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4. Quality management system
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4.1 General requirements

The organization shall estabiish, document,
implement and maintain a quaiity management sys-
tem and continually improve its effectiveness in ac-
coraance with the requiraments of this International

Standard.

@ The organization shail

a) identify the proces.ses needed for the quality
management systam and their appiication
throughout the organization {see1.2)

b} determine the sequence and interaction of
these processes,

¢) determine criteria and methods needed o
ensure that both the ¢peration and conirol of
these processes are effective,

d) ensure the availability of resources and infor-
mation necessary to suppart the operation and
monitering of these processes,

e} monitor, measure and analyse these pro-
cesses, and

f}  implement actions necessary to achieve planned
results and contingal improvement of these pro-

Cesses,

These processes shall be managed by the or

| ganization in accerdance with the requirements of

this International Standarg.

Where an organization chooses 10 outsolrce

any process that affects product conformity with re-
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quirements, the organization shall ensure control over
such processes. Control of such outsourced pro-
casses shall be identified within the guality manags-

ment system.

4.2 Documentation requirements

4.2.1 General

The quality management system documentation shall

include

a) documenied siatements of a quality policy
and quality objectives,

b} a quality manual,

c) documented procedures required by this In-
ternaticnal Standard,

d) document neaded by the organization to
ensure the effective planning, operation and
contrel of its processes, and

e) records required by this international Stand-

ard (see 4.2.4),
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4.2.2 Quality manual

The organization shall establish and maintain a quai-

ity manual that includes

a) the scope of the quality management system,
including details of and justification for any ex-
clusion {seg 1.2),

b} the documentead procedures established for the
quality management system, or reference to
them, and

¢) adescription of the interaction between the proc-

esses of the quality managemant system.

4.2.3 Control of documents
Documents required by the qualily management sys-
tem shali be contro led. Records are a special lyps
of decument and shall be controlled according to the
requirements given in 4.2.4.

A documented procedure shall be established
to define the controls needed

a) to appreove documents for adequacy prior to is-

sle,

b} toreview and update as necessary an re-approve

dacurnents,

¢) o ensure that changes and the current revision
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status of documents are identified,

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

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

f) to ensure that documents of external origin are

identified and their distribution controlied, and

g) -to prevent the unintended use of obsolste docu-
ments, and tc apply suitable identification to them

if they are retained for any purpose.

4.2.4 Control of records

Records shall be established and maintained to pro-
vide evidence of conformity to requirements and of
the effective operation of the guality management
system. Records shall remain legible, readily identi-
fiable and retrievable. A documented procedure shak
be established to define the controls needed for the
identification, storage, protection, retrieval, retention

time and disposition of records,
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‘ 5. Management responsibility
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5.1 Management commitment

The management shall provide evidence of its

commitment o the development and implementa-

tion of the guaiity management system and con-

tinually improving its effectiveness by

a) communicating to the crganization the impor-
tance of mazeting customer as well as statu-
tory and regulatory requirements,

b) establishing the quality policy,
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¢} ensuring that guality objectives are estab-
lished,

d) conducting management reviews, and

e) ensuring the availability of resources.

5.2 Customer focus

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

8.2.1).

5.3 Quality policy

Top management shali ensure that the quality policy

a) s appropriate io the purpose of the organi-
zation,

b} includes a cormitment to comply with re-
quirements .nd continually improve the effec-
tivenass of the quality management sysiem,

c) provides a framework for establishing and re-
viewing quality objectives,

d) is communicated and understood within the
organization, and

e} is reviewed for continuing suitability.

5.4 Planning
5.4.1 Quality objectives
Top management shall ensure that quality objec-

tives, including those needed to meet require-

- ments for product (see 7.1 a), are ostablished at

relevant functions and levels within the organiza-

tion. The quality objectives shali be measurable

and consistent with the quality policy.
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5.4.2 Quality management system planning
Top management shall ensure that
a) the planning of the guality management sys-

tem is carried out

in order to mest the
requirements given' in 4.1, as well as the
quality objectives, and

the integrity of the quality management sys-
tem is maintained when changes to the gual-

ity management system are planned and

implemeanted.

5.5 Responsibility, authority and communication

5.5.1 ANATUARTAU LL&"’@’I%’!Q?‘I%’I?’I

%

inrdugdaasileienuiuferey wes

&

3

grunamiinfiang g
o luasdng
5.5.2 slunuirtuIung
%U‘%%Ti'izﬁlffﬂ“iﬁmi.l.@iaﬁ‘:\iﬁu’]%ﬂluﬂ'}ﬂE;:l"l_l%%’i‘i
gj?%an’iiuféaﬁ:mnmﬁ’rﬁmm%nﬁ]mau%uG) ERE)
fienwiufinsounazennaniniluiesdeg fe
) ARl nuaTets g Asniluim Ty
vimsamaiwldTuneian Ujifaiuuas
G13d
’3"1E’Jd'm?.ﬁ(%ﬁ%%’l‘ﬁ;:@buE;M'i’l‘i’]ljﬁdﬂﬁ:%’ﬂ%ma
PBHIUITUUUTAYIN DN uwasGaaene g 7
dnfiwiunsUiudgenu uas
dulatrfinssasseliiinainuassninly

Fosdainuadns g 1asgndiaseaniasing

TfsunsmnuaLasEage bW

5.5.1 Responsibility and authority

Top management shail ensure that responsibili-
ties and authorities are defined and communi-
cated within the organization.

5.5.2 Management representative

Top management shall appoint a member of man-
agement who, irrespective of cﬁher responsibilities,
shail have responsibility and authority that includes
a) ensuring ihat processes needed for the qual-
ity management systerﬁ are established, im-
plemented and maintained,

reporting 1o top management on the periorm-
ance of the quality management system and

need for improvement, and

ensuring the promotion of awareness of cus-

tomers throughout the organization.
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5.5.3 Internal communication

Top management shall ensure that appropriate
communication processes are estabiished within
the organization and that communication takes
place regarding the effectiveness of the quality

management system.

5.6 Management review

5.6.1 General
Tep management shail review lthe organization’s
quality management syster, at planned intervais,
to ensure its continuing suitability, adequacy and
effectiveness. This review shall include assessing
opporiunities for improvement and the need
for changes to the guality management system,
including the quality policy and quality object-
ives.

Records from management reviews shall be

maintained {see 4.2.4),

5.6.2 Review inpui

The input to management review shall include
informaticn on

a) results of audits,
b) customer feedback,
¢) process performance and product conformity,
status of preventive and corrective actions,
foliow-up actions from previous management
reviews,

fy changes that could affect the quality man-

agament sysiem, and

=
ol

recommendations for improvement.
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5.6.3 Review output
The ouiput from the .management review shall

include any decisions and actions ielated o

a) improvement of the effectiveness of the qual-
ity management system and its processes,
by ‘improvement of product related to customer

requirements, and

resolurce needs.
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6. Resource management
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6.1 Provision of resources

The organization shall determine and provide the

resources needed
a) 1o implement and maintain the quality man-
agement system and continually improve its
effectiveness and

{0 enhance customer satisfaction by meeting

customer reguirements,

8.2 Human resources

5.2.1 General
Fersonnel performing work affecting product guality
shaii be competent on the basis of appropriate edu-

cation, training, skills and experience.

6.2.2 Competence, awareness and training

The organization shail
a) determine the necessary compeience for per-

sonnel performing work affecting product qual-

ity,

;
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b) provide training or take other actions to satl-
isfy these noeds,

¢} evaluaie the effectiveness of the actions
taken,

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

maintain appropriate records of education, train-

ing, skills and experience (see 4.2.4)

6.3 Infrastructure

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

a)

b)

buildings, workspace and associated utifities,
process equipment (both hardware and soft-
wargl, and

supperting services {such as transport or

communication),

6.4 Work environment

The organization shall delermine and manage the
work environ' .ent needed to achieve conformity

to product requiraments.
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7. Product realization
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7.1 Planning of product realization

The organization shall plan and develop the proc-
esses needed for product realization. Planning of
product realization shall be consistent with the
requirements of the other processes of the qual
ity management system (see 4.1},
in planning product realization, the organiza-
tion shall determine the following, as appropriate:
a) guality objectives and requirements for the
product;
b) the need to establish processes, documents,

and provide resources specific to the product;

¢) required verification, validation, monitoring, in-
spection and test activities specific to the

product and the criteria for product acceptance;

d} records needed to provide evidence that ihe
realization processes and resulting product

meet requirements (see 4.2.4).

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

operations.

29
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7.2 Customer - related processes

7.2.1 Determination of requirements related

to the product

The organization shail determine

a) requiremenis specified by the customer, in-
cluding the - requiremenis for delivery and
post-delivery activities,

b) requitements not stated by the custorner bul
necessary for specified or intended use, where
Known,

¢} statutory and regulatory requirements related
to the product, and

d} any additional reguirements determinec by

the orgarization.

7.2.2 Revisw of requirements related 1o the
progduct

The arganization shall review the reguirements
relaied to the product. This review shail be con-
ducted prior to the organization's commitment to
supply a product to the customer {e.g. submis-
sion of tenders, acceptance of contracts or or-
ders, acceplance of changes to contracts or or-
ders) and

shall ensure that
a) product recuirements are defined,
b) contract or order requirements differing from

those previously expressed are resolved, and
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¢) the organization has the abhility to meet the

defined requirements.

Pecords of the resulls of the review and ac-
tions arising from the review shall be maintained

(see 4.2.4).

Where the customer provides no documented
statement of requirement, the customer require-
ments shall be confirmed by the organization

before acceptance.

Where product reguirements are changed, |
the organization shall ensure that relevant docu-
ments are amended and thai relevani personnel

are made aware of the changed requirements.

7.2.3 Customer communication

The crganization shall determine and implement

effective arrangements for communication with cus-

tamers in refation to

a) Product information,

b) Inguiries, contracts or order handling, includ-
ing amendments and

¢} Customer feedback, including customer com-

plaints.
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7.3 NMIBANULLRATNTSNOH W 7.3 Design and development

7.3.1  ATIIHBUABNITEONEULLRENITWRIWY | 7.3.1 Design and development planning
3finydad HnIINUALLAEAILANNITEENULL | The organization shafl plan and control the design

HAZNTTAMMIRUAT TeWII9IN1TIUNWNITEEN | and development of product. During the design

LL?J‘ULLaxn'l‘iﬁ'Gasu’lfﬁa-ﬂ‘izuﬁa and development planning, the organization shall
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) ’ﬂ‘:uﬂam-'i’mq TUnToaNULLLAT NI TRGIW a) the design and development stages,
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M) ANTURATBLLRZAIRIRINNAIS Y ERTU | ¢) the responsibiliies and . authorities for design

AINTINNTOEINULY LRETITWAIUN and develogment.

BIANTHRUIMITIBNITU SR WA 7 The organi;-ation shali manage the interfaces
' ] 3 = Y e & a . . . .
TERIWNRNGT G NUANANINR mmmmaﬂmmi between ditterent groups involved in design and
" | i a oa . . . .
asnkLutasmINaW (RaldiulefelssBntua | deveiopment to ensure effective communication

lunsRems wasimsusUvEUet ITalaN | and clear as'signment of responsibility.
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NRAWSUBINITIIUHWITR Faavin v rinas Planning output shall be updated, as appro-

ATUANMUIANIEFY AuATINALRILaINNTean | priate, as the design and development progresses:
HUDLRENTHAIN

Qe 1 a
7.3.2 flevadanais 9 lwa1soantuuikaznns | 7.3.2 Design and development inputs

W
Heauilaudag fisfuadaefiuTarn auaesFud Inputs relating to product requiremenis shall be
dos leTuniessy LAsTUAnGNS § dasfiuTnm (9 | determined and records maintained (see 4.2.4).
4.2.4) Taduilowwanildasriut These inputs shail include

Ny darsuad s g vasntrTinaunazilsziniag | a) functional and performance requirements,
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%) Fermwuadni g sungralisunazdangwiie | by applicable statutory and regulatory require-
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ﬂ)_;-ﬁ:n'e'mwﬁﬁé’flﬁ Payaninuadafilanain | ¢} where applicable, information derived from pre:

&
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development.

These inputs shali be reviewed for adeguacy.
Requirements shall be complete, unambiguous and

not in conflict whit each other.

7.3.3 Design and development outputs

The outputs of design and development shall be
provided in a from that enables verification against
the design and develcpment input and shall be
approved prior {0 release,

Design and development outputs shall

a) meet the input requirements for design and
' development,

D) provide appropriate information for purchas-
ing. production and for service provision, |

c) contain or reference product acceptance cri-
teria, and

d} specify the characteristics of the product that

are essential for its safe and proper use.

7.3.4 Design and development review
At suitable stages, systematic reviews of design
and development shall be performed in accord-

ance with planned arrangements (see 7.3.1)

a) to evaiuate the ability of the results of de-
sign and development tc meet requirements,
and

b) to identify and problems and propose neces-

sary action.

Participants in such reviews shall include

93 H
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representatives of functions concerned with the
design and development stage (8} being reviewed.
Records of the results of the reviews and any

necessary action shall be mainfained (see 4.2.4).

7.3.5 Design and development verification

Verification shall be performed in accordance
with planned arrangerents (see 7.3.1) 1o ensure
that the design and development ouiputs have
met the design and development input require-
ments. Records of the resulis of the verification
and any necessary actions shall be maintained

(sea 4.2.4).
7.3.6 Desiyn and deveiopment validation

Design and develspment validation shall be per-
formed in accordence with planned arrangements
(see 7.3.1) to ensure that the rasulting product is
capable of me- iny the requirements for the speci-

fied application o intended use, where knows.

Wherever practicable, validation shail be
completed prior to the delivery or implementation
of the product. Hecords of the resulis of valida-
ion and any necessary actions shall be main-

tained (see 4.2.4).

7.3.7 Control of desi'gn and development
changes
Design and devetopment chanyges. shall be iden-

tified and records maintained. The changes shall
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be reviewed, verified and validated, as appropri-
ate, and approved before implementation. The
review of design and development changes shall
include evaluation of the effect of the changes
on constitient pars and product already deliv-

ered.

Records of the results of the review of

changes and any necessary actions shall be

maintained (see 4.2.4)

7.4 Purchasing

7.4.1 Purchasing process

The organization shall ensure that purchased prod-
uct conforms to specified purchase reguirements.
The type and extent of control zpplied to the
supplier and the purchased product shall be depend-
ent upon the efiect of the purchased product on sub-
sequent product realization or the final product.

The organization shall evaluate and select
suppliers based on their ability to supply product
in accordance with the organization's reguirse-

menis. Criieria for selaction, evaluation and e -

evaluation shall be established. Records of the

results of evaluations and any necessary actions
arising from the evaluation shall be mainiained

(see 4.2.4).

7.4.2 Purchasing information

Purchasing information shall describe the procuct
to be purchased, including where appropriate
aj requirements for apﬁroval of product, proce-

dures, processes and equipment,
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b) requirements for quaiification of persontiel

and

¢) quality managernent sysiem requirement.

The organization shall ensure the adequacy
of specified purchase requirements prior to their

communication to the suppliar.

7.4.3 Verification of purchased product

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

Where the organization or its customer in-
tends to perform verification at the suppiiers
oremises, the organization shall state the in-
tended verification arrangements and method or

product release in the purchasing information.

7.5 Production and service provision

7.5.1 Control of production and service provision

The organization shall pian and carry out preduc-

tion and servica provision under controlled condi-

tions. Controlled conditions shail include, as ap-

plicable

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

by the availability of work instructions, as neces-
sary,

¢} the use of suitable eguipment,

d} the availability and use of moniioring and
measling devices,

e) the implementa‘tion of monitoring and meas-
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fythe implementation of release, delfivery and

post - delivery activities,

7.5.2 Validation of processes production and
service provision
The organization shall validate any processes for
production and service provision where the re-
suiting output cannot be verified by subssguent
monitoring or me&asurement. This includes any
processes where deficiencies become apparent
only after the product ig in use or the service
has been delivered.

Validation shall demonstrate the ability or

these processes o achieve planned resuits.

The organization shali establish arangements

for these processes including, as applicable

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

b) approval of equipment and qualification or

personnel,

use of specific methods and procedures,
d) requirements for records (see 4.2.4), and
revalidation.

7.5.3 ldentification and traceability
Where appropriate, the organization shall identify
the product by suitable means throughout prod-

uct realization.

The organization shall identify the product

status with respect to monitoring and measure-

a7 5
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ment requiraments.
Where traceahllity is a reguirement, the or-
ganization sha#f control and record the unigue

identification of the product (see 4.2.4),

* 7.5.4 Customer property

The organization shall exercise care with cus-

tomer property while it is under the organiza-

tion's contrel or being used by the organization.

The organization shail identify, vérify, protect and
safeguard customer property provided for use or
incerperation into the product. it any customer
property is lost, damaged or otherwise found to
be unsuitable for 'use,- this shall be reported to

the customer and records maintained {see 4.2.4).

. 7.5.5 Preservation of product

“The organization shall preserve the conformity of

product during internal processing and delivery fo

‘include identification, handling, packaging, stor-

'a:ge and protection. Preservation shall also apply

to the constituent pares of a product,
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devices

The organization shall determine ‘the monitoring
and measurement to be underfaken and the
monitoring and measuring devices needed tg
nrovide evidence of conformity of product to ds-
tarmined requirements (see7.2.1).

The organization shall establish processes
to ensure that monitoring and measurement <an
be carrizd out and are carried out in & manner
that is consisient with the monitoring and meas-
urement regquirements.

Where necessary to ensure valid results,
measuring equipment shall
a) be calibrated or verified at spechied intervals,

of prior to use, against measurement stand-

ards traceable to international or national
measurement standard; where no such stand-
ards exist, the basis used for calibraticn or

verification shall be recorded;

by be adiusted or re - adjusted as necessary;

¢} be identified to enable the calibration status
to be determined;

d) be safeguarced from adjustments that wouid
invalidate the measurement result;

e} be protecied from damage and deterioration

during handfing, maintenance and storage.

In addition, the organization shall assess
and record the validity of the precious measuring
results when the equipment is found not fo con-
torm to reguirements. The organization shall take

appropriate action on the equipment and any




TR AR IR R T IR TS

TR MUANTH NG B

-v“(‘

qL‘wéﬂ']‘SﬁE]}JLﬁBU BLEIET .'n@‘n"awm]
'l (g 4.2.4)
L%Qﬁﬂ’]ﬂ%ﬂ’ﬁ@]??%aﬂ@’l&lLm:ﬂ'li'@"!'i?%'ufﬂ

PEITEMRUAGN Y ATAUA LT AHERITAYD

R

auiiunInaninm 31‘21?1‘3{] L&‘Sﬂ &

snassenuanuduiy.

424).

‘ment. of specified reguirements,
K3 [y - & = } - b...lm.’a'dq . e , .
Eﬁaﬂﬂm'a‘ﬂauwu(ﬂa‘iw.'amuw,am’mmahggu\ﬂ. computer software to saiisty the intended appli-

fizasddasldiumsiudu. msﬂgw .mmnn :

ﬂ'ldmuyucl,m« ;-'taker's'- prior to inide}

’ necessary.

ABAARAINBDING I

product affected. Records of the resuits of cali-

hration and verification shall be maintained (ses

When used in the monitoring and measure-

the abitity of

c'é_.tic'm'-_ shall be confirmed. This shall be under-

use and reconfirmed as.

8 msmifm-m mmﬁ 2 LA
ﬂ?ﬂﬂ%\ﬁ L

8 Measurement, analysis and {
improvemnient l

8.1 'ﬁﬁﬁ:ﬂﬁ*
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8.2 NTIATIHAMANATNITATIVIN
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As one of the measuremanis ol the performance

8.1 General

The organization shail plan and implement the

monitoring, rmeasurerment, analysis angd improve-

ment processes needed

a) to demonstraie conformity of the product.,

b) to ensure conformity cf the gquality manage-
ment system, and

c) tocontinually improve the effectiveness of the
quatity management system.

This shall include determination of applica-
the extent of their use

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

of the quality managemerit system, the organiza-

tion shall monitor iniormation relating 1o customer
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'The organization shall conduct internal audits at

- planned intervals to determine whether the qual-

‘a) conforms to the planned arrangementis (see

‘the audit process. Audiiors shalt not audit their

kg ] . B
ABNUBANTH I

perception as to whether the organizatic

met customer requirements.” The: methods for |

obtaining and using this information ‘shall: be.

determined.

8.2.2 Internal audit

ity management system

7.1), to the requirements of this International
Standard and to the quality management
'systerh"'r'é'duir'ements established by the or-
ganization, and :

b) is effectively implemented and maintained.

An audit programme shall be planned, tak-
ing into consideration the status and importance
of the processes and areas o be audied, as
weall as the results of previcus audits. The audit
criteria, scope, frequency and methods shall bs
definred. Selection of auditers and conduct of

audits shall ensure objectivity and impartiality of

own work.

The responsibilities and requirements for
planning and conducting audits, and for reporting
results and maintaining records (see 4.2.4) shali

be defined in a documented procedure.

The management responsible for the area

being audited shall ensure thal actions are taken

191 #
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" 8.2.3 Monitoring and measurement of processes

~The organization shail apply suitable methods

FOMMWAATBIBING

without undue delay to eliminate detected

noneconformities  and  thelr causes. Follow - up

activities shali include the verification of the ac-

tions taken and ihe reporting of verification re-

sulfts (see 8.5.2)

methods for monitoring and, where applicable,
measurement of the quality management éystem
processes. These methods shall demenstrate the
ability of the processes to achieve planned re-
suits. When planned results are not achieved,
correction aclion shall be taken, as appropriate.

To ensure conformity of the product.

8.2.4 Monitoring and measurement of product
The organ® ation shall monitor and measure the
characteristics of the product to verify that prod-
uct reguirements have been met. This shall be
carried out at appropriate slages of the product
realization process in accordance with the planned
arrangements (seé 7.1}

Evidence of conformity with the acceptance
criteria shall be maintained. Records shall indi-
cate the person {s) authorizing release of product
(see 4.2.4).

Product release and service delivery shall

not proceed uhtil the planned arrangemenis (see
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7.1} have been satisfactorily compleied, uniess
otherwise approved by a relevant authonty and,

where applicable, by the customer

8.3 Control of nonconforming product
The organization shall a2nsure that product which
does not conform io product requirements is
identified and controfied to prevent its unintended
use or delivery. The controis and related respon-
sibilities and authorities for dealing with
nonconforming product shall be defined in &
documented procedure,

The organization shall deal with nonconforming
product by one or more of the following ways:
a) by taking action to eliminate the detected

nonconformity;

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

¢) by taking actien o preclude its original in- !
tended use o7 application.

Records of the nature of nonconformities and
any subsequent actions taken, including conces-

sions obtained, shalt be maintained (see 4.2.4),

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

When nonconforming product is detected
after delivery or use has started, the organization
shall take action appropriate to the effects, or

potential effects, of the nonconformity.
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8.4 Analysis of data

The organization shall determine, collect and
analyse appropriate data to demonstrate suitabil-
ity and effectiveness of the quality management
system and o evaluate where continual improve-
ment of the effectiveness of the quality manage-
ment system can be made. This shall include
data generated as a result of monitoring and
measurément and frém other relevant sources.
The analysis of data shall provide informa-
tion relating to
a) customer satistfaction {see 8.2.1),

b} conformity fo product requirements (see 7.2.1),

c) characteristics and trends of processes and
products including opportunities {or preven-
tive actior and

d} supnliers.

8.5 improvement

8.5.1 Continual improvement

The organizaiion shall continually improve the

effectiveness of the quality managemernt system

through the use of the guality policy, quality
objectives, audit results, analysis of data, correc-
tive and preventive actions and management re-

view.

8.5.2 Corrective action

The organization shall take actin to eliminate the
cause of nonconformities in order to prevent
recurrence. Corrective actions shall be appropri-

aie o the effects of the nonconformities encoun-

tered.
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A -documenied. procedure shall be esiab-

“ishied to: cefine reguirements for

reviewing nerconformities {including customer
gomplaingsy,

“detérmining the causes of nonconformities,

gvaluating the need for action to ensure that
nenceniormities do not recur,

di  delesmiaing and iviplementing action nseded,
records of the resulls ¢f action taken {ses
4.2.4), and

f) reviewing correclive action taken.

i 8.5.3 Preventive action

The organization shail detenmine acticn to elimi-
nate the causes of potential nonconformities ir
order 10 prevent their ccourrence. Preventive
actions shal. be appropriate to the effects of the
potential problems.

A documenied precedure shall be estab-
lishec to deling requiremsnts for
a) det
causes,
evaluating the reed for action o prevent
occurrence of nonconformitiés,

determining and implementing action needed,

records of res.uits of action taken (see 4.2.4,
ana

reviewing preventive action taken.

ermining potentiai nonconformities and their |




