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1 1 aauan 1 Scope
e o _ L This International Standard specifies requirements for a quality
nasmruanaafuiissudamuuadMsusuuMIIIMITAMAIN M99a9ANT: | management system when an organization:
; . . e 4 a) needs to demonstrate its ability to consistently provide
a,) G]a\‘lﬂ’]il,l,acz]\‘l’mL‘Mv‘uﬂx‘lﬂ’)’]lla’m’l?ﬂzufl’ﬁ}u5uﬂ’15t&;¥n|5n151;/lm5\1ﬂ‘]J product or service that meets customer and applicable statutory
°L|anmum@gmliazﬂuan::lumr;lLLazmamvm.llmJizqnmhtafm:mmtaya LI ) regulatory requirements, and
b) dszavrtNatRumuRIwaluavanmtunIsdssansildszuuating . . . )
Uszdnna, ;udenszinunisawiunisdiuilysacnssaliiasuasszuuuazns b) aims ‘.EO enhance customer saqsfactlon through .the effective
UszAun1sdanaaadfuainuagnALaziang NN aLasiafsduT application of the system, including PTOCESSES for improvement
Uszeneilal of the system and the assurance of conformity to customer and
' applicable statutory and regulatory requirements.
dafivuauannassriudnaaiudiiuilduasfiaaundaladladmiunn
296 LA aedseinn 2une uazNanSauiusnis All requirements of this International Standard are generic and
. 3 . are intended to be applicable to all organizations, regardless of
wingual Tuanessrumunmal A "wdadauai" wia “uins” Tddwiuy ' ' '
AuFuazung ﬁl,smmai'm%u, wIaRaINTEIUTY, nAlng type, stze and product and service provided.
winawe 2 wssnayafiuazdaisdy aunsaila’ladnily 7admuanie | NOTE 1 In this International Standard, the terms “product” or “service”
nHUNNE only apply to products and services intended for, or required by, a
customer.
NOTE 2 Statutory and regulatory requirements can be expressed as
legal requirements.
2 2 Normative references
The following referenced documents are indispensable for the
application of this document. For dated references, only the
edition cited applies. For undated references, the latest edition
of the referenced document (including any amendments)
applies.
IS0 9000:2015, Quality management systems — Fundamentals
and vocabulary
3 3 miienumazmidrianny

v

mudszasaveaenasaiiui mneny msrvannu 1ali13l 1ISO 9000:2015.
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4 | WUNAIAIANG 4. Context of the organization

4.1 | 41enuainlaasdnsuazuiunaavavans 4.1 Understanding the organization and its context

avAnseasiasandmualsuduasuanuaznialuiiAeiasAualseasd | The organization shall determine external and internal issues
ADIAIANTUALTANIINRLNT LATHNANTENUADANNFINNTOUDIAIANTTUNS

AOLGRIAA] i - that are relevant to its purpose and its strategic direction and
UFTRNRANEAINNAIANKII LIAATTULNITUTUITAMUAIN.

that affect its ability to achieve the intended result(s) of its
quality management system.

The organization shall monitor and review information about
these external and internal issues.

29ANTERILENAAANLALVLVIUETRUMATILAE T2 AulsTidunauanuas
Aalumnanil.

= = ry) - =
w1 Uszidusiunsasiuds idatanivurnuazay uia annieg nlalu

ANSTRNS AN NOTE 1 Issues can include positive and negative factors or conditions
wnawe 2 anuihlavdunaiauanausavinlwlauniaanisiiansansadui for consideration.

vAnduannnguune wmaTulad amwnsuedu nseaa Yausssu deau uay NOTE 2 Understanding the external context can be facilitated by
wsrrgAiawiadan Lilisluszaulan seeuané ssdugiana wiassduviasdu. considering issues arising from legal, technological, competitive,
wuneig 3 anunlavzunaatusnunsavitiwldunlaanisiiansan dssifudi market, cultural, social and economic environments, whether
WAEnAa9fy AMAY TAIUETTN ANT WAYANTIOUS UAIDIANS. international, national, regional or local.

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

4.2 |42 enuainlaanudadlusazeiuaiavivuacei hutAnaiag 4.2 Understanding the needs and expectations of interested
parties
Wlasanwansznuvdaatanaliiianansznusannuauisauasasdnslu Due to their effect or potential effect on the organization’s ability
nssvnaundndutivazusnislidzanadasdudaiivuagnaAILardainue to consistently provide products and services that meet
2a9nguINasINGeaisduAtAmasattsainata asAnseadvinas customer and applicable statutory and regulatory requirements,
ANTUNAUUR the organization shall determine:

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

b) the requirements of these interested parties that are relevant
to the quality management system.

a) sfahulagIuda A a9AUTEUUNTUSUITAMAIN LAY ;
b) tiaduauauaIgidIUlAFRIURTILALITDIAUTTULNITUSUITAUAIN.

asAnseadtiAaauLasnuIu assunARAEIdasAuKTulaRIuEE . . o .
9 V's . ot e NI:L{\] U ansEu \iendasAurfisu e The organization shall monitor and review information about
wagdadinuaniLiaag .

these interested parties and their relevant requirements.

43 | 4.3 AsfueELINESILNMSUAINS AN 4.3 Determining the scope of the quality management

[SO9001 For Training Purpose only 15 July 15 wih3/ 29



avANIAAYRAITAN MUUATALLUALRZNITUNTZUUNTUEUITAMAIN "l
Uszanelad tWaYavinuauine.

Tunisitiuauaung adAnIsiaINANTUNEY
a Uszifunauanuazaaly auta 4.1

b dafusuavfidiuladzrulda anua 4.2
C NARAUILRLUTANTUDIAIANT

avAnssiasvinnsssgasiladtaiiruauasuasunassruanaatiudlunsdi
funsaiseansla’le TuzauzlauasssuuLzBITAMNINA TARINTAUNARUA

AU LUDITLUULFNTAUANUAY YA NTGaTiwTauatuasla5un158159
snwiluanansansaund saulinasassey Alauatndnsuaiuasuinigi
asaumaN wazldaauaavdniunisastiudadiivualagquastaniiviuauag
essuaInalludl MasdnsRatsaniruaInbisnusalssgasitalalu
AUULAITIUTDITEULUTUNTAUAN

AsAanAsavALNNAsTFIUAIAaRTUil a1alddeldnsdii Aaduuai
WarsanmuuaIluausaldscynaldlabifinanssnueaa
AauFsausanNusuAnautunisvithifulamusanasag
safuuaNdnAa2iLazu3n1s uar Asvintiilaunidearnuiivnala
anaA

system

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

When determining this scope, the organization shall consider:
a) the external and internal issues referred to in 4.1;

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

c) the products and services of the organization.

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

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.

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.

44

4.4 5:UUNNSUAUISAATWLAZASTUIUNIS

4.4.1 asdnseavdavin i 1dUfid s1seFnen uasdsulgessuunisuinig
aatnwatvsatilay sudvnszanunsiilunazdjiuRusuasnszuiunis
aMudaivuauavInasgIuaInaaiuil

asdnseavRansaAuAnszuIunsia L dudmsusTuuAMsUSMIsALAW
way Msdszansladnaaniilivaddns Lay 6av:

4.4 Quality management system and its processes

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.

The organization shall determine the processes needed for the
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a) WasandvuataiminisasnsuazNanaIanIIaNATELIUAIT
wiandl

b) WA MUasFuTuLarlfiuRuTa9nsTIIUASUANT

c) WA nuaurslseanald thawad wazignis ( syudenisfaau
n3¥e uardlvdiaussaugiiaeias) Aaniuialvtula
UsE@NBNauaINITANIUNIT, WATAILANATTLNUMSINAT

d) wiwenasidniuwaziuladensinsauas

e) uauwIEANSUAAAALLATEUIAMINT duFunsTINUAIS

f) ssummLéﬂou,a:ﬂamm/"il,ﬁﬂw"aaﬁnﬂ"afimum 6.1

o va

g) iszifiuszanunis uaz s lldfiduasnsildaundaeianilu

Wiavinbvitfulainnszuunsmaniidonadnsauiidela
h)  U5uig9nsenunsuasssuuNsUTUITAATN

4.4.2 snnflavauilu asdnssias
a) s1ssnELandsEITRULNA LRadTuayunsdifnisuasnssuiuns
b) tAusnmtansgsassunaauaautaatiiaInInilunaliiiulain

a oo

AszuuATlatinsun lddfiidenuwau

quality management system and their application throughout
the organization, and shall:

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

b) determine the sequence and interaction of these processes;
c) determine and apply the criteria and methods (including
monitoring, measurements and related performance indicators)
needed to ensure the effective operation and control of these
processes;

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

e) assign the responsibilities and authorities for these processes;
f) address the risks and opportunities as determined in
accordance with the requirements of 6.1;

g) evaluate these processes and implement any changes needed
to ensure that these processes achieve their intended results;

h) improve the processes and the quality management system.

4.4.2 To the extent necessary, the organization shall:

a) maintain documented information to support the operation of
its processes;

b) retain documented information to have confidence that the
processes are being carried out as planned.

5 anuilugdiin

°

5 Leadership

5.1

5.1anuflusfinuazalnnusiesiu

5.1.1 vin'll
HusnIsgadasaudnd litiudonisilusituazainuisiusassuunisusnis
ALAN A :

a)
b)

)

Lﬂusjﬁmsﬁnﬁmﬂamiaﬂs:ﬂﬁmﬁwaﬂaoszuumsﬂ%mmmﬂm
Tulainulanaqananuazingilssasananin lafidsrnuadusdiniu
FTUUMTUINTAUNN WK &aaTu (compatible) AuidNIINRENG LAY
usunuavavAng
fulandfinmsusannisdadivuauadssuuNITUINITAMAIWLIZNAL

5.1 Leadership and commitment

5.1.1 General

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

a) taking accountability for the effectiveness of the quality
management system;

b) ensuring that the quality policy and quality objectives are
established for the quality management system and are
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ASZUIUNTITNNETAAUBIAVANST

d) &usBuANuaTTUlnTURaINITINAISLAINTZUIUAITUATANUAALTIAIN
N .

e) Mulanwmineasiinfuadwmiussuunsuimaaniniiag

f)  fassldhlafeanusdiduadszuunisusuisaan I widilssanaua
HAZNTRAAANAVANNA DAV UAYDITEUUNITUTUNTAUAIN

g) sfulanszuunsuswisaaaInusTaNaduaniaunaaniely

h) 4 danmsuasaiusguuyaainsiainundgiuialvszuunisusms
AANLAALTEENENA '

) sussulvinsdiudeatveaiiay

j)  afusayubviuinsadunmnnminAnimdas lauaasaiuniuginlu
frunamdaslugiunsufinzay

ninEwe: @19avA1d "gIna " muInassIuanaatuiianansadanunie
nunasuiv AanssulagAdeidundnuasnisersavatinadaddns Liiiasmns
avtilu A1esg tanu & nFuvindrlsuasbivina'ls

5.1.2 n153vniugna@n

WudvIssEAugIsiasuaas itiudoanuilusitnazanusesiudunisuiu

and1 Taavinlvitiulain:

a) darvusgnduazdafiuangving datfsduiiiaas lefunis
WATAUNANUALRTRAAAR DY

b) AnudasuarlanaianunsadinasanisianAa st NEA T TiLaY
U35 uaznsvininleunigndiionala lesunssvyuazinnis

0) vuiufunshiduduarusnsiasedutadiiuagnduasdamnuaaiu
agmanauaziateduRAmtasattvsinaua las1sesnuly

d) seuiufinanuiowalagna1lazunissisesnm

compatible with the context and strategic direction of the
organization;

c) ensuring the integration of the quality management system
requirements into the organization’s business processes;

d) promoting the use of the process approach and risk-based
thinking;

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

f) communicating the importance of effective quality
management and of conforming to the quality management
system requirements;

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

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

i) promoting improvement;

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

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.

5.1.2 Customer focus

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

a) customer requirements and applicable statutory and regulatory
requirements are determined and met;

b) the risks and opportunities that can affect conformity of products
and services and the ability to enhance customer satisfaction are
determined and addressed;

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

d) the focus on enhancing customer satisfaction is maintained.
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52 |5-2uluug 5.2 Policy
5.2.1 ms3avinuTaunaaanIn 5.2.1 Developing the quality policy
HUsMsRIansiaddavin Ul fiE uavsisesneuTaunaamaw vide : Top management shall establish, implement and maintain a
a) winzgauAuihnneuazusunaadns LaraluayuidnIvnagns quality policy that:
b) TnsauamiunsimuauazInavinglssavdnanIN a) is appropriate to the purpose and context of the organization
o) sznausiaanusniulumsifluldaudadivuaiinnilszanelad and supports its strategic direction;
d) dsznausmaanuysiulunisdiudsessuunisuimsaauninacivsaiiiag b) provides a framework for setting quality objectives;
¢) includes a commitment to satisfy applicable requirements;
d) includes a commitment to continual improvement of the
quality management system.
a
3i§ﬁ12;;121;?;11uu1uamn1w 522 Cor_nmuni_cating the quality policy
a) flaguarlaiunssiseneiiluansnsanssuna The quality policy shall:
b) ‘eSunisdaas dudiznla wag W ldldaatuasdns a) be available and be maintained as documented information;
c) wiandawasagfidivldidaiiamnas auanusminea b) be communicated, understood and applied within the
organization;
c) be available to relevant interested parties, as appropriate.
| YRS ° | = - - T .
5.3 | 5:3 umum wihneusudaday uardunaminluasens 5.3 Organizational roles, responsibilities and authorities

(5T} *smsaoaﬂmaouuhn mmsnwm.iauu,avmmwu'mmmuummmm
WAnas lasunisuauviung lesunisdaans wazanlavhiisasdns

HUsmsgegasastaungaNuuAnauuazdnamindiia;

a) MulANFZUUNMTVETUITAMUAIN FAAARAIAINABAUUAUDY
NesgIuaENaill o

b) vihvilluladnnszanumslafinsganaunadwsa e la

C) TENURUTTAULADITEUUANTUTUNTAUAN Uay uuNug ulanalunis
Usuile (922 10.1) siausuisgega oL

d) vinbiTulan'laiinsgeiasumnuaszuiinlunisuiugnfinaanning
avANg

e) inllulaindvasamwANNINYTAlUDITEUUAITUIUITAUAINIEUING

a oo

nsul&sunladsaszuudmsaaunin lesun1snoununag el §is

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

Top management shall assign the responsibility and authority
for:

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

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

c) reporting on the performance of the quality management
system and on opportunities for improvement (see 10.1) to top
management;

d) ensuring the promotion of customer focus throughout the
organization;
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e) ensuring that the integrity of the quality management system
is maintained when changes to the quality management system
are planned and implemented.

6 ANSNIULNU

6 Planning

6.1 msUfifnsiadfiunsfuanudasuazlama

6.1.1 TuMTNILRNURINTUTZUUATUTINTAMUAIN, mﬂnmaowmsmwﬂsumu
ws*’n‘tu 4.1 waz Aafvualuda 4.2 uazrRasaniuaaudasLazlana
A nfluriazsasafiunisiiia

a ) LimsszAuNszuUNTUEWITAMUATNAZRINITAUII] NAANTIL NIl
b) vinlwlaandenamutanun

d) ilavAu ,u3a an, wansvmymisjﬁoﬂszam

d) ussansifuilseacinveatilag

6.1.2 29ANTERINIUAY ¢ . 3

a ) mssfiunsiiadanisanuidavuaiiiuaziania, Lay

b ) 3813
1) ysannsuazinasdfiianrsianldlunssuiunisssuuuinng
aunn (a 4.4), 3
2) dssrfiulse@ndnauasnisujicinsiuanil

Aanssulaquiasfiunisduanudaouariania dailulfaiafunanssnu
fidnaansanisgannaaIduAILaZLSANg

winewial vmman’tumsammsmwwamu.a“iama CRFREHERHEN AINaNLAEY
AMuLae mssmmuLamoLwasmﬂu‘Iama mammmmmmuo wasuTana
Ann3IananIyny , AszANEANULENY Wia mm'mLauo“bLwatﬂumaua‘tumsﬁmau‘ta

nnaia 2 Tamaaunsaiinldgnsen miaanwamﬂmﬂn‘luu asiilanain g
nsafoRusing nslimaTuladlvinas modaniilanisle auanudainIsza
avAnsusamuAntugndl

6.1 Actions to address risks and opportunities

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:

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

b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and opportunities;

b) how to:
1) integrate and implement the actions into its quality
management system processes (see 4.4);
2) evaluate the effectiveness of these actions.

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

NOTE 1 Options to address risks 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.

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

6.2 SaaiszavanainIn uazunusuiaviniussaiailscase

6.2.1 avdnssavinrvininadssdoAnLAIW ONUFNEIU TEAU LAYATELIUMNS
LAY S NFUTTUULZITAAN

TanUszReAnaLA W Dd:

a )dasadavAuulaunaqaunIw

b) susaiale .

¢) Nasandvaaniuavisiavissynely
d)iadasAunissanadadsadIRUAILAZLTNNS LazAITasIIANUNINaT
anA

e) leasunsaaauiiseiv

f) 1e5unsdaans

g) la5unsdsudgeauanuinunysy

auAnsEaYE1TI N ELanaTENTRUNATIAEIA USRS RIAALAIW

6.2.2 Wanvunuiialviussaingiszaodnanin, asAnssadRasainug
k]

a) avlsvagvin

) ninennsaslsnsadnig

o) lasiluprusufinaau

d) AnuaszasaILaILasa

e) ignsisafiuna

6.2 Quality objectives and planning to achieve them

6.2.1 The organization shall establish quality objectives at relevant
functions, levels and processes needed for the quality management
system.

The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

¢) take into account applicable requirements;

d) be relevant to conformity of products and services and to
enhancement of customer satisfaction;

€) be monitored;

f) be communicated;

g) be updated as appropriate.

The organization shall maintain documented information on the
quality objectives.

6.2.2 When planning how to achieve its quality objectives, the
organization shall determine:

a) what will be done;

b) what resources will be required;

¢) who will be responsible;

d) when it will be completed;

€) how the results will be evaluated.

6.3 MvuruLlasuuag

aavAnsRasanivuaand i iulunisddaunlasszuunisusnis
AN ( g 4.4) malfaundasiidasnsevinatitefisvifiaunuuunuuaziily
YUY

avANIAAINANTU . .

a) TaguszavAnasnisildaundas uay nansznundiaazaanis
tlaauuilag

b) e uanysaluaITzULNITUINITAMAIN

6.3 Planning of changes

When the organization determines the need for changes to the
quality management system, the changes shall be carried out in a
planned and systematic manner (see 4.4).

The organization shall consider:

a) the purpose of the changes and their potential consequences;
b) the integrity of the quality management system;

¢) the availability of resources;
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c) nsflaguaininenns o .
d) asuaunmnarIanaunuIggdl EIUIAMINALRE ANUSUAAAaL

d) the allocation or reallocation of responsibilities and authorities.

7 siusiyu

7 Support

7.1 nswenns

7.1.1 vl
avAnssavRsa Anuauazlviniwenasniniludniun1sinvia, sl

a o

U1, 1595010 wardfulseatnesaiias dasvuunisdanisaanIw

avANIEAINANTUN;
a) Mavanususa uarliadrAnuasniwainsaalund
b) azlsndnilusaslduiannunavniauan

7.1 Resources

7.1.1 General

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

The organization shall consider:
a) the capabilities of, and constraints on, existing internal resources;
b) what needs to be obtained from external providers.

7.1.2 yaanns
agAnssiadisaAviuawasiu AMavaundiudrnsunisinszuuusnig

Al ddadnfidssdnana sufonseiiunisuazaiIuauszLIuNg
iy

7.1.2 People

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.

7.1.3 Tas9as19Mug U

avAnsiadRaITaAnUaAAIKUA, IW LazE1TIsnE TasIR AU ATy
d1nsuNsAILINIIUATEUIUNTT LARZLWAUITANTHAAARDIUDIRUATLRE
15n19

WA TATIRFIINUFIU §uNsaTING9

a) a5 way sl laaiiAnizag

b) ta3a9dng saudvansawrsuasaansiiig uay
C) MIAURY .

d) svsaundnasinalulafinisdasns

7.1.3 Infrastructure

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

NOTE Infrastructure can include:

a) buildings and associated utilities;

b) equipment, including hardware and software;
¢) transportation resources;

d) information and communication technology.

7.1.4 anwwiadandniunsdifnisuasnssuiuns

avAnssasRANTanANUaiIRUR, T wazssesaman wwIadaunaiy
gusunissnfiuounasaszuiunis uastialiussadannaadsuas ULy
SIT R b}

NG Fadanitnungan aunsa tlunanusznivauuaziadn
gAMnuadan Ly
a) adanedvan ((1au mMasdanidnlnn

o

, ANUEIULIaY , gl

7.1.4 Environment for the operation of processes

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

NOTE A suitable environment can be a combination of human and
physical factors, such as:
a) social (e.g. non-discriminatory, calm, non-confrontational);
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Ly niin ) ‘
b) ifafanmvinla (1du msaamnuAsatasaa , AnsilasAunisiuiiag
RANUAUTI) .
c) iadanmenmanw fan Iala daswadan uaviadadug (1
aaunnfd ANLU ANTEANEAT WRY ANURYAR)

b) psychological (e.g. stress-reducing, burnout prevention,
emotionally protective);

c) physical (e.g. temperature, heat, humidity, light, airflow, hygiene,
noise).

Py) A Py o o o
7.1.5 nsnannstianisiauaztdissivénnu

7.1.5.1 vl

avAnseasiasanfuanazlvinsnennsiiniu wiafulaanuldleuag
anudada’le vasnadns WansihseTsdamunianisinlegnlaiily
nangrulunshidanadaszasndndasinasuinisaazianiiua

avAnssiagvinlvinulan niwennsilu:

a ) winngausuufinuasAaNTTUNTATIAFALUALAITATIAENTETIT AN
gfiuns tluasanng

b) 1e¥un1sgise¥nriavinIvtiulamangausansidouamuianlseaod
athvsaiiiav

avAnseadAusnnEanasasaunATINgaEN Walllundngruanu
mnnzausadnglszaianIslduzaIninensasiauastdnsyivfany

7.1.5.2 anuanunsagaunaulduasnisin
Wlansaaundulsuasnisialunielutadvua wsa lafunsiansaniag
avAnsIludHudrdglunsasvanuindadazasanuladlsuasnanisia ,
ww3asiianildiasas;
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9y, WisufuunasgsiumsesIaiaiiauisadendugunassrusedumfnia
WG ;Fovnunasgrudenairifiag, Rugruildsusunisdsuiey
wianmsmudau davlasunisifusniludayasissuinag
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OnilasannnisU¥uuss, nsdaving wiaaudan Adeanaagyinlu
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7.1.5 Monitoring and measuring resources

7.1.5.1 General

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 services to
requirements.

The organization shall ensure that the resources provided:

a) are suitable for the specific type of monitoring and measurement
activities being undertaken;

b) are maintained to ensure their continuing fitness for their
purpose.

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

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is considered
by the organization to be an essential part of providing confidence in
the validity of measurement results, measuring equipment shall be:
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;

b) identified in order to determine their status;

¢) safeguarded from adjustments, damage or deterioration that
would invalidate the calibration status and subsequent measurement
results.

The organization shall determine if the validity of previous
measurement results has been adversely affected when measuring
equipment is found to be unfit for its intended purpose, and shall
take appropriate action as necessary.
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nevia 1 Ausasdns Aa Anusianizansuasdns ; leaunanndszaunisal, 1y
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WINEWA 2 ANNSAANT &aNsaatuutiugIuas

a)unavaalu ( dae niwdiunilayan ; asiaudannlssgunisal ; ansEauy
ANANUFULUAINTANIIETIVAITATIAT ATTIUTMUREUNTUAMUTURS
dsraunsaiilaildifluianans ; nan1sdfulsonssinunis naasaei uag u3ans)
b)unadmauan (1du NATFIU; WNaINITANH; N15UsTENNIILNNTT jANNSALE
ngne wia Wlrusasatauan)

7.1.6 Organizational knowledge

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

This knowledge shall be maintained and be made available to the
extent necessary.

When addressing changing needs and trends, the organization shall
consider its current knowledge and determine how to acquire or
access any necessary additional knowledge and required updates.

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.

NOTE 2 Organizational knowledge can be based on:

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 results of
improvements in processes, products and services);

b) external sources (e.g. standards; academia; conferences; gathering
knowledge from customers or external providers).

7.2 annuduisa

AVANTERY: . .

a) AmuaAuaINIsa (competence) AaTlurasauivinouanalsnig
AIUANNTTNAGARNTTAUY LAZUTEINENALRITIUUUINITAUAIN

b) vihnlviiulanawuaniifinanel (competent )anudiugiunisénmn, ns
Anausu wia dszaunisal MaNsan .

) Miimsdszanadladle , vinlwldugeanunsaidilu(competence), uay
UsziiiudssdnBranasnisnsevin, uae

d) iAusnangsassunanunssuilundnguraaus g
(competence)

wnewme nsentfiunsiisdasatanude, drate: Winisfinausu,nslvidldas,
wia nMsuauvanaulnidunwiineulagiu;nianisine wiavindeyaAuKnd
ANUAUTA

7.2 Competence

The organization shall:

a) determine the necessary competence of person(s) doing work
under its control that affects the performance and effectiveness of
the quality management system;

b) ensure that these persons are competent on the basis of
appropriate education, training, or experience;

c) where applicable, take actions to acquire the necessary
competence, and evaluate the effectiveness of the actions taken;
d) retain appropriate documented information as evidence of
competence.

NOTE Applicable actions can include, for example, the provision of
training to, the mentoring of, or the reassignment

of currently employed persons; or the hiring or contracting of
competent persons.
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avAnssianiulain yaranvinaunaldnisaiuauaadasdng dasfiniu
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a) UlHINLAMAIN

b) YaqustavAAmATWALALI 2R
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7.3 Awareness

The organization shall ensure that relevant persons doing work
under the organization’s control are aware of:

a) the quality policy;

b) relevant quality objectives;

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

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

7.4 msdaans
avAnseasiasanmnuamuuaauiiuduiumsfanialuwasaiauan
f5TLAEITRIAUSTLLUTMINTAMANSINGS

a) av'lsviavdasns

b) dassfialus uay

c) daansfiulas

d) fassatls

7.4 Communication

The organization shall determine the internal and external
communications relevant to the quality management system,
including:

a) on what it will communicate;

b) when to communicate;

¢) with whom to communicate;

d) how to communicate;

e) who communicates.

7.5 ranadsssauLng

7.5.1 virll

FTUUATUTUTAUANUDIAIANTHRITINAY

a) nasasaumaiiiudadiivualasuiasgiuuiunanéi,

b) lanasEsREUNA AiRATaNAMUaTasadRnsIdludmsusruuns
UIMsaanniilsednana

NUNELNG AULUAUDILANHTHITIUNAFINTUTZUUAITUTITAUATWAIILANGIIANA
asdnsuiioAuasdnsauq (ilasan

o AUNAADIAIANTUALUTILANUDIAINTIN NTLUIUNNT RUANAATUY Wazusng

e anudurauraInszINUM uazlfIuRus uay

e ANURIUTOUDIUARIAT

7.5.2 nnsianvuazvinTuviusga

lavinnsdavinuasvinnisd¥ulsetayatanans, asdnssasiulaninu
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7.5 Documented information

7.5.1 General

The organization’s quality management system shall include:

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

NOTE The extent of documented information for a quality management
system can differ from one organization to another due to:

— the size of organization and its type of activities, processes, products and
services;

— the complexity of processes and their interactions;

— the competence of persons.

7.5.2 Creating and updating

When creating and updating documented information, the
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LRENA : a) identification and description (e.g. a title, date, author, or

a) msinuatiue uagAagune (1fu daanans, Jui, fivue, via reference number);
b) format (e.g. language, software version, graphics) and media

NUNELRUEIIEY) kol

b) suuuy (tdunrm, Juaianvinds ,nfln) uazda (Ldunseany (e.g. paper, €lec ronic); -

Su&nvsafing) ¢) review and approval for suitability and adequacy.
!

C) NUMULALAUNAFINTUANULUUNZRULALLALIWA
7.5.3 Control of documented information

7.5.3 m3muauana@sE@sauma 7.5.3.1 Documented information required by the quality

a o & Y
7.5.3.1 lanansansaumandniiulagszuumsdnnsaman uasios management system and by this International Standard shall be
MasgIuuIUN&l sagldsunisamiuauiialyiulaii controlled to ensure:
a) faguasianzauainiunisly, Aluuuasifialusindniu a) it is available and suitable for use, where and when it is needed;

b) 1eifumsilasfuatnowaioy (1tu msgendaanudy dldladadeli | b) itis adequately protected (e.g. from loss of confidentiality,
wnzay, wiavinlilusuysal) improper use, or loss of integrity).

7.5.3.2 For the control of documented information, the organization

7.5.3.2 &nsunisaiuautan&sasIULNA, a9ANTAadA LI uNITAUAANTTU shall address the following activities, as applicable:

oia'lalil, il gurdler a) distribution, access, retrieval and use;

a) Msuanaig ,Msd,MsBenn uayg Mgty b) storage and preservation, including preservation of legibility;
b) AstAuuaraIsauausam udinsiAusnivauaanlataiau c) control of changes (e.g. version control);

¢) muaunslanuuias (Ldualuauastu), d) retention and disposition.

d) Msfusaen wazasAtdaie . . - .
Documented information of external origin determined by the

organization to be necessary for the planning and operation of the

Lanms‘uauamsaummaaLanmsmumamuuanmnmumimuaaﬂnsn quality management system shall be identified as appropriate, and

INTUSUFUNITIILNULATNTAILTUIIULDITEUUNTIANTAUA NG DY be controlled.
165UNTAUIOINANUKUZRY, LAZAIUAN Documented information retained as evidence of conformity shall be
assEsauAnLALSnEialdundngunsranadassadlezunis protected from unintended alterations.

flasAuannmninllld Taa liaaudus _ N _ o _
NOTE Access can imply a decision regarding the permission to view the

. . . L. 4 .« . documented information only, or the permission and authority to view and
nunaug Asiende vinadelaatiade msdafulanadudnalunsarusssumnda change the documented information.

wihily, viaaugauazlvidrunalumsaruuazlfuildsuanastiayainans

8 n13aiiunns e o
8 nsaiiunig

8.1 A1FNIHNURATAISAILAN NISALTUANS 8.1 Operational planning and control

a0ANTEa9IwAY, UUUfIE wazmiuANaszLIung () 4.4) Tdlwida The organization shall plan, implement and control the processes

'
o ova a

ussazadInue Mslndadauvinazuinig, uarnslfiiauaanssuinlesu (see 4.4) needed to meet the requirements for the provision of
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a) RAafAIvuatafmInuaRINTUNIASUYILARLUTANS
b) dAnvinnauaidgrniu
1) aszuunls
2) asganFundadaaiLaruinig
c) Asandmuaniwensianilulunisvinliussanissanasasafiivua
R AIC I TEfa R by
d) vihmsdfiinisaruannszuiunsaNLNLad LaY
e) WasandvuauarasiaLiu (keeping)lanansansauind luaauiuai
anilu . .
1) wWagsvanudiaiu MNassinulaaiduauuny
2) WaugavAmnudanndadiafiivuandasaginasuing

winame “nsdain” dutiainde assiseinmuasnsiiuinranssasauINA

HAANWEINNATILRUGDIMINEaNE NS UL fiiRnsuavasensg
a\mnsmaomnﬂnLqumsLﬂaﬂuuﬂaouamnmuwansmnmaoms
wasuulaeAliianul, nsvvinAanssuiiaaaNansENUFAIUaL, AMUAIN

A

avAnsazliuiladn nsznunsilaanehe esunisaiuan (1a 8.4)

products and services, and to implement the actions determined in
Clause 6, by:
a) determining the requirements for the products and services;
b) establishing criteria for:
1) the processes;
2) the acceptance of products and services;
c) determining the resources needed to achieve conformity to the
product and service requirements;
d) implementing control of the processes in accordance with the
criteria;
e) determining and keeping documented information to the extent
necessary:
1) to have confidence that the processes have been carried
out as planned;
2) to demonstrate the conformity of products and services
to their requirements.

NOTE “Keeping” implies both the maintaining and the retaining of
documented information.

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

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

The organization shall ensure that outsourced processes are
controlled (see 8.4).

8.2 Jiannuananfauainazusnig

8.2, 1msaaa'ﬁanm

nsdaansiugne siavilsznauee:

a) mMslidayainans mmnnaumua"nsms

b) mmsaauan ,dyan wian1sfeda sauﬁaun”’l,‘zl

C) msmﬂu“’tmmemwanauaunauanm AAmtasAundasauriuazusang ,
sufvuasaszauuaIqgne

d) mMsAanITnIanITAILANNINER
e) AavidamuualaniIsiIuiy &9
LAenday

anan,

U
NeiadnsLvin mammamumsmamau 1/1

8.2.2 msiansanAmnunanInuaduAInazuinig

8.2 Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:

a) providing information relating to products and services;

b) handling enquiries, contracts or orders, including changes;

¢) obtaining customer feedback relating to products and services,
including customer complaints;

d) handling or controlling customer property;

e) establishing specific requirements for contingency actions, when
relevant.

8.2.2 Determination of requirements related to products and

[SO9001 For Training Purpose only 15 July 15
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8.2.3.2 avAnssadiAusnmianansansaund, Aanunsatiulldiulale:

services
When determining the requirements for the products and services to
be offered to customers, the organization shall ensure that:

a) the requirements for the products and services are defined,
including:
1) any applicable statutory and regulatory requirements;
2) those considered necessary by the organization;
b) the organization can meet the claims for the products and
services it offers.

8.2.3 Review of requirements related to products and
services

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:

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

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

¢) requirements specified by the organization;

d) statutory and regulatory requirements applicable to the products
and services;

e) contract or order requirements differing from those previously
expressed.

The organization shall ensure that contract or order requirements
differing from those previously defined are resolved.

The customer’s requirements shall be confirmed by the organization
before acceptance, when the customer does not provide a
documented statement of their requirements.

NOTE In some situations, such as internet sales, a formal review is
impractical for each order. Instead, the review can cover relevant
product information, such as catalogues or advertising material.

[SO9001 For Training Purpose only 15 July 15
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8.2.4 nsulduurdianiiuadmisundadarinazuinig
avdnssaviulaanasassuAnRLAmITas e unsUuLA, uasy 7

nraglaasgnindunsutamuuarifiimsddsuulas, fadadmue
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8.2.3.2 The organization shall retain documented information, as
applicable:

a) on the results of the review;

b) on any new requirements for the products and services.

8.2.4 Changes to requirements for products and services

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.

8.3 nNsaanuuUUATrWIUINANA ULasLsn1g

8.3.1 %2/
agAnseiaddnrin, UnlddHid way 515950 AssuunsTuNTaaALLLLRY
Weuun Mvangaulunisvinlvitulasanisudaensavsnistudusa’lyl

8.3.2 msMvuruAIsaanuuurarnansweiun (Design and
development planning)
TuNsANUATUA A ULRTAIUANFINTLAITAAALLULARTWRIUY 2IANTERYI
Atiadv:
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d) enufudarauuazdruranininiiaidaslunssuiunsaanuuuLag
Weuun .
e) wniwenasaauanuazaalunanuiniludmiunsaanuuuuay
WU HAaAuriLasuInIg .
f)  anudndulunsauaumsissaunussninvyanauayaIuui
LAmdaslunssinunsaanuuuLasWeaiun
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lefinsaanndad
) szeunsmuAuiaanivEuiunsTiuAsaanuuuLasRMIu1ag
anrmsanfidulaldaauq

8.3 Design and development of products and services

8.3.1 General

The organization shall establish, implement and maintain a design
and development process that is appropriate to ensure the
subsequent provision of products and services.

8.3.2 Design and development planning

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

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

b) the required process stages, including applicable design and
development reviews;

c) the required design and development verification and validation
activities;

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

e) the internal and external resource needs for the design and
development of products and services;

f) the need to control interfaces between persons involved in the
design and development process;

g) the need for involvement of customers and users in the design
and development process;
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8.3.3 iladuilaudusunisaanuuuuarniswieuun (Design and
development inputs) .
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a) WRAWENEA2IUTIRlATuN1TITY . .
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c) Aanssumsmusau ( Verification) lesunisatfiunisiialuiiiulain
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d) Aanssumsiusadwa ( Validation) lesunisaciiunis tavinlydulain
WAnAiLazusnITgavingzRIuITaranadadAutad vualunisg

h) the requirements for subsequent provision of products and
services;

i) the level of control expected for the design and development
process by customers and other relevant interested parties;

j) the documented information needed to demonstrate that design
and development requirements have been met.

8.3.3 Design and development inputs

The organization shall determine the requirements essential for the
specific types of products and services to be designed and
developed. The organization shall consider:

a) functional and performance requirements;

b) information derived from previous similar design and
development activities;

¢) statutory and regulatory requirements;

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

e) potential consequences of failure due to the nature of the
products and services.

Inputs shall be adequate for design and development purposes,
complete and unambiguous.

Conflicting design and development inputs shall be resolved.

The organization shall retain documented information on design and
development inputs.

8.3.4 Design and development controls

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

a) the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of
design and development to meet requirements;

¢) verification activities are conducted to ensure that the design and
development outputs meet the input requirements;

d) validation activities are conducted to ensure that the resulting
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outputs)
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8.3.6 a1suldzuuilasnisansaanuuuuazaisWeiun(Design and
development changes)

AVANIALEDITEY, NUMIU AruANAslanuulae i lansevinszuineg, vialu
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c) aslinsaylifnisilaauuilag

d) nsaLfiunsnlansgvintiailasfunansynulurday

products and services meet the requirements for the specified.

€) any necessary actions are taken on problems determined during
the reviews, or verification and validation activities;

f) documented information of these activities is retained.

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

8.3.5 Design and development outputs

The organization shall ensure that design and development outputs:
a) meet the input requirements;

b) are adequate for the subsequent processes for the provision of
products and services;

c) include or reference monitoring and measuring requirements, as
appropriate, and acceptance criteria;

d) specify the characteristics of the products and services that are
essential for their intended purpose and their safe and proper
provision.

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

8.3.6 Design and development changes

The organization shall identify, review and 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.

The organization shall retain documented information on:

a) design and development changes;

b) the results of reviews;

¢) the authorization of the changes;

d) the actions taken to prevent adverse impacts.
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d) Aasandiviua nsmusau(verification), wiafanssudug, Aailu

8.4 Control of externally provided processes, products and
services

8.4.1 General
The organization shall ensure that externally provided processes,
products and services conform to requirements.

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

a) products and services from external providers are intended for
incorporation into the organization’s own products and services;

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

C) a process, or part of a process, is provided by an external
provider as a result of a decision by the organization.

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 documented information of these activities
and any necessary actions arising from the evaluations.

8.4.2 Type and extent of control
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.
The organization shall:
a) ensure that externally provided processes remain within the
control of its quality management system;
b) define both the controls that it intends to apply to an external
provider and those it intends to apply to the resulting output;
c) take into consideration:
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;
2) the effectiveness of the controls applied by the external
provider;
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d) determine the verification, or other activities, necessary to ensure
that the externally provided processes, products and services meet
requirements.

8.4.3 Information for external providers
The organization shall ensure the adequacy of requirements prior to
their communication to the external provider.
The organization shall communicate to external providers its
requirements for:
a) the processes, products and services to be provided;
b) the approval of:

1) products and services;

2) methods, processes and equipment;

3) the release of products and services;
¢) competence, including any required qualification of persons;
d) the external provider’s interactions with the organization;
e) control and monitoring of the external provider's performance to
be applied by the organization;
f) verification or validation activities that the organization, or its
customer, intends to perform at the external provider’s premises.

8.5 AsHaauarAsliusnis

8.5.1 nseruquAIsHAaRarn1sTUSNNS .
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8.5 Production and service provision

8.5.1 Control of production and service provision
The organization shall implement production and service provision
under controlled conditions.
Controlled conditions shall include, as applicable:
a) the availability of documented information that defines:
1) the characteristics of the products to be produced, the
services to be provided, or the activities
to be performed;
2) the results to be achieved;
b) the availability and use of suitable monitoring and measuring
resources;
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;
d) the use of suitable infrastructure and environment for the
operation of processes;
e) the appointment of competent persons, including any required
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qualification;

f) the validation, and periodic revalidation, of the ability to achieve
planned results of the processes for production and service
provision, where the resulting output cannot be verified by
subsequent monitoring or measurement;

g) the implementation of actions to prevent human error;

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

8.5.2 Identification and traceability

The organization shall use suitable means to identify outputs when it
is necessary to ensure the conformity of products and services.

The organization shall identify the status of outputs with respect to
monitoring and measurement requirements throughout production
and service provision.

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.

8.5.3 Property belonging to customers or external providers

The organization shall exercise care with property belonging to
customers 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 customers’ or external
providers’ property provided for use or incorporation into the
products and services.

When the property of a 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.

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

8.5.4 Preservation

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

NOTE Preservation can include identification, handling, contamination
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control, packaging, storage, transmission or transportation, and protection.

8.5.5 Post-delivery activities

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

In determining the extent of post-delivery activities that are required,
the organization shall consider:

a) statutory and regulatory requirements;

b) the potential undesired consequences associated with its
products and services;

c¢) the nature, use and intended lifetime of its products and services;
d) customer requirements;

e) customer feedback.

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.

8.5.6 Control of changes

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

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.

8.6 A ldaaundasauvinazusnig
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8.6 Release of products and services

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

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.

The organization shall retain documented information on the release
of products and services. The documented information shall include:
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a) evidence of conformity with the acceptance criteria;
b) traceability to the person(s) authorizing the release.
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8.7 Control of nonconforming outputs

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.
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, during or after the
provision of services.
The organization shall deal with nonconforming outputs in one or
more of the following ways:

a) correction;

b) segregation, containment, return or suspension of

provision of products and services;

¢) informing the customer;

d) obtaining authorization for acceptance under concession.
Conformity to the requirements shall be verified when
nonconforming outputs are corrected.

8.7.2 The organization shall retain documented information that:
a) describes the nonconformity;
b) describes the actions taken;
c) describes the concessions obtained,;
d) identifies the authority deciding the action in respect of
the nonconformity

9 asUssdUANSTAUY

9 Performance evaluation
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c) naisassufiumsiauasidseio

9.1 Monitoring, measurement, analysis and evaluation
9.1.1 General

The organization shall determine:

a) what needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and
evaluation needed to ensure valid results;

¢) when the monitoring and measuring shall be performed;
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d) when the results from monitoring and measurement shall be
analysed and evaluated.

The organization shall evaluate the performance and the
effectiveness of the quality management system.

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

9.1.2 Customer satisfaction

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

NOTE Examples of monitoring customer perceptions can include customer
surveys, customer feedback on delivered products or services, meetings
with customers, market-share analysis, compliments, warranty claims

and dealer reports.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate appropriate data and
information arising from monitoring and measurement.

The results of analysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfaction;

¢) the performance and effectiveness of the quality management
system;

d) if planning has been implemented effectively;

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

f) the performance of external providers;

g) the need for improvements to the quality management system.

NOTE Methods to analyse data can include statistical techniques.
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9.2 msnsradssdunatu

9.2 Internal audit

o1 9.2.1 asdnssiasatfiunisanadsufiunialy auzlenaiinunuliiidaly | 9.2.1 The organization shall conduct internal audits at planned
FTRUNAIITZTUUNTUTUTAAN; intervals to provide information on whether the quality management
a) Fanndavsa system:

1) Aad1unuadadIAnIEINTUTLULAITUIUITAUMINW LAY a) conforms to:
2) dafivuainassruuunaaiud 1) the organization’s own requirements for its quality
b) finsinlddfiidiuazsrseFnacinefilscdnana management system;
2) the requirements of this International Standard;
9.2.2 avAnseiag: b) is effectively implemented and maintained.
a) NIy, avin, i Tl T wazs1seFnen Tusunsunsasiadssidiu
s’mﬁomms“i, 3817, anusufintay, A UUANITINILKNY LaEA1T5189Y, | 9.2.2 The organization shall:
Adasavaiiobe AN UaINTEIIUASTALAEILRY, Nsildnuuiaei a) plan, establish, implement and maintain an audit programme(s)
RINANTENUADAIANT, UaTNaLAINTATIAUTERUARUMINT including the frequency, methods, responsibilities, planning
b) A uandninaainisasiadssifiuuasuauiuanisasialseidiu requirements and reporting, which shall take into consideration the
c) Msidaneasiadsufiu uagvinnsanadsaduialiuilainguseaeduay | importance of the processes concerned, changes affecting the
tHlunavaasnszuiunisanalsuidiu organization, and the results of previous audits;
d) virlviwilainwamsasiadsafivlasnaougnisianisiiiaias b) define the audit criteria and scope for each audit;
e) sflunsualauwazAanssunsualaiminigan Taa'lidnn c) select auditors and conduct audits to ensure objectivity and the
f) ihiusnanasanssunalitiundngrunisdfiicautdsunsunisesia impartiality of the audit process;
Uszifiutazuanisasadsyiidu d) ensure that the results of the audits are reported to relevant
wunene g 15019011 tflunuinng management;
e) take appropriate correction and corrective actions without undue
delay;
f) retain documented information as evidence of the implementation
of the audit programme and the audit results.
NOTE See ISO 19011 for guidance
9.2 9.3 AasnumurauIuIS 9.3 Management review

9.3.1 vi'lul
HUINNTTEAUFIADIVINAITNLNIUTELUNITUTUITAMAINUDIAIANT, AIULLNY
Aleunu'ld, aliulansansanadisaaiiiag, Wiaona wasd
Usednina uasdanAaaIAUANIVNALNSUDIAIANT

9.3.1 General

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.

9.3.2 Management review inputs
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9.3.2 faFailaulunmsnumuisadlauinisg The management review shall be planned and carried out taking
AMsNUMUANELEUITAEADIYNINILNULALAILTUNTITIAa AT into consideration:
a) aauzzasasLiiuasnunIuAaunIi a) the status of actions from previous management reviews;

b) msldaundasludsaduienauanuasaialuiiAmidasfussuunns b) changes in external and internal issues that are relevant to
the quality management system;

A y o _ ¢) information on the performance and effectiveness of the
¢) assunalulIasFNsTaULLAsUsEANENRUDITTULNITUTUITAUAIN, quality management system, including trends in:
FUdIwnTinly; 1) customer satisfaction and feedback from relevant
1) enwdsnalazavaneuasdayataunduanngfidiulasdrutdeacng interested parties;
2) svduuaINITUTIRGITRnLsTRIAGIUAMAIN 2) the extent to which quality objectives have been met;
3) AUTIAULAAINTTLIUNT WRZAUFAAARDILAINAATUTURLLZNT ggr?/irgecsss performance and conformity of products and
I

4) anuliudasrdavuaznslfiifnsudla

s . 4) nonconformities and corrective actions;
5) wauadnstisEivfnnuLaznIsasIaie

5) monitoring and measurement results;

6) wamaomsmaalﬂs:ﬁmu 6) audit results;
7) &ussauzuadpRINaUALUDN 7) the performance of external providers;
d) anuAawalunsnenns d) the adequacy of resources;
e) Uszdndnanasianssuiilanszvinlunisafiunssuanuidasuaziana e) the effectiveness of actions taken to address risks and

opportunities (see 6.1);

f1v9 (g 6.1
9(q 6.1) f) opportunities for improvement.

f) Tamaa@ msun1sdiuige

9.3.3 Management review inputs

9.3.3 wamsnumulaadausnis The outputs of the management review shall include decisions and
HRUAINSTNUMUTALAaUZT sasTiudinisdadulanazAanssuniiedzas | actions related to:

fu a) opportunities for improvement;

a) TamatunisUsuilye b) any need for changes to the quality management system;

C) resource needs.
The organization shall retain documented information as evidence of
the results of management reviews.

b) mnuanilulunisldsunassuunisusviisaaain
C) NFWeENNINGaINg

avAnssadtAusnanssassualilflundngiuaasnanisnuniude
UFUNS

10 msulsuilge 10 Improvement

10.1 4 10.1 General
The organization shall determine and select opportunities for
avAnssiadinue waztdanlanalunsdsulsednsunisdsuilsauaznis improvement and implement any necessary actions to meet

sfluAanssuiailulunnssanaaastadivuagndiuazvinliandiowala . . .
\ufansatiudiuluntsaanadas ungnmuazvinliy owal customer requirements and enhance customer satisfaction.
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&eilsiavilsznavsie; . These shall include:
a) Wulyndadarinasusnsiialiganadasiudamvue ufudums | a) improving products and services to meet requirements as well as
) 53”"“%““5”“5““1““““ﬁm‘ﬂual‘”'v?‘f‘a J ) to address future needs and expectations;
asudla, lasdu wia aanansenudulifvilseaod . . ) .
) o N o o LTy b) correcting, preventing or reducing undesired effects;
c) dsuilsvanssausuazrdsydNaNaUDITTUUATUTITALATNW _ i . .
¢) improving the performance and effectiveness of the quality
wineug Mavnsdiulse &ansanuds nsuala Aanssunsunly nsdiuilse management system.
atnveatiiay Msllsundasuuudnsgiaa uinassu was nMsUdsuasanstu NOTE Examples of improvement can include correction, corrective action,

continual improvement, breakthrough change, innovation and re-
organization

10.2d97 Liflu e uraduuauazdanssunisuaila 10.2 Nonconformity and corrective action
10.2.1 aiAaer liilulaudadivue, sudeiitAnainarsasisay, 10.2.1 When a nonconformity occurs, including any arising from
e . complaints, the organization shall:
AIANTERY: . .
@iyl _ ol 196 a) react to the nonconformity and, as applicable:

a) manauao?m;aaaam ulluldenudadviue uasaursaladls 1) take action to control and correct it;

1) ‘1/]']ﬂQﬂi‘ﬁJﬂ'l‘iﬂ'JiJﬂiJLLal?dLLﬂﬂl‘ll ,LLE\]% 2) deal Wlth the Consequencesl

2) AL HUNTAUNRNTENUNAUNN b) evaluate the need for action to eliminate the cause(s) of the
b) dszifiuanuinfludusuAanssuiiaiIasnauad&en luilullau nonconformity, in order that it does not recur or occur elsewhere,
Aadmuatialilvitiatiugin wialiadunau q 1as by: o _ _

1) numuuazinsnzidsiliduldautadiivua 1) reviewing and analysing the nonconformity;

2) determining the causes of the nonconformity;
3) determining if similar nonconformities exist, or could
potentially occur;

2) Ansandvuas e et liiluldautaniivus way
3) Ansanfiuandi&enbiiduldevdasivuaiaaaafuat ,

wiaanaflamalfia c) implement any action needed;
c) efiuAanssuiidniu d) review the effectiveness of any corrective action taken;
d) numuilszdnanauasnisanfiunisualanlansevia, e) update risks and opportunities determined during planning, if

e) vinmsdsuilse Anudasuarlanan laRansai1nuasEninenIsNguKy | Necessary; ) _
] f) make changes to the quality management system, if necessary.
4

f) vnmsulauudasssuumsuimsaanm iy Corrective actions shall be appropriate to the effects of the
o nonconformities encountered.
nsefiunisuAlasadinuissguAuNansenuaad RN L uldsndaiivius

10.2.2 The organization shall retain documented information as

10.2.2 avAnssadtAusnmanasassundliidundngiunag evidence of:
a) Fneazaadenlifluldeudaivuauazaisaniiunsia 9 a) the nature of the nonconformities and any subsequent actions
faul way taken;

b) the results of any corrective action.
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b)uauasarsatfiunsunla

10.3 nmsUsuilgvacinesatiiae 10.3 Continual improvement

avAnseavlfulsvatnesaiiasdy mnuwiInay, 1WaIna, uardstdnina The organization shall continually improve the suitability, adequacy
ADITLULAITUINITAUATW and effectiveness of the quality management system.

29ANTARIAITIAY HAIINNIFILATIEVLATNITUTELEY, WARTHARIANNATNUMIYU | The organization shall consider the results of analysis and

feusng, Lﬁaﬁmsmjri'nziuc»\'j'\ﬁﬂ'nu:i']Lﬂu‘n‘%qﬁiamaﬁm"ao“lm”"s’um's evaluation, and the outputs from management review, to determine
gfiunsviillugriunilvaasnisdfuilseatitveiaciiag if there are needs or opportunities that shall be addressed as part
of continual improvement.
END END
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