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‘with the requirements of the quality
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Qnality Management Systene of the above supplier
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with the requirements of the quality }
standards detailed below :
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introduction

This fnternational Standard is one of three Imermaticnst Standerds daaling
with qualily system fegusrements het con be used fur exisrmnal rpeafity
asmurance putimses. The quality esswance models, set ol in the hree
imarnationsl Stonderds listed below, ropresant three @itngt forms of
auality systam recuiraments suitabia for the purpose of o suppimr dem-
onsirating its capability, and for the sssessment of the cepabiity of a
supplier By exterrssl parties,

& 150 900Y, Qualty systems — Sodel for quaiity assurance in dasign,
development, preduction, instafistion and seviciag

— far use when conformance 1o Spacified eaurerner
sured by the supplier during design, developraend, oo
stallation and sarvicing,

IS0 BOOZ, Quaity sypsterns - Mode! for quality assurance s Lo
duction, Instafiation and senvicing

----- for wag wisen conlvmance 1o specified TEQUISIMENIS i 50 B 35
sured by the supplier duing production, instaliaton ang sEricing,

180 9003, Quaity systems — Mode! or qualiy assurance wn final -
sppetian and test

o,

— for use when tonformance 16 specifed requiremeants is to be ase
sured Ly Wae supplier solely st Tingl inspestion and tesy,

s gmphasmed tat the quality sysiem sagurertents speoheyd in thig
International Siendatd, (SO 9001 and 150 SI03 are cormpementary (net
#ternativel 1o The mmohnical iprodust spectsd requiremants, Trey SLkGiy
requiremnents which dgteonine whal elerents quality systerns have to
eNCOMENSs, B it is nut the puspose of these lnterrational Stancards to
snforce unidormity of quality systerns. They ara genenc ang independant
o eny specific industry or ecoromic seotr The design and ireplemer.
tation of 3 quslity system will be irfiuences by the varying naads of an
crgameation, its particutar objectives. the products and sennces supphag,
and the pracesses and speciic practites emploved. :

s intended that thase hrterrationst Standerds will be adopwd in thelr
present form. byt or occasions they may need to be 19iored by adding
or daleting crrtain quality system requirernents o spacitic comtractual
suations, |§O 80001 provides mudance an such tiforting as wed as an
sefection of the avpropnste quatity esswrance moded, vz 150 8001,
150 9502 or SO 9002,

e en
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Quality systems — Model for quality assurance in
production, installation and servicing

1 Scope

This internatiorat Standard spacifies guahly system
requiternants for use where 2 supplisr's capahility o
supply canfarming product 1o 24 established desian
negds to be demonstrated.

The regdrernents specified are aimed prirharily at
achieving cusiomer satisfaction by preventing Aon-
conformity &1 af stages frem production through (o
SBIVITING.

Fhis Internationat Standard s soslicatie in situations
whan

a} the speciisd reguirernents far product sre stated
mterms of an established dergn or specification.
ang

b cunfidence i product conformance can be m-
taned by adequate demonstration of a sypptier's
capabiites o groducton, mstatialion end sendc.
ing.

NOTE T Fot infrmative references, 580 annex &

2 Normative reference

The foloveng sandard containg provisions which,
thtough reference in this e, CORSUIURD Orowsicns
af this International Standard. At the time of Pl
cation. the edition indicated wis valid, AT standarcs
a8 suizect 1o revision, and parias o agreements
based of e hiermational Stendard are ANECHAGET
W investigate the gossibisty of Bppiing the Most e
cent adition of me standar indicatad below, Mem
bars of 1EC and 180 maintain fegisiers of currenty
valid internetional Standards.

ISC 84027954, Oualry management and quatty 45-
surance -~ Vocabulary,

3 Definitions

For the pumoses of this international Standard, the
definitions given in 180 8402 and the foliowing defi-
nions apmhy.

31 product: Resutt of sciivities or processes,
NOITES

2 A procum mey intlds sbrvice. hardere, procestec
Materials, SOWErP or p combiration thareot

# je.g. assernbies or processes
50 e 0 g, waowledss o toacentsl of &
wakon eresl

3 A produdt man e tengi
mgtern
£0.

4 Fot the prposas of this Interatione! Standery. the torm
“product” appies
not A unt 5.
Thig (iflars from the de

utan gven o 150 Sam

32 tender: Offar made Ty 3 supsher in tesponse o
an invitation o salisfy 8 conystt award 1o provide
product,

3.3 contract: Agreed requitements between » sup-
phar and customer fransmitted by S MBAFS.

4 Quality system reguirements

4.1 Managemant rasponaibifity

4117 Quality palicy

The supBier's maragement with axacytive IBENGNSI
bdity shall debog and documant i1s palicy for fuahty,
intluding obectives for qualy and s ommi
ouality. The qualty ooy shab b refevsm o the
supplier's organizatansl goels and the exgeciations
aad needs of a5 custamars, The supphat shalf ensure
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thar this poliey is undersiood, implemented and
maistained a1 aif levels of the orgaization.

412 Organization

4121 Rasponsibiiity and authosity

The responsibifly, authtrity and the intsrrelation of
narsonnel who manage. cerianm and venfy verk af-
faciing quality shait be defined sod documented, par-
ticularly for personngl who neead the organizationat
fraedom and autherity to:

8} initiate action 1o prevent tha ucumence of any
nonconformitias relating 5o the product, process
and guaiity system;

bi identify and recerd any protlems relating to the
profduct, process and quality systern:

¢} inltiate, recommend or provide solutions throtgh
designatad channels;

i wvarify the implementation of sefutions;

el cantrel turther precessing. delivery or installation
of noncorforeng oroduct until the gefitienty or
uasatisfactory condition has bean coracted.

£122 Resourcas

Ths supplier shalt identify resourcs FBQUIrBMants and
provide adequate resources, inciur NG e assigrment
of trained personnel {soe 4,185 for maragement,
perforrmance of work and verification activities incfud-
iy internat quaiity audirs,

4.1.2.3 Monagsnmant renressntative

The supplier's sranagement with expoytive resconsk-
Gifity shall appoint 2 member of the supplecs cwn
manapement wha, Wrespective of other resconss
biftisg, shalt have detined authoity for

A enguring that & quatiy system is established. it
plemanted and mairtamned in acoordence Wit th
Intarnational Stondard, ard

b repcning o0 the periormance of the qelaily 5vs-
tern o the suppiier's management for revies anad
25 2 hagis i improve mert of the quality system.

HOTE S  The rosponsibility of & MENSGEMEnT represan-
1atvg mmay 8lso indiude mison with exiernal parties om gt
tery 1aiatng 10 the suppiier's Quaity system

-

HIS.9002-2580
15090021994

413 Management review

The supplier's management with executive resnons-
byifity shall review the quality system at defined nter-
wals sufficient 19 ansure fis continuing suitability and
affoctivensss in satistying the requiraments of this
i raernational Standard and the suppliers stated quafity
policy and objectives {see 4.1.1). Records of such e
wigws shall be maintained {see 4.18),

4.2 Quatity systam

&2.1 Genaral

The supplier shall astablish, document and maintain
a quslity systermn as a means of ensuring that product
conforrs to specified requirerments. The supplior
shall prepare 8 quaiity manual covering the require-
ments ¢f this Mernztionsl Standard The guality
manual shall include or make referancs 1o the quetity
SYSBmM Grocedures and sutline the structure of the
documantation used in the quality syster.

MOTES  Gudance on guelity menals i given  in
IS0 10013,

£.22 {uality system procedures
The supphier shali

aF prepare documented procediras tonsistent with
the requiremenis of this !nterastions; Standard
and the suppiier's stated Guality policy, and

b} effestively implament the Quality system and s
documented procedures.

Fiov the purposes of this International Standarg the
range and detait of the procedures that form part of
the quaity systers shall be decendem upon tha enm-
phexity of the watk, the methods used, ard the sicss
ard traning neaded Dy personnel involved in canmying
oest the activity.

NGTE 7 Doopmenrsd procemres M3y make retetense 10
WK ISSTLCNGNY that deting Tow an sorheity is performars,

4.2.3 Qunlity planning

The supoher shall defime and document how the ra.
quirermenis for quady wit be met Cuality planning
shall bo consstent with ali other requirements of a
suppliers quality system and shat! be documented i
a format © swit the suporer's maethed of ChRralor.
The supoiier shatl grve tonsmeraton 1o the dollowing
autities, Bs appropriste, in mesting the specified re-
quirernerts for produnls, oroecs o cantracts:
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&} the preparation of quality plams:

bl ke identdication and suquisition of any controls,
procasses. sguiprment {inctuding inspecuon and
test aquinment), fixturas, resowrces and skidls that
sy be ceedad 1 schieve the requirsd mquality,

¢ ensating the compatiniliey of the producion pro-
cess. installation, senacing, mapection ang tast
precuduies and the applicable documerrstion;

d} the updaring as necessary, of guality controf, ine
spection and festing lechninues, including the
developrant of sew instromentation:

ei she Wemtfication of ary meamrement require-
ment imenlvicg capability thatl excasds the known
state of the art, in sufficient tima for the needed
capability 1o be devsloper;

f the identtcation of surable verification al appro-
peaats stages in the realization of product

o the claviication of stendacds of aczeptawitity for
af featuras end reguisments, including those
whieh contam 5 sUbisctive elerant

ki the wdanthication and preparation of quaity rec-
oy {sce 4,16,

NOTE R The quality plans refered 1o {ses 4.2.38/] may
b2 in the form o & reference 1 the appropyate dotumented
featimsas thel dfarm an integrel park of the xupeher's qust
W Sysiam,

4.3 Contract review

431 Genernl

The suppiler shall establish and maintain documented
srocedures for contract raview and for the coordi
naton of these sotivities

432 Reavioew

Before submission of & tonder, ot he sicepiance of
2 vontract or order (statement of ranuiernant), the
tender, confract or order shak be reviewed by the
supphier 1o ensure that

8} the requiremanrts are adegualely detired angd
documanted; whers ng wiittern statemert of re-
guirement is available for an order received by
verbal means, the supolier shall ensure tnat the
order tequirements are ageed hefore thew ac-
ceplance;

i

bt any differences betwsen the contract or ordsr ¢
guirernents and those in the modsr are resolver

o} the supplier has the capability 10 maet the oo
act of ordet requiremens.

433 Amendment {c a contract

The supplier shali sdentify how an amendmers w
cemrant iy mede and correctly transiamred 1o 4
functans coficernad within the suppliers organi
atinn,

£3.4 Raecords

Aecords of contract raviews shail be maintained (se
4,18

MOTE S Channels tor commimeation snd interfaces wi
the customers wgamrshon i trese contrast malte
shauid he aslatisthed

4.4 Design control

The soonse of ths ntemations! Standard doas not &
chude guality-system requitensents tor design contre
This subclause is wnollded 19 2ign the cause hun
bering with (50 2001,

4.5 Doecumesnt and dats control
4.5% Gennmral

The suppher shak asabish and maintain docurmente
srocedures 10 contral #f dogumants and data thet o
iate W e reurements of this Inernationa! Stendar
including, w the extent applicable, docurments of &
iErnal OAgn  such as  standerds and  custorms
drawaings.

NOTE 10 Docurments and gote oan e m the Yo of g
tepe of b, such ss hard Sop o electromic media.

352 Dogcument end data approval and issus

The documents and data shall be reviewed and ay
praved tor adequacy by suthorized persarnel prior
issue. A masier ISl o eguivalen daCument sonin
procedurs dertdying the curment revision status «
documents shat be established and be readily aval
ehie 0 preciude the wse of mealid andior obsslet
FoCLUmMaNS,

This cantrol shal' ensure that:

b the pertinent ssues of agprcpriate documernts ar
gvalisble a1 &l iocaticns where operetions esses
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tiat 1o the effactive functioning of the quality sys-
tary are petfomed; -

bl iovalid andjor obstlete documants are prompthy
rernoved from all goints of issue of use, or ather-
wish assursd soainst unintended use;

71 any obaolete docurnents retained Yor legal andlor
knowledge-praservation  purpases & suitably
wantified. -

45,3 Document and data changes

Changes to dosuments and data shall be reviswed
and approved by the same functionsforganizations
that pedformead the grgina! review and epproval, un-
iess spacifoslly designated otherwiss. The desig-
rated functivnsforganations shall have goccess 1o
pertinent background information upen which to base
their teviaww end approvel,

Where praciicable, the narure of the changs shali be
Hentified in the document ar the appropriate attach-
MmEents,

46 Purchasing

£6.1 Genwrai

The suppliar shall establish ard maintain documented
procedures 1o ensure that purchased product tsee
2.1} cordorms to specified requiremants.

4.62 Evaluation of subcontractors
The supplier ahat:

2l evaludle and select subrontectors on the basis
of thair abifity o maert subcontract requiyamants
inthuding the wualite System and any specific
Quality assurance requirements;

b Sefine the type and extent of contral execcised by
the supplier wver subcontmctors. This shall be
depandent ugen the type of product, tha impact
o! subcontmcted product on the quabity of final
prodic] dnd, where applicalle, on the quality sudit
THRCIS andior quality records of the praviously
demonstrated capabiity and peridrrance of sub-
contractons;

¢! establish and maimain quality records of Jccept-
sbie subcontractiors (see 4.16]

UPBAOU2-2539
15000021594

483 Purchosing data

Purchasing documents shall contain da-ta cleatly de-
meribing the product erdared, including where spyph-
cable:

=] the type, tlass, grade or other precise identi-
eation:

T the title or other positive Wentiticatian, and appl-
ceble issues of spacifications, drewings, process
FROQUIAMENTS, Mspoction metiucsons and other
relavant technical data, including requiremernts for
approval or gualfication of product, procedures,
procass eguprnent and personnst

o} the tile, number ana issuz of the quality systerm
standard 10 be appliag.

The supplier shaif review and appiove purchasing
documants {or adeguacy of the spacilied require-
mEnis prior 1o relgsse.

£.84 Voerifleation of purchazed groduct

4.64.1 Supplier verification et subsontractor's
prramises

Vihera the supplier proposes to verdfy purchased
peodunt at the spbeontractor's premises, the supplier
shall specify verification arargements asnd the
methad of pmoduct relesse in the purchasing docu-
fents, ‘

4.6.4.2 Customer verification of subcontracted
product

Whers specified in the conmast, the supphisrs cus-
lomer ¢f the customer's repiesentative shasll he af-
ficrded 1he sright 1 veify at the subsontractor's
premises and the supplier’s premises that subcon-
Iracted product cordorms @ specfied requiraments.
Such verfication shall not be used by the supplier as
evidence of sffective centrol of quality by the sub-
comractor

Verification by the custorer shal not sbsolve the
suppfier af the responsibilty 10 provide accaptabla
produrt, nor shalf it preciude subsequant rejection by
the customer,

4.7 Control of costomar-supptisd product

The supplier shail establish sno maintain documentad
grocadures for e controf 5t venfation, siormge and
maintenance of customer-suppied pradult provided
fot incorperation into the supslias or for relsted ac

wvities. Any such product het is icst, damaged of is
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atharwise unsuitable for use shall be recordsd anvd
feparted to the qustomar {see 4.16j,

Varificatian by the supplisr doss not absolve the cus-
tomar of the responsibilty to provide aceeptadle
product,

4.8 Product identification and tracsability

Where appropriate, the supplier shall estebsh and
maintain documented procedures for identifying the
product by suitable means from recaipt and Guring ail
stegas of production, defivery and instaliation.

Whete and 1o the extent that traceability is 3 spacified
requirament, the supplier shall estatdish and maintain
documented procedures for unique identification of
individual product or batches. This Wentifluation shall
ba recorded {see 4,16}

49 Process control

The supptier shall identity and plan the: production, in-
stallation Bno servicing processes which directly af-
fect quality and shall ensure that these processes ara
carried oyt under controlied conddisis. Controfled
conditions shall include the folkwing:

@ documanted procedures defining the masnar of
production, installation and serviting, where the
absence of such provedures could advarsely at-
face quality;

bl use of suitable praduction, installation and servie-

ing aquipment, and 2 suitable working environ-

man;

€} comphianea with raferance stardardsfcodas, mqual

ity plans andfor documented procedfures;

dl monitoring and control of suitabla Process par-

ameters and produrt characteristics:

8 the approval of processes and equipment, as ap-

propriate;

fi eriteria for workmanship, which ghall be stipulated

i the rlearest practicsl manner {e.q. written

standards, representative samples or illustrations):

auitable maintenance of equipment 0 ensure
continuing procass capsbility,

ol

Where ‘the resuits of processes cannot be fuily veri
fred by subsequent inspeetion ang testing of the
product and where, for exarmpia, arocessing de
ficieatias may tecoms apparent onty after the prod-
uct i5 in yse, the processes shall bu cairied out by

B

gualifisd operastors sndfor shaell naquite continuous
romtoring and controf of process fameters to en-
sure that the specified requirements are mat.

The requiremants for any qualification of procass ap-
erations. includit:g associated equipment and person-
el iseo 4,18}, shad be specilied. -

HOTE 11 Such processes tequipng pre-qualification of
RHEY DIOLAST CAgabItY ara fraquentty refarred to as sporial
I QORSSOS.

Records shall be maintained for qualified procasses,
squipment and parsénne!, 35 approprats {sea 416

4.10‘ inspection #nd testing
£.10.1 Gansraj

The suppliat shall establish and mamiain decumented
procedures for inspocuon and testing sctivities in or-
der to verify that the specifisd requirements for the
Product are mat. The required inspection and tostng,
and the records to be established, shall be datailed in
the quality plan or documented pracedures.

4.10.2 Racelving inspection and tasting

£.10.2.1 The suppliar shall ensure that inzoming
product is not used o processed faxcept in tha -
cumstances described in 4.90.2.3) untd t has baen
inspected or otherwise verified as conforming o
spacifiad requirements. Vesification of conformance
1o the specified requiraments shall be i sccordanca
weith the quality plan andfor documented procedures.

41822 In determiting the amount and nsture of
receiving inspection, consideration shall be given to
the amount of contral exercisad al the subcontractors
premises and the recomed evidence of conformance
provided.

4.30.2.3 Where wcorning nroduct is released for ur
gent produciion purposes pror 1o vesfication, it shall
ba positively identifisd and recorded (see 4.16) in or
der o parmit immadgiate cecsll sna replacement i the
evert of nonconformity 10 specified raguirernants.

4.10.3 iIn-process inapection and testing
Tre supoher shail:

ai inspect and tes? the poduct as requiten by the
Quality plan arcor documented procedures:

by hold produer untlt the requred MSpeQtion ang
tests have peen comcietad or necessary repons
have been received ard venfed, excent when



207

produet i3 released undet postiverecall pro-
tadurgs (soe 410231 Relvass uader posiive.
recall procedures shali pot preclude the activibios
authined in 4.10.3 8} R

4104 Final inspection sid testing .

The supplier sha - il irspection and
testing i accordanii v thE gualty plan andior
documantad procedures ta cemplete the svidence of
confarmance of the finshed product to the specified
raqufirernents.,

The quality plan andior dogurnented proceduras for
final inspaction and testing shall require that al
specified inspection and tests, including those spaci-
fied either on receipt of product or in-procass, hava
been carried cul and that the resuite meet specifiad
requiraments.,

No product shall be dispatehed unil 2% the activities
specified in the quality pan andjor documarmsd pro-
cedures have been satisfaciorily completed and the
associsted deta and documentation are svailable and
authorized,

4305 Inspoction snd taxt records

The suppiier shall estsblich and maintain rotords
which pravide evidence that the produst Fas been -
imected andfor tested. Tresa rocords shall show
cleary whathes the product hasg passed or fated the
inspections and/of tests according to defined accept-
ance criteris. Wherg the product fails 1o pass any in-
spaction andfor test, the procedures for control of
nenzsortorming product shatt 2pply (sea 4.13).

Records shait idantity the inspection suthority -
sponsible fdr shé-ielaase of prodict (see 4.18).

411 Control of Inkpection, measuring and
test aquipmeant. ' ‘

411.% Gmoﬁi

Thes supplise shall establishi amd maiain dacumented
procedurss 1o controll salbrate snd maintsin in-
spuction, measuring and test sguiprment {mcldiing
tost softwars) used by the supplier to dempnstrate
1he conformance of prodict o the spocitied require-
sments. Inspection, meazuring and test equipmant
shall be used in a manner which ensuras that the
measurament Uncertainty is known and i congistent
with the tequired msasurerment Capabitity.

Where tast software or comparative references such
85 tast hardwars are used as suitsble forms of in-

HOMLBOGR-2530
15090021994

sgection, they shail be thacked to prove that they are
capable of verifying the scceptabitity of product, pricr
o release for use durng production, installation or
sevicing, and shall be rechecked a1 prescribed inter
vasls, The supplier shall astablish the extent and fre-
autency of such checks and shall maintsiy records es
gvigence of control tsae 4,165

Where the availability of techrical data pertaining to
the nspection, measuring and test equipment is a
spatiled requirament, xuch dats shall be made avail-
able, when renuired by the customer or customer's
ragresentative, for verffication the: the inspection,
measwing and test squioment it functionslly ade.
quiate.

NOTE 12 Fer tha putposes of this Imsermationat Starrfard,
Thes e “messurng Bgupment” inthudes measu ement
dewices,

4.F12 Control procedura
The supplier shalk:

&  detarming the measurernents to be made and the
Srouracy required, and select the appropriste in-
spection, measuring and test equiprmant that is
capable of the necessary accuracy and precision;
bl identify aft inspection, measuring and 1981 equip
ment that can affect product quatity, and calibrate
ang adiust them a1 prescribed interyals, or prior te
use, against centdied equipment heving 8 krown
valid relationship to internztionalty or natienally
recopnized standards. Where no such standards
Bxist, the basis used for calibration shad be docy-
manted;

¢l define the process employed for tha colibration
of inspection, measuring and test eguipment, in-
cluding details of equipment type, unique identifi-
cation, location, Yegquencty of checks. check
method, accentance riteria and the action fo be
taken when resulls ane unsatisfactory;

identify inspection, measuring and test sguiprren
with & suitable indicator or approved identification
record to show the cafbration status;

manteln  calibraton  cecords for  inspection.
measunng and test aguipment {see 4.18)

855838 and document the vaidity of previous in-
spection and test results when inspection,
measuring or test equipment is found o be out
of calibration;
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ensure that the ervironmental conditvns are
suitable for the ca!_‘tbrazmns, mspections,
rmeasurarnants and 10518 being carded out:

q

hi ensure that the handling, pressrvaton snd siorags
of inspection, measuring and test enul prment is
such thal the accuracy and Stness Tor uss ate

rnatntained;

sateguard inspection, messufing and 1E! :
ties, including both tast herdware sng 65Y &6

ware, from sdfustroents which s, ﬁrwaémw .

the calipration setting.

MOTE 13 The mewologiest confirmation Sysiam for
masaing equprmant gheen I 150 18012 may be used t
guidance,

$.12 Inspection and tast status

The inspaction and test status of product shall be
identifieg by suitable means, which indicate tha con-
formance of nonconformance of product with regasd
o inspection and tests performed, The identification
of inspection and test status shall be maintained, as
defined in the quality plan erdior documented pro-
ceduras, troughout production, instaflation and ser-
vising uf the product to ensure that enly product that
hay passed the rewuired inspections and tests for re-
tsased undor en suthorized concassion (sse 4.13.21}
is dispatehad, used or ingtsiled,

413 Controt of nonconferming product
4115 Generai

The suppliar shall estabiish and maistain documented
procadures fo ensure that product that does not con-
form o specified requirements i pravented from un-
intenided use or instaligtion, This contro! shall provide
{or identification, docurnentation, evaluation, segre-
gation hwhan practicell. disposition of nonoontosming
product, and for notification t the 1unchnns con-
sarned.

4122 FRevisw and disposition ol nonconforming
product

The responsibifity for seview and autherity for the
gisposition of nenconforming product shal ba de-
fined.

Noneonforming product she be reviewsd in accord-
anca with doturmented procadures. It may be

8} reworked 1o meet the specified requiroments,

b) sccepted with or without repsir by concessian,

&) regraded for altermative applcations, of

0 resecigd of scrapped.

Wiheye required by the contract. the proposed usc or
g o product [3ee 4.13.2 bl which doss not cor-
Jormois spectlied requirements sghall be reported for
LOOLEELION 10 the customer of cusiomer's represen
: The description of the nonconiormity that has
"cmt&d and of rﬁpmrs shall be recorded to

: ! . e re-
‘i sosdignes with the quality -plan andfor
dc&‘:mrmnted PRCEdUres.

4.4 Corrective and prevantive action

4541 Ganeral

Thye supplier shall estabdish and maintain docomantad
procedures for implementing corrective and preven
iwe action.

Arwy comective of praveniive action leken 0 aliminate
the causes of ectual or potential nonconformities shall
be 10 g degres appropriate 1o the magaitude of prob-
lerms and commensurate with the risks sncountered.

Thae suppler shall implemerst and record any changes
1o the documented procedures resulting from corrac-
tive and preventive action.

4342 Correctivs action

Thee procedkres Tor corrective action shalt include;
3 the etfective handiing of customer complaims snd
reconts of preduct nonconformities:

W invastigation of the cause of nonconforrities re-
fating 0 product, procezs and quality systerm, and
recording the resulls of the investigation {see
4.18);

¢ dewsrmination of the comective action nesaded to
eliminate the cause of nonconformities;

t} application of contrals 1w enswe that comective
action s taken and that it s effective.

41432 Provantive action

The procadures tor preventne action shalf include:
af  the use of sppropriate sources of information
such b5 processes and work operatians which af-
=3
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fect praduct quafity, coteessions, sudit results,
quality recerds, service. rensnts and customer
complaints o detedt 4 < dnd -eliminate po-
tentisl causes of nongo ¥

bi datermination of the Gtars 5. deal with
any problems requia’ing ol

¢} imtiation of prevertive {appication of
contrals 1o ensute thay
dr ensusing that releva
tzkan is submived i
4.1.3L

4.15 Handling, starage, packsgt
preservation and delivery : ‘

4.15.1 Gonsml

The suppiier shalt estatlish 3na maintain docymented
procedures for handling, storage, pRECRAGING, Dresen
valion and delivery of produitt.

4152 Handling

The supplier shall provite rmethods of handhrg prod-
uct that privrent darnage or deteriomation,

4.15.3 Storage

The supplier shatt use degignsted siomge aress or
stock Fopmiy (- pravant damage or deferioretion of
product, pending yse or delivery. Appropriale meth.
ods for authaiz and dispatch from such
areas shall be 5t

tn order 1o detes
product in stock. shafl.
teryels,

5, b wongition of
EESasaC 3 mppraniste in

4354 Packaging

The supplier shall contol packing, oackaging and
marking processes lincluding materiais uszed) to the
extent necessaty to ensure conformarnce 10 specitied
reuirernarts,

4155 Preservation

The supphisr shatl spply appropriste methods for
praservation and segregation of produsct when the
produtt is under the supplier's cantrel.

HON.BOO2-2530
SO 90021904

4.15.8 Delivery

T supplier stall arange for the protection of the
geality of product ahar Iing! inspection and test
Where cantractuaty specified. this protection shall be
extended W include defvery 1o destination,

4.16 Control of quality records

The supplier shall establish aed maintain dacumented
procedures for identification, collaction, indexing, ac-
s@ss, filing, storage, maintenance ard dispositmn of
quality records,

Quality records shalt be maintained 1o dernonstrate
contormance 1o spesified requitements and the ef.
fective cgeration of the qualty systern. Pertinent
quialty racords frorm the subcontractor snad be an ak
ermera of hase data.

Al quality records shall be legibte and shall be stored
anch ralained in such B way that they are resdity re-
wtevabin in faciites that provide & suitabis environ.
mEnT 10 prevent damege Or deterioralon asd o
prevent ioss. Retenton times of quably records shall
e wstablished and  reoorded.  Whers agresd
comiractually, quality records shall be mate svailable
for evalustion by the customer ar the customer's
representdtive for an agreed pering.

NGTE 14 Aecords may be o the form of any ype of
ongddia, auch as hard copy or elettranc megs,

A.%7  internal quality audits

The suppher shall esteblish snd maintain documented
procedues for plannng and implermenting intarnat
quality audils to werdy whether quality activities and
related” results comply with panned arfargemnants
andd 1z determing the eHectveress of the Guslity
system,

invernal quaiity audits shal! be scheduled on the basis
of the status end importance af the actvity to be au-
died and shall be camisd cut by personne ngdapen:
dertl of those having direct tesponsibility for the
activity being audied.

Thes resuits of the audits shait ke recorded (see 4,16
andd brought 1o the atertion of the personnel havirg
responsibility 0 the area sudited. The managernant
personnet resoonsible for the area shall take Smely
corractive actisn on deficiercies foynd during the au-
dit.

Foltow-up audit activities shail vetity and record the
implementation and etfectiveness of the comentive
atlkon taken {see 4,15,

~1f-
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NOTES

15 The results of internst quality sdits fomn an mms:;

part of e input to management review aotivitias lzm.——

4.1.31,

16 Guidance on quelity sysiem audis i ghean it
19K 10811,

4,18 Training

The supplier shalf establish end maintsin docurmented
prapedures for identifying training noeds snd provide
for the training of alf parsonnel perfarming activities
asffecting qualily. Personnel performing spacific as.
signed tasks shall be qualified on the basis of appro-
piats  education, waining andjor experionce, as
reQuired. Appropriaty tecords of training shall be
maintained [see 4.14),

418 Servicing

A "zre“s'GW' is & specifisd requirement, the sup-

phar m‘l establish and maintain documented pro-.

vedsirgs for performing. verifying end reporting thet

th: mmcm mieels the spetitied requirements.

4.28 St:ﬁsﬂnl tﬁ:%miq:m
4£20.1  dontification of need

The supplier shall identity the need for statistical
technigues roquired for estabiishing, controliing and
verifying process capsbility end product character-
isics.

4202 Procedures.
The suppler shall establish and maintain documanted

procedures tw irmplement and controt the application
of the statistical techniques identified in 4.20.1.
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