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Ziaf diafviua diafivua
1 Quality management systems - Requirements STULUSUISAMATN — AafANuUa
1 Scope 1 2auaa
This International Standard specifies requirements for a quality
management system whgre an prganlzathn . assruanaatuiisvydadiinuadivsusruunisudisaanwiide
a) needs to demonstrate its ability to consistently provide goods and .
services that meet customer and applicable statutory and regulatory avAns o L
requirements, and a) dagnsudgavlritiudvanusiusalunsliiudinazusnsinasedu
. . . . andatvainaNa waziiafnuamunguunauaziaiody uay
b) aims to enhance customer satisfaction through the effective S e N o o 2 _ J o 4
application of the system, including processes for centinual improvement | ) fifnalszaudifiatiuanuiionalazasgndniumsissynsilaszuui
of the system and the assurance of conformity to customer and fidsz@nama 5ubivnszununisdiulgeatissatiasuadsyuy uasiseAu
applicable statutory and regulatory requirements. AMsdanmAdavAudaiivuagndtuazdainuanguung wasdaiodunld
NOTE 1 In this International Standard, the term “product” only applies to 11 &1 i1 "nae sl winiulddnd
a) goods and services intended for, or required by, a customer, and wnging ummsgmm‘lij‘mmu an melmm LR
. . ) a) &uduazuinis Naaundnsy viaduldeuaudasnisgnén uay
b) any intended output resulting from the operational processes. . aoa
b) wanldeuanurannnszuIunsdjticinig
wanevie 2 weynriaafuardaivdu funsausaviiluizdudadivuanie
NOTE 2 Statutory and regulatory requirements can be expressed as legal ngUINE
requirements.
2 2 Normative references
The following referenced documents are indispensable for the application
of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document
(including any amendments) applies.
ISO 9000:2015, Quality management systems — Fundamentals and
vocabulary
3 3 Terms and definitions

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

{Drafting note: The Annex SL terms are currently incorporated to assist
reviewers of the committee draft. At this time there is no agreement to
incorporate such terms in ISO 9001, and they will be moved later into ISO
9000.

Changes to definitions being developed by ISO/TC176/SC1 have not yet
been incorporated.}
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3.01

organization

person or group of people that has its own functions with responsibilities,
authorities and relationships to achieve its objectives (3.08)

Note 1 to entry: The concept of organization includes, but is not limited to sole-
trader, company, corporation, firm, enterprise, authority, partnership, charity or
institution, or part or combination thereof, whether incorporated or not, public or
private

3.02

interested party (preferred term)

stakeholder (admitted term)

person or organization (3.01) that can affect, be affected by, or perceive
themselves to be affected by a decision or activity

3.03

requirement

need or expectation that is stated, generally implied or obligatory

Note 1 to entry: —Generally implied Il means that it is custom or common practice
for the organization and interested parties that the need or expectation under
consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, for example in
documented information.

3.04

management system

set of interrelated or interacting elements of an organization (3.01) to
establish policies (3.07) and objectives (3.08) and processes (3.12) to
achieve those objectives

Note 1 to entry: A management system can address a single discipline or several
disciplines.

Note 2 to entry: The system elements include the organization's structure, roles
and responsibilities, planning, operation, etc.

Note 3 to entry: The scope of a management system may include the whole of
the organization, specific and identified functions of the organization, specific and
identified sections of the organization, or one or more functions across a group of
organizations.

3.05

top management

person or group of people who directs and controls an organization
(3.01) at the highest level

Note 1 to entry: Top management has the power to delegate authority and
provide resources within the organization.

Note 2 to entry: If the scope of the management system (3.04) covers only part
of an organization then top management refers to those who direct and control
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that part of the organization.

3.06

effectiveness

extent to which planned activities are realized and planned results
achieved

3.07

policy

intentions and direction of an organization (3.01) as formally expressed
by its top management (3.05)

3.08
objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical, or operational.

Note 2 to entry: Objectives can relate to different disciplines (such as financial,
health and safety, and environmental goals) and can apply at different levels
(such as strategic, organization-wide, project, product and process (3.12)). An
objective can be expressed in other ways, e.g. as an intended outcome, a
purpose, an operational criterion, as a quality objective or by the use of other
words with similar meaning (e.g. aim, goal, or target).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended
outcome, a purpose, an operational criterion, as a quality objective or by the use
of other words with similar meaning (e.g. aim, goal, or target).

Note 4 to entry: In the context of quality management systems standards quality
objectives are set by the organization, consistent with the quality policy, to
achieve specific results.

3.09

risk

effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected — positive or negative.
Note 2 to entry: Uncertainty is the state, even partial, of efficiency of information
related to, understanding or knowledge of, an event, its consequence, or
likelihood.

Note 3 to entry: Risk is often characterized by reference to potential events (ISO
Guide 73, 3.5.1.3) and consequences (ISO Guide 73, 3.6.1.3), or a combination
of these.

Note 4 to entry: Risk is often expressed in terms of a combination of the
consequences of an event (including changes in circumstances) and the
associated likelihood (ISO Guide 73, 3.6.1.1) of occurrence.

3.10
competence
ability to apply knowledge and skills to achieve intended results

3.11
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documented information
information required to be controlled and maintained by an organization
(3.01) and the medium on which it is contained

Note 1 to entry: Documented information can be in any format and media and
from any source.

Note 2 to entry: Documented information can refer to

— the management system (3.04), including related processes (3.12);

— information created in order for the organization to operate (documentation);
— evidence of results achieved (records).

3.12

process

set of interrelated or interacting activities which transforms inputs into
outputs

3.13
performance
measurable result

Note 1 to entry: Performance can relate either to quantitative or qualitative
findings.

Note 2 to entry: Performance can relate to the management of activities,
processes (3.12), products (including services), systems or organizations
(3.01).

3.14

outsource (verb)

make an arrangement where an external organization (3.01) performs
part of an organization‘s function or process (3.12)

Note 1 to entry: An external organization is outside the scope of the
management system (3.04), although the outsourced function or process is
within the scope.

3.15
monitoring
determining the status of a system, a process (3.12) or an activity

Note 1 to entry: To determine the status there may be a need to check, supervise
or critically observe.

3.16
measurement
process (3.12) to determine a value

3.17
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audit

systematic, independent and documented process (3.12) for obtaining
audit evidence and evaluating it objectively to determine the extent to
which the audit criteria are fulfilled

Note 1 to entry: An audit can be an internal audit (first party) or an external audit
(second party or third party), and it can be a combined audit (combining two or
more disciplines).

Note 2 to entry: “Audit evidence” and “audit criteria” are defined in ISO 19011.

3.18
conformity
fulfilment of a requirement (3.03)

3.19
nonconformity
non-fulfilment of a requirement (3.03)

3.20
correction
action to eliminate a detected nonconformity (3.19)

3.21

corrective action

action to eliminate the cause of a nonconformity (3.19) and to prevent
recurrence

3.22
continual improvement
recurring activity to enhance performance (3.13)

4 Context of the organization

4.1

4.1 Understanding the organization and its context

The organization shall determine external and internal issues, that are
relevant to its purpose and its strategic direction and that affect its ability
to achieve the intended outcome(s) of its quality management system.

The organization shall update such determinations when needed.

When determining relevant external and internal issues, the organization
shall consider those arising from:

a) changes and trends which can have an impact on the objectives of the
organization;

b) relationships with, and perceptions and values of relevant interested

4.1 anuinTaavAnsuarusun
avdnsdasiansandvualsadurionialunazanauan Adendasdu
TanUszaoduazianvuadnagns uasifinansenusaanuauisaly
ANTUITANR AINLAAUIUDITLTUULZTAMATN

asAnsdasvih iviussialuasfansandivuaifiadnily

diafiansandvuadssduaialunazaauaniildendiag asdnsdag
Az ALtinann:
a) uaguwilasuazuun Tinnausainasaingilssavduagasrnsg

b) AnuduWusAU uasnwaneal uazyaruaIgnaula
) MAuqualssiu aauanudidgiivnagns ulaunaaialy uay
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parties;
C) governance issues, strategic priorities, internal policies and
commitments; and

d) resource availability and priorities and technological change.

Note 1 Understanding the external context can be facilitated by considering
issues arising from legal, technological, competitive, cultural, social, economic
and natural environment, whether international, national, regional or local.

Note 2 When understanding the internal context the organization could consider
those related to perceptions, values and culture of the organization.

WAWU LAY
d) nFwennsifiag wazaduamnuadAdn uaznsidasundasnaiuiad
g

winewme 1 nsnsudunanauansunsanalvitialaafiasandsaduiiia
AU MATUTRE w2ty Tarusssn f9au LATHSAR LRYETINUG
SMwwnday , i1 uund,sedulsaneg, aiana wiaviasdu

wnawg 2 Wavihanudnladunaialuasdns anafasangiiedasdunis
5u§ ANflay uREIUETTULRIAIANT

4.2 Understanding the needs and expectations of interested

4.2 anuiznlamusnilunazanuaiauivaacifidiuiaaidag

4.2 .
parties
h at hall determi AVANTARINAITUNANNUR
e organization shall determine R, y . .
g === . a) gniulasrrutdaAusruunsInNIsALAIN LaYy
a) the interested parties that are relevant to the quality management . . . Uy
system, and b) anudavnisuasdfidhuldsruianani
b) the requirements of these interested parties s @ s o - . 4, . -
avAnsdiasvir I iuaiadunsRasandAIuue tWavinaudinla wasd
o & o o da o o % =
The organization shall update such determinations in order to understand anudiuwsaanuamanisnfinadadaivuagndiuasanufisnala
and anticipate needs or expectations affecting customer requirements AIFNA
and customer satisfaction.
- , i , i avdnsdasiansanumaaiidiulda udadosalald:
The organization shall consider the following relevant interested parties: .
a) anAN1lnansy
a) direct customers; b) &4 . .
C) {Wda HAaE1nne {A1l&n wiadu q MAmdasluvireldadniu
b) end users; .
d) "adg uag
c) suppliers, distributors, retailers or others involved in the supply chain; e) R ldudalagdu 9
d) regulators; and
e) any other relevant interested parties. umﬂmqmmimmaﬂuﬂaanvu wazaiainluaulandasaunsavinnlssey
Tanmalunisdiudgenasuinnssu
Note Addressing current and anticipated future needs can lead to the
identification of improvement and innovation opportunities.
4.3 | 4-3 Determining the scope of the quality management system 4.3 MRS TDULUAUDISELLLEUSAMLATI

The organization shall determine the boundaries and applicability of the
guality management system to establish its scope.

avAnsfiasAivuansauuaznslseanslinadsruunisinnisaanwiia
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When determining this scope, the organization shall consider

a) the external and internal issues referred to in 4.1, and

b) the requirements referred to in 4.2.

The scope shall be stated in terms of goods and services, the main
processes to deliver them and the sites of the organization included.

When stating the scope, the organization shall document and justify any
decision not to apply a requirement of this International Standard and to
exclude it from the scope of the quality management system. Any such
exclusion shall be limited to clause 7.1. 4 and 8 and shall not affect the
organization’s ability or responsibility to assure conformity of goods and
services and customer satisfaction, nor can an exclusion be justified on
the basis of a decision to arrange for an external provider to perform a
function or process of the organization.

Note: An external provider can be a supplier or a sister organization (such as a
headquarters or alternate site location) that is outside of the organization s
quality management system.

The scope shall be available as documented information.

Iavinuauuail

WaRansanfivuazaue asdnsdasiansan

a) szsumalunazaiauan @1989au 4.1 uay
b ) diafnuaavéiivlu 4.2

Aauanaad lasunisseylusduuuuaddudnarudnig ATENUMTUAN
AYNAT LazTudvaaufisvlsynaunisuadaddng

Wlaszyrauue asdnsdasdavinianans wazlvidasuwaaemsindulalag
Alidszandlidamiuvuazasnagiuanaatiuivaznisaziuaanain
ADULAMUDITZULLUINNT msasﬁu"ﬁm%ﬁﬁmagﬁﬁa 7.1 4 uae 8 uay
faslifinasdamuauisaviaanusufinvaunasaddnsiiiailsyiunis
f2AAN2IUIRUAILRLLEANT uazANNAInaluavgna uag i
susaaziulunsiimanaduaddunisdadulaligdonauniauan
A3L1IIANTUNIIRIUNTANTLUIUNTUDIAIANT

'

e geeuaunmauanansadugindiivminavias¥vgnuasacdng (1au
driinoulng viasnunuenesluddu) Naguanszuun1sInNITAMAIN

aaunndasiagifluianansdaya

4.4

b) determine the inputs required and the outputs expected from each

4.4 Quality management system

4.4.1 General

The organization shall establish, implement, maintain and eentinually
improve a quality management system, including the processes needed
and their interactions, in accordance with the requirements of this
International Standard.

4.4.2 Process approach

The organization shall apply a process approach to its quality
management system.

The organization shall:

a) determine the processes needed for the quality management system
and their application throughout the organization;

4.4 szuun1sian1saaLN I

4.4.1 vl

avAnsfiasdnrin inldd{id s1595n11 wazdiuilgessuunisusung
AaLNatTesatiias udnszinumsailunarliukus anuau
fasmsuasiinnassruuunnfadiosaiiiag

4.4.2 A1530NSLEINIEUIUNNT

29ANTAI TENTIANTITLTEINTELNUMSAUTTUULFATALANW
avAnNsIAav:

a) Aasandmuanszunsiludniuszuunsiansaannwna
nsilseenefitiiiioasdns
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process;
c) determine the sequence and interaction of these processes;

d) determine the risks to conformity of goods and services and customer
satisfaction if unintended outputs are delivered or process interaction is
ineffective;

e) determine criteria, methods, measurements, and related performance
indicators needed to ensure that both the operation and control of these
processes are effective;

f) determine the resources and ensure their availability;
g) assign responsibilities and authorities for processes;
h) implement actions necessary to achieve planned results;

i) monitor, analyse and change, if needed, these processes ensuring
that they continue to deliver the intended outputs; and

j) ensure eentinuakimprovement of these processes.

b) Aasanfvuailaianisnaainiunasnaiananisannusas
ATEUIUNNT

¢) Asaniruaaduiiusarliduiusuasnseuunisvai

d) fasaniuuaanudasiialiganndasuasfuduazudns uay
ANuRonalagndt winualildamudela via Ufduiusseninonssunu
lifilss@nana

e ) Rasandnuainaad 385 nsia wavslvtiaussousiAadasil
FufluialvinilainnsafiunisuazmiuauaseuIun A
Ussdnzua

f ) Ransandvuaninennsuazvinlisiuladenisiiag

g ) vauwinaAmNsuAntauLaraIuAnting dmsudviunsyinums
h ) sflumsiandludialiussanadwsanuiinounu’ls

1) hanau iasev uanldauudas, dr13ily, nszuiunmsmani
Walifulaindonsdonadnsmuiifela uas

j) vinlustulafinisuuilyeasaesatfiasuadnsyinunmsivaii

5 Leadership

5 asiflusduin

5.1

5.1 Leadership and commitment

5.1.1 Leadership and commitment with respect to the quality
management system

Top management shall demonstrate leadership and commitment with
respect to the quality management system by

a) ensuring that quality policies and quality objectives are established for
the quality management system and are compatible with the strategic
direction of the organization;

b) ensuring the quality policy is understood and followed within the
organization;

¢) ensuring the integration of the quality management system
requirements into the organization‘s business processes;

d) promoting awareness of the process approach;

e) ensuring that the resources needed for the quality management
system are available

5.1 anuflugiiuazanusjesiu

5.1.1 ffiiuazanusesiufiun1suduisinnisscuuaainn
Hudvissedugodasuaa itiuangdinuazanueiufussuunis
FATAUAN AL

a) vihbwisiulanulemnanauninuasiaglssadaannlésunsiavin
dgusussuunsiansaainw uastinduladunaniivnagnsuag
avANg

b) vinlvisfulainutaunaqaawiiiuiidinla uaglddnsfiaauaialy
avANg

c) vinlistulainléfinnsmiusinaasdiadvuassuudmsaanng
N3LUIUNTNIIGIAUAIAIANST

d ) seBuanuaszuinludanseuiunis

e ) virlvisulanisfaduasninennsiindudvsussuunsians
AOLATN

f ) vinms&asnsanuadguasnisudmsaanwifidssandna uas
faardavAudaiUnuAuaITTULLIMITAALATN Lagdai 1 nuauaIdUA
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f) communicating the importance of effective quality management and of
conforming to the quality management system requirements and the
requirements of goods and services;

g) ensuring that the quality management system achieves its intended
euteomes outpults;

h) engaging, directing and supporting persons to contribute to the
effectiveness of the quality management system;

i) promoting eentingal improvement and innovation; and

j) supporting other relevant management roles to demonstrate their
leadership as it applies to their areas of responsibility.

5.1.2 Leadership and commitment with respect to the needs and
expectations of customers

Top management shall demonstrate leadership and commitment with
respect to customer focus by ensuring that

a) the risks which can affect conformity of goods and services and
customer satisfaction are identified and addressed;

b) customer requirements are determined and met;

c) the focus on consistently providing goods and services that meet
customer and applicable statutory and regulatory requirements is
maintained;

d) the focus on enhancing customer satisfaction is maintained,;

NOTE Reference to —businessll in this International Standard should be
interpreted broadly to mean those activities that are core to the purposes of the
organization's existence.

LRZLINNS

g ) ffulai sruumsdanisaamnldnaniuaun’e

h ) 4hin Avuefiane wasaiusayulviwidnonuiidrululscdndnauag
FEUUUIUITAUAN

) douianatvsaliasuaruinngsy uay

j) afusguuunuInduy q Adendasdunisinnis iiauaaelviiudeny
lugintuiudanusufinzuay

5.1.2 anufluditnazanuesivdumiusiniunazanuaianie
AAINA
HUAMISTEAUFIFaILEAIA NN UATAINNTUALASIIugAAT Taavin
Wisfulain

a) ANULEIRINAGANTHAAARAILDIAUAUALLIAT WATAIINRY
walanasgnAldsun1sseywazinnisg
b)tiad1nuagnarlasunisiansandiruanaziunisaauduayg

c) Sneuiulunmstiuinsduduazidnsiinsefudaivuagnduasy
dafiruamunginauariafofuiiiiedas atreasinaua

d) winlunsinanufiowalazasqndléunissiseinmn

NUNELKAH198989 —businessll 1eFunsiiauadng
AvavRaninadvianssudeiindnnisingisyavduasnisaisatavdng

5.2

5.2 Quality policy

Top management shall establish a quality policy that:

a) is appropriate to the purpose of the organization;

b) provides a framework for setting quality objectives;

¢) includes a commitment to satisfy applicable requirements, and

d) includes a commitment to eentinual improvement of the quality
management system.

5.2 uTlauaqainn

HUFNTTEAUFIG DY :
a) angRuAUInglsTReAuavavdng
b) Winsauamsunisdeinglseaodnanin
c) AT satiadnuaiiAaidas
d) NusjesTuaglsulseatnosatiias

=i a/
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The quality policy shall:
a) be available as documented information;

b) be communicated within the organization;
c) be available to interested parties, as appropriate; and

d) be reviewed for continuing suitability.

NOTE Quality Management Principles can be used as the basis for the quality
policy.

fa
a) fiagifluiiayaianans
b) 1é5uns&asnsaaluacdns
c) wiauaglvidy ,
d) leFumsasiamudrnsuanuungausa’lil

snsalivdnmsudmisauaamwiluiusrusmsuulamaqauaw

5.3 Organizational roles, responsibilities and authorities

5.3 UNUAN ANUSLRAAAL warduNaulig Tuavdns

53 , .
HU31TsTa ugusiadvinlriiulain nin
Top management shall ensure that the responsibilities and authorities for umnniiAmdasldsunsuauvanaazdagisaaluasdns
relevant roles are assigned and communicated within the organization.
Top management shall be accountable for the effectiveness of the quality AUAMITTAUFIAL6HITUAR
management system and shall assign the responsibility and authority for: AavNaununaa :
) _ a) Mulai sLUUUIMITAUANAIAAR YA UAINUADINITUDIUIATFIU
a) ensuring that the quality management system conforms to the
requirements of this International Standard and, b) vinlyi snonfliduiug uavdouatuas  dws
b) ensuring that the processes interact and are delivering their intended
outputs, c) fak
c) reporting on the performance of the quality management system to top | audflulunisg
management and any need for improvement, and d) vinluistfulalunssoiasy ANNGRINTYNAITI
d) ensuring the promotion of awareness of customer requirements avANg
throughout the organization.
6 6 Planning 6 NMFTMVUNU

6.1 | 6-1Actions to address risks and opportunities 6.1 msefiunsfiuanndavuaziana
When planning for the quality management system, the organization shall , AIANTAAINANTAUN
consider the issues referred to in 4.1 and the requirements referred to in 4.1 dafvualuda 4.2
4.2 and determine the risks and opportunities that need to be addressed Tamadis i dae addressed
to
a) assure the quality management system can achieve its intended a) Taiszuudsins
outcome(s), (outcome(s))
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b) assure that the organization can consistently achieve conformity of
goods and services and customer satisfaction,

c) prevent, or reduce, undesired effects, and

d) achieve eentingal improvement.

The organization shall plan:

a) actions to address these risks and opportunities, and
b) how to

1) integrate and implement the actions into its quality
management system processes (see 4.4), and

2) evaluate the effectiveness of these actions.
Any actions taken to address risks and opportunities shall be

proportionate to the potential effects on conformity of goods and services
and customer satisfaction.

Note Options to address risks can include for example risk avoidance, risk
mitigation or risk acceptance

b ) ffui asAnsausausIaliidanAdas R AUATLATLFATURTAIN
fvwalavavgndiatvsiniaua,

c) flasdu , . nsenuiilifiedsyaed

d) atssiaiias

AVANTADIILNY :

a) wianiiuay ,

b)
1) (
4.4),

2) Usuifiutlssandnanasnsanfiunisiuand

gaaflu
nuiidnaanivizanmdauaIduMN
UDIRYNAN
ilavAu/ /

6.2

6.2 Quality objectives and planning to achieve them

The organization shall establish quality objectives at relevant functions,
levels and processes.

The quality objectives shall

a) be consistent with the quality policy,

b) be relevant to conformity of goods and services and customer
satisfaction,

c) be measurable {if-practicable),

d) take into account applicable requirements,
e) be monitored,

f) be communicated, and

g) be updated as appropriate.

s 'y -
6.2 3 quUsravA AN HATANITIIVUNULNALISSY

29ANTAAYTRYINInaUsTRIARLAN
thendiag

Taniseavornaninéiag

a )&anAladAuulaunananw

b) \Aendiag FAAARDIVIRUAILRSLINNT LAY anAn
c) aunsada'lé (apracticable),

d) diafnuailssandld

e) lesunmstanautiiseie

f) 1é5unns

g) le5uns

s v < v o s <
aomnsmaamnsnmwauamqﬂssmﬂﬂmmwuJuLanms
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The organization shall retain documented information on the quality

objectives. Wianswadgmsussaianlssaodnainin, asdnsdasiaisann
When planning how to achieve its quality objectives, the organization

shall determine a) .

a) what will be done, ) néasns ( 7.1),

c) lastiluau

, , d) lwudussa
¢) who will be responsible, &) A4ty

b) what resources will be required (see 7.1),

d) when it will be completed, and

e) how the results will be evaluated.

6.3 | 6-3 Planning of changes 6.3 nsunnulaauulag
The organization shall determine the needs and opportunities for change ) B
to maintain and improve the performance of the quality management 29ANTHAYRANTUIANUA Fuflu
system.

The organization shall undertake change in a planned and systematic
manner, identifying risks and opportunities and reviewing the potential
consequences of change.

avANsAadinng atnofissiouuuuinunaziuszuy ,

NOTE Specific requirements on control of changes are included in clause 8.

diafvuaanizlunismuaumsilasuulacatludiadvua

7 7 Support

7.1 7.1 Resources 7.1 nsnenns

7.1.1 General 7.1.1 vl

avAnsdasiiansanfvuauaslvininenasiindusgviun ,

The organization shall determine and provide the resources needed for L , .
BHIISRAHDS 61ATEUUNITANANT

the establishment, implementation, maintenance and eentinual '
improvement of the quality management system.
29ANTADINANTUN

The organization shall consider o o a) ifiag ANURINIA uardiadnda Aifiag
a) what are existing internal resources, capabilities and limitations, and b) fudnuazdnsfiaziteunasnneauan

b) which goods and services are to be sourced externally.

7.1.2 1as9a$19Mug U
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7.1.2 Infrastructure

The organization shall determine, provide and maintain the infrastructure
necessary for its operations and to assure conformity of goods and
services and customer satisfaction.

Note Infrastructure can include,
a) buildings and associated utilities,

b) equipment including hardware and software, and

c) transportation, communication and information systems.

7.1.3 Process environment

The organization shall determine, provide and maintain the process
environment necessary for its operations and to assure conformity of
goods and services and customer satisfaction.

NOTE Process environment can include physical, social, psychological and
environmental factors (such as temperature, recognition schemes, ergonomics
and atmospheric composition).

7.1.4 Monitoring and measuring devices

The organization shall determine, provide and maintain the monitoring
and measuring devices needed to verify conformity to product
requirements and shall ensure that the devices are fit for purpose.

The organization shall retain appropriate documented information as
evidence of fithess for purpose of monitoring and measuring devices.

NOTE 1 Monitoring and measurement devices can include measuring equipment
and assessment methods such as surveys.

NOTE 2 Monitoring and measurement devices can be calibrated or verified, or

both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards.

7.1.5 Knowledge

1ISO9001 Requirement
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The organization shall determine the knowledge necessary for the
operation of the quality management system and its processes and to
assure conformity of goods and services and customer satisfaction. This
knowledge shall be maintained, protected and made available as
necessary.

Where addressing changing needs and trends the organization shall take
into account its current knowledge base and determine how to acquire or
access the necessary additional knowledge.(See also 6.3)

7.1.5 anug

29ANIGaY anug duilu
FaMsAAINLAZATEIIUNIT LAy Walifulalvidanadasuasdudi
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WU TN a9dnTagATiogy avdaNg
M lAlasunzatdingeanuiiutaui

7.2 Competence

7.2 anudunsa

7.2
The organization shall: A9ANSEaY:
a) determine the necessary competence of person(s) doing work under . 4. o . .
its control that affects its quality performance, and a) Avuamugsanduzasaunvinuaialanmsmuan  KWasa
AU
géﬁg;ﬁgi trgra:i:]?:gqseop:eerfggrsieifeFOmpetent on the basis of appropriate | ) yiqqyigiutainaumaniifiqane anuiug Anausy
’ ’ ’ w3a Usyaunisal
da T v ¥ o 2 o d . g
c) where applicable, take actions to acquire the necessary competence, | ©) Tmsdssandilifle , vinbildanagvanansananiy,
and evaluate the effectiveness of the actions taken, and )
d) retain appropriate documented information as evidence of d) dayafimanzau iwmdngrurasanuanss
competence. o
nseniiunsigdasalasiu |, fadn: asliillnausy,
NOTE Applicable actions may include, for example: the provision of training to, Lﬂuﬁtg{m, wsa mmauﬁu—,m—ms}}—,ﬁuwﬁmquﬂqqﬁu; A159719
the mentoring of, or the re-assignment of currently employed persons; or the 6 )
hiring or contracting of competent persons. v
7.3 | 7.3 Awareness 7.3 enuasruiin

Persons doing work under the organization‘s control shall be aware of
a) the quality policy,

b) relevant quality objectives,

c) their contribution to the effectiveness of the quality management
system, including the benefits of improved quality performance, and

d) the implications of not conforming with the quality management system
requirements.

Hringunaldnisamiuauuadadfng aavlinuasesniingy

a)
b)Jnaussavdaaaniiiidadag
c) fia -

sglaminasnisdiuilge
d)wansznurasnshigzanadaviudainuauadssuuLEMITAMATW

1ISO9001 Requirement

w15/ 32



7.4 Communication

7.4 7.4 msdaans
The organization shall determine the need for internal and external B
communications relevant to the quality management system including avANIRaINITAN il
fisipendagiy
a) on what it will communicate, a)
b) when to communicate, and b) la'lus
¢) with whom to communicate. ©)
7.5 | 7.5 Documented information 7.5 anans dayaanans
7.5.1 il

7.5.1 General
The organization‘s quality management system shall include

a) documented information required by this International Standard,
b) documented information determined by the organization as being
necessary for the effectiveness of the quality management system.

NOTE The extent of documented information for a quality management system
can differ from one organization to another due to
a) the size of organization and its type of activities, processes, products
goods and services,

b) the complexity of processes and their interactions, and

¢) the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information the organization
shall ensure appropriate

a) identification and description (e.g. a title, date, author, or reference
number),

b) format (e.g. language, software version, graphics) and media (e.g.
paper, electronic),

c) review and approval for suitability and adequacy.

7.5.3 Control of documented Information

UUATIAAITAAUATNUDIAIANTADITINE

a) Laﬂmsﬁaagmmmsﬁ:hLﬂuimﬂmmgmmmmﬁ ,
b) ananstiayannias ARasanlagavdnsnadudmiudseans

2auluauadiayalandITAINIUTEULNITLIUITAMAINDIALANEY
¥UINIRIANT
a) AUAADIAIANTUARLUTLLANUDIAANTTU ATLLIUANT RUAINAASTUa

b)anududiaunasnszuiunis wasljduwus

<)

7.5.2 ns3ninuazvin linusdia

d5uilsetiayatanans avAnsg diag
a) fhio uavAradng (12du £
nuNLLRUE9A)
b) suuuy (tdun1e fuzanviuig nsfln) wazda (LunsEaN
aldnnsaiing),
c)
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Documented information required by the quality management system
and by this International Standard shall be controlled to ensure
a) it is available and suitable for use, where and when it is needed, and

b) it is adequately protected (e.g. from loss of confidentiality, improper
use, or loss of integrity).

For the control of documented information, the organization shall
address the following activities, as applicable
a) distribution, access, retrieval and use,

b) storage and preservation, including preservation of legibility,
c) control of changes (e.g. version control), and

d) retention and disposition.

Documented information of external origin determined by the
organization to be necessary for the planning and operation of the quality
management system shall be identified as appropriate, and controlled.

NOTE Access implies a decision regarding the permission to view the
documented information only, or the permission and authority to view and
change the documented information, etc.

7.5.3 nsauAuAAI5AaYaANIAS

fiayatnasiauiu

1 giavl6funns wwalviulain
a) avwsauld uasngauiunsldou Alvusandialusianiu wae
b) 1asunsilasAuadrowariiay (\du 1diating
Tuwangan wiavinliliguysal)

gnFunsaiuANtandsiiayaiN&s ,a9AnTfag

sialaldl, AufTaLe

a) 1swandane, i AT

b) AsdaLAuuarnsiAusaE udnsiiusaviaiuaanléddaiau
¢) muaunsldnuuilas (LdualuauIasi),

d)

lanasdiayatnasuadangsdumenauaniiiuuaaaaddngin
ANHURNTUNITIIUNULRENITA L TUINULDITZUUAITIANITAUNIN
favlasunsdiviv

AsLdinge asdaduladmiuanilunsgiaya’ls
LNy, % unsau uazdsudagulanasiayainans
tHugiu.
8 8 Operation 8 msaiiuns
g1 |81 Operational planning and control 8.1 M FNILNURATNISAILAN ANSEALTIUNNS

The organization shall plan, implement and control the processes
needed to meet requirements and to implement the actions determined in
6.1, by

a) establishing criteria for the processes

b) implementing control of the processes in accordance with the criteria,
and

c) keeping documented information to the extent necessary to have
confidence that the processes have been carried out as planned.

AVANTHADIMILLHY, wazAILANATTINUANTI T Wia
fdafi1uua 6.1

a) ALARINTUNTLLIUNST

b) ATTUIUNTANLAMUIN LAY

c) dayanas lwraveafianiy Wassvanudaiu 31
N3¥UIUTAGNTUA NN
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The organization shall control planned changes and review the
consequences of unintended changes, taking action to mitigate any
adverse effects, as necessary.

The organization shall ensure that eutsourced-processes-are the
operation of a function or process of the organization by an external
provider is controlled (see 8.4).

Note Operation of a function or process of the organization by an external
provider is often referred to as outsourcing.

A9ANIGAIN
Ti'leavla, nsyvintlaaanadinatfevsiuay ,
Andu.

dunudiuladrunil
eFunsaiuau (

adAns U1 —SmmnReaae
UavAIANTIaa TN
8.4)

fHulagdruniondanssuiunisuasasdnsinanis
WiviasarauaniiniZanngiuinunag

8.2

8.2 Determination of market needs and interactions with
customers

8.2.1 General

The organization shall implement a process for interacting with
customers to determine their requirements relating to goods and
services.

Note 1 A “customer” means an existing or potential customer

Note 2 The organization can interact with other relevant interested parties to
determine additional requirements for goods and services (see 4.2).

8.2.2 Determination of requirements related to the goods and
services

The organization shall determine as applicable
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 goods and
services, and

d) any additional requirements considered necessary by the organization.

Note: Additional requirements can include those arising from relevant interested
parties

8.2.3 Review of requirements related to the goods and services

8.2 ASWANTAUIANINADIANTADIAANALATAITNALRUAIGAYNA
8.2.1 virll
avAnsfavlfiTaH 14 UfdukusAugndfiaidas
AnuaANNdasMsiAmdasAuduAuasans
1 "gnd" nunade gnarilagiiunazgnaivune
2 aaﬂ'nsmmmﬂq‘,jﬁuﬁuﬁﬁnﬂmﬁau‘laa“iu q AAendasiiadivua
damruaiisiudvsududiuaziznig (g 4.2)

8.2.2 AsWansanfuamINGaIASAL AN aALAUA T UAL
U3nN157

2IANTARINIANTAUN Winflanansaysu e

a) fiadvuaifinuatasgndrnudeiamuadviunisinadouay

N5

b) dariuuaiilildsyyinagadn usduilu
Avininsu

c) wszstaituazdatvduldfududnazuanig uay

d) diafvuai A uilu Teaasdns
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The organization shall review the requirements related to the goods and
services. This review shall be conducted prior to the organization's
commitment to supply goods and services 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) goods and services requirements are defined and agreed,

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

c) the organization is able to meet the defined requirements.

Documented information describing the results of the review shall be
maintained.

Where the customer does not provide documented statement of their
requirements, the customer requirements shall be confirmed by the
organization before acceptance.

Where requirements for goods and services are changed, the
organization shall ensure that relevant documented information is
amended and that relevant personnel are made aware of the changed
requirements.

NOTE In some situations a formal review is impractical for each order. Instead
the review can cover other relevant information available to the customer.

8.2.4 Customer communication

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

a) goods and services information,

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

c) customer feedback, including customer complaints (see 9.1),

d) the handling of customer property, if applicable, and

e) the specific requirements for contingency actions, where relevant.

AIANTERINUMIUAMNGAINTALALI DI ALEUALATLEAT
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8.3 Operational planning process

8.3 MIUNUATALTHIUIUATELIUANS

8.3
In preparing for the realization of goo_ds and services, the organlzgtlon AsnalitAnduduazusnns, avAnsdafliatd
shall implement a process to determine the following, as appropriate, AszuAs TSRS A uae 2l
a) requirements for the goods and services taking into consideration ¢ ’
relevant quality objectives; . .
. . . . . . a) ANuGaINITRUAILRUTNITNARIITAUAITRaUTERIARUATWT

b) actions to identify and address risks related to achieving conformity of 2 .. : :
goods and services to requirements; tNETBINTAUN L .

th that will b ired arising f th i ts for th ) R
c) the resources that will be required arising from the requirements for the T——— ) =

) .o 9 9 q fapmdavdiamnuauAILazysnIg
goods and services; " 4. o . N
o _ c) ninannsazdavNIsaNdaiIuUARUAILAELSNS
d) the criteria for the acceptance of goods and services; d) tnawrilunisaanduiudiuaznig )
e) required verification, validation, monitoring, measurement, inspection e) ArNTsu ATMIUFAY N55UTaY NSLENTEINRAMIN NMTATIARAL LR
and test activities specific to the goods and services; mMsneagauiuns &UALAZLE NS
f) how the performance data will be established and communicated; and | f) fayaduaussaug as'lasunsiarin ,
. - . . . dairvuag1niunissautia 1311530 ATLLAY
g) requirements for traceability, preservation, goods and services delivery gz ufi ? ja u, ' INTIRRIAUAIUR
and post delivery activities. 150115 AL AANTIURAIATRINAL
The output of this planning process shall be in a form suitable for the SWsuay Gavat
organization's operations. AU UDIDIRAS
NOTE 1 Documented information specifying the processes of the quality 3 y
management system (including the realization of goods and services processes) 1 andsdaya 7 (
and the resources to be applied to a specific good and service, project or contract | aszuunsAaliitAadudnazidnig) uwasniwennsazlidanie Fududuag
can be referred to as a quality plan. i Beanin
o ) ) ) winewe 2 avAnsfansalssandlddaniivuaiitviluda 8.5
NOTE 2 The organization can also apply the requirements given in 8.5 to the AT AG&UALALIANS
development of processes for the realization of goods and services. : uae
8.4 | 8.4 Control of external provision of goods and services 8.4 mruauAuAILAZUZANTINNANUUAN

8.4.1 General

The organization shall ensure that externally provided goods and

8.4.1 il

avAnssiavlulandudiuazusnsnlagsuannnauan fanmaaadfiy

services conform to specified requirements. MRUANITEY
29Ans 1t &reuarauan dula
Note Where the organization has arranged for an external provider to perform a frunflonsanszuiunisuasaddng TWiayuuifinasadudn,
function or process of the organization it is assumed this will result in the
provision of goods, services or both goods and services.
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8.4.2 Type and extent of control of external provision 8.4.2 2111 uarAauaaAaINISAILANANLUAN

The type and extent of control applied to the external providers and the

: ; szianuazuauiaaradnsmIuANAldFugdinaunnauan waskiumun
externally-provided processes, goods and services shall be dependent

192958 IUNTT , UM, LRZUIANT AaY  agiu

upon
a) the risks identified and the potential impacts, a)

b) UAUTENTIRIANT B
b) the degree to which the control of an externally provided process is L3NS LAY
shared between the organization and the provider, and )

c) the capability of potential controls.

avAnsfavIavinuasldidinaai ,

The organization shall establish and apply criteria for the evaluation, . oy . _ . . .
Auf 19 FuAuasuinsaudadiiiuauadaddng

selection, and re- evaluation of external providers based on their ability to
provide, goods and services in accordance with the organization's
requirements. nasdayasey waradInslseiiudas lasunisaisednen

Documented information describing the results of evaluations shall be

maintained.
8.4.3 Documented information for external providers 8.4.3 anarsdayadrviudsnauniauan
Documented information shall be provided to the external provider Lanasdayadaviilviansutigenay ,

describing, where appropriate:

a) the goods and services to be provided or the process to be :
performed, a) fuduasuinig Ndagvuau waa )&%

. . b) darunuadiniunisaula nsesAURasduAILarLINg ,
b) the requirements for approval or release of goods and services,

procedures, processes or equipment, adnsal 5 .
v ° -3 a o a _o <
c)diafinuadInFuANUFINITaAAIUAANAT, SINIAUENTRATITU

c) the requirements for competence of personnel, including necessary d) ANUEAIANITAILNTIANISAMATN

qualification,

] ] e) LlhsgivanssausnIsvituaaviguay
d) the quality management system requirements, meuanazgnldl Tasasedns
e) the control and monitoring of the external provider’s performance to be | f) 10 9 fiavdns, wIagnAN , Giavnsevinil
applied by the organization, 229N

f) any verification activities that the organization, or its customer, intends | g) dafuad niunisaansniwdiuaasiirivinsanauanlvinu
to perform at the external provider’s premises, and a9ANT

g) the requirements for handling of external provider’s property provided
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to the organization.

The organization shall ensure the adequacy of specified requirements
prior to their communication to the external provider.

The organization shall monitor the performance of external providers.
Documented information describing on the results of monitoring shall be
maintained.

avANIAAY AaddiafiInuaLanIZAaU

Hlvigdeuaunauan

avdnsantinseTafnay aussousuavgRoNauaauan. anasiayail
fAavlasunissnseinmn

8.5

8.5 Development of goods and services
8.5.1 Development processes

The organization shall plan and implement processes for the
development of goods and services consistent with the process
approach.

In determining the stages and controls for the development processes,
the organization shall take account of:

a) the nature, duration and complexity of the development activities,

b) customer, statutory and regulatory requirements specifying particular
process stages or controls,

c¢) requirements specified by the organization as essential for the specific
type of goods and services being developed,

d) standards or codes of practice that the organization has committed to
implement,

e) the determined risks and opportunities associated with the
development activities with respect to

1) the nature of the goods and services to be developed and
potential consequences of failure,

2) the level of control expected of the development process by
customers and other relevant interested parties, and

3) the potential impact on the organization’s ability to consistently
meet customer requirements and enhance customer satisfaction.
f) internal and external resource needs for the development of goods and
services,

g) the need for clarity with respect to the responsibilities and authorities

8.5 msiniuAuduazusnig

8.5.1 nszuun1sinIun

adAnIsiavNdLNULaldATTLINATT WU RuAILRYUINNS
faamAlaviu
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c) dafinuaLanIZUIIANT Fufluanizaasdudiuazudnaig
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1) anmazuaIRUALARZUINT
AMUANLURN
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of the individuals and parties involved in the development process,

h) the need for the management of the interfaces between individuals
and parties involved in the development task or opportunity,

i) the need for involvement of customer groups and user groups in the
development process and their interface with management of the
development process,

j) the necessary documented information on the application of
development processes, the outputs and their suitability, and

k) the activities needed to transfer from development to production or
service provision.

8.5.2 Development controls
The controls applied to the development process shall ensure that

a) the result to be achieved by the development activities is clearly
defined,

b) inputs are defined to a level sufficient for the development activities
being undertaken and do not give rise to ambiguity, conflict or lack of
clarity,

c) outputs are in a form suitable for subsequent use for production of
goods and provision of services and related monitoring and
measurement,

d) problems and issues arising during the development process are
resolved or otherwise managed before committing to further development
work or setting priorities for that work,

e) the planned development processes have been followed, the outputs
are consistent with the inputs and the objective of the development
activity has been met,

f) goods produced or services provided as a consequence of the
development undertaken are fit for purpose, and

g) appropriate change control and configuration management is
maintained throughout the development of goods and services and any
subsequent modifications to goods and services.

8.5.3 Development transfer

h) auaiu
AAdiaslunswaluiunialana
1) anuaniluiidasnisfidiusinzasnaugndiuaznaui1diu
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8.5.2 Winiunnnsaruqu

UEAUATZLIUATWRILNGaIvin WUl

'
s ¥

a) HAANENEAINITUTTY TaaAanssumswauliatnaau
b) dayaudindadlasunisiivualiilussduniiaswagusuianssy
lifianuaquiasa ANudads wians

c) Waatlu 14 NRARUAILRE

194 ARETO PP ETTARE RN ,
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The organization shall ensure that transfer from development to
production or service provision only takes place when actions
outstanding or arising from development have been completed or are
otherwise managed such that there is no adverse impact on the
organization’s ability to consistently meet customer requirements,

statutory or regulatory requirements, or to enhance customer satisfaction.

8.5.3 n1sdvuaunisiicnun

avdnsdaviiulainagiinng g il
fusufunndalagannswanudiasawiniuvialugsunisdnnisi
azlidinaausamugInsaaddanslunisnszvinnsstanaldadiu
dafiuagnan, dadiuuaaiunguune wiasyiiinudiatiodu ating
finaua via Waiuanuionalazasgnén

8.6

8.6 Production of goods and provision of services
8.6.1 Control of production of goods and provision of services

The organization shall implement production of goods and provision of
services under controlled conditions. Controlled conditions shall include,
as applicable:

a) the availability of documented information that describes the
characteristics of the goods and services;

b) the implementation of controls;

c) the availability of documented information that describes the activities
to be performed and the results achieved, as necessary;

d) the use of suitable equipment;

e) the availability, implementation and use of monitoring and measuring
devices;

f) the competence of personnel or their qualification;

g) the validation and approval, and periodic revalidation, of any process
for production of goods and provision of services where the resulting
output cannot be verified by subsequent monitoring or measurement;

h) the implementation of goods and services release, delivery and post-
delivery activities; and

i) prevention of nonconformity due to human error, such as unintentional
mistakes and intentional rule violations.

NOTE Validation demonstrates the ability of these processes to achieve planned
results through:
a) definition of criteria for review and approval of the processes;

b) approval of equipment and qualification of personnel;

8.6 msnanduAInazrAIsIiusns

8.6.1 aruquasHAnduauazrliiusnis
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c) use of specific methods and procedures; and
d) definition of requirements for documented information.

8.6.2 Identification and traceability

Where appropriate, the organization shall identify process outputs by
suitable means.

The organization shall identify the status of process outputs with respect
to monitoring and measurement requirements throughout realization of
goods and services.

Where traceability is a requirement, the organization shall control the
unique identification of the process outputs, and maintain it as
documented information.

Note: Process outputs are the results of any activities which are ready for
delivery to the customer (external or internal) or become the inputs to the next
process. They can include products, services, intermediate parts, components,
etc.

8.6.3 Property belonging to customers or external providers.

The organization shall exercise care with property belonging to the
customer or external providers while it is under the organization's control
or being used by the organization. The organization shall identify, verify,
protect and safeguard the customer or external provider's property
provided for use or incorporation into the goods and services.

If any property of the customer or external provider is lost, damaged or
otherwise found to be unsuitable for use, the organization shall report this
to the customer or external provider and maintain documented
information.

NOTE Property belonging to customer or external providers can include
intellectual property and confidential or personal data.

8.6.4 Preservation of goods and services

The organization shall ensure preservation of goods and services,
including any process outputs, during processing and delivery to the

intended destination in order to maintain conformity to requirements.
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Preservation shall also apply to process outputs that constitutes parts of
the goods or any physical process output that is needed for the provision
of the service.

NOTE Preservation can include identification, handling, packaging, storage and
protection.

8.6.5 Post delivery activities

Where applicable, the organization shall determine and meet
requirements for post delivery activities associated with the nature and
intended lifetime of the goods and services.

The extent of post delivery activities that are required shall take account
of
a) the risks associated with the goods and services,

b) customer feedback, and

c) statutory and regulatory requirements.

NOTE Post-delivery activities can include, for example, actions under warranty
provisions, contractual obligations such as maintenance services, and
supplementary services such as recycling or final disposal.

8.6.6 Control of changes

The organization shall undertake change in a planned and systematic
manner, taking account of the review of the potential consequences of
changes (see 6.3) and taking action as necessary, to ensure the integrity
of goods and services are maintained.

Documented information describing the results of the review of changes,
the personnel authorizing the change and any necessary actions shall be
maintained.
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8.7

8.7 Release of goods and services

The organization shall implement the planned activities at appropriate
stages to verify that goods and services requirements have been met
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(see 8.3). Evidence of conformity with the acceptance criteria shall be
maintained.

The release of goods and services to the customer shall not proceed until
the planned arrangements for verification of conformity have been
satisfactorily completed, unless otherwise approved by a relevant
authority and, where applicable, by the customer.

Documented information shall indicate the person(s) authorizing release
of goods and services for delivery to the customer.

daardaviudadiivuaiudiuazddnis ( 8.3) EhlEl bR
Aulnaurinsaansudaglaiunisiiu
davlivinnsanalaaaudiuasuinasividugndarauninagléiinig
asevitauuau a9 i nFunsmusauANNFanAdadaTuELEsa
suysal anviunsalldsunisawidangfiarunaiiiiaadas, Adedfuale,
Taagnean
adstayadas  gAfdauantihlunisauidduduasudnnsamiu

Fadelvidugna

8.8

8.8 Nonconforming goods and services

The organization shall ensure that goods and services which do not
conform to requirements are identified and controlled to prevent their
unintended use or delivery that will have a negative impact on the
customer.

The organization shall take actions (including corrections if needed)
appropriate to the nature of the nonconformity and its effects. This
applies also to nonconforming goods and services detected after delivery
of the goods or during the provision of the service.

When the nonconforming goods and services have been delivered to the
customer, the organization shall also take appropriate correction to
assure that customer satisfaction is achieved.

Appropriate corrective actions shall be implemented (see 10.1).

NOTE The appropriate actions can include:
a) segregation, containment, returning and suspension of provision of goods
and services;
b) informing the customer as appropriate; and

c¢) obtaining authorization for repair, regrade, use as it is, release,
continuation or re-provision of the service, acceptance under concession.

When the nonconforming goods and services are corrected it shall be
subject to re-verification to demonstrate conformity to the requirements.

8.8 auduazusnis Nlidanndav
avdnsdasiulainduduazudnsdede isanadasfudiadivua'lésu
asfiuavauaNiiailasAulilildiaalailddelandasdonauiide
WRATENULTIRUAUYNAN

avAnsazdadsLiiuns (saudensudludranilu) Aumanzaudy
sl fuldeanudiaivua Uingeitl
fuduazidnsiananuanubigsanndasndonnindedudn
sEnIensiiyang

mMs¥adeduduazimsihizanndasvifugnén asdnsaziold
AsuAlanuansguenaliiulai ANuNswalanasgnale
Aanssunmsuiladaslasunsinlddfde (- 10.1)

a) AnAYu NRINAL wWnld asdam&uauas
b)LAIIFAAIAINANULRUIERY LAY

¢) l@sunisanadaunisdannain Asdsuinse Tdauanw
asdadaan salfiad wia uinslui asaansunaladauly

1ISO9001 Requirement

w27/ 32



Documented information describing the nature of nonconformities and
any subsequent actions taken, including concessions obtained, shall be
maintained
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9 9 Performance evaluation 9 msissiflugnssauy
9.1 | 9-1 Monitoring, measurement, analysis and evaluation 9.1 nstisEiesianu n1sia ATz waz Asudsaiiv

9.1.1 General

The organization shall determine take into consideration the determined
risks and opportunities and shall:

a) determine what needs to be monitored and measured in order to:

- demonstrate conformity of goods and services to requirements,

- evaluate the performance of processes (see 4.4),

- ensure conformity and effectiveness of the quality management system,
and

- evaluate customer satisfaction; and
b) evaluate the performance of external provider(s) (see 8.4);

c) determine the methods for monitoring, measurement, analysis and
evaluation, as applicable, to ensure valid results;

d) determine when the monitoring and measuring shall be performed,;

e) determine when the results from monitoring and measurement shall be
analysed and evaluated; and

f) determine what performance indicators of the quality management
system are needed.

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.

The organization shall retain appropriate documented information as
evidence of the results.
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The organization shall evaluate the guality performance and the
effectiveness of the quality management system.

9.1.2 Customer satisfaction

The organization shall monitor data relating to customer perceptions of
the degree to which requirements have been met.

As appropriate, the organization shall obtain data relating to:
a) customer feedback , and

b) customer views and perceptions of the organization, its processes
and its goods and services.

The methods for obtaining and using this data shall be determined.

The organization shall evaluate the data obtained to determine
opportunities to enhance customer satisfaction.

9.1.3 Analysis and evaluation of data

The organization shall analyse and evaluate appropriate data arising
from monitoring, measurement (see 9.1.1 and 9.1.2) and other relevant
sources. This shall include determination of applicable methods.

The results of analysis and evaluation shall be used:

a) to determine the suitability, adequacy and effectiveness of the quality
management system,

b) to assure that the goods and services can consistently meet customer
requirements,

¢) to ensure that the operation and control of processes is effective, and

d) to identify improvements within the quality management system.

The results of analysis and evaluation shall be used as an input to the
management review.
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9.2

9.2 Internal Audit

The organization shall conduct internal audits at planned intervals to
provide information on whether the quality management system;
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a) conforms to

1) the organization‘s own requirements for its quality management
system; and

2) the requirements of this International Standard;
b) is effectively implemented and maintained.
The organization shall:
a) plan, establish, implement and maintain an audit programme(s),
including the frequency, methods, responsibilities, planning requirements
and reporting. The audit programme(s) shall take into consideration the

quality objectives, the importance of the processes concerned, the
related risks, and the results of previous audits;

b) define the audit criteria and scope for each audit;

¢) select auditors and conduct audits to ensure objectivity and the
impartiality of the audit process;

d) ensure that the results of the audits are reported to relevant
management for evaluation,

e) take appropriate action without undue delay; and

f) retain documented information as evidence of the implementation of
the audit programme and the audit results.

NOTE See ISO 19011 for guidance.
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NOTE See ISO 19011 for guidance.

9.3

9.3 Management review

Top management shall review the organization’s quality management
system, at planned intervals, to ensure its continuing suitability,
adequacy, and effectiveness.

Management review shall be planned and carried out, taking into account
the changing business environment and in alignment with the strategic
direction of the organization.

The management review shall include consideration of:
a) the status of actions from previous management reviews;

b) changes in external and internal issues that are relevant to the quality
management system;
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¢) information on the performance of the quality management system,
including trends and indicators for:

1) nonconformities and corrective actions;

2) monitoring and measurement results;

3) audit results;

4) customer feedback;

5) supplier and external provider issues; and

6) process performance and product conformity;

d) opportunities for eentingal improvement.
The outputs of the management review shall include decisions related to:

a) eoentinbal improvement opportunities, and

b) any need for changes to the quality management system.

The organization shall retain documented information as evidence of the
results of management reviews including actions taken.
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10 Continual improvement
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10.1 Nonconformity and corrective action
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d) review the effectiveness of any corrective action taken; and
e) make changes to the quality management system, if necessary.
Corrective actions shall be appropriate to the effects of the

nonconformities encountered.
The organization shall retain documented information as evidence of

a) the nature of the nonconformities and any subsequent actions taken;
and

b) the results of any corrective action.
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10.2

10.2 Improvement

The organization shall eentinually improve the suitability, adequacy and
effectiveness of the quality management system.

The organization shall improve the quality management system,
processes and goods and services, as appropriate, through responding
to:
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c¢) changes in identified risk (see 6.1); and c) ( 6.1);
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The organization shall evaluate, prioritise and determine the

improvement to be implemented.
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