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ISO 9000 Translation
Think in terms of inventing OF originating your services or
Design processes (Some service firms do provide design services. For
these, no translation is necessary.)
Development Think in terms of improving or maturing your services.

Conforming product

Services that conform to customer requirements.

May be something ISO 9000 requires you to do (such as

develop a quality manual), or something customers have

requirements
specified as needed in your services.
: The service(s) you provide, or knowledge you impart to
Produect ;
: _customers for remuneration.
~ Everything you do in providing your services to your
Production
customers. The result of your processes.
Various kinds of processes include: the means by which you
determine which services to provide, the means by which you
Processes design or develop them, the means by which you provide the
services, and the means by which you verify that they were
properly executed.
Documented instructions for operating your processes, and for

Procedures

complying with the requirements of ISO 9000.
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9 ions of ISO 900
Differences between the 1994 and 2000 Versi 0 H
Major 111e

. issi 9000:2000 e
Aim aln;i Misfjigg] oqf ::igy management to the processes and activities of an
To relate mo

. i improvement and
organization, including the promotion of continual imp
9

achievement of customer satisfaction.

ising the standard ] )
-Dofgg ;l:)t(s) L "9'36’5'22'5 9003:1994 have been merged into a single QMg

' ts standard , ISO 9001:2000 |
o Irgg)u;rj(xge:nsd part of ISO 9000-1:1994 have been merged into the new

standard, ISO 9000:2000.
° IS0 9004-1:1994 has been revised into a new ISO 9004:2000 Standard
that tracks with and expands upon ISO 9001 :2009.
° ISO 10011 (part 1, 2, and 3) have been merged with ISO 14010, 1401 1,

and 14012, to form a new auditing guidelines standard, ISO 19011

A Single Standard for Registration
There is no longer a choice of three standards for registration .All registrations
will be to ISO 9001:2000. Some tailoring for organization-specifjc factors is
Possible through exclusion of clayge 7 elements that are nhot applicable to the
Particular organization,

; Principles
R Principles, S based on the foilowing eight quality

L. Customer Focus Organiy o ;
ganization ey;
therefore shoyq understapq currenf taﬁzcause ey have T

meet ¢ : future Custo
ustomer feQuiremen;g, and shoyq Stri el
eXpectationg Ve 1o exceed customer
2; Leadership The orggp;
; ) I'ganj 3
orgaaection for the e S estabiigh ey of purpose
anizationg] envir Create g intain an
€mployees i, achije - fOMotes the Il inyo] s
3 1 ving the ganizat; . . “Volvement of
© Volvemeng o People | alions Objectives,

4 m €]
4 by taking advantage ¢ the abjjic:... v OlVement benefits the Organization
- Procesg Approach To : Svery employee,

I
T€sources b : 0 1Viti
Managjp, them g Bionse Ol activitjeg and related
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m A h to management Contributes to the Orgéglizati ohs
i ifyi nding, and mange;
5 Sg;ti' psg?;dc efficiency by identifying, understanding aging
effectivene

; a system. R s
1nterrelateldlprgcris‘f:lsniit yBecomes a permanent objective for the
Continual Im —

is i ed to help the
6. organizations overall performance, and 1sd1n:)e}ni<1::is Customgrs, ey
organization respond to the changing needs

i its competitiveness. { ; e
;ZEISZ;: Appmapch to Decision Making__ Requires that decisions pe

based on the analysis of data and information rather than impressiong and

‘ Il\l/l[tl?:s;)ﬁy Beneficial Supplier Relationships To enhance ﬂ"le ability of
. both the organization and its suppliers to benefit from working together

cooperatively.

Process Oriented QMS Structure and Operation

The QMS is now as a series of processes:
® Management responsibility
® Resource management
® Product realization
® Measurement, analysis and improvement

Incorporation of thfa Deming/Shewhart Plan-Do-Check-Act (PDCA) Cycle
To be used for the continual improvement of Processes and products of services.

policy, quality Objectives, plannin MS
Mmanagement review, o

Customer Satisfaction

The Organizatiop jg w i
NOW required tq i i i
SR = oy Monitor Customer Satisfaction as a measure

documenting , Procedure, £, = documentation, although to avoid
Can operate effectively With

ple; c 1 > :
deviati out it. Thyt i Orgamza,t‘on Mmust demonstrate that it
1018 cannot ocgyy a > 1€ Organization
change jp documentay: Tesult of the absenc Mmust ensure that
i cal o documentation . o

0
0 be minima], Tpyq ;o o FoqUi ety
: Invit : Pica] o R ;
€S more 1nterpretati0n by the orzgaatilo-n 5 Probably going
Nization and registrars.
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ts for registered organization.

New Requirements Summary :
ISO 9001:2000 carries several new requiremen
Continual improvement of processes and products H

Increased emphasis on the role of top man?gement
Consideration of legal and regulatory requirements
Measurable quality objectives

Monitoring of customer satisfaction
Increased attention to resource availability

Determination of training effectiveness
Measurements covering the QMS and its processes and products

Analysis of collected data on QMS performance
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T ensile Test on Steel Bars
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Technical service and cqnsultation dept.
Civil enginee{‘mg Ia.!b o
Testing Bituminous Paving Mixture Rep

Date: 17/6/2004 ’[ /
Ref : SCT /2004/69 '

Trustee: S R
Address: |
Project: is i) sl Cud 35
Order No. and data: 8/6/2004

Owner: IR
Sampling date: 10/6/2004 Testing date: 14¢13« 12/6/2004
This report contains: 2 pages

Tests Required 1o Carry Out:

The following tests were carried ou

t on samples obtained from pavement and
brought to the Jab, According to the followi
1-AASHTO T 164

ng AASHTO standard test methods:
" Quantitative Extraction of Bituminous Paving Mixtures"
2-AASHTO T30 Mechanica] Analysis of Extracted Aggregate"
3-AASHTO T 166 " i 1

Bulk Specific Gravity of Cg '
4-AASHTO T230 ME) inati
Aggregate Mixtureg "

- 168 . |
S ———
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E

TEST RESULTS

1- Bituminous Content
Sample No.

i Mix %
Percent of bituminous content by weight of total

i -egate %
percent of bituminous content by weight of aggregate %

2- Extracted Aggregate Gradation ‘ 4
- Maximum Nominal Aggregate Size = %

oLt AR l Nod ,No 10| No.20 | No.40 | No.80 | No.200
Sieve size % | % | 5 | 3 20 14 10 7
100 | 89 74
10Passing % I‘% 100 ’I 90 | 79 [ 62 ’ 40 22 15 10 “
-30 10-22 6-15 3-8

Specifications limits | 100 | 74 95 | 60-86 | 40-65 [ 2545 L 16-% l
3- Bulk Specific Gravity
- Standard Specimens
Sample
Specimen No.
Specific Gravity
Average
- Pavement Specimen
Sample No. ' - .8 | 4 5 1.&
Specific Gravn:y 2.248 2218 2.144 2.196 2.147 2.134
Pavement Thickness (cm) 8.0 9.8 7.6 9.3 6.3 1.5
Degree of Compaction ¥ 98 97 94 96 9;1 93

Approveq by director

Emad dweiy,

=1169;-
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2 paxd y 5l by Gemlt|

| a1 deteichl] tbr ) 6 gl
sLiy 323 pasd
Natural Building Stone

tad
. @J w/
—— e
~~~~~~~~~ o Usic | I .
_______________________________________________ L i ! ] L
S b sl —— ]
""""""""""""""""""""""""""""""" s — L Easdday
e e R ol sl
C/La_'.;d/ dug g
_____ A.ﬁ_,_....&,.._~.._A._~__‘~_~'~_§__§_MEHT~L}—;::‘;‘:;;“:";“'“-:«n-~-~-..4..w4.:___,,__,...W...“.m R e |
als i uu‘z//_‘E::i“”‘“‘wﬁfij_‘_i‘iffﬂ.iff:?ff;"‘/ AT A il gad)
ASTMC- 97 scieasad 1 ) 25
4 | o\ z o o
! 4 | I 4 | *Zf‘”009ﬂban¢bﬂw-]
!
|

2

.“\/L\_{L \z’l Bulk Specific Grays: :
B Ty i
[Nttt s )
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Date: 17/6/2004
SCT/2004/68

Technical Services and Consultation Dep.
Concrete Lab
Compressive Strength of Concrete

Contractor : Al- Osaily For Trading And Construction | Hebron Address;
---------------------------------------------------- Sub- Contractor: S o 0"’{’_‘5’\
- Pro/ect Hebron Haball El li_}ah Reservoir | Slt

Test Specmzens Cube > Molds (10 X 10 X10)Cm No Of Specnmens 3

Place of Concrete Casting:  wall of Reservoir with conplast (P509)* with percent of (4

o htres/ 1 OO kg cement

Concrete Type And Source Natsheh B300/ with conplast ) thhout agg. size No. 1 (FQJX_'EL

: . Method o Curing: ASTM (C31, , C192 Samplmg Date'2/6/2004

e — 7 R Testing Date: 9/6/2004
Concrete Age: 7 Days Slump:
Test Resu lts
Spec. | | Fracture load | Compressiye | Failupe Hype } Slump (mmy)
No. | | Strength kg/cm2 | ‘ |
\lﬁ) o :”w...___JZ_l _______________ k& _______ Cone 175
2 | 351_ »~~\~--i-_.\__h \328 = a)ng ~~~~~~~~~~~~ l ---------------------------------------- : _65 ...................... .
o i M S o
Ave | 358 ‘‘‘‘‘‘‘‘ ;" ~~~~~~~~ N-.-......._A..._“l......‘.._.._..A.A..A_.._m............«...__. ettt metssemomr ot e

* Note: water reducing admixture,

Ahmad 4] — Sharif
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University Graduates Union
Palestine Polytechnic University
(PPU)

No. 252003
Date: 14/12/2003

To: MANFRD GOTTESMANIN
From: Eng. Emad Dw eik,

Palestine Polyvtechnic Univ ersity-Hebron
Id 02-2257483

Fax: 02-2217248

Dear Si r,
Pleasc )10v1de us with a guotgmon on th ﬂcee for thc R)IJ_Q&MEHI& _______
: . Descrl : Remarks

Bt AN,

ch\c frame ¢ dmmciu 8",
Sieve [ I " (37.5 mm).

SN I SR o e
|.Sieve 1” (7‘§ () mm) A
Slg\._c*}fl (19. O mm)

Sieve 3/87 —79 (9.5 mm).
Sieve No, § o mm)
Su.vc, No 16 (l .18 mm)

, SIC\L NQBQ ((OO 00 pm),
Hj Slcvc * No, 40

(\ ol ummwr) | 1596 mL, mll
'ASTM D347 5 —Dumty plate.

\/\.SIIIO T-205 B'xlloons

D

100 mm Old f()r concru e P,
| 100x 100y 100 myp,, S 10 | Double Mold., ‘

icat Appdrauigms‘btm """""" T

AS‘.I \/.1(‘ I g 12 lime th~\ .....................
AASHTQ I-129, 113, [ 2 |-ASTM Initai]l Need)e.
e A J | ASTM Molg,

—— S 1 N h Y
Departmcm O Vechnj Serwceq Miery L Y e g ey NLL(“L

‘ S anq Consult'atlm
=U620 - 2395

12 bay 2217,
Fenmi) F2ay

Zilarycigy PNiedy

\’\'1\'\‘(\

n Q-S.GYYY\'\\'

“YYY.qr,
lome Ne: sy

~ XYTLaVY)A |/
PpiLedy '

R TR Y VSR
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i faal) &y jlanall g Aridal) Laatigh 5903 Gardy wu)
pAAAl )

4 Vg 38 g gal)
| g.al} Lﬂ&pﬁias_}g&lgﬂlq.l‘;'}udJhuyim,gﬁdd&-l'
) ¢ L

crecringy A g
oW aled 53 gal 5 i1l .:.iws;g.}m,awumvuaw:"L’wcbﬁuv._a Cuad a3
M A paleaad o 2004/2003
el Ul g [ Apatigh clidit) 28,8 el g (1
JA BB f5 bt i il 48y Ga Jad G2 (2
<4 i /Gohesmann G el pa e (3
e Ll gy (gh sy Aol U‘UJ-'J’ e bt L Lad

I 5 s

U
T'Price | T.price T Pri i
Itemn / Cat No. Deseription Oty &) o D e b 1(:(\ I
, (3) s e
' —dAiA; ( ' J “ﬂ;lmb’h{kz-)h—«’u&-‘ ﬂ--ﬁ%h\'ﬂﬂ*hl-%“‘ et
I 795610 L f g
e maim ‘Sie 2 220 i80 i72
| 795510 | Z" 220 180 172
. ;(‘ 79-5060 21 220 180 172
D [76. *'00,__, (. S6rimy — 184 160 1426
E 16 ll&nm)__‘_‘ 184 142.4
‘H ' 2;::5 u mum — .E. L
; - ; | (lmm i 142.6 .
oL 160 .ui..“. 14; "6
160 | 1426
e 26
| 426
172
i LT l lﬂ 4 e
A ~9_'4520 86,4 e
; 29.45'50 | 23655 .
29-4540 = l'j-cxiblc Ballodnwﬁw _Nﬁl-i?'*(f—._._,
3 EEM. ] AME compute —
1 Initial Nog 7Hl '
1217
et
| 414
;' : 99]
6453 66064
M\u&uﬁmhv&
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Uniyer=ire 3
Palastine Polytechnic University
Financial Department - Warehouse,

Ery -
A =l } Jei i
|17} OM-W".HZQL\
""w"l_-]‘v!l],:u

2217248 perp ~2224973,

Tel 2224978-2228912 - Fax: 2217248

e
—ee e . — '\

i

K

N

; No. Description Oty ,

15100 | Sleve (8) (2.36mm)

2004701714 2,4l
Cridl iAetlls ST s sl
3 gl

cdasabiad
Qs e b sl L1 (;fg&@uu@%u.j b o
M Joadd USSR el ol e s

¥ A2 .f,}olu)}

o pliagg) ¢l

2| e
a3

Sieve frame diameter
bl Jalia

79-

5560 Sieve (11/27) ( 37.5imm) 180
19, T — e B e
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: Machine verification certificate
T:'E—,'? -"' n 1[—'-:"-' £ ———

|

AraaLALULE UL UXTTEATION
’ i ;o hine
Machine type 1560kN Hand/Motorised Compression Test Mac
Compressionload frame B39 - 092/01
i ; 108 - 01 - 0585
Indentilication plate located atUnder top block Serial no
Capaci 1560kN Spherical seating serial no, Not applicabie
apacity
Flexural and transverse load frame
Capdiiy Seria! no,
E;x—mole Serial no,
Power pack EL31 - 120701 Serial no. 427 - 01 - 0340
Load pacer EL33 - 470/01 Serial no. 10%6 - p1 - 0225
Load indication
Highrange load gauge calibrated 160 to 1560 kN Serjalpe, 11475622
"o range load gauge calibrated to B St
Digital readout unit calibrateq to kN Serialne,

W For ELg Itemationa Limiteg
Cust s
Customer Hebron Polytech : Omer'g order o,
o M 10 : p
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1560 1556

H
15856 1152 ]I 1554, 67

—
Verification results = —
i ificati 18.5
Ambient temperature at the time of verification '
— Indicated load ]Mean indicated IError% gepeatabﬂily
Trueload ndicate P A
applied kN [ Test | | Test2 | Test3 loa S R
11475622 Serial no. 160 to 1560kN range
2 = - 1052 -~ 9 . ¢
calibrated with reference to proving device serial number() 1052 ~ 10 1056 & 067
|
160 160 I 160 , 160 I 160.00 - ’
200 200 ’ 200 I 200 I 200.00 I E ”
I 400,00 - -
4&_ 400 , 400 400
800 800 I 796 796 I 23733 0.33 . 0.50
1200 1198 I 1196 1196 1196.67 0.28 |  0.17
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2 Warm —air drying Unit. e |
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29) 200 “C oven
30) Liquid limit apparatus
i3y I Shrinkage limit apparatus b L
32) Un confined compression apparatus.
133) | Triaxial testing equipment
f._f‘l4) Universal triaxial cells, el
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Quality management systems
1 scope

1.1 General
: stem where an
This international Standard specifies for a quality management sy

anization. _ :
Orga) needs to demonstrate its ability to consistently provucile product that meets
i irements, an
customer and applicable regulatory requirements, ' e
b) Aims to enhance customer satisfaction through the effective application of the
system, including processes for continual of the systen? and the assurance of
conformity to customer and applicable regulatory requirements.
NOTE in this international standard, the term “product “applies only to the product
intended for, or required by, a customer.

1.2 Application

::ch:r f ;(CIUSIIOHS are made, claims of conformity to thig international standard are not
Ptable unless these exclusions are limited to Irequirements within clayse 7 and such
b

exclusions do hot affect the organioag: ili
ganization ability, op responsibilj '
. : 1t
that meets customer and applicable regulatory requirenlljents Sl i

2 Normative reference

: I€visions of :
However, parties toa » ANy of thege blicat;
: ver, greements p, 4 -~ PUblicationg 4o not appl
Investigate the POssibjlj o e
document indicated bel
Ow. For

document referred . Clerence, he A
valid Interp.s to applijeg; Members of ISO 4 Iates? edlfﬂon of the normative

ational Standarq 5 nd [ Maintajp registers of currently

ISO 9000:2000, Qua]ity managernents System

\fundamentals
and
3 Terms and deﬁm‘ tions VOCabulary,

For the Purposes of thi :
9000 i his Intematlonal Stang

ard, th
€ termg and deﬁnitions given in ISO

=189 .
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0 9001 to describe the supply chain, haye

&

5 § o, IS
The following terms, used in this edition of

- sed:
: ular cu1rentlylf Rt
been changed to reﬂeé:t 1116;i;/;)cab y g -SRI o
upp SR

¢ . in ISO 9001:1994, and refers
The term “organization “replaces the term ° suppll? usifl:(; the term “supplier “now
to the unit to which this International standard applies. )

[13
replaces the term “sub customer “.

rm “product" occurs,
Throughout the text of this International Standard, wherever the term “p

it can also mean "service".

4 Quality management system

The organization shall establish, document, implement- and maintain a quality .
Mmanagement system and continually improve its effectiveness in accordance with the

requirements of this International Standard.

The organization shall

a) Identify the processes needed for the quality management system and their
application throughout the organization (see 1.2).

b) determine the sequence and interaction for thege processes,

¢) determine criteria and method needed to ensyre that both operation and control
of these processes are effective,

d) ensure the availability of resourceg and information necessary to support the
Operation and monitoring of thege processes,

€) monitor, Mmeasure and analyses these processes, and

f) Implement actions necessary to achieye Planned result ang continual

Thesg processes shal] pe Managed by the Organizati
Te€quirements of this Internationg] Standard,

on in accordance with the




sure the effective planning ,

ization to en
d) documents needed by the orgamz:;gznand
operation and control of its processes, Py

i rnati tan
e) Records required by this International S

« s within this Internationa]
edure “appears Wi !
term *“documented procedu mented, implemented and
;\Itaon];igrii X? iﬂi;ﬁ: that the procedure 1s established, docu

maintained. . g
ation can differ from

NOTE 2 the extent of the quality management system document

one organization to another due to

a) the size of organization & type of a(?tlyltles, e
b) the complexity of processes and their interactions,

¢) The competence of personnel.

NOTE 3  the documentation can be in any form or type of medium.

4.2.2  Quality manual

The organization shall establish & maintain a quality manual thgt includes. . '
a) the scope of quality management system, including details of and Justification

for any exclusions (see 1.2),

b) the documented procedures established for the quality management system, or
reference to them, and

¢) adescription of the interaction between the processes of the quality
management system .

4.2.3  contro] of documents

Documents required by the quality Management system shal

: I be controlled Records are
a special t )i . M) ;
- 5‘2.4. ype of document and shall be controlled according to the fequirements given

identiﬁed, ent revision Status of documents are
d) to ensure that reley,
ant versjo i
o ns of applicable documents are available at points

e i R
controlled, ang mal origin gpe Wdentified apq their distribution
8 To prevent the Unintendeq

¢ ol . se o
entification ¢, them if they are I€taineq fc(jr0 ;l;ments, o “PPLy suitable

Y Purpose,
424 Contro] of records Tpose

i
. > and the effectjy, i
shall remajp legible, readily ; eVlc;ech; of conforrnity to
n Telrievape ©t system. Records
A

ented procedure shall




1e identification, storage, protection,

I

d for tl
be established to define the contr OI_S .niegg records.
retrieval, retention time and dispositio

5 Management responsibility

5.1 Management commitment

i ' : development and
Top management shall provide evidence of it commitment ttl(; 3251}, imprgvmg o
imllo)lementation of the quality management system and con

ffectiveness b . :
effe commU}; icating to the organization the importance of meeting customer as we]]

a) i
as statutory and regulatory requirements,

b) establishing the quality poli‘cy, .
c) ensuring that quality objectives are established,

d) conducting management reviews, and
) Ensuring the availability of resources.

5.2 customer focus

Top management shall ensure that customer requirements are determined and are met
the aim of enhancing customer satisfaction (see 7.2.1 & 8.2. 1)

5.3 Quality policy

Top management sha] ensure that the quality policy
a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and continually improve
the effectiveness of the quality management System,

c) provides a framework for establishing and reviewing quality objectives
d) IS communicated and understood withip the Organization, and ’
€) is reviewed for continuing Suitability :

5.4 Planning

54.1 Quality objectiveg

Top Mmanagement shg]] ensure :
: that quality o
requirements fo JeClive, includip,
Wwithin the organriggggc%f ~ 4'1_3) i are establishe at relevirﬁ1 1056 n.eeded s
e _ - Lhe quality objectives shall b nction and levels
quality policy, € measurab|e and consistent with

5.4.2 Quality Management System planning

Top managemen; shall engype that

rried oyt in order

€ quality obiaet:
agemen; SYStem j. Y Objectives, and

1 chap
S 8es to th :
ystem are Planneq and irnplemeeg;le?ty management

= 185;.
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' ication
5.5 Responsibility, authority and communic

5.5.1 Responsibility and authority e
Sop ity are defined an
Top management shall ensure that responsibility and authority

communicated within the organization.

5.5.2 Management representative

Top management shall appoint a member of management who, irrespective of other

ibiliti ibility and authority that include
responsibilities, shall have responsibility '
a) ensuring that processes needed for the quality management system are

established, implemented and maintained, -
b) reporting to top management on the performance of the quality management

system and any need for improvements, and
¢) Ensuring the promotion of awareness of customer re

organization.

quirements throughout the

NOTE The responsibility of a management representative can include liaison with
external parties on matters relating on the quality management system.

5.5.3 Internal communication

C) process berformance gng
d) status of Preventive apg corr
e) follow-up action from prevj
f) changes that coylq affect
g2) Recommendations for im




¢) Resource needs.
6 Resource management

6.1 Provision of resources

€ organization sha % eeded
i -ovide the resources n ‘
T b determine and pro l' ; : :
; ) 1 : t;ement IEind maintain the quality management system and continually
a) toimp d

ll o ¥ ai ti b meeting customer requirements.
P isfaction Yy
b) o enhance customer sati

6.2 Human recourses

6.2.1 General s )
Personnele;erforming work affecting product quality shall be competent on the basis of

appropriate education, training, skills and experience.
6.22  Competence, awareness and training
The organization shall
product quality.
b) Provide training or take other actions taken,

¢) Evaluate the effectiveness of the actions taken,
d) Ensure that its personnel are aware of the relevance and importance of thejr

6.4 Work environment

The Organization shall 4 i
: etermine and
conformity to Product Tequirementg. Ténage the work environment nheeded to achieve

7 Product realizatiop

Planning of Product reg) g dovel Pthe p
1Zatjg - UCCsses
Processes of the quality mana;esn}-::llt © Consistep withneeeded for Product realization.
nt syt m (see 4 "CQuiremens f the oth
15 01 the other




L ion shall determine the following, as
i

izati -ganizat
In planning product realization, the orga

opriate: s i fok roduct; :
e bjectives and requirements for thetp and provide resources specific t,

o tablish processes, documents,

b) the needed to esta B

‘ i 1VIt1
the product, lidation, monitoring, inspection and test activities
i ification, vali ;
¢) required verification,

p fic to th oduct an teri duct acceptance;

. p d the criteria for pro ' : : '
R drtO pIi.tVldC evidence that the realization Pprocesses at 1d I‘CSUItlng
d) Records neede

irements (see 4.2.4). T
a tpr(zcz)tlloctth rirslepeltaﬁlrllgzrga Il be in a form suitable for the organizations method of
e outpu

operation.

NOTE I A document specifying the processes of the quality maélagen"ll?:;[I igs;em
(including the product realization processes) and the resources i‘.c:: elalljlp i
specific product, project or contract, can be referred to as a quality plan.

NOTE2  The organization may also apply the requirements given in 7.3 to the
development of product realization processes.

7.2 Customer-related processes

7.2.1 Determination of requirements related to the product
The organization shaj determine
a) requirements specified by the customer, including the requirements for delivery
and post-delivery activities,
b) requirements nog stated by the customer but necessary for specified or intended
use, where known,
c) statutory. e}nd regulatory requirements related to the product, and
d) Any additiona] fequirements determjneq by the Organization.

Record of the result ¢

Maintained (see 424y 2 ing from the reviey, shall be

Where the Customer Provideg

: 10 docyyy,
fequirements shg); }, ented state :
e by the Organizatior:iré;()frequlr ement, the customer
ore
Where prodycg Tequirements . o

are ¢
documents are amendeq and that .

I ecluirernents.

> 1€ or 17543
Televang persoliillnjraet llgln c?h&lll ensure that rejevant
ade aware of the
changed

21188
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formal review is impractical for
duct information such as

i

internet sales, a
NOTE In some situations, such as mte.l ;leelevant }’3r0
each order. Instead the review can covel

catalogues or advertising material.

.2.3 Customer communication . i dtpan oements for
Theifg?mization shal] determine and implement effectiv 5

communicating with customers in relation to

a) product information, R 5 : it i
b; gnquiries, contracts or order handling, including amen

¢) Customer feedback, including customer complaints.

7.3 Design and development

7.3.1 Design and development planning :
The organization shall plan and control the design and development of product.

During the design and development planning, the organization shall determine

a) the design and development stages, : '
b) the review, verification and validation that are appropriate to each design and

development stage, and
¢) The responsibilities and authorities for design and development.

7.3.2  Design and development inputs

Input relating to product re uirement :
4.2.4).These input sha]] inc(llude o determined and records maintained (see

a) func_tional and performance Iequirements
b

733 Design anq deve]
Opm
The output of design apq deSe -

verification against the design
release,

t outpyt

and develo;gal;ﬁtp.mwded 02 form thas enapjes
"Put and shaj] pe approved prior to

a) meet the input 1 hal]
b) provide g TCments for des
PPropriat
Provision, - al 10n f has(iirel eloplnent,




= sl

duct that are essential for its safe and proper
of the produc

d) Specify the characteristics
use.

734 Design and development review nd development shall be performed in

i ign a
i tic reviews of desig
At suitable stages, systema 73.1).
S e al‘ralil %emenrtrslt(z‘;edesign and development to meet
ility of the res
a) to evaluate the abili

uirements, and -
b) ;?(;1 identify any problems and propose necessary
i ions concerned with
Participants in such reviews shall include reprcsentatrves orfdﬁ(l)r;ct;l e
the dein)gn and development stage(s) being revrewcd. C?(esc;(; )
reviews and any necessary actions shall be maintaine WE

7.3.5 Design and development verification

Verification shall be performed in accordance with planned arrangements (sele 7.3.1)to
ensure that the design and development output have met the design and deve opment
input requirements Records of the result of the verification and any necessary actions

shall be maintained (see 4.2.4).
7.3.6  Design and development validation

Design and development validation shall be performed in accordance with planned

arrangements (see 7.3.1) to ensure that the resulting product js capable of meeting the

requirements for the specified application or intended use, where known . Wherever

practicable, validation shall be completed prior to the delivery or implementation of the
1

product .Records of the results of validation angd any necessary action shall be
maintained (see 42.4).

7.3.7 Control of design and development changes

Design and development chap €s shall be jdent; o
changes shal] be reviewed, ver%ﬁed " e Mified an “ecords maintained. The

; ) _ and validated, 5 a i
rmplenrentatron. The review of design and developmelipcr}(:prlate, o approved before
evaluation of the effect of the changes 21ges shall include

dxlicn] On constityept Parts and prodyct already
Records of the results of the ey

PAld re
maintained (sce 4,),4) VIEW of changeg and any flecessary actions sha]] be

74 Purchasing
74.1 Purchasing Process

The Organization shal] €nsure

Tequirements, The type ang exlihat Purchageq pro

duct ¢
ent of .- Conformyg i
ProguCt shal.l b? dependent Upon the ecf(f)ntml applied ¢, the gy l(? s P

product realization or the fina] pr “Ctof the purchased op ler and u st

oduct oduct op Subsequent

*190.
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T l
g d on their ability to supply
phe_rs rl;lis;ts. Criteria for selection,
qulIIf cords of the results of evaluationg
. hall be maintained (see 4.2.4),

t sup
Juate and selef:

el e organizations Ic
hall be established. .
he evaluation s

The organizatio oo
product in accordance Wi

evaluation and re-eval.uatlon.s. i
and any necessary actions arising

ing information
7.4.2 Purchasing informa . |
chased, including where
Purchasing information shall describe the product to be pur

' ses and equipment,
ap)prggc;ilaiﬁ'f:ments for approval of product, pr ocedures proces 4
a

ae o d
b) requirements for qualification of Personnel, an
¢) Quality management system requirements.

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

their communication to the supplier.
7.4.3  verification of purchased product

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

Where the organization or its customer intends to perform verification at the supplier's
premises, the organization shall state the intended verification arrangements and
method of product release in the purchasing information,

7.5 Production and service provision

7.5.1 Control of production and service provision

Tlﬁe Organization shall validate 4
where the resulting oyt

put canng € veri
Measurement, Thjg include e L o ltori
after the product Sty Processeg Whe e rnomtormg Lz

S in ug ; B definia .
© or the seryjce has beep, deliy elre:dcles become apparent only

Validatiop shal] demo
nstr. ili
4 ate the ability of these Processeg ¢
€ Organizatiop sha] - Ml achieve lanned results.
e all establish .

a) defineq Criteria for eview
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n of personnel,

b) approval of equipment and qualiﬁcciatlz
c) use of specific methods and proce urzn,d
d) requirements for records (se€ 424 ),

e) Revalidation.

7.5.3 Identification and traceability
Where appropriate, the organization shall identify the product be suitable means
throughout product realization.

The organization shall identify the product status with respect to monitoring and

measurement requirements.

Where traceability is a requirement, the organization shall control and record the unique

identification of the product (see 4.2.4).
guration management is a means by which

NOTE  In some industry sectors, confi
identification and traceability are maintained.

7.5.4 Customer property

The organizatiop shall
: Preserve the confoprms
and deli : nation i Of product during ; i
ivery to the intended destinatiop, This pressrv ti b dunng Intema.l P rocessing
; g ation shall include 1dentification,

handling, packao;
. gIng, storage and i
constituent parts o o fct. protection Preservation shall also apply to the

76

i *
Mmeasurement Tequirement = er that jg Onltormg and measurement
- T Onsistent witp the monitoring
ssar :
a) be calibritteode;l e alidy a
verifi ? Suri
Teasureme A ;Sd At specifi interye;. L UPMent ghay
Standardg- > OI prior
V riﬁcatj(;n I rleb Such gt lnFern r natto usf’ against
: CXist 1 m
e adjusteq € recorq : > S Casurement
-adjusteq used for calibrati
S Necegggy. 10n or
! 1988
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. d'
i be determined;
calibration status to lidate the measurement result;
c) be identified to djustments that w San during handling, maintenance an(
10

feouarded from a e
d)) gi i)ar:t%cted from damage and deter
e

storage.

hall assess and record the validity of the previous
shall as

form to requirements. The
ipment is found not to co1 duct affected
A the equipment 15 ipment and any product affected.
S ot 1esultlsi :Viznapprogriate action on the ?qm};mﬁ be maintained (see 4.2.4),
Orgamzatl?nhSha u?ts of calibration and verification sha
Records of the res

When n the m i 1 nt, the ability of
itori nt of spec1ﬁed requirement, .
: nitoring and measureme : . x | i .
i)u?esre(sjolftwt aér:e tg satisfy the intended apphcatlon shall be confirmed. Th h
com a

iti ecessary.
undertaken prior to initial use and reconfirmed as n y

In addition, the organization

NOTE See ISO 10012-1 and ISO 10012-2 for guidance.
8 Measurement, analysis and improvement

8.1 General =y - )
The organization shall plan and implement the monitoring, measurement, analysis and
improvement processes needed

a) to demonstrate conformity of the product

b) to ensure conformity of the quality management system, and

¢) To continually improve the effectiveness of the quality management system.,

8.2 Monitoring and measurement

8.2.1 Customer satisfaction

As one of the Measurements of the Performance of t
tion sha]]

organiza i monitor information relating to ¢
Organization has met Customer
Information shaj be determine

he quality Management system, the

. ustomer perception ag to whether the
Tequirements, The methods for obtaining and using this
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Internatiopg) St 8éments (seq Tel ;
and . ¢ ) tO t 1
established by g, g © 1 Gualiy gy ): £ e roquitemens of hi
Is effect; Y the or galization, apq gement syster, requirements
Ctively lmplernented and Maintay d
€d,

An aydit Program sha

of the Processes ang alrl :e planned’ s S o
audit criteria, Scope, e
conduct of audits ghg]
shall not audit thejp 0

ee:ation the status ang importance
- ethods gpyyy bl Previous audits. The
Objectiyity and i, C defined. g lection of ayg; d
W0 work, impart; l0n of auditors an

. Se
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lity of the auqjt Process. Auditors
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i dits, and for
; d conducting audits,
ments fc(i)r Fl::zlgg4;"; hall be defined in a documente
g records (S 2

o A
The responsibilities and 1 quul_n
reporting results and maintain

procedure. being audited shall ensure that actions are
he area

te detected nonconformities and their causes,
nate

. for t
nent responsible ;
The manager fication of the actions taken and the reporting

' to elimi
taken without undue delay. '
Follow-up activities shall include the verl

of verification results (see 8.5.2)

NOTE See ISO 10011-1, ISO 10011-3 for guidance.

itoring and measurement of processes g '
'?ﬁ:’orgz/lll?;;?g;nfhall apply suitable methods for monitoring and, where applicable,

measurement of the quality management system processes. Thelste m\;t}?;ldslzlﬁid
demonstrate the ability of the processes to achl_eve plgnned results. p :
results are not achieved, correction and corrective action shall be taken, as appropriate,

to ensure conformity of the product.

8.2.4 Monitoring and measurement of product . .
The organization shall monitor and measure the characteristics of the product to verify

that product requirements have been met. This shall be carried out at appropriate stages
of the product realization process in accordance with the planned arrangements (see
71

‘Evi.dence of conformity with the acceptance criteria shal] be maintained. Records shall
indicate the person(s) authorizing releage of product (see 4.2.9).

Prod;lclt release and service delivery shal] not proceed until the planned arrangements
(see . ) have been satlsfa}ctorlly completed, unjesg otherwise approved by a relevant
authority and, where applicable, by the Customer,

to
Y authorizing Seim:;?e te the detecteq nonconformlty
authorit + cox ’
¢) By takinygaact; tere applicabe e i‘;:teounder Concession by a relevant
Preclyde me
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. > and ap ;
INtaineq (see 4.y2.sz;1)bsequent actiong taken, including

€ Sub;
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"/W‘;e has started, the

tis deteeted Z)ﬁthe offects, OF potential effects, of the
priate

When nonconforming proc.iuca .
organization shall take action ap

nonconformity.

8.4 Analysis of data
The organization shall dete
the suitability and effective

where continual improveme s
can be made. This shall include data generate

'CES.
measurement and form other relevant sourc

riate data to demonstrate
. nd analyses approp
rmme,fctﬁlelecg ;ity management system and to evaluate
ness o f%ectivene ss of the quality management system
b of e d as a result of monitoring and

The analysis of data shall provide information relating to

a) customer satisfaction (see 8.2.1 1 e
b) conformity to product requirements (see 7.2.1 ),

¢) characteristics and trends of processes and products including opportunities for
preventive action, and
d) Suppliers.
8.5 Improvement

8.5.1 Continual improvement :
The organization shall continually improve the effectiveness of the quality management

System through the use of the quality policy, quality objectives, audit results, analysis
of data, corrective and preventive action and management review.

8.5.2 Corrective action

The organization shall take action to eliminate the cause of nonconformities in order to

prevent recurrence, Corrective actiong shall be i
I appropriate
nonconformities encountere il T

8.5.3 Preventive action
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nonconfonnities In or,

. T (0)
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' auseg

b

SV 2 a :
lewing Preventiye actiop t:I? (seeq 4 i an
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