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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 which a technical committee has been established has the right to be
represented on that committee. International organizations, governmental and non-governmental, in liaison with 1ISO, also
take part in the work. ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of

electrotechnical standardization.

A E BRbR R I ISONEC SIS 2 543 o (R 6 i 1«
International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

BORZR 01 1) EEAE S5 ) [ b v, A [ B R bR v i 58 O (iR ZR v iliad, JFA% B % i AL
LRI I BRARE R A AT 2L A D TE%H 2 NP SR ) 01 AT .
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.
FEIETEIR, FeRlR e T S A SO, BoRZ: B4 il LLuRsE Hh AR A A SR S ST

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:
—ISO AAAISRAFHTE (ISO/PAS) K —TAE—> 1ISO TAE/INH A IR L ZL UM, EAR
2% D145 (R 1 08 PR 43S TR AT BOYHE S 8 1 fe gl vl LA RRORAT
—an ISO Publicly Available Specification (ISO/PAS) represents an agreement between technical experts in an ISO
working group and is accepted for publication if it is approved by 50 % of the members of the parent committee
casting a vote;
—ISO fHARMTE (ISOITS), JEHIARZE 2y 51 2 MK P, EZR oy R T2 i A 213 BEE3E
JJ i AT LA RRORAT o
—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.
ISO/TS 16949 /2 H EpriZE TALFFAATEI /L (ATF), 75 1ISOITCL76 M & FERIE i Rl A ZS
SRR N HRIE R

ISO/TS 16949 was prepared by the International Automotive Task Force (IATF) with support from ISO/TC 176, Quality

management and quality assurance.

WL ARYE 1SO9001 :2008 FiEMIHAMBIT, 2 —HRIK 1SO/TS16949 HUMN 4R T 25 —iR(1SOIMS

16949:2002)
This third edition of ISO/TS 16949 cancels and replaces the second edition (ISO/TS 16949:2002), which has been
7



technically amended according to 1ISO 9001:2008.

JIHEA FISCASE 1ISO 9001: 2008 [ISCN A, T HEAMEA MR R AN R 2K

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

TEARFABAG r, “W7 (shall) FoRESR, “MN4” (should) RR@I. binf “VE” (NOTE) IBV&
JE R B BGHR  AH G RN FR 1 o
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.

B AL “ltn” 51 R AR IR

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

Bifsse ASEAREARVE R 5 SCAF, M EARRIE—H70.

Annex A forms a normative part of this Technical Specification.
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EAFAE T2 (ANFIA)
www.anfia.it
2 [ [H v 4 I E (1AOB)
www.iaob.org
IATF-France
www.iatf-france.com
YE[E VG L B 2 7 (SMMIT)
www.smmt.co.uk
TEERZE D - FrE g B (VDA-QMC)
www.vda-gmc.de

Remarks for certification
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”).

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

Associazione Nazionale Fra Industrie Automobilistiche (ANFIA)
Web site: www.anfia.it

International Automotive Oversight Bureau (IAOB)
Web site: www.iaob.org

IATF-France

Web site: www.iatf-france.com

Society of Motor Manufacturers and Traders Ltd. (SMMT Ltd.)

Web site: www.smmt.co.uk

Verband der Automobilindustrie Qualitaitsmanagement Center (VDA-QMC)

Web site: www.vda-gmc.de




B|E Introduction
0.1 &N General

1ISO9001:2008 JREEFHAERER
ISO 9001:2008, Quality management systems — Requirements

5|& Introduction
0.1 &N General

KGR BRAA AR S DU — TS P OB . — NS TR A BEAK R I v SISt 32 471 DR 3R 5
M -
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

a) HAUINGE . 2 AR A 5 1A S R U 5

b) 4 ,/\T AR AL ) 5K

c) LR H & Hbx;

d) ¢ ,/\%%{ﬁﬁﬁﬁu%,

e) ALK LR

f) ALK LK 5
a) its organizational environment, changes in that environment, and the risks associated with that environment
b) its varying needs
C) its particular objectives
d) the products it provides
e) the processes it employs
f) its size and organizational structure

g8 — R A BAR R I SR B A R AARUE R H Y
It is not the intent of this International Standard to imply uniformity in the structure of quality management systems or
uniformity of documentation.

AHRAERIE PR 5 A PRAACR LSRR T R Ab 8. e BRI U WA G BRI FR e
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.

AFrERE T N ESAIANES CRLFSIENIRD PR L0 R i o 3 T b ARV SR RN ZH 21
HERIAEN -
This International Standard can be used by internal and external parties, including certification bodies, to assess the
organization's ability to meet customer, regulatory and the organization's own requirements.

AFRAER ] E DA% T 1SO 19000 Fi1 1SO19004 H T e W 1) i 2 5 5

The quality management principles stated in 1ISO 9000 and ISO 9004 have been taken into consideration during the

development of this International Standard.
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0.2 & A  Process approach

AARAESNAE RN L S TR A PR DL A S AT e N R R T i, e vl AL s oK
IR L
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.

N TAEHG G ROSAT, N e A BV 2 M B AR G Sl S ] BE RIS B, R i N 2 80 B
{1 R Y R 1/ PATIE VDS R A6 U e i P IO U St HE T RN R 29175 0 N PO R S UE TN
For an organization to function effectively, it has to determine and manage numerous linked activities. An activity 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.

AT EME SR, i R S R GA A A N ], 3 R I e R AR BRI, BUROR
XL R A B, ATRRZ A R T
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”

R ITIEI M R R I TR AR G b AN A 2 ] I 28 DA R PRV A 6 RAH ELAE P AT SR 2 42

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.

7SR BEAR RN HIE R TV, 9 BT 7 T ) B 20

a) AN A EEK s

b) & EE IR ) A 2% R R

C) IRIFILREGTIAA ML 45 R 5

d) (RN EERE b, RREoiidbid A .
When used within a quality management system, such an approach emphasizes the importance of
a) understanding and fulfilling requirements,
b) the need to consider processes in terms of added value,
c) obtaining results of process performance and effectiveness, and
d) continual improvement of processes based on objective measurement.

1 BT S ety DA DAy FE Al ) o B A AR SRR Sl s T2 4 T &0 8 TP T I R R . 18I IR
W T AERLE N SR I, U F AR o 6 A R R A, RN A R U A Cl R L
RV AR STV o AN BT o T AFRMERI T A 2R, (H IR PR Hh S e % e
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.

e BAh, FRZA“PDCAT ikl & 1 T i #e. PDCA BLal ik ik
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AR U (K BRI T B, D S b4l AU S 2 H bR AT R,

SEti it R,
MY T8 HERR= SR, R S AT AR &, RS a5 3
KHCH i, DAFRpaR ottt #l 41

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.

Plan:

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

requirements and the organization's policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the product

and report the results.

Act: take actions to continually improve process performance.

Continual improvement of 5 K &
the quality management system (4L st

[\
Management
B~ respons:bulzty
E EEH A
Jfi 2
Customers
Jifi % - . I ]
easurement,
Customers m?\ﬁ:o:rﬁeent analysis and — — — — -m= Satisfaction
g improvement Wi
TR B w4
Br, sk
i
Zk

Requirements —

Output

Product @
realization

Key Pl e
— = Value-adding activities 11 {ELI% Z))
— — — = |nformation flow 1= B

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

K1 DUl o A 0 i A B A A A
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0.3 51S09004 )% Relationship with 1SO 9004

ISO9001 1 1ISO9004 # & it i HIAK bRtk , IXPYIbRAEAH B AN 78, Ht AT A 1]
1SO9001 and 1SO9004 are quality management system standards which have been designed to complement each other,but can
also be used independently.

ISO9001 #5E T ot A5 PIAA R K, WAL NN ERAEA], ol I T AR [ H . 1SO9001 JiT ok
T PR 2 JOT R B B AR 2R A8 A O S SR T T A A
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.

TEARFUERATIS, 1S09004 A THEIT . BTG R 1S09004 KA A% SR m AT AL
I AEE PR S D (L B4R RS . 55 1SO9001 A LL, 1SO9004 J&id: i & Hi (1) T S s [l it
RYUMFRE A LA SR, WL I AT I KM EE . AR 1S09004 ANELT-HIT-IAIIE . VEHNX
FANE TR ) H
At the time of publication of this International Standard, ISO 9004 is under revision. The revised edition of ISO 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 ISO 9001; it
addresses the needs and expectations of all interested 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.

VE: Y R TR LN EAE B A 1ISO9000: 2005 FI 1ISO9004 Hil Az 1ty J\ I J5 85 BRI DUl (it e R R L

Note :The knowledge and use of the eight quality management principles referred to in the ISO 9000:2005 and ISO 9004

should be demonstrated and cascaded through the organization by top management.
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0.4 HHEERERMHAE

HITEAE R, AbrAEA R R R IE 0 18 T 1SO14001-2004 AR 2, LSS RPN ARIE AL
M. s A KB T 1ISO9001-2008 55 1SO14001-2004 2 A fr5%f MK &

During the development of this international standard,due consideration was given to the provision of 1ISO14001:2004 to
enhance the compatibility of the two standards for benefit of the user community.Annex a shows the correspondence
between 1ISO14001:2004.

AR BRAR A8 FLE A BAA R BT E (25K, BIansA B 2, IDND AR He A 22 A B, U 55 Bl X
B B R AS [ o b AR BE % 136 2 2K A PR AT SR A B R SR L B el — k. S0 T
BT E A PrbrAE LR 1 TR A PR R, A T RES SR LA I BLA R
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.
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0.5 ISO/TS16949 fJHA Goal of this Technical Specification
AECARFIER) H AR A0 BN b ST st s SRR TS, el AR 7 MR B ) R FAA R
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.
AEARINE 538 R R PR RAN G B, UE T 2B AT ) HEAS 4 B A AR 20K
This Technical Specification, coupled with applicable customer-specific requirements, defines the fundamental quality
management system requirements for those subscribing to this Technical Specification.
ARG B AL G 2 EYAET L, VTR A 1 SRS P A G 7 o A B AR 3 it 77—l
T3

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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Quality management systems — Particular requirements for the application of 1ISO 9001:2008 for automotive
production, and relevant service part organizations

1 YEE Scope

1.1 &N General
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1 JE Scope

1.1 &N General
AAFUEA AR FN T RIH LGN E T o AR R K,

a) iy TR S I H AT RRUE MR (8 A A M RV R SR A A R RE 5

b) AR B, G R R S R A RO ASARERS 45 B 25 3 ] VA K
B LI TR A

This International Standard specifies requirements for a quality management system where an organization

a) needs to demonstrate its ability to consistently provide product that meets customer and applicable regulatory
requirements, and

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 regulatory
requirements.
TE L AEARRAES, ARIE" S OGE T -
a)  TUMIER AL R i sl T SR IR ™ s
b) b SEHLRL R A AT T S
T 2 ISR AT RRAR L E 2K

NOTELX: In this International Standard, the term “product’only applies to:

a) product intended for, or required by, a customer.

b) And intended output resulting from the product realization processes.

Note2: Statutory and regulatory requirements can be expressed as legal requirements.

AHAMIEL 1S09001:2008 LG, MUE TR BAARELR, TGS i BT
A, MR, W] T R RIS o
This Technical Specification, in conjunction with ISO 9001:2008, defines the quality management system requirements for
the design and development, production and, when relevant, installation and service of automotive-related products.
ARBARIIEE H]T- 2 LABEAT IR 72 7 i A B 5 A H IS L o
This Technical Specification is applicable to sites of the organization where customer-specified parts, for production and/or
service,are manufactured.
SCHEThRE, LR IAEIESNE T Gt s A RLEES A0, T EN DN IS SR
PEAVE TR B F L) — 8 73 o (H2, (HABRESRIGA B AMTE R NIE .
Supporting functions whether on-site or remote (such as design centres, corporate headquarters and distribution centres),

form part of the site audit as they support the site, but cannot obtain stand-alone certification to this Technical
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Specification.
AREARIIE P 5E T BRI N

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

1.2 MNA Application
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1.2 MNA Application

AKRUERL 2 I P A RO, BAEE M TS AR AR BEAN ] S 41208
All requirements of this International Standard are generic and are intended to be applicable to all organizations,
regardless of type, size and product provided.

AR AT 225K PR ZH 23 8 ™ it B AN P I, AT DL R AT I ik
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.

U SRIEAT IR, NAX PR T ASHRAESS 7 TSR, I LI AN AN 52 i 2H 235 £ i A o 2 SRk A3
PARE LR I SR BTHE, 5 WANRE R IRAT & AhRtE.
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 regulatory requirements.

AEARREA SVFAEHGHEBAT 7 i Bk FIIF R SR IO N IS 7.3 A ORI A 4

AN SV I o e T R B
The only permitted exclusions for this Technical Specification relate to 7.3 where the organization is not responsible for
product design and development.

Permitted exclusions do not include manufacturing process design.

2 BIHtHE Normative reference

ISO9001:2008 JREEIHAHIAR—ER
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1ISO9001:2008 JREEHAHKIAR—EK

I BUSCAT) A I S A KR 5 T T A A PR AE A8k P TE H S T SO, LBt A BT e
A FEEIR AR BB RIS ANIE H] T ARRE, SR107, Sl ARG AR HE K B BB 2% D W58 75 )
A I LE SO R B BT AR o MLEANE IR 5 IR SO, BB AR T A

ISO9000-2005  J7id E AR ZERIAIR .
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.

ISO 9000:2005, Quality management systems — Fundamentals and vocabulary.
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AFRUER S 1SO9000 F T 7. I ATE Fl i X

For the purposes of this document the terms and definitions given in ISO 9000 apply.
AARAEP T HBLRAGE 7= 2 4L, BRIk S

Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean “service”.

3.1 ﬁiﬁ){k*‘%ﬂ]%)‘( Terms and definitions for the automotive industry
AT 1S09001:2005 LA KR H1 A 2 Hf TSl 3L I AR TR A S
For the purposes of this document, the terms and definitions given in ISO 9000 : 2005 and the following apply.
3.1.1. #¥lit&l  control plan
AR i BTSSR K AR R IL RE ()T BRSO FR 4k
e IR A
documented description of the systems and processes required for controlling product .
Note: see annex A
3.1.2. EHEIFRERHAL  design responsible organization
AU RE AN H 0 s S SO FR) ™ R R 221
organization with authority to establish a new, or change an existing product specification .
T IZISTO AR fR R I VG A iR IR UE B RE .
NOTE This responsibility includes testing and verification of design performance within the customer’s specified
application.
3.1.3 Bi%k  error proofing
hy B3 L AR AN R 7 i T HEAT R it N 3 A BT AT
product and manufacturing process design and development to prevent manufacture of non-conforming products.
3.1.4 5EK= laboratory
BEATRLSG: . I N HE Bt , e B R EAR TS he. Ry PR, A tERE s Sk il .
facility for inspection, test or calibration that may include, but is not limited to, chemical, metallurgical, dimensional,
physical, electrical or reliability testing.
3.1.5 LW =EVERE laboratory scope
A A
— SR A B AT AR W, VRO A,
— HREHAT B TES B TE R, LK
— FKRBEAT B335 Bl Ty R A bR HE 3 .
controlled document containing :
o0 specific tests, evaluations and calibrations that a laboratory is qualified to perform,
o alist of the equipment which it uses to perform the above,and

o alist of methods and standards to which it performs the above.
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3.1.6 #li& manufacturing
DL il 4 mlohn T e
—H R
— PR S
—AEM, BR
— AL B PR WA, AR A

process of making or fabricating :
0 production materials,
0 production or service parts,
o assemblies, or
O heat treating, welding, painting, plating or other finishing services.
3.1.7 k4  predictive maintenance
LT S AL FREIN AT 3 16 S AR dod R T S A B 1) R ) o
activities based on process data aimed at the avoidance of maintenance problems by prediction of likely failure modes.
3.1.8 TP tE4Ed* preventive maintenance
T BRI AAAN A7 B S A1 r B D DR iy skl R 4 e, e R R e R BT A — T
planned action to eliminate causes of equipment failure and unscheduled interruptions to production,as an output of the
manufacturing process design.
3.1.9 sz premium freight
FEAT R A1 RE BIAZAS Z AN A IR Y RSeAS B3k
e WTRRUNE. B REHRIBUE R AT R 5 .
extra costs or charges incurred additional to contracted delivery.
NOTE this can be caused by method,quanlity,unscheduled or late deliveries.ect.
3.1.10 AMERHLAS  remote location
SCREIY, HANAEE W R R T
location that supports sites and at which non-production processes occur .
3.1.11 B site
AR ) I TR ) 3 B
location at which value-added manufacturing processes occur.
3.1.12 ¥R special characteristic
PR RIS AR SR, ATRES N S R e BGE AT A BCA . ThRE. PEREEIL S skt e
0 it R s 1 RS

product characteristic or manufacturing process parameter which may affect safety or compliance with

2|

regulations, fit, function, performance or subsequent processing of product.
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4 FREEHMAR Quality management system
4.1 REXR General requirements

L NAL AR UE ) BRI TR AR R, RSO, IPASEEMOREE,  JF Rttt A Rt
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.

A

a)%ﬁﬁﬁﬁﬁ%%%ﬁgmpﬁﬁﬁf ENAZUH RNV (IL 1.2)

b) s X LE I R MG A ELAE I

c) ffiE i O UEMI AN 598, DARA DR IX S8 1R (s A R A 2K

d) FORAT LIRS Z AN B, DL IR S R AT R AT AL

e WML, WE GEHIND it i

f)  SEHA SRR,  DASEILR X SRl R BT SR ) 8 R AN X S 1 R (Y R et

The organization shall

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

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these processes are
effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring of these
processes,

e) monitor, measure where applicable and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these processes.

LN A FRAER) LR PIX e R

These processes shall be managed by the organization in accordance with the requirements of this International Standard.
HLUIRIE PR ™ AT ZOR AR TR RE A, AR R IX S R A o O I RA M I Fg
TSR TR IR B A A i B R T I LRI
1 RIRBURAE BRSPS S R A NG S BRUR A, Ph SEEURIN L R A S R R .
T 2: “AMUE RN TR BAR R ROTEL, A gUERE, JF iR S R
NL IR ST RE R, A S BRI AL P A B 2 SR ANA AR DT R AMU IR F ] R AR
JE R AU SR R S
a) AMURE RS SR A AL SRR 7 it (R BE T3 (R 75 A2 52 i)
b) XA R A 7 PR L
c) MM 7.4 FK LB R B BE T
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Where an organization chooses to outsource any process that affects product conformity with 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.

NOTEL: 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.

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.

NOTE 3 Ensuring control over outsourced processes does not absolve the organization of the responsibility of conformity
to all customer, statutory and regulatory requirements. The type and extent of control to be applied to the outsourced
process can be influenced by factors such as

a) the potential impact of the outsourced process on the organization's capability to provide product that conforms to
requirements,

b) the degree to which the control for the process is shared,

c) the capability of achieving the necessary control through the application of 7.4.

4.1.1 General requirements — Supplemental

411 REXR—HR
T DR AL IR R AN B S Bk A SR 55 T A7 5 K IR R D2
H: BWT7.41H7.4.1.3

Ensuring control over outsourced processes shall not absolve the organization of the responsibility of conformity to all
customer requirements.
NOTE See also 7.4.1 and 7.4.1.3.

42  3CFER Documentation requirements
421 RN General

ISO9001:2008 FEEHAER—EK
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4.2 XHESR Documentation requirements
421 BN General
TR AR AR SO Y A
a) JERSCAT TR T RS R H bR
b) ST
C) A BRARHE T 2K (RE P SO R 3K
d) LU IR IR A RSRR L 1847 NG 220 B 7 2 A SO F, AR Id %
The quality management system documentation shall include
a) documented statements of a quality policy and quality objectives,
b) a quality manual,
c) documented procedures required by this International Standard,,and
d) documents, including records, determined by the organization to be necessary to ensure the effective
planning, operation and control of its processes.
Lo AFRER IR SO R P A, RVSESREESIREF, TR, TR BLSERI R Fr AN SO rT A — AR
EAREFHIER . — DB RSCIF AR SR ] A S A 2 A S0 o
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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.

T 2. ARG TR BRSO 2 D S PR E AT LUANE], IO

a) L HBRIE )2

b) ILRE R AN AR R 2R s

c) NHfess
NOTE 2 The extent of the quality management system documentation can differ from one organization to another due to
a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and
c) the competence of personnel.

T 3: SCAF AR AMEATIE AR A i Ak

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

422 JEEFM Quality manual
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422 JREFM Quality manual
AL G A ORFE BT, BT
a) FURE A RIVER, WRMEMIRAA AN B (E 1.2);
b) hy Ji R A PR 1M S R T SO R e oS 265 11 5
c) i BAR RIS R [AAH LA HT A
The organization shall establish and maintain a quality manual that includes
a) the scope of the quality management system, including details of and justification for any exclusions (see 1.2),
b) the documented procedures established for the quality management system, or reference to them, and

c) adescription of the interaction between the processes of the quality management system

423 CfEEH#E|  Control of documents

ISO9001:2008 REEHAER—EK
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4.2.3 CHFEEH] Control of documents
TR AR P ZOR I SCPE T DA o 0o FIRp SR AL ST, AR 4.2.4 ISR T 1
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.
S G T OO RIRE Y, DLRE LA 7 B s AR
a) NS 7e s Al E ), SO R AT RS B AE .
b) BN SCAFREAT VT R, IR RIEHE,
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c) MRSTAFIASE SORIEATAE 1T RS A3 20 5
d) A DRAE A Ak T RAG 38 I SO A SRRRCAS 5
e) TR ICAFIRFREMT . 2 TR0
f) BORZL LT L E I RIS AT BT A PR R T 75 AR ARG 2R R A
) B tAE ST RIARTUIAE AT, 5 PR A st PRI O B A BRSO, 0 i SR EA T3 M B iR
A documented procedure shall be established to define the controls needed
a) to approve documents for adequacy prior to issue,
b) to review and update as necessary and re-approve documents,
c) to ensure that changes and the current revision status of documents are identified,
d) to ensure that relevant versions of applicable documents are available at points of use,
e) to ensure that documents remain legible and readily identifiable,
f)  to ensure that documents of external origin are determined by the organization to be necessary for the planning and
operation of the quality management system are identified and their distribution controlled, and
g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained

for any purpose.

4.2.3.1 THEMIE Engineering specifications

NBNA A LRE,  DUORAIE SR LK I 18] 22 HE SN PP L A T8O S A I T AR A AE N SO
e I PP N R BT, AR A AR

A Z N ORAT A IS A A 7 v St IR I s ST A AR 0] ST BE T
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.
The organization shall maintain a record of the date on which each change is implemented in production. Implementation
shall include updated documents.

e RHE RGN TR SR eI SR S A e A R SO, e TR, FMEAs SRR, X SEARUER
YL 14 S CSCEE SRR B 1) A A L A e 3R AT ST
NOTE A 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.

4.2.4 ExpEEH  Control of records

I1SO9001:2008 FEBEHAR—ER
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4.2.4 ERKEEH  Control of records
D BRAAAT G BRI R B R AT RO AT ORI M ar iid s, A 2 .
AL NG L SOOI IRE R, DARUE IC AR iR, A7 BRI KR ORAFI BRI AL & 5T 7 R4l o
SR ORFHEMT . 2 TR R

Records established to provide evidence of conformity to requirements and of the effective operation of the quality

management system shall be controlled.
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The organization shall establish a documented procedure to define the controls needed for the identificationstorage,
protection, retrieval, retention and disposition of records.

Records shall remain legible, readily identifiable and retrievable.

L MRS E SR .
2 RIS AR AR E il R
NOTE 1 "Disposition" above includes disposal.
NOTE 2 "Records" also include customer-specified records.
4.2.4.1 WFFHF  Records retention
SR A T IR AL AL V2RI F) 5K

The control of records shall satisfy regulatory and customer requirements.

5 BMEAK Management responsibility
51 EBEEP¥E Management commitment
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5 HHIRE Management responsibility
5.1 &HEAWE Management commitment
e v B N I AN VEB), T S TR B A AR I S A R B AR SR R UE AR
a) [ ULk /R U ANEARE . BRI
b) hil5E i s E
c) M PR H AR HIE ;
d) BEATEBEVEE
e) IR TTIEINIZRT -
Top management shall provide evidence of its commitment to the development and implementation of the quality
management system and continually improving its effectiveness by
a) communicating to the organization the importance of meeting customer as well as statutory and regulatory
requirements,
b) establishing the quality policy,
c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

5.1.1 TESi%% Process efficiency
T e B PP i SE I R SRR R, DA R AT TR A R R
Top management shall review the product realization processes and the support processes to assure their effectiveness

and efficiency.

5.2 VPUBZAREE S Customer focus

ISO9001:2008 JREEHER—EK
ISO 9001:2008, Quality management systems — Requirement
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5.2 DUBZAREAE R Customer focu
T e B I AR E R 50 F K, W DR ) SR B e JF 7 LA 2. (L 7.2.1 F18.2.1)
Top management shall ensure that customer requirements are determined and fulfilled with the aim of enhancing

customer satisfaction (see 7.2.1 and 8.2.1).

5.3 JEJF4E Quality policy
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5.3 JREJEF Quality policy
e vt B IR R TR T
a) HALURSE B FHIE N
b)) AL-fE il A SN R 3 5 e A AR AT B ) A
c) $RHtHEFIVES BTE H AR HIHESE
d) FEZALZN AT BT AT B A
e) (ERFEEIE H MLy AT 2 PP .
Top management shall ensure that the quality policy
a) s appropriate to the purpose of the organization,
b) includes a commitment to comply with requirements and continually improve the effectiveness of the quality
management system,
c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.

5.4 3R Planning
54.1 JFEEH# Quality objectives
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5.4 KRl Planning
54.1 JFEEH# Quality objectives
Sz v B B IS DR AR A R AR DGR R A 2k N iR Hobs, B H A G 3 A 7 SR I 5 (1 9 %
(WL 7.1@)). Joth HAsN 2 rTl &), JF5 B e ORes— 2
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

5.4.1.1 JREH#&—#MFE Quality objectives — Supplemental
o e B A R TR H bR SRR, TN S A g TR, T T R T R JETT
e TR H bR A 0 EE R T A ) P A T LSBT

Top management shall define quality objectives and measurements that shall be included in the business plan and used to

25




deploy the quality policy.

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

542 JRESHARER  Quality management system planning
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54.2 REEBHMAERER Quality management system planning
T e B NS R
a) N SR PR AT SR, DA AL B AR DL K 4.1 K,
b) FEX B PR ZR AR S HEAT SRR ST, ORfer R A PR AR ) e R A
Top management shall ensure that
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
b) the integrity of the quality management system is maintained when changes to the quality management system are

planned and implemented.

55 HRF. WRAWE Responsibility, authority and communication
5.5.1 ERF5MM Responsibility and authority

ISO9001:2008 REFIHAR—ER
ISO 9001:2008, Quality management systems — Requirements

5.5 B3, BFRFVEE Responsibility, authority and communication
5.5.1 BERFEMFR  Responsibility and authority
e v B A DR A2 A R R DT L AR A5 38R0 VA 3
Top management shall ensure that the responsibilities and authorities are defined and communicated within the

organization.

5.5.1.1 JREERT Responsibility for quality
ANFF G SRR ™ it e Y S RIE N 25 57T 21 T4 R o A PR )
PSP A EORAF A TR 5L, AU IR, LA IE 5 )
FIATHRR Ak, B HEAT T DT DR i BRTF S PE N 61, sl o HAREE B3

Managers with responsibility and authority for corrective action shall be promptly informed of products or processes which

do not conform to requirements.

Personnel responsible for conformity to product requirement shall have the authority to stop production to correct quality
problems.
Production operations across all shifts shall be staffed with personnel in charge of, or delegated responsibility for, ensuring

conformity to product requiremnen.
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552 EHMFER Management representative
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55.2 HHMAFE Management representative
I e B A A A GV B e — A, IR A H A 5 T R ST an ey, N AT BA R T
T IR AR -
a) MR TR PR R P B AR AR B SRR R
b) 1] dz e 7 B A A TR B A AR ML SORTART e 1) 5 3K
C) MIRAEHEAN AL T bl AL I3 2SR R R
e B AR AT AR 5 TR PR R A G B A SRR
Top management shall appoint a member of the organization’s management who, irrespective of other responsibilities,
shall have responsibility and authority that includes
a) ensuring that processes needed for the quality management system are established, implemented and maintained,
b) reporting to top management on the performance of the quality management system and any need for improvement,
and
c) ensuring the promotion of awareness of customer requirements throughout the organization.
NOTE The responsibility of a management representative can include liaison with external parties on matters relating to

the quality management system.

5.5.2.1 Mi&EftFE Customer representative
B e B MR E NG, T LRSI, DARA ORI EEORAG R AL, BRI PR £, HE
Jui H ARSI RTII A ERAPBfE 0 ™ i et FI K
Top management shall designate personnel with responsibility and authority to ensure the customer requirements are
addressed This includes selection of special characteristics, setting quality objectives and related training, corrective and

preventive actions, product design and development.

5.5.3 HWERVEE Internal communication
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5.5.3 &RV Internal communication
e e B IR DR A A A T 2 VR R, A RO B A PR R AT R ATV 3
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.

5.6 EHEPPHE Management review
5.6.1 Ml General
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5.6 BHIEH Management review
5.6.1 &N General

e et BRI 2 SRR RIS TR TR B P o SO A PR, AR R LA SR i E v . e PEA Rk . pR
I, 355 DA S5 B A R I SO L o AR B AR 2, A i 7 RS H A

IARFRE BEVEHT ik (I 4.2.4).
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

Records from management reviews shall be maintained (see 4.2.4)

56.1.1 FREEHMARSEN Quality management system performance
VE DR e i RE A AN RT3 o IR S PP WA 500 o B A 2R IR AT 25K K LB o 75 (K o1
Hio
XF T HARBEAT AN AR AN R TR AR 1) S I AP A A B ) — i WA (L 8.4.1
8.5.1 ).
KGR N LIS, /R0 LR J5 i i) e ide (s 3 -
a) ZE VR RE TR H b
b) R B i A
These reviews shall include all requirements of the quality management system and its performance trends as an
essential part of the continual improvement process.
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).
These results shall be recorded to provide, as a minimum, evidence of the achievement of
a) the quality objectives specified in the business plan, and

b)  customer satisfaction with product supplied.

5.6.2 FEHIA Review input
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5.6.2 TFEHHEIA Review input
PP AN N AL LA 5 4
a) HZL R,
b) i S 55
c) IRERILAN AT 5 s
d) T A IE AT R
e) LI BHVEH (PR ER TS s
f) W RER I B PR R 1A 5
) BuAd
The input to management review shall include information on

a) results of audits,
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b)  customer feedback,
) process performance and product conformity,
d) status of preventive and corrective actions,
) follow-up actions from previous management reviews,
f) changes that could affect the quality management system, and

g) recommendations for improvement.

5.6.2.1 P/FEHEH#IAN---FMFE  Review input — Supplemental
BV PR N LA S o PR 1 PR S SR R A B ABAT TR Bt 2 4 sl A5 1) 52 1 437
Input to management review shall include an analysis of actual and potential field-failures and their impact on quality,

safety, or the environment.

5.6.3 {FEHH Review output
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5.6.3 {FEH%H Review output

G BEVR AT R LN B L LU D5 T A SR AT AR R AN It

a) U PR R A R S LR R A R e et

b) 5 R HERA SR B i et

c) BEHK
The output from the management review shall include any decisions and actions related to
a) improvement of the effectiveness of the quality management system and its processes,
b) improvement of product related to customer requirements, and

Cc) resource needs

6. FIEHE Resource management
6.1 BHWEBIRME  Provision of resources
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6 RHEEH Resource management
6.1 BFPEHIRAHE Provision of resources
YN E IR OE LU I P s 52, L
a) SNl ORI TR A AR Ik MOt H AT R
b) e il AT K, R A
The organization shall determine and provide the resources needed
a) toimplement and maintain the quality management system and continually improve its effectiveness, and

b) to enhance customer satisfaction by meeting customer requirements.

6.2 AJB¥PE Human resources
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6.2.1 K] General
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6.2 NJJ&IR Human resources
6.2.1 XN General

RTINS Bl MRy, ASEm - o ERAF A TAR RN 6N B AT o
Personnel performing work affecting conformity to product requirements shall be competent on the basis of appropriate
education, training, skills and experience
NOTE Conformity to product requirements can be affected directly or indirectly by personnel performing any task within the quality
management system.

Vi AE SR PR RSB AR AT AT 55 (KN B3 1SR e B4 SR S W 7 i SR AT A4

6.2.2 B&h. BEJIAEIR Competence, training and awareness

ISO9001:2008 JREEHHFR—EK
ISO 9001:2008, Quality management systems — Requirements

6.2.2 B4, B5VIFE IR Competence, training and awareness
/Eé/l:{)i\Z‘
a) i INFEEE IR il EORAT A PRI A AN B3 PR s B (R e
b) &I, SR AR VI RIS LA 3K 2 K
c) VPRI AT R0k s
d) R A TR B HT NGB AR SRR 2, DR AR ey Dy S H ARt 5k s
e) REFHEAE . Ul FREMA I HIE 21K,
The organization shall
a) determine the necessary competence for personnel performing work affecting conformity to product requirements.
b)  where applicable, provide training or take other actions achieve the necessary competence.
c) evaluate the effectiveness of the actions taken,
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

e) maintain appropriate records of education, training, skills and experience (see 4.2.4)

6.2.2.1 FEEWIFBIEE Product design skills
éﬁéﬂﬁ%ﬁﬁ U= B A N AR BB BRI RE ), T Rk S 488 H 1 T R AER
HEAN IS T HEFIECR

The organization shall ensure that personnel with product design responsibility are competent to achieve design
requirements and are skilled in applicable tools and techniques.

Applicable tools and techniques shall be identified by the organization.
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6.2.2.2 il Training
A2 N ST I ORFE T BT B, VRS UG SR IFAE A7 R i SR A A AT s (i N 0 1 4
REJT o ZRAER EAT A5 AN DA AL SR AT SO RT LRI A I SR T TH 4 Tl ok
L AZRGEH THAE R RN I 5 ma F i) 51 L
2 WU R R ZR I ) 2 — R A B e B B

The organization shall establish and maintain documented procedures for identifying training needs and achieving
competence of all personnel performing activities affecting conformity to product requirement. Personnel performing
specific assigned tasks shall be qualified, as required with particular attention to the satisfaction of customer requirements.
NOTE 1 This applies to all employees having an effect on quality at all levels of the organization.
NOTE 2 An example of the customer specific requirements is the application of digitized mathematically based data.
6.2.2.3 KAZEEYI Training on the job
XM i BESRAF PR B AL, AN T PR B 2 AT A2 N G S A A2 R Il s 5 F) AR
BUTAEN G NG ANET G BRI A 2K 10 Jim R 75 oS AT R AN B
The organization shall provide on-the-job training for personnel in any new or modified job affecting conformity to product
requirements , 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
6.2.2.4 RTHEE Employee motivation and empowerment
YN S — N 3 TSEHUBCE HbR . BEAT 45 S b A g S A2 HE QU RO PA B R . 20 e Al 0t
PN H LI TR AR S -
HLGNA bR, DA B3 X5 B NG S AR SCPE AN S 20, DUR e D S B e H bR A ot
ik (L 6.2.2.d) IIAKIFREE .
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.

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).

6.3 HABiE Infrastructure
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6.3 ZEAEHE Infrastructure

AYONIHE . SRBIFYES ik 20 AT EOR P ARt . TG, BB 15

a) Y. TAES BT AIATN 1 Bt 5

b) IFEB CHELFFIERAR);

C) SCHFMENRSS ChmisfiFiid il fE B RS0,
The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to product
requirements. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,
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b) process equipment,( both hardware and software ), and

c) supporting services ( such as transport or communication or information systems ).

6.3.1 TI) . BHMELAER Plant, facility and equipment planning

LRI L2 AR (L 7.3.1.1) RIFE L) BERERIBE A IR ) (R4 Ja I o K PR 3 ik
IR AT AN IE DA S KRR R G (AT S A ), AR RE [R50 o N I I S5 it o) I A
VEAG ROPEREAT VR AR AR 5

e IXLEETSR B A A A R, IS R PR R A AR DGR

The organization shall use a multidisciplinary approach (see 7.3.1.1) for developing plant, facility 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.

NOTE These requirements should focus on lean manufacturing principles and the link to the effectiveness of the

quality management system.
6.3.2 M@l Contingency plans

AR N S, DR SR MR M ESR, Bl ARy h W, 573h ks, K

FH R A I R A AR B 4R
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 .

6.4 TAE¥EE  Work environment
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6.4 TAEIRBEE  Work environment
21 2P RS T AN BN K B S AT B SR PTG R AR S
HAARTE LIRS IE TAEN AL M4, RN, FREERMBAR IR 3, Wk, R, WA, RIECR A
The organization shall determine and manage the work environment needed to achieve conformity to product
requirements.
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).

6.4.1 %i&%ﬂ#%%ﬁﬁ%’[ﬁkﬁﬁj\ﬁ?ﬁé Personnel safety to achieve conformity to product requirement
LN 2 il 2 AP ATV DIAE D3 TR A0 KU 3 22 A1, ARp ol s AE B o T R LA Al A sl

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.
6.4.2 EFRFHMTERE  Cleanliness of premises
AL ORFF L I AT 55 7 dt R 3 T 2 PR 7 SRAH DIMB A R« T P4 IR A
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The organization shall maintain its premises in a state of order, cleanliness and repair consistent with the product and

manufacturing process needs.

7 PRSP Product realization
7.1 PERSEBEISER]  Planning of product realization
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7 PEEASEPBR Product realization
7.1 PRSI ER) Plannlng of product realization
AN SRR S W SEILPT A5 FRORE R, 7 ot S B S B 5 5 A PR AR A e R ) S — 2
(4.1
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).
FESR S BUR I RE b, AN LA U7 T AR5 T Y 2%
a) 7 B H AR AT 2K
b) EFE S R SCERTSRIR Y R K
c) Fﬁ%%iﬁﬁ‘]%iﬁ‘ s WL, R I ANAEIG B, LU BB
d) S BRR B R S R PR T A 0 TR (. 4.2.4).
In planning product realization, the organization shall determine the following, as appropriate:
a) quality objectives and requirements for the product;
b) the need to establish processes, documents, and provide resources specific to the product;
c) required verification, validation, monitoring, inspection and test activities specific to the product and the criteria for
product acceptance;

d) records needed to provide evidence that the realization processes and resulting product meet requirements (see
4.2.4).

SR 0 B NI T ZURaE AR Ty
The output of this planning shall be in a form suitable for the organization's method of operations.

L RPN TR E P IUH B AR SR AR R IR (AR W SEBLE R RS UR A SO TR 2k S5
i,

TE 2. ALK 7.3 FESR VT S SE B R R T A
NOTE 1 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.
NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization

processes.

T A7 A I A H G il SR SRR R SR T e IR S W SR LR B B R S O, B
HRERIIANE, JF BT 25U 7 k.
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.
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7.1.1 FPEREIAIERI—FMFE  Planning of product realization — Supplemental
VRN TR TR — 873, 7 b SR SRR A 455 5 2 SRR L BRI (51
Customer requirements and references to its technical specifications shall be included in the planning of_product
realization as a component of the quality plan.
7.1.2  EEWHEN Acceptance criteria
2LV REIIVASEEA AV G ik P A K i ] 8

PO EEE IR, FBOKE Y S (L 8.2.3.1).
Acceptance criteria shall be defined by the organization and, where required, approved by the customer.
For attribute data sampling, acceptance level shall be zero defects (see 8.2.3.1).
7.1.3 &% Confidentiality
ALV PRIIE 5 [R] 7 ity TEAETT A3 H M 50 i IR
The organization shall ensure the confidentiality of customer-contracted products and projects under development, and

related product information.

7.1.4 AEFE#H] Change control
YN AR, XS 5200 i SR S SO AT AN S o AR AT SE SRS, B AR 5 5
BRI, AT VR, JF HIGUEMBAATE S AT DOREE , DA ORAT 2 SERAH — 55, A8 50 £ S A
T LAMERIA
HALHMBIBEE, PWANE . B MmIte CRFEPERE, A/t APE) B, N5 — R PEHT,
LU T A RS2 M R BE A5 213 24 PP
T L ATAT S R SR B 7 il S I ) S A AN, AR R
20 DL SR 7 oA e S
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.
When required by the customer, additional verification/identification requirements, such as those required for new product
introduction, shall be met.
NOTE 1 Any product realization change affecting customer requirements requires notification to, and agreement from,
the customer.

NOTE 2 The above requirement applies to product and manufacturing process changes.

7.2 EWEERKIEFE Customer-related processes
721 HEERMHRERKHE  Determination of requirements related to the product
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7.2 S5MEERKIERE customer-related processes
7.2.1 S RHRERR#E Determination of requirements related to the product
LN E
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a) IR IR, AT AT AS FA AT JE TG ) 2K
b) iz BARVEA WIS, AERIE ] il 0 B FRUYT 3k BT 0 i ) 225K
c) LA R ANEHNE K
d) EUE FIAEAT B EEsK
The organization shall determine
a) requirements specified by the customer, including the requirements for delivery and post-delivery activities,
b) requirements not stated by the customer but necessary for specified or intended use, where known,
c) statutory and regulatory requirements related to the product, and
d) any additional requirements determined by the organization.
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.

T A RIS S WA RS E R . AR L (B, dESIRSS ) MRS (I, DR b ) A

T 1 A G G B ARG AR A UG R R SR T 50— 23 AT A 5 5 7 it e 2%
2 ABSRAFEMIC A« RIREER L0, DURRAR ZH 2008 7 it R o R R PR A A IR U iRt (1L 7.3.2.3)
T 3: ik o) WA A MEARPr A G BUN . e MIAERER, &M TARHIERAG . A7, #as. BRI Y8R 5.
NOTE 1 Post-delivery activities include any after-sales product service provided as part of the customer contract or
purchase order.
NOTE 2 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).
NOTE 3 Compliance to item c) includes all applicable government, safety and environmental regulations, applied to
acquisition, storage, handling, recycling, elimination or disposal of materials.

7.2.1.1 BiEiEERRHR M Customer-designated special characteristics

P LNAESEAERFIRRF PR RE < T RSO AN 7 T A B (R 25K
The organization shall demonstrate conformity to customer requirements for designation, documentation and control of

special characteristics.

7.2.2 HERMHRERETPEE  Review of requirements related to the product

ISO9001:2008 JREEHMAR—ER
ISO 9001:2008, Quality management systems — Requirements

7.2.2 5= RABRERKITEHE Review of requirements related to the product

AN PE R 577 oA ORI EESR . VR NAE AL R U A Hh PR dh AR (e FE4bn . 25 TR ek
WL, A FEOT IR 2 AT, RN TR

a) 7l ER A RIHUE

b) 15 LLH IR A — S 5 ] LT 5 R CAG B R

c) ALHTRET AL I I EK
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
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a) product requirements are defined,
b) contract or order requirements differing from those previously expressed are resolved, and
c) the organization has the ability to meet the defined requirements.

PG5 RN OPH T R S T A Y TR R (L 4.2.4),

A WU B R B BT, G FRMSCA 2e  SR i I 0] I SR AT 1A

A7 AR TE, AGUNHERAR ST BB, RO ORAH DG N 53 0T AR S A 25K .
Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4).
Where the customer provides no documented statement of requirement, the customer requirements shall be confirmed by
the organization before acceptance.
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.

Ve AERLERE SR, BRI, RN AT IS VR AT R AN SR . AR A IR AR L, e
Ky PR AT VR .

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 advertizing material.

7.2.2.1 5 RFRFERKIPEE —FME Review of requirements related to the product - Supplemental
XF7.2.2 P uWIRIERTES (S W) ZERIFAR, BRI

Waiving the requirement stated in 7.2.2 for a formal review (see note) shall require customer authorization

7.2.2.2 HAHIETATHE  Organization manufacturing feasibility

HEIAE S FIPERT LR T, X P Ao SR vl AT PEBEA TR IR O, st AT XU 2>
B
The organization shall investigate, confirm and document the manufacturing feasibility of the proposed products in the

contract review process, including risk analysis.

7.2.3 JHZVE Customer communication
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7.2.3 JHZVE Customer communication
LA L AT S TS R I 55t 5 I e v 3 AT 2% 2 -
a) e
b) . A E TR A, AR B
c) WE I, CAEIUR A
The organization shall determine and implement effective arrangements for communicating with customers in relation to

a) product information,

b)  enquiries, contracts or order handling, including amendments, and

c) customer feedback, including customer complaints.
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7.2.3.1 A VEE ~—FNE Customer communication - Supplemental

LN AT e ) H AR E IR 57 ORI 5 R, SRR (an: v Bt s
L A A5
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).

7.3 BWHFIIFK Design and development
e 7.3 MERASSE AT AR N vt 5T, T ERRE, AR,
NOTE The requirements of clause 7.3 include product and manufacturing process design and development, and focus

on error prevention rather than detection.

7.3.1 WHHAIFFRFRR] Design and development planning
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7.3 WHMIIT K Design and development
7.3.1 BRI R FKR] Design and development planning
LN = il BT R R AT SRR
FEMEAT BEVHFIF R ISR, 2N E «
a) W MIFRIKBYEL
b) i& TR B UEE . A AT Bl
c) W FITF A IR ST FIALFR o
LR N5 5 Bt FITF R AN [R] /NG 27 TR) (P 1 S 38, DARAI (R 2 e i, SRR 34 T
BEVTE R R IHE RS, FE3d 2N, S % Y 7 LLSE BT
T BOHRUTRIOVER . SOUERIHIA R A A H i, W= AU A L, o Bl DT R AL 10 07 AT
K.

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

During the design and development planning, the organization shall determine

a) the design and development stages

b) the review, verification and validation that are appropriate to each design and development stage, and

c) the responsibilities and authorities for design and development

The organization shall manage the interfaces between different groups involved in design and development to ensure
effective communication and clear assignment of responsibility.

Planning output shall be updated, as appropriate, as the design and development progresses.

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.

7.3.1.1 EZHFWUFKIFEE Multidisciplinary approach
LN 2 I7 R UE R I RS T 7 i S e 2% AR, 045
— R R () TR R e 4 N M A
—IE R LG R AT (FMEAS) [T RMPEHT, A 8RR A 72 XU 57
— PRI RIR T A APE R
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The organization shall use a multidisciplinary approach to prepare for product realization, including

— development/ finalization and monitoring of special characteristics,

— development and review of FMEAs including actions to reduce potential risks, and

— development and review of control plans.
NOTE A multidisciplinary approach typically includes the organization's design, manufacturing, engineering, quality,
production and other appropriate personnel.

7.3.2  BIFIFEROBIA Design and development inputs
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7.3.2 BWHHAIF R Design and development inputs
VLR SE L5 SR RN, JFIRERIdSKR (4.2.4).
Inputs relating to product requirements shall be determined and records maintained (see 4.2.4).
X et N\ WAL -
a) THREAITEBEZK
b) &I HVEHANE R K
c) @4, LARrRls v R AL RIE
d) BEVRITT A BT b it B A 25K
These inputs shall include
a) functional and performance requirements,
b) applicable statutory and regulatory requirements,
c) where applicable, information derived from previous similar designs, and
d) other requirements essential for design and development.
JE%F X BN () 78 0 P S AT VPR . SR AR, WS, TR HANBE AT E .
These inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in conflict with each

other.

e RRRREE (L 7.2.01.0) BRI ER .,

NOTE Special characteristics (see 7.2.1.1) are included in this requirement.

7.3.2.1 F=RGHEIN Product design input

AL i BTN DK, RO IF AT VR, A4

— W ESR (HRVEGD, W FRERREE (W 7.3.2.3)0 bRl alIB IRk

—(E R AN AR, BNDERTEIE S8R T i, 5 st WA SN
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— R AR IEEVEL M AKEL ATEEEL IR PR ) H AR

The organization shall identify, document and review the product design inputs requirements including the following
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— customer requirements (contract review) such as special characteristics (see 7.3.2.3), identification, traceability
and packaging;

— 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;

— targets for product quality, life, reliability, durability, maintainability, timing ~ and cost.

7.3.2.2 ﬂ%ﬂf@i‘iﬂiﬁﬁﬁﬁ]\ Manufacturing process design input
LGN VN TS SRR BT A R, RSO TP, A
—F‘Lnuﬁ'ﬁ‘iﬁﬂﬂjiﬁfﬁ ;
—AEr R I RRRE I AIRRA ) B AR
—BEER, WA, .
—LMERTT R AR,
T SR W V8 SRR Dy v, AR P 5 I L 1 S R T A7 XK R P AR 3 R o

The organization shall identify, document and review the manufacturing process design input requirements, including
— product design output data,
— targets for productivity, process capability and cost,
— customers requirements, if any, and
— experience from previous developments.
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.
7.3.2.3 BFBRIEFTE Special characteristics
ANV R E (UL 7.3.3d), JfH
—EFE R L T A R AR
— 55 BRI E R E SCANAT 5 AH— 2, A
— VU R, AHEERE . FMEAs, 6l S ARNLE 34, AT AR W s iR R R VAT
T AL SR T BT, AR R R AT S R e R D R
e RRERERTE A EAE T SRR RS R S

The organization shall identify special characteristics (see 7.3.3 d) and
— include all special characteristics in the control plan,
— comply with customer specified definitions and symbols, and
— 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.

NOTE Special characteristics can include product characteristics and process parameters.

7.3.3  &WHFITREH  Design and development outputs

ISO9001:2008 JFEEHER—FEK
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7.3.3 I REEH Design and development outputs
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The outputs of design and development shall be provided in a form that enables verification against the design and
development input and shall be approved prior to release.
The outputs of design and development shall be provided in a form that enables verification against the design and
development input and shall be approved prior to release.
Design and development outputs shall
a) meet the input requirements for design and development
b) provide appropriate information for purchasing, production and for service provision
c) contain or reference product acceptance criteria, and
d) specify the characteristics of the product that are essential for its safe and proper use

NOTE Information for production and service provision can include details for the preservation of product

7.3.3.1 PEREEHEHE—%ME  Product design outputs - Supplemental
7 T S AREAR B 7 i B v A AN B R, BEATIRAE MR A R Ty Ak ke 7 st Y A
—B& il FMEA. AISEdE4E R
— 7 W RFERARE AT
— I R B
— e S, AR B ACRT AR
— R PER AR, BLK
—AEIE I 2 W R R
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

design FMEA, reliability results,

product special characteristics, specifications,

— product error-proofing, as appropriate,

— product definition including drawings or mathematically based data,
— product design reviews results, and

— diagnostic guidelines, where applicable.
7.3.3.2 HIEEEE S Manufacturing process design output
il e R A2 A Y DA RE A% 0 T s e ok R R v N B BRI T S0 UE AN A 1 Aok . HiliE i R R

R IBIVATEGE
— VA TR
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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
— specifications and drawings,
— manufacturing process flow chart / layout,
— manufacturing process FMEAS,
— control plan (see 7.5.1.1.),
— work instructions,
— process approval acceptance criteria,
— data for quality, reliability, maintainability and measurability,
— results of error-proofing activities, as appropriate, and

— methods of rapid detection and feedback of product/manufacturing process nonconformities.

7.3.4 WIHAFFRIFE  Design and development review

IS09001:2008 REEHER—FR
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7.3.4 WIHFIFRVFE  Design and development review
MM BT skl i) 2z 4E (I 7.3.1) £E3E E AR BOM BV NUT A 34T R GE R PP, LA .
a) PR BT MITT A (R 45 R0 A2 5K 1) fE
b) PRI AT Tr] T B H 0 S 5t
PEE IS N NS L B E A BRI A B By R HRBERIACE o AT 45 R BT e B i Y i 5k
NP REE (I 4.2.4)
At suitable stages, systematic reviews of design and development shall be performed in accordance with planned
arrangements (see 7.3.1)
a) to evaluate the ability of the results of design and development to fulfil requirements, and
b) to identify any problems and propose necessary actions
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).

VE: IXEEPPAGE R S ue B BOm o, SRS AR R MO T
NOTE These reviews are normally coordinated with the design phases and include manufacturing process design
and development.
7.3.4.1 WL Monitoring
R BRI AR e B BB I AR RE « 20T, FERHE R SR TIR A1 o0  BEVP AT A4 o
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Measurements at specified stages of design and development shall be defined, analysed and reported with summary
results as an input to management review.

NOTE These measurements include quality risks, costs, lead-times, critical paths and others, as appropriate.

7.3.5 W KKIEIE Design and development verification

1SO9001:2008  Joit &5 BE A& R—EEK
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7.3.5 W HMIFRFIWAUE  Design and development verification

RV FITT A i L N SR, AR P SR 22 HE (AL 7.3.0) XA R BT IRAE . K
RS SR BATAT D EEHE IS N TR FE (WL 4.2.4),
Verification shall be performed in accordance with planned arrangements (see 7.3.1 ) to ensure that the design and
development outputs have satisfied the design and development input requirements. Records of the results of the

verification and any necessary actions shall be maintained (see 4.2.4)

7.3.6 WIFFIF RN Design and development validation

IS09001:2008 FEEIHAER—EK
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7.3.6 WHMFF RN Design and development validation

HRAOR T it BE A Tl A AR A T SR el A U T i 28K, MR I skl i) 22 4HE (L 7.3.10 X
THRITT ACHEAT N . SLEEATAT, WAL ™ AT A RS BT 58 e AN G5 SR S ATART 6 B I P 3 S
ReF (I 4.2.4),
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).

TE L AR H R IRABL S A AR A 28T o
VE2: RIA#SK 7.3.5 F17.3.6 fKERIE ] T S ARG AR .
NOTE 1 The validation process normally includes an analysis of field reports for similar products.
NOTE 2 The requirements of 7.3.5 and 7.3.6 above apply to both product and manufacturing processes.
7.3.6.1 WIHFIFRHEIA—FPFR Design and development validation — Supplemental
B AT AR AN B R — 25, AR H I 1)
Design and development validation shall be performed in accordance with customer requirements including programme
timing.
7.3.6.2 BRI Prototype programme
BRI, GV AR RS R HERTRE, AU N 5 E AR AR R AR T
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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.
All performance-testing activities shall be monitored for timely completion and conformity to requirements.
While services may be outsourced, the organization shall be responsible for the outsourced services, including technical
leadership.

7.3.6.3 FER#HETE  Product approval process
A ZNAT B AR 7 i R TR R HERE e o
e 7 e Y 2 G i RS UE 2 fS HEAT .
™ b AR R R Pyt 3
The organization shall conform to a product and process approval procedure recognized by the customer.

NOTE Product approval should be subsequent to the verification of the manufacturing process.

This product and manufacturing process approval procedure shall also be applied to suppliers.

7.3.7 BIHAIFRZFERESE  Control of design and development changes

ISO9001:2008 JREFHAR—ER
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7.3.7 IR RZEREHR  Control of design and development changes
MBI AT A R B, IR R ARG 2N, N BV AIIT A B S SGEAT VR AR L 36 UEATf A,
FFAESEHE AT RIHEAE . BErh AN IT A S SR PP a7 I AL 8 PP 4 SE 506 7 i AL 20 R AT A 7 i RS
BT S5 R AR ZRE SR N IR (W 4.2.4).
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 already delivered product.

Records of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4).

Ve B AT A 0 S SR 7 i 0 H A A U B S e (DL 7.2.4),

NOTE Design and development changes include all changes during the product programme life (see 7.1.4)

7.4 FRW Purchasing
741 XRMWiEFE  Purchasing process

IS09001:2008 REEHER—FR
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7.4 R Purchasing
7.4.1 RMEEFE Purchasing process

YL LR R G IR ™ S A5 B R LR o S0 7 B SR 1) 777 it s il P A 2R R 88 I8 B ke SR 1)
7 it X i (187 i S IR B 4 i RS T
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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.

LN AR 7 Fe DU BRI 5t B BE )PP RS TT o RE R RE . PRI B HT DP A v U o
VPO S5 R KPP BT S GRS AT i ZEE B R S N T R FF (UL 4.2.4)
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)

WL IR S AT I RS ARG, Bl R HEE. ik, R TRIREIRSS .

2 RAGHIARCIIHIR . BOWBE IR, ATZUN 50 UE ARy 5T o B AA AR (¥ S 2 A 2
NOTE 1 Purchased products above include all products and services that affect customer requirements such as
sub-assembly, sequencing, sorting, rework and calibration services.
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.
7.4.1.1 BHRKAFEH Regulatory conformity

P77 TR B BT A 7 it b R N 538 P ARV 5K
All purchased products or materials used in product shall conform to applicable regulatory requirements.
7.4.1.2 HHEREEBEMARKITE Supplier quality management system development

NN LB FF S ABARETE N HIK, BT g7 U BA R TT . #74 1S09001:2008 Lk FIiX
—Hmms—L,
The organization shall perform supplier quality management system development with the goal of supplier conformity with
this Technical Specification. Conformity with ISO 9001 : 2008 is the first step of achieving this goal.

T BT TR ISR e LT 1) 5T SRR BT (AL 17 il ) E P R

BRAR A RE, A M SR A5 I8 I 28 A T 28 = J7 DGIEN L4 Y 1ISO9001:2008 2 = J5 NIk
NOTE The prioritization of suppliers for development depends upon, for example, the supplier’s quality performance and
the importance of the product supplied.
Unless otherwise specified by the customer, suppliers to the organization shall be third party registered to ISO 9001 : 2008
by an accredited third party certification body.
7.4.1.3 BEHHERMLS Customer-approved sources

A la) ChiA TR AR VG AT RE, 223N N2 AL e (1) (AL T AR 7 it . ARLRITIR 55
Where specified by the contract (e.g. customer engineering drawing, specification), the organization shall purchase
products, materials or services from approved sources.

KAV BT (R TR AU A RBRH S IR RIG 2R BRI SS T 1 5 AT
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.
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7.4.2 RMER Purchasing information

IS09001:2008 REEHER—ER
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7.4.2 RWER Purchasing information
RIGAE ENHR SR )™ iy, 38 2 I 4
a) ;o PR AR A AE LK
b) A BRI EK
c) FURE MR RMER,
FES BTV TERT, AU ORI E FRIE SR 7870 S8 B
Purchasing information shall describe the product to be purchased, including where appropriate
a) requirements for approval of product, procedures, processes and equipment
b) requirements for qualification of personnel, and
c) quality management system requirements
The organization shall ensure the adequacy of specified purchase requirements prior to their communication to the

supplier.

7.4.3  RMFEREEIE  Verification of purchased product

IS09001:2008 REEHER—FR
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7.4.3 KW= ST Verification of purchased product
A2 I Aiff 22 S S 50 B LA A BERTE Sy, DA R SR 17 il A A TR K
2 Al AU AE L 7 (I S HE S UE N, LN AE SR JEL HR e U038 I 1 2 HE R = AT 1R T %
PEHRIE -

The organization shall establish and implement the inspection or other activities necessary for ensuring that purchased
product meets specified purchase requirements.
Where the organization or its customer intends to perform verification at the supplier's premises, the organization shall

state the intended verification arrangements and method of product release in the purchasing information.

7.4.3.1 FREBIERKIFFETE Incoming product conformity to requirement
HGNA I FERORUERIE™ S B BT (W 7.4.3), ATLURHT R b el iy i
— GGG A, I AT PR
— R AN BRSBTS 5
— &5 A O BRI R A PRI T2 sk, B U7 B = MU S I AT VAL B

— AR E RS2 S AT R VPT

— i [R]  F HeAth 7 7%
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:
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— receipt of, and evaluation of, statistical data by the organization;

— receiving inspection and/or testing such as sampling based on performance;

— second or third party assessments or audits of supplier sites, when coupled with records of acceptable

delivered product conformity the requirememnt.

— part evaluation by a designated laboratory;

another method agreed with the customer.

7.4.3.2 XHEH WM Supplier monitoring
N LR AR, 6T Skt AT MR
— O A o SR R A
— XS A ST, AR AMIR B
— RIS @R CRAS R AL B ETZS 2D,
— 55 TR BT A A R R AR A B 3 5 o
LU AL AT 0 T S FEST A «
Supplier performance shall be monitored through the following indicators :
— delivered product conformity the requirememnt,
— customer disruptions including field returns,
— delivery schedule performance (including incidents of premium freight),

— special status customer notifications related to quality or delivery issues.

The organization shall promote supplier monitoring of the performance of their manufacturing processes.
75 AEFERREEMEE Production and service provision
7.5.1 AFERRSSRAERIEE]  Control of production and service provision

ISO9001:2008 REEH AR —EK
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7.5 AR FIARSHRAE Production and service provision

7.5.1 ﬁi#ﬂﬂﬁ%ﬁ@%ﬂ‘]ﬁ%ﬂ Control of production and service provision
LN HRRIIAEZ LA FIAT A RS 4. @I, S22 5 AL 4
a) GRS IR 1R R
b) I, RGNS T S
c) A NI B
d) FRAFAE P R AN 0] o2
e) S Jith e R R
f) AT A AT 5 Bl S it o

The organization shall plan and carry out production and service provision under controlled conditions.

conditions shall include, as applicable

a) the availability of information that describes the characteristics of the product,
b) the availability of work instructions, as necessary,

c) the use of suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement, and

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

Controlled

7.5.1.2 #®#HlR] Control plan
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The organization shall
— 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
— have a control plan for pre-launch and production that takes into account the design FMEA and manufacturing
process FMEA outputs,
The control plan shall
— list the controls used for the manufacturing process control ,
— include methods for monitoring of control exercised over special characteristics (see 7.3.2.3) defined by both
the customer and the organization,
— include the customer required information, if any, and

— initiate the specified reaction plan (see 8.2.3.1) when the process becomes unstable or not statistically capable.
AEATSENE b HEERRE E. Y. SN E FEMA (WL 7.1.4) M SURERS, WP
Bl

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).

Vi D T AP T RE AT B AU

NOTE Customer approval may be required after review or update of the control plan.
75.1.2 {ENkFRFF Work instructions

LN AT ST b SR AT Gk AR R R AR I AR SOOI ENE i . IR T A5 NAE
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The organization shall prepare documented work instructions for all employees having responsibilities for the operation of
processes that impact product conformity to requirement. These instructions shall be accessible for use at the work

station.

These instructions shall be derived from sources such as the quality plan, the control plan and the product realization
process.
7.5.1.3 {EMEHERHIIAE Verification of job set-ups

AT BEAT L HE S, WL IHIUGEAT « AR SE e, VRNV S o, B NREAT A HE S SR UE . A5
M AEE N BN RERF BIVENL AR 3. G, AHGUNAE T Gt A TR .
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Job set-ups shall be verified whenever performed, such as an initial run of a job, material changeover, job change. Work
instructions shall be available for set-up personnel. The organization shall use statistical methods of verification where
applicable.

NOTE Last-off-part comparisons are recommended.
75.1.4 TARGHEMPLELED" Preventive and predictive maintenance

AL NARFOCBEIERE B, PSR BER e S B, IR AR« A7 VRl (2 Rl v 4 &
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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 :
— planned maintenance activities,
— packaging and preservation of equipment, tooling and gauging,
— availability of replacement parts for key manufacturing equipment,
— documenting, evaluating and improving maintenance objectives.
The organization shall utilize predictive maintenance methods to continually improve the effectiveness and the efficiency of
production equipment.
7.5.1.5 AFETIEREE vanagement of production tooling
2N A TR L) Bevt At AR e i S 3 i Dt U
LR G IF A TR E P RS, A
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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 :
— maintenance and repair facilities and personnel,
— storage and recovery,
- set-up,
— tool-change programmes for perishable tools,
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— tool design modification documentation, including engineering change level,
— tool modification and revision to documentation,
— tool identification, defining the status, such as production, repair or disposal.
The organization shall implement a system to monitor these activities if any work is outsourced.
NOTE This requirement also applies to the availability of tools for vehicle service parts.

75.1.6  AF=HRI Production scheduling

AT I AL B SR A 2R R, s RORGUSCHR I “HERE” HRIL %5 BRGSO
Bk A5 O F Ho2 1T o i
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 drive
7517 REEBRRBR Feedback of information from service

VR SE I ORRE S i . AR VA I R 55 1) R A

VE: R RSS SR INBA K, O H R T ORIEH T AN AR LA G A%
A process for communication of information on service concerns to manufacturing, engineering and design activities shall
be established and maintained.

NOTE The intent of the addition of "service concerns" to this clause is to ensure that the organization is aware of

nonconformities that occur external to its organization.
7.5.1.8 5B KIRS UMY Service agreement with customer
2 55 I IR S5 VISR, A NI UE T F 35 H A R -
—H LT — 550
— AL M T R o R B, AN
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When there is a service agreement with the customer, the organization shall verify the effectiveness of
— any organization service centres,

— any special purpose tools or measurement equipment, and

— the training of service personnel.

7.5.2 HFERIRGRALIFEEIFEIA Validation of processes for production and service provision

ISO9001:2008 JREEHHR—ZK
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7.5.2 PR IRSGGRALT R MIN Validation of processes for production and service provision

2R MR S5 SR e A P A B e 2 ) AL s R n LSS UE I, ZH USSR 0 T A St
o RAFEAAE St T Bk 55 C A 22 ) il fL 4 B R
The organization shall validate any processes for production and service provision where the resulting output cannot be
verified by subsequent monitoring or measurement. as a consequence, deficiencies become apparent only after the
product is in use or the service has been delivered.

BRIV UE SR B85 i S P SR ) 5 R )

Validation shall demonstrate the ability of these processes to achieve planned results.

PN EFINIX L FE R 2 HF,  TEHI I LT
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The organization shall establish arrangements for these processes including, as applicable.
a) defined criteria for review and approval of the processes,
b) approval of equipment and qualification of personnel,
c) use of specific methods and procedures,
d) requirements for records (see 4.2.4), and

e) revalidation.

7521 AEFARSRESENFA—FFT

Validation of processes for production and service provision — Supplemental

7.5.2 [F)ERNEE H A7 A A i 25 e i R

The requirements of 7.5.2 shall apply to all processes for production and service provision.

7.5.3 PREFIREIIME  dentification and traceability

ISO9001:2008 REEH AR —EK
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7.5.3 FRRFIREPIHE (dentification and traceability
TN, ATENAE S it S A AR A 3 IR VA TR
ZHZNET T AR SR U] i RS .
FEATIEWIVEZORIN, AN RIS s ME— PRI, R RRRALk (L 4.2.4)
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Where appropriate, the organization shall identify the product by suitable means throughout product realization.
The organization shall identify the product status with respect to monitoring and measurement requirements.
Where traceability is a requirement, the organization shall control the unique identification of the product and maintain
records (see 4.2.4).
NOTE In some industry sectors, configuration management is a means by which identification and traceability are

maintained.

e AP ST AL AL B I EARER WAL R . IRKORES, BRAE A S REWE, i A A i A
fIRA kL. I AR RETE R B0 TR T SO Hak 2 1 HUE f H AR, n] DURFTEARHI 51
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 achieves the designated purpose.
7.5.3.1 $niRFIR B IE—FPFE 1dentification and traceability - Supplemental

LA b 7.5.3 Hil il 2 ANE ] o

The words "Where appropriate” in 7.5.3 above, shall not apply.
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7.5.4 BEMF= Customer property
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4.2.4),
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, this
shall be reported to the customer and records maintained (see 4.2.4).

e BT Al A4S AN BRI AAE B

NOTE Customer property can include intellectual property and personal data..

T XA AR P A ] A A .
NOTE Customer-owned returnable packaging is included in this subclause.
7.5.4.1 BZEPIHE WL THE Customer-owned production tooling
i B AT 0 TR DL R filid ke A (0 AN BE A5 N LUK ARSI, DA B 4 AR %
FAIT BT AT LI AT AR E o
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.

755 FEEBY Preservation of product
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75 B AL PSS A 2 TUE H b R0 0], A ZARLEE0E 7 it BO RS MR AL 4, XM B AR AR IR, )
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The organization shall preserve the conformity of product during internal processing and delivery to the intended
destination in order to maintain conformity to requirements. As applicable, preservation shall include identification,

handling, packaging, storage and protection. Preservation shall also apply to the constituent parts of a product.

7.5.5.1 WFFESE Storage and inventory
422 SRl FRE "L P ) ) BB G 7 A i R0, DA A I A AR BT D o
HYUAE ] — PP PEAF T BEARGE, LMUACEAE R3], mRiRBe i e, st se s (FIFO) "o N RAXY
AN G b BT VA L 3017
In order to detect deterioration, the condition of product in stock shall be assessed at appropriate planned intervals.
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.
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7.6 MMM EFLRIFESE  Control of monitoring and measuring equipment
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7.6 WEMPEEAHES]  Contol of monitoring and measuring equipment
AL R i St P M AW R 05 DR T ) S R R B, O™ A S I ESR (L 7.2.1) $AHIE

i o
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 (see 7.2.1).

AL RE, DU OR SRR A B35 ) m] AT I LA A0 S SRoAH — 20 J7 Uit
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.

LB IRG R RS G, DR R e

a) 0 BE DG 1] s s R SObm A RO AR, 422 JRORIL S F1 I T 1) I A5 P R A T A HE A 2 o 2 A
FAAE_EIRBRAEIRT,  NAC SRR HE Bk 72 AR 5

b) Iy BEAT I A A

c) BV, LA e HARTERES:

d) B ik v] BEAE I 45 R AR T

e) fEfkiz. Hefr AN A7 Rl By Bk B R Ak
Where necessary to ensure valid results, measuring equipment shall
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 standards exist, the basis used for calibration or

verification shall be recorded(see 4.2.4);;
b) be adjusted or re-adjusted as necessary;
c) have identification on order to determine its calibration status.
d) be safeguarded from adjustments that would invalidate the measurement result;
e) be protected from damage and deterioration during handling, maintenance and storage.

BEAN, 2RI AN 5 BORIN, - AL ZUNE0S AT I 45 R A RS AT PR Al sk . HZUNR 2B
FEAR] 52 500 ()7 ol R DO 1 PRI it o AR HRE RIS UE 285 SR AR s IR FE (L 4.2.4).

AUV TR0 SR A M AR I, S 6 SOOI & A BE 0 o BN AE A A H i
1T, IR LZE T LLER A .

e ANV SERURR AT AL U I 3k £ 7 0 028 7 30 A 368 36 TR R DR Hd P g T 0 2
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.
Records of the results of calibration and verification shall be maintained (see 4.2.4).
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.
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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.

T GBI SR G S A AR AR AR o IR
NOTE A number or other identifier traceable to the device calibration record meets the intent of requirement c) above.
7.6.1 MERZADHT VMeasurement system analysis

N 93K A R ARG A AR A IS R LI AR 2, NREAT SR . L EERONE ] T R
RIP S MR RS BT AT 505 S AR S N AT 5 % 50 TR R TS %5 T 2Kk . ik
PR (FEAE, ]l A iR A S HE N
Statistical studies shall be conducted to analyse 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.
7.6.2 RWEMAEICF Calibration/verification records
PP R R . MR AR B, G R TR oA e, ARG I G UE TR Bhic %, HI LAt
FEE A IR i SR B UESE o ] R AT
— A ARIR, R AHE R 2% B Rl v
— i TSGR BT
—LERSHE/IRALE I RAT AT ] R ) 128
—ifE AV A E T SR DAL 5
—ERHERAE G, A RAF S TR B 5
—E AT BE S AR DRGSR BT, 4R I A
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
— equipment identification, including the measurement standard against which the equipment is calibrated,
— revisions following engineering changes,
— any out-of-specification readings as received for calibration/verification,
— an assessment of the impact of out-of-specification condition,
— statements of conformance to specification after calibration/verification, and
— notification to the customer if suspect product or material has been shipped.
7.6.3 REFEX Laboratory requirements
7.6.3.1 WESEIGE Internal laboratory
LA P T S 36 = B N AT — N E TG, QAR HEAT R AR . 6 s HE IR 55 IO BE T . SEB
Y0 P A AR TR AR R S o SR A/ IR R O St DA 7 T R AR 2K
— SERERFR AT
— S N AEE
— it
— IEMRATIZEIR S, B BRI AR AE (41 ASTM, EN 48D 1IRES), BLA
— ALK VR
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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

— adequacy of the laboratory procedures,

— competency of the laboratory personnel,

— testing of the product ,

— capability to perform these services correctly, traceable to the relevant process standard (such as ASTM,

EN,etc.), and

— review of the related records.

NOTE Accreditation to ISO/IEC 17025 may be used to demonstrate supplier in-house laboratory conformity to this

requirement but is not mandatory.
7.6.3.2 AMESLEE External laboratory
AL FAGr I RIS HE AR 55 1) A0 0 e MU A S ) ST = Bt AT — R E IOV ], R EEAT 2R 1
R 0 eI 5 I E ), JF H:
— AR R AL SN AL P HZI, B
— SEHE VIR ISO/NECL17025 k[ 4% () [ ShsE ik i)

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
— there shall be evidence that the external laboratory is acceptable to the customer, or
— the laboratory shall be accredited to ISO/IEC 17025 or national equivalent.
T 1 U I VEE BB AR 21 0 VP A5 7 SR A i W SR S A ISONIEC17025 Ayt AR W: &l S br vhe i K ITIE
i
2 TR, B RA TS ISR I, RAEIRSS AT Bl R e A G S K AT XA OLR, ALGUN M iR
LR 7.6.3.1 ZOROAEHAL .
NOTE 1 Such evidence may be demonstrated by customer assessment, for example, or by customer -approved
secondparty assessment that the laboratory meets the intent of ISO/IEC 17025 or national equivalent.
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.

8 ME. AHrFZGE Measurement, analysis and improvement
81 &N General
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ISO 9001:2008, Quality management systems — Requirements
8. ME. HrFIdEE Measurement, analysis and improvement
8.1 B General
HZN SRR IF I LT 77 Tl A L A A S A
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b) DRI AR R A1k
C) HFEEHU TR AR R AT A
X ALFER G VR AR P R 792 B Y PR P PR 7
The organization shall plan and implement the monitoring, measurement, analysis and improvement processes needed
a) to demonstrate conformity of the product requirements,
b) to ensure conformity of the quality management system, and
c) to continually improve the effectiveness of the quality management system

This shall include determination of applicable methods, including statistical techniques, and the extent of their use.

8.1.1 ST EMMIE Identification of statistical tools
LE R SIS R N e B I REE g T E, IR AFEERE IRt

Appropriate statistical tools for each process shall be determined during advance quality planning and included in the
control plan.
8.1.2 HEMZITHEASR Knowledge of basic statistical concepts

HEANMPN T RN FEA R Ge vt W, e 2e 4 (RRsE ) b RERE A i

Basic statistical concepts, such as variation, control (stability), process capability and over-adjustment shall be understood

and utilized throughout the organization.

8.2 WAMLAME Monitoring and measurement
8.2.1 BiZWE Customer satisfaction

IS09001:2008 REEHER—FER
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8.2 WMMAME Monitoring and measurement
8.2.1 BE WA Customer satisfaction

R oA PRAR R ML ST — P, ZH NN AN 5% T A S 770 L HLEER R A SR AR R
e 72 SRIBCRR X A5 B 7 i

VE: MR Sz ) UELAR AT SR BT A L R ER OG T A B T T . T R R A Rk g%
N R RIF A R R T RS I o
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.
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.

TE: X BSRSN35I 24 0 B
NOTE Consideration should be given to both internal and external customers.
8.2.1.1  JZEWHE—FME Customer satisfaction - Supplemental
e R AL EA R R B IR G D SEBLE RSN RFEV R BT WAL . SURHR bR NI % DL
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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 :

— delivered part quality performance,

— customer disruptions including field returns,

— delivery schedule performance (including incidents of premium freight),and

— customer notifications related to quality or delivery issues.
The organization shall monitor the performance of manufacturing processes to demonstrate compliance with customer

requirements for product quality and efficiency of the process.

8.2.2 WEH#Z Internal audit
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8.2.2 WEBHH Internal audit

LR AL AR (R I TR TR B A T B S A%, DU i Y B R 2 1

a) FradRIf el (7.0 ABRAERIEER LU AL ZUFT I 52 (TR A B AR (R K

b) #3247 S5 PR EF o
The organization shall conduct internal audits at planned intervals to determine whether the quality management system
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
b) s effectively implemented and maintained.

LN SRR F A% T 58, SRR 2% RO A PR RN DXl PR AR DA F P DU DIAE AR IR 42RO
S HAZIIUMEN] . Ju R BIURMITTE o oA G PR R o A% 1) S8 I O T RO R R B WA S TEE . A %
AN HRZ A O AR,
An audit program 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.
Selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall not
audit their own work.

SRR St o A% DA B s & AR R (L 4.2.4) RS AR AR SO R 7 v HE G

BT 52 T DX R A B A R S I RO EE A TE AN A IR RS T, DAV BR BT AL A S S g e BR
ST 50) I AT T T SR R it P 36 UE R 3R £ SR K9S (UL 8.5.2)

HE: fEN5R, £ 1S019011
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A documented procedure shall be established to define the responsibilities and requirements for planning and conducting
audits, establishing records and reporting results.

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

The management responsible for the area being audited shall ensure that any necessary corrections and corrective
actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall
include the verification of the actions taken and the reporting of verification results (see 8.5.2).

NOTE See ISO 19011 for guidance.

8.2.2.1 MEFHMARFM Quality management system audit

LN AZ R B R, AR UE 5 A BRI AIAE A B f) i LA R SR AT Ak
The organization shall audit its quality management system to verify compliance with this Technical Specification and any
additional quality management system requirements.
8.2.2.2 iR AZ Manufacturing process audit

LN ARG SRR AT o % LU s HAT R0

The organization shall audit each manufacturing process to determine its effectiveness.
8.2.2.3 =™ Product audit

LN LR SE RIPC, AR FIASAS B3 B BOM 7™ i AT ¥ k%, DU UERT & DT A RUE 255K, ™
AR Thig, BARIbRAE .
The organization shall audit products at appropriate stages of production and delivery to verify conformance to all specified
requirements, such as product dimensions, functionality, packaging, labelling, at a defined frequency.
8.2.2.4 WHE TR Internal audit plans

P A N 5 T TR A G R TESIANEER,  HNV AR EE R T H AR e HE
2 N FRIAMBANTT G SR F A A AN NI 1 0w ALK o

i BRI RUE R B R
Internal audits shall cover all quality management related processes, activities and shifts, and shall be scheduled
according to an annual plan.
When internal/external nonconformities or customer complaints occur, the audit frequency shall be appropriately

increased.

NOTE Specific checklists should be used for each audit.
8.2.2.5 W ZREK Internal auditor qualification
AL HA A BT ZAEARIE RN d % 1 (W 6.2.2.2).
The organization shall have internal auditors who are qualified to audit the requirements of this Technical

Specification( see 6.2.2.2).

8.2.3 WIREMMEMFIME  Monitoring and measurement of processes

ISO9001:2008 JREEHHR—ZK
ISO 9001:2008, Quality management systems — Requirements
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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.

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.

8.2.3.1 M R I MAM B Monitoring and measurement of manufacturing processes

HEINR T A B HE S e CRAFRRRCNE e AT IR, DA IR L R 58 ) 0 il Rz e it
BRI o SRR ST SR N SO, IR, R ERATR IS VA R R e R S A
XSO AL FE I R FERE ). AIEEE . TSRS AT O H bR S S M)
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.

LGN ORFF IR A A SR SR R (g R e ) sV RE . ZH SR DR S 2 1 oSl R R e
K, SRR S ER:
— R
—filFET &I
—hRHE, A
—— R AL BT DU 8 5 7 )

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

— measurement techniques,
— sampling plans,

— acceptance criteria, and

reaction plans when acceptance criteria are not met.

Pk RS, W e T B P LA

PGS GETE RE I AL BANTEE BURRE R S FEHI TR B R Nt Rl &I, S SRl LR 7
()3 I 100%K%: o oA ORUEIS AR A3 A5 E T RE 7 ZH 2RI i I 50 Js I 8 P82 R 3 AT SR IR A TE S v
FORIN, RN B 3 ) P R R 2R i it v o

PN ORAF IR B SR AL I
Significant process events , such as tool change or machine repair, shall be recorded.
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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.

The organization shall maintain records of effective dates of process changes.
8.2.4 PEEIAMAIPE  Monitoring and measurement of product

ISO9001:2008 REE AR —ER
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8.2.4 =R IAMLAIPE Monitoring and measurement of product

ALZANNS 7 i R PEEAT I RN 2, DAIGIE P ol 2SR A B A2 o M M AU 0 2 WA 30 P 58] 1)
ZHE (I 7.0, 67 i SEIURE R A& 2 B Btk AT .

IARFF AT AR CHE N FRIE S o ISk N FR WA ABUBAT P i L B (L 4.2.4)

BRARTT 2A IR G RIAEAE, 18] A5 2B A e e, A5 E SRR 22 (L 7.0 C IR 58 BRI,
ANBETBAT ™ b I AEAS e 55 o
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.
Records shall indicate the person(s) authorizing release of product for delivery to the customer (see 4.2.4).
The release of Product and delivery of service 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.

T SRR S UL S UE (N AN R AT S PR, A9 e R PR SR A, IR

— DALY,
—iE IR T, M
— LRI BETIMIEIA

NOTE When selecting product parameters to monitor compliance to specified internal and external requirements, the
organization determines the types of product characteristics, leading to
— the types of measurement,
— suitable measurement means, and
— the capability and skills required.
8.2.41 AR-~HEKMINELRE Layout inspection and functional testing
ARG T e TAREADRE S PEREARUE,  FE vk R RE , R — Rl 384T 2 RO R S A D) e 5
UEe LG RN AT BB PF

A A TR R Bl s B s T 7 i RS AT S R R
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.
NOTE Layout inspection is a complete measurement of all product dimensions shown on the design records.
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8.2.4.2 AMRINH Appearance items
A M GUVE T ) R i € R AP, WA N R -
—IE PR, ARSI
—IEYI, B, GO OGP, EJESIRE. 45 BEREE (DOD IRIARUERE i
—AIRARERE i ST % (R 4 R
—XF AP TEGT N 530 B8 R B (R BRI o

For organizations manufacturing parts designated by the customer as "appearance items", the organization shall provide
— appropriate resources including lighting for evaluation,
— masters for colour, grain, gloss, metallic brilliance, texture, distinctness of image (DOI) as appropriate,
— maintenance and control of appearance masters and evaluation equipment, and

— verification that personnel making appearance evaluations are competent and qualified to do so.

8.3 AEHEEMMIEE]  Control of nonconforming product

IS09001:2008 REEHER—FER
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8.3 A& T= M Control of nonconforming product
NLUSIORAST 57 S BRI S A3 B AR S, CABT B AR PO B T a2 A o ANEA% i 2261 LA
SN A B A SRR MR Y A B S R A R
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
Where applicable, the organization shall deal with nonconforming product by one or more of the following ways:
ALV TR FF— Pl URigAe, ALEAGH G-
a) KM, HERRILIAEHE,
b) ZA7 RIAN SALHtE, &I G HbE, BT AT BN A% i
C) SRIUH I, B 1k LT R st =AY ] o
d) HFEACAT BT IAAE 5 R i AN G A IS, A2 SR I AN W6 PR S W) v 1 5 W P R A 12 )
i)
The organization shall deal with nonconforming product by one or more of the following ways:
a) by taking action to eliminate the detected nonconformity;
b) by authorizing its use, release or acceptance under concession by a relevant authority and, where applicable, by the
customer;
c) by taking action to preclude its original intended use or application.
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.

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

therequirements.

IEARFEAN B AR BT LK BB S PR B AT T R e %, APt ER ikl ik (W 4.2.4).
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Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be

maintained (see 4.2.4).

8.3.1 AE#MHIFEHI——FPFR Control of nonconforming product — Supplemental
RERSHRRETEEN =5, NIHFEAA S (WL 7.5.3),

Product with unidentified or suspect status shall be classified as honconforming product (see 7.5.3).
8.3.2 RIF=MIIFEH] control of reworked product
RTART, WRERRGER, W5 THOE 1 N 32 .
Instructions for rework, including re-inspection requirements, shall be accessible to and utilized by the appropriate
personnel.

8.3.3 HZi#4 Customer information
— HRAEANGH R IE, N7 RIIE ST

Customers shall be informed promptly in the event that nonconforming product has been shipped.
8.3.4  BEERHHF Customer waiver

FoR ATy, S N IS R 2 R AE AN, GRS T, HEUN IR B AL 2D s
AT

YN PR FFEAUHIAT BOYI PR BB T T RC oK. A IRBUIIIN , LU N PR AT 5 A 0 A AR A
TWRIESK . BARAHIA RIS I, AR — A S 2 bR il

U IR TR 7= il o AEARAZER AT, AN A T7 AR R AR AT 2SRk il — 2

The organization shall obtain customer concession or deviation permit prior to further processing whenever the product or
manufacturing process is different from that which is currently approved.

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.

This applies equally to purchased product. The organization shall agree with any requests from suppliers before

submission to the customer.

8.4 HFE4rHr Analysis of data
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8.4 BT Analysis of data

LUNHAE « RN ST IE 2 At DAE SE SR BRAACR 8 B PRI Rk, JF VRN E AT Ak vl DAF &8
O iR B AR A Rk . X AL R I ARATI R ) 2 2R DA K FA A SR ) B

Hn o3 M B A SC LT 7 IS B -

a) AR (UL 8.2.1);

b) 57" i ELRIIFF AL (WL 7.2.1);

C) ILFEFI b R E A A Fh,  BLARR I 1 A BL 25

d) 7.
The organization shall determine, collect and analyse 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.
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The analysis of data shall provide information relating to

a) customer satisfaction (see 8.2.1)

b) conformity to product requirements (see 8.2.4)

c) characteristics and trends of processes and products including opportunities for preventive action (see 8.2.3 and
8.2.4),, and

d) suppliers. (see 7.4).

8.4.1 BHEHIAHMEER Analysis and use of data
SRS AT G A SN 5 S H bR 0 RE AT LU, T s it LA SCH
a) fif TR P 55 R AH O i) B PRI S
b) i 55 I8 2 AH DG ) S BE A SRR HLOG 2R DLSCRRIRBL VR o L PSR I3 R
c) MR AT AR BE B RS
e N KRS 5 6 TR EGE PR SR N DAL

Trends in quality and operational performance shall be compared with progress toward objectives and lead to action to
support the following :
- development of priorities for prompt solutions to customer-related problems,
- determination of key customer-related trends and correlation for status review, decision making and longer term
planning,
- aninformation system for the timely reporting of product information arising from usage.

NOTE Data should be compared with those of competitors and/or appropriate benchmarks.

8.5 Bt Improvement
8.5.1  FgREuH Continual improvement
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8.5 Bt Improvement
8.5 1 ¥kt Continual improvement
AL A BRI A o H AR, ST as R Bl . Al ARt DL S PRPP S, F5 Sk et it
B BAA R A R
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.

8.5.1.1 ZALRIFREEHGHE Continual improvement of the organization
PN E DRSS R R
The organization shall define a process for continual improvement .
8.5.1.2 #liEIERZEE Manufacturing process improvement
T R SO N R S I T R P R 1 RS A 2 A T A kD
TE 1 AR o R R T O
TE 2. FRESHE S A A RE ) HLAGOE B2 7 s M T TN S A e SR I S o
Manufacturing process improvement shall continually focus upon control and reduction of variation in products
characteristics and manufacturing process parameters.

NOTE 1 Controlled characteristics are documented in the control plan.
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NOTE 2 Continual improvement is implemented once manufacturing processes are capable and stable or product

characteristics are predictable and meet customer requirements.

8.5.2 ZFE#EHE Corrective action
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8.5.2 Z4IEFHE Corrective action
ALY RIS, CIHBRASH& I RE, B b A SRR . ZERELY 5 Pl 2 A Gk 1 5 i
JEAHIE Y o
S G T SOCAF IR, DLRE BL R 7 T K -
a) VFHAGR CERRBAEH);
b) i AN A% S5 AL
c) VET A ERAN B A AN A L IR R PR 75 K 5
o) Al 72 M S BT s I
e) WRPERIUEIERISTR (I 4.2.4);
f) P TR IR 2 LE 15 T 0 A7 25
The organization shall take action to eliminate the cause 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) reviewing nonconformities (including customer complaints),
b) determining the causes of nonconformities ,
c) evaluating the need for action to ensure that nonconformities do not recur,
d) determining and implementing action needed,
e) records of the results of action taken (see 4.2.4), and

f)  reviewing the effectiveness of corrective action taken.

8.5.2.1  fAWRBIIAIE Problem solving
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The organization shall have a defined process for problem solving leading to root cause identification and elimination.
If a customer-prescribed problem solving format exists, the organization shall use the prescribed format.
8.5.2.2 Pk Error-proofing

AN A 2] T 5t PR A o R B i 7
The organization shall use error-proofing methods in their corrective action process.
8.5.2.3 4R Corrective action impact
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The organization shall apply to other similar processes and products the corrective action, and controls implemented, to
eliminate the cause of a nonconformity.
8.5.2.4 FEWZE S ERY/3 T Rejected product test/analysis

LN (RIS TCREAR T A B R AR (BT 7 i AT 04T, LGOS AT BE4i i i 1 1 R T3
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The organization shall analyse parts rejected by the customer's manufacturing plants, engineering facilities and

dealerships. 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.
NOTE Cycle time related to rejected product analysis should be consistent with determination of root cause,

corrective action and monitoring the effectiveness of implementation.

8.5.3 FPhitE  Preventive action

ISO9001:2008 JEEEHAER—FEK
ISO 9001:2008, Quality management systems — Requirements

8.5.3 TiBli#&HE Preventive action
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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.
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A documented procedure shall be established to define requirements for
a) determining potential nonconformities and their causes
b) evaluating the need for action to prevent occurrence of nonconformities,
c) determining and implementing action needed
d) records of results of action taken (see 4.2.4), and

e) reviewing the effectiveness of preventive action taken.
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A.1 Phases of the control plan
The control plan shall cover three distinct phases as appropriate.
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.
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.
c¢) Production: documentation of product/process characteristics, process controls, tests and easurement
systems that occur during mass production.
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.

A2 EHIHRINER
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A.2 Elements of the control plan

The organization shall develop a control plan that includes, as a minimum, the following contents.
a) SEAHE

— BRI
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— 5T

— B RRIFER

— TR SRR
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— AR B

— RAFRMEN A .

a) General data

- control plan number,

- issue date, and revision date, if any,

65



- customer information (see customer requirements),

- organization's name/site designation,

- part number(s),

- part name/description,

- engineering change level,

- phase covered (prototype, pre-launch, production),
- key contact,

- part/process step number,

- process name/operation description.

b) 7 il

— 577 SRR AR
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— R E

b) Product control

- product-related special characteristics,

- other characteristics for control (number, product or process),

- specification/tolerance.

c) bR

— RS

— SRR KRR

— HIEAAE. REL RAL TA.
c) Process control

- process parameters,

- process-related special characteristics,
- machines, jigs, fixtures, tools for manufacturing.
d) Jiik

— VPR R

— P

— FEARBRAIIR

— A

d) Methods

- evaluation measurement technique,

- error-proofing,

- sample size and frequency,

- control method.

e) SN vt MIA I fi it

— NI CFREG D

— A IEST .

e) Reaction plan and corrective actions
- reaction plan (include or reference),

- corrective action.

66



&2 EkBibliography
[1] 1S09001:2008 Quality management system-Requirement
[2] ISO 9004:—1), Managing for the sustained success of an organization — A quality management approach
[3] ISO 10001:2007, Quality management — Customer satisfaction — Guidelines for codes of conduct for
organizations
[4] ISO 10002:2004, Quality management — Customer satisfaction — Guidelines for complaints handling in
organizations
[5] ISO 10003:2007, Quality management — Customer satisfaction — Guidelines for dispute resolution external to
organizations
[6] ISO 10005:2005, Quality management systems — Guidelines for quality plans
[7] 1SO 10006:2003, Quality management systems — Guidelines for quality management in projects
[8] ISO 10007:2003, Quality management systems — Guidelines for configuration management
[9] ISO 10012:2003, Measurement management systems — Requirements for measurement processes and
measuring equipment
[10] ISO/TR 10013:2001, Guidelines for quality management system documentation
[11] ISO 10014:2006, Quality management — Guidelines for realizing financial and economic benefits
[12] ISO 10015:1999, Quality management — Guidelines for training
[13] ISO/TR 10017:2003, Guidance on statistical techniques for ISO 9001:2008
[14] I1SO 10019:2005, Guidelines for the selection of quality management system consultants and use of their
services
[15] ISO 14001:2004, Environmental management systems — Requirements with guidance for use
[16]ISO 19011:2002, Guidelines for quality and/or environmental management systems auditing
[17] IEC 60300-1:2003, Dependability management — Part 1: Dependability programme management. systems
[18] IEC 61160:2006, Design review
[19] ISO/IEC 90003:2004, Software engineering — Guidelines for the application of ISO 9001:2008 to computer
software
[20] Quality management principles 2), ISO, 2001
[21] ISO Management Systems3)
[22] 1ISO 9001 for small business — What to do; Advice from ISO/TC176, 1SO, 2002
[23] ISO Management System 4)
[24] Reference websites:

http://www.iso.org

http://www.tc176.0rg

http://www.iso.org/tc176/sc2
http://www.iso.org/tc176/ISO9001AuditingPracticesGroup

67


http://www.iso.org/tc176/ISO9001AuditingPracticesGroup�

	ISO版权办公室
	Web 0TUwww.iso.orgU0T
	4.1 总要求 0TGeneral requirements…………………………………………………………………………………………………20
	4.2 文件要求  Documentation requirements……………………………………………………………………………………21
	5  管理职责  0TManagement responsibility0T ……………………………………………………………………………………….24
	5.1.1  过程效率 Process efficiency……………………………………………………………………………………….. 24
	5.6.2.1  评审输入-补充  Review input – Supplemental………………………………………………………………….28
	6.2  人力资源  Human resources ……………………………………………………………………………………………….29
	6.2.1  总则  General…………………………………………………………………………………………… …………….30
	6.2.2.1 产品设计技能  Product design skills …………………………………………………………… …………….30
	6.2.2.2 培训  Training  ……………………………………………………………………………………… …………….31
	6.2.2.3 岗位培训Training on the job….………………………………………………………………………………….31
	6.2.2.4  员工的激励  0TEmployee motivation and empowerment  0T………………………………………… …………….31
	6.3.1  工厂, 设施和设备策划  Plant, facility and equipment planning …………………………………………..32
	6.3.2  应急计划  Contingency plans………………………………………………………………………………………..32
	6.4.1  为达成产品要求符合性的人员安全  Personnel safety to achieve conformity product requirements ...32
	7  产品实现  Product realization ......................................................................... 33
	7.1.1  产品实现的策划—补充 Planning of product realization – Supplemental............................34
	7.1.2  接收准则  Acceptance criteria..................................................................34
	7.1.3  保密性  Confidentiality....................................................................... 34
	7.2  与顾客有关的过程  Customer-related processes ......................................................34
	7.2.1  与产品有关的要求的确定  0TDetermination of requirements related to the product....................35
	7.2.1.1  顾客指定的特殊特性  0TCustomer-designated special characteristics..............................35
	7.2.2 与产品有关的要求的评审  0TReview of requirements related to the product...........................35
	7.2.2.1与产品有关的要求的评审——补充  Review of requirements related to the product – Supplemental...36
	7.2.3  顾客沟通  Customer communication...............................................................36
	7.2.3.1  顾客沟通—补充  Customer communication – Supplemental........................................37
	7.3.1  设计和开发策划  0TDesign and development planning ...............................................37
	7.3.2.2  制造过程设计输入  Manufacturing process design input.........................................39
	7.3.2.3  特殊特性  Special characteristics……………………………………………………………………………..39
	7.3.6  设计和开发确认  0TDesign and development validation…………………………………………………………..42
	7.5.1生产和服务提供的控制  0TControl of production and service provision.......................... .....46
	8  测量, 分析和改进  Measurement, analysis and improvement................................................54
	IATF-France
	Remarks for certification
	Web site: Uwww.anfia.itU
	Web site: Uwww.iaob.org
	IATF-France
	Web site: Uwww.iatf-france.comU
	Web site: Uwww.smmt.co.uk
	Web site: Uwww.vda-qmc.de
	ISO9001:2008  质量管理体系要求
	ISO 9001:2008, Quality management systems — Requirements
	0.1  总则 General
	0.2 过程方法  Process approach
	ISO9001:2008 质量管理体制体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	Figure 1 —  Model of a process-based quality management system
	0.3  与ISO9004的关系  Relationship with ISO 9004
	0.4  与其它管理体系的相容性  Compatibility with other management systems
	ISO9001:2008  质量管理体制体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	0.4  与其它管理体系的相容性
	0.5  ISO/TS16949的目的  Goal of  this Technical Specification
	1   范围  Scope
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	范围  Scope
	1.1  总则  General
	ISO9001:2008  质量管理体制体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	2  引用标准  Normative reference
	ISO9001:2008  质量管理体制体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体制体系—要求
	3   术语和定义  Terms and definitions
	ISO9000:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	3.1.6 制造  manufacturing
	3.1.7预测性维护  predictive maintenance
	3.1.8预防性维护  preventive maintenance
	3.1.9 额外运费  premium freight
	3.1.10 外部地点  remote location
	3.1.11 现场  site
	3.1.12 特殊特性  special characteristic
	4   质量管理体系  Quality management system
	4.1  总要求  General requirements
	ISO9001:2008 质量管理体系—要求
	ISO 9001:2008 Quality management systems – Requirements
	4.1  总要求  General requirements
	4.2    文件要求  Documentation requirements
	4.2.1   总则  General
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	4.2  文件要求  Documentation requirements
	4.2.2  质量手册  Quality manual
	ISO9001:2008 质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	4.2.4.1 记录保存  Records retention
	5     管理职责  Management responsibility
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	5.2  以顾客为关注焦点 Customer focus
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirement
	5.2  以顾客为关注焦点 Customer focu
	5.3  质量方针 Quality policy
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	5.4.1  质量目标  Quality objectives
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems – Requirements
	5.4.1  质量目标  Quality objectives
	5.4.1.1   质量目标—补充Quality objectives – Supplemental
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008  Quality management systems — Requirements
	5.4.2  质量管理体系策划Quality management system planning
	5.5.1  职责与权限  Responsibility and authority
	ISO9001:2008 质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	5.5  职责、权限和沟通Responsibility, authority and communication
	5.5.1.1 质量职责  Responsibility for quality
	5.5.2  管理代表  Management representative
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	5.5.2  管理代表  Management representative
	5.5.2.1 顾客代表 Customer representative
	5.5.3   内部沟通  Internal communication
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	5.6  管理评审  Management review
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	5.6  管理评审Management review
	5.6.1.1  质量管理体系绩效  Quality management system performance
	These results shall be recorded to provide, as a minimum, evidence of the achievement of
	5.6.2  评审输入  Review input
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	5.6.2.1 评审输入---补充  Review input – Supplemental
	5.6.3  评审输出  Review output
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	6.2  人力资源  Human resources
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体系—要求
	6.3  基础设施  Infrastructure
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7   产品实现 Product realization
	ISO9001:2008 质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7  产品实现Product realization
	7.1 产品实现的策划Planning of product realization
	7.2   与顾客有关的过程 Customer-related processes
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.2  与顾客有关的过程Customer-related processes
	7.2.1.1  顾客指定的特殊特性Customer-designated special characteristics
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.2.2.1 与产品有关的要求的评审——补充Review of requirements related to the product - Supplemental
	7.2.2.2 组织制造可行性  Organization manufacturing feasibility
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.2.3  顾客沟通 Customer communication
	设计和开发Design and development
	7.3.1  设计和开发策划  Design and development planning
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.3.1 设计和开发策划Design and development planning
	7.3.1.1  多方论证的方法Multidisciplinary approach
	7.3.2   设计和开发的输入 Design and development inputs
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.3.2  设计和开发的输入Design and development inputs
	7.3.2.2制造过程设计输入Manufacturing process design input
	7.3.2.3  特殊特性Special characteristics
	The organization shall identify special characteristics (see 7.3.3 d) and
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.3.3.1  产品设计输出—补充  Product design outputs - Supplemental
	7.3.3.2  制造过程设计输出  Manufacturing process design output
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.3.4.1  监视Monitoring
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.3.6.1  设计和开发确认—补充Design and development validation – Supplemental
	7.3.6.2  样件计划 Prototype programme
	7.3.6.3   产品批准过程  Product approval process
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.4  采购Purchasing
	7.4.1  采购过程Purchasing process
	7.4.1.1  法规的符合性Regulatory conformity
	7.4.1.2  供方质量管理体系的开发Supplier quality management system development
	7.4.1.3  顾客批准的供方Customer-approved sources
	7.4.2  采购信息  Purchasing information
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.4.2  采购信息Purchasing information
	Purchasing information shall describe the product to be purchased, including where appropriate
	7.4.3   采购产品的验证  Verification of purchased product
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.4.3 采购产品的验证Verification of purchased product
	7.4.3.1 进货产品对要求的符合性 Incoming product conformity to requirement
	7.4.3.2对供方监视 Supplier monitoring
	7.5   生产和服务提供 Production and service provision
	7.5.1  生产和服务提供的控制  Control of production and service provision
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.5.1.2  控制计划 Control plan
	The organization shall
	The control plan shall
	7.5.1.2  作业指导书 Work instructions
	7.5.1.3  作业准备的验证 Verification of job set-ups
	7.5.1.4  预防性和预见性维护 Preventive and predictive maintenance
	7.5.1.5   生产工装的管理 Management of production tooling
	7.5.1.6    生产计划 Production scheduling
	7.5.1.7   服务信息反馈 Feedback of information from service
	7.5.1.8与顾客的服务协议 Service agreement with customer
	7.5.2 生产和服务提供过程的确认Validation of processes for production and service provision
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.5.3  标识和可追溯性  Identification and traceability
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.5.3 标识和可追溯性Identification and traceability
	7.5.3.1标识和可追溯性——补充 Identification and traceability - Supplemental
	7.5.4 顾客财产  Customer property
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.5.4.1顾客所有的生产工装 Customer-owned production tooling
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.5.5.1 贮存和库存Storage and inventory
	7.6  监控和测量设备的控制  Control of monitoring and measuring equipment
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	7.6 监控和测量设备的控制  Control of monitoring and measuring equipment
	7.6.1  测量系统分析Measurement system analysis
	7.6.2   校准/验证记录Calibration/verification records
	7.6.3  试验室要求 Laboratory requirements
	8  测量、分析和改进Measurement, analysis and improvement
	8.1   总则  General
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8. 测量、分析和改进 Measurement, analysis and improvement
	8.1.1  统计工具的确定  Identification of statistical tools
	8.1.2  基础统计概念知识 Knowledge of basic statistical concepts
	8.2 监视和测量Monitoring and measurement
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.2 监视和测量 Monitoring and measurement
	8.2.1 顾客满意Customer satisfaction
	8.2.1.1    顾客满意—补充Customer satisfaction - Supplemental
	8.2.2  内部审核 Internal audit
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.2.2 内部审核Internal audit
	8.2.2.1 质量管理体系审核Quality management system audit
	8.2.2.2   制造过程审核Manufacturing process audit
	8.2.2.3  产品审核Product audit
	8.2.2.4  内部审核计划Internal audit plans
	8.2.2.5  内部审核员资格Internal auditor qualification
	8.2.3  过程的监视和测量  Monitoring and measurement of processes
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.2.4 产品的监视和测量  Monitoring and measurement of product
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.2.4.1   全尺寸检验和功能试验Layout inspection and functional testing
	8.2.4.2  外观项目Appearance items
	8.3  不合格产品的控制  Control of nonconforming product
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.4  数据分析 Analysis of data
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.5   改进Improvement
	8.5.1    持续改进  Continual improvement
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.5 1持续改进Continual improvement
	8.5.1.1  组织的持续改进Continual improvement of the organization
	8.5.1.2   制造过程的改进Manufacturing process improvement
	8.5.2  纠正措施  Corrective action
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	A documented procedure shall be established to define requirements for
	ISO9001:2008  质量管理体系—要求
	ISO 9001:2008, Quality management systems — Requirements
	8.5.3 预防措施Preventive action
	A.1 控制计划的阶段
	A.1 Phases of the control plan
	A.2 控制计划的要素
	A.2 Elements of the control plan
	[6] ISO 10005:2005, Quality management systems — Guidelines for quality plans
	[8] ISO 10007:2003, Quality management systems — Guidelines for configuration management
	[10] ISO/TR 10013:2001, Guidelines for quality management system documentation
	[12] ISO 10015:1999, Quality management — Guidelines for training
	[15] ISO 14001:2004, Environmental management systems — Requirements with guidance for use
	[18] IEC 61160:2006, Design review

