat

margistust, kui neid mistahes eesmarkidel sailitatakse.
4.2.4 Toendusdokumentide ohje

Nouetele vastavuse ja kvaliteedijuhtimissusteemi mdjusa
toimimise kohta tdendite olemasolu tagamiseks sisse
seatud tdendusdokumente tuleb ohjata.

Organisatsioon peab sisse seadma dokumenteeritud
protseduuri, milles maaratletakse menetlused téendus-
dokumentide identifitseerimiseks, hoidmiseks, kaitseks,
leidmiseks, sailitamiseks ja kasutuselt kérvaldamiseks.
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4.2.2 Quality manual

The organization shall establish and maintain a
quality manual that includes

a) the scope of the quality management system,
including details of and justification for any exclusions
(see 1.2),

b) the documented procedures established for the
quality management system, or reference to them,
and

c)a description of the interaction between the
processes of the quality management system.

4.2.3 Control of documents

Documents required by the quality management
system shall be controlled. Records are a special
type of document and shall be controlled according to
the requirements given in 4.2.4.

A documented procedure shall be established to
define the controls needed

a) to approve documents for adequacy prior to issue,

b) to review and update as necessary and re-approve
documents,

c) to ensure that changes and the current revision
status of documents are identified,

d) to ensure that relevant versions of applicable
documents are available at points of use,

e) to ensure that documents remain legible and
readily identifiable,

f) to ensure that documents of external origin
determined by the organization to be necessary for
the planning and operation of the quality mana-
gement system are identified and their distribution
controlled, and

g)to prevent the unintended use of obsolete
documents, and to apply suitable identification to
them if they are retained for any purpose.

4.2.4 Control of records

Records established to provide evidence of
conformity to requirements and of the effective
operation of the quality management system shall be
controlled.

The organization shall establish a documented
procedure to define the controls needed for the
identification, storage, protection, retrieval, retention
and disposition of records.
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Toendusdokumendid peavad olema loetavad, kergesti
identifitseeritavad ja leitavad.

5 JUHTKONNA KOHUSTUSED

5.1 Juhtkonna kohustumus

Tippjuhtkond peab tdendama oma kvaliteedijuhtimis-
susteemi valjaarendamise ja rakendamise alast
kohustumust ning pidevalt parendama selle mdjusust,
tehes jargmist:

a) edastades organisatsioonile kliendi, samuti seadus-
jargsete ja normatiivsete nduete rahuldamise tahtsuse,

b) sisse seadma kvaliteedipoliitika,
c¢) tagades kvaliteedieesmarkide pustitamise,
d) teostades juhtkonnapoolseid ulevaatusi, ning

e) tagades ressursside olemasolu.

5.2 Kliendikesksus

Tippjuhtkond peab tagama, et kliendi nduded on
kindlaks maaratud ning et neid taidetakse kliendi
rahulolu suurendamise eesmargil (vt 7.2.1 ja 8.2.1).

5.3 Kvaliteedipoliitika

Tippjuhtkond peab tagama, et kvaliteedipoliitika

a) sobib kokku organisatsiooni eesmargiga,

b) sisaldab nduete rahuldamise ja kvaliteedijuhtimis-
susteemi mdjususe pideva parendamise kohustumust,

c) naeb ette raamistiku kvaliteedieesmarkide pustita-
miseks ja ulevaatuseks,

d) on organisatsioonis teatavaks tehtud ja mdistetud,

e) vaadatakse Ule jatkuva sobivuse suhtes.

5.4 Planeerimine

5.4.1 Kvaliteedieesmargid

Tippjuhtkond peab tagama, et organisatsiooni olulistele
talitustele ja tasemetele plstitatakse kvaliteedi-
eesmargid, sh need, mis on vajalikud tootenduete
[vt 7.1a)] taitmiseks. Kvaliteedieesmargid peavad olema
moddetavad ning kooskdlas kvaliteedipoliitikaga.

EVS-EN ISO 9001:2008

Records shall remain legible, readily identifiable and
retrievable.

5 MANAGEMENT RESPONSIBILITY

5.1 Management commitment

Top management shall provide evidence of its
commitment to the development and implementation
of the quality management system and continually
improving its effectiveness by

a) communicating to the organization the importance
of meeting customer as well as statutory and
regulatory requirements,

b) establishing the quality policy,
¢) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Customer focus

Top management shall ensure that customer
requirements are determined and are met with the
aim of enhancing customer satisfaction (see 7.2.1
and 8.2.1).

5.3 Quality policy
Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with require-
ments and continually improve the effectiveness of
the quality management system,

c) provides a framework for
reviewing quality objectives,

establishing and

d) is communicated and understood within the organi-
zation, and

e) is reviewed for continuing suitability.

5.4 Planning
5.4.1 Quality objectives

Top management shall ensure that quality objectives,
including those needed to meet requirements for
product [see 7.1a)], are established at relevant
functions and levels within the organization. The
quality objectives shall be measurable and consistent
with the quality policy.
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5.4.2 Kvaliteedijuhtimissusteemi planeerimine
Tippjuhtkond peab tagama, et

a) kvaliteedijuhtimissiisteem plaanitakse jaotises 4.1
antud nduete ja kvaliteedieesmarkide taitmiseks, ning

b) kvaliteedijuhtimissisteemi terviklikkus  sailib, kui
kvaliteedijuhtimisstisteemis kavandatakse ja viiakse ellu
muudatusi.

5.5 Kohustused, volitused ja infovahetus

5.5.1 Kohustused ja volitused

Tippjuhtkond peab tagama, et kogu organisatsioonis
oleks kohustused ja volitused maaratletud ja teatavaks
tehtud.

5.5.2 Juhtkonna esindaja

Tippjuhtkond peab maarama organisatsiooni juhtkonna
likme, kellel muudest kohustustest séltumata peavad
olema kohustused ja volitused, mille hulka kuulub

a) kvaliteedijuhtimissisteemi jaoks vajalike protsesside
sisseseadmise, elluviimise ja toimivana hoidmise
tagamine,

b) tippjuhtkonna teavitamine kvaliteedijuhtimissisteemi
toimivusest ja parendusvajadustest,

c) kogu organisatsioonis kliendi nduete parema moist-
mise tagamine.

MARKUS Juhtkonna esindaja kohuseks vdib olla ka
sidepidamine valiste osapooltega kvaliteedijuhtimis-
suisteemiga seotud kisimustes.

5.5.3 Sisemine infovahetus

Tippjuhtkond peab tagama, et organisatsioonis on sisse
seatud asjakohased infovahetusprotsessid ja et
kvaliteedijuhtimisstisteemi mdjususe kohta vahetatakse
informatsiooni.
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5.4.2 Quality management system planning
Top management shall ensure that

a) the planning of the quality management system is
carried out in order to meet the requirements given in
4.1, as well as the quality objectives, and

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

5.5 Responsibility, authority and
communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities
and authorities are defined and communicated within
the organization.

5.5.2 Management representative

Top management shall appoint a member of
organization’s management who, irrespective of other
responsibilities, shall have responsibility and authority
that includes

a) ensuring that processes needed for the quality
management system are established, implemented
and maintained,

b) reporting to top management on the performance
of the quality management system and any need for
improvement, and

¢) ensuring the promotion of awareness of customer
requirements throughout the organization.

NOTE The responsibilty of a management
representative can include liaison with external
parties on matters relating to the quality management
system.

5.5.3 Internal communication

Top management shall ensure that appropriate
communication processes are established within the
organization and that communication takes place
regarding the effectiveness of the quality mana-
gement system.
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5.6 Juhtkonnapoolne llevaatus
5.6.1 Uldist

Tippjuhtkond peab organisatsiooni kvaliteedijuhtimis-
susteemi plaanitud ajavahemike jarel Ule vaatama, et
tagada selle pidev sobivus, adekvaatsus ja mdojusus.
Ulevaatus peab sisaldama parendusvéimaluste ja
kvaliteedijuhtimissiisteemi, sh kvaliteedipoliitika ja -ees-
markide, muutmise vajadust.

Juhtkonnapoolsete Ulevaatuste tdendusdokumendid

tuleb alal hoida (vt 4.2.4).
5.6.2 Ulevaatuse sisend

Juhtkonnapoolse Ulevaatuse sisend peab sisaldama
informatsiooni

a) auditite tulemustest,

b) klientide tagasisidest,

c) protsesside toimivusest ja toodete vastavusest,

d) ennetavate ja korrigeerivate tegevuste olukorrast,

e) eelnevate juhtkonnapoolsete Ulevaatuste jareltege-
vustest,

f) kvaliteedijuhtimissiisteemi mdjutada voivatest muutus-
test, ning

g) parendamiseks tehtavatest ettepanekutest.

5.6.3 Ulevaatuse viljund

Juhtkonnapoolse Ulevaatuse valjundid peavad hélmama
otsuseid ja tegevusi, mis on seotud
a) kvaliteedijuhtimissiisteemi ja  selle
mdjususe parendamisega,

protsesside

b) kliendi nduetest tuleneva toote parendamisega, ning

c) vajatavate ressurssidega.

6 RESSURSIJUHTIMINE

6.1 Ressursside hankimine

Organisatsioon peab kindlaks maarama ja hankima
ressursid, mis on vajalikud

a) kvaliteedijuhtimissiisteemi elluviimiseks, toimivana
hoidmiseks ja selle mdjususe pidevaks parendamiseks,
ning

b) kliendi rahulolu tdstmiseks tema nduete taitmise teel.
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5.6 Management review
5.6.1 General

Top management shall review the organization's
quality management system, at planned intervals, to
ensure its continuing suitability, adequacy and
effectiveness. This review shall include assessing
opportunities for improvement and the need for
changes to the quality management system, including
the quality policy and quality objectives.

Records from management reviews shall be

maintained (see 4.2.4).
5.6.2 Review input

The input to management review shall include

information on

a) results of audits,

b) customer feedback,

¢) process performance and product conformity,
d) status of preventive and corrective actions,

e) follow-up actions from previous management
reviews,

f) changes that could affect the quality management
system, and

g) recommendations for improvement.

5.6.3 Review output

The output from the management review shall include
any decisions and actions related to

a) improvement of the effectiveness of the quality
management system and its processes,

b) improvement of product related to customer

requirements, and

) resource needs.

6 RESOURCE MANAGEMENT

6.1 Provision of resources

The organization shall determine and provide the
resources needed

a)to implement and maintain the quality mana-
gement system and continually improve its
effectiveness, and

b) to enhance customer satisfaction by meeting
customer requirements.
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6.2 Inimressursid
6.2.1 Uldist

Personal, kes taidab uUlesandeid, millest oleneb toote
vastavus nduetele, peab olema padev asjakohase
hariduse, koolituse, oskuste ja kogemuste baasil.

MARKUS Vastavust tootenduetele vdib otseselt voi
kaudselt mojutada kvaliteedijuhtimissiisteemi raames
mistahes Ulesannet taitev personal.

6.2.2 Padevus, koolitus ja teadlikkus

Organisatsioon peab

a) kindlaks maarama vajaliku padevuse, mida peab
omama toote nduetele vastavust mdjutavat t66d tegev
personal,

b) kus véimalik vdimaldama koolitust vdi rakendama
muid meetmeid vajaliku padevuse saavutamiseks,

¢) hindama rakendatud meetmete mojusust,

d) tagama, et personal on teadlik oma tegevuste
asjakohasusest ja olulisusest ning oma panusest
kvaliteedieesmarkide saavutamisse, ning

e)alal hoidma asjakohased tdendusdokumendid
hariduse, koolituse, oskuste ja kogemuste kohta
(vt 4.2.4).

6.3 Infrastruktuur

Organisatsioon peab kindlaks ma&arama, hankima ja
toimivana hoidma infrastruktuuri, mis on vajalik toote
nouetele vastavuse saavutamiseks. Infrastruktuuri hulka
kuuluvad vastavad

a) hooned, téokohad ja nendega seotud t66vahendid,

b) protsessi seadmed (nii riistvara kui tarkvara), ning

¢) tugiteenused (sellised, nagu transport, side vdi info-
susteemid).

6.4 Tookeskkond

Organisatsioon peab kindlaks maarama toote nduetele
vastavuse saavutamiseks vajaliku téokeskkonna ja
haldama seda.

MARKUS Maiste "tdokeskkond" viitab tingimustele,
milles t66d tehakse, sealhulgas fiiisilised, keskkonna-
ja muud tegurid (nagu muira, temperatuur, niiskus,
valgustus voi ilm).
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6.2 Human resources
6.2.1 General

Personnel performing work affecting conformity to
product requirements shall be competent on the basis
of appropriate education, training, skills and
experience.

NOTE Conformity to product requirements can be
affected directly or indirectly by personnel performing
any task within the quality management system.

6.2.2 Competence, training and awareness

The organization shall

a) determine the necessary competence for
personnel performing work affecting conformity to
product requirements,

b) where applicable, provide training or take other
actions to achieve the necessary competence,

c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the
relevance and importance of their activities and how
they contribute to the achievement of the quality
objectives, and

€) maintain appropriate records of education, training,
skills and experience (see 4.2.4).

6.3 Infrastructure

The organization shall determine, provide and
maintain the infrastructure needed to achieve
conformity to product requirements. Infrastructure
includes, as applicable

a) buildings, workspace and associated utilities,

b) process equipment (both hardware and software),
and

¢) supporting services (such as transport, kommu-
nication or information systems).

6.4 Work environment

The organization shall determine and manage the
work environment needed to achieve conformity to
product requirements.

NOTE The term "work environment" relates to those
conditions under which work is performed including
physical, environmental and other factors (such as
noise, temperature, humidity, lighting or weather).
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7 TOOTETEOSTUS

7.1 Tooteteostuse planeerimine

Organisatsioon peab plaanima ja arendama valja
tooteteostuseks vajalikud protsessid. Tooteteostuse
protsesside plaanimine peab olema kooskélas muude
kvaliteedijuhtimissusteemi protsesside nduetega (vt 4.1).

Tooteteostuse protsesside plaanimisel
satsioon sobival viisil kindlaks maarama:

peab organi-

a) kvaliteedieesmargid ja néuded tootele;

b) protsesside ja dokumentide sisse seadmise ning
tootele spetsiifiliste ressursside hankimise vajaduse;

c) vajalikud nduetekohasuse ja kasutuskohasuse téen-
damised, seire-, modtmis-, inspekteerimis- ja katse-
tegevused, mis on tootele spetsiifilised, samuti
kriteeriumid toote aktsepteerimiseks;

d) tdendusdokumendid, mis on vajalikud selleks, et
tdendada tooteteostuse protsesside ja tulemuseks oleva
toote vastavust nduetele (vt 4.2.4).

Plaanimise valjund peab olema
tegevuspraktika jaoks sobival kujul.

organisatsiooni

MARKUS 1 Dokumenti, mis spetsifitseerib kvaliteedi-
juhtimisststeemi protsesse (sh tooteteostuse protsesse)
ja konkreetse toote, projekti véi lepingu puhul
kasutatavaid ressursse, saab lugeda kvaliteediplaaniks.

MARKUS 2 Organisatsioon vdib toote teostuse prot-
sesside valjaarendamisel ka jaotises 7.3 esitatud
ndudeid kasutada.

7.2 Kliendiga seotud protsessid

7.2.1 Tootega seotud nouete kindlaksmaaramine

Organisatsioon peab kindlaks maarama

a) kliendi poolt spetsifitseeritud néuded, sh valjastamise
ja tooteabiga seotud nduded,

b) nduded, mida ei ole klient maaranud, kuid mis on
vajalikud spetsifitseeritud voi ettendhtud kasutuseks (kui
need nduded on teada),

c) tootele kohaldatavad seadusjargsed ja normatiivsed
nduded, ning

d) organisatsiooni enda

taiendavad nouded.

poolt vajalikuks peetud

EVS-EN ISO 9001:2008

7 PRODUCT REALIZATION

7.1 Planning of product realization

The organization shall plan and develop the
processes needed for product realization. Planning of
product realization shall be consistent with the
requirements of the other processes of the quality
management system (see 4.1).

In planning product realization, the organization shall
determine the following, as appropriate:

a) quality objectives and requirements for the product;

b) the need to establish processes and documents,
and provide resources specific to the product;

c) required verification, validation, monitoring, mea-
surement, inspection and test activities specific to the
product and the criteria for product acceptance;

d) records needed to provide evidence that the
realization processes and resulting product meet
requirements (see 4.2.4).

The output of this planning shall be in a form suitable
for the organization's method of operations.

NOTE 1 A document specifying the processes of the
quality management system (including the product
realization processes) and the resources to be
applied to a specific product, project or contract, can
be referred to as a quality plan.

NOTE 2 The organization may also apply the
requirements given in 7.3 to the development of
product realization processes.

7.2 Customer-related processes

7.2.1 Determination of requirements related to the
product

The organization shall determine

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

b) requirements not stated by the customer but
necessary for specified or intended use, where
known,

c) statutory and regulatory requirements applicable to
the product, and

d) any additional requirements considered necessary
by the organization.
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MARKUS Tooteabiga seotud tegevuste hulka kuuluvad
naiteks garantiiremondi tagamine, lepingulised
kohustused, nagu hooldustddd, ja lisateenused, nagu
taaskasutamine voi 16plik kasutuselt kdrvaldamine.

7.2.2 Tootega seotud nduete llevaatus

Organisatsioon peab (le vaatama tootega seotud
nduded. See (levaatus tuleb teha enne organisatsiooni
kohustumist tarnida toode kliendile (nt pakkumiste
esitamist, lepingute v&i tellimuste aktsepteerimist,
lepingute voi tellimuse muudatuste aktsepteerimist) ning
see peab tagama, et

a) tootenduded on maaratletud,

b) esialgsetest erinevad lepingu voi tellimuse néuded on
lahendatud, ning

c) organisatsioon on vdimeline maaratletud ndudeid
rahuldama.

Ulevaatuse tulemuste ja ilevaatusest tulenevate tege-
vuste tdendusdokumendid tuleb alal hoida (vt 4.2.4).

Kui klient ei esita ndudeid dokumenteeritult, peab
organisatsioon kliendi nduded enne aktsepteerimist
kinnitama.

Kui tootenduded muutuvad, peab organisatsioon
tagama, et asjakohased dokumendid parandatakse ja
muudetud nduded tehakse teatavaks asjassepuutuvale
personalile.

MARKUS  Ménel juhul, nt internetimiiik, on iga
telimuse ametlik Ulevaatus véimatu. Selle asemel vdib
Ulevaatus hdlmata olulist tooteinformatsiooni, nagu
kataloogid vdi reklaammaterjalid.

7.2.3 Infovahetus kliendiga

Organisatsioon peab maarama kindlaks ja rakendama
mdjusaid meetmeid infovahetuseks kliendiga, mis
seonduvad

a) tooteinformatsiooniga,

b) paringu, lepingu vdi telimuse k&sitlemisega, sh
muudatustega, ning

c¢) kliendi tagasisidega, sh klientide kaebustega.
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NOTE Post delivery activities include, for example,
actions under warranty provisions, contractual
obligations such as maintenance services, and
supplementary services such as recycling or final
disposal.

7.2.2 Review of requirements related to the
product

The organization shall review the requirements
related to the product. This review shall be conducted
prior to the organization's commitment to supply a
product to the customer (e.g. submission of tenders,
acceptance of contracts or orders, acceptance of
changes to contracts or orders) and shall ensure that

a) product requirements are defined,

b) contract or order requirements differing from those
previously expressed are resolved, and

¢) the organization has the ability to meet the defined
requirements.

Records of the results of the review and actions
arising from the review shall be maintained (see
4.2.4).

Where the customer provides no documented
statement of requirement, the customer requirements
shall be confirmed by the organization before
acceptance.

Where product requirements are changed, the
organization shall ensure that relevant documents are
amended and that relevant personnel are made
aware of the changed 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 or advertising material.

7.2.3 Customer communication

The organization shall determine and implement
effective arrangements for communicating with
customers in relation to

a) product information,

b) enquiries, contracts or order handling, including
amendments, and

c) customer feedback,
plaints.

including customer com-
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. . . 1
7.3 Kavandamine ja arendamine
7.3.1 Kavandamise ja arendamise planeerimine

Organisatsioon peab toote kavandamist ja arendamist
plaaneerima ja ohjama.

Kavandamise ja arendamise
organisatsioon kindlaks maarama

a) kavandamise ja arendamise etapid,

planeerimisel peab

b) igale kavandamise ja arendamise etapile vastavad
Ulevaatused, nduetekohasuse tdendamised (verifit-
seerimised) ja kasutuskohasuse tbéendamised (validee-
rimised), ning

c) kavandamise ja arendamisega seotud kohustused ja
volitused.

Organisatsioon peab juhtima liideseid kavandamisse ja
arendamisse kaasatud eri gruppide vahel, et tagada
mdjus infovahetus ja selge kohustuste m&aramine.

Planeerimise valjund tuleb kavandamise ja arendamise
edenedes vajaduse korral ajakohastada.

MARKUS Kavandamise ja arendamise (Ulevaatustel,
nduete- ja kasutuskohasuse tbendamisel on selge-
piirilised eesmargid. Neid vdib Iabi viia ja téendus-
dokumentides jaadvustada eraldi vdi mistahes
kombinatsioonis vastavalt sellele, kuidas on sobiv toote
ja organisatsiooni seisukohast.

7.3.2 Kavandamise ja arendamise sisendid

Tootenduetega seotud sisendid tuleb kindlaks maarata
ja vastavad tdendusdokumendid alal hoida (vt 4.2.4).
Nende sisendite hulka peavad kuuluma

a) funktsionaalsed ja toimivusnduded,
b) kohaldatavad seadusjargsed ja normatiivsed néuded,

) sobivuse korral informatsioon, mis tuleneb eelmistest
samalaadsetest lahendustest, ning

d) muud kavandamise
nduded.

ja arenduse jaoks olulised

Sisendid tuleb adekvaatsuse kontrollimiseks (le
vaadata. Nouded peavad olema taielikud, selged ja
Uksteisele mitte vasturaakivad.

EVS-EN ISO 9001:2008

7.3 Design and development
7.3.1 Design and development planning

The organization shall plan and control the design
and development of product.

During the design and development planning, the
organization shall determine

a) the design and development stages,

b) the review, verification and validation that are
appropriate to each design and development stage,
and

c) the responsibilities and authorities for design and
development.

The organization shall manage the interfaces
between different groups involved in design and
development to ensure effective communication and
clear assignment of responsibility.

Planning output shall be updated, as appropriate, as
the design and development progresses.

NOTE Design and development review, verification
and validation have distinct purposes. They can be
conducted and recorded separately or in any
combination as suitable for the product and the
organization.

7.3.2 Design and development inputs

Inputs relating to product requirements shall be
determined and records maintained (see 4.2.4).
These inputs shall include

a) functional and performance requirements,

b) applicable statutory and regulatory requirements,

c) where applicable, information derived from
previous similar designs, and
d) other requirements essential for design and

development.

The inputs shall be reviewed for adequacy. Require-
ments shall be complete, unambiguous and not in
conflict with each other.

! Eesti standardi markus. Eelmises eestikeelses véljaandes oli kavandamine ja arendamine viidud Uhe termini “arendus”
alla. Inglise keelses tekstis eristatakse selgelt kahte eraldi tegevust (kavandamine ja arendamine), mis on arendustegevuse
erinevateks etappideks. Kéesolevas versioonis on erinevus inglise keeles ja eesti keelse teksti vahel kérvaldatud.

Note for Estonian standard: The term “design and development” has been translated as “design” in previous Estonian
version. The “design” and “development” refer to the different stages of the overall design and development activities. The
current version equalize the difference between English and Estonian version.
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7.3.3 Kavandamise ja arendamise valjundid

Kavandamise ja arendamise valjundid peavad olema
sobival kujul, mis voéimaldab neid nduetekohasuse
tdbendamiseks (verifitseerimiseks) kavandamise ja
arendamise sisenditega vorrelda, ning nad peavad
olema enne Uleandeloa saamist heaks kiidetud.

Kavandamise ja arendamise valjundid peavad

a) rahuldama kavandamise ja arendamise sisendites
esitatud ndudeid,

b) andma ostmiseks, tootmiseks ja teenindamiseks
vajalikku asjakohast informatsiooni,

c) sisaldama kriteeriumeid toote aktsepteerimiseks voi
viiteid neile, ning

d) spetsifitseerima toote karakteristikud, mis on olulised
selle ohutuks ja digeks kasutamiseks.

MARKUS Tootmise ja teenindamise korraldust
puudutav informatsioon voib sisaldada toote sailita-
miseks vajalikke detaile.

7.3.4 Kavandamise ja arendamise iilevaatus

Sobivatel etappidel tuleb vastavalt plaanitud meetmetele
(vt 7.3.1) Iabi viia kavandamise ja arendamise suste-
maatilised Ulevaatused, et

a) hinnata, kuidas kavandamise ja arendamise
tulemused vastavad esitatud nduetele, ning

b) vdlja selgitada mistahes probleemid ja teha ette-
panekud vajalike meetmete rakendamiseks.

Sellistest Ulevaatustest osavdtjate seas peavad olema
koikide kavandamise ja arendamise Ulevaadatava
etapiga (llevaadatavate etappidega) seotud talituste
esindajad. Téendusdokumendid Ulevaatuste tulemuste
ja vajalike meetmete kohta tuleb alal hoida (vt 4.2.4).

7.3.5 Kavandamise ja arendamise nouetekohasuse
téendamine (verifitseerimine)

Nouetekohasust tuleb téendada vastavalt plaanitud
meetmetele (vt 7.3.1) tagamaks, et kavandamise ja
arendamise valjundid rahuldavad kavandamise ja
arendamise sisendites esitatud ndudeid. Todendus-
dokumendid nduetekohasuse tdendamise tulemuste ja
mistahes vajalike meetmete kohta tuleb alal hoida
(vt 4.2.4).
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7.3.3 Design and development outputs

The outputs of design and development shall be in a
form suitable for verification against the design and
development input and shall be approved prior to
release.

Design and development outputs shall

a) meet the input requirements for design and
development,

b) provide appropriate information for purchasing,
production and service provision,

c) contain or reference product acceptance criteria,
and

d) specify the characteristics of the product that are
essential for its safe and proper use.

NOTE Information for production and service
provision can include details for the preservation of
product.

7.3.4 Design and development review

At suitable stages, systematic reviews of design and
development shall be performed in accordance with
planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of design and
development to meet requirements, and

b) to identify any problems and propose necessary
actions.

Participants in such reviews shall include repre-
sentatives of functions concerned with the design and
development stage(s) being reviewed. Records of the
results of the reviews and any necessary actions shall
be maintained (see 4.2.4).

7.3.5 Design and development verification

Verification shall be performed in accordance with
planned arrangements (see 7.3.1) to ensure that the
design and development outputs have met the design
and development input requirements. Records of the
results of the verification and any necessary actions
shall be maintained (see 4.2.4).
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7.3.6 Kavandamise ja arendamise kasutuskohasuse
téendamine (valideerimine)

Kavandamise ja arendamise kasutuskohasust tuleb
tdendada vastavalt plaanitud meetmetele (vt 7.3.1),
tagamaks, et saadud toode suudab taita spetsifitseeritud
rakenduse vdi ettendhtud kasutuse ndudeid, kui need
nouded on teada. Kui voimalik, tuleb kasutuskohasust
tdendada enne toote valjastamist voi kasutusele votmist.
Toendusdokumendid  valideerimise  tulemuste ja
mistahes vajalike meetmete kohta tuleb alal hoida
(vt 4.2.4).

7.3.7 Kavandamise ja arendamise muudatuste ohje

Kavandamise ja arendamise muudatused peavad olema
identifitseeritud ja tdendusdokumendid alal hoitud.
Muudatused tuleb vastavalt vajadusele Ule vaadata,
nende nduetekohasus ja kasutuskohasus téendada ning
enne rakendamist tuleb nad heaks kiita. Kavandamise ja
arendamise muudatuste Ulevaatus peab sisaldama selle
mdju hindamist, mida muudatused avaldavad toote
koostisosadele ja juba valjastatud toodetele. Téendus-
dokumendid muudatuste Ulevaatuse tulemuste ja
mistahes vajalike meetmete kohta tuleb alal hoida
(vt 4.2.4).

7.4 Ostmine
7.4.1 Ostuprotsess

Organisatsioon peab tagama, et ostetud toode vastab
spetsifitseeritud ostunduetele. Tarnija ning ostetud toote
suhtes rakendatava ohje tllp ning ulatus peavad
vastama modjule, mida ostetud toode jargnevale
tooteteostusele voi Idpptootele avaldab.

Organisatsioon peab tarnijaid hindama ja valima selle
pdhjal, kuidas nad suudavad tarnida organisatsiooni
nbuetele vastavaid tooteid. Tuleb sisse seada valiku,
hindamise ja Umberhindamise kriteeriumid. Tdendus-
dokumendid hindamiste tulemuste ja hindamisest
tulenevate vajalike meetmete kohta tuleb alal hoida
(vt 4.2.4).

7.4.2 Ostuinformatsioon

Ostuinformatsioon peab Kkirjeldama ostetavat toodet,
sisaldades, sobival viisil,

a) toote, protseduuride, protsesside ja seadmete heaks-
kiitmiseks esitatavaid néudeid,

b) personali kvalifikatsioonile esitatavaid néudeid ning

c) kvaliteedijuhtimissisteemile esitatavaid ndudeid.

Organisatsioon peab tagama spetsifitseeritud ostu-
nduete adekvaatsuse enne nende edastamist tarnijale.
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7.3.6 Design and development validation

Design and development validation shall be
performed in accordance with planned arrangements
(see 7.3.1) to ensure that the resulting product is
capable of meeting the requirements for the specified
application or intended use, where known. Wherever
practicable, validation shall be completed prior to the
delivery or implementation of the product. Records of
the results of validation and any necessary actions
shall be maintained (see 4.2.4).

7.3.7 Control of design and development changes

Design and development changes shall be identified
and records maintained. The changes shall be
reviewed, verified and validated, as appropriate, and
approved before implementation. The review of
design and development changes shall include
evaluation of the effect of the changes on constituent
parts and product already delivered. Records of the
results of the review of changes and any necessary
actions shall be maintained (see 4.2.4).

7.4 Purchasing
7.4.1 Purchasing process

The organization shall ensure that purchased product
conforms to specified purchase requirements. The
type and extent of control applied to the supplier and
the purchased product shall be dependent upon the
effect of the purchased product on subsequent
product realization or the final product.

The organization shall evaluate and select suppliers
based on their ability to supply product in accordance
with the organization's requirements. Criteria for
selection, evaluation and re-evaluation shall be
established. Records of the results of evaluations and
any necessary actions arising from the evaluation
shall be maintained (see 4.2.4).

7.4.2 Purchasing information

Purchasing information shall describe the product to
be purchased, including, where appropriate,

a) requirements for approval of product, procedures,
processes and equipment,

b) requirements for qualification of personnel, and

¢) quality management system requirements.

The organization shall

specified purchase requirements prior to
communication to the supplier.

ensure the adequacy of
their
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7.4.3 Ostutoodete nduetekohasuse toendamine
(verifitseerimine)

Organisatsioon peab sisse seadma ja ellu viima
inspekteerimise  v6i muud vajalikud tegevused
tagamaks, et ostutooted vastavad spetsifitseeritud
ostunduetele.

Kui organisatsioon vdi tema klient ndeb ette nduete-
kohasuse tbendamise tarnija juures, peab organi-
satsioon ettendhtud verifitseerimismeetmed ja toote
valjastamise menetluse ostuinformatsioonis teatavaks
tegema.

7.5 Tootmis- ja teeninduskorraldus

7.5.1 Tootmis- ja teeninduskorralduse ohje

Organisatsioon peab tootmis- ja teeninduskorraldust
plaanima ja teostama ohjatud tingimustel. Ohjatud
tingimused peavad sobival viisil sisaldama

a) toote karakteristikuid kirjeldava informatsiooni katte-
saadavust,

b) t66juhendite kattesaadavust (vajaduse korral),

c) sobiva sisseseade kasutamist,

d) mddte- ja seireseadmete
kasutamist,

kattesaadavust ning

e) seire ja méotmiste rakendamist, ning

f) toote valjastamise, kattetoimetamise ja valjastus-
jargsete tegevuste rakendamist.

7.5.2 Tootmis- ja teeninduskorralduse protsesside
kasutuskohasuse téendamine

Organisatsioon peab tdendama nende tootmis- ja
teeninduskorralduse protsesside kasutuskohasust, mille
tulemuseks oleva valjundi nduetekohasust ei ole
vdimalik tdendada jargneva seire voi mddtmise abil ning
mille tulevad puudused ilmsiks alles parast toote
kasutuselevotmist vdi parast teenuse osutamist,
tagajarjena.

Kasutuskohasuse téendamine peab demonstreerima, et
need protsessid vodimaldavad saavutada plaanitud
tulemusi.

Organisatsioon peab sisse seadma nende protsesside
korralduse, mis sisaldab sobival viisil

a) maaratletud kriteeriume nende protsesside Ule-
vaatuseks ja heakskiitmiseks,

b) seadmete ja personali kvalifikatsiooni heakskiitmist,
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7.4.3 Verification of purchased product

The organization shall establish and implement the
inspection or other activities necessary for ensuring
that purchased product meets specified purchase
requirements.

Where the organization or its customer intends to
perform verification at the supplier's premises, the
organization shall state the intended verification
arrangements and method of product release in the
purchasing information.

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall plan and carry out production
and service provision under controlled conditions.
Controlled conditions shall include, as applicable

a) the availability of information that describes the
characteristics of the product,

b) the availability of work instructions, as necessary,
c) the use of suitable equipment,

d) the availability and use of
measuring equipment,

e) the implementation of monitoring and mea-
surement, and

monitoring and

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

7.5.2 Validation of processes for production and
service provision

The organization shall validate any processes for
production and service provision where the resulting
output cannot be verified by subsequent monitoring or
measurement and, as a consequence, deficiencies
become apparent only after the product is in use or
the service has been delivered.

Validation shall demonstrate the ability of these
processes to achieve planned results.

The organization shall establish arrangements for
these processes including, as applicable

a) defined criteria for review and approval of the
processes,

b) approval of
personnel,

equipment and qualification of
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c) spetsiifiliste meetodite ja protseduuride kasutamist,

d) tdéendusdokumentidele esitatavaid ndudeid (vt 4.2.4),
ning

e) kasutuskohasuse korduvtdendamist.
7.5.3 Identifitseerimine ja jalgitavus

Asjakohastel juhtudel peab organisatsioon toodet kogu
tooteteostuse kestel sobival viisil identifitseerima.

Organisatsioon peab identifitseerima toote seisundi
moddte- ja seirenduete suhtes kogu toote teostamise
jooksul.

Kui ndéutav on jalgitavus, peab organisatsioon toote
unikaalset identifitseeringut ohjama ja téendus-
dokumendid alal hoidma (vt 4.2.4).

MARKUS Mbnedes toédstusharudes on konfigurat-
sioonijuhtimine vahendiks, mille abil identifitseerimine ja
jalgitavus tagatakse.

7.5.4 Kliendi omand

Organisatsioon peab hoolitsema kliendi omandi eest, kui
see on organisatsiooni ohje all vbi kui seda
organisatsiooni poolt kasutatakse. Organisatsioon peab
identifitseerima, verifitseerima, kaitsma ja valvama
kliendi omandit, mis on ette nahtud iseseisvalt vdi toote
osana kasutamiseks. Kui kliendi omand on kadunud,
kahjustatud v6i mdnel muul viisil kasutuskdlbmatuks
osutunud, peab organisatsioon sellest kliendile teatama
ja tdéendusdokumendid alal hoidma (vt 4.2.4).

MARKUS Kliendi omandi hulka vdivad kuuluda
intellektuaalne omand ja isikuandmed.

7.5.5 Toote sailitamine

Organisatsioon peab sailitama toote vastavuse sisemise
tdéotlemise ja ettenahtud sihtkohta toimetamise jooksul,
et sdilitada toote vastavust nduetele. Kohaldatavuse
korral peab sailitamine sisaldama identifitseerimist,
kasitsemist, pakendamist, ladustamist ja kaitset.
Sailitamise ndue kehtib ka toote koostisosade puhul.

7.6 Seire- ja mooteseadmete ohje

Organisatsioon peab kindlaks maarama teostatava seire
ja modtmised ning seire- ja modteseadmed, mis on
vajalikud toote kindlaksmaaratud nduetele vastavuse
kohta tdendusmaterjali saamiseks.
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¢) use of specific methods and procedures,

d) requirements for records (see 4.2.4), and

e) revalidation.
7.5.3 Identification and traceability

Where appropriate, the organization shall identify the
product by suitable means throughout product
realization.

The organization shall identify the product status with
respect to monitoring and measurement require-
ments throughout product realization.

Where traceability is a requirement, the organization
shall control the unique identification of the product
and maintain records (see 4.2.4).

NOTE In some industry sectors, configuration
management is a means by which identification and
traceability are maintained.

7.5.4 Customer property

The organization shall exercise care with customer
property while it is under the organization's control or
being used by the organization. The organization shall
identify, verify, protect and safeguard customer
property provided for use or incorporation into the
product. If any customer property is lost, damaged or
otherwise found to be unsuitable for use, the
organization shall report this to the customer and
maintain records (see 4.2.4).

NOTE Customer property can include intellectual
property and personal data.

7.5.5 Preservation of product

The organization shall preserve the product during
internal processing and delivery to the intended
destination in order to maintain conformity to
requirements. As applicable, preservation shall
include identification, handling, packaging, storage
and protection. Preservation shall also apply to the
constituent parts of a product.

7.6 Control of monitoring and measuring
equipment

The organization shall determine the monitoring and
measurement to be undertaken and the monitoring
and measuring equipment needed to provide
evidence of conformity of product to determined
requirements.
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Organisatsioon peab sisse seadma protsessid
tagamaks, et seiret ja mo6tmist on voimalik teostada
ning et seda teostatakse viisil, mis on kooskélas seire ja
mootmise nduetega.

Kui on tarvis tagada paikapidavad tulemused, peavad
mobtevahendid olema

a) spetsifitseeritud  ajavahemike jarel vdi enne
kasutamist kalibreeritud vo6i taadeldud, véi mélemat,
vorreldes mdodteetalonidega, mis on jalgitavad rahvus-
vaheliste voi rahvuslike etalonideni; kui selliseid etalone
ei ole, tuleb kalibreerimise voi taatlemise alus porto-
kollida;

b) vajadusel seadistatud vdi umberseadistatud;

c) olema kalibreerimisseisundi maaratlemiseks identifit-
seeritud;

d) kaitstud seadistamiste eest, mis vdiksid modtmise
tulemuse kasutuks muuta;

e) kaitstud vigastuste ja seisukorra halvenemise eest
kasitsemisel, hooldamisel ning ladustamisel.

Lisaks sellele peab organisatsioon hindama ja dokumen-
teerima eelnevate modtmistulemuste paikapidavust, kui
selgub, et moodtevahendid ei ole olnud nduetele
vastavad. Organisatsioon peab rakendama asjakohaseid
meetmed selliste modtevahendite ja kdigi nendest
mojutatud toodete suhtes.

Toéendusdokumendid  kalibreerimise ja taatlemise
tulemuste kohta tuleb alal hoida (vt 4.2.4).
Kui spetsifitseeritud nduete seirel ja mddtmisel

kasutatakse arvutitarkvara, tuleb saada kinnitus selle
suutvuse kohta rahuldada ettenadhtud rakendust. Seda
tuleb teha enne tarkvara kasutuselevéttu ja vajadusel
korrata.

MARKUS Kinnitus, arvutitarkvara suutvuse kohta
rahuldada ettenahtud rakendust sisaldab tavaliselt selle
nduetekohasuse  tdendamist  (verifitseerimist) ja
konfiguratsioonijuhtimist, et sailitada selle kasutus-
kolblikkus.
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The organization shall establish processes to ensure
that monitoring and measurement can be carried out
and are carried out in a manner that is consistent with
the monitoring and measurement requirements.

Where necessary to ensure valid results, measuring
equipment shall

a) be calibrated or verified, or both, at specified
intervals, or prior to use, against measurement
standards traceable to international or national
measurement standards; where no such standards
exist, the basis used for calibration or verification
shall be recorded;

b) be adjusted or re-adjusted as necessary;

c) have identification in order to determine its

calibration status;

d) be safeguarded from adjustments that would
invalidate the measurement result;

e) be protected from damage and deterioration during
handling, maintenance and storage.

In addition, the organization shall assess and record
the validity of the previous measuring results when
the equipment is found not to conform to
requirements. The organization shall take appropriate
action on the equipment and any product affected.

Records of the results of calibration and verification
shall be maintained (see 4.2.4).

When used in the monitoring and measurement of
specified requirements, the ability of computer
software to satisfy the intended application shall be
confirmed. This shall be undertaken prior to initial use
and reconfirmed as necessary.

NOTE Confirmation of the ability of computer
software to satisfy the intended application would
typically include its verification and configuration
management to maintain its suitability for use.
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8 MOOTMINE, ANALUUS JA PARENDAMINE 8 MEASUREMENT, ANALYSIS AND

8.1 Uldist

Organisatsioon peab plaanima ja ellu viima seire,
mootmise, analldsi ja parendamise protsessid, mis on
vajalikud

a) vastavuse demonstreerimiseks toote nduetega,

b) kvaliteedijuhtimissiisteemi  vastavuse

ning

tagamiseks,

¢) kvaliteedijuhtimissiisteemi mdjususe pidevaks paren-
damiseks.

See peab sisaldama rakendatavate meetodite, sh
statistiliste meetodite ja nende kasutamise ulatuse
kindlaksmaaramist.

8.2 Seire ja moo6tmine
8.2.1 Kliendi rahulolu

Kvaliteedijuhtimissisteemi toimivuse Ghe médduna peab
organisatsioon seirama informatsiooni kliendi arvamuse
kohta sellest, kas organisatsioon on taitnud Kkliendi
nduded. Selle informatsiooni saamise ja kasutamise
meetodid tuleb kindlaks maarata.

MARKUS Kliendi arvamuse seire voib sisaldada sisendi
saamist sellistest allikatest nagu Kkliendi rahulolu
Ulevaated, kliendipoolne info tarnitud toote kvaliteedi
kohta, kasutajate arvamusuuringud, kaotatud
aritegevuse anallils, komplimendid, garantiinduded ja
vahendajate aruanded.

8.2.2 Siseaudit

Organisatsioon peab plaanitud ajavahemike jarel labi
viima siseauditid maaramaks, kas kvaliteedijuhtimis-
susteem

a) vastab plaanitud meetmetele (vt7.1), kaesoleva
rahvusvahelise standardi nduetele ja organisatsiooni
poolt kvaliteedijuhtimissisteemile sisse seatud nduetele,
ning

b) on mdjusalt rakendatud ja toimivana hoitud.

Tuleb plaanida auditiprogramm, vottes arvesse auditeeri-
tavate protsesside ja valdkondade seisundit ja tahtsust
ning varem labi viidud auditite tulemusi. Maaratleda tuleb
auditi kriteeriumid, k&sitlusala, sagedus ja meetodid.
Audiitorite valik ja auditite labiviimine peab tagama auditi
protsessi objektiivsuse ja erapooletuse. Audiitorid ei tohi
auditeerida iseenese t66d.

IMPROVEMENT

8.1 General

The organization shall plan and implement the
monitoring, measurement, analysis and improvement
processes needed

a) to demonstrate conformity to product require-
ments,

b) to ensure conformity of the quality management
system, and

c) to continually improve the effectiveness of the
quality management system.

This shall include determination of applicable
methods, including statistical techniques, and the
extent of their use.

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the measurements of the performance of
the quality management system, the organization
shall monitor information relating to customer
perception as to whether the organization has met
customer requirements. The methods for obtaining
and using this information shall be determined.

NOTE Monitoring customer perception can include
obtaining input from sources such as customer
satisfaction surveys, customer data on delivered
product quality, user opinion surveys, lost business
analysis, compliments, warranty claims and dealer
reports.

8.2.2 Internal audit

The organization shall conduct internal audits at
planned intervals to determine whether the quality
management system

a) conforms to the planned arrangements (see 7.1),
to the requirements of this International Standard and
to the quality management system requirements
established by the organization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into
consideration the status and importance of the
processes and areas to be audited, as well as the
results of previous audits. The audit criteria, scope,
frequency and methods shall be defined. The
selection of auditors and conduct of audits shall
ensure objectivity and impartiality of the audit
process. Auditors shall not audit their own work.
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Tuleb sisse seada dokumenteeritud protseduur auditite
planeerimise ja labiviimise, tdendusdokumentide sisse-
seadmise ja tulemustest aruandmisega seonduvate
kohustuste ja nduete maaratlemiseks.

Auditite ja nende tulemuste tdéendusdokumendid tuleb
alal hoida (vt 4.2.4).

Auditeeritava tegevuse eest vastutav juhtkond peab
tagama, et avastatud mittevastavuste ja nende pdhjuste
korvaldamiseks vdetakse viivitamatult ette mistahes
vajalikud parandused ja korrigeerivad tegevused.
Jareltegevused peavad sisaldama ettevéetud tegevuste
nduetekohasuse tdendamist ja selle tulemuste kohta
aruande koostamist (vt 8.5.2).

MARKUS Juhindumiseks vt standardit ISO 19011.
8.2.3 Protsesside seire ja mo6tmine

Organisatsioon peab rakendama sobivad meetodid
kvaliteedijuhtimisslisteemi  protsesside seireks ja
vajaduse korral nende modtmiseks. Need meetodid
peavad demonstreerima, et protsessid voéimaldavad
plaanitud tulemusi saavutada. Kui plaanitud tulemusi ei
saavutata, tuleb sobival viisil ette votta mittevastavuse
korvaldamine ja korrigeeriv tegevus.

MARKUS Sobivaid meetodeid valides on soovitatav
organisatsioonil silmas pidada igale protsessile sobiva
seire vOi modtmise ulatust, vottes arvesse nende moju
tootenduetele  vastavusele ja  kvaliteedijuhtimise
suisteemi mdjususele.

8.2.4 Toote seire ja m66tmine

Organisatsioon peab seirama ja mdotma toote karakte-
ristikuid, et veenduda tootele esitatud nduete taitmises.
Seda tuleb teha tooteteostuse sobivatel etappidel, koos-
kblas plaanitud meetmetega (vt 7.1). Téendusmaterjal
vastuvétutingimustele vastavuse kohta tuleb alal hoida.

Tdendusdokumentidest peab selguma, milline isik
(millised isikud), on toote Kkliendile tarnimiseks loa
andnud (vt 4.2.4).

Toote valjastamine ja teenuse osutamine kliendile ei tohi
toimuda enne, kui plaanitud meetmed (vt 7.1) on
rahuldavalt |8pule viidud, valja arvatud siis, Kkui
asjakohane volitatud isik voi sobival juhul klient selleks
loa annab.
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A documented procedure shall be established to
define the responsibilities and requirements for
planning and conducting audits, establishing records
and reporting results.

Records of the audits and their results shall be
maintained (see 4.2.4).

The management responsible for the area being
audited shall ensure that any necessary corrections
and corrective actions are taken without undue delay
to eliminate detected nonconformities and their
causes. Follow-up activities shall include the
verification of the actions taken and the reporting of
verification results (see 8.5.2).

NOTE See ISO 19011 for guidance.
8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for
monitoring and, where applicable, measurement of
the quality management system processes. These
methods shall demonstrate the ability of the
processes to achieve planned results. When planned
results are not achieved, correction and corrective
action shall be taken, as appropriate.

NOTE When determining suitable methods, it is
advisable that the organization consider the type and
extent of monitoring or measurement appropriate to
each of its processes in relation to their impact on the
conformity to product requirements and on the
effectiveness of the quality management system.

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the
characteristics of the product to verify that product
requirements have been met. This shall be carried
out at appropriate stages of the product realization
process in accordance with the planned arrange-
ments (see 7.1). Evidence of conformity with the
acceptance criteria shall be maintained.

Records shall indicate the person(s) authorizing
release of product for delivery to the customer (see
4.2.4).

The release of product and delivery of service to the
customer shall not proceed until the planned
arrangements (see 7.1) have been satisfactorily
completed, unless otherwise approved by a relevant
authority and, where applicable, by the customer.
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8.3 Mittevastava toote ohje

Organisatsioon peab tagama, et tootenduetele mitte-
vastav toode on selle juhusliku kasutamise Vi
valjastamise valtimiseks margistatud ja ohjatud. Tuleb
sisse seada dokumenteeritud protseduur mittevastava
toote kasitlemisega seonduvate ohjemeetmete ning
seonduvate kohustuste ja volituste maaratlemiseks.

Organisatsioon peab seal, kus vodimalik kasitlema
mittevastavat toodet tihel vdi enamal jargneval viisil:

a) rakendades meetmeid avastatud mittevastavuse

korvaldamiseks;

b) hankides asjakohase volitatud isiku vdi sobival juhul
kliendi kadest moonduse selle kasutamiseks, valjasta-
miseks voi aktsepteerimiseks;

c) rakendades meetmeid selle algselt ettendhtud

kasutuse voi rakenduse takistamiseks;

d) kui mittevastav toode avastati parast valjastamist voi
kasutuselevotmist, peab organisatsioon rakendama
meetmeid, mis on kooskélas mittevastavuse taga-
jargedega voi potentsiaalsete tagajargedega.

Kui mittevastav toode on parandatud, tuleb vastavuse

demonstreerimiseks selle  nduetekohasust uuesti
tdendada.
Tdéendusdokumendid mittevastavuste laadi ja jarel-

tegevuste, sh hangitud méoénduste, kohta tuleb alal hoida
(vt 4.2.4).

8.4 Andmete analuus

Organisatsioon peab kindlaks maarama, koguma ja
anallidsima asjakohaseid andmeid, et demonstreerida
kvaliteedijuhtimissiisteemi sobivust ja m&jusust ning et
hinnata, millistes kohtades saab kvaliteedijuhtimis-
susteemi modjusust pidevalt parendada. See peab
hdlmama andmeid, mis saadakse seire ja mo&6tmise
tulemusena ning muudest asjakohastest allikatest.

Andmete analliis peab andma informatsiooni, mis

puudutab

a) kliendi rahulolu (vt 8.2.1),
b) tootenduetele vastavust (vt 8.2.4),

c) protsesside ja toodete karakteristikuid ning trende, sh
vdimalusi ennetavaks tegevuseks (vt 8.2.3 ja 8.2.4), ning

d) tarnijaid (vt 7.4).

EVS-EN ISO 9001:2008

8.3 Control of nonconforming product

The organization shall ensure that product which
does not conform to product requirements is
identified and controlled to prevent its unintended use
or delivery. A documented procedure shall be
established to define the controls and related
responsibilities and authorities for dealing with
nonconforming product.

Where applicable, the organization shall deal with
nonconforming product by one or more of the
following ways:

a) by taking action to eliminate the detected non-
conformity;

b) by authorizing its use, release or acceptance under
concession by a relevant authority and, where
applicable, by the customer;

¢) by taking action to preclude its original intended
use or application;

d) by taking action appropriate to the effects, or
potential effects, of the nonconformity when
nonconforming product is detected after delivery or
use has started.

When nonconforming product is corrected it shall be
subject to re-verification to demonstrate conformity to
the requirements.

Records of the nature of nonconformities and any
subsequent actions taken, including concessions
obtained, shall be maintained (see 4.2.4).

8.4 Analysis of data

The organization shall determine, collect and analyse
appropriate data to demonstrate the suitability and
effectiveness of the quality management system and
to evaluate where continual improvement of the
effectiveness of the quality management system can
be made. This shall include data generated as a
result of monitoring and measurement and from other
relevant sources.

The analysis of data shall provide information relating
to

a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see 8.2.4),

) characteristics and trends of processes and
products including opportunities for preventive action
(see 8.2.3 and 8.2.4), and

d) suppliers (see 7.4).
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8.5 Parendamine
8.5.1 Pidev parendamine

Organisatsioon peab pidevalt parendama kvaliteedi-
juhtimissusteemi madjusust, kasutades selleks kvali-
teedipoliitikat, kvaliteedieesmarke, auditite tulemusi,
andmete anallsi, korrigeerivaid ja ennetavaid tegevusi
ning juhtkonnapoolseid levaatusi.

8.5.2 Korrigeeriv tegevus

Organisatsioon peab rakendama meetmeid mitte-
vastavuste péhjuste koérvaldamiseks, et valtida nende
kordumist. Korrigeerivad tegevused peavad olema
kooskdlas valjaselgitatud mittevastavuste tagajargedega.

Tuleb sisse seada dokumenteeritud protseduur, milles
maaratletakse nduded

a) mittevastavuste (sh klientide kaebuste) llevaatuseks,

b) mittevastavuste pdhjuste valjaselgitamiseks,

c) sellise tegevuse vajaduse hindamiseks, mis tagab, et
mittevastavused ei kordu,

d) vajalike meetmete kindlaksmaaramiseks ja rakenda-
miseks,

e) rakendatud meetmete tulemuste kohta tdendus-
dokumentide sailitamiseks (vt 4.2.4), ning

f) teostatud korrigeerivate tegevuste mojususe Ulevaa-
tuseks.

8.5.3 Ennetav tegevus

Organisatsioon peab kindlaks maarama meetmed
potentsiaalsete mittevastavuste poéhjuste  korvalda-
miseks, et valtida nende esinemist. Ennetav tegevus
peab olema kooskdlas potentsiaalse probleemi taga-
jargedega.

Tuleb sisse seada dokumenteeritud protseduur, milles
maaratletakse nduded

a) potentsiaalsete mittevastavuste ja nende pohjuste
valjaselgitamiseks,

b) sellise tegevuse vajaduse hindamiseks, mis hoiab ara
mittevastavuste esinemise,

c) vajalike meetmete kindlaksmaaramiseks ja rakenda-
miseks,

d) rakendatud meetmete tulemuste kohta téendusdoku-
mentide sailitamiseks (vt 4.2.4), ning

e) teostatud ennetavate

vaatuseks.

tegevuste mdjususe Ule-
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8.5 Improvement
8.5.1 Continual improvement

The organization shall continually improve the
effectiveness of the quality management system
through the use of the quality policy, quality
objectives, audit results, analysis of data, corrective
and preventive actions and management review.

8.5.2 Corrective action

The organization shall take action to eliminate the
causes of nonconformities in order to prevent
recurrence. Corrective actions shall be appropriate to
the effects of the nonconformities encountered.

A documented procedure shall be established to
define requirements for

a) reviewing nonconformities (including customer
complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that
nonconformities do not recur,

d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4),
and

f) reviewing the effectiveness of the corrective action
taken.

8.5.3 Preventive action

The organization shall determine action to eliminate
the causes of potential non-conformities in order to
prevent their occurrence. Preventive actions shall be
appropriate to the effects of the potential problems.

A documented procedure shall be established to
define requirements for

a) determining potential nonconformities and their
causes,

b) evaluating the need for action

occurrence of nonconformities,

to prevent

c¢) determining and implementing action needed,

d) records of results of action taken (see 4.2.4), and

e) reviewing the effectiveness of the preventive action
taken.
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Lisa A
(teatmelisa)

ISO 9001:2008 ja ISO 14001:2004 vaheline vastavus

Tabel A.1 —1SO 9001:2008 ja ISO 14001:2004 vaheline vastavus

ISO 9001:2008

ISO 14001:2004

Sissejuhatus (ainult pealkiri)

Sissejuhatus

Uldist 0.1

Protsessikeskne lahenemisviis 0.2

Seos standardiga 1SO 9004 0.3

Uhilduvus muude juhtimissiisteemidega 0.4

Kasitlusala (ainult pealkiri) 1 Kasitlusala

Uldist 11 |1

Rakendus 1.2

Normiviide 2 2 Normatiivviited

Terminid ja maaratlused 3 3 Terminid ja maaratlused

Kvaliteedijuhtimissiisteem (ainult pealkiri) 4 4 Keskkonnajuhtimissiisteemile esitatavad
nduded (ainult pealkiri)

Uldnduded 4.1 4.1 Uldised nduded

Dokumentatsioonile esitatavad nduded (ainult 4.2

pealkiri)

Uldist 4.2.1 | 4.4.4 | Keskonnajuhtimissisteemi dokumenteerimine

Kvaliteedikasiraamat

4.2.2

Dokumendiohje

4.2.3 | 4.4.5 | Dokumendiohje

Tdendusdokumentide ohje

424 | 454 | Téendusdokumentide ohje

Juhtkonna kohustused (ainult pealkiri)

Juhtkonna kohustumus

51 4.2 Keskkonnapoliitika
4.4.1 | Struktuur ja kohustused

Kliendikesksus

5.2 4.3.1 | Keskkonnaaspektid
4.3.2 | Oigusaktide ja muud nduded
4.6 Juhtkonnapoolne llevaatus

Kvaliteedipoliitika

5.3 4.2 Keskkonnapoliitika

Planeerimine (ainult pealkiri)

5.4 4.3 Planeerimine

Kvaliteedieesmargid

5.4.1 | 4.3.3 | Eesmargid, Glesanded ja kava(d)

Kvaliteedijuhtimissiisteemi planeerimine

5.4.2 | 4.3.3 | Eesmargid, lUlesanded ja kava(d)

Kohustused, volitused ja infovahetus (ainult 5.5
pealkiri)
Kohustused ja volitused 551 |41 Uldised nduded

4.4.1 | Ressursid, rollid, vastutused ja volitused

Juhtkonna esindaja

5.5.2 4.4.1 Ressursid, rollid, vastutused ja volitused

Sisemine infovahetus

553 | 443 Teabevahetus

Juhtkonnapoolne llevaatus 5.6 4.6 Juhtkonnapoolne ilevaatus

Uldist 56.1 |46 Juhtkonnapoolne ulevaatus

Ulevaatuse sisend 56.2 | 4.6 Juhtkonnapoolne ilevaatus

Ulevaatuse véljund 5.6.3 | 4.6 Juhtkonnapoolne ilevaatus
Ressursijuhtimine (ainult pealkiri) 6

Ressursside hankimine 6.1 4.4.1 | Ressursid, rollid, vastutused ja volitused
Inimressursid 6.2

Uldist 6.2.1 | 4.4.2 | Padevus, koolitus ja teadlikkus
Padevus, koolitus ja teadlikkus 6.2.2 4.4.2 Padevus, koolitus ja teadlikkus
Infrastruktuur 6.3 4.4.1 Ressursid, rollid, vastutused ja volitused
Tookeskkond 6.4

Tooteteostus (ainult pealkiri) 7 4.4 Elluviimine ja toimimine

Tooteteostuse plaanimine

7.1 4.4.6 | Toimimisohje

Kliendiga seotud protsessid (ainult pealkiri)

7.2

Tootega seotud nduete kindlaksmaaramine

721 | 43.1 | Keskkonnaaspektid
4.3.2 | Oigusaktide ja muud néuded
4.4.6 | Toimimisohje
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Tabel A.1 —1S0O 9001:2008 ja ISO 14001:2004 vaheline vastavus (jarg)

ISO 9001:2008

ISO 14001:2004

Tootega seotud nduete ulevaatus 7.2.2 | 43.1 | Keskkonnaaspektid
4.4.6 | Toimimisohje
Infovahetus kliendiga 7.2.3 | 4.4.3 | Teabevahetus
Kavandamine ja arendamine (ainult pealkiri) | 7.3
Kavandamise ja arendamise planeerimine 7.3.1 | 4.4.6 | Toimimisohje
Kavandamise ja arendamise sisendid 7.3.2 | 4.4.6 | Toimimisohje
Kavandamise ja arendamise valjundid 7.3.3 | 4.4.6 | Toimimisohje
Kavandamise ja arendamise ulevaatus 7.3.4 | 44.6 | Toimimisohje
Kavandamise ja arendamise 7.35 | 4.4.6 | Toimimisohje
nduetekohasuse téendamine
Kavandamise ja arendamise 7.3.6 | 4.4.6 | Toimimisohje
kasutuskohasuse téendamine
Kavandamise ja arendamise muudatuste 7.3.7 | 44.6 | Toimimisohje
ohje
Ostmine (ainult pealkiri) 7.4
Ostuprotsess 7.41 | 4.4.6 | Toimimisohje
Ostuinformatsioon 7.4.2 | 4.4.6 | Toimimisohje
Ostutoodete nduetekohasuse tdendamine 743 | 44.6 | Toimimisohje
Tootmis- ja teeninduskorraldus (ainult 7.5
pealkiri)
Tootmis- ja teeninduskorralduse ohje 7.5.1 | 44.6 | Toimimisohje
Tootmis- ja teeninduskorralduse protsesside | 7.5.2 | 4.4.6 | Toimimisohje
kasutuskohasuse téendamine
Identifitseerimine ja jalgitavus 7.5.3
Kliendi omand 754
Toote sailitamine 7.55 | 4.4.6 | Toimimisohje
Seire- ja mddtevahendite ohje 7.6 4.5.1 | Seire ja mbédtmine
Mbdtmine, anallils ja parendamine (ainult 8 4.5 Kontrollimine (ainult pealkiri)
pealkiri)
Uldist 8.1 4.5.1 | Seire ja médtmine
Seire ja md6tmine (ainult pealkiri) 8.2
Kliendi rahulolu 8.2.1
Siseaudit 8.2.2 | 45.5 | Siseaudit
Protsesside seire ja médtmine 8.2.3 | 45.1 | Seire ja mddtmine
4.5.2 | Vastavuse hindamine
4.5.1 | Seire ja mddtmine
Toote seire ja mddtmine 8.2.4 | 45.2 | Vastavuse hindamine
Mittevastava toote ohje 8.3 4.4.7 | Valmisolek hadaolukordadeks ja
tegutsemine nende puhul
45.3 | Mittevastavus, korrigeeriv ja ennetav
tegevus
Andmete analiiis 8.4 4.5.1 | Seire ja mddtmine
Parendamine (ainult pealkiri) 8.5
Pidev parendamine 851 |42 Keskkonnapoliitika
4.3.3 | Eesmargid, Ulesanded ja kava(d)
4.6 Juhtkonnapoolne llevaatus
Korrigeeriv tegevus 8.5.2 | 45.3 | Mittevastavus, korrigeeriv ja ennetav
tegevus
Ennetav tegevus 8.5.3 | 4.5.3 | Mittevastavus, korrigeeriv ja ennetav

tegevus
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(informative)
Correspondence between 1ISO 9001:2008 and 1SO 14001:2004

Table A.1 — Correspondence between ISO 9001:2008 and 1SO 14001:2004

ISO 9001:2008 ISO 14001:2004
Introduction (title only) Introduction
General 0.1
Process approach 0.2
Relationship with ISO 9004 0.3
Compatibility with other management | 0.4
systems
Scope (title only) 1 1 Scope
General 1.1
Application 1.2
Normative reference 2 2 Normative references
Terms and definitions 3 3 Terms and definitions
Quality management system (title 4 4 Environmental management system
only) requirements (title only)
General requirements 4.1 4.1 General requirements
Documentation requirements (title 4.2
only)
General 42.1 4.4.4 Documentation
Quality manual 4.2.2
Control of documents 4.2.3 4.4.5 Control of documents
Control of records 4.2.4 4.5.4 Control of records
Management responsibility (title only) | 5
Management commitment 5.1 4.2 Environmental policy
4.4.1 Resources, roles, responsibility and authority
Customer focus 5.2 431 Environmental aspects
4.3.2 Legal and other requirements
4.3.6 Management review
Quality policy 5.3 4.2 Environmental policy
Planning (title only) 54 4.3 Planning
Quality objectives 54.1 4.3.3 Obijectives targets, and programme(s)
Quality management system planning | 5.4.2 4.3.3 Objectives targets, and programme(s)
Responsibility, authority and 55
communication (title only)
Responsibility and authority 55.1 4.1 General requirements
4.4.1 Resources, roles, responsibility and authority
Management representative 5.5.2 441 Resources, roles, responsibility and authority
Internal communication 5.5.3 4.4.3 Communication
Management review 5.6 4.6 Management review
General 5.6.1 4.6 Management review
Review input 5.6.2 4.6 Management review
Review output 5.6.3 Management review
Resource management (title only) 6
Provision of resources 6.1 441 Resources, roles, responsibility and authority
Human resources (title only) 6.2
General 6.2.1 4.4.2 Competence, training and awareness
Competence, training and awareness | 6.2.2 4.4.2 Competence, training and awareness
Infrastructure 6.3 441 Resources, roles, responsibility and authority
Work environment 6.4
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Table A.1 — Correspondence between ISO 9001:2008 and 1SO 14001:2004 (continued)

ISO 9001:2008

ISO 14001:2004

Product realization (title only) 7 4.4 Implementation and operation

Planning of product realization 7.1 4.4.6 Operational control

Customer-related processes (title only) 7.2

Determination of requirements related to 7.2.1 43.1 Environmental aspects

the product 4.3.2 Legal and other requirements
4.4.6 Operational control

Review of requirements related to the 7.2.2 43.1 Environmental aspects

product 4.4.6 Operational control

Customer communication 7.2.3 4.4.3 Communication

Design and development (title only) 7.3

Design and development planning 7.3.1 4.4.6 Operational control

Design and development inputs 7.3.2 4.4.6 Operational control

Design and development outputs 7.3.3 4.4.6 Operational control

Design and development review 7.34 4.4.6 Operational control

Design and development verification 7.35 4.4.6 Operational control

Design and development validation 7.3.6 4.4.6 Operational control

Control of design and development 7.3.7 4.4.6 Operational control

changes

Purchasing (title only) 7.4

Purchasing process 7.4.1 4.4.6 Operational control

Purchasing information 7.4.2 4.4.6 Operational control

Verification of purchased product 7.4.3 4.4.6 Operational control

Production and service provision (title only) | 7.5

Control of production and service provision | 7.5.1 4.4.6 Operational control

Validation of processes for production and 7.5.2 4.4.6 Operational control

service provision

Identification and traceability 7.5.3

Customer property 75.4

Preservation of product 7.55 4.4.6 Operational control

Control of monitoring and measuring 7.6 45.1 Monitoring and measurement

devices

Measurement, analysis and improvement 8 45 Checking (title only)

(title only)

General 8.1 45.1 Monitoring and measurement

Monitoring and measurement (title only) 8.2

Customer satisfaction 8.2.1

Internal audit 8.2.2 4.5.5 Internal audit

Monitoring and measurement of processes | 8.2.3 45.1 Monitoring and measurement
45.2 Evaluation of compliance

Monitoring and measurement of product 8.24 45.1 Monitoring and measurement
45.2 Evaluation of compliance

Control of nonconforming product 8.3 4.4.7 Emergency preparedness and response
45.3 Nonconformity, corrective action and

prevention action

Analysis of data 8.4 45.1 Monitoring and measurement

Improvement (title only) 8.5

Continual improvement 851 4.2 Environmental policy
4.3.3 Objectives, targets and programme(s)
4.6 Management review

Corrective action 8.5.2 45.3 Nonconformity, corrective action and

prevention action
Preventive action 8.5.3 45.3 Nonconformity, corrective action and

prevention action
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Tabel A.2 — SO 14001:2004 ja ISO 9001:2008 vaheline vastavus

ISO 14001:2004

ISO 9001:2008

Sissejuhatus

Sissejuhatus (ainult pealkiri)

0.1 Uldist
0.2 Protsessikeskne lahenemisviis
0.3 Seos standardiga ISO 9004
0.4 Uhilduvus muude juhtimissiisteemidega
Kasitlusala 1 1 Kasitlusala (ainult pealkiri)
11 Uldist
1.2 Rakendus
Normatiivviited 2 2 Normiviide
Terminid ja maaratlused 3 3 Terminid ja maaratlused
Keskkonnajuhtimissusteemile esitatavad | 4 4 Kvaliteedijuhtimissisteem (ainult pealkiri)
nduded (ainult pealkiri)
Uldised nduded 4.1 4.1 Uldnéuded
55 Kohustused, volitused ja infovahetus
(ainult pealkiri)
5.5.1 | Kohustused ja volitused
Keskkonnapoliitika 4.2 51 Juhtkonna kohustumus
5.3 Kvaliteedipoliitika
8.5 Parendamine
Kavandamine (ainult pealkiri) 4.3 5.4 Planeerimine (ainult pealkiri)
Keskkonnaaspektid 43.1 | 5.2 Kliendikesksus
7.2.1 | Tootega seotud nduete
kindlaksmaaramine
7.2.2 | Tootega seotud nduete ulevaatus
Oigusaktide ja muud nduded 432 | 5.2 Kliendikesksus
7.2.1 | Tootega seotud nduete kindlaks-
madaramine
Eesmargid, tlesanded ja kava(d) 4.3.3 | 5.4.1 | Kvaliteedieesmargid
5.4.2 | Kvaliteedijuhtimissiisteemi plaanimine
8.5.1 | Pidev parendamine
Elluviimine ja toimimine (ainult pealkiri) 4.4 7 Tooteteostus (ainult pealkiri)
Ressursid, rollid, vastutused ja volitused | 4.4.1 | 5.1 Juhtkonna kohustumus
5.5.1 | Kohustused ja volitused
5.5.2 | Juhtkonna esindaja
6.1 Ressursside hankimine
6.3 Infrastruktuur
Padevus, koolitus ja teadlikkus 4.4.2 | 6.2.1 | (Inimressursid) Uldist
6.2.2 | Padevus, koolitus ja teadlikkus
Teabevahetus 4.4.3 | 5.5.3 | Sisemine infovahetus
7.2.3 | Infovahetus kliendiga
Dokumentatsioon 4.44 | 4.2.1 | (Dokumentatsioonile esitatavad nduded)
Uldist
Dokumendiohje 4.45 | 4.2.3 | Dokumendiohje
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Tabel A.2 — SO 14001:2004 ja ISO 9001:2008 vaheline vastavus (jarg)

ISO 14001:2004

ISO 9001:2008

Toimimisohje 446 | 7.1 Tooteteostuse planeerimine
7.2 Kliendiga seotud protsessid (ainult
pealkiri)
7.2.1 | Tootega seotud nduete
kindlaksmaaramine
7.2.2 | Tootega seotud nduete Ulevaatus
7.3.1 | Kavandamise ja arendamise plaanimine
7.3.2 | Kavandamise ja arendamise sisendid
7.3.3 | Kavandamise ja arendamise valjundid
7.3.4 | Kavandamise ja arendamise ulevaatus
7.3.5 | Kavandamise ja arendamise
nduetekohasuse tdendamine
7.3.6 | Kavandamise ja arendamise
kasutuskohasuse téendamine
7.3.7 | Kavandamise ja arendamise
muudatuste ohje
7.4.1 | Ostuprotsess
7.4.2 | Ostuinformatsioon
7.4.3 | Ostutoodete nbuetekohasuse
téendamine
7.5 Tootmis- ja teeninduskorraldus (ainult
pealkiri)
7.5.1 | Tootmis- ja teeninduskorralduse ohje
Identifitseerimine ja jalgitavus
7.5.2 | Tootmis- ja teeninduskorralduse
protsesside kasutuskohasuse
téendamine
7.5.5 | Toote sailitamine
Valmisolek hadaolukordadeks ja 447 | 8.3 Mittevastava toote ohje
tegutsemine nende puhul
Kontrollimine (ainult pealkiri) 4.5 8 M&6tmine, anallils ja parendamine
(ainult pealkiri)
Seire ja mddtmine 451 | 7.6 Seire- ja mootevahendite ohje
8.1 (M66tmine, anallls ja parendamine)
Uldist
8.2.3 | Protsesside seire ja méétmine
8.2.4 | Toote seire ja mé6tmine
8.4 Andmete anallids
Vastavuse hindamine 45.2 | 8.2.3 | Protsesside seire ja mé6tmine
8.2.4 | Toote seire ja mdédtmine
Mittevastavus, korrigeeriv ja ennetav 453 | 8.3 Mittevastava toote ohje
tegevus 8.4 Andmete analiits
8.5.2 | Korrigeeriv tegevus
8.5.3 | Ennetav tegevus
Toendusdokumentide ohje 45.4 | 4.2.4 | Téendusdokumentide ohje
Siseaudit 4.5.5 | 8.2.2 | Siseaudit
Juhtkonnapoolne llevaatus 4.6 5.1 Juhtkonna kohustumus
5.6 Juhtkonnapoolne ulevaatus (ainult
pealkiri)
5.6.1 | Uldist
5.6.2 | Ulevaatuse sisend
5.6.3 | Ulevaatuse valjund
8.5.1 | Pidev parendamine
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Table A.2 — Correspondence between ISO 14001:2004 and 1SO 9001:2008

ISO 14001:2004

ISO 9001:2008

Introduction — 0 Introduction (title only)
0.1 General
0.2 Process approach
0.3 Relationship with ISO 9004
0.4 Compatibility with other management
systems
Scope 1 1 Scope (title only)
1.1 General
1.2 Application
Normative references 2 2 Normative reference
Terms and definitions 3 3 Terms and definitions
Environmental management 4 4 Quality management system (title only)
system requirements (title only)
General requirements 4.1 4.1 General requirements
5.5 Responsibility, authority and communication
(title only)
5.5.1 Responsibility and authority
Environmental policy 4.2 51 Management commitment
5.3 Quality policy
8.5 Continual improvement
Planning (title only) 4.3 5.4 Planning (title only)
Environmental aspects 4.3.1 5.2 Customer focus
7.2.1 Determination of requirements related to
the product
7.2.2 Review of requirements related to the
product
Legal and other requirements 4.3.2 5.2 Customer focus
7.2.1 Determination of requirements related to
the product
Objectives, targets and 4.3.3 54.1 Quality objectives
programme(s) 542 Quality management system planning
8.5.1 Continual improvement
Implementation and operation 4.4 7 Product realization (title only)
(title only)
Resources, roles, responsibility 44.1 51 Management commitment
and authority 5.5.1 Responsibility and authority
55.2 Management representative
6.1 Provision of resources
6.3 Infrastructure
Competence, training and 4.4.2 6.2.1 (human resources) General
awareness 6.2.2 Competence, training and awareness
Communication 4.4.3 5.5.3 Internal communication
7.2.3 Customer communication
Documentation 4.4.4 4.2.1 (Documentation requirements) General
Control of documents 4.45 4.2.3 Control of documents
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Table A.2 — Correspondence between I1ISO 14001:2004 and ISO 9001:2008 (continued)

ISO 14001:2004

ISO 9001:2008

Operational control 4.4.6 7.1 Planning of product realization
7.2 Customer-related processes (title only)
7.2.1 Determination of requirements related to
the product
7.2.2 Review of requirements related to the
product
7.3.1 Design and development planning
7.3.2 Design and development inputs
7.3.3 Design and development outputs
7.3.4 Design and development review
7.3.5 Design and development verification
7.3.6 Design and development validation
7.3.7 Control of design and development
changes
7.4.1 Purchasing process
7.4.2 Purchasing information
7.4.3 Verification of purchased product
7.5 Production and service provision (title only)
75.1 Control of production and service provision
7.5.2 | Validation of processes for production and
service provision
7.5.5 Preservation of product
Emergency preparedness and 4.4.7 8.3 Control of nonconforming product
response
Checking (title only) 4.5 8 Measurement, analysis and improvement
(title only)
Monitoring and measurement 45.1 7.6 Control of monitoring and measuring
devices
8.1 (Measurement, analysis and improvement)
General
8.2.3 Monitoring and measurement of processes
8.24 Monitoring and measurement of product
8.4 Analysis of data
Evaluation of compliance 45.2 8.2.3 Monitoring and measurement of processes
8.24 Monitoring and measurement of product
Nonconformance, corrective 8.3 Control of nonconforming product
action and preventive action 8.4 Analysis of data
8.5.2 Corrective action
8.5.3 Preventive action
Control of records 4.5.4 4.2.4 Control of records
Internal audit 4.5.5 8.2.2 Internal audit
Managent review 4.6 51 Management Commitment
5.6 Managent review
5.6.1 General
5.6.2 Review input
5.6.3 Review output
8.5.1 Continual improvement
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Lisa B
(teatmelisa)

ISO 9001:2000 ja ISO 9001:2008 vaheline vastavus

Tabel B.1 — Muutused ISO 9001:2000 ja ISO 9001:2008 vahel

1ISO Loik/ Lisamine
9001:2000 |joonis/ (A) v6i Parandatud tekst
Punkt nr tabel/ kustutami
markus ne- (D)
Eesséna ° Lok 2 D+A Rahvusvahelised standardid on koostatud vastavalt ISO/IEC direktiivide-3—osale—2. osale
Eessona ° Loik 3, A Tehniliste komiteede peamine llesanne on rahvusvaheliste standardite ettevalmistamine.
Lause 1
Eessona ° Loik 4, D+A Juhime tahelepanu véimalusele, et méned kaesoleva rahvusvahelise-standardi dokumendi osad
Lause 1 vbivad olla kaitstud patendidigusega.

Eesséna ° Loik 5 D Rahvusvaheline—standard—1SO 9001 valmistati ette ISO/TC 176 tehnilise komitee poolt,

Eesséna® |Loik 6 D
konkreetsed nduded.

A Kéesolev neljas véljaanne tiihistab ja asendab kolmanda véljaande (ISO 9001: 2000), mida on
taiendatud et selgitada teksti métet ja suurendada kokkusobivust ISO 14001: 2004 standardiga

Eessona ° Loik 7 D Relareh ) r-onkaeselevas—versioanismuudetud ning—elsisalda m-mdiste

Eessdna® | Loik 8 D .

Eessona ° Uus ik 7 |A Rahvusvahelise standardi kolmanda versiooni ja kaesoleva neljanda versiooni muudatuste
Uksikasjad on toodud lisas B.

0.1 Loik 1, D i ioont i Huht

Lause 2

A Organisatsiooni kvaliteedijuhtimissiisteemi kavandamist ja elluviimist méjutavad

a) organisatsiooni drikeskkond, muutused selles keskkonnas ja selle keskkonnaga seotud
riskid;

b) tema erinevad vajadused;
c) tema konkreetsed eesmargid;
d) tooted, mida ta valmistab;
e) protsessid, mida ta kasutab;
f)  tema suurus ja organisatsiooniline ulesehitus.

NuGud uus

16ik Kéesoleva rahvusvahelise standardi eesmérgiks ei ole taotleda kvaliteedijuhtimissiisteemide

struktuuri Ghtsust vbi dokumentatsiooni Uhetaolisust.

0.1 Loik 3 A Kéesolevat rahvusvahelist standardit saavad kasutada sisesed ja valised (osa)pooled, sh
sertifitseerimisasutused, hindamaks organisatsiooni vdimet rahuldada tootele kohaldatavaid
kliendi, seadusjargseid ja normatiivseid ndudeid ning organisatsiooni enda ndéudeid.

0.2 Lok 2 D+A Mébjusaks toimimiseks peab organisatsioon identifitseerima maaratlema ja juhtima arvukaid
kaastegevusi. Ressursse kasutavat tegevust voi tegevuste gruppi, mida juhitakse, et vdimaldada
teisendada sisendid valjunditeks, vdib vaadelda protsessina.

0.2 Loik 3 A Protsesside sisteemi rakendamist organisatsioonis koos protsesside ja nende vastastikuste
mojude identifitseerimise ning nende juhtimisega, et saavutada soovitud tulemus, vdib vaadelda
kui “protsessikeskset lahenemisviisi”.

0.3 Loik 1 D+A andardite 1ISO-9001 ja- 1SO-900 4

ISO 9001 ja ISO 9004 on kvaliteedijuhtimissiisteemi standardid, mis on mdeldud teineteist

tdiendama, kuid neid vdib kasutada ka iseseisvalt.

? Eesti standardi markus. Vastavalt EVS Juhendile 5 "Rahvusvaheliste ja Euroopa standardite Ulevétt Eesti standarditeks"
ei lisata Euroopa standardina jéustunud rahvusvahelise standardi ulevotmisel Eesti standardiks sellesse rahvusvahelise
standardi eessona.
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1ISO Loik/ Lisamine
9001:2000 |joonis/ (A) véi Parandatud tekst
Punkt nr tabel/ kustutami

markus ae- (D)

0.3 Loik 3 D+A
Kéesoleva rahvusvahelise standardi valjaandmise ajal on ISO 9004 ilevaatamise staadiumis.
Ulevaadatud 1SO 9004 pakub juhtkonnale juhiseid pideva edu saavutamiseks mistahes
organisatsioonile komplekses, ndudlikus ja Gha muutuvas keskkonnas. ISO 9004 keskendub
laiemalt kvaliteedijuhtimisele kui ISO 9001; see kasitleb kdikide huvitatud poolte vajadusi ja ootusi
ning nende rahulolu organisatsiooni toimivuse siistemaatilise ja pideva parendamisega. Ometi ei
ole see méeldud sertifitseerimiseks, normatiivseks voi lepinguliseks kasutamiseks.

0.3 Loik 4 A MARKUS Kéesoleva rahvusvahelise standardi véljaandmise ajal on standard ISO 9004:2000
Ulevaatamisel.

0.4 Loik1 D+A Kéesolev-rahvusvaheline-s
Kaesoleva rahvusvahelise standardi valjatdtamise kaigus poorati tahelepanu standardi ISO
14001:2004 sétetele, et suurendada nende kahe standardi thilduvust kasutajaskonna hiivanguks.

11 Alapunkt a) |A a) vajab vahendit demonstreerimaks oma suutvust valjastada jarjekindlalt kliendi ning

kohaldatavatele seadusjargsetele ja normatiivsetele nduetele vastavat toodet, ning

Alapunkt b) [ A b) pulab suurendada kliendi rahulolu sisteemi mojusa rakendamise, sh slsteemi pideva
parendamise protsesside ja kliendi ning kohaldatavatele seadusjargsetele ja normatiivsetele
nduetele vastavuse tagamise teel.

MARKUS |D MARKUSRahvusvahelises—standardi

uus A MARKUS 1 Kéesolevas standardis kasutatakse séna “toode” ainult:

MARKUS 2 a) kliendile méeldud v6i tema poolt ndutud toote tdhenduses

b) tooteteostusprotsessi tulemusena tekkinud mistahes ettekavandatud valjundi tdhen-
duses
A MARKUS 2 _Seadusjérgsed ja normatiivsed néuded vdivad olla esitatud digusaktide nduetena.

1.2 Loik 3 A Nouete valjajatmise korral on kinnitused k&esolevale rahvusvahelisele standardile vastavuse
kohta Uksnes siis aktsepteeritavad, kui valjajatmine piirdub jaotises 7 esitatud nduetega ning ei
mdjuta organisatsiooni voimet voi vastutust vaéljastada kliendi ning kohaldatavatele
seadusjargsetele ja normatiivsetele nduetele vastav toode.

> E = . ™y - Y —

D+A

A Hetkel kehtivate rahvusvaheliste stan .
Jargnevalt viidatud dokumendid on k&esoleva dokumendi rakendamiseks h&adavajalikud.
Kuupdevaga varustatud viidete puhul kehtib ainult tsiteeritud viide. Kuupdevaga varustamata

D+A viidete puhul kohaldatakse viidatud dokumendi kdige hilisemat versiooni (sealhulgas selle
parandusi).
ISO 9000:20662005 Kvaliteedijuhtimissiisteemid. Alused ja sénavara.

3 Loik 1 D+A Kéesolevas rahvusvahelises-standardis-dokumendis kasutatakse standardis 1SO 9000 esitatud

3 Ldigud 2,3 | D

4.1 Alapunkta) |D + A a) kindlaks-tegema, maaratlema, millised on kvaliteedijuhtimissiisteemi jaoks vajalikud protsessid
ning kuidas neid rakendada organisatsioonis (vt 1.2),

4.1 Alapunkt e) |A e) seirama, md6tma, kus véimalik, ja analGisima neid protsesse, ja

4.1 Loik 3 D+A Kui organisatsioon otsustab sisse osta mistahes protsesse, mis toote nduetele vastavust
mojutavad, peab ta tagama nende protsesside ohje. Selliste sisseostetud protsesside ohje tiilp ja
ulatus tuleb kvaliteedijuhtimissiisteemis maaratleda.

4.1 MARKUS 1 [D + A MARKUS 1 Ulalnimetatud kvaliteedijuhtimissiisteemi jaoks vajalike protsesside hulka peaksid
kuuluma juhtimistegevuste, ressursihanke, tooteteostuse ja mddtmiste, anallusi ja parenduse
protsessid.

4.1 Uued A MARKUS 2 Sisse ostetud protsess on protsess, mida organisatsioon vajab oma kvaliteedi-

markused juhtimisstisteemi jaoks ja mida organisatsiooni valiku kohaselt teostatakse organisatsioonivalise
2&3 osapoole poolt.

MARKUS 3 _ Sisseostetud protsesside iile ohje tagamine ei vabasta organisatsiooni vastutusest
vastata koikidele kliendi ning seadusjérgsetele ja normatiivsetele nduetele. Kohaldatava ohje tiilipi
ja ulatust mdjutavad sellised asjaolud, nagu:
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Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele

1ISO Loik/ Lisamine

9001:2000 |joonis/ (A) véi Parandatud tekst

Punkt nr tabel/ kurstutami

markus ae- (D)
a) sisseostetud protsessi potentsiaalne mdju organisatsiooni vdimele tarnida nduetele
vastavaid tooteid;

b) maar, milleni protsessi ohjet jagatakse;
c) jaotise 7.4 rakendamise kaudu vajaliku ohje saavutamise vdime.

4.2.1 Alapunktc) |A c) kaesolevas standardis ndutud dokumenteeritud protseduure ja tdendusdokumente, ning

4.2.1 Alapunktd) ([A+D d) dokumente,_, sealhulgas téendusdokumente, ja mida organisatsioon on maaratlenud vajalikeks
vajab-oma protsesside méjusa plaanimise, toimimise ja ohje tagamiseks

4.2.1 Alapunkte) | D 3 is nd 6 2.4).

42.1 MARKUS 1 [A MARKUS 1 Kui k&esolevas rahvusvahelises standardis esineb termin “dokumenteeritud
protseduur”, tdhendab see protseduuri sisse seadmist, dokumenteerimist, ellu viimist ja toimivana
hoidmist. Uks dokument véib kasitleda (ihele véi enamale protseduurile esitatavaid néudeid.
Dokumenteeritud protseduurile esitatavad néuded vdivad olla kasitletud rohkem kui Uhes
dokumendis.

4.2.3 Alapunkt f) [A f) tagamaks, et organisatsiooni poolt kvaliteedijuhtimissiisteemi planeerimise ja toimimise jaoks
vajalikena maaratletud valise paritoluga dokumendid identifitseeritakse ja nende levikut ohjatakse.

4.2.4 Loik 1 D+A Nouetele vastavuse ja kvaliteedijuhtimissusteemi méjusa toimimise kohta téendite olemasolu
tagamiseks sisseseatud tdendusdokumente tuleb ohjata.

- p : = id, ~ R
b S ST _ aterjal-nouetele
Organisatsioon peab sisse seadma Fuleb-keestada dokumenteeritud protseduuri, milles maarat-
letakse menetlused tdéendusdokumentide identifitseerimiseks, hoidmiseks, kaitseks, leidmiseks,
tahtajaliseks sailitamiseks ja kasutuselt kdrvaldamiseks.
Tdendusdokumendid peavad olema loetavad, kergesti identifitseeritavad ja leitavad.

5.5.2 Loik 1 A Tippjuhtkond peab maarama organisatsiooni juhtkonna liikme, kellel muudest kohustustest séltu-
mata peavad olema kohustused ja volitused, mille hulka kuulub

6.2.1 Loik 1 A+D Personal, kes taidab ulesandeid, millest oleneb toote vastavus kvaliteedinduetele, peab olema
padev asjakohase hariduse, koolituse, oskuste ja kogemuste baasil.

uus A MARKUS Vastavust tootenduetele véib otseselt véi kaudselt méjutada kvaliteedijuhtimise
MARKUS susteemi raames mistahes ulesannet taitev personal.
6.2.2 Loigu A+D Padevus, koolitus ja teadlikkus jakeelitus
pealkiri
6.2.2 Alapunktid |A+D a) kindlaks maarama vajaliku padevuse, mida peab omama toote nduetele vastavust
a) & b) kvaliteeti mojutavat t66d tegev personal,
b) kus véimalik, véimaldama koolitust vdi rakendama muid meetmeid selle-vajaduserahulda-
miseks vajaliku padevuse saavutamiseks,
6.3 Alapunkt c) [A c) ) tugiteenused (sellised, nagu transport voi side vdi infostusteemid).
6.4 uus A MARKUS Méiste "tédkeskkond" viitab tingimustele, milles t66d tehakse, sealhulgas fiilisilised,
MARKUS keskkonna- ja muud tegurid (nagu miira, temperatuur, niiskus, valgustus voi ilm).

7.1 Alapunktb) [D + A protsesside ja dokumentide sisse seadmise ning tootele spetsiifiliste ressursside hankimise
vajaduse;

7.1 Alapunkt c) [A vajalikud nduetekohasuse ja kasutuskohasuse téendamised, seire-, mddtmis-, inspektsiooni- ja
katsetegevused, mis on tootele spetsiifilised, samuti kriteeriumid toote aktsepteerimiseks;

7.2.1 Alapunktc) |D + A c) tootele kohaldatavad seetud seadusjargseid ja normatiivseid nduded, ning

Alapunkt D+A d) organisatsiooni enda poolt maaratavad vajalikuks peetud tdiendavad nduded.
d), MARKUS Tooteabiga seotud tegevuste hulka kuuluvad nditeks garantiiremondi tagamine,
uus A lepingulised kohustused, nagu hooldust6éd, ja lisateenused, nagu taaskasutamine voi [6plik
MARKUS kérvaldamine.
7.3.1 uus A MARKUS Kavandamise ja arendamise iilevaatustel, nduete- ja kasutuskohasuse téendamisel on
MARKUS selgepiirilised eesmargid. Neid voib 1&bi viia ja tdendusdokumentides jdadvustada eraldi voi
mistahes kombinatsioonis vastavalt sellele, kuidas on sobiv toote ja organisatsiooni seisukohast.

7.3.2 Loik 2 D+A Need-Sisendid tuleb adekvaatsuse kontrollimiseks lile vaadata. Néuded peavad olema taielikud,
selged ja Uksteisele mitte vasturdakivad.

7.3.3 Loik 1 D+A Kavandamise ja arendamise valjundid peavad olema sellisel_sobival kujul, mis vdimaldab neid
nduetekohasuse téendamiseks (verifitseerimiseks) kavandamise ja arendamise sisenditega
vorrelda, ning nad peavad olema enne lleandeloa saamist heaks kiidetud.

7.3.3 Alapunkt b) | D b) andma ostmiseks, tootmiseks ja teenindamiseks vajalikku asjakohast informatsiooni,

7.3.3 uus A MARKUS Tootmise ja teenindamise korraldust puudutav informatsioon véib sisaldada toote

MARKUS sailitamiseks vajalikke detaile.
7.3.7 Léigud Teksti- Kavandamise ja arendamise muudatused peavad olema identifitseeritud ja tdendusdokumendid
lja2 muudatusi |alal hoitud. Muudatused tuleb vajadusel lle vaadata, nende nduetekohasus ja kasutuskohasus
ei ole, téendada ning enne rakendamist tuleb nad heaks kiita. Kavandamise ja arendamise muudatuste
16igud on Ulevaatus peab sisaldama selle mdju hindamist, mida muudatused avaldavad toote koostis-
naud osadele ja juba valjastatud toodetele. Téendusdokumendid muudatuste ulevaatuse tulemuste ja
Uhendatud | mistahes vajalike meetmete kohta tuleb alal hoida (vt 4.2.4).
7.5.1 Alapunktd) [D + A d) mobte- ja seirevahenditeseadmete kattesaadavust ning kasutamist,
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1ISO Loik/ Lisamine

9001:2000 |joonis/ (A) véi Parandatud tekst

Punkt nr tabel/ kustutami

markus ae- (D)

7.5.1 Alapunktf) |A f) toote véljastamise, kattetoimetamise ja valjastusjargsete tegevuste rakendamist.

7.5.2 Loik 1 D+A Organisatsioon peab tdendama nende tootmis- ja teeninduskorralduse protsesside
kasutuskohasust, mille tulemuseks oleva valjundi nduetekohasust ei ole voimalik tdendada
jargneva seire vdi mddtmise abil—Siia—kuuluvad—protsessid—kus ning mille tulevad puudused
iimsiks alles parast toote kasutuselevotmist voi parast teenuse osutamist, tagajarjena.

7.5.3 Loik 2 A Organisatsioon peab identifitseerima toote seisundi mddte- ja seirenduete suhtes kogu toote
teostamise jooksul.

7.5.3 Loik 3 D+A KUI ndutav on Ja|g|tavus peab organisatsioon toote unikaalset identifitseeringut ohjama ja teete

téendusdokumendid alal hoidma (vt 4.2.4).
7.5.4 Loik 1, D+A Kui kliendi omand on kadunud, kahjustatud voi mdnel muul viisil kasutuskélbmatuks osutunud,
lause 3 dokumendid—alal-hoida peab organisatsioon sellest
kliendile teatama ja dokumendid alal hoidma (vt 4.2.4).
MARKUS [A MARKUS Kliendi omandi hulka v8ib véivad kuuluda intellektuaalne omand ja isikuandmed.

7.5.5 Loik 1 D+A Organisatsioon peab sdilitama toote vastavuse sisemise tootlemise ja ettendhtud sihtkohta
toimetamise jooksul, et sdilitada toote vastavust nduetele. Kohaldatavuse korral peab See
séilitamine sisaldama identifitseerimist, kasitsemist, pakendamist, ladustamist ja kaitset.
Sailitamise ndue kehtib ka toote koostisosade puhul.

7.6 Pealkiri D+A Seire- ja mddtevahendite seadmete ohje

7.6 Loik 1 D+A Organisatsioon peab kindlaks maarama teostatava seire ja mootmised ning seire- ja
moodtevahendid seadmed, mis on vajalikud toote kindlaksmaaratud nduetele vastavuse kohta
téendusmaterjali saamiseks (vt 7.2.1).

7.6 Alapunkt a) [ A a) spetsifitseeritud ajavahemike jarel vdi enne kasutamist kalibreeritud vdi taadeldud, voi
modlemat, vorreldes modteetalonidega, mis on jalgitavad rahvusvaheliste voi rahvuslike
etalonideni; kui selliseid etalone pole, tuleb kalibreerimise vdi taatlemise alus protokollida (vt.
4.2.4);

7.6 Alapunktc) (D +A } Hi ;

c) olema kalibreerimisseisundi maaratlemiseks identifitseeritud;
7.6 Loik 4, NUUd uus | Téendusdokumendid kalibreerimise ning nduetekohasuse tdendamise (verifitseerimise) kohta
lause 3 16ik 5, ilma | tuleb sailitada (vt. 4.2.4).
muuda-
tuseta

7.6 MARKUS |[D+A -1 ja-10012-2
MARKUS Kinnitus, et arvutitarkvara suutvuse kohta rahuldada ettenéhtud rakendust sisaldab
tavaliselt selle nduetekohasuse téendamist (verifitseerimist) ja konfiguratsioonijuhtimist, et
sailitada selle kasutuskalblikkus.

8.1 Alapunkta) [D + A a) teete vastavuse demonstreerimiseks tootenduetega

8.2.1 MARKUS [A MARKUS Kliendi arvamuse seire véib sisaldada sisendi saamist sellistest allikatest nagu kliendi
rahulolu Ulevaated, kliendipoolne info tarnitud toote kvaliteedi kohta, kasutajate arvamusuuringud,
kaotatud aritegevuse analuus, komplimendid, garantiinbuded, vahendajate aruanded.

8.2.2 Uus I6ik 3 |A Tuleb sisse seada dokumenteeritud protseduur auditite planeerimise ja l3biviimise,
téendusdokumentide sisseseadmise ja tulemustest aruandmisega seonduvate kohustuste ja
nduete madratlemiseks.

8.2.2 Loik 3 D+A i e

Nuid I6ik 4 ; &
Auditite ja nende tulemuste tdendusdokumendid tuleb alal hoida (vt 4.2.4).
8.2.2 Loik 4 A Auditeeritava tegevuse eest vastutav juhtkond peab tagama, et avastatud mittevastavuste ja
NuUud 16ik 5 | nende pdhjuste koérvaldamiseks voetakse viivitamatult ette mistahes vajalikud parandused ja
korrigeerivad tegevused.

8.2.2 MARKUS |D+A MARKUS Juhindumiseks vt standardit 1SO-10011-1,1SO-10011-2 ja-}SO-10011-3 1SO 19011.

8.2.3 Loik 1, D Kui plaanitud tulemusi ei saavutata, tuleb teete—vastavuse-tagamiseks sobival viisil ette votta

lause 3 mittevastavuse kérvaldamine ja korrigeeriv tegevus

8.2.3 MARKUS [A MARKUS Sobivaid meetodeid valides on soovitatav organisatsioonil silmas pidada igale
protsessile sobiva seire v6i mddtmise ulatust, vottes arvesse nende méju tootenduetele
vastavusele ja kvaliteedijuhtimise ststeemi méjususele.

8.2.4 Loik 1 A Organisatsioon peab seirama ja médtma toote karakteristikuid, et veenduda tootele esitatud
nduete taitmises. Seda tuleb teha tooteteostuse sobivatel etappidel, kooskdlas plaanitud

Loik 2 D+A meetmetega (vt 7.1). Toendusmatenal vastuvotutmmmustele vastavuse kohta tuleb alal hoida

L&ik 3 D+A - Téendusdokumentidest
peab selguma m||||ne ISIk (mllllsed ISIkUd) on toote kllendlle tarnlmlseks loa andnud (vt 4.2.4).
Toote valjastamine ja teenuse osutamine kliendile ei tohi toimuda enne, kui plaanitud meetmed
(vt 7.1) on rahuldavalt I16pule viidud, valja arvatud siis, kui asjakohane volitatud isik vdi sobival
juhul klient selleks loa annab.

8.3 Loik 1, D+A j i

lause 2

Tuleb sisse seada dokumenteeritud protseduur mittevastava toote kasitlemisega seonduvate

ohjemeetmete ning seonduvate kohustuste ja volituste maaratlemiseks.
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1ISO Loik/ Lisamine
9001:2000 |joonis/ (A) véi Parandatud tekst
Punkt nr tabel/ kurstutami
markus ae- (D)
8.3 Loik 2 A Organisatsioon peab seal, kus voimalik kasitlema mittevastavat toodet thel v6i enamal jargneval
viisil:
8.3 Uus A d) kui mittevastav toode avastati parast valjastamist voi kasutuselevétmist, peab organisatsioon
alapunkt d) rakendama meetmeid, mis on kooskdlas mittevastavuse tagajirgedega véi potentsiaalsete
tagajargedega.
Loik 3 Muudetud
16iguks 4 & id-mi i-ja-jareltegevuste, sh-hangitud-médnduste, kohta-tuleb
Muudetud
Loik 4 16ikeks 3 Kui mittevastav toode on parandatud, tuleb vastavuse demonstreerimiseks selle nduetekohasust
NUUd uus | uuesti tdendada.
Loik 5 alapunkt d) | Téendusdokumendid mittevastavuste laadi ja jareltegevuste, sh hangitud médénduste, kohta tuleb
alal hoida (vt 4.2.4).
8.4 Alapunktb) |D + A b) tootenduetele vastavust (vt 7.2.1) (vt 8.2.4)
c) protsesside ja toodete karakteristikuid ning trende, sh vdimalusi ennetavaks tegevuseks,
Alapunkt c) [A (vt 8.2.3 ja 8.2.4), ning
Alapunkt d) [A d) tarnijaid (vt 7.4).
8.5.2 Loik 1 D+A Organisatsioon peab rakendama meetmeid mittevastavuste péhjuse pdhjuste kdrvaldamiseks, et
valtida nende kordumist.
8.5.2 Alapunkt f) |A f) teostatud korrigeerivate tegevuste méjususe Ulevaatuseks.
8.5.3 Alapunkt e) |A e) teostatud ennetavate tegevuste mdjususe llevaatuseks.
Lisa A Koik D+A Tdiendatud, et kajastada standardit ISO 9001:2008 standardiga ISO 14001:2004 vérreldes.
Lisa B Koik D+A Tdaiendatud, et kajastada standardit ISO 9001:2008 standardiga ISO 9001:2000 vérreldes.
Kasutatud Uued ja D+A Téiendatud, et kajastada uusi standardeid (sealhulgas 1SO 9004, mis on kdesoleva rahvus-
kirjandus parandatud vahelise standardi véljaandmise ajal llevaatamise staadiumis); standardite uusi versioone véi
viited kasutuselt kérvaldatud standardeid.
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Annex B
(informative)

Changes between ISO 9001:2000 and ISO 9001:2008

Table B.1 — Changes between ISO 9001:2000 and 1SO 9001:2008

1ISO Paragraph/ |Addition
9001:2000 |Figure/ (A) or Amended text
Clause No. | Table/ Note |Deletion

(D)

Foreword > | Para 2 D+A International Standards are drafted in accordance with the rules given in the ISO/IEC Directives;
Part 3 Part 2

Foreword® |Para 3, A The main task of technical committees is to prepare International Standards.

Sentence 1
Foreword ° | Para 4, D+A Attention is drawn to the possibility that some of the elements of this international-Standard
Sentence 1 document may be the subject of patent rights.

Foreword® |Para 5 D International-Standard-1SO 9001 was prepared by Technical Committee ISO/TC 176, Quality
Management and Quality Assurance, Subcommrttee SC 2, Quality Systems

Foreword > | Para 6 D

A This fourth edition cancels and replaces the thrrd ed|t|on (ISO 9001 2000) which has been
amended to clarify pomts in the text and to enchance compatibility with ISO 14001: 2004..

Foreword® |Para 7 D "

Foreword > [Para 8 D i

Foreword®> |New para7 [A Details of the changes between the third edition of this International Standard and this fourth
edition are given in Annex B.

0.1 Para 1, D i

Sentence 2
A The design and implementation of an organization's quality management system is influenced by
a) its organisational 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.
Sentence 3 | Now a It is not the intent of this International Standard to imply uniformity in the structure of quality
new management systems or uniformity of documentation.
para

0.1 Para 3 A 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.

0.2 Para 2 D+A For an organization to function effectively, it has to identify 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.

0.2 Para 3 A 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*.

0.3 Paral D+A TFhepresent-editions-of-1SO 9001 and ISO 9004 have-been-developed-as-a-consistent-pairof are

quality management system standards which have been designed to complement each other, but

can also be used independently. Altheugh-the-two-lnternational-Standards-have-different seopes;
they have similar structures in order to assist their application as a consistent pair.

% Note for Estonian standard. In accordance with EVS Guide 5 "Adoption of International and European Standards in
Estonian Standards" no foreword of International Standard is added to Estonian Standard implementing International
Standard adopted as European Standard.
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1ISO Paragraph/ | Addition
9001:2000 |Figure/ (A) or Amended text
Clause No. | Table/ Note |Deletion

(D)

0.3 Para 3 D+A
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 systematic and continual improvement of the
organization’s performance. However, it is not intended for certification, regulatory or contractual
use.

0.4 Para 1 D+A i
During the development of thls International Standard due conS|derat|on 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.

11 Bullet a) A a) needs to demonstrate its ability to consistently provide product that meets customer and

applicable statutory and regulatory requirements, and

Bullet b) A 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 applrcable tatutory and regulatory requrrements

Note D

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

any intended output resulting from the product realisation processes.

New Note 2 |A NOTE 2 Statutory and regulatory requirements can be expressed as legal requirements.

1.2 Para 3 A 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
applrcable statutorv and regulatory requrrements

2 Para 1 W v

D+A
A
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
D+A referenced document (including any amendments) applies.
1SO 9000:26002005 Quality management systems — Fundamentals and vocabulary.

3 Para 1 D+A For the purposes of this document nternational-Standard; the terms and definitions given in ISO
9000 apply.

3 Paras 2,3 |[D he—followi

4.1 Bullet a) D+A a) identify determine the processes needed for the quality management system and their
application throughout the organization (see 1.2),

4.1 Bullet e) A e) monitor, measure where applicable, and analyse these processes, and

4.1 Para 3 D+A Where an organization chooses to outsource any process that affects product conformity with to
requirements, the organization shall ensure control over such processes. The type and extent of
control to be applied to these outsourced processes shall be defined within the guality
management system.

4.1 Note 1 D+A NOTE 1 Processes needed for the quality management system referred to above sheuld include
processes for management activities, provision of resources, product realization, and
measurement, analysis and improvement.

4.1 New Notes |A NOTE 2 An “outsourced process” iS a process that the organization needs for its quality

2&3 management system and which the organization chooses to have performed by an

external party.
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1ISO Paragraph/ | Addition
9001:2000 | Figure/ (A) or Amended text
Clause No. | Table/ Note |Deletion
(®)]
NOTE 3 Ensuring control over outsourced processes does not absolve the organization of the
responsibility of conformity to all customer, statutory and requlatory requirements. The type and
extent of control to be applied to the outsourced process can be influenced by factors such as:
d) the potential impact of the outsourced process on the organization’s capability to
provide product that conforms to requirements;
e) the degree to which the control for the process is shared;
f)  the capability of achieving the necessary control through the application of clause 7.4.

421 Bullet ¢) A c) documented procedures and records required by this International Standard, and

42.1 Bullet d) A+D d) documents, including records, needed determined by the organization to be necessary to
ensure the effective planning, operation and control of its processes. and

421 Bullet e) D ) records required by this-International Standard (see 4.2.4).

42.1 Note 1 A NOTE 1 Where the term “documented procedure” appears within this International Standard, this
means that the procedure is established, documented, implemented and maintained. A single
document may address the requirements for one or more procedures. A requirement for a
documented procedure may be covered by more than one document.

4.2.3 Bullet f) A f) to ensure that documents of external origin determined by the organization to be necessary for
the planning and operation of the quality management system are identified and their distribution
controlled, and

4.2.4 Para 1 D+A Records shall-be established and-maintained to provide evidence of conformity to requirements
and of the effective operation of the quality management system shall be controlled. Reeerds
The organization shall establish a documented procedure shall-be—established to define the
controls needed for the identification, storage, protection, retrieval, retention time and disposition
of records.

Records shall remain legible, readily identifiable and retrievable.

5.5.2 Para 1 A Top management shall appoint a member of the organization’s management who, irrespective of
other responsibilities, shall have responsibility and authority that includes

6.2.1 Para 1 A+D Personnel performing work affecting conformity to product quality requirements shall be
competent on the basis of appropriate education, training, skills and experience.

New Note A NOTE Conformity to product requirements can be affected directly or indirectly by personnel
performing any task within the quality management system.

6.2.2 Clause title |A+ D Competence, training and awareness and-training

6.2.2 Bullets A+D a) determine the necessary competence for personnel performing work affecting conformity

a) & b) to product guality requirements,
b) where applicable, provide training or take other actions to satisfy-these-needs achieve the
necessary competence,

6.3 Bullet c) A ¢) supporting services (such as transport, communication or information systems).

6.4 New Note |A NOTE The term "work environment" relates to conditions under which work is performed including
physical, environmental and other factors (such as noise, temperature, humidity, lighting, or
weather).

7.1 Bullet b) D+A b) the need to establish processes; and documents, and to provide resources specific to the

product;

7.1 Bullet c) A d) required verification, validation, monitoring, measurement, inspection and test activities

specific to the product and the criteria for product acceptance;

7.2.1 Bullet c) D+A c) statutory and regulatory requirements related applicable to the product, and

Bullet d), D+A d) any additional requirements determined considered necessary by the organization.
NOTE Post delivery activities include, for example, actions under warranty provisions, contractual
New Note A g_bliqatic:ns such as maintenance services, and supplementary services such as recycling or final
isposal
7.3.1 New Note [A NOTE  Design and development review, verification and validation have distinct purposes. They
can be conducted and recorded separately or in any combination as suitable for the product and
the organization.
7.3.2 Para 2 D+A TFhese The inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous
and not in conflict with each other.
7.3.3 Para 1 D+A The outputs of design and development shall be proevided-in-a-form-that-enables in a form suitable
for verification against the design and development input and shall be approved prior to release.
7.3.3 Bullet b) D b) provide appropriate information for purchasing, production and fer-service provison
7.3.3 New Note [A NOTE __ Information for production and service provision can include details for the preservation
of product.
7.3.7 Paras 1&2 |No text [Design and development changes shall be identified and records maintained. The changes shall
change. |be reviewed, verified and validated, as appropriate, and approved before implementation. The
Paras review of design and development changes shall include evaluation of the effect of the changes on
now constituent parts and product already Qeli\_/ered. Records of the results of the review of changes
merged and any necessary actions shall be maintained (see 4.2.4).

7.5.1 Bullet d) D+A d) the availability and use of monitoring and measuring devices equipment,
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1ISO Paragraph/ | Addition
9001:2000 |Figure/ (A) or Amended text
Clause No. | Table/ Note |Deletion

(®)]

7.5.1 Bullet f) A f) the implementation of product release, delivery and post-delivery activities.

7.5.2 Para 1 D+A The organization shall validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement —Fhi
processes-where_and, as a conseguence, deficiencies become apparent only after the product is
in use or the service has been delivered.

7.5.3 Para 2 A The organization shall identify the product status with respect to monitoring and measurement
reguirements throughout product realization.

7.5.3 Para 3 D+A Where traceability is a requirement, the organization shall control and—reeerd the unique
identification of the product and maintain records (see 4.2.4).

7.5.4 Para 1, D+A If any customer property is lost, damaged or otherwise found to be unsuitable for use, this-shall-be

Sentence 3 ta the organization shall report this to the customer
and maintain records (see 4.2.4).
Note A NOTE  Customer property can include intellectual property and personal data.

7.5.5 Para 1 D+A The organization shall preserve the eenformity-of product during internal processing and delivery
to the intended destination in order to maintain conformity to requirements. Fhis As applicable,
preservation shall include identification, handling, packaging, storage and protection. Preservation
shall also apply to the constituent parts of a product.

7.6 Title D+A Control of monitoring and measuring-devices_equipment

7.6 Para 1 D+A The organization shall determine the monitoring and measurement to be undertaken and the
monitoring and measuring deviees equipment needed to provide evidence of conformity of product
to determined requirements {see-72.1.

7.6 Bullet a) A a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement

standards traceable to international or national measurement standards; where no such
standards exist, the basis used for calibration or verification shall be recorded (see 4.2.4);

7.6 Bulletc) |D+A | e)beidentified to-enable the calibration status to-be determined;
¢) have identification in order to determine its calibration status;

7.6 Para 4, Now new | Records of the results of calibration and verification shall be maintained (see 4.2.4).

Sentence 3 |para5,
without
change.

7.6 Note D+A Note See ISO 10012-1 and ISO 10012-2 for guidance
NOTE Confirmation of the ability of computer software to satisfy the intended application would
typically include its verification and configuration management to maintain its suitability for use.

8.1 Bullet a) D+A a) to demonstrate conformity-ef-the-preduet to product requirements

8.2.1 Note A NOTE Monitoring customer perception can include obtaining input from sources such as
customer satisfaction surveys, customer data on delivered product quality, user opinion surveys,
lost business analysis, compliments, warranty claims, dealer reports.

8.2.2 Para 2 A The selection of auditors...

Sentence 3
8.2.2 New Para 3 |A A documented procedure shall be established to define the responsibilities and requirements for
planning and conducting audits, establishing records and reporting results.
8.2.2 Para 3 Now he-responsibilities-and-requirements-for planning-and-conducting-audits,-a
para4 aRt-aitaiHhRg-recora ee4.2.4 Aai-be-getHheaiiha-aocutmentea ea
D+A Records of the audits and their results shall be maintained (see 4.2.4).

8.2.2 Para 4 Now The management responsible for the area being audited shall ensure that any necessary
para 5 corrections _and corrective actions are taken without undue delay to eliminate detected
A nonconformities and their causes.

8.2.2 Note D+A NOTE See 1SO-10011-1,1S0-10011-2-and1SO-10011-3 |SO 19011 for guidance.

8.2.3 Para 1 D When planned results are not achieved, correction and corrective action shall be taken, as

Sentence 3 appropriate;-te-ensure-conformity-of the product.

8.2.3 Note A NOTE When determining suitable methods, it is advisable that the organization consider the
type and extent of monitoring or measurement appropriate to each of its processes in relation to
their impact on the conformity to product requirements and on the effectiveness of the guality
management system.

8.2.4 Para 1 A The organization shall monitor and measure the characteristics of the product to verify that
product requirements have been met. This shall be carried out at appropriate stages of the
product realization process in accordance with the planned arrangements (see 7.1). Evidence of
conformity with the acceptance criteria shall be maintained.

i ity wi iteri ined. Records shall indicate the
Para 2 D+A person(s) authorizing release of product for delivery to the customer (see 4.2.4).
} } The release of product and delivery of service to the
customer shall not proceed until the planned arrangements (see 7.1) have been satisfactorily
Para 3 D+A

completed, unless otherwise approved by a relevant authority and, where applicable, by the
customer.

Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele

45



EVS-EN ISO 9001:2008

1ISO Paragraph/ | Addition
9001:2000 |Figure/ (A) or Amended text
Clause No. | Table/ Note |Deletion
(®)]
8.3 Para 1, D+A
Sentence 2 :
A documented procedure shall be established to define the controls and related responsibilities
and authorities for dealing with nonconforming product.
8.3 Para 2 A Where applicable, the organization shall deal with nonconforming product by one or more of the
following ways:
8.3 New bullet | A d) by taking action appropriate to the effects, or potential effects, of the nonconformity when
d) nonconforming product is detected after dgliverv or use has started.
Para 3 Moved | Reeeras—or—the—hature —of —noncontormities —and—any —subsequen
p to be When nonconforming product is corrected it shall be subject to re-verification to demonstrate
ara 4 Para 4 ) s
Moved conformity to the requirements. N _ _ .
Records of the nature of nonconformities and any subsequent actions taken, including
Para 5 to be concessions obtained, shall be maintained (see 4.2.4).
Para 3 |wWhen-nonconformina—_product is-detected-after-delivery
Now
new
bullet d)
8.4 Bullet b) D+A b) conformity to product requirements {see72-1) (see 8.2.4),
Bullet ¢) A ¢) characteristics and trends of processes and products including opportunities for preventive
action (see 8.2.3 and 8.2.4), and
Bullet d) A d) suppliers (see 7.4).
8.5.2 Para 1 D+A The organization shall take action to eliminate the eause causes of nonconformities in order to
prevent recurrence
8.5.2 Bullet f) A f) reviewing the effectiveness of the corrective action taken.
8.5.3 Bullet e) A e) reviewing the effectiveness of the preventive action taken.
Annex A All D+A Updated to reflect ISO 9001:2008 versus 1SO 14001:2004
Annex B All D+A Updated to reflect ISO 9001:2008 versus 1ISO 9001:2000
Bibliography | New and D+A Updated to reflect new standards (including ISO 9004, currently under revision); new editions of
amended standards, or withdrawn standards.
references

46

Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele



(1]
(2]

(3]

(4]

(5]
(6]
(7]
(8]

(9]

(10]
[11]
(12]

(13]

(14]
[19]
[16]
(17]

(18]

(19]
(20]

[21]

EVS-EN ISO 9001:2008

Kasutatud kirjandus
Bibliography

ISO 9004:—*, Managing for the sustained success of an organization — A quality management approach

ISO 10001:2007, Quality management — Customer satisfaction — Guidelines for codes of conduct for
organizations

ISO 10002:2004, Quality management — Customer satisfaction — Guidelines for complaints handling in
organizations

ISO 10003:2007, Quality management — Customer satisfaction — Guidelines for dispute resolution
external to organizations

ISO 10005:2005, Quality management systems — Guidelines for quality plans
ISO 10006:2003, Quality management systems — Guidelines for quality management in projects
ISO 10007:2003, Quality management systems — Guidelines for configuration management

ISO 10012:2003, Measurement management systems — Requirements for measurement processes and
measuring equipment

ISO/TR 10013:2001, Guidelines for quality management system documentation

ISO 10014:2006, Quality management — Guidelines for realizing financial and economic benefits
ISO 10015:1999, Quality management — Guidelines for training

ISO/TR 10017:2003, Guidance on statistical techniques for ISO 9001:2000

ISO 10019:2005, Guidelines for the selection of quality management system consultants and use of their
services

ISO 14001:2004, Environmental management systems — Requirements with guidance for use
ISO 19011:2002, Guidelines for quality and/or environmental management systems auditing
IEC 60300-1:2003, Dependability management — Part 1: Dependability management systems
IEC 61160:2006, Design Review

ISO/IEC 90003:2004, Software engineering — Guidelines for the application of 1SO 9001:2000 to
computer software

ISO Brochure, Quality management Principes °
ISO 9000 — Selection and Use °

ISO 9001:2000 for Small Businesses — What to do; Advice from ISO/TC 176 6

* To be published (revision of ISO 9004:2000). Avaldatakse (ISO 9004:2000 iilevaadatud versioon).
® Available from website http://www.iso.org. On kattesaadav kodulehel http://www.iso.org.
®To be updated and aligned with 1ISO 9001:2008. Kaasajastatakse ja Uhtlustatakse vastavalt ISO 9001:2008le.

47

Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele


http://www.iso.org
http://www.iso.org

EVS-EN ISO 9001:2008

[22] 1SO Management Systems !
[23] Reference web sites:

http://www.iS0.0rg;

http://www.tc176.0rg;

http://www.iso.org/tc176/sc2
http://www.iso.org/tc176/ISO9001AuditingPracticesGroup

A bimonthly publication which provides comprehensive coverage of international developments relating to 1ISO’s mana-
gement system standards, including news of their implementation by diverse organizations around the world. Available from
ISO Central Secretariat (sales@iso.org).

Kord kahe kuu jooksul ilmuv ajakiri, mis pakub 1SO juhtimissisteemide standarditega seonduvate rahvasvaheliste
arenduste laiahaardelist kajastust, sh uudised standardite rakendamisest erinevate organisatsioonide poolt ile kogu
maailma. Ajakiri on kattesaadav ISO kesksekretariaadist (sales@iso.0rg).

48

Uksikkasutaja litsents. Kaesoleva koopia kasutusdigus: AS Taalri Varahaldus, kirjastamis- ja paljundusdigus kuulub Eesti Standardikeskusele


http://www.iso.org
http://www.tc176.org
http://www.iso.org/tc176/sc2
http://www.iso.org/tc176/ISO9001AuditingPracticesGroup
mailto:(sales@iso.org
mailto:(sales@iso.org

