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Foreword
=
ISO (the International Organization for Standardization) is a worldwide federation of national
standards bodies (ISO member bodies). The work of preparing International Standards is normally
carried out through ISO technical committees. Each member body interested in a subject for whom a
technical committee has been established has the right to be represented on that committee.
International organizations, governmental and non-governmental, in liaison with 1SO, also take part in
the work. ISO collaborates closely with the International Electrotechnical Commission (IEC) on all
matters of electrotechnical standardization.
ISO CHEPFRFRAEMA L) R — DRV NI E KR AEH L AL EBRbrE g dE e TAE—
MR ISOR AR Z & TH . B— MR AL SISO AN ERAHL, BUFHLIAEIEEUT
MUk, BZ53 T/ . I1ISO5EPRE TZE 2 (IEC) fEHFHARIRENTT A JEE B0
a1F-
International Standards are drafted in accordance with the rules given in the ISO/IEC Directives,
Part 2.
B 14D ) A2 AR 5 TE I SONEC Z% R B 50 43 v (R U)okl 5 11T
The main task of technical committees is to prepare International Standards. Draft International
Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires approval by at least 75% of the member bodies
casting a vote.
BORZE o 1) T2 AT 55 2 A4 (R PRt o F0RZR 02 23 il s 10 ] o o o4 ) B SR A A B g —
MR A ZICLFRAF R Jold o [ BRbR i i) A A 7 23R4T 2 /D 75%H Bl 1) R
In other circumstances, particularly when there is an urgent market requirement for such
documents, a technical committee may decide to publish other types of normative document:
FEHABAEOL T, Rl A — LB V) T Z RS IS LT, HoRZR e U oA Hodth 283
bR AEAL SO A
— An 1SO Publicly Available Specification (ISO/PAS) represents an agreement between technical
experts in an 1ISO working group and is accepted for publication if it is approved by more than
50% of the members of the parent committee casting a vote;
ISO PAS (ISORJ ZATHITE) , ERRTEISOTAE/NHAH AL ATk B — B, I
FERAF50% ) B 54 38 3L I AT P A

— An ISO Technical Specification (ISO/TS) represents an agreement between the members of a
technical committee and is accepted for publication if it is approved by 2/3 of the members of
the committee casting a vote.
ISOEAITE (ISO/TS) , EFRIRTEF AT AP RCRAFTIE R, FHFAEIRTT T2 5
222132 FUl I 2 AT LUK AT -

An ISO/PAS or ISO/TS is reviewed after three years with a view to deciding whether it should be
confirmed for a further three years, revised to become an International Standard, or withdrawn. In the
case of a confirmed ISO/PAS or ISO/TS, it is reviewed again after three years at which time it has to be
either transposed into an International Standard or withdrawn.

ISO/TS169494% RFVGBEIG —F 2 HATHH AT, DAY E &7 B o B Brbrift. 7EISO/PAS
BUISO/TSHAFI IS N EBRARAERIIE L T, W= FEE TS &, DIRE 8 RS 4k SR B A H by
P T B T

ISO/TS 16949:2002 was prepared by the International Automotive Task Force (IATF) and Japan
Automobile Manufacturers Association, Inc. (JAMA), with support from ISO/TC 176, Quality
management and quality assurance.
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ISO/TS 16949:2002 2 H E PRiK 478/ (AT FIHAKRERE 2 GAMA g, If
1 2NSOITCLT6S HF, M e B HE NG 48 (R

This third edition of ISO/TS 16949 cancels and replaces the second edition (ISO/TS 16949:2002),
which has been technically amended according to 1ISO 9001:2008.

=R ISO/TS16949H 7 M2 IR EE —fiw (1SO/TS 16949:2002) 3% F1S09001:2008

Boxed text is original 1SO 9001:2008 text. The sector-specific supplemental requirements are
outside the boxes.

KREARITE N B RITEAT R AN 78 E SR . H L[R2 17#]1SO 9001:2008 /57 & BIAA &

In this Technical Specification, the word “shall” indicates a requirement. The word “should”
indicates a recommendation. Paragraphs marked “NOTE” are for guidance in understanding or
clarifying the associated requirement.

REARIMIEPIAE “Shall 20D 7 BIFFICRRER, FrA “Note (71D 7 HIBIE X
fRFNRBEAA BRI e SN, 1E “Note () 7 FFHILE “Should (RiZ. ATLL 7 UNIES
TER

Where the term “such as” is used, any suggestions given are for guidance only.

A “Suchas (H[E)D 7 —ialiNy, FoRgs TR TR FIER .

Annex A forms a normative part of this Technical Specification.

B SRAR AT ARV IR HERR 23«
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Remarks for certification
WIEHVERE

The certification to this Technical Specification, including customer-specific requirements if any,
is recognized by the customer members of IATF when achieved according to the IATF certification
scheme (see the “Rules for achieving IATF recognition”).

REARMIERIVAE, A5 7R RRER, HSRIATERBUE A AR Chli L 1
WIBIATFIR UE LR ) o

Details can be obtained at the addresses of the local oversight bodies of IATF cited below:

FEAN R BORT ATEIATE L (9 B B LA 2 if

Associazione Nazionale Fra Industrie Automobilistiche (ANFIA)

Web site: www.anfia.it e-mail: anfia@anfia.it
International Automotive Oversight Bureau (IAOB)

Web site: www.iaob.org e-mail: quality@iaob.org
IATF-France

Web site: www.iatf-france.com e-mail; iatf@iatf-France.com

Society of Motor Manufacturers and Traders Ltd. (SMMT Ltd.)
Web site: www.smmt.co.uk e-mail: quality@smmt.co.uk

Verband der Automobilindustrie Qualitdtsmanagement Center (VDA-QMC)
Web site: www.vda-gmc.de e-mail: info@vda-gmc.de

All public information about IATF can be found at: www.iatfglobaloversight.org
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0. Introductions

fE
0.1 General
Sl

ISO 9001:2008, Quality management systems - Requirements
The adoption of a quality management system should be a strategic decision of an organization.
The design and implementation of an organization's quality management system is influenced by
o R AR R ISR P 2 R 1 () e, 2EL 0t T R A B AR R R TR S it 4 52 B DL R R
] <
a) Its organizational environment, change in that environment, and the risks associated with that
environment;
HRPIAEE . HEE AR AN S 2 R DG R85 1 XU 5
b) its varying needs;
AN 7 22
c) its particular objectives;
FERH H
d) the products it provides;
77 i A A
e) the processes it employs;
ORI
f) its size and organizational structure.
HE R A AN S K
It is not the intent of this International Standard to imply uniformity in the structure of quality
management systems or uniformity of documentation.
A [ B s 4 5 A i PR AT 48— 10 o B PR R G5 M R 48— 1 SCAF
The quality management system requirements specified in this International Standard are
complementary to requirements for products. Information marked “NOTE” is for guidance in
understanding or clarifying the associated requirement.
FEAS [ B br o o BT RILE 1 5T AR R BORE N EESR AN e o BT “ &R FRERIE B
F2 N RE S0 O AP L FR) A o S SRFTRT A o S SR AACEE VR 4 B0 158 B
This International Standard can be used by internal and external parties, including certification
bodies, to assess the organization's ability to meet customer, statutory and regulatory requirements
applicable to the product, and the organizations own requirements.
AR Brbn Al ] A T A B MR R, AFRAENL, P H TG % R T
T A2 FE AR AN 2 B 2K
The quality management principles stated in 1ISO 9000 and 1SO 9004 has been taken into
consideration during the development of this International Standard.

EHFRER R B O T 1S0 9000 Az 1SO 9004 1 i [ i (1) o £ 55 B s I

0.2 Process approach

dTE S

ISO 9001:2008, Quality management systems — Requirements
This International Standard promotes the adoption of a process approach when developing,
implementing and improving the effectiveness of a quality management system, to enhance customer
satisfaction by meeting customer requirements.
AR SR R T R A . STt et P AR A, DU W s R SR T %S
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WEE.

For an organization to function effectively, it has to determine and manage numerous linked
activities. An activity or set of activities using resources, and managed in order to enable the
transformation of inputs into outputs, can be considered as a process. Often the output from one process
directly forms the input to the next.

N7 HLERIEAT, A AU E AVE BRI BLORIBRAIE B . IR AT DA B AR iz B
Vs HEAT A BT A o N A o LB TS B B — IS B o Gl R — N I R B R s B N R
I o

The application of a system of processes within an organization, together with the identification
and interactions of these processes, and their management to produce the desired outcome, can be
referred to as the “process approach”.

FE—NHLGRE R E AR RAIRI T, 856 1K Lend 75 1R ) & HAH TAE AN L35 Fr 1 28
WA R AEH, TR R “d Tk

An advantage of the process approach is the ongoing control that it provides over the linkage
between the individual processes within the system of processes, as well as over their combination and
interaction.

AT E R R R RE ) RGeS R AR BT 42 . 5 AUAH ELAE FH 2R AT A 18] W 4%
il o

When used within a quality management system, such an approach emphasizes the importance of:

SRR 7 VAR T EE AR F S N R LR L A B

a) Understanding and meeting requirements,
PRAEART & 20K,

b) The need to consider processes in terms of added value,
FERG I A 225K 77 10 25 eI A

c) Obtaining results of process performance and effectiveness, and
PAFIL RN G RIS 0

d) Continual improvement of processes based on objective measurement.
T 2L R 55 SR 0o 1o R STt 45 8 gk

The model of a process-based quality management system shown in Figure 1 illustrates the process
linkages presented in clauses 4 to 8. This illustration shows that customers play a significant role in
defining requirements as inputs. Monitoring of customer satisfaction requires the evaluation of
information relating to customer perception as to whether the organization has met the customer
requirements. The model shown in Figure 1 covers all the requirements of this International Standard,
but does not show processes at a detailed level.

P11 Fr s 1 DL AR Dy B il ) Jo B B SR Bl 1 A 25k 4~8 R Rk I R M4 7 3. AR
AL (1)1 2 B 1 B £ ke 5 i N PR BRI S 17 AR B S FH o 20 2400 Z0URR 918 I 25 Rt ) 45
SV BB i 5 B HEAT A% DL E R 0 2 1 s BRI s v 1 AHRTEERI T
B, BB H A B RO A Y R

NOTE: In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to
all processes. PDCA can be briefly described as follows.

&iE: AN, RETEFE T R —PIT—H E—473)” (PDCA) 897 & 7T A E A T A A &9
i$42, PDCARE X VT VAAK ] 69 3 i A :

Plan: establish the objectives and processes necessary to deliver results in accordance with

customer requirements and the organization's policies.
R AHRE R R R ey 4, E 5 A ARA AR,
Do: implement the processes.
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PAT: FIIAZ,
Check: monitor and measure processes and product against policies, objectives and requirements
for the product and report the results.
Bt B4, Birfest T e 2 Kb id AR fe S Rdt T B2, FILRE R,
Act: take actions to continually improve process performance.
T80 RBUAT M T i3AZ bt AT b it

REBBEARNREAIH

0%
T

—> [ ERE S
.............. > [ZEG

Figure 1 — Model of a process-based quality management system

B 1 dEEAREE AR

0.3 Relationships with 1SO 9004
5 1S0 9004 FIX %

1ISO 9001:2008, Quality management systems — Requirements

ISO 9001 and ISO 9004 quality management system standards, which have been designed to
complement each other, but can also be used independently.

ISO 9001F11SO 9004t &5 FifA bRk, EATAI LAAHEANTS, AT S

ISO 9001 specifies requirements for a quality management system that can be used for internal
application by organizations, or for certification, or for contractual purposes. It focuses on the
effectiveness of the quality management system in meeting customer requirements.

ISO 9001 #LE 1 Joi B FIAR R AR, e W I T2 SN B T AR BOAIA B & [F) 255K
B SRV TR AR AR A R DL R A K

At the time of publication of this International Standard, 1SO 9004 is under revision. The revised

edition of 1SO 9004 will provide guidance to management for achieving sustained success for any
organization in a complex, demanding, and ever changing, environment. ISO 9004 provides a wider
focus on quality management than 1SO 9001; it addresses the needs and expectations of all interested
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parties and their satisfaction, by the systematic and continual improvement of the organization’s
performance. However, it is not intended for certification, regulatory or contractual use.

TEARKRME KA, 1S090044 FAEIT i FEHh . 42T J5 HI1SO9004K M ZH4FE & 2 . SR
1 RS W AR A0 R A 35 SRS R s i T PR I B BRFE WA« 5 1SO90014H LE, 1SO90045% v Jiit & H
[P0 Y s JE I RGN RE S etk L SN SRR, R A A ST I R SR AR . SR, 1S09004
AU FME SRR ATA [F 5

NOTE: The knowledge and use of the eight quality management principles referred to in ISO
9000:2005 and 1SO 9004:2000 should be demonstrated and cascaded through the
organization by top management.

FevE e\ B R ) A R A N FH A 35 1SO 9000:2005 A2 1SO 9004:2000 A H e i B BB
JERRI I A T REANH

0.4 Compatibility with other management systems

S5HETHEARKHREE

ISO 9001:2008, Quality management systems — Requirements

During the development of this International Standard, due consideration was given to the
provisions of 1SO14001:2004 to enhance the compatibility of the two standards for the benefit of the
user community. Annex A shows the correspondence between 1ISO9001:2008 and 1SO14001:2004.

TR, AARAEEBAT AR P& 2% 18 1 1S014001:2004 1) A 7, ABE 5 9 b i )
FZVE. PHIRAZ B T1509001:200851S014001:20042 [A] (114} B 2K £ o

This International Standard does not include requirements specific to other management systems,
such as those particular to environmental management, occupational health and safety management,
financial management or risk management. However, this International Standard enables an
organization to align or integrate its own quality management system with related management
system requirements. It is possible for an organization to adapt its existing management system(s) in
order to establish a quality management system that complies with the requirements of this
International Standard.

AFREA OISR RIER, WA, PR M2 28 B, 558 P al XS
B IR, APRAEMEZHZRER AT B O PR B R S A O B R A BRI S B 45
NG E PR AR ESR M E S AR R, A RSCEIA M E AR

0.5 Goal of this Technical Specification
ISO/TS 16949 ARV 1 H f

The goal of this Technical Specification is the development of a quality management system that
provides for continual improvement, emphasizing defect prevention and the reduction of variation and
waste in the supply chain.

BORMVEH AR KRR E RS, AN PR ARS8 g . AP A R . KA ZE
iR,

This Technical Specification, coupled with applicable customer-specific requirements, defines the
fundamental quality management system requirements for those subscribing to this document.

ARG CLE T P s BB AR E SR  FE 1 I8 L [F] 1 R A ) o B R I K 1Y
At

This Technical Specification is intended to avoid multiple certification audits and provide a
common approach to a quality management system for automotive production, and relevant service
part organizations.
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REARIIE RN T #8522 BHANIE, FF OV AR A AR AR 55 U AL 25 it 1 o 2 PRAA
FRHIFERITE,
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Quality management systems-Particular requirements for the application of 1ISO
9001:2008 for automotive production and relevant service part organizations

R EEEAR R-IREAT WA= G M AR S HIH R L1 SO 9001:2008 AI4F & B 3K

1 Scope
o
1.1General

B ik
ISO 9001:2008, Quality management systems - Requirements
This International Standard specifies requirements for a quality management system where an
organization
A BRam i A LA SR A H 230 R ot 548 BEAR R 22K
a) Needs to demonstrate its ability to consistently provide product that meets customer and
applicable statutory and regulatory requirements, and
R A B8 A e b AT G B 2 A F v VR SR I s AT
b) Aims to enhance customer satisfaction through the effective application of the system, including
processes for continual improvement of the system and the assurance of conformity to customer
and applicable statutory and regulatory requirements.
I A R A RS AR AR T B2 o H bR, SRR RRFEE DS, DA S i 2 i 2 Al
FHNLVE AR EESK
NOTEL: In this International Standard, the term “product” applies only to
FiEL: AABRRRAEY, “FR7 RBEAT
a) Product intended for, or required by, a customer.
AR 69 B E T K6 S
b) any intended output resulting from the product realization processes
7= on 2 M ALPT F AW
NOTEZ2: Statutory and regulatory requirements can be expressed as legal requirements.
FiE2: FAEEIE B KARMAE A A B K,

This Technical Specification, in conjunction with 1SO 9001:2008, defines the quality management
system requirements for the design and development, production and, when relevant, installation and
service of automotive-related products.

AEARMIEEE £1509001:2008, 7E S5t AR G RO IRAEAH 57 i K ¥k AT 2R
DA S I, L2 222 R IS5 B 2K

This Technical Specification is applicable to sites of the organization where customer-specified
parts, for production and/or service, are manufactured.

AEAR RN E T A7 B 48 8 1A P A A B R S5 A i R L2

Supporting functions, whether on-site or remote (such as design centers, corporate headquarters
and distribution centers), form part of the site audit as they support the site, but cannot obtain
stand-alone certification to this Technical Specification.

et Al A FELEGER KA O SESCREDIRE, TR AL T OAIERE S Bz P i, A BRI TIE M
M —#B 7, ABASBE SRR R 15

This Technical Specification can be applied throughout the automotive supply chain.

BORBTE B AT B BRI R BN B
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1.2 Application

Ioai
ISO 9001:2008, Quality management systems — Requirements

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

AFRHERI A ZER Z AN, "THT AL, AR EA . FUBR 52 4 5 7=

Where any requirement(s) of this International Standard cannot be applied due to the nature of an
organization and its product, this can be considered for exclusion.

2 T ALV B AR B 7 il R BT T AN BE L LR v o A R LRSI, TR L T

“HERR 7

Where exclusions are made, claims of conformity to this International Standard are not acceptable
unless these exclusions are limited to requirements within clause 7, and such exclusions do not affect
the organization’s ability, or responsibility, to provide product that meets customer and applicable
statutory and regulatory requirements.

CHERR 7 AR TR 7 R B SR, I XS CHERR” AN e 2H 25 A A A A )

A RREDR S RE AR BT, S R BT S A [ B bn i

The only permitted exclusions for this Technical Specification relate to 7.3 where the
organization is not responsible for product design and development.

ME— ARG R AMEHR R 573 K%K, AZARAN AT MR 5K,

Permitted exclusions do not include manufacturing process design.

RFHBRAE SRR

2 Normative references

EARSH

ISO 9001:2008, Quality management systems — Requirements

The following referenced documents are indispensable for the application of this document. For
dated references, only the edition cited applies. For undated references, the latest edition of the
referenced document (including any amendments) applies.

AN 225 SR AR B HE R R 2 AR D ). T2 HE, AUGRIRAR I JLRANE
HIAR) 51 SCi,  Heascf A A br e (B ERETD .

ISO 9000:2005, Quality management systems — Fundamentals and vocabulary

ISO 9000:2005, /7 % &2 1 55- A R Rl vy

3 Terms and definitions

IRES E X

1SO 9001:2008, Quality management systems — Requirements
For the purposes of this document, the terms and definitions given in 1ISO 9000 apply.
NT AR EE, 2 HAEISO 9000+ g FIAE I E o
Throughout the text of this International Standard, wherever the term “product” occurs, it can also
mean “service”.

FEAE PRbrE (450, “7=dh” —w R T IR

3.1 Terms and definitions for the automotive industry
KEIWKRIEME X
For the purposes of this Technical Specification, the terms and definitions given in 1SO 9000:2005
and the following apply.
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1SO 9001:2005 )% LA T ) 44 18] Al g AR AT N FFE A F AR MVE L

3.1.1 Control plan
P vl
Documented description of the systems and processes required for controlling product (see annex
A)
Vo F IR0 1 ) B AR SO R R G ER (S WA

3.1.2 Design responsible organization

A THER AR
Organization with authority to establish a new, or change an existing, product specification.
WA ST it RS BB SO 7 i R 2L 2

NOTE: This responsibility includes testing and verification of design performance within the
customer’s specified application.
BiE s WIRGT QLN E 4G 8 Ty R BT IR M AR A9 X A IR E

3.1.3 Error proofing
HRprLE
Product and manufacturing process design and development to prevent manufacture of
nonconforming products.

KR db NI R A BE AT A LA 7 AN 54 it o

3.1.4 Laboratory
LR =
Facility for inspection, test or calibration that may include, but is not limited to, chemical,
metallurgical, dimensional, physical, electrical or reliability testing
M UME S, M s e i Bt . MRS AT e A1 e, S0, W3, BT 5T
I B6 I

3.1.5 Laboratory scope
LIy = Y

Controlled document containing

A AFELLT

— Specific tests, evaluations and calibrations that a laboratory is qualified to perform,
SIS e I HAT BN, YR, RRSHERIIRE .

— List of the equipment which it uses to perform the above, and
#4758 5

— List of methods and standards to which it performs the above

P 3RAT A _EARA R 7 SR AR HE (135 5

3.1.6 Manufacturing
ili&
Process of making or fabricating
HE B A = AR i R
— Production materials,
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AR RE
— Production or service parts,
A A B S5 A
— Assemblies, or
HAeh . 5L
— Heat-treating, welding, painting, plating or other finishing services

ASEER, JRRE. TRAE. FPKERH SR M AL PR A RS .

3.1.7 Predictive maintenance
T LR FR
Activities based on process data aimed at the avoidance of maintenance problems by prediction of
likely failure modes

R G R TR U H AR BT RERE , FAh vl fE SR G AR 2 A7 1R 3

3.1.8 Preventive maintenance

BB HEORTR

Planned action to eliminate causes of equipment failure and unscheduled interruptions to
production, as an output of the manufacturing process design

THERAE P B RICRAR TR R W i Skl 4T 3l Ol ig i R st i i o

3.1.9 Premium freight
S
Extra costs or charges incurred additional to contracted delivery.
PGS s G INris a2

NOTE: This can be caused by method, quantity, unscheduled or late deliveries, etc.
FiE: XMARSEAN T H. KE. R LR B F K.

3.1.10 remote location

0B b R
Location that supports sites and at which non-production processes occur.
SCRE I ORI A 7 2o 2 1 3

3.1.11 site
ik

Location at which value-added manufacturing processes occur.
PRI AR = R R A

3.1.12 special characteristic
PR
Product characteristic or manufacturing process parameter, which can affect safety or compliance
with regulations, fit, function, performance or subsequent processing of product
A FAFAERS, ATREXT MR 22 2. ARFEEL Bath. ThRe. STREua Zar ™ mn
T SR B A FE S
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4. Quality management systems

R E & BH # R

4.1 General requirements

BB K
ISO 9001:2008, Quality management systems — Requirements
The organization shall establish, document, implement and maintain a quality management
system and continually improve its effectiveness in accordance with the requirements of this
International Standard.

MDA AR AER ZER ST SO St ZE9P AR St oot ot 248 BRAR 2R

The organization shall:

HL I

a) determine the processes needed for the quality management system and their application

throughout the organization (see 1.2),
T2 R B BRAR R T R L FE R AN H R iz (3 01.2)
b) Determine the sequence and interaction of these processes,
TR E T L 8 P AAE ELAE
c) Determine criteria and methods needed to ensure that both the operation and control of these
processes are effective,
TR 5E T e IBR AN 7 92 AR DRI 8 R 2 A AR s 1 R
d) Ensure the availability of resources and information necessary to support the operation and
monitoring of these processes,
TR B BRI AME B BE A, PSRRI 283 A2 1 AR A0 e 4
e) Monitor, measure where applicable and analyses these processes, and
ME &Y R X e iE;
f) Implement actions necessary to achieve planned results and continual improvement of these
processes.
ST gk BT 1) &5 SR I 0 2T i e PR X 0 R AT 4R ik
These processes shall be managed by the organization in accordance with the requirements of this
International Standard.
L 20 Z5 G A AR AE 1) 2R B B Se i A2
Where an organization chooses to outsource any process that affects product conformity to
requirements, the organization shall ensure control over such processes. The type and extent of
control to be applied to these outsourced processes shall be defined within the quality management
system.
M LUE PR R S RO P AT A R R I I AR AL, IR H G i RN X e I A 1R 45
il o X IX L A ik FE A ] (1) S FNFE BE B e A i & HAR R .

NOTE 1: Processes needed for the quality management system referred to above should include
processes for management activities, provision of resources, product realization and
measurement, analysis and improvement.

%031 DAREBEERRAMEHALQIETILES., TRRE, ZREANE, 25
@i

NOTE 2: An “outsourced process” is a process that the organization needs for its quality
management system and which the organization chooses to have performed by an external
party.

2 “HOIETAT REFEKRRAET R, HALRA, IFRPATH AR,

NOTE 3: Ensuring control over outsourced processes does not absolve the organization of the

responsibility of conformity to all customers, statutory and regulatory requirements. The type
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and extent of control to be applied to the outsourced process can be influenced by factors
such as:

%2 3: MBI ARG IER, LR RPTA RE R K AR A, et
AR XA AALE X4 T B F R0

a) the potential impact of the outsourced process on the organization's capability to provide
product that conforms to requirements,
sh i AT A 40 LR AR T R B K 0 Sk AR ) B R R

b) the degree to which the control for the process is shared,
3t Hh 6L AL H) ) A2 AR

c) the capability of achieving the necessary control through the application of 7.4.
@i g 745 IPTE G 1% e

4.1.1 General requirements - Supplemental
BER—Fh7E
Ensuring control over outsourced processes shall not absolve the organization of the responsibility
of conformity to all customer requirements.

BRI R 2], ANB VPSRBT &% 5 2RI T .

NOTE: See also 7.4.1 and 7.4.1.3.
HiE: ANT74.14274.1.3,

4.2 Documentation requirements

X E K
4.2.1 General

S|

ISO 9001:2008, Quality management systems — Requirements

The quality management system documentation shall include

Joi B FAR AR A AL

a) Documented statements of a quality policy and quality objectives,
PASCAARAR I 3 Y ) ot 207 A 5 & H A
b) A quality manual,
Jii & T
c) Documented procedures and records required by this International Standard,
K [ s o P 5 B SCARAR R 7 A 5K 5
d) Documents, including records determined by the organization to be necessary to ensure the
effective planning, operation and control of its processes
AL ERR IR R SR AT A b 75 10 AF, BdEid .

NOTE 1: Where the term “documented procedure” appears within this International Standard, this
means that the procedure is established, documented, implemented and maintained. A
single document may address the requirements for one or more procedures. A requirement
for a documented procedure may be covered by more than one document.

il AABRARAET USSR RIEN, XETEFEEL, AR, R
Al dp s FNIMGTOHE—ANREMHEFER, N IHLGEFTHOSES
AT AFF

NOTE 2: The extent of the quality management system documentation can differ from one
organization to another due to
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BiE2: —ANABWRETIERR LA FRAL LT ALE T 5 —meR, XTRET:
a) The size of organization and type of activities,
2GR e T 69 KA
b) The complexity of processes and their interactions, and
ALY B RAL B R AN ] 6948 AR A
c) The competence of personnel.
ARBGRETT o
NOTE 3: The documentation can be in any form or type of medium.
%023 T A RAEAT AR 8948 X B Ko

4.2.2 Quality manual
B E F M

ISO 9001:2008, Quality management systems — Requirements
The organization shall establish and maintain a quality manual that includes
HLUBAE LN i T, e
a) The scope of the quality management system, including details of and justification for any
exclusions (see 1.2),
PR E PR RO, AR HRR B SR gn R BE e (1.2)
b) The documented procedures established for the quality management system, or reference to
them, and
N5 AR B R T A S PR ST A R e B FL R 51
c) A description of the interaction between the processes of the quality management system.
Jou R PR AR R R TR AH B G R IR

4.2.3 Control of documents

S

ISO 9001:2008, Quality management system — Requirements
Documents required by the quality management system shall be controlled. Records are a special
type of document and shall be controlled according to the requirements given in 4.2.4.
Joi B BRAR R PSR SO 203245 . RIS S — MR IR SR S, I HoAb AR $54.2.4
FAHERRGH 2%
A documented procedure shall be established to define the controls needed
WU ST ST B P LA E SR 7 22 42
a) To approve documents for adequacy prior to issue,
PE R TR ATt FL s A A
b) To review and update as necessary and re-approve documents,
AR 75 PP o N S At S A
c) To ensure that changes and the current revision status of documents are identified,
B R SCA P B SO ST AR BIAT WA IRAS E 4 48 01
d) To ensure that relevant versions of applicable documents are available at points of use,
T DR AE A 3 BT R 2 A B ROCAS 5
e) To ensure that documents remain legible and readily identifiable,
DR SCAF ORISR T A0 5 TR0«
f) To ensure that documents of external origin determined by the organization to be necessary for
the planning and operation of the quality management system are identified and their
distribution controlled, and
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i DR AL 23 Pl iff o 1) SRR A AT B 8 B R T 7 B SBT3SO AR 3R, I HAE SRR
NRA

g) To prevent the unintended use of obsolete documents, and to apply suitable identification to
them if they are retained for any purpose.

WG AR FAE AT IR B SCE, W S RATART B A0 AR B R R B SCE, I B S N A 38 24 b iR
Al

4.2.3.1 Engineering specifications
THEMTE
The organization shall have a process to assure the timely review, distribution and implementation
of all customer engineering standards/specifications and changes based on customer-required schedule.
Timely review should be as soon as possible, and shall not exceed two working weeks.
LA — AR DA OR P A7 JB 25 ) RS v / AR S AR B, BB I 2 5K 1 1 5 A
EI@LJ?EE N %ﬁ%ﬂ%ﬂm SIS PR R RGT O HLAS B A AR
The organization shall maintain a record of the date on which each change is implemented in
production. Implementation shall include updated documents.
LA Z50 A I AR 7 S AR B Y H S APR AT, A% B B S it 0 25 i A A 5 SR Y
.

NOTE: Change in these standards/specifications requires an updated record of customer
production part approval when these specifications are referenced on the design record or if
they affect documents of production part approval process, such as control plan, FMEAS,
etc.

BE AP HAEALTEA T LA R B THOTIL R, AR 5] 4 = b A2 69 504

Jed2H R FMEAS, WA 2 47 4 & tHht i 426992 %,

4.2.4 Control of records
TEFIZ
ISO 9001:2008, Quality management system — Requirements

Records established to provide evidence of conformity to requirements and of the effective
operation of the quality management system shall be controlled.

NP A SR TR B R I AT PR T L I, RS B

The organization shall establish a documented procedure to define the controls needed for the
identification storage, protection, retrieval, retention and disposition of records.

AN SRR P A il bR e RIS AR ORI H T 75 145 .
Records shall remain legible, readily identifiable and retrievable.

TERNLIRFFIE I 5 TIRBAT R

NOTE 1 “Disposition” above includes disposal.

&ixl: LaRI A O SR E,

NOTE 2 “Records” also include customer-specified records.
FiE2: LR QS ME G R IR,

4.2.4.1 Records retention
xR AF
The control of records shall satisfy regulatory and customer requirements.
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TE R AR 6 00 AL VR AT 25 P 2K

5 Management responsibility
g H R 5
5.1 Management commitment

BHEHERK KK

1SO 9001:2008, Quality management systems — Requirements
Top management shall provide evidence of its commitment to the development and
implementation of the quality management system and continually improving its effectiveness by
1o R A W ZUE I DA L R SRR W A o B A SR R RN e, M A 2R AR I
22 AUk P R A ) R VA -
a) Communicating to the organization the importance of meeting customer as well as statutory
and regulatory requirements,
FEZH ZAVE T R U AINE A« VR B SR ) E B
b) Establishing the quality policy,
AL R T £
¢) Ensuring that quality objectives are established,
PR OS2 & H bR
d) Conducting management reviews, and
S it A BE P
e) Ensuring the availability of resources.

B DR B3 R 1

5.1.1 Process efficiency
R E
Top management shall review the product realization processes and the support processes to assure
their effectiveness and efficiency.

o B S PP P SR S SR AR, DA DR R AR

5.2 Customer focus

P2 £

1ISO 9001:2008, Quality management systems — Requirements
Top management shall ensure that customer requirements are determined and are met with the aim
of enhancing customer satisfaction (see 7.2.1 and 8.2.1).

151 25 BB AU DR 25 B B R L 8 B S IR A E W E N H AR (3007.2.1818.2.1) &

5.3 Quiality policy
BBy E

ISO 9001:2008, Quality management systems — Requirements

Top management shall ensure that the quality policy
i = A AU IR R T B
a) is appropriate to the purpose of the organization,

&G T AL E R
b) includes a commitment to comply with requirements and continually improve the effectiveness

of the quality management system,

B RN o B B SR AT RO A s S R K
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c) provides a framework for establishing and reviewing quality objectives,
NS AIVE R 5t B H AR e Btk i

d) is communicated and understood within the organization, and
LA PP BB,

e) isreviewed for continuing suitability.
PEERFEE IR IE N

5.4 Planning
KX
5.4.1 Quality objectives
R B H M

ISO 9001:2008, Quality management systems — Requirements
Top management shall ensure that quality objectives, including those needed to meet requirements
for product (see 7.1a) are established at relevant functions and levels within the organization. The
quality objectives shall be measurable and consistent with the quality policy.
e J i B L AT ARAE 2 ZR AR S R BE M E G S i H A, B4 s 317 il ER B TR L4 75
R (EW7la) o FEHEBIETVEER, HE5RETH 8

5.4.1.1 Quality objectives — Supplemental
B & B t—4h7
Top management shall define quality objectives and measurements that shall be included in the
business plan and used to deploy the quality policy.

2B L AUE URE BRI E, FiE AR AE S ELE R, IR E T
L EF .

NOTE: Quality objectives should address customer expectations and be achievable within a
defined time period.

BiE: ME BARRE R BNE I S LT 42 ] T B A KK

5.4.2 Quality management system planning

FRE BB R EX

ISO 9001:2008, Quality management systems — Requirements

Top management shall ensure that

e R B LA R

a) The planning of the quality management system is carried out in order to meet the
requirements given in 4.1, as well as the quality objectives, and
NFFEAEAL Kb RUE O EE RN BT & H A 1M AT T 248 PIAA 2R 1 SR

b) The integrity of the quality management system is maintained when changes to the quality
management system are planned and implemented.

FER o B AR AR 10 S CSOEEAT SRR AT AT I, 7 o 2 B AR AR 1 e BB

5.5 Responsibility, authority and communication
Ru. R 5 W8
5.5.1 Responsibility and authority
M5 MR

ISO 9001:2008, Quality management systems — Requirements
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Top management shall ensure that the responsibilities and authorities are defined and
communicated within the organization.

o J2 B U PR S IR BT BUBR AR oK R A E 5T

5.5.1.1 Responsibility for quality
R & R R

Managers with responsibility and authority for corrective action shall be promptly informed of
products or processes, which do not conform to requirements.

7 i BOS RE VAR G ORI, S B ST R N 47 51 5 R AGHAT A IS ) E BLE

Personnel responsible for product quality shall have the authority to stop production to correct
quality problems.

7 o B B DT N D e JIUR LA L A 7 PAH LB o B )

Production operations across all shifts shall be staffed with personnel in charge of, or delegated
responsibility for, ensuring product quality.

XA IR, B IR AR A 25 8 SR A (K DT AE N D3 B IRACER LAR £ 7 it i

il

o

5.5.2 Management representative

I A

ISO 9001:2008, Quality management systems — Requirements
Top management shall appoint a member of the organization's management who, irrespective of
other responsibilities, shall have responsibility and authority that includes
REEMEDAEEARE IR E S NEHERE, MEHARL MRS, DAL
T HJHR DT AL -
a) Ensuring that processes needed for the quality management system are established,
implemented and maintained,
ORI B BRAR R T R A DS, SER AN
b) Reporting to top management on the performance of the quality management system and any
need for improvement, and
[F1 1 J= i B A o U AR RS, AR AR SO K
c¢) Ensuring the promotion of awareness of customer requirements throughout the organization.
Tl ORAE HEAS L2 P 0] I 25 B K ) R R e gk
NOTE: The responsibility of a management representative can include liaison with external parties
on matters relating to the quality management system.
Fik: THERRGPBRLTOERRETERARZNAXF T HINRE T HIRLE TE,

5.5.2.1 Customer representative
AR
Top management shall designate personnel with responsibility and authority to ensure that
customer requirements are addressed. This includes selection of special characteristics, setting quality
objectives and related training, corrective and preventive actions, product design and development.
I e PR B D R IR ARG 2 4t BT B 2R . R B R AR R e . PR H bR
FIIT . AHSCHEE I, A IR S PE M. 7™ S st AT R &

5.5.3 Internal communication
PN R 758
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1SO 9001:2008, Quality management systems — Requirements
Top management shall ensure that appropriate communication processes are established within the
organization and that communication takes place regarding the effectiveness of the quality management
system.
o R B D U ORAE A 2N R S0 2 VB RR, RS BT R BAA R A AT
.

5.6 Management review
IRV
5.6.1 General
=

ISO 9001:2008, Quality management systems — Requirements

Top management shall review the organization's quality management system, at planned intervals,
to ensure its  continuing suitability, adequacy and effectiveness. This review shall include assessing
opportunities for improvement and the need for changes to the quality management system, including
the quality policy and quality objectives.

T T DA 2T B PR ] 1) R o 2 2 1) o A AR R R AT P, DA DR L 4R 8 1)
PR 8PN ROV . B BP0 UL AE VR E A2 T A B LS A0S BT AR A R R A B U
BOR, BFE TR RS R H AR

Records from management reviews shall be maintained (see 4.2.4).

EIPEH iR L A4 (3 H4.2.4)

5.6.1.1 Quality management system performance
FREE A RGN
These reviews shall include all requirements of the quality management system and its
performance trends as an essential part of the continual improvement process.
EPRPE R L AR R R G A B R 5 R AR0ES, DU HAR RSBk AR b
il
Part of the management review shall be the monitoring of quality objectives, and the regular
reporting and evaluation of the cost of poor quality (see 8.4.1 and 8.5.1).
B PRVE IR ER 0 N A L 2500 o B H AR AT A%, XA R R ROAS AT R SR R P A
(8.4.1/851) .
These results shall be recorded to provide, as a minimum, evidence of the achievement of
R B IEE RN ek, DMEAIERMCL T SRR (RN RARERD -
— The quality objectives specified in the business plan, and
et R RET B H R, A
— Customer satisfaction with product supplied.
JAg 2 Kk e A4t N2 7 i ) 5

5.6.2 Review input
kTR

ISO 9001:2008, Quality management systems — Requirements
The input to management review shall include information on
BV H R L TEFE DU E R
a) Results of audits,
(L AAES
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b) Customer feedback;
JAies St

c) Process performance and product conformity,
R RR MV SR bR

d) Status of preventive and corrective actions,
TS5 A2 L5 it A AR DL

e) Follow-up actions from previous management reviews,
b UE BT ) S B

f) Changes that could affect the quality management system, and
A FE S 3 o B PR R IV K

g) Recommendations for improvement.

o8I PR A

5.6.2.1 Review input - Supplemental
TFHEA—F 7
Input to management review shall include an analysis of actual and potential field-failures and
their impact on quality, safety or the environment.
PR R i N 2B B S BRIV LR A FH B R B 0 M 5 L B e MR

5.6.3 Review output
PEE %

ISO 9001:2008, Quality management systems — Requirements
The output from the management review shall include any decisions and actions related to
EBEVE A R H 0 AU EE 5 DL O A SR AOAT AR SR SN it -
a) Improvement of the effectiveness of the quality management system and its processes,
X Jo B PR AR S L AR A R F) St
b) Improvement of product related to customer requirements, and
55 s BESRA R B 7 il ) et
c) Resource needs.
BEUR K

6. Resource management
BIREH
6.1 Provision of resources

RIRHIHR B

I1SO 9001:2008, Quality management systems — Requirements

The organization shall determine and provide the resources needed

U I e FIARAIL BT 75 I BE VR -

a) To implement and maintain the quality management system and continually improve its
effectiveness, and
S AN A4 B B AR R, R 8 M e A AR

b) To enhance customer satisfaction by meeting customer requirements.
BTSRRI ER, e,

6.2 Human resources
ANJTHIR
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6.2.1 General

ISy

I1SO 9001:2008, Quality management systems — Requirements

Personnel performing work affecting conformity to product requirements shall be competent on the
basis of appropriate education, training, skills and experience.

MNFEXS = i SR S TAE RN R eI B ) 20H « Bl BRe 250 i Rkt b HL %5 R
JJe

NOTE: Conformity to product requirements can be affected directly or indirectly by personnel
performing any task within the quality management system.

A& AR B R RSB A AR BN AR R BE L i R S i SR AT A

6.2.2 Competence, training and awareness
BE . FIIMRR

I1SO 9001:2008, Quality management systems - Requirements
The organization shall
a) Determine the necessary competence for personnel performing work affecting conformity to
product requirements,
TR TE AR P il SR A S AR RN 2 75 B A% O BE
b) where applicable, provide training or take other actions to achieve the necessary competence,
T, SRS SR O & it ASRET 7 B e
c) Evaluate the effectiveness of the actions taken,
P BT R E )i it P A 251k
d) 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
PRI 8 N A RS R IR BT i T B35 B0 B S IR A0 B A, A AT 98 ot 2 H s Y
P ok
e) Maintain appropriate records of education, training, skills and experience (see 4.2.4).
B AE. FH FRALRMNIdE (30424

6.2.2.1 Product design skills
PR
The organization shall ensure that personnel with product design responsibility are competent to
achieve design requirements and are skilled in applicable tools and techniques.
LA IR G151 BT N DB & B LUK BORTH 25K, I B R e 20 o2 ] T2
S ZNIEST-
Applicable tools and techniques shall be identified by the organization.

8 TR R AR I A A AT R

6.2.2.2 Training
I
The organization shall establish and maintain documented procedures for identifying training
needs and achieving competence of all personnel performing activities affecting product quality.
Personnel performing specific assigned tasks shall be qualified, as required, with particular attention to
the satisfaction of customer requirements.

WA ZBHE S L HE RS T AR PP, DA AT BRI 5 3 2 (N SRR I 75 3R DL G il
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BESTo X AHRFETRIR AT, e A2 30 a2 U2 45 22 F BRI N 536 JURf 52 L B

NOTEZ: This applies to all employees having an effect on quality at all levels of the organization.

FEL AMERERNTHRENAANEGITA S AREHR L,

NOTE2: An example of the customer specific requirements is the application of digitized
mathematically based data.

BIE2: B R B ROPFT AT BT AT A

6.2.2.3 Training on the job
FEEREEI

The organization shall provide on-the-job training for personnel in any new or modified job
affecting product quality, including contract or agency personnel. Personnel whose work can affect
quality shall be informed about the consequences to the customer of nonconformity to quality
requirements.

X T EARATHT I BAZ 2 5 BB A S TAE M A T, BFs & R DA R HEUL AR
BEAEIRET I XSG M N B, A T R R ANAT o SRONS B 2 3 il ) S 2R

6.2.2.4 Employee motivation and empowerment
R T BRI

The organization shall have a process to motivate employees to achieve quality objectives, to make
continual improvements, and to create an environment to promote innovation. The process shall
include the promotion of quality and technological awareness throughout the whole organization.

MU — ) 72 T2 SEBUSUER H AR FRHEAT P8 ot SO ST AR A A B 1 A
ZId R B AN A0 T T AR RN B i

The organization shall have a process to measure the extent to which its personnel are aware of the
relevance and importance of their activities and how they contribute to the achievement of the quality
objectives (see 6.2.2 d).

VLA ST — NSk R, FH DA B2 2N S A AT T 3 PR DRI R 3 244 DA S A AT
andfapxs 1 o HARHIE A Frotik (H6.2.2d)

6.3 Infrastructure

HLA it

I1SO 9001:2008, Quality management systems — Requirements
The organization shall determine, provide and maintain the infrastructure needed to achieve
conformity to product requirements. Infrastructure includes, as applicable

HELLIIIRTE « FRHEFNGES P 75 O FA B, DUk AT & 7 i 223K o & I, Rl it (0 4 -
a) Buildings, workspace and associated utilities,

Ity TAEXAAE S 2 F it
b) Process equipment (both hardware and software), and

AR CRARREEARAT)
c) Supporting services (such as transport, communication or information systems).

SCRMEIRSS (Fldn: sk EREE B RS .

6.3.1 Plant, facility and equipment planning
T B SRR

The organization shall use a multidisciplinary approach (see 7.3.1.1) for developing plant, facility
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and equipment plans. Plant layouts shall optimize material travel, handling and value-added use of
floor space, and shall facilitate synchronous material flow. Methods shall be developed and
implemented to evaluate and monitor the effectiveness of existing operations.

AR Z T RIER 7% (U731 RITRT) . it ritkl. T A4
e PR S A R B IR R e/ AR HEVIRH [R5 i sl I ORI 2 8] A A F B i 42 7 21
Ko ARSI VR A 1A A R R R BT

NOTE: These requirements should focus on lean manufacturing principles and the link to the
effectiveness of the quality management system.

HiE: FLERFGEETHAELZRN, MEEREEERALHHOKR,

6.3.2 Contingency plans
R &k
The organization shall prepare contingency plans to satisfy customer requirements in the event of
an emergency such as utility interruptions, labour shortages, key equipment failure and field returns.

A ZBHE 2% N B Rl — BUR AR K SUIROUI T30 /2 s B 283K, ne A 3Lutirh . 55 T
B BRI R AT 7R TSR

6.4 Work environment

TAEHRE
ISO 9001:2008, Quality management systems — Requirements

The organization shall determine and manage the work environment needed to achieve conformity
to product requirements.

LN IR e AIE PR 75 ) ARG, DA R &7 i 2K .

NOTE: The term “work environment” relates to those conditions under which work is performed
including physical, environmental and other factors (such as noise, temperature, humidity, lighting or
weather).

FiE: R “TERE” RIS, OFEWEY. T CHE (%
. RE. RE. BRRAKXA) .

6.4.1 Personnel safety to achieve product quality
KR R E R R &4
Product safety and means to minimize potential risks to employees shall be addressed by the
organization, especially in the design and development process and in manufacturing process activities.

A2 RE 77 s 2 A0 B AROR 53 8 il 35 OV FE R 2 T3, Rl e A et S 0 Rt AR
ANEE A3 1A 2 o

6.4.2 Cleanliness of premises
TRV BT )&
The organization shall maintain its premises in a state of order, cleanliness and repair consistent
with the product and manufacturing process needs.
LRI TS 56, DARFE 7 i A & R i 25K

7 Product realizations
77 i SE
7.1 Planning of product realization
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7 i SEPL SRR
ISO 9001:2008, Quality management systems — Requirements
The organization shall plan and develop the processes needed for product realization. Planning of
product realization shall be consistent with the requirements of the other processes of the quality
management system (see 4.1).
Y LRI SR RIFD O R SR e SE R B TR AR o 7 S I R 1 SR R 2 R S A R
BEERER—H (=4
In planning product realization, the organization shall determine the following, as appropriate:
FEF* i SEBLEEAT SRR R b, & i, HEUL AR E -
a) Quality objectives and requirements for the product;
Jo S H BRA P b K
b) The need to establish processes and documents, and to provide resources specific to the product;
BEXT P AL SO AR A B U5 AR K
¢) Required verification, validation, monitoring, measurement, inspection and test activities
specific to the product and the criteria for product acceptance;
B R il BT SR SEIE . WA A, DU AR A S0 G B B i R4 S bRt
d) Records needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.4).
SRt R LI R 7 i A B ZOR IR T fR fid sk (Z04.2.4)
The output of this planning shall be in a form suitable for the organization's method of operations.
SR % A 20 1 A 2 ZIa AR B 7 VR A K
NOTEZL: A document specifying the processes of the quality management system (including the
product realization processes) and the resources to be applied to a specific product, project
or contract can be referred to as a quality plan.
HiEl: PRAFE SR, AEREGRANREEEARIAE (B> BRKAGITAL) OTHF
Fo 3T IR T AMIN A A= 1R .
NOTE2: The organization may also apply the requirements given in 7.3 to the development of
product realization processes.
&E2: MBTRAESKIIPARNEREAT SRR ALIEOKE.

NOTE: Some customers refer to project management or advanced product quality planning as a
means to achieve product realization. Advanced product quality planning embodies the
concepts of error prevention and continual improvement as contrasted with error detection,
and is based on a multidisciplinary approach.

BiE: A EMERT B EEIRA R MR BEER TR T R AP RE

R OLAE T RIGTG AR R LA 0. HBHIERIAMR, HFBAS HRIEN T EA
B2

7.1.1 Planning of product realization - Supplemental
7% it SE P SRR —#h 78
Customer requirements and references to its technical specifications shall be included in the
planning of product realization as a component of the quality plan.
a5 SRR S 2 GORLL 2L & A8 7 i SE SR D o SR i — 70

7.1.2 Acceptance criteria

Bl Ar
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Acceptance criteria shall be defined by the organization and, where required, approved by the
customer.
LI T FUSCAEI, w5 EE A i
For attribute data sampling, the acceptance level shall be zero defects (see 8.2.3.1).

THEUE SRR THRI A e e U s 20 ik it (L8.2.3.1) &

7.1.3 Confidentiality
R &
The organization shall ensure the confidentiality of customer-contracted products and projects
under development, and related product information.

AR DRIV & R B P= dl . EAT IR R BT FIAT SR A7 dh A J2 O DR 1

7.1.4 Change control
AR B {5l

The organization shall have a process to control and react to changes that impact product
realization. The effects of any change, including those changes caused by any supplier, shall be
assessed, and verification and validation activities shall be defined, to ensure compliance with customer
requirements. Changes shall be validated before implementation. For proprietary designs, impact on
form, fit and function (including performance and/or durability) shall be reviewed with the customer so
that all effects can be properly evaluated.

Y AU ZIAT — T RE DA ) B SN S = it SE L AR B . AT AR S 25 3, Sk B Ty
HIASTE, WA PEAl o SUEANGR N AR ORFT & 2 2K . AR A AN Ja A BESE . X T B %
MBI BT, AREXANE . FHE . PERE (RS Dhfe S/ AfE) HISEm, 25 2 3 [F] 1P
DA 24 A AR B ) SR A S

When required by the customer, additional verification/identification requirements, such as those
required for new product introduction, shall be met.

WA ZIUS A2 A A AT PRI B 36 R4S E SR, AN SR i B K

NOTE1L: Any product realization change affecting customer requirements requires notification to,
and agreement from, the customer.

Bixl: R MEREKZ FRRALR, LRBFRE, FHLFIMENEE.

NOTEZ2: The above requirement applies to product and manufacturing process changes.

FiE2: AMERERNFRAIHET R,

7.2 Customer-related processes
ko P SN
7.2.1 Determination of requirements related to the product

7 R ESR B R A

1ISO 9001:2008, Quality management systems — Requirements

The organization shall determine

H LD E

a) Requirements specified by the customer, including the requirements for delivery and
post-delivery activities,
s J e B LR, AAE S AT ESRANRS A4S Ja i s 25K

b) Requirements not stated by the customer but necessary for specified or intended use, where
known,

R R E B R, H S R0 HLAUE s 0 FH 38 T i 2
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c) Statutory and regulatory requirements applicable to the product, and
T R o I AR R EEK
d) Any additional requirements considered necessary by the organization.
FEART H 2 235 R0 B MK
NOTE: Post-delivery activities include, for example, actions under warranty provisions,
contractual obligations such as maintenance services, and supplementary services such as
recycling or final disposal.
BiE: IABEEFHOIFEH IR RRA G, SR L H (Flde, LIPIRE) . RS
(Fldm, EEERALE) F,

NOTEL: Post-delivery activities include any after-sales product service provided as part of the
customer contract or purchase order.

El: KRB EH @8 B A AR SRR T £ AT E B IR 5

NOTEZ2: This requirement includes recycling, environmental impact and characteristics identified
as a result of the organization’s knowledge of the product and manufacturing processes
(see 7.3.2.3).

E2: HEROSIRAHGENL, BT F AR, FALSHA SR IAEHIRGR K.

(% R7.3.2.3)

NOTE3: Compliance to item c) includes all applicable government, safety and environmental
regulations, applied to acquisition, storage, handling, recycling, elimination or disposal of
materials.

E3: )AL MO AP A & RGBT %A BORBRENIT A0 0 % | i A B
FEL, R R,

7.2.1.1 Customer-designated special characteristics

JBUES 46 RE HIRF BRI
The organization shall demonstrate conformity to customer requirements for designation,
documentation and control of special characteristics.

AU ZR 7R AF 5 B F5 0 I EER L SCPF AR RS SRR

7.2.2 Review of requirements related to the product

7.2.2 PR RESREIPP

ISO 9001:2008, Quality management systems — Requirements
The organization shall review the requirements related to the product. This review shall be
conducted prior to the organization's commitment to supply a product to the customer (e.g. submission
of tenders, acceptance of contracts or orders, acceptance of changes to contracts or orders) and shall
ensure that
LR PE 5 72 A G I BESR o S P B 0 0 2H 2R e BSR E 0) JB fRE BR 2 BT EAT (A
AChR . A REOT R, BRBSNEFEEET ) , R
a) Product requirements are defined,
7 i EOR O E
b) Contract or order requirements differing from those previously expressed are resolved, and
FRART 5 S B B0 A — BRI & [ BT B 225K O A3 B s
¢) The organization has the ability to meet the defined requirements.
MG RS & E HIEEK s
Records of the results of the review and actions arising from the review shall be maintained (see
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4.2.4).

TEE )45 BT VEE Y J5 SeE T il sk L A4E R (3 H4.2.4) .

Where the customer provides no documented statement of requirement, the customer
requirements shall be confirmed by the organization before acceptance.

2 ) SR VA LA T )T Ak I, 2R A B 52 2 A DA 2% PR 5K

Where product requirements are changed, the organization shall ensure that relevant documents
are amended and that relevant personnel are made aware of the changed requirements.

7 il SR O, G A DR AR R SO EAE G I HARSCRI N B C AR B 2L

2K .

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

BiE: AREFATR%ME, dH5EITEHTEXGIFF LR EITG, ST Af >

iz EAIEF R, Plhe: B R, JEMHF.

7.2.2.1 Review of requirements related to the product — Supplemental
P RER K PR —4h 78
Waiving the requirement stated in 7.2.2 for a formal review (see note) shall require customer
authorization.

GebR7.2.20E PP (WAEIED BSR4 A o

7.2.2.2 Organization manufacturing feasibility
HARFIE AT
The organization shall investigate, confirm and document the manufacturing feasibility of the
proposed products in the contract review process, including risk analysis.
HYVEE FIVPER I, 206 BTSRRI P gt AT i e . A dlE AT o, JF HoC e, B
P73 4T o

7.2.3 Customer communication

B 5 ¥4 368

ISO 9001:2008, Quality management systems — Requirements
The organization shall determine and implement effective arrangements for communicating with
customers in relation to

ZHLZAAZ500S LT T THI R S M S it 5 O 2 V) 3 PR A 8 22 -
a) Product information,

REIEESS
b) Enquiries, contracts or order handling, including amendments, and

Wi AEFE RS FEAT R, AR
c) Customer feedback, including customer complaints.

s [ i, TR U AL

7.2.3.1 Customer communication — Supplemental
JBis V838 — 4h 78
The organization shall have the ability to communicate necessary information, including data, in a
customer specified language and format (e.g. computer-aided design data, electronic data exchange).
HZLN 4% LU 2 16 7€ 1OV & AA& el ae /g, DL B ERE R 7Rk (Bl 5
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PUEBI BT BORE, T BRI

7.3 Design and development

#it 5T R

NOTE: The requirements of 7.3 include product and manufacturing process design and
development, and focus on error prevention rather than detection.
Bix: 13MEROEL B RIRGRTETR, AL TH LA RIFRRE.

7.3.1 Design and development planning

Bt 5 IR SR

I1SO 9001:2008, Quality management systems - Requirements

The organization shall plan and control the design and development of product.

A LD 25T A1 7 i B AT A

During the design and development planning, the organization shall determine

FEB AT AR R R, AL 2R E -

a) The design and development stages,

BTH AT A AR B B B
b) The review, verification and validation that are appropriate to each design and development
stage, and
FERFABCUH A R BOE 2 PP o S A A 31
¢) The responsibilities and authorities for design and development.
BCTH AT A B H IR DT ATRLRR .

The organization shall manage the interfaces between different groups involved in design and

development to ensure effective communication and clear assignment of responsibility.

X T2 58 ATE RS R A R B, b U BT A 3 LG &R, B ER AT 2 18]

A RV I8 2 R IR DR IR
Planning output shall be updated, as appropriate, as the design and development progresses.

SRR P it A0 25U E T AN A R 1 P AE & 4 I T LB .

NOTE: Design and development review, verification and validation have distinct purposes. They
can be conducted and recorded separately or in any combination, as suitable for the product
and the organization.

ik WA RGP, RiEf AR A R 69 B 89, ARAE S AL R ey BARF L, T¥

M SR AAE A0 T Kt AT T K

7.3.1.1 Multidisciplinary approach
Z 7 RIE
The organization shall use a multidisciplinary approach to prepare for product realization,
including:
VLR FH 2 J7 AR DT AT P i Se I e % A, A
—development/finalization and monitoring of special characteristics,
FEERRF T . B 20 SR
—development and review of FMEAs, including actions to reduce potential risks, and
AR RIS G R (FMEAs) I AAMPES, A4 R B R XS i i it s A0
—development and review of control plans.
PEHITHRIB T R AN PE R
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NOTE: A multidisciplinary approach typically includes the organization's design, manufacturing,
engineering, quality, production and other appropriate personnel.
BiE: MRS FIEQEMERT, #E, THE AT, AL CELZAR,

7.3.2 Design and development inputs

it 5T REA

ISO 9001:2008, Quality management systems — Requirements
Inputs relating to product requirements shall be determined and records maintained (see 4.2.4).
These inputs shall include
i ERA RN LA E e At (Z04.2.4) , BN LAETE:
a) Functional and performance requirements,
DR Re 25K
b) Applicable statutory and regulatory requirements,
& VA VLI 25K
c) Where applicable, information derived from previous similar designs, and
I, M BAESRAB T TR A 2 115 S
d) Other requirements essential for design and development.
BT A B e I B K
The inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not
in conflict with each other.
W NHEL PR HodE M, A EOREL AU e R IR EAMH P &

NOTE: Special characteristics (see 7.2.1.1) are included in this requirement.
&iE: k4N (L7210 a5 ERAZRA.

7.3.2.1 Product design input
FEm TR

The organization shall identify, document and review the product design inputs requirements,

including the following:

AL 77 BTN B ZERBEAT N TR RO IR EAT IR, 04

—customer requirements (contract review) such as special characteristics (see 7.3.2.3),
identification, tractability and packaging;
iR CERIVEE ) R YE (W7.3.2.3) . fros. 1B,

—use of information: The organization shall have a process to deploy information gained from
previous design projects, competitor analysis, supplier feedback, internal input, field data, and
other relevant sources, for current and future projects of a similar nature;

FREIAA . HEUAATE S NDAE BRI E « Sa4e o Tt 7RISR AR
i I BRHS e A SRR B BME BEAT R AR, DUE T H TSR RA AR
TH 5

—targets for product quality, life, reliability, durability, maintainability, timing and cost.
PRI A FIEEVE. I ATE. RT4ES R TR Hr

7.3.2.2 Manufacturing process design input
FlE R T
The organization shall identify, document and review the manufacturing process design input
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requirements, including

LA Z500 & AR BT A B R BEAT U TR RO BT R, AR
—product design output data,
B Rk
—targets for productivity, process capability and cost,
A7y I RERE IR A H xR
—customers requirements, if any, and
i ER CEARIE) 5+ AN
—experience from previous developments.

CAERITF R Z 50

NOTE: The manufacturing process design includes the use of error-proofing methods to a degree
appropriate to the magnitude of the problems and commensurate with the risks
encountered.

BiE: A ER KRG T AW RS, [ F] i AR AR P AR F E B AR R A9 4R IR I Ak
ZRE

7.3.2.3 Special characteristics
R
The organization shall identify special characteristics (see 7.3.3 d); and
MR ACRBIFFARREE (W7.3.3d) , FFH
—include all special characteristics in the control plan,
FIT A AR IR AR 1 0 L 0, 438 A A28 i ol o
—comply with customer-specified definitions and symbols, and
R s 4 € 1 E S
—identify process control documents including drawings, FMEAS, control plans, and operator
instructions with the customer’s special characteristic symbol or the organization’s equivalent
symbol or notation to include those process steps that affect special characteristics.

SRR HISCHE, 105 BIAG . FMEAS. Rt B b lldis S, A0 218 PR U2 FO A Bk P 4
I U R R ISR LRI, LA R BRI P B 5 e T B

NOTE: Special characteristics can include product characteristics and process parameters.
BE: BRAEM O RS R

7.3.3 Design and development outputs

Bt S5 Kkt

ISO 9001:2008, Quality management systems — Requirements
The outputs of design and development shall be in a form suitable for verification against the
design and development input and shall be approved prior to release.
VTR R I A Bt 0 20 DA >4 BRI XN BT H R R I A N BRI AT 30 iE , I 06 AE R
i ¥ At HE
Design and development outputs shall
BeTH AT A 20
a) meet the input requirements for design and development,
FFE AT A N 25K
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b) provide appropriate information for purchasing, production and service provision,
R AP RIS E SR SR Bt B 1 BAE R
c) contain or reference product acceptance criteria, and
B8 BT AR S AE
d) specify the characteristics of the product that are essential for its safe and proper use.
B8 5 77 il 22 A AR AT A6 2 7 e
NOTE: Information for production and service provision can include details for the preservation of
product.
Bk FRARFREGEETROE S SHHOmT,

7.3.3.1 Product design outputs — Supplemental
7 BT HE —Ah TR
The product design output shall be expressed in terms that can be verified and validated against
product design input requirements. The product design output shall include
= BT 57 R AN P2 BT I BRI S 72 i B A S
— Design FMEA, reliability results,
WIFFMEA, TIFEMEZE R,
— Product special characteristics and specifications,
77 b R R R VR AR
— Product error proofing, as appropriate,
I, 7 B AR B L
— Product definition including drawings or mathematically based data,
PR S, AL B AR B R A TR
— Product design reviews results, and
72 BV 1 45
— Diagnostic guidelines where applicable.
WIS, 2T

7.3.3.2 Manufacturing process design output
G A2 Bt
The manufacturing process design output shall be expressed in terms that can be verified against
manufacturing process design input requirements and validated. The manufacturing process design
output shall include
il 1 AR B H Ak J7 ZUREXRT A& I R BT AN B SR IR S A, il i R T
%‘Zﬁ@é’u\:
—specifications and drawings,
FAE A B 48
—manufacturing process flow chart/layout,
il 1 R AR IR /e B
—manufacturing process FMEAs,
i i FEFMEAS;
—control plan (see 7.5.1.1),
FEdlHR (W7.5.0)
—work instructions,
((NZFESEEE
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— process approval acceptance criteria,

T R A ) e U AR T
—data for quality, reliability, maintainability and measurability,
fig. FIEERE. RS NI E R BER
—results of error-proofing activities, as appropriate, and
&, Ry IETE SR 45
—methods of rapid detection and feedback of product/manufacturing process nonconformities.
7 )3 S AR A M PRI E A S T T

7.3.4 Design and development review

Bt SRV

1SO 9001:2008, Quality management systems — Requirements
At suitable stages, systematic reviews of design and development shall be performed in accordance
with planned arrangements (see 7.3.1)
FEIE MW B, AR S TR 22 H s W T R AT RARVEEH (S H7.3.0) -
a) to evaluate the ability of the results of design and development to meet requirements, and
PR BT AT A 48 AT EOR HIRE T
b) to identify any problems and propose necessary actions.
WA T R H HH 00 22 PR 46 it
Participants in such reviews shall include representatives of functions concerned with the design
and development stage(s) being reviewed. Records of the results of the reviews and any necessary
actions shall be maintained (see 4.2.4).
PEE SN D RS 5 A0F o BB A ST A BOA S ERBE BRI AR o b e 47 1 Hi
AE AR5 Z Bt 45 R ek (2 W4.2.4)

NOTE: These reviews are normally coordinated with the design phases and include manufacturing
process design and development.

Bix: ZEPFEELZ5ETNEWAF LR ZE AR IEZGTETFAZIA,

7.3.4.1 Monitoring
e
Measurements at specified stages of design and development shall be defined, analyses and
reported with summary results as an input to management review.

S HEA U T 55 TF 245 W B ST 43T 04 T D s 245

NOTE: These measurements include quality risks, costs, lead-times, critical paths and others, as
appropriate.
Gk EAN, FFLALRERIL, A, AENE, TRERTE.

7.3.5 Design and development verification

it 5 RKIBIE

ISO 9001:2008, Quality management systems — Requirements
Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that
the design and development outputs have met the design and development input requirements. Records
of the results of the verification and any necessary actions shall be maintained (see 4.2.4).

W ZFHIAT B8 IE LARA DR BT AT A HR AT & BOHEAUT RN E SR (S 07.3.D) , A4E 5
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| IEAEAT L B S MR 45 e R (B H4.2.4)

7.3.6 Design and development validation
Wit 5T R
1SO 9001:2008, Quality management systems — Requirements

Design and development validation shall be performed in accordance with planned arrangements
(see 7.3.1) to ensure that the resulting product is 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 product. Records of the results of validation and any necessary
actions shall be maintained (see 4.2.4).

AR R TR (B 007.3.0) AT RFRIF RN, DARR OB 2 0077 h BB e 1
FH B A U A R 225K o RTATIN:, B D6 Z5FE P i A A BRCSE T 2 BT S8 e A ZAEAP BN ATAT:
L ERFE 2RI R (3 H4.24) .

NOTE 1: The validation process normally includes an analysis of field reports for similar products.

&ixl: AN AL G @A R0 e iE B AL 6 AT IR

NOTE 2: The requirements of 7.3.5 and 7.3.6 above apply to both product and manufacturing
processes.

ZiE2: ALEXT7.3547.3.6 £ T FmAehlididfE,

7.3.6.1 Design and development validation — Supplemental
Bt 5T RBEIN—Fh 78
Design and development validation shall be performed in accordance with customer requirements
including programmed timing.

P VAR AT 05 BT A 1 I 0 R

7.3.6.2 Prototype programmed
JR TR

When required by the customer, the organization shall have a prototype programme and control
plan. The organization shall use, wherever possible, the same suppliers, tooling and manufacturing
processes as will be used in production.

él)l—?ﬁgy;kﬁj‘, éﬁf/\ﬁ‘ﬁﬁ%JlTE%/ﬁéﬂuﬁ‘tUﬂJr%]Jﬁ‘jaua éﬁf/\ﬁ‘fﬁﬁ—’r {E}Eﬁ QLF:_&EEFEP
HFERHETT . BEAMGE TR

All performance-testing activities shall be monitored for timely completion and conformity to
requirements

WA B A I TE R TR B, LRI SEORAT B R

While services may be outsourced, the organization shall be responsible for the outsourced

services, including technical leadership.

IR AN, AL AU T BRSSO R R

7.3.6.3 Product approval process
7.3.6.3 Pt R
The organization shall conform to a product and manufacturing process approval procedure
recognized by the customer.
ZH 205 Z5 8 S 2O RT PR 7 it R S R v I
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NOTE: Product approval should be subsequent to the verification of the manufacturing process.

Bk SR LR B AT I E LS

This product and manufacturing process approval procedure shall also be applied to suppliers.
A7 b A AR AR I AR [F R S TR T

7.3.7 Control of design and development changes

it 57T R AR A il

I1SO 9001:2008, Quality management systems - Requirements

Design and development changes shall be identified and records maintained. The changes shall be
reviewed, verified and validated, as appropriate, and approved before implementation. The review of
design and development changes shall include evaluation of the effect of the changes on constituent
parts and product already delivered. Records of the results of the review of changes and any necessary
actions shall be maintained (see 4.2.4).

PEV AT A B O 0 7 LA, 3 FLARFRAI i3zt o O O & S VP . BT
W ARSI ATAS2IAEAE « RFBCTH R B8 D5 1 B 206 2500, 475 B 50 4 BG4 A 54N FAD 7
JIris SRR B AT o DA UZES B8 SO PE AR AT B RS I 4 R Bl sk (2 4.2.4) &

NOTE: Design and development changes include all changes during the product programme life
(see 7.1.4).
&ix: RAEFAEEROSAZ SR FFTHRANGHAEE (5F7.14) .

7.4 Purchasing
KW

7.4.1 Purchasing process

KWL R

1ISO 9001:2008, Quality management systems — Requirements

The organization shall ensure that purchased product conforms to specified purchase requirements.
The type and extent of control applied to the supplier and the purchased product shall be dependent
upon the effect of the purchased product on subsequent product realization or the final product.

ZH G300 ZBURF DR PR ) B4 it 4 6 R AR R K o o B3t T AR SR U F 7 it SEEAT P2 1) ) 7 XA A
JE£ D6 25U R T SR M PR 7 it o AT J 7 o P S T B e 2 7 i PR SR

The organization shall evaluate and select suppliers based on their ability to supply products in
accordance with the organization’s requirements. Criteria for selection, evaluation, and re-evaluation
shall be established. Records of the results of evaluations and any necessary actions arising from the
evaluation shall be maintained (see 4.2.4)

AL ARG BT PR A LB SR A7 i B BE IR PP AL $E . AU LI FE . PP AT ELFTPF
W IbsitE . D ZGES PR AR AR BRIP4 ™ AR I E T I 45 R iE % (S H4.2.4)

NOTE 1: Purchased products above include all products and services that affect customer
requirements such as subassembly, sequencing, sorting, and rework and calibration
services.

Bzl BA ORI T S QIETA M E R KA a8 F S Ae R g, de: SR B 2

£, BIAARERSG.

NOTE 2: When there are mergers, acquisitions or affiliations associated with suppliers, the
organization should verify the continuity of the supplier’s quality management system and
its effectiveness.
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&E2: WwEFTETIHELSH. MW ImBERT, AEERIIE TR EERRZIFENR
Fa Bk

7.4.1.1 Regulatory conformity
fFaE A
All purchased products or materials used in product shall conform to applicable regulatory
requirements.

P77 it 277 B BT SR £ 7 e BSORA ARk B2 4 20356 A2 3 FH RV K

7.4.1.2 Supplier quality management system development

BT MBS B RKITTR
The organization shall perform supplier quality management system development with the goal of
supplier conformity with this Technical Specification. Conformity with 1ISO 9001:2008 is the first step
in achieving this goal.
HL LIRS 77 & A FARINE Y H AR RIT R BT KBRS PR &R . £751S09001:2008 572
KA AR — 2

NOTE: The prioritization of suppliers for development depends upon, for example, the supplier’s
quality performance and the importance of the product supplied.
FiE: BHTF RGN LR ETHET R EFRGARITRME Fmey T 24,

Unless otherwise specified by the customer, suppliers to the organization shall be third party
registered to 1SO 9001:2008 by an accredited third-party certification body.
BrAREUR A TR, HLRET B ATEES 55 =7 INIEHLE 1SO9001:2008 FVE i«

7.4.1.3 Customer-approved sources
Js L HE Bt T

Where specified by the contract (e.g. customer engineering drawing, specification), the
organization shall purchase products, materials or services from approved sources.

LA RER (Flanmis i) TR e , A D ANEZ e € A7 o R i
BRI IR 55 o

The use of customer-designated sources, including tool/gauge suppliers, does not relieve the
organization of the responsibility for ensuring the quality of purchased products.

KA E T, S TRERNMETT, AR RBRA DI T5 B 0/ it 5 & 1) 5T

7.4.2 Purchasing information

RS L

I1SO 9001:2008, Quality management systems — Requirements

Purchasing information shall describe the product to be purchased, including where appropriate
KIEAE S AL 2B BT R I = iy, LR A 1
a) Requirements for approval of product, procedures, processes and equipment,

Pl R RE. AL ER
b) Requirements for qualification of personnel, and

NG BRMESR, M
¢) Quality management system requirements.

Joi R AR R K
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The organization shall ensure the adequacy of specified purchase requirements prior to their
communication to the supplier.
AL ZBE -5 A7 AT 140382 AT T ME AR I SR A 2«

7.4.3 Verification of purchased product

R it ) 56 E

1SO 9001:2008, Quality management systems — Requirements

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

ZH 20 20U ST N ST A ORR D) B0 7 ity BE AT 6 A0 A SR 5K B 6 A e o B L B VR )

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.

2 23 2 ZA 1 A PR AE (L 07 A AT SR I, ZH 206 2R SR I S8 Hh I AE T ) B E 22
A S TBAT B 7532

7.4.3.1 Incoming product quality
BERL= 5 R
The organization shall have a process to assure the quality of purchased product (see 7.4.3)
utilizing one or more of the following methods:

MLV — R DU ORI ™= i B g (07.4.3) , I T 51— BTe 2 T i) 77 1 -
—receipt of, and evaluation of, statistical data by the organization;

HL KRBT PEN Ge vt Hdhs
—receiving inspection and/or testing such as sampling based on performance;

BERe I A N, AN 58 DR SE G A T 1k
—second- or third-party assessments or audits of supplier sites, when coupled with records of

acceptable delivered product quality;

FEAETT A PAT B SR 05 BER =5 PP B A%, LGS s AT R A2 ) B SR

— part evaluation by a designated laboratory;

ZIHE A M 1) S 50 3 ST 1) 2 LA PEA
—another method agreed with the customer.

Fe i [/ = i) 72

7.4.3.2 Supplier monitoring
HET7 B B

Supplier performance shall be monitored through the following indicators:

HET7 GO A T S FRFR R

—delivered product quality;
ACAT R it o

—customer disruptions including field returns;
K-S =Y RN L JREEIN 75 IR

—delivery schedule performance (including incidents of premium freight);
ARG (RSB

—special status customer notifications related to quality or delivery issues.
55 o B AT B i) U 5 R BB R AR T AR 7
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The organization shall promote supplier monitoring of the performance of their manufacturing
processes

AR AT AT B A I AR S0

7.5 Production and service provision
AR R 55 SR A3t
7.5.1 Control of production and service provision
A 70 R 55 SRR
I1SO 9001:2008, Quality management systems - Requirements
The organization shall plan and carry out production and service provision under controlled
conditions Controlled conditions shall include, as applicable
VL ITHE R 45 I SR AF T SRR R I A = MR S5 FR 44, 3& i, 245 kA
a) The availability of information that describes the characteristics of the product,
PR R A5 SRR A
b) The availability of work instructions, as necessary,
WER, ARNVAE T IE A
c) The use of suitable equipment,
ol A 3 2 B A
d) The availability and use of monitoring and measuring equipment,
Mo A2 AR B R ) A
e) The implementation of monitoring and measurement, and
Mo AR B ) S i
f) The implementation of product release, delivery and post-delivery activities.

77l R SEAS AN AT Ja B3 Bl A St o

7.5.1.1 Control plan
PR
The organization shall
HLA 0
—develop control plans (see annex A) at the system, subsystem, component and/or material level

for the product supplied, including those for processes producing bulk materials as well as
parts, and

Xof TR i R R G ?%%\Q%W&%ﬂﬁ%FdLﬂk SRR I OB %
A BFERA PR AR R I L AR F

—have a control plan for pre-launch and production that takes into account the design FMEA and
manufacturing process FMEA outputs.
AT BT FMEAR & I AR FMEA% 2% R AE 7 A IE A P i il TR

The control plan shall

FEf TR L 20

— list the controls used for the manufacturing process control,
A1) ) 3 e s o) P 30

—include methods for monitoring of control exercised over special characteristics (see 7.3.2.3)
defined by both the customer and the organization,

B B AL HT ) AT R IR AR S I E TR (7.3.2.3)
— mclude the customer-required information, if any, and
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BEEEERIELS, R, M
— initiate the specified reaction plan (see 8.2.3.1) when the process becomes unstable or not
statistically capable.
]38 SRR ARG AN TE BT RE AN I R A 4R E I SO TR (H8.2.3.1) .
Control plans shall be reviewed and updated when any change occurs affecting product,
manufacturing process, measurement, logistics, supply sources or FMEA (see 7.1.4).
AR R R G RE . WE. B, ERORIEEFMEA (IL7.1.4) B, W20
PN ) -l

NOTE: Customer approval may be required after review or update of the control plan.
Fix: BRI X ARG TR E B E A,

7.5.1.2 Work instructions
e ie S+

The organization shall prepare documented work instructions for all employees having
responsibilities for the operation of processes that impact product quality. These instructions shall be
accessible for use at the workstation.

LA ZBUN T B ST R R i B (R AR 4 L B Rk 30, XE/EliE 3
FAE TARG P04 5y BUAS -

These instructions shall be derived from sources such as the quality plan, the control plan and the
product realization process.

24 S B BT SR G SE IS AR AR Bk

7.5.1.3 Verification of job set-ups
YNV RE F SR UE

Job set-ups shall be verified whenever performed, such as an initial run of a job, material
changeover or job change.

AT AR B A% 58 A MV ¥ 8 S5 DA AU LABGAIE,  WifEMVIF 4R MEETE . (AR,

Work instructions shall be available for set-up personnel. The organization shall use statistical
methods of verification where applicable.

YEMbAE S it g T AT BOE N Lo &I, 2L 2 St 177 4T 300k

NOTE: Last-off-part comparisons are recommended.
Bk EBOR A RARLE A T ik

7.5.1.4 Preventive and predictive maintenance
T R T 12 4 3

The organization shall identify key process equipment and provide resources for
machine/equipment maintenance and develop an effective planned total preventive maintenance system.
As a minimum, this system shall include the following:

PR R AR ¥ o6, JF HLER ol i) B DAL X Lep L g/, RN 61T —&FH
RICHA) R ) 2 T T R TR EE o 2% 1) 8 2/ DA 0, 47
planned maintenance activities;
AR R IRIE S

— Packaging and preservation of equipment, tooling and gauging;

NV LHAE B A Ry

© IS0 2009 - All rights reserved

© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, ©Ford Motor Company, ©General Motors Corp. — All rights reserved
©PSA Peugeot Citroen, ©Renault— All rights reserved




ISO/TS 16949:2009(E)
— Availability of replacement parts for key manufacturing equipment;

G R B B T B4
— Documenting, evaluating and improving maintenance objectives.
S PPN R SO TR CR TR E R
The organization shall utilize predictive maintenance methods to continually improve the
effectiveness and the efficiency of production equipment.

WA ZBORAE TR 1 1) DR TR T3 92 CARF 82 250 A 7 B3 IO 0GR AT 2k

7.5.1.5 Management of production tooling
A TARERE
The organization shall provide resources for tool and gauge design, fabrication and verification
activities. The organization shall establish and implement a system for production tooling management
including:
HEN e gt AT T R AR BT $lE R AR B B o 220 20 1T R0 S it A B A
THH RS, HAE:
— Maintenance and repair facilities and personnel;
TRIEAYEAE BB AT N 52 5
— Storage and recovery;
tA- T35
— Set-up;
WH
— Tool-change programmers for perishable tools;
Zy 53 T B S )
— Tool design modification documentation, including engineering change level;
ELFEAE TAE S SUZE N I B AN AR B ST A
— Tool modification and revision to documentation;
T BB A s
— Tool identification, defining the status, such as production, repair or disposal.
e THAPIRE, . A=l B E .
The organization shall implement a system to monitor these activities if any work is outsourced.
AR ) L BARMZR A, ZH 200 25 S it M B X ARV &R G

NOTE: This requirement also applies to the availability of tools for vehicle service parts.
BiE: WMERFELER T BARSF T,

7.5.1.6 Production scheduling
4 H B
Production shall be scheduled in order to meet customer requirements, such as just in time
supported by an information system that permits access to production information at key stages of the
process and is order driven.
W IR A P HERE LAk U 25K, an s ViU 1) EES AR B, JF HOg 1T 3 3 ) 2R 75 R
Wl E B R G SCRRAERLAE (ITD .

7.5.1.7 Feedback of information from service
k%515 B B R R
A process for communication of information on service concerns to manufacturing, engineering
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and design activities shall be established and maintained.

WA e ANGERF— BB . KRS RIS, WG HlG. TR AR,

NOTE: The intent of the addition of “service concerns” to these subclasses is to ensure that the
organization is aware of nonconformities that occur external to its organization.

Bk RS A KRBFEWERRZZHRAL NIRRT FRELEBLEIRGTFEFN,

7.5.1.8 Service agreement with customer
5B % Kk % il
When there is a service agreement with the customer, the organization shall verify the
effectiveness of
5 R IE R S5 VSO, ZHZA AEGHIE DA R I H A R
— Any organization service centers,
HZAEAT— DRSS 0
— Any special-purpose tools or measurement equipment, and
FEARTRERR o TR B A&
— The training of service personnel.

25 N SR EIRE o

7.5.2 Validation of processes for production and service provision

A AR S SR AL

ISO 9001:2008, Quality management systems — Requirements
The organization shall validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement. and, as a consequence,
deficiencies become apparent only after the product is in use or the service has been delivered.
AR P R R S5 S A T R ) A A B E S 2 ) M A B AR RIS, g ) RE 7 s A5 FH S B
MR 2554 Ja A RIS, ZHZA R T AR I A 1) i R STt DA
Validation shall demonstrate the ability of these processes to achieve planned results.
BT 20 Ji IR S 1 A 21 B 78 SRR 4 SR R
The organization shall establish arrangements for these processes including, as applicable
LU IR IR B RN (R 22 HE, &, A EE.
a) Defined criteria for review and approval of the processes,
ik RV A RIS I B T PRI RS v 5
b) Approval of equipment and qualification of personnel,
WA AN 51 B B A% BT
c) Use of specific methods and procedures,
R TR AR e 1 A5
d) Requirements for records (see 4.2.4), and
WRPER (Z2N4.2.4) ;
e) Revalidation.

FRXHIN o

7.5.2.1 Validation of processes for production and service provision — Supplemental
AEFERI RS RERFIA—F T
The requirements of 7.5.2 shall apply to all processes for production and service provision.
25 3C7.5. 20620 N FH B BT A A P2 R &5 3 AR it A2
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7.5.3 Identification and traceability
PR OH A GE B
I1SO 9001:2008, Quality management systems — Requirements

Where appropriate, the organization shall identify the product by suitable means throughout
product realization.

W, LD AR A il SR A o DU 24 () 7 VAR R

The organization shall identify the product status with respect to monitoring and measurement
requirements throughout product realization.

YR RAE = i LI A R, X A AN B SR U R IR

Where traceability is a requirement, the organization shall control and record the unique
identification of the product (see 4.2.4).

BRI, HZU R A SR i B ME— R (3 H4.2.4)

NOTE: In some industry sectors, configuration management is a means by which identification
and traceability are maintained.
FiE: ARSI, BABKRESEEG T EARIR AL PR L,

NOTE: Inspection and test status is not indicated by the location of product in the production flow
unless inherently obvious, such as material in an automated production transfer process.
Alternatives are permitted, if the status is clearly identified, documented and achieve the
designated purpose.

BiE: Foufe BF A AP 0 B SRR 5K E B AR, RIFARARS
W, defe QA BIAZGMA. RT B EFFBIAZZIN, S RNXKRILAE

WA RN, REASERR B, EasiAE B IRIISIAHFRS R E
FRARIR

7.5.3.1 Identification and traceability — Supplemental
R ALE#—HTE

The words “Where appropriate” in 7.5.3 shall not apply.

FE7.5.39H) “adi N A

7.5.4 Customer property

B = M
I1SO 9001:2008, Quality management systems — Requirements

The organization shall exercise care with customer property while it is under the organization's
control or being used by the organization. The organization shall identify, verify, protect and safeguard
customer property provided for use or incorporation into the product. If any customer property is lost,
damaged or otherwise found to be unsuitable for use, the organization shall be report to this to the
customer and maintained records (see 4.2.4).

A IV A AR N BOE AR G R, ZH A 0 e 1 W = AT B, L0
WO ZBURT TS iR At 2 20 2 B 2L B ity BRI (A0 7 AT S5 001« SR ARIFORIBIT B o 2 SRAT AT ot
B P A L R AR BN IE FH B L, L2306 2 [l B 4 5 I BL4EP Il s (B 04.2.4)

NOTE: Customer property can include intellectual property and personal date.

E: BEM T QIR T AN B

NOTE: Customer-owned returnable packaging is included in this clause.
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Gik: B KALQ G TIUEPA T SIS A

7.5.4.1 Customer-owned production tooling

JBiEs A B A TR
Customer-owned tools, manufacturing, test, inspection tooling and equipment shall be permanently
marked so that the ownership of each item is visible, and can be determined.

R TIAT 00 R i I A6 A RN i 46 b ZU T K A Bl B A P AT L RE—
H 1%

7.5.5 Preservation of product

7 B

1SO 9001:2008, Quality management systems — Requirements
The organization shall preserve the product during internal processing and delivery to the intended
destination in order to requirements. As applicable preservation shall include identification, handling,
packaging storage and protection. Preservation shall also apply to the constituent parts of a product.
ZH 205 242 BRI S SR AE P 3 1100 R R A ) T () B R AT A P I R ot 7 B AT IR A
ﬁéﬁﬁ%%ﬁ@%%w\% AL EAAARAE . ORI R RS T T e AL RS 69 o

7.5.5.1 Storage and inventory
i fF M EfFE

In order to detect deterioration, the condition of product in stock shall be assessed at appropriate
planned intervals.

ORI ARG, I ZAE TR AR 3 2 ] P £ 2 il R

The organization shall use an inventory management system to optimize inventory turns over
time and assure stock rotation, such as “first-in-first-out” (FIFO). Obsolete product shall be
controlled in a similar manner to nonconforming product.

HZ 00U FH A7 3 AR G IR A7 R B 30 . i IR BRI R &, i “ St S (FIFOD 7 .
JRTF 7 i Wb 2 LA AL AN 6 it B AR T VAT 128

7.6 Control of monitoring and measuring equipment

WE AN E R & E

1SO 9001:2008, Quality management systems - Requirements

The organization shall determine the monitoring and measurement to be undertaken and the
monitoring and measuring equipment needed to provide evidence of conformity of product to
determined requirements.

LA I e PR B W AR B 7925, B O it 5 B 5 S SRARAT B SR SHAIE SR T 5 B0 4

A ETX%’Q

The organization shall establish processes to ensure that monitoring and measurement can be
carried out and are carried out in a manner that is consistent with the monitoring and measurement
requirements.

LA 558 ST AR CAR O B A AT B AT, Ho S MR & R — B0 75 sk
7.

Where necessary to ensure valid results, measuring equipment shall

NERIREE R IR TS LA

a) Be calibrated or verified, or both, at specified intervals, or prior to use, against measurement

standards traceable to international or national measurement standards; where no such
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standards exist, the basis used for calibration or verification shall be recorded (see 4.2.4);
FEFITE FRY IS 1) ) o B A58 P 5 5 0 2 TR o ) 0 s A R 2 P 00 B s R AT AR YR AR
AR BAMFAE LRARIER, ARSI E A Al e % (3 04.2.4)
b) Be adjusted or re-adjusted as necessary;
FE 0B I AT U 8 B R U

c) Have identified in order to determine its calibration status;
HAPRR,  BLfE HAR AR A

d) Be safeguarded from adjustments that would invalidate the measurement result;
A 1975 47 2 A, IR U AN 24 1T A 0 8 5 R R 2

e) Be protected from damage and deterioration during handling, maintenance and storage.
PRI E G AEYOD | LS AN A7 I AR AN AR S5

In addition, the organization shall assess and record the validity of the previous measuring results
when the equipment is found not to conform to requirements. The organization shall take appropriate
action on the equipment and any product affected.

AN, BRI SERA BN, AL E ME S LLRTIN & 45 R A 2ot A2
ZBUNS V2% MR ART 52 508 £ 7 it SR DO =4 PR it

Records of the results of calibration and verification shall be maintained (see 4.2.4).

DI RER A S R HIE % (2 04.2.4)

When used in the monitoring and measurement of specified requirements, the ability of computer
software to satisfy the intended application shall be confirmed. This shall be undertaken prior to initial
use and reconfirmed as necessary.

2T M PR E BRI, A T ST 2 TIPS T B RE T o LIS B L 25 E
B AT AT AT AR 0 ZEI ERT A A

NOTE: Confirmation of the ability of computer software to satisfy the intended application would

typically include its verification and configuration management to maintain its suitability

for use.
Zik: AT E B AR R AR ) G A ik O AE iR AR E R B E
¥,

NOTE: A number or other identifier traceable to the device calibration record meets the intent of
requirement c) above.
FiE: BB AMNBEREEKYGZRIN BT LTHILAELK,

7.6.1 Measurement system analysis
W E RS D

Statistical studies shall be conducted to analyses the variation present in the results of each type of
measuring and test equipment system. This requirement shall apply to measurement systems referenced
in the control plan. The analytical methods and acceptance criteria used shall conform to those in
customer reference manuals on measurement systems analysis. Other analytical methods and
acceptance criteria may be used if approved by the customer.

SETEIE 24 G v MR AT DA A &R A B & RGN A RN AR 22 o LB SR 0 2
T R B A R AR G TR 3 A T R AR O A T S I R R R S S
F WL o

7.6.2 Calibration/verification records

RAE/RAETE

© IS0 2009 - All rights reserved
© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, ©Ford Motor Company, ©General Motors Corp. — All rights reserved
©PSA Peugeot Citroen, ©Renault— All rights reserved




ISO/TS 16949:2009(E)
Records of the calibration/verification activity for all gauges, measuring and test equipment,
needed to provide evidence of conformity of product to determined requirements, including employee-
and customer-owned equipment, shall include
&R MEMRR A, OF R TTHRRMBEARERMREESICS, ©BAH,
T
—equipment identification, including the measurement standard against which the equipment is
calibrated,
VA& IR, AR R AR ot HE A A A
—revisions following engineering changes,
1 TR AT AT
—any out-of-specification readings as received for calibration/verification,
PSR/ IE I SR AT FA AT AR B H Y 52 8
—an assessment of the impact of out-of-specification condition,
7 EE R ) TS ORI SR B PPl
—statements of conformity to specification after calibration/verification, and
FAEISGAIE J5 B R AT A B 4518
—notification to the customer if suspect product or material has been shipped.

WA R BRI 7 i BOR RHERE OB R

7.6.3 Laboratory requirements
W oE E K
7.6.3.1 Internal laboratory
WS R
An organization’s internal laboratory facility shall have a defined scope that includes its capability
to perform the required inspection, test or calibration services. This laboratory scope shall be included
in the quality management system documentation. The laboratory shall specify and implement, as a
minimum, technical requirements for
ZLZA P FR S 06 2 Wt 6 AR T L BEAT T R ARG 56 X e v AR 55 B RE JJ B L, AR o
YA R MBS LR EVE . SR E WA G FAIEARER, fE:
— adequacy of the laboratory procedures,
S 3 R IR0
— competency of the laboratory personnel,
SEIG A N LR B A
— testing of the product,
e L
— capability to perform these services correctly, traceable to the relevant process standard (such
as ASTM, EN, etc.); And
IEH R AR X e e fE y, ATIE M BIAH S bR e (ANASTM, EN%E)
— review of the related records.

SR A PP

NOTE: Accreditation to ISO/IEC 17025 may be used to demonstrate supplier in-house laboratory
conformity to this requirement but is not mandatory.
%iE: ISO/EC17025A4E 7T it Bl TR AL 77 AR R I T3 b R &0, 2R REH M
a9,
© IS0 2009 - All rights reserved

© ANFIA, © FIEV, © SMMT, © VDA, © Chrysler, ©Ford Motor Company, ©General Motors Corp. — All rights reserved
©PSA Peugeot Citroen, ©Renault— All rights reserved



ISO/TS 16949:2009(E)

7.6.3.2 External laboratory
VL
External/commercial/independent laboratory facilities used for inspection, test or calibration
services by the organization shall have a defined laboratory scope that includes the capability to
perform the required inspection, test or calibration, and either
AV T A P A 5T S A A e« DA R #E IR 55 1 SE 5 5 B A AR AT, HEAT P
BRI B BRI REYEHE, IE A
—there shall be evidence that the external laboratory is acceptable to the customer, or
WA P UEHE UE B A S 5 AT i 2 452 s B
—the laboratory shall be accredited to ISO/IEC 17025 or national equivalent.
S = A Z1F B ISO/IECL 70253 AH 45 [ R 2 N T

NOTE 1: Such evidence may be demonstrated by customer assessment, for example, or by
customer-approved second-party assessment that the laboratory meets the intent of
ISO/IEC 17025 or national equivalent.

Fixl: ERIERTTALAGIEN], Bl EISE, RAFEINT Y, # ZISO/IEC17025 2% 48 %

TRNARGFIHRTH TNk,

NOTE 2: when a qualified laboratory is not available for a given piece of equipment, calibration
services may be performed by the equipment manufacturer. In such cases, the
organization should ensure that the requirements listed in 7.6.3.1 have been met.

FiE2: BEZTANFEREHRZ EMAREN, KBRS TR B IXEFERMAT. £ZPT,

48 42 7 AR AR B 307.6.3.12 % K S AR A,

8 Measurement, analysis and improvement
T 73 HrA st
8.1 General

ps|
1ISO 9001:2008, Quality management systems — Requirements
The organization shall plan and implement the monitoring, measurement, analysis and
improvement processes needed
ML RISt LB B P EAT A a0 M A ek i I 7%
a) to demonstrate conformity to product requirements,
JEILF i ESR B4 AP
b) to ensure conformity of the quality management system, and
B PR o B AR R I AT B 12k
c) to continually improve the effectiveness of the quality management system.
R U IR T AR AR I
This shall include determination of applicable methods, including statistical techniques, and the
extent of their use.

XL TR R I 7 CEARGETHEIR) FIE FH AR R

8.1.1 Identification of statistical tools
WE 4% TR
Appropriate statistical tools for each process shall be determined during advance quality planning
and included in the control plan.
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W ZBRAE S 3 7 it o B SR PO & TGS AR g 1 2 W Ge it T AR RIS AR dTH R

8.1.2 Knowledge of basic statistical concepts
XSG B E R
Basic statistical concepts, such as variation, control (stability), process capability and
over-adjustment shall be understood and utilized throughout the organization.

MANI N LI T fRFFREE M ag it St S, nAe s, W fedad] Gt
FERE /7 b id FE TR %2

8.2 Monitoring and measurement
kg mE N
8.2.1 Customer satisfaction

- -

ISO 9001:2008, Quality management systems — Requirements
As one of the measurements of the performance of the quality management system, the
organization shall monitor information relating to customer perception as to whether the organization
has met customer requirements. The methods for obtaining and using this information shall be
determined.
Ve i o F PR RV B T 2 — AL 2500 i 25 8 i 2H 2 153 2 o 2 SR 45 B
BEAT A% o FRBONME X — 15 B 1 7 V2 0 €
NOTE: Monitoring customer perception can include obtaining input from sources such as
customer satisfaction surveys, customer data on delivered product quality, user opinion
surveys, lost business analysis, compliments, warranty claims and dealer reports.
Bix: BOUMERLTAQEAN B M ERERAE, RAMEVXTIFZRRET @
K. RPELALE, RRLF . MERY. FEREHHREZILORBRSF
#ﬁj\o

NOTE: Consideration should be given to both internal and external customers.
Bz UEHERIZE G NI AI I E

8.2.1.1 Customer satisfaction — Supplemental
T2 B —Ah 7R
Customer satisfaction with the organization shall be monitored through continual evaluation of
performance of the realization processes. Performance indicators shall be based on objective data and
include, but not be limited to:
Jagi s 3ot AL 2R ) e B ZBE A SR B AR SR F SRV R B o BGOSR BT 06 U AR 2 I B e
HaE, EARRT:
—delivered part quality performance,
ASAF A B E SR
—customer disruptions including field returns,
Jaizs 1B [ 25 A I 37 3R [
—delivery schedule performance (including incidents of premium freight), and
AATHERT ISR (RS dtE S FaE)
—customer notifications related to quality or delivery issues.
55 ot B AT B e A S BB A IR L A 75
The organization shall monitor the performance of manufacturing processes to demonstrate
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compliance with customer requirements for product quality and efficiency of the process.

A 25 s A 3 S R SO LAIE B AT 5 U 7 it o AT AR RCR B K

8.2.2 Internal audit

N HE
ISO 9001:2008, Quality management systems — Requirements

The organization shall conduct internal audits at planned intervals to determine whether the quality
management system

LA Z5H R B I R) [R) R HEAT A H A%, DALOUE B PR R 2T

a) Conforms to the planned arrangements (see 7.1), to the requirements of this International

Standard and to the quality management system requirements established by the organization,

and

St RIe e 5A E B 22 R A 23 i 57 1) Jon B BAR R I ER AT A A

b) Is effectively implemented and maintained.

A R S AN AR

An audit programmer shall be planned, taking into consideration the status and importance of the
processes and areas to be audited, as well as the results of previous audits. The audit criteria, scope,
frequency and methods shall be defined. The selection of auditors and conduct of audits shall ensure
objectivity and impartiality of the audit process. Auditors shall not audit their own work.

AL TR B8 22 HE 0 2575 FE A B A% Y 3 R MY [X Sy S o R 2850 A DU DART ) A% 5 SR . o
IR E B AL ARUE . YO FE L SRR ANV A G PR A6 3R B A AT 0 20U PR B A R 1R 2 AT
IEME. HAZ AR AT OB LA

A documented procedure shall be established to define the responsibilities and requirements for
planning and conducting audits, establishing records and reporting results.

AN SRR T, DA SCHRAZ ISR STt TE R s LA AR 35 45 R A HR ST FEEsk .

Records of the audits and their results shall be maintained (see 4.2.4).

Y AL AR (S 4.2.4)

The management responsible for the area being audited shall ensure that any necessary correction
and correction actions are taken without undue delay to eliminate detected nonconformities and their
causes.

Wl B A X3 L 0 U R A BT b SR L0 S () 21 TE RN 2] TE48 it DAY B A 3 PRI AN 5 R G
JiR AT o

Follow-up activities shall include the verification of the actions taken and the reporting of
verification results (see 8.5.2).

J& EEE AE B AL FE R ORI HE I B S e A SR S SR i (= 8.5.2) .

NOTE: See ISO 10011 for guidance.

%ix: £ I1S019011-F 1

8.2.2.1 Quality management system audit
REEEMKRFK
The organization shall audit its quality management system to verify compliance with this
Technical Specification and any additional quality management system requirements.

A2 e A% It T PR AR DAL 5 AR B IV AT A PRI ) o B 7 AR R BRI 5 1

8.2.2.2 Manufacturing process audit
fil & d B W%
The organization shall audit each manufacturing process to determine its effectiveness.
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LS G REHEAT B A%, A e A R E

8.2.2.3 Product audit
o &

The organization shall audit products at appropriate stages of production and delivery to verify
conformity to all specified requirements, such as product dimensions, functionality, packaging and
Iabeling at a defined frequency.

HEA B LA SE BOPRZEAE AR 7 ()38 24 BO 7 il S A2 DA% L AT B 4% AR 5 BT #
%MEX,Mﬁmﬁfxﬂm\ A, PR AL,

8.2.2.4 Internal audit plans
PR B %R

Internal audits shall cover all quality management related processes, activities and shifts, and shall
be scheduled according to an annual plan.

PP A R 2R 5 i A 5 I B SR I R S TSI AIPEIR, I EARE A AR
T HE .

When internal/external nonconformities or customer complaints occur, the audit frequency shall be
appropriately increased.

R AE WIS A% BB A AR, B R RER A A 2 2 1

NOTE: Specific checklist should be used for each audit.
FiE: BREGERRNERHERE,

8.2.2.5 Internal auditor qualification
WO O RO
The organization shall have internal auditors who are qualified to audit the requirements of this
Technical Specification (see 6.2.2.2).
LB ITH Bk BN A8 A% SR A RO E (I16.2.2.2)

8.2.3 Monitoring and measurement of processes

HEKMKEEMNE

1SO 9001:2008, Quality management systems — Requirements
The organization shall apply suitable methods for monitoring and, where applicable, measurement
of the quality management system processes. These methods shall demonstrate the ability of the
processes to achieve planned results. When planned results are not achieved, correction and corrective
action shall be taken, as appropriate.
2H 40 20 T3 24 B 7V M A R 3 2 T 0 B o B A R AR . I8 Ty vk e e I o AR
TR S5 RAIRET) . BRI G R B IE R, &, DBACRI IEMIZ] IE 5t .

NOTE: When determining suitable methods, it is advisable that the organization consider the type
and extent of monitoring or measurement appropriate to each of its processes in relation to
their impact on the conformity to product requirements and on the effectiveness of the
quality management system.

%&:E%&kﬂ%ﬁ&ﬁ 1B GARB AN TALA B B KA AR 2 B KR A K
MAgFeh, FEBAFNE 0 XA 542 K

8.2.3.1 Monitoring and measurement of manufacturing processes
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il EKNEEMNE

The organization shall perform process studies on all new manufacturing (including assembly or
sequencing) processes to verify process capability and to provide additional input for process control.
The results of process studies shall be documented with specifications, where applicable, for means of
production, measurement and test, and maintenance instructions. These documents shall include
objectives for manufacturing process capability, reliability, maintainability and availability, as well as
acceptance criteria.

MW IAE AW HNERE (B 2225 ) SERt R 78 A RE se g, FEER LB I
a2 AR o I ARAIT T S IR AL AT RS I LS A, & I LR A = L IR A S S AR TR I
etz R E A ARRE ) FIEERE . RTAEMEPEAT AT I, RO RAE R H AR

The organization shall maintain manufacturing process capability or performance as specified by
the customer part approval process requirements. The organization shall ensure that the control plan
and process flow diagram are implemented, including adherence to the specified

H AL I YERF 25 1 22 A I AR I 48 5 IS AR RE LR o 2 2 DR ol 11 Rl A
AR B AT, AR5 R A I HLE -

—measurement techniques,

B HAR

—sampling plans,

FhRE T %

—acceptance criteria, and

Felehrite; i

—reaction plans when acceptance criteria are not met.

AN S BRSPS IS 1R SN 1K)

Significant process events, such as tool change or machine repair, shall be recorded.

BB, W TR E AN T BB ER LA T 6 L

The organization shall initiate a reaction plan from the control plan for characteristics that are
either not statistically capable or are unstable. These reaction plans shall include containment of
product and 100 % inspection as appropriate. A corrective action plan shall then be completed by the
organization, indicating specific timing and assigned responsibilities to assure that the process becomes
stable and capable. The plans shall be reviewed with and approved by the customer when so required.

H AL R IR ) TH R CAE R R rh 309 ANER E BURE AN AR PR R HA O 24 ) S
THRI e SONE TR LA 2 i 1 AR AN R £ 100 %R . A ORI AR ARG AR E AT RE
20 2058 1 TR 3 P AN T AR R I A TEFE Tt TH K] o B LRI, 20 RIKe B2 17 o At

The organization shall maintain records of effective dates of process changes.

AL RS AR AR S AR R H I iE 3%

8.2.4 Monitoring and measurement of product

R OR B R B

ISO 9001:2008, Quality management systems — Requirements

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 7.1). Evidence of conformity with the
acceptance criteria shall be maintained.

A Z D ZBU AN 5 7 ot XA UG IR 7 it ) R A A2 o IR A AT IR T R B 22 HELE 7™
LG SR BT (070 o 2877 SEIUE R I A BUHAT o SLORRRRT S R USCHE I PRI IR
1.
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Records shall indicate the person(s) authorizing release of product for delivery to the customer (see
4.2.4).
WS MAR WA AURAT P i LA s AN (2 04.2.4) .

The release of product and delivery of service to the customer shall not proceed until all the
planned arrangements (see 7.1) have been satisfactorily completed, unless otherwise approved by a
relevant authority, and where applicable by the customer.

FRARAF B BN AL, & I 1S 2 s gt , S NE SRR 2 (7.1 CIRNH
SERHT, AN ] B T T 7 i A SE A RS

NOTE: When selecting product parameters to monitor compliance to specified internal and
external requirements, the organization determines the types of product characteristics,
leading to

FiE: BRB SRS HAB B R G N F bR B RGN, BER TR S LA

19 :
— The types of measurement,
nE £LA
— Suitable measurement means, and
E LN g T ik; Fe
— The capability and skills required.
P& 69 he /) Fe Rt .

8.2.4.1 Layout inspection and functional testing
e R~k S5 760
A layout inspection and a functional verification to applicable customer engineering material and
performance standards shall be performed for each product as specified in the control plans. Results
shall be available for customer review.

TR R o M SR P 51 T R R R BT A3 72 AT 4 R
Yo TR . $ 4k HLAA BT LI P

NOTE: Layout inspection is the complete measurement of all product dimensions shown on the
design records.

%iz: ERTEERE I FABT RO TR TZENNE,

8.2.4.2 Appearance items

4 W B H
For organizations manufacturing parts designated by the customer as “appearance items”, the
organization shall provide:

HEH)E BRI A E N “IIITH I, HGUL SR

—appropriate resources including lighting for evaluation,

T TR AL PR F R B

—masters for color, grain, gloss, metallic brilliance, texture, distinctness of image (DOI), as
appropriate, maintenance and control of appearance masters and evaluation equipment, and
AELHIPE. SO0, DU, SJEs. AT R UM (DOD MIFRHERES, XM ULEL
X AR AEAE AN E B O ORFRANFE ] BAAL

—verification that personnel making appearance evaluations are competent and qualified to do so.
MNEE A 78 VN R B B8 IE BEA%
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8.3 Control of nonconforming product

A& ¥ W E

1ISO 9001:2008, Quality management systems — Requirements
The organization shall ensure that product which does not conform to product requirements is
identified and controlled to prevent its unintended use or delivery. A documented procedure shall be
established to define the controls and related responsibilities and authorities for dealing with
nonconforming product.
H IR AR AT G ZE SR I = i A UM AN ], DA (bR BACAT o 20 7 SO AL )
R, LAE UG R 32 1) LA AN G b A B A S HR 5T AR
Where applicable, the organization shall deal with nonconforming product by one or more of the
following ways:
w4, ALt PR — M 2 R 7 R A AN S A
a) By taking action to eliminate the detected nonconformity;
S BB it 5 B A I I AN 54
b) By authorizing its use, release or acceptance under concession by a relevant authority and,
where applicable, by the customer;
FEAH R BANE I 24 5 45 2 B2 I VP AT AU . R A G g
c) By taking action to preclude its original intended use or application.
R Tt AR L6 4 FH 3 iR S B A Bl H
d) by taking action appropriate to the effects, or potential effects, of the nonconformity when
nonconforming product is detected after delivery or use has started.
ULE AT BT A8 FH S R I S AN G g IR, ZH 23 SR B AN G A 1R s Vi) B3 6 2 il P 7 52
T L £ e o
When nonconforming product is corrected it shall be subject to re-verification to demonstrate
conformity to the requirements.
P A AR AER 15 L AT FRRIGAE DL IS EER AT &
Records of the nature of nonconformities and any subsequent actions taken, including concessions
obtained, shall be maintained (see 4.2.4).
PR AN B A% B o DA B JS PR B AR AT i i e 3%, A3 Frite e iR e (S0
42.4) .

8.3.1 Control of nonconforming product — Supplemental
ANErEmpER — #h7E
Product with unidentified or suspect status shall be classified as nonconforming product (see
7.5.3).
A VRIRAS BURT B 7 i b A R B O A S s il (L7.5.3)

8.3.2 Control of reworked product
IR 7= i F4E
Instructions for rework, including re-inspection requirements, shall be accessible to and utilized by
the appropriate personnel.

BE BRI EOR AR TAR LT T ARG N 5 5 IS S A

8.3.3 Customer information

BB
Customers shall be informed promptly in the event that nonconforming product has been shipped.
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NG S ATAT S NS RIVIE R o

8.3.4 Customer waiver
k9 €
The organization shall obtain a customer concession or deviation permit prior to further processing
whenever the product or manufacturing process is different from that which is currently approved.
R e 18 5 B R i B A FIF, 27— 28 R b AT 2H 20 Z A 5 R VB
W ZE VT .
The organization shall maintain a record of the expiration date or quantity authorized. The organization shall also

ensure compliance with the original or superseding specifications and requirements when the authorization expires.
Material shipped on an authorization shall be properly identified on each shipping container.

LV INYERF— A B T A ROV R B e ¢, B BUYIR Jm iy, ZH 230 20 R
it [ 52 TR O BB AR R AR B SR

This applies equally to purchase product. The organization shall agree with any requests from
suppliers before submission to the customer.

ST SR [F R A 00 200 FH T BT R 1) 7= ity o AL R ZRUTE S8 A 45 o5 2 T [ S (B 7 AT AT 3K

8.4 Analysis of data
REDHT

ISO 9001:2008, Quality management systems — Requirements

The organization shall determine, collect and analyses appropriate data to demonstrate the
suitability and effectiveness of the quality management system and to evaluate where continual
improvement of the effectiveness of the quality management system can be made. This shall include
data generated as a result of monitoring and measurement and from other relevant sources.

SV ASE « WCHRA ST 24 1 YR LR BB B B R O o VO 20, A R
L HAR AR A RACE AR WR L 7 T R A T R 8 A o X0 2 A A B A AT N R A AT R S Y R
RS EI b Ag S

The analysis of data shall provide information relating to

OB o BT L AR LT AR SR HAE B -

a) Customer satisfaction (see 8.2.1),

iR (Z20.8.2.0) .
b) Conformity to product requirements (see 8.2.4),
HrmERNFE (208.2.4)

c) Characteristics and trends of processes and products including opportunities for preventive

action(see8.2.3and8.2.4), and

REREAN B R S, AR IR AL 2s (2 008.2.3M18.2.4) ;

d) Suppliers.

5.

8.4.1 Analysis and use of data
BORL 23 M A1 LA
Trends in quality and operational performance shall be compared with progress toward objectives
and lead to action to support the following:
R EANWENL SR b A0S B ARIIE AR LA, FF R R LT 8 LSS R A1 B
—development of priorities for prompt solutions to customer-related problems;

55 T AR G 1r) PR e RT3 SR e 45
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—determination of key customer-related trends and correlation for status review, decision-making
and longer term planning;
T 78 SRR I 5 0 25 A OC () 2 BLE A A B G 2R, DL A & 3000 FF s ol SN S S 4l
—an information system for the timely reporting of product information arising from usage.
WRAE ] AL AR e S B BE B RS

NOTE: Data should be compared with those of competitors and/or appropriate benchmarks.
Bix: WHE GRS FA/ RE S e LR R LR,

8.5 Improvement
Besis
8.5.1Continual improvement

R i

ISO 9001:2008, Quality management systems — Requirements
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 actions and management review.
HEULAGEAT BRI R PR HbR. SRR TR, 2 IR0 e it A B e
X Jo B AR A B E AT R S 2ot

8.5.1.1 Continual improvement of the organization
HAR RS
The organization shall define a process for continual improvement (see examples in annex B of
I1SO 9004:2000).
HYLLAGE LRSI 2 (2 WISO 9004:2005 1 Hf 5%B) .

8.5.1.2 Manufacturing process improvement
il AR 0 ik
Manufacturing process improvement shall continually focus upon control and reduction of
variation in product characteristics and manufacturing process parameters.

2GR R R At B AR B TR T R PE AT RE S B PR A A PR AR 22

NOTE 1: Controlled characteristics are documented in the control plan.

FiEL: HFRAEME R PINAEH TR

NOTE 2: Continual improvement is implemented once manufacturing processes are capable and
stable, or product characteristics are predictable and meet customer requirements.

FiE2: BHIEIAZ LR AR R R S AT N, R A R SR e St .

8.5.2 Corrective action
8.5.2 2 IEHjt

ISO 9001:2008, Quality management systems — Requirements
The organization shall take action to eliminate the causes of nonconformities in order to prevent
recurrence. Corrective actions shall be appropriate to the effects of the nonconformities encountered. A
documented procedure shall be established to define requirements for
A 2N B A Tt AV B AN B SR ERI B (e FE P Ok A o A IEFE T 200 & T BT 2 A&
BRI o 2B ST SO A B e BT DA T B 25K
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a) Reviewing nonconformities (including customer complaints),
A ERE (BREBEE)

b) Determining the causes of nonconformities,
TR E AR 5L AL

c) Evaluating the need for action to ensure that nonconformities do not recur,
PR R 15 75 R B i A IR A G A A 2 B R AR

d) Determining and implementing action needed,
R 5 S it B 75 B4 Tt

e) Records of the results of action taken (see 4.2.4), and
WA RIFERI SR (Z0.4.24) ¢ A

f) Reviewing the effectiveness of the corrective action taken.

VPR TR R 0 24 (EH TR

8.5.2.1 Problem solving
Ie] R ) e R
The organization shall have a defined process for problem solving leading to root cause
identification and elimination.
A 200 2T T ffp-he 1) R A5 DA AR ol A0V o e ) B AR SR AL
If a customer-prescribed problem-solving format exists, the organization shall use the prescribed
format.

AR SR A7 I E A A ke T e A% 2, LA A0 DURERE PO UL

8.5.2.2 Error-proofing

HRE 1B
The organization shall use error-proofing methods in their corrective action process.
L Z 0 Z5AE 2 I AT A o A e A FE B A ) T

8.5.2.3 Corrective action impact
2 IE 8 e KRR
The organization shall apply to other similar processes and products the corrective action, and
controls implemented, to eliminate the cause of nonconformity.
LA 5 e AL R AN ity b N 4 RAT W A IR T 5 2 H R PR A S A% 1 JR AL

8.5.2.4 Rejected product test/analysis
TR TET 7 i XU 23 #

The organization shall analyses parts rejected by the customer's manufacturing plants, engineering
facilities and dealerships.

ZAGUL IO A B ) AR A S A 1 AL AR a] ) A AT 0 B

The organization shall minimize the cycle time of this process. Records of these analyses shall be
kept and made available upon request. The organization shall perform analysis and initiate corrective
action to prevent recurrence.

LU ] BEAE R A T RS Y S IS R) o X8 3 B BERMA TR AE,  HL U BRI AT R
ko BTk, HLUBAE A, FFE A IR .

NOTE: Cycle time related to rejected product analysis should be consistent with the determination
of root cause, corrective action and monitoring the effectiveness of implementation.
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ik AeiR W) e AT AR K89 B BART A 2 5 A B s R 2 B AT B Ae B4R SR A6 69 R AR —
o

8.5.3 Preventive action

B A

ISO 9001:2008, Quality management systems — Requirements
The organization shall determine action to eliminate the causes of potential nonconformities in
order to prevent their occurrence. Preventive actions shall be appropriate to the effects of the potential
problems. A documented procedure shall be established to define requirements for
LA I i it LAVH B AN S i BV AE SR R B LE AN B R A A o SR TSTS itk it 0 200 5 7%
FE [ R FEIR o 0 20U S ST AAR B P B DA T B 225K
a) Determining potential nonconformities and their causes,
RETELERIA G EATH R 5
b) Evaluating the need for action to prevent occurrence of nonconformities,
PR 2 11 /5 A BUAE it LA LE AN S A% B R
c) Determining and implementing action needed,
R 5 A SEZ it B 75 ) e Tt
d) Records of results of action taken (see 4.2.4), and
WSRPTRIUP TS5 R (20442
e) Reviewing the effectiveness of the preventive action taken.

DU BRI i MR
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Annex A

ffRA
(Normative)
Control plan
P
A.1 Phases of the control plan
PRI BB B
The control plan shall cover three distinct phases as appropriate.
P Rl 06 250 s = A B B R AN [T B
a) Prototype: a description of the dimensional measurements, material and performance tests that
will occur during building of the prototype. The organization shall have a prototype
control plan if required by the customer.
FEfR: REAEHIE AR TP AT R AR R I & . PRIV RE 0 O IR . WR A AT 25K, HE1
WA A G A2 A
b) Pre-launch: a description of the dimensional measurements, material and performance tests that
occur after prototype and before full production. Pre-launch is defined as a production
phase in the process of product realization which may be required after prototype
build.
WA FERERRE S . R AT R AR RTINS . ARV RE G F A . 7R sk
BURGRERE T, A P e SORRER IS e 7T BE SR AR 7 i BL.
c) Production: documentation of product/process characteristics, process controls, tests and
measurement systems that occur during mass production.
B EA P EIRAER P AR R AR RIGANI S R SR S
Each part shall have a control plan but, in many cases, family control plans may cover a number of
similar parts produced using a common process. Control plans are an output of the quality plan.
BAFHLAAERIR], BEMRZ R0, — etk 250 0] DLE 8k A — i e A4
HIVE 2 AR 224
A.2 Elements of the control plan
TR ER
The organization shall develop a control plan that includes, as a minimum, the following contents:
HRWITIT K20 3G LR N AR
a) General data
BHARER
Control plan number,
FEflTt g~
Issue date, and revision date, if any,
RATRABITHIW, w52
Customer information (see customer requirements),
wPEE (KRR ER)
Organization’s name/site designation,
HLALRI TP 245
Part number(s),
e
Part name/description,
T A FRIE R
Engineering change level,
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TREA T K
Phase covered (prototype, pre-launch, production),
BB CRe W, &7
Key contact,

FEERAN
Part/process step number,
TR A5
Process name / operation description.
LR A4 BRI AR R IR

b) Product control

72 i 422 )

Product-related special characteristics,
7 RV ) A
Other characteristics for control (number, product or process),
LA RR A R )
Specification/tolerance.
P NN =

c) Process control
pup il

Process parameters,
RS
Process-related special characteristics,
R R R A
Machines, jigs, fixtures, tools for manufacturing.
G PR, RA, A, TA

d) Methods
T

Evaluation measurement technique,
PRI E R
Error proofing,
ik
Sample size and frequency,
R ¥ LIRS
Control method.

URFS

e) Reaction plan and corrective actions
LR 5 A IE A
Reaction plan (include or reference),
REER] CELE NP O
Corrective action.
2 14 it
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