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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 tahelepanu vdimalusele, et k&esoleva
dokumendi mdned elemendid vdivad 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, SIO\_/_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
kvaliteedijuhtimissisteemi 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 Uhtsust
vbi dokumentatsiooni Uhetaolisust.

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withdrawn at the latest by May 2009.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,
ltaly, 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 gquality 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.



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 1SO 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 maératlema
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 lahenemisviis
a) nduete moistmist 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 1ISO
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.

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.

Plaani: sea sisse eesmargid ja protsessid, mis on  Plan: establish the objectives and processes
vajalikud kliendi nduetele ja organisatsiooni necessary to deliver results in accordance
poliitikale vastavate tulemuste saavuta- with customer requirements and the organi-
miseks. zation's policies.

Tee: vii protsessid ellu. Do: implement the processes.

Kontrolli: jalgi ja mddda protsesside ning toodete Check: monitor and measure processes and product
vastavust poliitikale, eesmarkidele ja toote- against policies, objectives and requirements
nduetele ning raporteeri tulemustest. 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

A

» Juhtkonna
kohustused

>

S

Tahistus

Kliendid
.\ |
Kliendid Ressursi- Mootmme
juhtimine a”aluusla —# Rahulolu
parendamine
" Sisend Toote- Viljund
Néuded >
eude "I teostus Toode
protsessid

——» Vaértust lisavad tegevused

™ Informatsiconivoog

Joonis 1 — Protsessikeskse kvaliteedijuhtimissiisteemi mudel
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the quality management system
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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 mdojususele 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 Vvoi
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. ISO 9004 provides a wider
focus on quality management than ISO 9001; it
addresses the needs and expectations of all
interested parties and their satisfaction, by the
systematic and continual improvement of the
organization’s performance. However, it is not
intended for certification, regulatory or contractual
use.
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0.4 Uhilduvus muude juhtimissiisteemidega

Kéaesoleva rahvusvahelise standardi valjatéétamise
kaigus poorati tdhelepanu standardi 1ISO 14001:2004
satetele, et suurendada nende kahe standardi Ghilduvust
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 tédohutus-
juhtimise, finantsjuhtimise voi riskijuhtimise sitsteemid.
Siiski vdimaldab kaesolev 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.



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 sisteemi mdjusa
rakendamise, sh slsteemi pideva parendamise prot-
sesside ja kliendi ning kohaldatavatele seadusjargsetele
ja normatiivsetele nduetele vastavuse tagamise teel.

MARKUS 1
“toode” ainult:

Kéaesolevas standardis kasutatakse sona

a) kliendile moeldud voi noutud toote

tahenduses

tema poolt

b) tooteteostusprotsessi tulemusena tekkinud mistahes
ettekavandatud valjundi thenduses

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

1.2 Rakendus

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

Kui k&esoleva rahvusvahelise standardi mingeid ndudeid
ei ole voéimalik 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

vdi vastutust valjastada kliendi ning kohaldatavatele
seadusjargsetele ja normatiivsetele nduetele vastav
toode.

2 NORMIVIIDE

Jargmised dokumendid on valtimatult vajalikud kaesoleva
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” kaoikjal,
kus see esineb, tahendada ka “teenust”.

4 KVALITEEDIJUHTIMISSUSTEEM

4.1 Uldnéuded

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

Organisatsioon peab

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

b) maadrama 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, moddtma, 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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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.



MARKUS 2 Sisse ostetud protsess on protsess, mida
organisatsioon vajab oma kvaliteedijuhtimissisteemi
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 vdivad
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
vbime.

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 téendusdokumente, 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 vbi 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.
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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,

c) 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.
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