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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(1SO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work.

ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are described in
the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the different types of ISO
documents should be noted. This document was drafted in accordance with the editorial rules of the ISO/IEC
Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of any patent rights
identified during the development of the document will be in the Introduction and/or on the ISO list of patent
declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity assessment, as
well as information about 1SO’s adherence to the WTO principles in the Technical Barriers to Trade (TBT) see
the following URL: Foreword — Supplementary information

The committee responsible for this document is Technical Committee ISO/TC 176, Quality management and
quality assurance, Subcommittee SC 2, Quality systems.

This fifth edition cancels and replaces the fourth edition (ISO 9001:2008), which has been technically revised,
through the adoption of a revised clause sequence and the adaptation of the revised quality management
principles and of new concepts.

H
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Introduction
0.1 General

The adoption of a quality management system is a strategic decision for an organization that can help to
improve its overall performance and provide a sound basis for sustainable development initiatives.

The potential benefits to an organization of implementing a quality management system based on this
International Standard are:

a) the ability to consistently provide products and services that meet customer and applicable statutory and
regulatory requirements;

b) facilitating opportunities to enhance customer satisfaction;

c) addressing risks and opportunities associated with its context and objectives;

d) the ability to demonstrate conformity to specified quality management system requirements.

This International Standard can be used by internal and external parties.

It is not the intent of this International Standard to imply the need for:

— uniformity in the structure of different quality management systems;

— alignment of documentation to the clause structure of this International Standard;

— the use of the specific terminology of this International Standard within the organization.

The quality management system requirements specified in this International Standard are complementary to
requirements for products and services.

This International Standard employs the process approach, which incorporates the Plan-Do-Check-Act (PDCA)
cyde and risk-based thinking.

The process approach enables an organization to plan its processes and their interactions.

The PDCA cycle enables an organization to ensure that its processes are adequately resourced and managed,
and that opportunities for improvement are identified and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes and its
quality management system to deviate from the planned results, to put in place preventive controls to minimize
negative effects and to make maximum use of opportunities as they arise (see Clause A.4).

Consistently meeting requirements and addressing future needs and expectations poses a challenge for
organizations in an increasingly dynamic and complex environment. To achieve this objective, the organization
might find it necessary to adopt various forms of improvement in addition to correction and continual
improvement, such as breakthrough change, innovation and re-organization.

In this International Standard, the following verbal forms are used:
— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

—“can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance in understanding or clarifying the associated requirement.

_’_## 
Page viii
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0.2 Quality management principles

This International Standard is based on the quality management principles described in ISO 9000. The
descriptions include a statement of each principle, a rationale of why the principle is important for the
organization, some examples of benefits associated with the principle and examples of typical actions to
improve the organization’s performance when applying the principle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

0.3 Process approach
0.3.1 General

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. Specific requirements considered essential to the adoption of a process approach are
included in 4.4.

Understanding and managing interrelated processes as a system contributes to the organization’s effectiveness
and efficiency in achieving its intended results. This approach enables the organization to control the
interrelationships and interdependencies among the processes of the system, so that the overall performance of
the organization can be enhanced.

The process approach involves the systematic definition and management of processes, and their interactions,
so as to achieve the intended results in accordance with the quality policy and strategic direction of the
organization. Management of the processes and the system as a whole can be achieved using the PDCA cycle
(see 0.3.2) with an overall focus on risk-based thinking (see 0.3.3) aimed at taking advantage of opportunities
and preventing undesirable results.

The application of the process approach in a quality management system enables:
a) understanding and consistency in meeting requirements;

b) the consideration of processes in terms of added value;

c) the achievement of effective process performance;

d) improvement of processes based on evaluation of data and information.

Figure 1 gives a schematic representation of any process and shows the interaction of its elements. The
monitoring and measuring checkpoints, which are necessary for control, are specific to each process and will
vary depending on the related risks.

M
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Figure 1 — Schematic representation of the elements of a single process

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and to the quality management system as a whole.
Figure 2 illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

Quallty Management System (4) '\

\

Support &
Operatlon
(7.8)

Customer
satlsfaction

£ 'Results.of
. the QMS

Performance
evaluation

9

Planning Leadershlp

(6

Products and
sarvices:

Improvement
(10}

Note: Numbers In brackets refsf 1o the zlauses In this Intemational Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cydle can be briefly described as follows:

— Plan: establish the objectives of the system and its processes, and the resources needed to deliver results in
accordance with customers’ requirements and the organization’s policies;

— Do: implement what was planned;

— Check: monitor and (where applicable) measure processes and the resuiting products and services against
polices, objectives and requirements and report the resuilts;

— Act: take actions to improve performance, as necessary.

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for achieving an effective quality management system.

The concept of risk-based thinking has been implicit in previous editions of this International Standard
including, for example, carrying out preventive action to eliminate potential nonconformities, analyzing any
nonconformities that do occur, and taking action to prevent recurrence that is appropriate for the effects of the
nonconformity.

To conform to the requirements of this International Standard, an organization needs to plan and implement
actions to address risks and opportunities. Addressing both risks and opportunities establishes a basis for
increasing the effectiveness of the quality management system, achieving improved results and preventing
negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended result, for example, a set
of circumstances that allow the organization to attract customers, develop new products and services, reduce
waste or improve productivity. Actions to address opportunities can also include consideration of associated
risks. Risk is the effect of uncertainty and any such uncertainty can have positive or negative effects. A positive
deviation arising from a risk can provide an opportunity, but not all positive effects of risk result in
opportunities.

0.4 Relationship with other management system standards

This International Standard applies the framework developed by ISO to improve alignment among its
International Standards for management systems (see Clause A.1).

This International Standard enables an organization to use the process approach, coupled with the
PDCA cycle and risk-based thinking, to align or integrate its quality management system with the requirements
of other management system standards.

This International Standard relates to ISO 9000 and ISO 9004 as follows:

— IS0 9000 Quality management systems — Fundamentals and vocabulary provides essential background for
the proper understanding and implementation of this International Standard;

— IS0 9004 Managing for the sustained success of an organization — A quality management approach provides
guidance for organizations that choose to progress beyond the requirements of this International Standard.

Annex B provides details of other International Standards on quality management and quality management
systems that have been developed by ISO/TC 176.

This International Standard does not include requirements specific to other management systems, such as
those for environmental management, occupational health and safety management, or financial management.

Sector-spedific quality management system standards based on the requirements of this International
Standard have been developed for a number of sectors. Some of these standards specify additional quality
management system requirements, while others are limited to providing guidance to the application of the
International Standard within the particular sector.

;
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A matrix showing the correlation between the clauses of this edition of this International Standard and the
previous edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web site at:

www.iso.org/tc176/sc02/public

m
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Quality management systems — Requirements
1 Scope

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

a) needs to demonstrate its ability to consistently provide product or service 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 improvement of the system and the assurance of conformity to customer and applicable
statutory and regulatory requirements.

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

NOTE 1 In this International Standard, the term “product” or service” only applies to products and services intended for, or
required by, a customer.

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

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. 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 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000:2015 apply.

4 Context of the organization
uiunauavavans

4.1 Understanding the organization and its context
AU latuavansuaruiunaasadnns

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 result(s) of its quality management
system.

aonnmaomuumﬂsuw‘mmoq analuwavaauan AiddasdudhilseaoAuasiAniaidonansuavasdns uay
ssifuvidonasianuamnsatasasdnstumsussauasioqfidalaluszuunsiamsqanin

The organization shall monitor and review the information about these external and internal issues.
29ANSHANARMN UaLMIULANAF 99 VilRmfnlsudusd1en venelunazaouan

NOTE 1 Issues can include positive and negative factors or conditions for consideration
wNgve 2 dszdiusneqausasiufolade wia aanudauleeten iddouan uandeay dmdunisiatsan

NOTE 2 Understanding the external context can be facilitated by considering issues arising from legal, technological, competitive,
market, cultural, social and economic environments, whether international, national, regional or local.

wuuwme 2 anlludunaguan mmmﬂmqndom‘éuaﬁuauuimuﬂmsf\nﬂﬂﬁuﬁtﬁs\ﬁu'-nnnaumu winluafl arsudetu
Aae dom WsesAa uatdoesan Lihaniussdusina stduné swugiiniaviaviasdu

NOTE 3 Understanding the internal context can be facilitated by considering issues related to values, culture knowledge and
performance of the organization.

winuwe 3 AN laydunntaly mmsnﬁmqndomﬁuaﬁuauuis\uwmsmﬂs"muﬁLﬁm’uaoﬁu Aflgn ANSFUTTASTsN URYANTIOUY
UDIDIANST

4.2 Understanding the needs and expectations of interested parties

anudnlatuaudasnIsuazauaauisuavridulddudu

e e e evem————————————— e o]
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Due to their effect or potential effect on the organization’s ability to consistently provide products and

services that meet customer and applicable statutory and regulatory requirements, the organization shall

determine:

iavananstvuviiadu maﬁmmﬁn-ﬁumammmmsnmaoammsﬂmuaunﬁmﬁm‘n warusnsiuTsy

ADATMUALDIZAAT DA TNUALDINHUUNL URY nasvv.ﬂuuﬂﬂsul'zj‘lm AVANTATFAINNUA.

a) theinterested parties that are relevant to the quality management system;
fiduldshudsdiAadasAussuunsdanisaunaniu;

b) the requnrements of these interested parties that are relevant to the quality management system.
dafmuneeg aasgldlsdnndamaniuludrudiisdasfussuumsianssiuqaniw

The organization shall monitor and review the information about these interested parties and their relevant
requirements.

AVANSHANANA TN UREVUMIUNBYAG6IIY AdmdugiaHuladuds uardanvuasioquasgsidiulasiudn
wmamiu

4.3 Determining the scope of the quality management system
ASAMMUAAD UL LA VBITEUUANTIAAVIATUANLATN

The organization shall determine the boundaries and applicability of the quality management system to

establish its scope. —

avdnsAaYRTANVaLTNBLarNIsUsEYnat ST ULAMSIANsAuAITWIRada v (nde) tauiun (scope) uav
YUUMTIAANS

When determining this scope, the organization shall consider:

iadmuauauius avdnseaIRIITAL:

a) the external and internal issues referred to in 4.1;
Usvidusoaianmaluuasaiguan au 4.1;

b) the requirements of relevant interested parties referred to in 4.2;
dafivuaaog aasHiisuladiudasn 4.2;

c¢) the products and services of the organization.
n&asaYl LRYLANSANIIYAYaYANST

The organization shall apply all the requirements of this International Standard if they are applicable within
the determined scope of its quality management system.

aonnsavmaoﬂs"qnsﬂﬁﬂamuuﬂmoqmuum annassiusnaatud daunsatihiilsygaslaluzautunuas
ssuunsiaMsEuAMATWARUa1S

The scope of the organization’s quality management system shall be available and be maintained as
documented information. The scope shall state the types of products and services covered, and provide
justification for any requirement of this International Standard that the organization determines is not
applicable to the scope of its quality management system.
AULUAUDITTULANTINATEIUAMUATWUDIDIANTITE IS WS aU uazadnlidhdayaiifluianans vauue
azaay naMfvufauasndaiud uarmsuinmsvignasauagu uaslimaradwiudaimualaquas
nesgrusnaatufivasdnsiasanithisnsalsegndldluzauiuauasssuunsdamseduqanw

Conformity to this International Standard may only be claimed if the requirements determined as not being
applicable do not affect the organization’s ability or responsibility to ensure the conformity of its products
and services and the enhancement of customer satisfaction.

mmaamaaomammsgwumnaaﬂuﬁmqmma Avlsghaimuasieitasanitbisinsodssgnstale
wafuarlidenadaaiusunse wiannuduaarauviasinhiiiuladeanusanaaasuasndniu uaruinig
A9 Pudenisigduasvanuiewnalauasgndl

P ]
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4.4 Quality management system and its processes
STUUAISIANITHIUAAUNTIN LATATTLIUNITHTIG

4.4.1 The organization shall establish, implement, maintain and continually improve a quality management

system, including the processes needed and their interactions, in accordance with the requirements of this

International Standard.

aaﬂnsmaoiﬂm Lhlfidd aedn 'y uasludgesvuumsianssinuqamn smfansrurunmseneg dsaons
anljduiusinaniulvisanadasdudaimuacieg vannessiuanaaiut

The organization shall determine the processes needs for the quality management system and their

application throughout the organization, and shall:

BURNTALHDIAMUANTELIUATSENIF D MsEMIUSTLLNTIANISEUAMAIW WasnsUssgnatdiaioasens

UaLTFa;

a) determine the inputs required and the outputs expected from these processes;
fwualadoilaufidasnts uarnadwsdaanioannssiiuasenoqmani;

b)  determine the sequence and interaction of these processes;
Avuaaduduaau uauﬂﬁﬁuwuﬁ’ﬂaonsvmumsmoqmmﬂ

C) determine and apply the criteria and methods (including monitoring, measurements and related
performance indicators) needed to ensure the effective operatton and control of these processes;
Amue uavlszgneladinued 38ms (Mutiimsiinau A7IRTR ua"m')‘]a"mausinuuﬂtﬁm'uao) Wisasns
WalifulagemsUfiiaviduszansaa ua.,msmuquns"mumsmoqmmﬁ

d) determine the resources needed for these processes and ensure their availability;
fimuaninannsenisdanis waviuladoaiuiinsay;

e) assign the responsibilities and authorities for these processes;
uauwingaNiuAatay wardnamiddamunstunseennat;

f) address the risks and opportunities as determined in accordance with the requirements of 6.1;
-s.,uﬂ‘nmauo uarlanmasegaudnvus liaudaimuad 6.1;

g) evaluate these processes and implement any changes needed to ensure that these processes achieve
intended results;
dsuifiunssuiuniseneg warvinnsilgountlasnsynumsengg adavnis tRalyiiiulainnsyIunseegay
VITRHAAWSAVULIGUITUE;

h)  improve the processes and the quality management system.
USulgsnszuIunITAgg LAESTUUNSINAITATUAINN

4.4.2 To the extent necessary, the organization shall:

auzaueaviiwilu asdnsavsas:

a)  maintain documented information to support the operation of its processes;
av¥nmrayaviiflulanasmuanuddluiazaiusayunsa i fiunstadnsrnumaigg

b)  retain documented information to have confidence that the processes are being carried out as planned.
Ln'u%‘nhn'uauaﬂLﬂuLana’lsﬂmtﬁauu‘lm'nnsuu’mn'ﬁmo']q sdullauusuinets

5 Leadership
anutlugiiin

5.1 Leadership and commitment
anudluginuazdaggniu

5.1.1 Genpral
Uil

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

system by:

HUIMITIELAUFY mmaou.l.amnﬂvcgumavﬂannwuﬁﬂﬁmas MINSIANITFEIUARUAWIAE

a)  Taking accountability of the effectiveness of the quality management;
wdINIsEIuAnrauTulsedvBNaua N T IRNIFIUAA TN

b)  ensuring that quality policy and quality objectives are established for the quality management system
and are compatible with the context and strategic direction of the organization;

M
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vinlihiutlan uT.mnuuam”mqﬂsxam’oﬁuﬂmquna"mmﬁvud‘wﬁ”nsxuumﬁmmssﬁuﬂmmw ursn Y e
AUV URSVIANWNNSARYNEUAIAVANT

¢)  ensuring the integration of the quality management system requirements into the organization’s
business processes;
virlviifulaindasimuaa1og 2a9suuAsInMIEIUAMATNGNNUINLLIALNSTUIUANTAIII VIOt
avFns

d)  promoting the use of the process approach and risk-based thinking;
got@unisldninisiiunssuiuns uarinAauuiugiunain e

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

) communicating the importance of effective quality management and of conforming to the quality
management system requirements;
fassmuadgrasnmsiamssuaanniifilssdnana uaraudanadavsiataiuauassTULNS
FaNMIsEUAUATN

g) ensuring that the quality management system achieves its intended results;
m‘lv\ﬁu’(aﬂs"unmsammsmuamn‘mussanaﬁwsﬂmﬂuio

h)  engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system;
1j93Tu v warafusgyuyaaIns ivjuimAulss@EnauasssuunsIn e UAMATH

i) promoting improvement;
doasunisufuilge

) supporting other relevant management roles to demonstrate their leadership as it applies to their
areas of responsibility.
suayuumuwseqlunsuimsiansiietas Waugavfonmufuguntunisinllseg netaludae
Sufinuau

NOTE Reference to “business” in this International Standard can be interpreted broadly to mean those activities that are core to
the purposes of the organization’s existence; whether the organization is public, private, for profit or not for profit.

wingg 6 Cgata” lunassrudinasut mqﬁmmnno‘]‘tm\muﬁaﬁanssumaqﬂ\ﬂuunu’uaotﬂwﬂwaonﬁﬁaqnaoamm “LiTavensg
aufluuvizu ansu Youfovdaludondedls

5.1.2 Customer focus
nafsliignen

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

that: . _

guimsseiugeassasuaasanuiluginuasdagniulunmsioluvignaineiulain:

a) customer and applicable statutory and regulatory requirements are determined, understood and
consistently met;
dafiMuaINIaINA" wardari vuasquadnguuiauarngsedisusrgnAivua idnnuinnla warusiy
floatvainaua

b)  the risks and opportunities that can affect conformity of products and services and the ability to
enhance customer satisfaction are determined and addressed;
anuldos uarlamasiog Aarrdanansevusamnudanasadlundasuriuazsms uazanusnsaluy
MstBuIAINAInalagagndl assavgniuauaruEaYlT

c) the focus on enhancing customer-satisfaction is maintained.
msyoniulunsinyuauionalanasgnaAlazdonsinly

5.2 Policy
ulauny

5.2.1 Establishing the quality policy
AsInvitulauuaunIw

Top management shall establish, implement and maintain a quality policy that:

gudnsseiugoarsasIavin iU id uasaslidoulononaunind

a) s appropriate to the purpose and context of the organization and supports its strategic direction;
fianmuneauduihdssavduarudunuataddng uasaiuayuvidmatonagns

M
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b) provides a framework for setting quality objectives;
Ninsavwunvolunisdimmuainalssaodsinuaaniw

C) includes a commitment to satisfy applicable requirements;
ATy (dagawu) daznavsuasdadaivunsie Aidozas

d) includes a commitment to continual improvement of the quality management system.
ey (dargaiu) lumsdfinlysssuunsiamsauqaniwatitsaiag

5.2.2 Communicating the quality policy
msdamsuiumuqmmw

The quality policy shall:

ulonaaunInazaay

a) be available and be maintained as documented information;
fiwfan uazaclidlurayaviifluanans

b) be communicated, understood and applied within the organization;
gndaans Lilm?itm‘('-z wardsegnsitdnaiuavdng

¢)  be available to relevant interested parties, as appropriate.
ﬂws’an‘lm{ﬁd')u"lsfd'zutﬁnﬂLﬁmﬁaomummmmzan

5.3 Organizational roles, responsibilities and authorities
unum Ausudaal uatdunautinv

Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood throughout the organization.

HuInssy ﬂuqoaumaonuhﬂ ANUSUAataY uavmmwmﬁdmsunmmwﬁLﬁumaaavqnnauumu dadns uay
tludiahtavihieasdns

Top management shall assign the responsibility and authority for:

fudmissedugeavsiaouauvinuauiuAatay uazdaunamihvguiy

a) ensuring that the quality management system conforms to the requirements of this International
Standard; 3
Tiulansruunsiansatuan watganaaavfiudaiwuazasInssIudInaatui

b)  ensuring that the processes are delivering their intended outputs;
DiuladnnszuIunsengg Aasdonaunaansvicdaons

c) reporting on the performance of the quality management system, on opportunities for improvement
(see 10.1) to top management;
SEUFUITOUrEaITTHUMSIRMIEuA W Tulamadiniunisdiulys (g 10.1) MAufuiwsseauge

d)  ensuring the promotion of customer focus throughout the organization;
Wiulaindnsanssunnjoninlldegnawviioasdins

e)  ensuring that the integrity of the quality management system is maintained when changes to the
quality management system are planned and implemented.
‘lvfnu‘hﬁommLﬂuiuuﬁoﬁmﬁmﬁu (asufuanysal) wa9sEUUMSIRMsUAaIWAEgnS e LiLfiad
mMsMaurunarsnliunisul§sunlassruunisianssuqanw

6 Planning for the quality management system
A9 IILHUE UL ULNITAAAISATIUA LN

6.1 Actions to address risks and opportunities
msafiunsudavanduvuariania

6.1.1 When planning for the quality management system, the organization shall consider the issues

referred to in 4.1 and the requirements referred to in 4.2 and determine the risks and opportunities that

need to be addressed to:

LﬁammsﬂoLmuahw?uivuumﬁmmsmuammw aonnsa:maowmsmmi%ﬁumo‘] ﬁa’mﬁo'tu 4.1 uay

Hafmua19q Aa1080lu 4.2 uasimusauidnouaslania Mirasnisinnis/aauauas Wi

a)  give assurance that the quality management system can achieve its intended result(s);
WnmsdseduissuunsianisauqaumwaNsaussaNaisaons

e e ]
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b)  enhance desirable effects;
iBuaTIHadnNsVisiavns

C) prevent, or reduce, undesired effects;
asdu viaaanadwsAlinaniv

d)  achieve improvement.
ussamsuiulse

6.1.2 The organization shall plan:
AIANTILEDIIUNY
a) actions to address these risks and opportunities;
Aanssulunisdnnis/aauguassaniudas uarlaniaeingeg
b) howto:
vihad1aliviay
1) integrate and implement the actions into its quality management system processes (see 4.4);
WENHEY LavsiduAanssuMaluATILIUNTENY BAITTUUMTIANTFTUAMMN (g 4.4)
2) evaluate the effectiveness of these actions.
Usuflulsr@nduauadfianssumantl

Actions taken to address risks and opportunities shall be proportionate to the potential impact on conformity
of products and services.

ﬁanssumoqﬂmtﬂu“lﬂtwamanauaamam’lmﬁuo uaxiamashoqam’aomm:auﬁuwanszwuﬁamﬁmﬁudamm
sanaaatacndnsiaed uasdnig

NOTE 1 Options to address risks and opportunities can include: avoiding risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining risk by informed decision.

wunmug 1 mot&an‘lumiuammmté‘uomoq zn:muﬁommﬁmduon‘nmém aseayiulunudesidatoviand nsmdaunanau
WJoe msul@suwlasianidifin udaauuwss ATsATAILAINNED M%ams%un'ﬂmﬁuo'tﬂnumsﬁméuhﬂ"lm%‘nmm

NOTE 2 Opportunities can lead to the adoption of new practices, launching new products, opening new markets, addressing new
dlients, building partnerships, using new technology and other desirable and viable possibilities to address the
organization’s or its customers’ needs.

wingug 2 lanmasie Sunsainlgnissuawund fjidtwl mstnauandadariivl fsdlaaaialuwd msssuanalud asarudu
Tl mMsldinatuladivid uazahuhltesasns wasgunsanannladauansdonnusansuadacding uasuaIgnal

6.2 Quality objectives and planning to achieve them
Sanusraedan W uarn1TIunuliussanadids

6.2.1 The organization shall establish quality objectives at relevant functions, levels and processes needed
for the quality management system. o '
asdnsavsiasinviringustavdnanwiunadiueu VNSERL LanANTTLIUNSVLAEag WAsasnMsaniussuy
AMTIRNSHIUAMATN

The quality objectives shall:
FaQUsEIIAAATWALHDY
a) be consistent with the quality policy,
dasaaaviuutoungnuaw
b)  be measurable,
A a e -
c) take into account applicable requirements,
Fasanfetadimuaaieg Mdsegnetd
d) be relevant to conformity of products and services and the enhancement of customer satisfaction,
iasfuamusanadavtadndadauvinaruinng wazAstRuyuaNuRanalauasgnal
e) be monitored,
fiNNINTICRATUNER
f)  be communicated,
finsdaans
g) be updated as appropriate.
Wnlgoiviudian A numansay

_—_————————/
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The organization shall maintain documented information on the quality objectives.
avAnsavsiavusniayaviiluanasdviuingustaodnanw

6.2.2 When planning how to achieve its quality objectives, the organization shall determine
diafimsnounudasvinlviussaradisalutnnlstaodnanIw adrnsavsiasivua
a)  what will be done,
Soviazsiagsntiuns
b)  what resources will be required,
niNgns6vg Misiaons
¢)  who will be responsible,
tasdlurBufinyau
d)  when it will be completed,
alsdagsifunisiasadu (szaznan)
e) how the results will be evaluated.
waangsvgargmisvifiuaiols

6.3 Planning of changes
Asvusud utunisidasuulag

Where the organization determines the need for change to the quality management system, the changes
shall be carried out in a planned and systematic manner (see 4.4).
daasdnsazimuaanuaasmsdmdumsudsunlaslustuumsianisauaaniw msugauwalasmaniu
avsrasafiuladroflusyuy uasfinsnounualoviin (g 4.4)

The organization shall consider:
AIANTATHDINITAUN
a) the purpose of the change and any of its potential consequences;
thilsesaAuasnisid@auuitas uasnanssvuvianalindu
b)  theintegrity of the quality management system;
anudludunteduidiandu (mMuasudiumnsal) 1a9svuuMTIAMIEHIUAMAN
C) the availability of resources;
ANunsantuniwennssineg
d) the allocation or reallocation of responsibilities and authorities.
nmsdaass wiauduanusufatauuazanaming

7 Support
ARELDITERTTT]

7.1 Resources
wiwunns

7.1.1 Gengral
unil

The organization shall determine and provide the resources needed for the establishment, implementation,
maintenance and continual improvement of the quality management system.

AUANTILEDIATUUG LRLIAMININEINTANI gasmsdviumsiavin Wl §iid aednmTilanliulestuuns
5mmsmuﬂmmwamommﬁao

The organization shall consider:

aoANsATABIRINTAU T

a) the capabilities of, and constraints on, existing internal resources;
daanuaiunse wavdadndaluniwomnsaaluifiag

b)  what needs to be obtained from external providers.
av'lsvisiasnmisaeldnngIan/glonauniauan

M
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7.1.2 People
yaanns

The organization shall determine and provide the persons necessary for the effective implementation of its
quality management system and for the operation and control of its processes. '
avFnsavsavAmun wariavnyaainsiauilu tianissfiusruunmsianissiuqanwadiofilssdndna uasda
AM5UHIRNTT LRLAIUANNTELIUNTITAINUDIDIANST

7.1.3 Infrastructure
Fearwuanuazain/asisaplnig

The organization shall determine, provide and maintain the infrastructure necessary for the operation of its
processes to achieve conformity of products and services.

avAnsarAadimue Jau uaravinmdsannaanuszainiiniludmiumnliidnistunsanunsaegiazin
Mussaanudanadavuadndniuvivaruinis

NOTE Infrastructure can include:
wngwme  ednnganuasannsiue
a) buildings and associated utilities;
otlanas uardsaTuayuiiinvas
b) equipment including hardware and software;
alasaloansawds uasuanvinds
c) transportation resource;
wingnssunissudy
d) information and communication technology.

wialulafnisdads wavasaunea

7.1.4 Environment for the operation of processes
annswraaanduiunisufidlunszuiuniseaneg

The organization shall determine, provide and maintain the environment necessary for its operations and to
achieve conformity of products and services. . .
avFnsATsasivua Iam uarasinelideannunadandiniudmiunisdfisnis wastialvussafivanu
dopARDItaINARSUYILALLSAS

NOTE A suitable environment can be a combination of human and physical factors, such as:
a) social (e.g. non-discriminatory, calm, non-confrontational);
b) psychological (e.g. stress-reducing, burnout prevention, emotionally protective);
¢) physical (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).
These factors can differ substantially depending on the products and services provided.
wnowg  danmmoadauinzandinsesnufaladudiunianiw uasuyradady iy
a) dvau (1du Wiudenssaudonan du liwdiggmin
b) 4aiven (1u mMsaanuaiee asilasdunisdauan nsilasdudtuatunl
c)  nmunw (Wi auugdl ANusay anuiiu ugedIne amddmm aunts 1J09)
Tafueneq aunsauansdullinaduds fuadhundasas uazuimaidonay

7.1.5 Monitoring and measuring resources
ninernsTun1TaIfinaIUasIIN

7.1.5.1 Gengral
uni'il

The organization shall determine and provide the resources needed to ensure valid and reliable results when
monitoring or measuring is used to verify the conformity of products and serviced to requirements
AVANTILEIAIATNUR AL ammmwmnsmoqﬁmaomstwa'(uuu‘l’-zﬁommqnmao wazamnindadaianisesa
faou viansaTagnldlunsigad (viugay) ANMuRarAsavsatafiMuavinasndnfusilay

The organization shall ensure that the resources provided:

avdnsasaaviulaiinenseeaidaly

a)  are suitable for the specific type of monitoring and measurement activities being undertaken;
fianumwnrana niudiauasianssunsnsIFaAA Y u.a.,sm=n’ow1mmnmxaoﬂaumaommuw

M
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b) are maintained to ensure their continued fitness for their purpose.
fimsaosnetiliiiulaindeasanuumunsauduihlseaoruansasIGaauaTIRIaM AT

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

DIANTY maoLﬁﬁnmmanaﬂtﬂutanmsﬂmmxamwmﬂuuangnmm%aoﬁammuummuaumau‘]’anu IAUDY
winmnstunsmsanfiaauasiaumaiiu

7.1.5.2 Measurement traceability
asaautiaundulunisasiaie

When measurement traceability is a requirement, or considered by the organization to be an essential part

of providing confidence in the validity of measurement results; measuring equipment shall be:

Lﬁamsaauuaunau'uao Asaniailudadvua maqnwa'ﬁmﬁmuaonnsnLﬂuahw?h'\Lﬂu‘tumsaﬂomm

larfurasnadnguasmisasiaiaingasas aunsaldeaildlunisasiainasias

a) verified or calibrated, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; when no such standards exist, the basis
used for calibration or verification shall be retained as documented information;
wudauniadauiau wiavogavade autheszesal wianaumsldu WisuAnnesguzasns
msaﬁmﬂaauuau"lﬂuou161551uﬂaomsmoﬁmummﬁmammmﬁ aliifl Rusudtddmiunissau
Wiguvdavnugavavsasfiuine tiderayavidluianans

b) identified in order to determine their calibration status;
dhivtRaruuasauzmszauion

C) safeguarded from adjustments, damage or deterioration that would invalidate the calibration status
and subsequent measurement results.
flasAunistfuuss anudomne waaudaunanwiagvinlizanusnssaudsybignsasuazdonasa
N5ATIATANILNRY

The organization shall determine if the validity of previous measurement resuits had been adversely affected
when measuring equipment is found to be unfit for its intended purpose, and shall take appropriate action
as necessary. o
a\mnsq.,maoﬂmmnsnsaowafuaomsmﬂqmﬁmumﬂa finansevulutBoaumialy dialrsasfiagawuinla
wnzaufuihlssaed(AsasI30) a1 1T uarardasanfiumsagrominsauauanudniiu

7.1.6 Organizational knowledge
anugluasens

The organization shall determine the knowledge necessary for the operation of its processed and to achieve
conformity of products and services.

avAnsassaviuaANuiAIuiludamiunisnifiidasuasnstiuniseneg uanialvussafivmuaanndanas
wdnfuviuarudnig

This knowledge shall be maintained, protected and made available as necessary.
ANumafiazeacasine Y Unilag uauﬁwsanmnmmanﬂu

Where addressing changing needs and trends the organization shall consider its current knowledge and
determine how to acquire or access the necessary additional knowledge. 3

laausadnis vﬁaﬁuuﬁuu'(umstﬂ&uuuﬂaaqnsvuﬁu (uanofiu) asrnsazdasAasanRugIuauslullaqiu
uasAmua v deanustRuduisiulsadnols

NOTE 1 Organizational knowledge is knowledge specific to the organization; it is gained by experience. It is information that is used
and shared to achieve the organization’s objectives.
wngug 1 aneiluaedns Aaanuiiianinaizasiuaseng Alsnandszanatsal durayadgninnly uaswetudalivssyianssaod
AN UBIDIANS
NOTE 2  Organizational knowledge can be based on:
wingmua 2 anufluavdns usalannain
a) Internal sources (e.g. intellectual property; knowledge gained from experience; lessons learned from failures and
successful projects; capturing and sharing undocumented knowledge and experience; the resuits of improvements in
processes, products and service);

M
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unavniolu ((fu viwddumatyan anuiiilsannlssawnisal unGuuilafuannanuanimaiuarinsonsvilsvan
anudda mMIssandounasasudaiuaug wanlszawnsaldlifnsiaviniluanas wadnsuaonistfudgaqlu
asTuIuNs Waadar uarn1suinag)

b) External sources (e.g. standards, academia, conferences, gathering knowledge from customers or external providers).
wravnguan (1u IUIeIFINEIIY nFeTuAsdAar Astssguduuun AsnuNueNNiIngna wiaghianug
aguan)

7.2 Competence
WArCaUZINITH

The organization shali:

aVANTIATHDY

a) determine the necessary competence of person(s) doing work under its control that affects the
performance and effectiveness of the quality management system;
fAruavinrrANENsaTad AR NS ATG UM ETENTAILANTAIaIA NSRRI HANTE VLG A RNSTOUY URY
dsedndnauavseuunisIaNIsauAAN

b)  ensure that these persons are competent on the basis of appropriate education, training, or
experience;
ulai yaanswamiufivareanusunsauuiuguuasstaunisal nsausu wiansdnmadne
munvay

c¢)  where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness of
the actions taken,
sflunmsvindvinleialilsindevinreanusunsadanily warlsaivilssd@ngnauasnssinfiuntsvivin
h81)

d)  retain appropriate documented information as evidence of competence.
Wusnmdayadiflutansadromneay tiatflundngrusasinrranuauise

NOTE Applicable actions can include, for example: the provision of training to, the mentoring of, or the re-assignment of currently
employed persons; or the hiring or contracting of competent persons.

winomg  asanfuntsddssnedldawisenude dadou astinslnav nsiudidos viansuavwnaanulifuyeainsfiiag
n%amsa'\m%am.i’turmeuunmnsﬁﬁﬁnmmwmmm

7.3 Awareness
anuassuiln

The organization shall ensure that relevant persons doing work under the organization’s control are aware
of:
avAnsavsianiulainyaansiidndasvilfideunolednisaiuquuatasdnsazasymiings
a) the quality policy;
ulsunafun v
b) relevant quality objectives;
JaastasAqaunnitiandag
¢) their contribution to the effectiveness of the quality management system, including the benefits of
improved performance;
AMsvinduataululstdndnauadssuunmsinnissununw stufvaanlseiamilunsifnlyoaussauy
d) the implications of not conforming with the quality management system requirements.
walde (implications) aavanuhisanAdassataATMUALAITELLATIANITATUAMAN

7.4 Communication
nasdaans

The organization shall determine the need for internal and external communications relevant to the quality
management system, including:
avdinsasAavAMURRNEaYAMsEMSIMsdaasnaly uarmauantudasiiiimfusruunisianisaunanin
soufie
a) on what it will communicate,
vdaxsayls

b)  when to communicate,

ardaasdlals

S 0
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¢)  with whom to communicate;

wdassiulas

d)  how to communicate;
zRaasatiols

e)  who communicates.
lasdlurudaans

7.5 Documented information
dayatiluanans

7.5.1 General
unl

The organization’s quality management system shall include:
STUUNISIANITETUAMA WL VAN FANTITEavUsEAa LI
a)  documented information required by this International Standard,
dayavitfluansnsauviiivua TasuassruaInaau
b)  documented information determined by the organization as being necessary for the effectiveness of
the quality management system.
dayaviiflwanssauiivuns Tosasaduiuidnflugwsulsrdnsnanasssuunisinnissunann

NOTE The extent of documented information for a quality management system can differ from one organization to another due
to:
wuIgMe  anuann-vag aﬁuﬂuﬂauwaw’agaw"tﬂmanmsdmi’us:uumﬁﬂmssﬁuqmmw zuaneaduldluusdazacdns duatjiu
- the size of organization and its type of activities, processes, products and services,
1unavasdns uazufle (isvian) vasfianisu nszuiuns wlafaueiuazuinig
- the complexity of processes and their interactions,
aMusFududautansznuniaie waslfauvusdefuuasiu
- the competence of persons.
VARYANE N0 VDIUARING

7.5.2 Creating and updating
Asanvituardsuilge

When creating and updating documented information the organization shall ensure appropriate:
maumsamvnu.auﬂsuﬂso'uauaﬁujulanms avdnsazsaniuladoanuivmanean dosialaldl
a) identification and description (e.g. a title, date, author, or reference number);
nsfiie uavdnagune (t2u fia yuv HAavin Wianunuweuaioas)
b) format (e.g. language, software version, graphics) and media (e.g. paper, electronic);
uuy (Ldu M Aanvinds vastiu aldnwal) uazda (Ldu Asteny Aldnwvsafing)
c) review and approval for suitability and adequacy.
AMsnumukazaylfd miuanuuvinrsioona

7.5.3 Control of documented Information
msmuquﬁmgaﬁ’;ﬂmanms

7.5.3.1 Documented information required by the quality management system and by this International
Standard shail be controlled to ensure: 5
'q’algm?hilmanmsmuﬁmuum‘imussuumsa’mmsmuﬂmmw uarlnmnasgruanaatufiassasgnaiuaulv
utan
a) it is available and suitable for use, where and when it is needed;
fiwsay uariwinzausansldouluaauvinariiaidasns
b)  itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).
fnsilasfuadiamunran (iu annmsgatdaanuidaiy, Limunsausanistdou wialifitannn)

7.5.3.2 For the control of documented information, the organization shall address the following activities, as
applicable: . ,
dwdumsaruaudayaitflulanans asdnsatsasuanafianssusieg dosalufivinduguaie
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a) distribution, access, retrieval and use;
Asuanang Mstde asBunly warnisladeu

b)  storage and preservation, including preservation of legibility;
nsdaLAy auauinr saudanmsauaudawiviauaante

c)  control of changes (e.g. version control);
nsaruquastd&outlae (tdu msauauauviugln)

d) retention and disposition.
szazta lunisiatiu uaznisvinane

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 be controlled.
'uauaﬁulmanmsmnmuuanﬁmv\umimuaonmﬂamﬂumnmmfmuuuuauﬂﬁuﬁmu'lusuuumsammsmu
AR asavgniiivat e NERY LargNAILAY

Documented information retained as evidence of conformity shall be protected from unintended alterations.
dayavitiluanssigniaivlidlundngunasanusanndas avdavgnilasiuainmsunly

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

winowme s Sunsownonufonisdadulalunisaygatvigrayaiifuansnsviniu uia nsaygne warlidnnalunmsquay
wl8puulasrayadifhuanans

8 Operation
nsuUfiGnns

8.1 Operational planning and control

ANSIIRAY uarAIsAIuquNIsdficGinas

The organization shall plan, implement and control the processes (see 4.4) needed to meet the requirements
for the provision of products and services, and to implement the actions determined in Clause 6, by:
a9AnsaTaa LAY U TUSITE wasmuaunszuIuns@neg (g 4.4) ﬁmaams'(ﬂtﬂu'tﬂmmamuummoqd’msu
AsRIALNARTAYIMEaLENT WatsiuAanssua 19 auviAiuualu 4a 6 Tan
a)  determining requirements for the products and services;

Avuataiinuace @ nsuRdasiaet wiauins
b)  establishing criteria for:

Amuatnauvidg iy
1) the processes;
ATEUIUATIANY

2) the acceptance of products and services
nMsganiuimndasiauviniaudins
c) determining the resources needed to achieve conformity to the product and service requirements;
fvuavinennsegisasnsfiavvinliussgaudanadadsatiaimuac v na naaTagiuaruinig
d) implementing control of the processes in accordance with the criteria;
sitflunismuAunszuIuMsatg Bitthuldeanuinaed
e) determining and keeping documented information to the extent necessary:
Amue uardatiudayailiuianaisamarudniiu
1) to have confidence that the processes have been carried out as planned;
Aaniula (L'Bauu) FAnsrIuMsEteg eflmssinfiunsauunuiinetd
2) to demonstrate conformity of products and services to their requirements.
Vuaavfismnusanndassatan nunavquasHdniued uavuinig

NOTE “Keeping” implies both the maintaining and the retaining of documented information.
wanawmg  Yeudu” winofnisaaly wauAuinmliderayadiluanans

The output of this planning shall be suitable for the organization's operations.
nasnslaannaurufiazdasmnsauAunmsuiiinisuasasdns

The organization shall control planned changes and review the consequences of unintended changes, taking
action to mitigate any adverse effects, as necessary.

W
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aoﬂnsavmaomuaumquﬁuuuﬂaoﬁnmmuwuh waKMUMHURansEMLzaInsil&nunlas i liicola finns
snflunmsiiaussmraluidvay auausudly

The organization shall ensure that outsourced processes are controlled (see 8.4).
avAnsavsianiulainnsnunsegilasmsaauan (duiivlineynaaniauan) avgnaiuqu (g 8.4)

8.2 Requirements for products and services
daiuasdvdvusundnsimsinazudnig

8.2.1 Customer communication
nsda fsAugnan

Communication with customers shall include:

AMIRadsAUAAIRLHRITINGY

a) providing information relating to products and services;
nslvdayaiAmdundadiauvinarusnans

b)  handling enquiries, contracts or order, including changes;
mssflunisaaninusiasnng msma"mmw wiardodla sauBomsl§sunyaounly

C) obtaining customer feedback relating to products and services, including customer complaints;
nssudayadau (W@ovayviau) nau=nnQnm'luLsaoﬁLﬁmnuwﬁmnm‘m warn1su3nig sudvrnsasiiuuyas
§nA

d)  handling or controlling customer property;
AssLiunMInIanisAIuAUNIHERuuaIqgnAn

e) establishing specific requirements for contingency actions, when relevant.
5swn'uamuummoqﬁun.r-mmmnmsmtﬂumsmammmsm (qmﬁu/mmmu) Aoty muau
(Atniag

8.2.2 Determination of requiremAerLts related to the products and services
ASAINTANADAIUUAGTY MDA LRSS aLeiUsau5sns

When determining the requirements for the products and services to be offered to customers, the
organization shall ensure that:
mamvmm'uamuummoqmmuwﬁmﬂmmua"usmsmaua'lmuanm avdnsavsassiulain
a) the requirements for the products and services are defined, including;
dafimuasvd miundasiauvitarudnig avgnssyly ude
1) any applicable statutory and regulatory requirements;
dafivuaasquaInguINg uasagssilauAtAaidag
2) those considered necessary by the organization;
dafvuaduqiRansaniidrtiulaaacdng
b)  the organization can meet the claims for the products and services it offers.
avAnsfiianuannsaviazussasansdonsasamiundadavitarudnisiiiiiaua

8.2.3 Review of requlrements rflated to products and services
ASNUMIUAAAIMUAGTII NALITaIALUNAGA LAz LA

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements for products and
services to be offered to customers. The organization shall conduct a review before committing to supply
products and services to a customer, to include:
AVANSAY ma\mu't'-n"naoﬂnsﬁmmmmsnﬁa“usmﬂamuummoqdmsuwﬁmnmfmua.,usmsﬁqnmtaua‘lurTu
§nAT asdnsazAavvinnIsUIU Aaufiarfiudunauiuviasdonaundasusitaruimsiiiugnan sude
a)  requirements specified by the customer, including the requirements for delivery and post-delivery
activities; ‘
dafinunaieg Astulaggndl sudvtdamiivuasegdiniudanssumsdouan warudenisaouay
b)  requirements not stated by the customer, but necessary for the specified or intended use, when
known; ' ‘
dafimuasiieg Whilsssyleogna uadniludmdunisidounavanawvindinsu
c)  requirements specified by the organization;

e e
ISO 2015 — All rights reserved Page 13




INTERNATIONAL STANDARD 1S0 9001:2015(E)

dafmuaeieg Aszylanacdns

d) statutory and regulatory requirements applicable to the products and services;
adafivua nguina agsuiiley Mfmdasiundadusiuaruinig

e) contract or order requirements differing from those previously expressed.
dqafviuasg Tuduan wiarmdedariunnsnollanniuans linaumig

The organization shall ensure contract or order requirements differing from those previously defined are
resolved. . '
avdnsavaaviulaindad muasigq ludanwiaddedviuansnolanndisvy linauninfiayledunsudlay

The customer’s requirements shali be confirmed by the organization before acceptance, when the customer
does not provide a documented statement of their requirements.
dafvuasigquadgnAaveasiasunsiiuduianasdnsnaunisuariufiagnar Ll ldusavdanimuasne i
GHERE

8.2.3.2 The organization shall retain documented information, as applicable:
avAnsavsiastiusnrdayadiiflulanans athamunvay
a)  on the results of the review,;
TunadwsuaINIsUNIU
b)  on any new requirements for the products and services.
Tugadvualulianeg wdasuvivasuinig

8.2.4 Changes to requirements for products and services
nsuldouwlasdadviuacieg dusundasiasiuazuinig

The organization shall ensure that relevant documented information is amended, and that relevant persons
are made aware of the changed requirements, when the requirements for products and services are
changed. . . .
aon’n;nzo{aoﬁulaﬁﬂauaﬁLﬂutana'\sﬁtﬁm'u"aoaz'lm“%umsun“m uaryanaititdaatasniniiviaiimue
dwvnl§auntas dwvnntadiimuasivadmiuadadariuaruinsiinisuldsunilay

8.3 Design and development of products and services
ATaaNLLLUATWRIUTHARAL2iuLazU3NIS

8.3.1 Gengral
vt

The organization shall establish, implement and maintain a design and development process that is
appropriate to ensure the subsequent provision of products and services. . ' ‘
avAnsavsavavin N MIHTE uazaslidonstinunislunsaanuuuuaswanu AuRaawatialviiiulafisnisao
naundasausiiarudnistunaisan (luaandv)

8.3.2 Design and development planning
A15IUNUAITRANRULUARTWRIUN

In determining the stages and controls for design and development, the organization shall consider:

LUMTAMUATUA ULREANSAILANFA I TMFUNNTADNLULULREWAIUNY avFnsIzsaIlisan

a) the nature, duration and complexity of the design and development activities;
FnraesssumfuaranuddududautaAanssunIsaaNLULLRYWERIUN

b) the reguired process stages, including applicable design and development reviews;
sdutunauaisasn1s HUTNITLVIUMSIANLLLLREARIUNA LA TaY

) the required design and development verification and validation activities;
Aanssunsviudal (A15e5IAREINU) warnsaeIafusavnITaanLuLLRE W AGa s

d) the responsibilities and authorities involved in the design and development process;
ANU3UARYaLLARTa UNAMNVITUNTLIIUATSaAAULLLIULRYWEIL

e) theinternal and external resource needs for the design and development of products and services;
ninensvenolunaraguanisdasnisdmiunsnmsaa nuLaRERANNHEA UYL YLTATS

W
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f) the need to control interfaces between persons involved in the design and development process;
mwm"aomi‘lumsmuﬂnmsﬂizmwwusmhounﬂaﬂtﬁmﬂao’(unszmumsaanuuuuazﬁmm

g) the need for involvement of customers and users in the design and development process;
mmm’aomszims"umsﬂdvus‘muaoqnn’masna‘uoju%inﬂ'tunsxmumsaanuuuuazﬁmm

h) the requirements for subsequent provision of products and services;
AafmvuaGIE I uATRINaLRERTUTLaTIEN IR NINAEURD

i)  the level of control expected for the design and development process by customers and other relevant
interested parties; .
szﬁum*smnquﬂmmmio“h’aiw%uns.‘:mumsaanuuuuasﬁmuﬂmnanﬁﬁ wargfdulagrudaviiadiag

j)  the documented information needed to demonstrate that design and development requirements have
been met. ‘
ﬂauaﬂtﬂutanmiﬂm'aoms‘tumsuamﬁﬁamuummoq'ﬂaomsaanuuuuazﬁmmﬂmmssaﬁo

8.3.3 Design and development inputs
iafuilaulunisaanuuuuasWaIun

The organization shall determine requirements essential for the specific type of products and services to be
designed and developed. The organization shall consider: _
aon’nsam‘aori‘mum'u“ari'mumoha‘n?i'-i'lLﬂushufuﬂsxmwﬁmwmawao’uaowﬁmﬁm*ﬁuasu?miﬁaxaanu.uuu.az
WaIU adnsavsasfanTaun
a) functional and performance requirements;
aradivuss v lunsTdnuuaraussauy
b) information derived from previous similar design and development activities;
'u’angm?i"lm”mmnﬁanssumsaam.umLLavamuwﬁﬂa”’mnﬁoﬁ’uriauuﬁ”nﬁ
c) statutory and regulatory requirements;
dafimuasg uasnguINauaEndseLia
d) standards or codes of practice that the organization has committed to implement;
1As§IUEG uipdamsHild (RssenussaiavAnsiwustdanAavlfild
e) the potential consequences of failure due to the nature of the products and services;
wansevuanatAnduannanuaumaifissanndnrauzassuinduas IR IC TR T T R

Inputs shall be adequate for design and development purposes, complete, and unambiguous. Conflicting
design and development inputs shall be resolved.
ﬂaﬁuﬂauazﬁaow"w‘uowammzaudw%mi]wﬂszaon"uaomsaanunuuazﬁmm warlifiadaugeninniu dataues
aastladailaulunisaanuuuuarWaun avsalssuamsunly

The organization shall retain documented information on design and development inputs.
aoﬂ'nsaxﬁaotﬁufnmﬁagaLflut,anms'iuﬁaq"uﬂauﬂaomsaammuuazﬁmm

8.3.4 Design and development controls
ASAILANATISAAALLILUATWRIUT

The organization shall apply controls to the design and development process to ensure that:

avdnsavsavilszynstdnisaiuqu funsyuunIsaanuuLLayWaIntAalinlain

a) the results to be achieved are defined;
uaansizsacussad [ugnseyly

b) reviews are conducted to evaluate the ability of the results of design and development to meet
requirements;
ﬁmsmumuw‘waﬁszu‘iummmmm’ua\mamsaanmmuazﬁmuﬁmssa‘zi’an‘mumahaﬂ

¢) verification activities are conducted to ensure that the design and development outputs meet the input
requirements; ,
finnsefluAanssuseqlunisyuday (asIARga) WialifulanuadwsuasnisaanuULULREWERIUIUSSRY
dafmuacivg taviladoilau

d) validation activities are conducted to ensure that the resulting products and services meet the
requirements for the specified application or intended use; ,
ﬁm-smtﬁuﬁan‘ﬁnmoﬂumsmsvﬁusao Wialfulanudsadasivaruinsvile ussquanivuasne dwdu
nsdsegneladvitawIvtanead wianstanluladeu

—__—_____—_M-___—_———————————-—'—-—#
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e) any necessary actions are taken on problems determined during the reviews, or verification and
validation activities; . .
finsentfiunmisfianssustoiiniululgwiignivualissnineAanssunisnuviou Asmuday (asI3Rg)
WATATATIFUTAY

f) documented information of these activities is retained.
dayaAihuananstufanssusvqmaifiavgatiuinmly

NOTE Design and development reviews, verification and validation have distinct purpose. They can be conducted separately or in
any combination, as is suitable for the products and services of the organization.

VINEWG  NITVMUVIU ATSNIUSAY (ATARFU) uRnIsanatusas Sulhdssaedviuansionu Aanssumanfugusadasdwfiunisuenain
A wianuAUATs aua N sRuRa  uAILRTUTNTURIAIAAST

8.3.5 Design and development outputs
WAANSAAINTTAANULUUAZWEIUN

The organization shall ensure that design and development outputs:

avrnseeaniulxIHaFWS UaIANTAANLULURYWEIUIAY

a) meet the input requirements;
ussrarmussvgaulalailau

b) are adequate for the subsequent processes for the provision of products and services;
fianui asnatnneauE I unsTUIUNsSagqUaRrTuna ud niuNsRNa undnsSauviuarusnis

¢) include or reference monitoring and measuring requirements, as appropriate, and acceptance criteria;
styniaauditanmua st lunsasIAfam uLAraIIIAMIUAIUUNNIERY SINfatnvinsaausy

d) specify the characteristics of the products and services that are essential for their intended purpose and
their safe and proper provision. . , '
FYYAURNBAUTYFATY VDINSAAMYT uaru3nisvid A asiatdseaeeavisiaonisuatlaansds uasnssanauv
RPPTRET Y

The organization shall retain documented information on design and development outputs.
avAnsaveadtAivsnmrdayatiiuanastunadansuasmsaanuuuLasWaun

8.3.6 Desigl} and development changes
nsdaguniasaisaanuuuuasniswoerun

The organization shall identify, review, control changes made during, or subsequent to, the design and
development of products and services, to the extent necessary to ensure that there is no adverse impact on
conformity to requirements. . . 3 .

DIANTALADVIYY NUVIU MUAUATSLIRsulaeivinld wiatusswitiusaufiniun sasmsaanuuuLayWaM
wfndariuasuinig luzautuadiifluvdarlivinbvifinansevulutdsausaaudanad s atia A nunsnes

The organization shall retain documented information on:

avdnsassavfuinendayaviifhanaisdnsu

a) design and development change;
nsl&gundasnsaanuuy

b) the results of reviews;
HRAWSUDINITNLVIUAII

¢) the authorization of the changes;
AMsaypidnisuddsunilassnag

d) the actions taken to prevent adverse impacts.
asetfiuntslagivinldatlasfusnansyvululduau

8.4 Control of externally provided _Products and services
AMSAILANKHANAMYLATLSNNS NidvuauanaLuan

8.4.1 General
uniin'ul
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The organization shall ensure that externally provided processes, products, and services conform to
requirements.
avAnsavsaniulainmMsiamasauns waasaed uazuimsanaouanfivlileudanmunseg

The organization shall determine the controls to be applied to externally provided processes, products and

services when: ‘

avAnsREFavituaATATUANSYiRlseynatdiunsdnaunstuIuns HAASTUY LRsUIATISIIAMLUDA ia

a) products and services from external providers are intended for incorporation into the organization’s own
products and services;
udasfaaiuasinisaieg a'\ncgqam/cgdonaumnuanﬂr—mmmmﬂs snaudlundadal uaruinsuag
AN

b) products and services are provided directly to the customer(s) by external providers on behalf of the
organization;
nanfausiuariinisgadonavlvdugnAtlauasongIav/daauauniouanluunuuasasdng

c) a process or part of a process is provided by an external provider as a result of a decision by the
organization.
AseuuMs wiaduvilvuasnsrnunisgndenaulaagiau/geouaunisuanamuuanmsaadulalaoacdns

The organization shall determine and apply criteria for the evaluation, selection, monitoring of performance
and re-evaluation of external providers based on their ability to provide processes or products and services
in accordance with requirements. The organization shall retain appropriate documented information of these
activities and any necessary actions arising from the evaluation.

asAnsavaasivua wardsygnaliinaridimdunsdsediu Antdan asIfinaNENTIOUL uavdsufiudh i/
donaumsuanuuRuguzasiinanuauisalunisdanaunsyinums wiandadauriuayuinms autammunaieg
asrnsavsavfivinedayaiilwanaradioiaswatninsaulunaansuas Aanssusnoninanil uazAanssusitenv
Fufududlusainannnslsafiu

8.4.2 Type and extent of control
suuy uazdat U UAINITAIUAN

The organization shall ensure that externally provided processes, products and services do not adversely
affect the organization’s ability to consistently deliver conforming products and services to its customers.
avAnsarsaiulaitnsynuMs nanfniuay usmsﬂgndouaumnmnuan arbidanansinuluidoausia
AEINsaBavaYAnsTunsavNaLNEn T aviuarsMsifiausasadavadwaisualvifugndn

The organization shall:
2VANTALHAY
a) ensure that externally provided processes remain within the control of its quality management system;
ulaiassuunsvigndinauannniguandontaglun1sAILANAISEULMSIAMSEUAMATN
b) define both the controls that it intends to apply to an external provider and those it intends to apply to
the resulting output;
syyMIALANGINsiavnsatalsyaneldAugRsnauniauan uasdsasmisarlseanslafunadwsile
c) take into consideration;
Ao
1) the potential impact of the externally provided processes, products and services on the
organization’s ability to consistently meet customer and applicable statutory and regulatory
requirements;
nanssvuvianatAnduannnisdouaunsyununs wﬁmncufnu.avusmsma‘ﬁmmmmmmﬂaoaaﬂnsﬁm
USTRFATANUAFIGUAIQAAT LaLHAMVUAG I TaINYULIY agsufiouvitiarrias
2) the effectiveness of the controls applied by the external provider;
sr@ndnauasnsmuauiltleaiani/gaonauniauan
d) determine the verification, or other activities, necessary to ensure that the externally provided
processes, products and services meet requirements.
AMUANTIATIAAFIU (MIvIuday) wiaAanssudugdinduiabvidiulainmsdouaunssuiuns wdasiuai
URYUSAMTAALUANLTIREVTDATNUAATIY

W
1SO 2015 — All rights reserved Page 17




INTERNATIONAL STANDARD IS0 9001:2015(E)

8.4.3 Information for external providers
dayaduiuriau/dvuauniuuan

The organization shall ensure the adequacy of requirements prior to their communication to the external
providers. .
avAnsasaniulafomnuissnamntanlutasmuasiornauiiardassiidugdam/gaouaunsuan

The organization shall communicate to external providers its requirements for:
avAnsavsiavdaasdugdouaumaouanlutiafmmuasigd miu
a) the processes, products and services to be provided;
ATYUIUNTS Nﬁmﬁmmua"u’%msma"qndoua'u
b) the approval of:

AMsayle
1) products and services;
udnNniuaruinig

2) methods, processes or equipment;
3815 NIUNSENG wiaglnsal
3) the release of products and services;
nsdsanndadavinaruinig
c) competence, including any required qualification of persons;
dnweanuause ufisqauaulifizasynnavinacnis
d) the external provider’s interactions with the organization;
UfiusnasIav/ gonaunauaniuaveing
e) control and monitoring of the external provider’s performance to be applied by the organization;
ASATUANLRENINTIRAAMNIUTIOULBAIYIAM/ Ruaunauanyiavdsygnelaiingaddns
f)  verification or validation activities that the organization, or its customer, intends to perform at the
external provider's premises.
AanssuMsmudau(asIIRga) viansasadusasfiasdng uiagnAiuataddnsdelaarsniiums an aouvd
wavInu/gauauniauan

8.5 Production and services provision
mMsHaauarnIsdiuauuinig

8.5.1 Control of production and service provision
AMIAILANNITHAALATNITIINAUUIANS

The organization shall implement production and service provision under controlled conditions.
avrnsReavdnfiunsHdn uardonauuinis malagn1zvignaluny

Controlled conditions shall include, as applicable:
anIrnsmIuAuaLaadlsznanlsmavdadesatlald wiiuseynslals
a) the availability of documented information that defines:
m’mﬂwsamao'ua:gatilmanmsﬂsuu
1) the characteristics of the products to be produced, the services to be provided, or the activities to
be performed;
ARNH UEFA V2IHARTUYITIRrnER nsIBnsTiardanan viaAanssuviazsiiuns
2) the results to be achieved;
HaviarusIsaéy
b) the availability and use of suitable monitoring and measurement resources;
aufinsay wasldwvinanslumsNMIsATIARAMUNLALAIIATINIR
c) the implementation of monitoring and measurement activities at appropriate stages to verify that
criteria for control of processes or outputs, and acceptance criteria for products and services, have been
met. 3 . .
asedfiufianssumiaasiafiaanuuacnsanaialudusauviivinssuiasAgniinasidmiunsaiuau
AFYUTUATT WEARAANEVAINTLLIUMS uasthawinsaaniundnsiaviuaruimslaussgde
d) the use of suitable infrastructure and environment for operation of processes;
mstdfeannoanugzain/assaunisina uazaamwasand mdunsaufiunsruiuniseneg

M
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e) the appointment of competence persons, including required qualification;
mMsugvavyaaInTiivinaranuaune MufeqaumniGvisasns

f) the validation, and periodic revalidation, of ability to achieve planned results of processes for production
and service provision, where the resulting output cannot be verified by subsequent monitoring or
measurement; 5 ‘ }
M3nIRFUTAY Uarassusavaliusyey '(uﬂmmmmmsaﬂazussawaﬁwﬁﬂ'lﬁﬂouwu“h“(un‘sxmumu%u
MIK&R LaraEILaUNITBNT MInKadngLisnsaviudzau(esIRgn)lnsdunautasnisaIfianumia
a1137m

g) the implementation of actions to prevent human error;
asentfluAznssulunmisilasduanuflanainuasny

h) the implementation of release, delivery and post-delivery activities;
nssnfiunsddas AMsiedy uarAanssunasnsdenau

8.5.2 Identification and traceability
nsiiue warnissautaundu

The organization shall use suitable means to identify outputs when it is necessary to ensure the conformity
of products and services. o . ' .
avFnsavsiavldhnasmssgAmNrautiatiionadnsg (navnszaums) dauiludvinbitiulainudasuaiuay
usmMsiianudannaa

The organization shall identify the status of outputs with respect to monitoring and measurement
requirements_throughout production and services provision.

20ANSLHAITINNOTUTLAINRANS (Va9NTELIUNS) ALAmAudaAiMUATUNINTIAFEALUREATINIA ARDANTT
w8auarAIRINALUIANS

The organization shall control the unique identification of the outputs when traceability is a requirement,
and shall retain the documented information necessary to enable traceability.
29ANTITEBIAILANMSTLIVILAWIZLANYAIVDINAANSE (Ha9nseuIung) dlamsaaunaulailludadiivua uay
avsaviAuintayaiuianasladdnfluiatiainsavinnsaaunay

8.5.3 Property belonging to customers or external providers.
winddunidlunasgnal udagdiau/dsuaunruuan

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 customer’s or external provider’s property provided for use or incorporation into the
products and services. . '
avAnsassassfiunsguanindduiitiiunasgnaimiadiavwy/feouaunauan Tunaueviagaalsdnmsaiuquuad
avrnsvsagminuntdiauacdns asdnsavsanivd asiawgad aviu Unilas nind&uuavanAiniaginn/§&e
yaumouangwmiminldlsenau(ndn)wdnduvilaruinig

When 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 retain documented
information on what has occurred.

Lﬁ'am%wﬂﬁuﬁaoqnﬁju‘iaﬂaovﬁmm/Qdonaunwuuantﬁmnwsqmmu @ovna wiawu liminsausanisin
aoﬁ@sq:ﬁaOSWUowuﬁoﬁLﬁmﬁuiﬁanﬁwu%aqimuw/s{donanmuuanﬁlwnn wavtAusnmdayatilutananstudov
tindu

NOTE A customer’s or external provider's property can include material, components, tools and equipment, customer premises,
intellectual property and personal data. 5

winowe  wind8urasgna viagiauy/Wdonauniguan Snsesudoinadu dugu/dulsznay wniacfiavildounazalnsal niwddu
sl uastdayaruynna

8.5.4 Preservation
AsnuUausnE

M
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The organization shall preserve the outputs during production and service provision, to the extent necessary
to ensure conformity to requirements.

2VANSITERVOUANTARINRANEE 1 (2aINSTLIUNTT) TustnINISHAR uasnsdonauuins auYauLAGT
Fufludabitiuladomusanndassataiwunsgeg

NOTE Preservation can include identification, handling, contamination control, packaging, storage, transmission or transportation,
and protection.
winowme | nseuauinsiaansanufeasied asanfiunisiedaudie psmvaquatnhudau arsussy masieuiu aisderau wianasilaeiu

8.5.5 Post-delivery activities
AnssuudvnIstuuau

The organization shall meet requirements for post-delivery activities associated with the products and
services.
avAnTIvsiasusIqiani muas1en dmdufanssunasnsdonauludiudiAmfundataviuarudnig

In determining the extent of post-delivery activities that are required, the organization shall consider:
TumsitnuazaULEEUaIAINTTUNAVNITRILAUVEEDINNT BIANTILADINIITAUN
a) statutory and regulatory requirements;
dafiuauasnguung agsviiioy
b) the potential undesired consequences associated with its products and services;
wadngeaailiilssounvianaiadu AiRordasfundasaviuaznisusnisuasasding
c) the nature, use and intended lifetime of its products and services;
dnaLassuA A5ty waraynstdounasndndainazudnisuasasrns
d) customer requirements;

ARATUUAR I UAIRNAT
e) customer feedback
HARDUNAUIINFAAT
NOTE Post-delivery activities can include actions under warranty provisions, contractual obligations such as maintenance services,

and supplementary services such as recycling or final disposal.
wnewe  Aznssuvasnisianay Ansasiudenissntuniiniels arsfulsediu avseyawusudgyan tdu aspinsdaning uaruingg
W3 1u nsTlanda via nrsAiavia

8.5.6 Control of changes
nsauquasilaouulag

The organization shall review and control changes for production or service provision, to the extent
necessary to ensure continuing conformity with requirements.
aoﬂnsavmaomumuua"mnﬂumstﬂﬁuuuﬂaomaqdmsummammadonanusms Tuzaviaaviiniludiagvintyv
Julaazavanuanasassataivuasiqadissiaitia

The organization shall retain documented information describing the results of the review of changes, the
persons authorizing the change, and any necessary actions arising from the review.
aonnsavmaotﬁusnm‘uauaﬂLﬂmanmsﬁaﬁmuwaaWﬁ'uaamsmumumstﬂauuuﬂm yraagfidunaluns
w8sundas uarfanssusoqvisniiudiAaduannaisnumu

8.6 Release of products and services
eR I EDHIELGILY

The organization shall implement planned arrangements, at appropriate stages, to verify that the product
and service requirements have been met.

agFinsavsiasdLfiunsa NS ELAsEegToRaulT Tutusraudonntay tRaRgaibndaimuesioquas
wdnsauvinasuinislaussgdio

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

M
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msldasndndaviuaruinsldianAiavdashignsfiunissuninaseisunisvineuauliasfinisatunis
athoasudrusuiluinata wiaflanuavsiaslasumsayidiaasgiiauna waslaagnAaUfire'le

The organization shall retain documented information on the release of products and services. The
documented information shall include: .
avAnsavsiavtiuinmdayadiiduanssdmiunnlsasndadaeivatusms dayadifiulanasavsiasilsynaueis
a) evidence of conformity with the acceptance criteria;

nangurzavsANuIdanAdavfinausriniseauiy
b) traceability to the person(s) authorizing the release.

msdautiaunduhidoyaaafidnunaamianisddan

8.7 Control of nonconforming outputs
ASAIVANKAINS (2a9n521Iu15) AhiiTluWenudaduue (Lisaaaaag)

8.7.1 The organization shall ensure that outputs that do not conform to their requirements are identified
and controlled to prevent their unintended use or delivery.

aonnsavmaouu‘hﬂwaaWﬁ (pavnsynums) Whisanasassaztammuaaieg avgndie uargnALAuailasiu
sl liieeun wiadouau

The organization shall take appropriate action based on the nature of the nonconformity and its effect on
the conformity of products and services. This shall also apply to nonconforming products and services
detected after delivery of products or after the provision of services.
avAnsaLsavsitiunisufidinsadoiaonalvinyau uuwugmanumxﬁﬁnmﬁmaomm‘luaamﬂaao uay
Nansvmumammaamaawaomﬁmnmfmuavusms nssinfiunstiay favAsaunquisnEnAaiuarudnsvitl
dhuldaudiadmus (hisaaadas) Mignasiawunsudoannaisdouaundasiond vianawdsnsdouauusns

The organization shall deat with nonconforming outputs in one or more of the following ways:
avrinsaLaveILiuNsaanadws (2aanszuIuns) Ahisanndassatdaivuasineg atrwlaateuionavans
athosuuwmsalui
a) correction;
unlutiiavsiu
b) segregation, containment, return or suspension of provision of products and services;
Anuan AL fodu wiasedunislandasaiuasdnis
¢) informing the customer;
wWIFNA
d) obtaining authorization for acceptance under concession.
gaayanawansaaniumalannuiunay

Conformity to the requirements shall be verified when nonconforming outputs are corrected.
ANUSARARAYRATAMMUAGINIRTHaIgARF (udaL) anadnsuas (nsvinunis) Alhizasaaassa
daivuataiunisuly

8.7.2 The organization shall retain documented information that:
avAnsazsdAusnmdayaitiiuvanasv

a) describes the nonconformity;

afuganuhidanndag

b) describes the action taken;
agunafanssuvisiniiiuly

¢) describes the concessions obtained;
aguaauAusaulaiu

d) identifies the authority deciding the action in respect of the nonconformity.
sapiaunadadulaludanssuiidmduanuhizsannaas

9 Performance evaluation
Asudssudivaussaus

m
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9.1 Monitoring, measurement, analysis and evaluation
A5asIAGAMN A5I3TA Tias1eu uarn1ssEudiy

9.1.1 Gengral
un'ld

The organization shall determine:

avAnTILFaIAINUR

a) what needs to be monitored and measured,;
avlsfidasmsviinsasAAA LATASINIA

b) the methods for monitoring, measurement, analysis and evaluation needed to ensure valid results;
’iﬁn*!ssmqaimsumsmnaﬁmmn AMIRIITE MRy uazmsUsuduvisiasnis Walwiuladonadwsid
dwdiadia

c) whenthe monitoring and measuring shall be performed;
Slalsagsiavd 1t iunsnsIAfeeN uLaEeNIIR

d) when the results from monitoring and measurement shall be analyzed and evaluated.
u‘ia'ls'f/‘iNaa”wﬁ'-nnmssmaﬁmmnuaxmﬁﬁmzﬁaoQn’im‘nm’ wardseifiuns

The organization shall evaluate the performance and the effectiveness of the quality management system.
agFnsavsianlsufiudussaur uavlselvninay 295TUUMTIAMATHTUA NN

The organization shall retain appropriate documented information as evidence of the results.
Sednsardanfiuinsrayaviilulanasiunanguriuansfonaans

9.1.2 Customer satisfaction
anuvivnalanasgnan

The organization shall monitor customers’ perceptions of the degree to which their needs and expectation
have been fulfiled. The organization shall determine the methods for obtaining, monitoring and reviewing
this information. ‘

DIANSALHBINTIAEAM VAU TDIRNAESEALTAIAIUADINTS waraumaniavisinnsaauduas (ussahv)

A9dnsATADIAMUATENTSTUMISLALSIUTIY RN wasvumutayawmail

NOTE Example of monitoring customer perception can include customer surveys, customer feedback on delivered products or
services, meeting with customers, market-share analysis, compliments, warranty claims and dealer reports.

WUIHLING sﬁamwaomsﬁs\muuuuao'uao@nFhmmsmmﬁomsdwsnanm 'u’aqaﬁaunﬁ’uawnanﬁwlu&%aouﬁaﬁm-ﬁﬂdouau wiauins
nAsdsyu (wuile) Augnd AsieTEY@IunLveas Arvauigs nsdaniacaniYe uassEuBaIARe

9.1.3 Analysis and evaluation
msimsisvinazdsodiuna

The organization shall analyze and evaluate appropriate data and information arising from monitoring and
measurement. ' '
am’nsa:m‘ao’imsw:ﬁuaaﬂiuﬁuﬂagaﬁmmzauﬁ“lm“mmnmsmsaaﬁmmu warn1InsIdn

The results of analysis shall be used to evaluate:

wadngnasn1sIiesed avadavgminlulalsuidiu

a) conformity of products and services;
ANuFanREI TN AR MTILRYLENS

b) the degree of customer satisfaction;
st@uauiInalanasgn

¢) the performance and effectiveness of the quality management system;
Aussauy walse@nENauasTUUMTIANITALAN

d) if planning has been implemented effectively;
msuruinsuidfaiofilsdnana

e) the effectiveness of actions taken to address risks and opportunities;
UssavanarasAanssusiuansdonnudod warlamasivg

f)  the performance of external providers;

/—#_ﬂ
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ussaustavERINauNILUaN
g) the need for improvements to the quality management system.
ANUFdaINMsEMIUNsUS U st UUATIRNISATUA AT

NOTE Methods to analyze data can include statistical techniques.
wuieivg  I8anssvlunisitenstaya ansonuiunaisnioia

9.2 Internal audit
asasadssidunaalu

9.2.1 The organization shall conduct internal audits at planned intervals to provide information on whether
the quality management system:
avdnsadasvinmMsanUstiunaly autheszaznavinaunuly alilarayainssuumsInnsaiunamn v
a) conforms to
SanAR IR
1) the organization’s own requirements for its quality management system;
AAANUAGIG BAIAIAATAINSUSTUUNSIANTFTURAUNIN
2) the requirements of this International Standard;
dafivuma1I YavRTsIuAINautl
b) s effectively implemented and maintained.
U6 uaraeda iadoiidsednina

9.2.2 The organization shall:

AYANTALEAY

a) plan, establish, implement and maintain an audit programme(s), including the frequency, methods,
responsibilities, planning requirements and reporting, which shall take into consideration the importance
of the processes concerned, changes affecting the organization, and the results of previous audits;
MouKu Favin il giié u.a"snuw'h‘ﬁaiﬂiumumsms‘r—:ﬂszmu 55ud9 ANud 58n1s Anusufinuay
A2 MUATUNITIIVUNULATNITSIEU QsunsumsanlsusiudeassiasRansandoanudidnuag
ASLNUANSENNY ALAITa0 nsdsuwlasiifinansynusiaaddns uazkazasnsaslsfiuaiantuaionau

b) define the audit criteria and scope for each audit;
ssnailumsnslsedin Lartauaf U LMINTIAUARYAT

c) select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;
antdangnrdsadu warsnflumsesiadsudurialiiiulaluauadsssy uarar@lunssuIunIsnsIa
dsuifiu

d) ensure that the results of the audits are reported to relevant management;
uuhnwa-uaomsmaaﬂsutﬁuqnsmmu'(nﬁumuu%msﬂtﬁumao

e) take appropriate correction and corrective actions without undue delay;
sfiumsudtuidasau uarnmsufiiinisurituadromnzaniaalitnaga

f) retain documented information as evidence of the implementation of the audit programme and the
audit results. _
iusnedayaidlutansnstiadlundngrulunisaitfiunsauidsunsunisasiadlseifiu LRzHRUaINITATIA
Usuidiu

NOTE See 1SO 19011 for guidance.
winawg g IS0 19011 duwuivig

9.3 Management review
asnumulasdauiuvlg

9.3.1 Gengral
unvialu

Top management shall review the organization's quality management system, at planned intervals, to ensure
its continuing suitability, adequacy, effectiveness and alignment with the strategic direction of the
organization.

[ ]
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HU3MSTEAUFIITABINUIMIUSTIUMTIAATSEIUAMATWEaYaYAAs Auha v ousuly tialiliuladindeas
tmncay Waowa filszdndna uardasndaasduiamotdonagvsuasaddns

9.3.2 Management review inputs
iasuilaulunisnumiulaachauduns

The management review shall be planned and carried out taking into consideration:
msnumutaadiauivisavsasgnionau wavetiunsiagfaisaunde
a) the status of actions from previous management reviews;
garuzaasasafiunmisainmsnumuasinauming
b) changes in external and internal issues that are relevant to the quality management system;
msul§auwlaclulssdiusieg WonauanuasanaluiiifmdasAuszuunisianiseunanw
c) information on the performance and effectiveness of the quality management system, including trends
in:
dayatuassussouzualssdndnazasssuumsdanissiuaanin saudoinTiulu
1) customer satisfaction and feedback from relevant interested parties;
anuianalanasgndl uavdayatdaunduangiidiuladrudasog
2) the extent to which quality objectives have been met;
sreuuaINITUsIaivinnUseaaARTUA AN
3) process performance and conformity of products and services;
AUTTOULUDINTEUIUNIT UaTANNFAAARDINDINEASUYILArUINNS
4) nonconformities and corrective actions;
aubidassaasuasnislficinisuala
5) monitoring and measurement results;
HRUDINTITATIRAMUUALATATIRTA
6) audit results;
WaUDINTATIRUSTLT UG
7) the performance of external providers;
RUISOUTAAVHRINAUNUBN
d) the adequacy of resources;
anuisawangauluninens
e) the effectiveness of actions taken to address risks and opportunities (see 6.1);
UszavdnavasAanssuvivinlWuiauanoanuidns uarlanasiog (g 6.1)
f)  opportunities for improvement.
Tanmasvqdmdunisliudge

9.3.3 Management review outputs
wadnsuasnIsnumulaudiauinis

The outputs of the management review shall include decisions and actions related to:
wadgwsuasnsvumulaadioudnis avsansznausmonsandulauarAznsniiudasdy
a) opportunities for improvement;
Tanmalunsdiulye
b) any need for changes to the quality management system;
anusiaemMslandmiunisul8suntastussuunisinnisaanin
c) resource needs.
vinensisaons

The organization shall retain documented information as evidence of the results of management reviews.
aoﬂnsa"maomusm:n'uauaﬁtﬂutanmstwaLﬂuv&anﬁm'uaoNamsmumuimumuu%ms

10 Improvement
n15ddulye

10.1 Genpral
uninlul

w
e ————————————
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The organization shall determine and select opportunities for improvement and implement any necessary
actions to meet customer requirements and enhance customer satisfaction.

avAnsazsavimun wasdanlamad miunsdiulg uauﬂﬁuﬁﬁanssnmoqﬁmLﬂulwamussa’uamuummoq
AIJNAT uastiauANNRInalanasgne

These shall include:

amarfiarsassiubs

a) improving products and services to meet requirements as well as to address future needs and
expectations;
msﬂﬁ.lﬂsoNﬁmﬂm‘muavusmnwa'luussmmmuummof] PUINISUFRIBIAIUFDINTT LRTAINNAIANTI
Tuauaae

b) correcting, preventlng or reducing undesired effects;
asuAly Msilasdu wia nsaaransenuililssoun

c) improving the performance and effectiveness of quality management system.
A anITaur uarlsENEHAYAITTULNITIRANTHIUALATIN

NOTE Example of improvement can include correction, corrective action), continual improvement), breakthrough changes,
innovation and re-organization.

wingwg  dadrasmalfudsusenude msuila(ulaseu) msdguanisudly mdfulpathesaifiasnisul@aunlandennivia
WIANTIN) uasmniu&ou (nsdfju) avens

10.2 Nonconformity and corrective action
anliidasadavsuarnsufiadnisunla

10.2.1 When a nonconformity occurs, including any arising from complaints, the organization shall:
WafianuhizanraatAndu udedsifinduainnssasidou asdnsazsay
a) react to the nonconformity and, as applicable:
pauFuavsanNuizannand way (Winvil§iale)
1) take action to control and correct it;
snflunsauny wavuAluidaosiu
2) deal with the consequences;
FfiunisaauduaIsanaia 1IN
b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not
recur or occur elsewhere, by
UsziduanusasnsTumsanfiumsmInainesiieg speanubizannaay tRalilvitAaduan wialaily
WAadutuvisua 1au
1) reviewing and analyzing the nonconformity;
mMsnumuLaIitasnnirnuhidzannaay
2) determining the causes of the nonconformity,
mMsAitua s tadatlidanadal
3) determining if similar nonconformities exist, or could potentially occur;
msAmuaanbiganasasiinaoa§oduditiadunud u%aﬂmaq%ﬁm'ﬂu
c) implement any action needed;
gfiu (UHud) Aanssusineg ﬁmaoms
d) review the effectiveness of any corrective action taken;
nuvudsz@ndnaravnisufirdnisualadvinly
e) update risks and opportunities determined during planning, if necessary;
Umlge(vinlviviuaiin) Audey was Tanmaseignivuatuluszuitoaisnounu gy
f)  make changes to the quality management system, if necessary.
yinmsuwl§suwlasssuumsinnsauqaniw grdndlu

Corrective actions shall be appropriate to the effects of the nonconformities encountered.
msUfuinisunly avsavfirnumineauAuNanNITnLeE I nnarbizanadacitindu

10.2.2 The organization shall retain documented information as evidence of:

29ANIY maogmﬁnmﬁauaﬂ«.ﬂutanmstwatﬂuuanﬁwumv\su

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

W
e ————
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b) the results of any corrective action.
sauavnIsUfifnsunly

10.3 Continual Improvement
Asudunlqeativsaiiae

The organization shall continually improve the suitability, adequacy and effectiveness of the quality
management system.
avdnsavsavlfulsoathesattiasluanuiisowa lnzau LarANNLSEANERNATAISTULAMSIRNITETUAUN N

The organization shall consider the results of analysis and evaluation, and the outputs from management
review, to determine if there are needs or opportunities that shall be addressed as part of continual
improvement.

BIANSATADINANTANHAFNE2AINTITILAT LR AssELIL SIudanaduslsannmsnumutaadhaudns tia
Amuaflanusiasns wiafilanmasiaiassasganfuantviflugiuntvnasnsifnlysadosaitias

W
I ————————— e ——
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Annex A
(informative)
Clarification of new structure, terminology and concepts

A.1 Structure and terminology

The clause structure (i.e. clause sequence) and some of the terminology of this edition of this International
Standard, in comparison with the previous edition (ISO 9001:2008), have been changed to improve
alignment with other management systems standards.

There is no requirement in this International Standard for its structure and terminology to be applied to the
documented information of an organization’s quality management system.

The structure of clauses is intended to provide a coherent presentation of requirements, rather than a model
for documenting an organization’s policies, objectives and processes. The structure and content of
documented information related to a quality management system can often be more relevant to its users if it
relates to both the processes operated by the organization and information maintained for other purposes.

There is no requirement for the terms used by an organization to be replaced by the terms used in this
International Standard to specify quality management system requirements. Organizations can choose to
use terms which suit their operations (e.g. using “records”, “documentation” or “protocols” rather than
“documented information”; or “supplier”, “partner” or “vendor” rather than “external provider”).

Table A.1 shows the major differences in terminology between this edition of this International Standard and
the previous edition.

Table A.1 — Major differences in terminology between ISO 9001:2008 and ISO 9001:2015
1SO 9001:2008 IS0 9001:2015

Products Products and services

Exclusions Not used

(See Clause A.5 for clarification of applicability)

Management representative Not used

(Similar responsibilities and authorities are assigned
but no requirement for a single management repre-
sentative)

Documentation, quality manual, documented pro-|Documented information
cedures, records

Work environment Environment for the operation of processes
Monitoring and measuring equipment Monitoring and measuring resources
Purchased product Externally provided products and services
Supplier External provider

A.2 Products and services

ISO 9001:2008 used the term “product” to include all output categories. This edition of this International
Standard uses “products and services”. The term “products and services” includes all output categories
(hardware, services, software and processed materials).

The specific inclusion of “services” is intended to highlight the differences between products and services in
the application of some requirements. The characteristic of services is that at least part of the output is
realized at the interface with the customer. This means, for example, that conformity to requirements cannot
necessarily be confirmed before service delivery.

T T T T ]
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In most cases, products and services are used together. Most outputs that organizations provide to
customers, or are supplied to them by external providers, include both products and services. For example, a
tangible or intangible product can have some associated service or a service can have some associated
tangible or intangible product.

A.3 Understanding the needs and expectations of interested parties

Subclause 4.2 specifies requirements for the organization to determine the interested parties that are
relevant to the quality management system and the requirements of those interested parties. However, 4.2
does not imply extension of quality management system requirements beyond the scope of this International
Standard. As stated in the scope, this International Standard is applicable where an organization needs to
demonstrate its ability to consistently provide products and services that meet customer and applicable
statutory and regulatory requirements, and aims to enhance customer satisfaction.

There is no requirement in this International Standard for the organization to consider interested parties
where it has decided that those parties are not relevant to its quality management system. It is for the
organization to decide if a particular requirement of a relevant interested party is relevant to its quality
management system.

A.4 Risk-based thinking

The concept of risk-based thinking has been implicit in previous editions of this International Standard, e.g.
through requirements for planning, review and improvement. This International Standard specifies
requirements for the organization to understand its context (see 4.1) and determine risks as a basis for
planning (see 6.1). This represents the application of risk-based thinking to planning and implementing
quality management system processes (see 4.4) and will assist in determining the extent of documented
information.

One of the key purposes of a quality management system is to act as a preventive tool. Consequently, this
International Standard does not have a separate clause or subclause on preventive action. The concept of
preventive action is expressed through the use of risk-based thinking in formulating quality management
system requirements.

The risk-based thinking applied in this International Standard has enabled some reduction in prescriptive
requirements and their replacement by performance-based requirements. There is greater flexibility than in
ISO 9001:2008 in the requirements for processes, documented information and organizational
responsibilities.

Although 6.1 specifies that the organization shall plan actions to address risks, there is no requirement for
formal methods for risk management or a documented risk management process. Organizations can decide
whether or not to develop a more extensive risk management methodology than is required by this
International Standard, e.g. through the application of other guidance or standards.

Not all the processes of a quality management system represent the same level of risk in terms of the
organization’s ability to meet its objectives, and the effects of uncertainty are not the same for all
organizations. Under the requirements of 6.1, the organization is responsible for its application of risk-based
thinking and the actions it takes to address risk, incuding whether or not to retain documented information
as evidence of its determination of risks.

A.5 Applicability

This International Standard does not refer to “exclusions” in relation to the applicability of its requirements
to the organization’s quality management system. However, an organization can review the applicability of
requirements due to the size or complexity of the organization, the management model it adopts, the range
of the organization’s activities and the nature of the risks and opportunities it encounters.

M
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The requirements for applicability are addressed in 4.3, which defines conditions under which an
organization can decide that a requirement cannot be applied to any of the processes within the scope of its
quality management system. The organization can only decide that a requirement is not applicable if its
decision will not result in failure to achieve conformity of products and services.

A.6 Documented information

As part of the alignment with other management system standards, a common clause on “documented
information” has been adopted without significant change or addition (see 7.5). Where appropriate, text
elsewhere in this International Standard has been aligned with its requirements. Consequently, “documented
information” is used for all document requirements.

Where ISO 9001:2008 used specific terminology such as “document” or “documented procedures”, “quality
manual” or “quality plan”, this edition of this International Standard defines requirements to “maintain
documented information”.

Where ISO 9001:2008 used the term “records” to denote documents needed to provide evidence of
conformity with requirements, this is now expressed as a requirement to “retain documented information”.
The organization is responsible for determining what documented information needs to be retained, the
period of time for which it is to be retained and the media to be used for its retention.

A requirement to “maintain” documented information does not exclude the possibility that the organization
might also need to “retain” that same documented information for a particular purpose, e.g. to retain
previous versions of it.

Where this International Standard refers to “information” rather than “documented information” (e.g. in 4.1:
“The organization shall monitor and review the information about these external and internal issues™), there
is no requirement that this information is to be documented. In such situations, the organization can decide
whether or not it is necessary or appropriate to maintain documented information.

A.7 Organizational knowledge

In 7.1.6, this International Standard addresses the need to determine and manage the knowledge
maintained by the organization, to ensure that it can achieve conformity of products and services.

Requirements regarding organizational knowledge were introduced for the purpose of:

a) safeguarding the organization from loss of knowledge, e.g.
— through staff turnover;
— failure to capture and share information;

b) encouraging the organization to acquire knowledge, e.g.
— learning from experience;
— mentoring;
— benchmarking.

A.8 Control of externally provided products and services

All forms of externally provided products and services are addressed in 8.4, e.g. whether through:
a) purchasing from a supplier;

b) an arrangement with an associate company;

¢) outsourcing processes to an external provider.

Outsourcing always has the essential characteristic of a service, since it will have at least one activity
necessarily performed at the interface between the provider and the organization.

M
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The controls required for external provision can vary widely depending on the nature of the products and
services. The organization can apply risk-based thinking to determine the type and extent of controls
appropriate to particular external providers and externally provided products and services.

ﬂ—_—____—_—_—__——————-——————“——#—
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Annex B
(informative)
Other International Standards on quality management and quality
management systems developed by ISO/TC 176

The International Standards described in this annex have been developed by ISO/TC 176 to provide
supporting information for organizations that apply this International Standard, and to provide guidance for
organizations that choose to progress beyond its requirements. Guidance or requirements contained in the
documents listed in this annex do not add to, or modify, the requirements of this International Standard.

Table B.1 shows the relationship between these standards and the relevant clauses of this International
Standard.

This annex does not include reference to the sector-specific quality management system standards
developed by ISO/TC 176.

This International Standard is one of the three core standards developed by I1SO/TC 176.

— ISO 9000 Quality management systems — Fundamentals and vocabulary provides an essential
background for the proper understanding and implementation of this International Standard.

The quality management principles are described in detail in ISO 9000 and have been taken into
consideration during the development of this International Standard. These principles are not
requirements in themselves, but they form the foundation of the requirements specified by this
International Standard. ISO 9000 also defines the terms, definitions and concepts used in this
International Standard.

— 150 9001 (this Internationa! Standard) specifies requirements aimed primarily at giving confidence in
the products and services provided by an organization and thereby enhancing customer satisfaction.
Its proper implementation can also be expected to bring other organizational benefits, such as
improved internal communication, better understanding and control of the organization’s processes.

— IS0 9004 Managing for the sustained success of an organization — A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this
International Standard, to address a broader range of topics that can lead to improvement of the
organization’s overall performance. I1SO 9004 includes guidance on a self-assessment methodology

for an organization to be able to evaluate the level of maturity of its quality management system.

The International Standards outlined below can provide assistance to organizations when they are
establishing or seeking to improve their quality management systems, their processes or their activities.

— IS0 10001 Quality management — Custormner satisfaction — Guidelines for codes of conduct for
organizations provides guidance to an organization in determining that its customer satisfaction
provisions meet customer needs and expectations. Its use can enhance customer confidence in an
organization and improve customer understanding of what to expect from an organization, thereby
reducing the likelihood of misunderstandings and complaints.

— IS0 10002 Quality management — Customer satisfaction — Guidelines for complaints handling

in organizations provides guidance on the process of handling complaints by recognizing and

addressing the needs and expectations of complainants and resolving any complaints received. It
provides an open, effective and easy-to-use complaints process, including training of people. It also
provides guidance for small businesses.

— IS0 10003 Quality management — Customer satisfaction — Guidelines for dispute resolution external
to organizations provides guidance for effective and efficient external dispute resolution for
product-related complaints. Dispute resolution gives an avenue of redress when organizations

do not remedy a complaint internally. Most complaints can be resolved successfully within the
organization, without adversarial procedures.

— ISO 10004 Quality management — Customer satisfaction — Guidelines for monitoring and measuring
provides guidelines for actions to enhance customer satisfaction and to identify opportunities for
improvement of products, processes and attributes that are valued by customers. Such actions can
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strengthen customer loyalty and help retain customers.

— 1SO 10005 Quality management systems — Guidelines for quality plans provides guidance on
establishing and using quality plans as a means of relating requirements of the process, product,

project or contract, to work methods and practices that support product realization. Benefits of
establishing a quality plan are increased confidence that requirements will be met, that processes

are in control and the motivation that this can give to those involved.

— ISO 10006 Quality management systems — Guidelines for quality management in projects are applicable
to projects from the small to large, from simple to complex, from an individual project to being part

of a portfolio of projects. They are to be used by personnel managing projects and who need to

ensure that their organization is applying the practices contained in the ISO portfolio of quality
management system standards.

— ISO 10007 Quality management systems — Guidelines for configuration management is to assist
organizations applying configuration management for the technical and administrative direction

over the life cycle of a product. Configuration management can be used to meet the product
identification and traceability requirements specified in this International Standard.

— 1SO 10008 Quality management — Customer satisfaction — Guidelines for business-to-consumer
electronic commerce transactions gives guidance on how organizations can implement an effective

and efficient business-to-consumer electronic commerce transaction (B2C ECT) system, and

thereby provide a basis for consumers to have increased confidence in B2C ECTs, enhance the ability

of organizations to satisfy consumers and help reduce complaints and disputes.

— ISO 10012 Measurement management systems — Requirements for measurement processes and
measuring equipment provides guidance for the management of measurement processes and
metrological confirmation of measuring equipment used to support and demonstrate compliance

with metrological requirements. It specifies quality management requirements of a measurement
management system to ensure metrological requirements are met.

— ISO/TR 10013 Guidelines for quality management system documentation provides guidelines for the
development and maintenance of the documentation necessary for a quality management system. It may
be used to document management systems other than those of the ISO portfolio of quality management
system standards, e.g. environmental management systems and safety management systems.

— ISO 10014 Quality management — Guidelines for realizing financial and economic benefits is addressed
to top management. It provides guidelines for realizing financial and economic benefits through the
application of quality management principles. It facilitates application of management principles

and selection of methods and tools that enable the sustainable success of an organization.

— ISO 10015 Quality management — Guidelines for training provides guidelines to assist organizations
and addressing issues related to training. It may be applied whenever guidance is required to

interpret references to “education” and “training” within the ISO portfolio of quality management

system standards. Any reference to “training” includes all types of education and training.

— ISO/TR 10017 Guidance on statistical technigues for IS0 9001.2000 explains statistical techniques
which follow from the variability that can be observed in the behaviour and outcome of processes,

even under conditions of apparent stability. Statistical techniques allow better use of available data

to assist in decision making, and thereby help to continually improve the quality of products and
processes to achieve customer satisfaction.

— ISO 10018 Quality management — Guidelines on people involvement and competence provides
guidelines which influence people involvement and competence. A quality management system

depends on the involvement of competent people and the way that they are introduced and integrated
into the organization. It is critical to identify, develop and evaluate the knowledge, skills, behaviour

and work environment required.

— ISO 10019 Guidelines for the selection of quality management system consultants and use of their
services

provides guidance for the selection of quality management system consultants and the use of their
services. It gives guidance on the process for evaluating the competence of a quality management
system consultant and provides confidence that the organization’s needs and expectations for the
consultant’s services will be met.

— IS0 19011 Guidelines for auditing management systems provides guidance on the management of an
audit programme, on the planning and conducting of an audit of the management system, as well as

on the competence and evaluation of an auditor and an audit team. It is intended to apply to auditors,
organizations implementing management systems, and organizations needing to conduct audits of

w
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management systems.

Table B.1 — Relationship between other International Standards on quality management and
quality management systems and the clauses of this International Standard

Other Interna- Clause in this International Standard

tional Standard 1 s 6 - 8 9 10
1SO 9000 All All All Al All All All
1SO 9004 All All All All All Al All
IS0 10001 8.2.2,85.1(9.1.2

1S0 10002 8.2.1. 9.1.2 10.2.1
ISO 10003 9.1.2

ISO 10004 912,913

1S5S0 10005 2.3 6.1.6.2 All All 9.1 10.2
ISO 10006 All All All All All All All
[SO 10007 85.2

1SO 10008 All All All All All All All
ISO 10012 7.1.5

ISO/TR 10013 7.5

ISO 10014 All All All All all All All
ISO 10015 72

ISO/TR 10017 ol ZLS 9.1

ISO 10018 All All All All All All All
ISO 10019 84

ISO 19011 92

NOTE  "All" indicates that all the subclauses in the specific clause of this International Standard are related to the other
International Standard.
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