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B Foreword
[ b 1 4 1S O) 22 1 FBRIE AL HLAS (ISO B BHHLRDD 2L e RSBt £ 25
. EBRFFAERIE B ISO BARBE HEfist. % RAHUEE SR A AAm@%%z
“@%ﬂ,ﬂﬁ&%MWéiAmIWOEmoﬁ%%%M%I@m(‘
BT S 0% T T 4. 150 5EFRHEEE RS (IEC) 7EH THA
P

ISO (the International Organization for Standardization) is a»worldwide federatio

Gf"preparm

national standards bodies (ISO member bodies). The work

with the International Electrotechnical Commission (IE
standardization. o

A B bRt B ISO/TEC F 038 2 8 e iy FU0 ] 17

International Standards are drafted in accorda with the rules given in the ISO/IEC
Directives, Part 2. L

BORZR: D32 1 32 BT 552 1) 2 RBR AR
N L LT VLIRSS T = 7*@%%%%9’\ T5% 12 B2 K
Bt )

The main task of technical ¢ mittees is t§ prepare international standards. Draft
International Standards o'ptéd by?t&e\hnicy committees are circulated to the member

bodies for voting. Publication.as affinternatioial standard requires approval by at least 75%

of the member b 1eﬁstmg a vote.
Tﬁ*¢£$\§§¢¢%%%$éﬁi#ﬁ:ﬁﬁéﬁ%ﬂu%%ﬁmﬁm%ﬁ

RIATE yﬁ
In otheri

icylarly when there is an urgent market requlrement for such

EA
2 TR SR A 50% 45 SE 4 1 kT BA HH RO AT
vailable Specification (ISO/PAS) represents an agreement between
ISO working group and is accepted for publication if it is approved by

SHLTE (ISO/TS), RFE AT S )ﬂileﬁJaiﬁizE@mwx TEZR 12 il i
P 2/3 ¥ 52 L T DA RROR AT

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 mnembers of the committee casting a vote.
ISO/TS 16949 & i [ B 4 TALF HIATEN/NE (TATF), 7E ISO/TC176 Jit B4
Ao B AARUEROAR R 03 2 385 2 [
ISO/TS 16949 was prepared by the International Automotive Task Force (IATF) with
_6-
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support from ISO/TC 176, Quality management and quality assurance. .

HRLARYE 1SO9001 :2008 FrfEHIEAMET, 8 =hi] ISO/TS16949 HLiH #%4%7\%
“HR(ISO/TS 16949:2002) \ . \\ #

16949:2002), which has been technically amended according to ISO 9Q01:2008. A 4

APFERYER .
Boxed text is original ISO 9001:2008 text. The secto

ecifi W
requirements are outside the boxes.

FEARHARE S, “F” Ghall) FRER, “Fi%” Chofld) ik
FE” (NOTE) ) B REATTABSR S K TR 1 £

In this Technical Specification, the word “shall”. indi

This third edition of ISO/TS 16949 cancels and replaces the secou%gi:}\(ﬁ@ﬂs \/

FTHE N [ A2 ISO 9001: 2008 I JE LN 2, FTHEAN ATl

“should” indicates a recommendation. Paragraphs mg;k\ed “
understanding or clarifying the associated requiremert )

P A« 51 K BCE A R A 1R S IR

Where the term “such as” is used, any sug e@w%i\ézn Mance only.
Bif o A EATRFTE R 51 SO, H4) SRR TER - &1

Annex A forms a normative part of this Technical Specification.
A FRINER 6B Remarks for certification,

FE IR IATF (GET R L CATE AARDIND)) B3R A AR RTE FOAE, 45
EATHUB AR TR B R CRAE) ¥ 34 %5 1% 54 AT

TEARTE L AT LB 1Y T?%ET%@J/J\ ;RN PINEROE IR

ERMRETI = (ANFIA) wiww.anfia.it

% [ [ bRy W (I@B)Mb.or/

[ATF-France www.iatffrané&com ¢

L [ YR A g SR S iﬁﬂ‘%ww. smmt.co.uk

il

TEERR Z-PEE R TNG/(VDA-QMC) www.vda-gme.de

The _ certi i this Technical Specification, including customer-specific
i by the customer members of IATF when achieved
accordiw the FATF certification scheme (see the “Rules for achieving IATF recognition”™).

etails can be ohtainedjat the addresses of the local oversight offices of IATF cited

IATF:France
eb gite: www.iatf-france.com
Society of Motor Manufacturers and Traders Ltd. (SMMT Ltd.)

AN
\)Web site: www.smmt.co.uk

Verband der Automobilindustrie Qualit?tsmanagement Center (VDA-QMC)
Web site: www.vda-qmc.de
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ISO 9001:2008 Quality management systems — Requirements

5|% Introduction

0.1 & General
7&9[*] i AR RS2

ﬁ@x?ﬁﬂl%@ﬁ’]?ﬁ M -

system is influenced by:
a) AL, ZIMEH RN S 2 A
b) HLAANWAEILI F K s
o) ALK EARH R
d) HLPrIRAER ™ 5
e) r/\ﬁﬁﬂt}zﬁ E’Jli%EE
f) AL AT AL LG o

a) Its organizational environment, hanges\ in that environment, and the risks associated

with that environment; / \/
b) Its varying needs; \

c) Its particular objectiyes; =

d) The products it p V‘idES; : /
e) The processes it employs; ¢ ~
f) Its size a

. or@izaxtionaw
G U TR I Rl SO AR (K F (1 o

It is not the~intent of“this International Standard to imply uniformity in the structure of
AR AR BRGNS P R EDOR AN TR . VR SRR AR AN YA R

i&y%l:ciment system requirements specified in this International Standard
tary equirements for products. Information marked. “NOTE” is for
ing or clarifying the associated requirement

This \International Standard can be used by internal and external parties, including
M bodies, to assess the organization's ability to meet customer, regulatory and the

‘organization's own requirements.
AFRAE R C4HEE T GB/T 19000 A1 GB/T 19004 HH 7 ] BA [ 5 &7 ¥ J5L 1«
The quality management principles stated in ISO 9000 and ISO 9004 have been taken

into consideration during the development of this International Standard.

_8-
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c¢) Obtaining results of process performance and effectiveness; and
Cghtinual improvement of processes based on objective measurement.

A= =
150 ISO/TS16949: 2009 f5ft
A
0.2 ¥ Process approach \
~]

1S09001:2008 Jiit &/ #1 A il 4 R — 23K ~
ISO 9001:2008 Quality management systems — Requirements \\ N
$ﬁ@ﬁ%ﬁﬁjji%ﬁ%ﬁﬂ%%&&ﬁﬂﬁﬁﬁﬁﬁ&%%ﬁ@?%NiQ\J
TR LR SR, I R A e T B A

NTEHAFROBAT, N EME BV 2 A0 LIRS
R N B i) — e — AE B, AT Dl dE,

WCF— AR . .
aged{ér er to enable the
ocess:“Often the output from

For an organization to function effectively, it h
linked activities. An activity using resources, and

The application of a system of ocesses within an organization, together with the

identification and interaction%(\)\flhese p CM their management to produce the

desired outcome, can be referred-to as the)‘proc s approach”.

TR 5V I — A R A T ARG Gt AR 2 1) K R DA R ¥ 2 A RAH

s . TN
i PR AT SE L 45 \ /
An advantage of the pr ess’a“pproach\flthe ongoing control that it provides over the

e individual pWithin the system of processes, as well as over their

combination-and inte ction’\

linkage between

D
a) ¥ ;
b) AN I
SRAFIDFE GOREN A 0 25

xm@i@ﬁa (Y = iste
withi#'a quality management system, such an approach emphasizes the

P 1 i B e i) L A DR Rtk 1 Jo A8 PR AR SR aUJ R 158 4 50 8 s P iR A 1Y
REE R 2B W 7R E AN ZRIN, B EERE R 0B i e 1 AL
EORMBLS IR R T HL ST O 2 HEZOR MBS A BT P i BB o T A5
AERIPTA ZOR, (HAIR VRGN S i %1 72

The model of a process-based quality management system shown in Figure 1 illustrates

_9.
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the process linkages presented in clauses 4 to 8. This illustration shows that customers, lay a
significant role in defining requirements as inputs. Monitoring of customér satisgiﬁgn
requires the evaluation of information relating to customer perception as t}yvhe{her the

organization has met the customer requirements. The model shown in Figl%%c(i)%(s\aﬂ\the
T

requirements of this International Standard, but does not show processes at.a detailed level. 5

Pkl AR B R AL 76, RO R
D— Sl SCHIR
C—Rut: WRAETTER. FARRIPZREER, i FA = Sl e g N P 2

A—KbE: REFEIE, DARRESudtd S,
NOTE: In addition, the methodology known:as "
applied to all processes. PDCA can be briefly describ

n-Do-CGheck-Att.

CA) can be

as follows:
Plan: establish the objectives and processes necess
with customer requirements and the organization's policies;

Do: implement the processes;
Check: monitor and measure processes and
requirements for the product and report #re.results;

duct agajnst policies, objectives and

Act: take actions to continually improve pi\)cess performance.

L 4

/
\ /7

&

-10 -
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Continual improvement of FREEEEE
the quality management system  #ifF&ei

Management

— g7 responsibility
Foid 0=

0.3 B IR gz 5 1509004
Bg ;te Customers %
4
¢ Rasotiice Measurfzmem, ) .
ustomers ThATBOGTOHE analysis and — — — — -m Satisfaction
g improvement {% %
HIREE W, %
~ i e
i
K Out,
Product put
Requirements — realization@ Product }——.
WA
=i
X \ Key lg%%
—— Value-adding activities i’gﬁ(ﬁiﬂ
. (\, ——— = Information flow £ |5 55
\* Figure 1 — Model of a process-based quality management system

\) B 1 LA SRR R R B T R

Relationship with ISO 9004

-11 -
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1S09001:2008 i &5 HE R il fAx R —ZE5R X

ISO 9001:2008 Quality management systems — Requirements \
0.3 51509004 [f]7< & Relationship with ISO 9004 \ N A

ISO9001 F1 ISO9004 #B2& iT & & FE i R AR HE, ﬁﬂﬁlﬁﬁ‘{&ifﬁﬁ%%ﬂ\ﬁ[%ﬂﬁ
H.

designed to complement each other, but can also be used independent
1SO9001 #LE 1 BT FfA RER, "It ANEEMH, HF
o 1SO9001 JIT Ry 1) 2 Joid 5 6 BRAA S 7E 18 A2 U2 52 5K 77 T RO A e

focuses on the effectiveness of the quality m nagfpn.gnt system .in

requirements. A
TEAFRE R AT, 1S09004 &b TE1T s BT J5 09%9/ ZIER R, R
B e MUAS Wi A2 A0 B PR3 P R AT 5 B2 B D BRI » 55 1SO900MH LL, 1SO9004 Kk

Joi AR PR B B VO s AR GO RE 2R SO A B S 2K, i R AH 5K T ) R SR AN

At the time of publication of\thiséfhternational Stan SO 9004 is under revision.
The revised edition of ISO 9004 whi
sustained success for any rgalﬁation
environment. ISO 9004 prmk\a widc? focus.on quality management than ISO 9001; it
addresses the needs and expectatio of all interested parties and their satisfaction, by the
systematic and continual 'p;(\)vém:.nt\okkhe o;ﬁnization’s performance. However, it is not
intended for certification, re ato@or contMJal use.

prov}de guidance to management for achieving
a plex, demanding, and ever changing,

VE: Y i e R 7E R B4 ALY 1S09000: 2005 F 1SO9004 H1E % 1
TR R Eﬁ%@ﬁ (LTS

Note; The knowledge~and use of the eight quality management principles referred to in
the ISO 9000:2005~and ISO~9Q04 should be demonstrated and cascaded through the
organizaqu by top_ management.

A

04 S5ReEHARNMHAYE Compatibility with other management systems

09001:2008g el f s 1 22— sk
1SOQ001:2008 Quakity management systems — Requirements
4 SHEEIA AR
NTT H, AP R AR IE I E T 1S014001-2004 ARAER NS, LA
@%&jﬂ&ﬁ%ﬁﬁﬁo b A KWIT 1S09001-2008 5 1SO14001-2004 - [A] FXT M 2%

N

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

A [ B br AE A5 B B R T RUE (0 ZOR, BIandA s e 2, O A AN 2 4
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B, 0558 B BRI B . AR TAS [ PRbn e REAS AL B B R 5 R

2PN

RERMBAA
SR RLIA N E R R

safety management, financial management or risk management. Howev

Standard enables an organization to align or integrate its own quali
with related management system requirements. It is possible for an

existing management system(s) in order to establish a qualjtﬂZlnageme
complies with the requirements of this International Standard. \ N

s Al HEUN TN S A E BRAR ik ZOR 10 R PR, A

This International Standard does not include requirements specific to,other ma
systems, such as those particular to environmental management, occupational, heal
this

i BHIEEN

&b
=

~

S~
ag}nent

\ﬂ\and 15

ernatio\n{‘

i adapt-its

0.5 ISO/TS16949 KIHH) Goal of this Technical Specification
AFG ARG (19 B AT 2 7 A S v 8 ST R 5 ke, SR 1 B T
FEEEAR.

Wb 2%

AR B

The goal of this Technical Specificationis m%e;op nt of “# quality management
system that provides for continual improvement, emphasizing defect prevention and the

reduction of variation and waste in the supply chain.
REARIE 53& 2 I Rk s A &, FUE
ERER. !
This Technical Specifi tionﬁouple
defines the fundamental qu:b\lganageyent
this Technical Specification,,_ .
A AR B 72 RGN o B A 25 1 S 5 P 2 25
ARG T —NEAMITA, N
This Technical ’Sfeci‘ficat

S A

it
tem requirements for those subs

N

M.

|=Wairan

RS

licable customer-specific requirements,

cribing to

|=Wiran

Ji = P

ion._is intended to avoid multiple certification audits and
oaCWa quali anagement system for automotive production, and

provide a co :&\
relevant service part organizations.

AN

REEHEER —

RZEATW A P2 T M R IR 5548 I 4 2R S 1S09001:2008 HISSBRE R
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.,

Quality management systems — ~
Particular requirements for the application of ISO 9001:2008 for automotive pfoduction, and

relevant service part organizations

1 JEE Scope

1.1 &N General

1SO9001:2008 Joi & FLIK R—E 3K

ISO 9001:2008 Quality management systems — Requirements
KIRAENA T I FRARIE 1 P PR R ER:

r.t®’t\the e

system, including processes for continual improvenient of the system and the assurance of

ive application of the

VE L FEARRHES, ARE” PR
a) TR LA I e 7 2 R
b) 7 h SRR B AU AT T
TE 2 AR EDR AL R R
NOTETL: In this Int z&i(}lal\mthe ﬁm “product” only applies to:
a) product intended for, o redfliired by, Mstomer;

b) And intended output resulting fro Jthe product realization processes.
Note?2: S{at%d reeu{aWements can be expressed as legal requirements.
AHARPEE 1S09001:2008 JHL: &, HE TIRBHTARIOR, I TIREME
S R éﬁ%@)mﬁ%%ﬁ%ﬁm&o
I Specification, in conjunction with ISO 9001:2008, defines the quality

h(.@ﬁg&service of automotive-related products.
VEIE NP AT U 45 2 7 i A eI 55 Z A R HE B o

Specification is applicable to sites of the organization where

FHPE”, TWHAEII SN T (et s ARLER A L),
~J T eI I I SCHF PR AL B d % 1) — &R 73, (HARESRAG A BARITE AN
rting functions whether on-site or remote (such as design centers, corporate
\ N headquarters and distribution centers), form part of the site audit as they support the site, but
cangot obtain stand-alone certification to this Technical Specification.
AREARFTE & H T AN B

This Technical Specification can be applied throughout the automotive supply chain.
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K
1.2 MH Application \
ISO9001:2008 Jiit & & BRAA il {4 |R—EE K . S 4

ISO 9001:2008 Quality management systems — Requirements \\\\ \/

1.2 H Application y.
AFRAERLE I PA EORE A, BEEH T &8, ASEFE Z:EJFL\@D{{
AR, \{ {

All requirements of this International Standard are géneric znd

applicable to all organizations, regardless of type, size and product provided.

A SR ANE VA HEE SR 07 il 1) RE T B4 E%}?xﬁ“éﬂiﬁ‘{ﬁ .

Where exclusions are made, claims of conform terndtfonal Standard are not

acceptable unless these exclusions are limited tQ requirements in clause 7, and such

exclusions do not affect the organization's ability, orgesponsibjlity, to provide product that

meets customer and applicable regulatos requirements.

AHARITEA SV A SUEBRA PG BRI & AL RO 5 F I 5 7.3 4 S 2

Ao v A e

The only permitted exjhcm\s for this Technical Specification relate to 7.3 where the
organization is not res onsiglg\for p%%:;esign and development.

. : A . .
Permitted exclusions«do not include manufg€turing process design.

LN

Lﬁ%‘a&gw%—\%

ISO 900 1&@08 ality management systems — Requirements
A S A PR 51 T RO AR e 2 L H g 51 R SCf

FERIRIARD BUEIT RIAE T AhRiE, 2RI, SR

i PR R — LR AT .
eferenced documents are indispensable for the application of this
V{Cl;zne For dated references, only the edition cited applies. For undated references, the

latest edition“ef'the referenced document (including any amendments) applies.

N IS09000:2005 Quality management systems — Fundamentals and vocabulary.

\ » \) . LK)
\ 3  ARiEMEN Terms and definitions

“asob

000:2008 Jii FE i FAA R — 2K
ISO 9001:2008 Quality management systems — Requirements
AARUER ] 1SO9000 H B ifi AL (AR TE AT E o

-15 -
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For the purposes of this document the terms and definitions given in ISO 9000 zlbply\
KERAEFPTA HBLRARE “P a7 248, Al “IRSS 7

Throughout the text of this International Standard, wherever the term “pr&uc&occur;:\‘\

: 1 13 : 29 \ \
1t can also mean “‘service . b N
e,

3.1 KETVWARERE X Terms and definitions for the automotive indus

For the purposes of this document, the terms and definitions gt
and the following apply.
3.1.1. #¥#liH%] control plan
XA it T B SR 1Y) 2R GE AR R (AT B 1 4 3
e IR A
Documented description of the systems and procesges.require fng product.
Note: see annex A
3.1.2. EARIFERNHLR  design responsible organ
A B TE — AN B B SO 7 i B ) 2

Organization with authority to establish new ~or chaftige an existing product

specification.
M ST RIS R IR T E R NATISE Y S R R R
NOTE: This responsibility includes test\lng and verification of design performance
within the customer’s specified apﬁcation.
3.1.3 pi%% error proofing V.
%%m%%%%%?ﬁ@%ﬁwifﬁ%ﬁﬂﬁ%ﬁﬁﬁﬁﬁo

Product and manufdeturing process sigq[nd development to prevent manufacture of

non-conforming products. LEaN

3.1.4 L= laboratory:
HEAT R 5 ;ﬁww&ﬁ@, WHEERHEAR TS hE. R 9. #
’fiﬁ‘éﬁﬁﬂ%@if & o \

facility far inspeetion, test\qr galibration that may include, but is not limited to, chemical,

nsional, physical, electrical or reliability testing.

N —specific tests, evaluations and calibrations that a laboratory is qualified to perform;

it of the equipment which it uses to perform the above; and
—a list of methods and standards to which it performs the above.

\\
w #li& manufacturing

LR AR T O 2
— AR
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— RS A
7%@67 E/Q \
— PR MR, OE. P T AT .
Process of making or fabricating: \\\\
—production materials, \ \\ a4
.

—production or service parts,

—assemblies, or

—heat treating, welding, painting, plating or other finishing setvices.
3.1.7 Fil{E 4Ed* predictive maintenance (\]

FETF X A T T B 0 R RO X A i T

Activities based on process data aimed at the avoidan

prediction of likely failure modes.
3.1.8 FipitE 4P preventive maintenance
DN TH R R RO AR 7= B R A e b 6 JER R i S R
Tkt o \
planned action to eliminate causes of equip eduled interruptions to
production, as an output of the manufacturing proces
3.1.9 #iHMiz% premium freig ;
TEA TR A0 1958 A 2 S R AR AR A B3
Vs TR, Ho . SR s ﬁ%ﬁ%ﬁﬁﬂ@o
Extra costs or charges in%x@ addiynal contrdcted delivery.
NOTE: this can be caused by method, quantity,
3.1.10 #M#EHLE  remote location
SR, BT AR 7 e

ocation tha upﬁ)}ts sites and at which non-production processes occur.

ial characteristic
5, ATRERIE P I 2 e TEBGEM AT EE. BCE . ThRE.
: 'fijz%hn_d%z%%&o

nscheduled or late deliveries. ect.

‘ '\ & Quality management system
e~ 41 RBEX General requirements

1S09001;2008 5T B4R F— FR

~ISO 9001:2008 Quality management systems — Requirements
\f EHRZR  Quality management system

23K General requirements

ML AL ARRE R EOR BN R PR R, TSR, InUASER AN GRS, HFiFEEek

iﬁﬁiﬁ)&f .
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e,
The organization shall establish, document, implement and maintain a “quality
management system and continually improve its effectiveness in accorddnce, with

requirements of this International Standard. .
R N
AN N

Q%EAEMﬁﬁgﬁ 7 2 I R S AR R A o 1 N O I
b) f i X L4 R PR AR ELAE 5

¢) HhE P BOUENI AT, DABA DR L8 R g s 1 A )
d) B bR AT BLIRAG 0 ZE ) B3 ﬁﬁﬁu,uih XL TR AR
e) WL, W&E GEHN) MHrix e,

£) St s BRI M, DASKEI IX e R Py )

The organization shall:

¢) determine criteria and methods needed toWat
of these processes are effective;

d) ensure the availability of resources and “‘information necessary to support the
operation and monitoring of these

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

f) implement actions necessagy to achi
these processes. \ /7
2R 4 B A B U ) B R FE IR
These processes 1l ‘Be \mi\ng@{ by Ae organization in accordance with the
requirements of this International $tandard. ¢
Qﬁu%iﬁ 44%11@%%« FOR UL AT RS, I (XTI 2eid B X
s S R PR R TIN LR E .
RN AR S IS, SRR 77 Se B

EHAERNTE, HHLSEPE, FHhIMRIT Lt

ARG RS SN FE AR, A G bor o A2 T IR R AIE A L EOR
j ¥I S RMURE B2 7T 521 201 21 PR 3 A 5«
i m%1%E%i%F%%%ﬁ%@fwﬁ

74% iﬁ%m#%m

Where an organization chooses to outsource any process that affects product conformity
wements, 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
@ty management system.

NOTE1: 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.
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A
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 byran external

™

party. e
NOTE 3: Ensuring control over outsourced processes does not absolyeithe or}g‘a\n‘;i‘ai-ion

provide product that conforms to requirements;

b) the degree to which the control for the process is ared
c) the capability of achieving the necessary control:through the a hca‘uon 8; 7.4.

l\/
< )

4.1.1 BER—%MFE General requirements — Sup ementa
A7,

the organization of the
NOTE See also 7.4.1 and 7.4.

4.2 XAER Docum tatiA requi
4.2.1 BN General

1S09001:2008  Jit B HEfAZR 22K :
N\
ISO 9001:2008 Quality Mapagement systems — Requirements
SR :cﬁ:r“ ~

a) TR SR /\Eﬁ’ﬁﬂwy
b) Ji

.F‘T AE AT 3R ﬂ%}? ﬁ:ﬁllﬂi
PR 7”?1 B AT RS B0 B A RO B IR R .

nagemen system documentatlon shall include:

documents;~dncluding records, determined by the organization to be necessary to

effective planning, operation and control of its processes.

\35 1: EH I “TERCCIFIRRT” 2 ab, BDELRESART, TR, FRines
\%ﬁﬁ%ﬂ%jﬁ: AT AR AR ER . DN RO PR R R ]
PRS2  Ch

NOTE 1: Where the term “documented procedure” appears within this International
Stapdard, 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.
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VE 2. ARSNGB KR O£ D 5EERTERE T AR E, BT
a) ZHAHRLANE BT, \
by 3o T AR T R A .

o) AREES. AN
NOTE 2: The extent of the quality management system docume tatwiff\e}{rom"
<

one organization to another due to:
a) the size of organization and type of activities;
b) the complexity of processes and their interactions, and '

¢) the competence of personnel. :
T 3 SO R AT A SR R A N
Nmedl . \

NOTE 3: The documentation can be in any form.or ty

f\ \J
422 HEFM Quality manual A

y 3
1S09001:2008 Jift B4 F3 1& R — 23R “\\N;v
ISO 9001:2008, Quality management systems RWMS

AN g b A OR S U A, R AR ‘

a) BEEHAERNER, CHEMRRNSIIESA S (W 1.2);

b) AR PR AR AL ;chaq%%@zxﬁ/\ ;

o) RS KRS IR IAAE ) BE R R ik .

The organization shall e abliA and mamtain“a-quality manual that includes:

a) the scope of the qualiiy\‘xapagen;’ht Sys including details of and justification for

any exclusions (see 1.2); ~ \ah
S
b) the documented™procedures est lishﬁ( for the quality management system, or
F N v 4

reference to them, and

1
/1/7/

c)a descriﬁ' n’c} the intWtween the processes of the quality management
system. N ‘N
NN
4.2.3 X#EH  Control ofdécuments

1SQ900#2008 Fs # 44 & ZK
ISO 9001:2008 'Quality ement systems — Requirements

423 PRE Control of documents

a special type<of document and shall be controlled according to the requirements given in

2.4.

M\Eﬁ%ﬂﬁéﬁiiﬁﬁﬁiﬁ, LA sE VAT 7 T Pl s 1 42 1«
L a) NSRS EE R, SO AT RIS BIHEHE
b) I XS SCAFREAT Y S B, R E

c) WRLR SO RS ORI BAT B TR AS 15 21U

| ) TRRE PR b TSR SR A S
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\

e) FTRSCAFORFFIEMT. 5 TR0

f) A ORALZ P AILE [ 5K AIE AT TR PR R BT B AR SO 2R 3?%%
Hop K

g) BEAR R SCAF AR TAAE T, A PR i 5t A i O B A R S A AR I bi’f‘?l&
AT AR IR. \ A

A documented procedure shall be established to define the controls negded: \\

a) to approve documents for adequacy prior to issue;
b) to review and update as necessary and re-approve documents;
¢) to ensure that changes and the current revision status of dogl}!-ents are tdentifie

necessary for the planning and operation of the qualit
their distribution controlled, and

g) to prevent the unintended use of © Ncu
identification to them if they are retained for any rpose

ML WA R, PRIERZ BT EX@JHIE&HF&M%E& R TBCA S it Pl A T 25
ﬁﬂwﬁ/ma& CaE, R R SRR A TR
L DR A7 R I B DS AT PP S g S RAT S o S A 0 SCA PR BT
The organization shall,,have a“process to assure the timely review, distribution and
implementation of all clistomer e\:n;:%ug stﬂlards/specifications and changes based on
customer required schedule. imﬁ?\revieMmuld be as soon as possible and shall not

exceed two worki vﬁgéksl\ V
The organization. shall~maintai record of the date on which each change is

1mplemenQ in productiom. Implemgntation shall include updated documents.
b THCG T RGBSRV S i A P A L R (S, Bl 1%

ﬁ?JtJriz'J,,{MEA SN, ISR ARV 0 B SO B ) A 7 At T AT SR

ese standards/specifications requires an updated record of

us%t approval when these specifications are referenced on the design
affec¢tlocuments of production part approval process, such as control plan,

Q\( #  Control of records

\{§09001:ioos JRURE PR AR R —EK
IS 008 Quality management systems — Requirements

424 gskMFES] Control of records

ﬁﬁﬁtﬁé\ SR B FAR R A RUSA T IR @ L fid s, NAS B .

H LR G e ORI, DUALE IR s PRI A7 DRI R R . RA7F AR AN
fib & I 7 s .
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S,

LR MARFFIEMT . 5 TR MR, N
Records established to provide evidence of conformity to requirements»and 0>\he
effective operation of the quality management system shall be controlled. S . &

The organization shall establish a documented procedure to define %;:\cztro noeded \/

for the identification, storage, protection, retrieval, retention and disposition, o ecords\.\\ o
Records shall remain legible, readily identifiable and retrievable: S\ A

&
VL LR R IR \\\\JV
2 “AdsR” BRI E R . (*I
NOTE 1: "Disposition" above includes disposal. N
NOTE 2: "Records" also include customer-specifi \\\/\-)

4.2.4.1 IFMREF Records retention

TSR 236 A2 16 A2 R R 25 R 5K -
The control of records shall satisfy regulatory and cus mcgu\in}nents.

5 HHEFH Management responsibility
5.1 ®HHEAE Management commitment \
1S09001:2008 JiREE AR —ER £ —~

ISO 9001:2008 Quality management systems —\Requirements
B 2 5 T D %@(ﬁﬁi*‘@%@ﬁg@%ﬁ#ﬁﬁ&ﬁﬁﬁﬁ@m
HRE R IR - R&\‘ Vs
Q) IR BRI N GE IR
b) s R4 /
o BEREAFIHR, TN

Q) g \/
e) MTREEIRIIING -

Top gr%m sh?il\p;w evidence of its commitment to the development and

implementati of “the qua management system and continually improving its

eff ctive;ner by:
a}communicatin organization the importance of meeting customer as well as

atory requirements;
ishing theé<quality policy;

uality objectives are established;

\ N 5.1. SR Process efficiency
L EREENVFE A SEILE R SRR, AR R E AN B R R
\_)Top management shall review the product realization processes and the support
processes to assure their effectiveness and efficiency.
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5.2 PABZE AREHE S Customer focus A
1S09001:2008 Jiit &/ ¥ A R — 2K R
ISO 9001:2008 Quality management systems — Requirement \ . -~

5.2 PUBi% NoRiESE A Customer focu A N\
B R R LU W RO B, T R 2K A 31 %Nﬁﬁi\o\(ﬂi

7.2.1 F18.2.1) \\
a ulfilled
with the aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1),

Top management shall ensure that customer requirements are determin
5.3 JEJ5 % Quality policy h \ \/\

1SO9001:2008 Jiit & PR R —E 3K
ISO 9001:2008 Quality management systems — Requiremtents

5.3 FiE /7% Quality policy
2%%%%%1

B R LR DR BT R T B

a) SHLRISE TN,
b) AL 2 EE R AIRR 2 it ot B 3
c) TRAHEMPEHE PR H AR HEZE;

d) TEALMBEEMIM TN

e) TEFFEHE B JT A3 2IPEH .
Top management shall surﬁlat the
a) is appropriate to the :;%ge of thg#organizatign;

b) includes a commitlpegt EOC\Q}; with requirements and continually improve the

effectiveness of the qqugement systemy
¢) provides a framework for e’sﬁblishin%d reviewing quality objectives;
d)is commu 'c@‘ and unwmin the organization, and
e) is rex&e\we‘:l’%\c\ontm% suitabdlity.

54 ERIP ning\

541 JEE HPR - Quality objectives
1SO9001:2008 i it A FE{id— 355k

N
uality objectives
O TR LB DRAE LR U AR SC RS A2 Uk b B ST B LT, R A L S
\ i ZER TR RN A (WL 7.1 a)). FiE FFRN 2T NER, HERETTEHERT 2.
('\, \I‘ijnanagement shall ensure that quality objectives, including those needed to meet
requi ts for product (see 7.1) are established at relevant functions and levels within the

organization. The quality objectives shall be measurable and consistent with the quality
Loty
54.1.1 FHEH# %R Quality objectives - Supplemental

B PR NI E PR A AR AR EDR, RN A R E R, H T BRI
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PR LR LA B0 TR HI 61 2 T LS Q
Top management shall define quality objectives and measurements \tt@t ~shall b\e\\

included in the business plan and used to deploy the quality policy. \ N

NOTE: Quality objectives should address customer expectatignswand-be ach\évabl
within a defined time period.

542 BREEHHERAKRY  Quality management system plannk \/

1S09001:2008 it & H Ak R—2K \/\/

ISO 9001:2008 Quality management systems — Require ents \,\

5.42 JEE AR %L Quality management system. planhi
B e T A R ~
a) W UEE FAA R BT HR, LA 2 5UE HAREAAL 4.0 T EK
b) FEXS 5T A FRAR 21 A9 AL BE R AT SRR AT SE S
Top management shall ensure that \
a) the planning of the quality management~system 1

requirements given in 4.1, as well as the quality objectiyes, and

b) the integrity of the qualitn%@mept system 1

quality management system are planned.and imi)lemented.

7

55 HAH. BRAVGE Responsibility, authority and communication
5.5.1 R EHUR Responslblllty\aq(f authority

1S09001:2008 U\E’Eﬁi 4

ISO 9001:2008, Qual;t{mana mgn}systeng‘l— Requirements

5.5 BA5T. BUPRFGE i@‘Ré‘sponWhority and communication
5.5.1 HRST 54LR espefisibility and authority

B‘f’i%"m L CR N Y IR 5T . ALRAS 29 e AV i
Top managemen shall e that the responsibilities and authorities are defined and

COIQmulyca\ted within the orgqmzatlon

fhtained when changes to the

Nef?onsmlhty for quality
A BRI B0 R B ST R E g 1R A IR RS TR S AR FR () R
i EE;%‘&‘ fiE’J/\J\, fhﬁﬂrﬂ:ﬁiﬁ U\QLIIEEEI‘EU@

\ N info f products or processes which do not conform to requirements.
) Personnel responsible for conformity to product requirement shall have the authority to

Wproduction 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 requirement.

-4 -
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A
552 ®HHF Management representative \
N

IS09001:2008  Jii & #R iR R—HEEK
ISO 9001:2008, Quality management systems — Requirements
5.5.2 ¥R Management representative \\ y
B MAEAALSVE T Z R E A, T8 1% i e S At i i R 5
i, NEA BLR J7 T 5T RIALRR -
a) THORITEE PR R PTG R ARG RIS, S A RS
b) e e e B TR A o B AR R ML SRR ] SRR e 3K
c) FRIRFEFEAS LGN 2 it A2 2 ORI R

\
AN
N N

implemented and maintained,
b) reporting to top management on the per

and any need for improvement, and

equirements throughout the

¢) ensuring the promotion awdreness of custo

\

organization.
NOTE: The responsibility { a managemen{_representative can include liaison with

anagement system.
~

external parties on matters relating to the gualit
L4

5.5.2.1 BIERFE Cust 'er}ep\resenta ive /

B e i B AR E A 5 Wﬂﬂﬁﬁlﬁﬁ, PABA DR 2 EEORAG BIAEL, BRIk
KPR, I rﬁ%amﬁa@?u\ ATERBBT G, 78RR

Top managementshallgdesignate p€rsonnel with responsibility and authority to ensure
the customer requirements.are addiessed, this includes selection of special characteristics,
setting qualt objecﬁv\eswd training, corrective and preventive actions, product
design aNevel ment.

\

5.5.3 V38  Internal communication

09001:20(%\5.%%5%/%%*

1SO~001:2008, Quafity management systems — Requirements
7418 Internal communication

i e S LT ORAE 2 2R N S 3 S R 7A e A, i DRt o B R A AR A 1k

BEAT IR
anagement shall ensure that appropriate communication processes are established

"within the organization and that communication takes place regarding the effectiveness of the

Lquality management system.

5.6 BHHEPFHE Management review
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5.6.1 B General A
1S09001:2008 it & H Ak R—2K Q
ISO 9001:2008, Quality management systems — Requirements \ . ~

5.6 FHVEH Management review S
5.6.1 2 U] General & < F
B e T A SR P N 1 T R T o R AR R, DA (R PG I L ?n*ﬁ{‘
PRI R o VPR N AL FE VR 5T R PR R ) SO L R AR B R ikl
Jii & H AT

JORFRAE BT AID K (Jb 42.4).

include assessing opportunities for improvement and ;hgneed
management system, including the quality policy and ‘quality objective

Records from management reviews shall be maintained (s€e-4.2.4)

5611 FREEHEMAERSH Quality manage %empﬁb(mance

1 e S i 2 A AN T /A 4 o 3K G PR A A X R R B4 R T SR
LGRS TEE L@
S LB AEE AT 00 T B PR ARG 22 R 55 AL R B £ — 09
V\]é?\» (W, 8.4.1 F185.1 ).
ALLER T DL, RGN

a) AE I tlﬂ%)uiﬁ’]ﬁ%ﬁ T

b) R Ak R /

These reviews shall include ﬂﬁ'equlre\élts of the quality management system and its

-

(e (IR -

Ny N . . .
performance trends as an eS\senuWe continual improvement process.
Part of the managemegt-teview 1 be the monitoring of quality objectives, and the

regular rewr&v{l eva We cost of poor quality (see 8.4.1 and 8.5.1).

These results shal\be recordet] to provide, as a minimum, evidence of the achievement

of:

0 008 JiEEIIAR—EK
01 2 Quality management systems — Requirements

m I\ Review input
FLERAT B 1 N\ N L DL R D7 A R

a) HIZLE R,
b) A &I
) It FER AR A A1 s
d) TR A T it R 5
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e) AP BT 1 L N
f) AT AE ST AR R A \
o) KR .
The input to management review shall include information on \\ N \/
a) results of audits, \\ a4

b) customer feedback,

¢) process performance and product conformity, \/\',

d) status of preventive and corrective actions,

e) follow-up actions from previous management reviews, (J

f) changes that could affect the quality management system, and \,\

g) recommendations for improvement. sy\\&\ \
5.6.2.1 iFEHMA---#F7&  Review input - Suppl

B VT A PR B N N AL A 5L B AT AE BB A B

IS AT o \

Input to management review shall incl

e an analysis actual and potential

field-failures and their impact on quality, safety, or the-environment.

~
5.6.3 PFHHIH  Review outputA\ '
1SO9001:2008 i &4 F ik '\“\\\4,
ISO 9001:2008, Quality mar%qnt sysi€ms —Regpirements
5.6.3 P i Review output i
%@W%%ﬁﬁ@ﬂ%@Q?ﬁ S A e RS B
a) FRREHLIR A A R R 0 e
by 5 B SR o i

C) ?'JZ':\:/\EE'ﬂio ’.’\
The (qut m the Wt review shall include any decisions and actions related

a) jm{)rove nt of the effectiveness of the quality management system and its
S, \

/

b) im 0vtm&of/product related to customer requirements, and
¢) resource.needs®

r\g,\ B Resource management
\ 6.1 FEIH t  Provision of resources

09001:2008  Jifi i A FRL 4 R —FEoR
ISO #2008, Quality management systems — Requirements

6 YRS Resource management
\ L FEIRIIHE ML Provision of resources

AN E FFFR UL U T P B0, LA
| a) SEM. ORI RS B R RS U A R

-27 -




= COI RUBBER PRODUCTS

150 ISO/TS16949: 2009 f5ft
b) AL AL R EK, M R A
The organization shall determine and provide the resources needed \

a) to implement and maintain the quality management system and contirhally\j\mprove . #
its effectiveness, and S \/
b) to enhance customer satisfaction by meeting customer requiremgnts.\ N A~

.

N
6.2 AA®IE Human resources \/\/
6.2.1 8| General y

1SO9001:2008 i & FR AR R — 25K © \/V
ISO 9001:2008, Quality management systems — Requirements \I\
6.2 A\ 7% )i Human resources
6.2.1 L)l General
FETEUWAE. Bl BRiak, NHe
WAL
T AR U BRAA R R IR RS N

[

B~ O > sy
AR L

.

NOTE: Conformity to product réquirements can be affected directly or indirectly by

personnel performing any tasi\witél the qu 'm%{?ment system.

V4

&

\: ermine the necessary competence for personnel performing work affecting
c

\);C:,}ere applicable, provide training or take other actions achieve the necessary
comp

6.2.2 i1, BIMEIR Lampeteree, training and awareness

1SO9001:2008 JREAT TG R —FR }

ISO 9001:2008, Quangna ent systems — Requirements

6.2.2 it/ KNI N Compet
HIR 7~~~
a) AE M /W‘@FW'@E’JIWE’U\% 05 EE I fE
b) &I, S‘%@S%UIIEZ‘ FLAth A it LA A2 X BT K

¢) R

ning and awareness

Wt A R s
RSN M, PR AT o SeBlst & H ARG H

onfermity to'product requirements.
e.
¢) 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) ‘
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6.2.2.1 =R ¥iHHiEE Product design skills .
ML AR EA 7 BT SR N B IR BBt E R RET) }Fgﬂﬂfiﬁéﬁﬁm

HAHAR .

7= ° e e #
LRSI I P T B ATHEA AN 4
The organization shall ensure that personnel with product designk@;ibiﬁtx are s s

competent to achieve design requirements and are skilled in applicable tools and techniques.

L

6.2.2.2 ¥l Training
AN S FH RSP ORI Y, OIS I /5K
AN BB RE ST AKIHREEAESS I T BAZE R s
T34 TR AR o
1 ARESRIE T H RS 2 RN BT 0 L.
T 20 U REPREOR A G 2 2 B %&‘ﬁ&%\“ﬁ
The organization shall establish and maintﬁn\d,ﬁl;nen d proeedures for identifying
training needs and achieving competence of all_persornel pe ing activities affecting

conformity to product requirement. Personnel pe ing specific assigned tasks shall be
qualified, as required with particular attefttion to the satisfaetion’of customer requirements.

NOTE 1: This applies to all employees ﬂaving an effect on quality at all levels of the
organization. / \(

NOTE 2: An example\owle cus})mer ecific requirements is the application of
digitized mathematically based data™~_“

‘e /

6.2.2.3 KA Trainingon thie§job ¢

X R R 7 A SRR A (TR, 2L 2 S X F i 8 A B S 9 D SR8 Az 35 1
- BAEETE %DM};&\ DRI £ LR 25 T 7 SR I Jm SR s R o A R 1Y

N The organization shall have a process to motivate employees to achieve quality

objegtives, to make continual improvements, and to create an environment to promote
mnovation. 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
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aware of the relevance and importance of their activities and how they contribute. o, the
achievement of the quality objectives (see 6.2.2 d).

6.3 EBE¥HE  Infrastructure

ISO9001:2008  Jii & 5 #R iR R—HEEK
ISO 9001:2008, Quality management systems — Requirements
6.3 ﬁﬁtﬁiﬁﬁk Infrastructure
HLTRE « FRBEIYES NI B 575 G 2R i o (1 e Al 8t -

@Tﬁ:

a) FH. AR PR N, 1) B

b) SRR (IR

o) MRS (AnizfAE e E B RS

The organization shall determine, provide an

achieve conformity to product requirements. Infrastructure-

Wp icable

b) process equipment,( both hardware and software );~and

a) buildings workspace and associated utiliti€s,

¢) supporting services ( such as transport or com unlcatlon\or information systems ).

e
facili}y and equipment planning
LR % 7 T HOGT VR, 7.3 Ry WA kL T
fﬁﬁfiﬁﬁﬁﬁﬁf;i@)ﬁ"\ﬁﬂfﬂ e s, DN i N PR P s B A ] b2 18], 58T 44
BHOR AR M ﬁﬁﬂ?kﬁﬁﬂ I B (A AR AT V0 R LT 5
VE: R RN TR 2 b B, 5 I BT A R 0 RUPEAR L
The organization shall use (ﬁmlhd;s\ﬂmary approach (see 7.3.1.1) for developing

plant, facility an qlﬁﬁ\ment plaWyouts shall optimize material travel, handling and
value- addedw r spws\and S facilitate synchronous material flow. Methods shall

be develq&d implemented tg evaluate and monitor the effectiveness of existing
operations.

N ;.E These requ1rements should focus on lean manufacturing principles and the link

\lfingency plans

UHR, DER S T e mE M ER, Fla: 2 FE AN f i

631 T . WiEAiELEY Pla

6.4 ) TAE¥IE  Work environment

1S09001:2008  Jii & & #E AR R—EK
ISO 9001:2008, Quality management systems — Requirements
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6.4 T/E¥ % Work environment A
AH 2 N TE A B g 3K B 7 AT S R T A B AR \

zzﬁﬁzwwﬁ%%zmw%ﬁm%ﬁ,@%%@m\%ﬁmwﬁﬁgg,mﬁ*

PR . OISR N
The organization shall determine and manage the work environ enwto Zl?.\l{ieve,‘r
.

conformity to product requirements.

NOTE: The term “work environment” relates to those conditio
performed including physical, environmental and other factors (suc?
humidity, lighting or weather).

o v

6.4.1 REBFEHRERFEHEMAREZE  Personnel sa ieve conformity to

product requirement
LN I S b 22 A PN T 1 DU 03 IS AE

il i i A B

Product safety and means to minimize pote

by the organization, especially in the design an
process activities.

6.4.2 £ZIIZHKER  Cleanliness
USSR 5 P AT A RSN 5 A IR e AR S
The organization shall maihtain its premises in a state of order, cleanliness and repair

consistent with the product g.ugl\ m\fln}@ng process needs.

7 LI Product realizatién™ ‘ 4

71 FEASED ﬂ@%ﬁ]\ * Planninyg of proguct realization
1S09001:20 E%\E@W&—Ex\/

ISO 900152008, Quality managemen} systems — Requirements
7 FEhh L IEProductrealizati

(W, 4.1
all plan and develop the processes needed for product realization.
realization shall be consistent with the requirements of the other

\\{izﬁmﬁiaﬁﬁ%ﬁ;
R T L SR Y SR
o) PEEFTESR L. B WU, RISATRITESD, DU R B

N D) NS BLR R G i R BRI LR I R I (L 42.4).

In planning product realization, the organization shall determine the following, as

appropriate:
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N

a) quality objectives and requirements for the product; .
b) the need to establish processes, documents, and provide resources gpecific Ne
product; S h

¢) required verification, validation, monitoring, inspection and test a@p@ci to

4

7
d) records needed to provide evidence that the realization/ processes an resul‘[}a{4

product meet requirements (see 4.2.4).
SR % 2UNE T AR iz 177

The output of this planning shall be in a form suitable for the i d of

the product and the criteria for product acceptance;

operations.
VE 12 X TR 7 i T H B TR o R R A
) FNBEIERAT R E 1 S PTAR N & TR
VE 2: AHEMRDRE 7.3 BRI T S0

NOTE1l: A document specifying the processes o thc“qua\lig;/m nagement system
(including the product realization processes) \an%:urc to_be#applied to a specific

product, project or contract, can be referred to as

qualityplan.
NOTE2: The organization may also apply

development of product realizationkrocmes.
Vs A PR SRR SR R S ST AT . 7 R S
SRR St 0 SHEIRE  HAET £ 7 0 7
NOTE: Some customers tefer to projectsmanagement or advanced product quality
planning as a means to a'dli\eve\ ﬁs%?:;qrealization. Advanced product quality planning
embodies the concepts of error preventi anycontinual improvement as contrasted with
error detection and is}aised 0 nﬁ’ﬁdiscipMy approach.

.,

7.1.1 PRSI —4h 7 ning of product realization - Supplemental

1@?@%1‘» IR —aBgr s 77 i SIS A R B SRR B ARRTE K 51 H o
Customer re iremem%nd re ces to its technical specifications shall be included in the
planningc{prod t realization as a component of the quality plan.

7.1.2 # Wnce criteria
B IO 2 S, RN, N A A
] BB Imee, ZRBOKFNEESE (I 8.2.3.1),

\ 713 4R35 Confidentiality
AN ORI EE & [R] 7 i« IEAE I R B3 A A 557 i S B IR
The organization shall ensure the confidentiality of customer-contracted products and
projects under development, and related product information.
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7.1.4 ZZFE#H Change control \

RSN AN ERE, I S I B G AT B o T B
7 BRI, AT 3 LB IE R 51 S A 5 LW i \\/,
RO TR — 8. S AEIIHENT LT LAEH A« k\\m X
FAERBIO R, B0AME. & RITIRE (IErERE, /R A

R7 5 0% — FIE R, AT S0 A A B3E 2 L4
V1 AERTRA I B 7 iﬁ%%&%%%ﬂm%~f1
VE2: DAL EERIE T R AR

ensure compliance with customer requirements.
implementation.

For proprietary designs, impact on form, fit inclu performance, and/or
durability) shall be reviewed with the customer so.that all'effects ¢

When required by the customer, additional verification/identification requirements, such as

e properly evaluated.

NOTE1l: Any product realizati chang}e affecting customer requirements requires
notification to, and agreement frmf the cu
NOTE2: The above requirement apyies to.product and manufacturing process changes.

&

72 EBEEXK 'C‘ﬁstdn@ed yﬁcesses
721 ErFERHEXERK #Determination of requirements related to the product

1SO9001:2008 i HF (A 7 “E R

ISO 9001:20Q8 Q}iﬁaksx HNS — Requirements

7.2 % )&ﬁ i #£ Customer-related processes

7.2.1 SN *EWrmmatlon of requirements related to the product

éﬂéﬂ%ﬁﬁ ‘

B FE AR, B RS AF AN A IR v B 2E5K s
Eﬁ%ﬁgﬁm, B RE (14 FH 3 B30 R0 11 FUH FH 3 T s 5 ) 25K

G RWREE I EK

TP IR .

ost-delivery activities,
\Kb.)_r;.lirements not stated by the customer but necessary for specified or intended use,

~where known,

d) any additional requirements determined by the organization. ‘

|  SEA R AR AR R A R O M A% B, RS W |
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NOTE: Post-delivery activities include, for example, actions under warranty prov&mls,
contractual obligations such as, maintenance services, and supplementary serviges such as »
AN
recycling or final disposal. WS \/

E 1s bR B e B A FRRTTT 900 (i Sk W

2 AZORASFERICHA A . BRI, LLAAR Y 44X ikibey
RIARAR U R (L 7.3.2.3)

E3:%%c)%ﬁéﬁ@%%ﬁﬁ%%ﬂﬁ\ﬁéﬁ%ﬁ?ﬂ,‘
3. e, os. HAH . BEREUE ST . :

NOTEI: Post-delivery activities include any after-s

of the customer contract or purchase order.

processes ( see 7.3.2.3).

NOTE3: Compliance to item c) include
environmental regulations, applied to acquisition
disposal of materials.

S ST R TR PEEITEAE . TR

The organization shall demonstrate ?nfor ity to customer requlrements for designation,

documentation and control gﬁspema haracteristics

722 E5F=HMH 9@%5}%@ #Review ofrequirements related to the product

1SO9001:2008 ‘IE{ZIS%K/

ISO 9001:2008, Quality mapagement systems — Requirements

722 5725 A SRIPJTEH Review of requirements related to the product

T o VPHTRAEH 2 n) B2 A AR W AR (f:
XA FEIT B E ) ZHIEAT, FERAIR:

7k7f %&E/]AH&TTﬁﬂ/]ﬁX [RESERI} 77
FILE T ELR o

he organizatiefl shall review the requirements related to the product. This review shall
nders, acceptance of contracts or orders, acceptance of changes to contracts

r orders)and shall ensure that:
\aq_gjduct requirements are defined,

b) contract or order requirements differing from those previously expressed are resolved

\l{;;n ted prior to the organization's commitment to supply a product to the customer (e.g.
submission

c) the organization has the ability to meet the defined requirements.

| g B R BT R MR TSR TR (L 42.4). |

‘ A B SRR ZORCA S, R B 2 ZOR AT RO B 2R AT R A 5
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A7 SRR, NI DRAR S SR BB FERADRAR SR B RN IENGA
K.

Records of the results of the review and actions arising from the IC%QW\QhaH b;\\ >
maintained (see 4.2.4). S \/
Where the customer provides no documented statement of req irenw ClﬁtQmeI;h\i

<

requirements shall be confirmed by the organization before acceptance.
Where product requirements are changed, the organization sh Wt 4
documents are amended and that relevant personnel are/mal (fwa changéd
requirements.
E:E%%%R¢,wwiﬁ%,ﬁﬁgﬁﬁﬁ‘ﬁﬁ i TR i 2
AR XA KRB a5 B, =i Bk 7R il a8

NOTE: In some situations, such as internet sales, a}o{mal re\ew is 1

iR

ical for each

order. Instead the review can cover relevant produet information ‘such as catalogues or

advertizing material.

\
> \\QZI
7221 5= REXRKERKIEE ——FPFE Review “of requirements related to the
product - Supplemental

Xt 7.2.2 TR IE GV B () EOR N N B SRR A o

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

customer authorization \/ \/

7.2.2. 2 H A &R 1 Qrgamz ion manufac uring feasibility
HHBUSAE £ VRN, i F%ﬁ%LTﬁﬁﬁﬁﬁﬁ\%%#%&i#
,@%L TR 737 LR

The organlz ion shall investigate, ¢ f1rm and document the manufacturing feasibility

of the proposed produ s in contra view process, including risk analysis.

7.2.3 B om\eraqgnumcatlon

IS 9OOW\08 Rk R— R

1:2008. \Quah anggement systems — Requirements

Customer communication

7 THIiff R S It 15 2 VA0 38 (1A R 2 AR

(OO UE-S PP

\morganization shall determine and implement -effective arrangements for
com ting with customers in relation to:

N

a) product information,

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

c¢) customer feedback, including customer complaints.

-35-



\ NOTE: Design and development review, verification and validation have distinct

s COI RUBBER PRODUCTS
150 ISO/TS16949: 2009 E5fE

\

7.2.3. 1 R HiE——%ME Customer communication - Supplemental
LA B ) B HLRE F T 5 A7 2R Mﬁm@M,@ﬁ@ﬁ<@m\*g
miﬁﬂﬁufréﬁli‘& LT EE A 55D D

The organization shall have the ability to communicate necessary inf rmation\«g%ding \/
data, in a customer-specified language and format (e.g: computer—:hé%mgn\ data,, &
electronic data exchange).

7.3 # i AIFF K Design and development
e 7.3 WESRASE T S A fE AR R 5 R, FREE

NOTE: The requirements of clause 7.3 include

s,

7.3.1 BiHHFFKRER] Design and developmen l;;}ling\
1S09001:2008 it & FR AR R — LK V
ISO 9001:2008, Quality management systems — rement
7.3 Wi T & Design and development
7.3.1 & THFIFF K& H Kl Design and development pla
Y LR RSP i (R BT E R s AT SR RH 45 61
AEMEAT B RF R AR, TR
a) Bt MIFR I B /) \\Wﬁ
b) & TR BRI P “E’JW%\ FEAI A TG B0 s
C) WA & I ER 3 ZABL PR o

SLLR N0 2 5 ETSRIFE R RS (R INGEL 2 T B 1 St 3, AT R 2708, 9
TR S T ~ Vv
B4 A0 ‘M%%»iﬁég%ﬁﬂm%ﬁf%uﬁﬁ
Vs BT RAG U P ST ISR FI0 F 0. HREh ALSU

The. organization shall manage the interfaces between different groups involved in
}eﬁg\n an elopment to ensure effective communication and clear assignment of

- ™
\ sponsibility.

e
\E&Qng output shall be updated, as appropriate, as the design and development
*progresses.

purposes. They can be conducted and recorded separately or in any combination, as suitable

for the product and the organization.
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7.3.1. 1 % 5 WAk K /5 ¥ Multidisciplinary approach \
L2572 7 W W 7 R A7 RSBV 46 T 1, 00 L. 9
TR PR T AU U

— IR B G R (FMEAs) IR AIVEH @?ﬁ%WTN@E’JA s
fE i o

— TR R A
E: ZUrwIETEE R AR BT g, TR R ﬁ(’*]

psit

The organization shall use a multidisciplinary
realization, including:

—development and review of control plans.
NOTE A mult1d1s01p11nary approach typica

732 BRIFAIFRKFMA Design and'development i
1S09001:2008 it & Ak R—2ER
ISO 9001:2008, Quality man eM‘[ systetas — uirgments
7.3.2  WIFAFE KA Dt%gqand dewelopment inputs

R 257 i 22 R KA TR (4.2.4),

Inputs relating to p duct reqlﬁ%&@ shaybe determined and records maintained (see
4.2. 4) S~

B AR

i and performance requirements,
ETIGS}NJTY and regulatory requirements,
iegble, information derived from previous similar designs, and
= d) other requirements essential for design and development.
\ IS0 IR B N\ 1) 78 3 P 5 PR AT FORNTEHE » HHABEE AT &
\Ii:’;j inputs shall be reviewed for adequacy. Requ1rements shall be complete,
un

us and not in conflict with each other.

e RREREEME (W 7.2.1.D) BFETEX LR F.

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

N

7.3.2.1 A BEH#EA Product design input
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\

YRR P S TN EER, TR AT IR 8, LA
CEEER (AR, i A (0732, ﬁ%\TLﬁiﬂé%\
—(EEAE R BB LR, MU B A L 34 T o e, R

AR . R B K SR TR ﬁmmMﬁfV%?éinjﬁﬁﬂi \\Jl

e,

A a4
~

inpu;s\/

JFIH

The organization shall identify, document and review the

mlacteristic (see

requirements including the following:
—customer requirements (contract review) such as special

identification, traceability and packaging;

_Fuulxl‘l'iﬁﬂiiﬁﬁ
—HERL RIS
—BEER, WAL, M S
—PMERIFR AR . 7
G S R v AR R B NS TR S
K. 0 /

The organization shall identiff;documen¢’and review the manufacturing process design

input requireme iﬁuding- )
—product desig outpl}.d\ata

ity, procgss capability and cost,

jurd

A FA) B LR AN I A A R )R FEE AR I

— Aﬁﬂl%ﬁ’ﬂiﬁ(%ﬂﬁ%*ﬁ*ﬁb Gl
N AR SO, SRR, FMEAs. EHITIRIRAEAR S, EAERAR

\%@-’%E‘J%ﬁﬂiﬁﬁﬁ%éﬁﬂéﬂ M55 R 5 B0 5, LSRR IR R R S g R P B
M R E PR  AREAE FE S
The organization shall identify special characteristics (see 7.3.3 d) and
—include all special characteristics in the control plan,
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—comply with customer specified definitions and symbols, and A

—identify process control documents including drawings, FMEAs, conttol, plans, ‘and
operator instructions with the customer’s special characteristic symbol or the\omganigationg‘\ %
equivalent symbol or notation to include those process steps that affe}t\%cial \/
characteristics. \ I\i

NOTE : Special characteristics can include product chatactetisti proc

parameters. \,

7.3.3  BIFAFERB#H Design and development outputs
ISO9001:2008  Jii & #R iR R—HEEK
ISO 9001:2008, Quality management systems — Requireme
7.3.3 WA R S Design and developmenteutputs

BTH AT A OB L DA BE A 0 3 TH AT AU A BB T 56 AN 75 R H, R NEAE
JEAT RIS 2L HE

BRI A i S

a) TR WTH AT A B EE K

ZEHIRI . A AR S5 PR AR 415 R

o) WHEEI M RIGE . A~

d) 5 0 7 5k 1 2 A R PR TR 7 R

£ PR SR BRI # fE *ﬂ@if%no

The outputs of design an develc‘)}men hall be provided in a form that enables
verification against the des1g,g and d elopment input and shall be approved prior to release.

Design and develop ent outputs sh /
a) meet the input requirément€ Tor des1g}€nd development
f(ﬁ%dte\mfm}hw purchasing, production and for service provision

¢) contain or reference pqluct al tance criteria, and
d) specify the characteristics of the product that are essential for its safe and proper use

NOTE: nform ion for™production and service provision can include details for the

b) prov1de a

preservqy\n of p duct.

M —2#MR  Product design outputs - Supplemental
LD NRREAR S P S BT AN O EE R, BT IR AR A 1 77 SRR R . 7

S PR ol B
g S, AL B AR i
L R BITIRE AR, ALK
—EE I Wi
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:
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—design FMEA, reliability results, A
—rproduct special characteristics, specifications, \
—product error-proofing, as appropriate, \ - \\
——product definition including drawings or mathematically based data, \\ N
—product design reviews results, and \ \\ I~
—diagnostic guidelines, where applicable. : \\,
7.3.3.2 #ilgESEETHMH  Manufacturing process design output \/
X R BT A HE N DA RE 8 6 T o i 1 R e v N AR SR 1786 1 ‘ B2

Rk

INo i FE B T H N AL
—PE R R

— il 325 oL AR PR/ ) e ek A T A L I
— i3 2 FMEAs

Etill il

— iR S (WL 7.5.1.1)
— XL FE R AE R 7 v

— AR WEEME. AT 4R S AN AT
—I&E U, BT B 4 e T~

— 77 i/ )3 Tk FEAN b T R A S5 T Vs

The manufacturing progess /esign

tpWe expressed in terms that can be
verified against manufacturin rocess/dem input requirements and validated. The

manufacturing process design outpu hall include:

—~7.34

. . ¥
—specifications an drav?ing\s, /
—manufacturing process.flow"thart / IM‘[,

—manufac ingﬁfocessF As,
—contrgl plan e 7.54.1.),

—data for quality, reliability, maintainability and measurability,

Ffshts of error<proofigg activities, as appropriate, and

THRIFKVEE  Design and development review

U
|

SO9001:2008 L FLIF 2ok

\ IS
N\ SO 9001:2008, Quality management systems — Requirements
7

S BT HITF K VEH Design and development review

IARHE By AR 2 HE (AL 7.3.10 FEIE BB BOS I TH A R #EAT R GE 1 1F i, AR
a) VU BT IO A O 45 2R 2 EOR I AE

b) UML) 42 H A ZE 1 8 I

VER [ 2 AL 5 VR A (T R R 0 B KRR B (A2 R 4 SR AT |
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A

T b EERE T IR T PR A (L 4.2.4) _
At suitable stages, systematic reviews of design and development shall bg perforréd\in

accordance with planned arrangements (see 7.3.1) "

a) to evaluate the ability of the results of design and development to %ﬁi{%@ﬂts,

and

b) to identify any problems and propose necessary actions N

Participants in such reviews shall include representatives of functions
the design and development stage(s) being reviewed. Records of thf: re
and any necessary actions shall be maintained (see 4.2.4).

4

N

NOTE: These reviews are normally coordinated.with

)

manufacturing process design and development.

7.3.4.1 MM Monitoring
mﬁ&iﬁuﬁﬁﬁ%m&m{m%mu%m%ﬁ L BEATIRG, 15N
S RAREHIUE DN
RO, XL E A FTE X
~
desig}l and development shall be defined, analysed

B, RERAEMEEEH

IR

Measurements at specified stages

and reported with summary rxuli{% an in

NOTE: These measurements incluy quahi

others, as appropriate. \
& /
7.3.5 #itf 31:7,% mgﬁ\ﬂgmgﬁ}md deMpment verification

t to Tmanagement review.
risks, costs, lead-times, critical paths and

1S09001:2008 “FR L2 HR (A 7

ISO 9001:2048, Qua mawgg:ment ems — Requirements

7.3.5 Bl Mk
NFAORBC

B8k ~\Design and development verification
U R A AN B R, NARYE B SR 221 (L 7.3.1) XFseit
i L RATAT 0 E G R N TR EE (L 4.2.4).
rmed in accordance with planned arrangements (see 7.3.1) to
ensure th e—desi\%nt‘jld development outputs have satisfied the design and development
ts

rds of the results of the verification and any necessary actions shall
4)

~ . .
put require ,
\’l.)exﬁqintained (see

(}36\ #wit RWiA  Design and development validation

: r\I

AN

~NoJ

09001:2008 57 & & Ff& R — K
ISO 008, Quality management systems — Requirements

'7.3.6 Wit AIFF &Il Design and development validation
SITFER T b BE 8 T A2 R 1170 46 FH 2 SR 8 2R 160 030 FH O R 22 3R, AR T SR R 1) %2
ﬁ(ﬂlﬂ)ﬁuﬁﬁﬁﬁﬁﬁﬁwoAETﬁ,%wﬁﬁﬁﬁxﬁj%%ZWE

o FRINEIR KAEMT L ZHE I RN T ORFF (I 4.2.4)
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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 mee\tj&
requirements for the specified application or intended use, where know \Mherever T
practicable, validation shall be completed prior to the delivery or im ementatlon\f\the
product. Records of the results of validation and any necessary actlog\l%\%mal\&gned a4

(see 4.2.4).
\/\l

1 B R R FE AL L TE A I AR B R A A
ilar

2. FREIR 7.3.5 F17.3.6 ELSRE F T b A i kAR
NOTE]1: The validation process normally includes an analysis of field rep

AVN

0 both product and

s for st

products.
NOTE2: The requirements of 7.3.5 and 7.3:6-abo

F

7.3.6.1 #itRIF RK#A—%b 7 Design and developme vﬁﬁd@n/ - Supplemental
WA R IIARL 5 e 25K — 50, ALFEI0 FNEF 8]

performed in aeCordance with customer

appl

manufacturing processes.

Design and development validation shall

requirements including programme timing.

7.3.6.2 #HAFitXR] Prototype progra
Mg BRI, ZH 2N 'Jféé#ﬁ
AR, TRMbERE. »
R LKL (1 ﬁa@m A6 R S O A R
5B 5 B A EINE, AU NG L AR R A
When required by the c onfer;“the Qeration shall have a prototype programme and

control plan. Theé rgg;ﬁzat\ion sWherever possible, the same suppliers, tooling and

manufacturing processes as ¥l be us production.
All e?f%hqce—tes' g activities shall be monitored for timely completion and

equlre‘sxglts

s may be outsourced the organlzatlon shall be responsible for the

ke REATRe, AN 5 IEX

Product approval process

: U\T 7 ot A i a1 R VR P o

N NOTE: Product approval should be subsequent to the verification of the manufacturing
pro
This product and manufacturing process approval procedure shall also be applied to
suppliers.
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Y,

~
7.3.7 BIFAFRZHERFES  Control of design and development changes \

IS09001:2008  Jii & FRAR R —E R ~ -
A N

ISO 9001:2008, Quality management systems — Requirements N
7.3.7 Wb M R AR )42 H]  Control of design and development ¢ ange\E \\ y
RN BT AT R, FFORFRICS . & A, RO ek AT &J&ﬁ\ﬁ\
ﬁv‘Eﬁ@ﬁj

W BOUERITRA, 675N B . AT B B e
OEL R R 5 EL 5 7 B B
Y 4 R A T 05 T BT TR U 4,248

Records of the results of the review of changes a

maintained (see 4.2.4). (\
SINTBT A B (1L 7.1.4).

programme life (see 7.1.4)

7.4 XM Purchasing /
741 RMERE Purchasi%xgrocesg

1S09001:2008 i B FLARFR K :
ISO 9001:2008, Quality management systems —Aequirements
7.4 R Purchasin%\ LR ‘ 4

Ao

~

741 RIS urchasing proc

S
AT IR SR 5K o S (T B R 1777 e 42 1l PR SR TR AR

2H 2R W R O R
EMW%{%» F%%@iﬁ?%imﬁ%%ﬁﬁm%mo

The organizatioimghall e that purchased product conforms to specified purchase

requirerpe.r{[s. The. type and. extent of control applied to the supplier and the purchased

shall be depe t ypon the effect of the purchased product on subsequent product
inal product.

ORI B ZE R B0 5 10 B S VPRI B BT R R B P
TP ST 31 R AT AT 0 B R T T AR R 424

cordance with the organization’s requirements. Criteria for selection,

(\] \%and re-evaluation shall be established. Records of the results of evaluations and
any

ry actions arising from the evaluation shall be maintained (see 4.2.4)

\ C E L BRRSRITS R PTA SN U R A RSS, Bl. ke HEE.

N B TR
HE 2 MR SRR HONE . OB ARSI, AU AR (7 R R
R RITIE SRR R
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NOTE!I: Purchased products above include all products and services that_affect
customer requirements such as sub-assembly, sequencing, sorting, rework and,calibration

services. N

s . &
NOTE2: When there are mergers, acquisitions or affiliations associw\sgp\pﬁers, \/

the organization should verify the continuity of the supplier’s quality man ement§)\stem LA

and its effectiveness. : \\\/
7.4.1.1 HERERFS 1 Regulatory conformity

FHT77 il T R D ) e 7 i PR E A5 3 7D Yi%ﬂ%ﬁ‘l‘ .

All purchased products or materials used in préduct shall cbqu{m to licable

regulatory requirements.

7.4.1.2 HHREEEEKRZRFFF R Supplier quality management system development
RN UL TT 75 & AR BORBTE O A 19, 347 ﬁ%ﬂi} R R FFa
1S09001:2008 A F|IX—HIME .
The organization shall perform supplier quality managemen

stem development with
the goal of supplier conformity with this Technical Specification. Conformity with ISO 9001 :
2008 1s the first step of achieving this gegth,
Ve (D7 TR O S5 B B 5T R SR BT (1 77 i f) B B e
% AR T A 55 A M 7 P @ﬁ@%ﬁ%%ﬂ%%zﬁﬂﬁmmm
1S09001:2008 % =75\ ilE.
NOTE: The prioritization of Q}R{:: for devélopment depends upon, for example, the

supplier’s quality perfo ance and the i ortany of the product supplied.

Unless otherwise specified by”the custonder, suppliers to the organization shall be third

1569001 : ZWcredited third party certification body.

-approved sources

party registered

e~ 3 {58 Purchasing information
\ 11S09001:2008 i B ER A R —EEK
\;;99001 :2008, Quality management systems — Requirements
2 K415 S Purchasing information

R BRI ™ dh, & I A4
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a) P TR AR A R A
b) AR R Q
o) FREHEHIA R TR .

fE SULTTIEAT, LGSR R 1A TR A 755 538 B AN
Purchasing information shall describe the product to be purc sed,\w@ing\\kherei

appropriate: \
a) requirements for approval of product, procedures, processes and'equ \em\l
b) requirements for qualification of personnel, and
¢) quality management system requirements

A
The organization shall ensure the adequacy of specified pWiremen rior to
their communication to the supplier. \ \
N \J
743  EKMFEFERIE  Verification of purchased product

7.4.3 RGP 5 EILIE Verification of purchased product ;

LA NI 7 SRS 56 B R Al A E R TS BN, L SR 7 3k 2R PSR B SR

A A B H B AL TT 1 iﬁ%@%\iﬁﬂﬁ,éﬂéﬂ\ IR M5 S rP O LB AL 14 22
A S TEAT B THENE HAE o

The organization shall<establish an
necessary for ensuring that pmed progiuct meets specified purchase requirements.

Where the organizatiop.g\r it\s &SO'%E:‘ intends to perform verification at the supplier's
premises, the organizah\hzilg state the™ tenm verification arrangements and method of

y 1
= A - N R 4
1S09001:2008 i B4 F Ik R —ER \/
ISO 9001:2008, Quality management systems ~— Requitements
K

'I’M the inspection or other activities

product release in the purchasiag information.
& ™ \

7.4.3.1 # ﬁ%ﬁﬂﬁﬁmmg product conformity to requirement
Zﬁ%‘%@ﬁ*“ ﬁ%%‘i@gﬂﬁ% i (W 7.4.3), ATLLRH R Mel 2 ik

— AL G NG, TR AT A
— Rl IR S | T S AR
&a BT KA B PR T 32 A0 3% B S 07 B8 =L it 5

B34 TR R A
m%iﬁigg%ﬁmiﬁﬁm;

ne or more of the following methods:
—receipt of, and evaluation of, statistical data by the organization;
iving inspection and/or testing such as sampling based on performance;
—second or third party assessments or audits of supplier sites, when coupled with
recgids of acceptable delivered product conformity the requirement.
—part evaluation by a designated laboratory;
—another method agreed with the customer.
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7.4.3.2 Xt 77 IE¥ Supplier monitoring \
R LA T3, o7 ST WL . Q
— AP R ELR R A \\\\
IR f; \\ “V
— R IO (L R R AUE H0); T

— 5B R IAFRIRES fﬁ%?iﬁé&n o
A3 A A T 0 L 1l 3 T R S R D i AR
Supplier performance shall be monitored through the followifg\!ndicator :

AVN

—delivered product conformity the requirement,

—customer disruptions including field returns,

7.5.1 EFEBE%E{#E‘JEH Control of productlon

ervice provision

e) the implementation of monitoring and measurement, and
\fulgmplementation of release, delivery and post-delivery activities.

ISO9001:2008  Jii & FRAAR R —3E R

ISO 9001:2008, Quality man eM‘[ systetas — uirgments
7.5 A 7= R RS TR A4 Produczi)%\a{ld servjee provision

7.5.1 ﬁi?ﬂ:ﬂﬂﬁ&*f{ﬁt {14z ] Control of productioif and service provision
YL 4 K1) 1 P A AT *ﬂwﬁfﬂo S, 2 AR ALEE:
a) ?ﬁﬁi@l.f“nu%‘f ?;\

nditjons. Controlled conditions shall include, as applicable
ilabi information that describes the characteristics of the product,

of work instructions, as necessary,

AN

7.5. 2 #¥%]it %] Control plan
HLAN:
—ﬁXHLFETzE'Ef/iEE/‘JF%Ef%?}E\ TRG . WA SRS R BT R AR TR O
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W A, AUEECERTEL R T A R, A <
BT Ui FEMA FUEIT R FEMA 0t st P R i .
b . Q

—HH T g R ] A T QS
— IRt R AL LR E SRR PR R (DL 7.3.2.3) H’ﬂﬂw AP

—#H, AFREAREERNER, L& | )
— i A AR REE AR AR, R EHLE R ST ﬁ*k\J

The organization shall:

FMEA and manufacturing process FMEA outputs,
The control plan shall:

—list the controls used for the manufacturing process co k/
—include methods for monitoring of control exercised over

7.3.2.3) defined by both the customer and the organization,

cial characteristics (see

—include the customer required information, if any,
—initiate the specified reaction ptan (see 8.2.3. 1) when the process becomes unstable or
not statistically capable. / '\7(

ST BUEIINE R, YN PERBTIRE FEMA (L 7.1.4) [EERR
BRI, RVPH S R

e‘r'e\hevbeMdateywhen any change occurs affecting product,

manufacturing process, mea emmt\,\logisti\cs(supply sources or FMEA (see 7.1.4).

VE: VP SRR B TR T RSB B L
NOTE:. _Custormer appym@l ma equired after review or update of the control plan.

Control plans shal

5 SRR L_élE’JI#F ﬁﬂfﬁifrﬂzﬂ PR R b SE LS AR
i all prepare documented work instructions for all employees having
operation of processes that impact product conformity to requirement.

lan and the product realization process.

N7.5.1.3 FENLAERFIIIE Verification of job set-ups
M?ﬁi’t‘.ﬁﬁiﬁ?ﬂ’ﬁiﬁﬁ% WHENE IR AT « MBI EE e . VRN EE L, 3 R dEAT 1
HIIIE . VRV N 53 N RE1F 2 EN TR T 150 TR, ZHEANAL H Geit 77T
EIMIEO
e HEFE R AR LB 77 i
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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 setéup,persomnngl.

The organization shall use statistical methods of verification where applicable. ~ N W
NOTE: Last-off-part comparisons are recommended. \\ N \/
\ . &
\ T
7.5.1.4 TFBGHERIHNE%D Preventive and predictive maintehan X

ALNIR KRBT RE B %, HLas/ B R 4E 9 SR L BT,
AT TR 4D R Gt XA RS2/ D RS,

— A TR 4GS

— ¥ TLRAME R MR

— IR B A IR A

—RELEY B AR IR S I T DAPP O A it

The organization shall identify key process equi m\gdfg) de resources for
machine/equipment maintenance and develop! a plamsed total preventive
maintenance system. As a minimum, this system i

—planned maintenance activities,

—packaging and preservation-of eqeriipment, tooling
or key'manufacturing equipment,

i g’?he.in\ter?nce objectives.
The organization shall utilize predi;ive intenance methods to continually improve

—availability of replacement par
—documenting, evaluating apl impro

the effectiveness and the efficiency roduction e

F o b\ /
7.5.1.5 HEFETERNE andgement offroduction tooling
LRSI T M BBk, 3 6 TE TS SR AL R IR

AR PRI LA R R G,
—%%%&§?&‘5Aﬁy

Hication activities.
N The organization shall establish and implement a system for production tooling
Wgement including:
—maintenance and repair facilities and personnel,
—storage and recovery,
—set-up,
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—tool-change programmes for perishable tools, .
—tool design modification documentation, including engineering change level, \
—tool modification and revision to documentation, ~— \\ %

—tool identification, defining the status, such as production, repair 0@1\ \ \/

The organization shall implement a system to monitor these activities-if any Nk 1si~\i
outsourced.

NOTE: This requirement also applies to the availability of toqls»for ehﬂ\,scrvic}/

parts.

7.51.6  AF=iHEIl Production scheduling
A i R A R B AE P R, iR B R G IS SHE RS bR, iz (B R RSt
FEVFAE R I R B B BORAT 2B 7745 ﬁﬂmﬁ$"ﬂﬁ}@
Production shall be scheduled in order to meet customer requirements, such as

just-in-time supported by an information system th pz%c s to production
information at key stages of the process and is order drive

7517 MREfERB KRB Feedback of informatio
RS FFORFF S WG . LRI | VA 8 R 55 Al i A%
Ve o CTRSS T I BIA S, H R RN TR T AN R E AR S
A process for commun%@ of iyorm ion or service concerns to manufacturing,
engineering and design activities sha be establishedand maintained.
NOTE: The intentof the addition of "servi€e concerns” to this clause is to ensure that
the organization is awa::(ch%codfbnnities\ﬂﬁt occur external to its organization.

W =~ )
7.5.1. 8 %m FT AR i &Wment with customer

NG E T #1350 H A R

\ . provision
N\ IS09001:2008 i B Ak R—E R
I

9001:2008, Quality management systems — Requirements
7.5.2 A FUIRSS R AL 2 AN Validation of processes for production and service
provision
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24 A 7 MR 55 F (R R A 0 A BE Fh S 8 1 A s 00 o AR I, 2H 2R NS fr]
IXAER IS RE LR A o IXRLAEOCAE T b A5 FH Bl IR 55 C A AT 22 0 1) A i IR %
The organization shall validate any processes for production and service provision

where the resulting output cannot be verified by subsequent monitoring o@?ﬁ?‘as a

consequence, deficiencies become apparent only after the product i§ inyuse.or the&ivice’a

has been delivered. N

B A N I SO L S T S ) 9 45 SR ) g
Validation shall demonstrate the ability of these processes to a(ﬁl}eve
ML N E R INX LSRR 228, 16 4

a) IS AR VE A AL TR E R HE N VN
b) WA I AT D BT A% ) 25 7 5
) PRV R MO T EE AR =
d) CRAIZR (W 4.2.4);
e) A,

The organization shall establish arrangemen

applicable.

d) requirements for recodS\(% 4.2.4)

e) revalidation. V.
7 ~&

7.52.1  AEFEHRS \ﬁ\ﬁﬁﬂm% —*I% Validation of processes for production
and service provision — Suppleméntal N4

7.5.2 B ZRELE N T AR A S i 7.
The requirements, of #5.2 sha ply to all processes for production and service

provision\

7.5.3 ﬁlﬂ'ﬂ}h&ﬂ\ﬁ Identification and traceability

ISO 9001:2Q087Quality management systems — Requirements
5.3 AR 6uﬁ‘%‘dentiﬁcaﬁon and traceability
i FE7 ity S I A 2 R A 3 B I 3 9 RO o
N TS0 e AR B SRR i RIR S o
: MITEEORIN, LN HI AL i ME— bR, JRREFLE R A 4.2.4)
\ii;f%%ﬁik, BN FE R AT I8 PR A Fh 5 7%

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 r equirements .

Where traceability is a requirement, the organization shall control the unique
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S

identification of the product and maintain records (see 4.2.4). N~
NOTE: In some industry sectors, configuration management is a means, by Mh
identification and traceability are maintained. %

e
VE: EAE PR B U IO B AR R R . IR AR R R,
ﬁwﬁ,m=a@wéﬁmﬁﬁﬁ¢mﬁﬂom%%&%%%WW%?%@Iiﬁg‘f\;
BT BRI B AR, AT SR B AT . \

PAL 7.5.3 iy “aE 4 AEH] .
The words "Where appropriate" in 7.5.3 above, shall

7.5.4 BIEWMF® Customer property \(\

1SO9001:2008 i ik & Hi 4k A — sk \\\\m)
ISO 9001:2008, Quality management sy&tems — Requirem

LA FE L b R DM O B I 77 . LRI TRiE L R P
(L T SR S N T 7 ST A T2 0k« R s R BRI o
%w,mm%mﬁ,#%gﬁijﬂymx

The organization shal‘]'..‘exerc&%ftl with customer property while it is under the
organization's control or-being used by™“the oﬁnization. The organization shall identify,

¢

verify, protect and safeguar ustOrter proMy provided for use or incorporation into the

product. If any ¢ tofn\er p‘ropeWamaged or otherwise found to be unsuitable for
use, this shal.be reported toghe custo and records maintained (see 4.2.4).

/1

wned tools, manufacturing, test, inspection tooling and equipment shall be
tly marked so that the ownership of each item is visible, and can be determined.

755 FEmBiP  Preservation of product

ISQ9001:2008 it & FRAKR RR— 25K
ISO 9001:2008, Quality management systems — Requirements
TE PN B AL FRAIZE A 20 7 5E e s 6], ZH AN 0 77 S AT S PESR R BT 47, 3 M By
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PSRRI WIS B ARG B RLE AT A AL 4 N
The organization shall preserve the conformity of product during internal processing and
delivery to the intended destination in order to maintain conformity to requitements. As %

applicable, preservation shall include identification, handling, packaging, stssqgé\and \/
protection. Preservation shall also apply to the constituent parts of a perj&

7.5.5.1 W RIFESF Storage and inventory \/\/
N7 42 S K0 R 3 L PR BT V) [ R A 8 A RO, DA S R A
MR —MEFEBR RS, UL EFRE, i, S« Je e
(FIFO)”. AR AN G A% i 1 ZRAL 7 ik 32 i o 37

In order to detect deterioration, the condition of produ

in. st shall be assessed at
appropriate planned intervals.

I ion, - 0). Obsolete product shall
be controlled in a similar manner to nonconformi@'od{ct.

7.6 WBIERPERLHKFEF  Control of monitoring and measuring equipment

1S09001:2008 JREE AR —BRAN
ISO 9001:2008, Quality management systems - Requirements
"*T“%H{”JER%E’J}“%J trol of
,,\r“ﬁﬁﬁ%%;ﬁmﬁﬁ”wu {HJEWE&FE’

R <JL721> FRAEUEYE o ~ .
The organization sh determine the omﬂmg and measurement to be undertaken and
the monitoring and measurt e@pment\(eded to provide evidence of conformity of

product to detern e{r\equrremen (see 72.1).
,/\Vii‘%%\%ﬁﬁﬁ{ﬁaﬁﬁi U A T AT LA W LRI & Y SR A — B 77
1zat10h\hW| processes to ensure that monitoring and measurement

can be c;.{ed outand are carried out in a manner that is consistent with the monitoring and

nitorsg and measuring equipment

A DRI B B, 7 A R E I 2

%%ﬁ)&ﬁ’]%Aﬁ, =5 & VE
o 2 ] X PO A A SRR PO I 1 T8 o B Ao FH ik
?—”TL?"J:JZIS*T{EHT, S TE SRR HHE A 5 1 AR

\iigﬂ:ﬂ bﬁ{)ﬂﬂi %9@5’(5’]%%
iz SRR A A 7 B R B R R

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
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A

4.2.4); ~
b) be adjusted or re-adjusted as necessary; \
¢) have identification on order to determine its calibration status. \ . N
d) be safeguarded from adjustments that would invalidate the measurement res t;\\

e) be protected from damage and deterioration during handling; 'ntenan\é@\and L4
L

storage.
AL, RIS ATE G EE RIS, LR DA S5 R
o AL PLXT 12 B B FUEART 52 550 1) 77 it SR DG =4 R e it o ARHEEARES
(0424, :
LR R T A0 BRI AR S, R IA i o TN
REAEWTAE FHATEAT,  FFAE DL ZE T LB A .
e B THR AL AT 2 T g g E‘Jﬂﬂiﬂﬁ}@?ﬂy
(il \
In addition, the organization shall assess and recard Wt of the previous

measuring results when the equipment is fou t to cenform requirements. The
organization shall take appropriate action on “‘the equipment ang” any product affected.

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

When used in the monitoring and #reasurement of speeified requirements, the ability of
ded aﬁplication shall be confirmed. This shall be
undertaken prior to initial use and ﬁonﬁr dWry.

NOTE: Confirmation of “the abili}/ of~computer software to satisfy the intended
application would typically inclu its verificatfon and configuration management to
maintain its suitability ?bx\u‘stej\ b /

Ve BB RN O b R R AR o) L

NOTE: A m{e}or other dentifier Jraceable to the device calibration record meets the
intent of requjrement aboys\

computer software to satisfy the int

t system analysis

AN

~customer.

\.'t% B HE/BUEiC 3% Calibration/verification records
ST EE ., MEARIS RS, G0 TR A s, AN IRAER /36 IE
Wwahidsk, HURMERT &8 e 17 S ESR IEYE . 1dsR Y
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AR, LR T AR MR <]
TR T R AT Q
— 3R S 0 T e A 0 8 .
— R T T B VR A V.
—TERHE/IE IS, A2 T U B A Y

AR A 4
N

W
Iremerts,
including employee- and customer-owned equipment, shall inclyd :

ent anda\r@Ligainst

—FE A BE BB ORISR LT, 4R B R A

Records of the calibration/verification activity for all gaug

equipment, needed to provide evidence of conformity of product to detern

—equipment identification, including the measur

equipment is calibrated,
—revisions following engineering changes,
—any out-of-specification readings as received ification,

SHLALFA P 8 S 56 2 M ST TR (TSR, AR HEAT BRAAG 3 R0 B v AR
%m%ﬁoiﬁﬁﬁamééﬁﬁigﬁ%,‘ o KT % BRI HE LM LA R T
AR ER _ 4

SR ERITFR G /

—EBREARMEAN. A~

— TR TN
—IERRRHAT IR M g FUEBPIACHIS AR ARE (1 ASTM, EN 55D [ffie

PLK

anization’s internal laboratory facility shall have a defined scope that includes its
N required inspection, test or calibration services. This laboratory
d in the quality management system documentation. The laboratory

\ AN —capability to perform these services correctly, traceable to the relevant process
stanglard (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.
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A
7.6.3.2 AMESEH=E External laboratory \

SR R SIOREE R 25 0 U0 08 T B S ) 52 5 B R T
B, AT ER IR I s R IR e /1, FEHL: AN

\\
R 4R L ST A A TR M, o \\\\ VUV

—SRIG % MBI ISO/MEC17025 5 [F)45 1 1 S AR A AT
External/commercial/independent laboratory facilities used

calibration services by the organization shall have a defined/laboratory includes

the capability to perform the required inspection, test or calibration, dhd<ither:
—there shall be evidence that the external laboratoryj ; , Or
—the laboratory shall be accredited to ISO/IEC 17025 o
T RS VE 8 BB i 1 5 U W BSE Y ¢ 06 % 5 2

ISO/IEC17025 #H s A W [ S8 A v i B e k3 \
VE2: TR W&, BEREEE TSR = M. BedE RS T DU 5% & HliE
FAT . XFHEI R, HEN AR FiR 7.6.8 T8 R O A2

NOTEI: Such evidence may be demonstrated by customer ass€ssment, for example, or

by customer -approved secondparty assessment that the lab

ISO/IEC 17025 or national equivalent. #=~

NOTE2: When a qualified laboratory is hot available for a given piece of equipment,

calibration services may be erfWed b héﬁuip%mznt manufacturer. In such cases, the
iste

organization should ensure that the requir;men 7.6.3.1 have been met.

8 JE. S e':;hreinm\alysiynd improvement
S~ V4

8.1 BN General
1S09001:2008 G EEFFL (K R SGER
ISO 9001 :2%' map&g\eWms — Requirements
8. W& 43 bRt
8.1 &Ll General

HH N FANE L LA R 77 A AL & AT R i R
WESE P2 [P RRG P

TRl TR 2R T
\eﬁgﬁifﬂwﬁmﬁﬁﬁo
G A TE A I3 T 732 % 97 PR B P T 2«

ratory meets the intent of

asurement, analysis and improvement

a) to demonstrate conformity of the product requirements,
tognsure 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.
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8.1.1 it TEWHIE Identification of statistical tools ~~
ERELRL R N s I REEHNSG TR, HNAREEE TR EPx

Appropriate statistical tools for each process shall be determined during aa\vqnc.gqualit?‘\

planning and included in the control plan. S
‘ , \ \\ od
8.1.2 EMGit &R Knowledge of basic statistical concepts
BAWLRNL T MR EAN G S, ARZE, 56 (S

S 1 (RRR ‘ﬁ%&@%}’
FE % o

Basic statistical concepts, such as variation, control (stabllﬂl process capabi

over-adjustment shall be understood and utilized throughout the

8.2 IA¥LAIJE Monitoring and measurement ~
8.2.1 HiZ#&E Customer satisfaction \

1S09001:2008 i &4 B iR R —HEK “\\N:,
ISO 9001:2008, Quality management systems — Requirement
8.2 WRALFIMIFE Monitoring and measurement
8.2.1 JiZ = Customer satisfaction
VR B 84S AR Rl S < R, AH 20 AT
RS RAE B T E 3RO PR A 18 E’J?i/£
Ve P % T LR R %ﬁ%ﬁf SR E T B bR
JTTHEAE . P IR A RURILS AT BRE 7). SR A2 A w1 7 2 SR SRR
SR TTPANS

As one of the mest o%e\rfonﬁnce of the quality management system, the

organization shall monitor infornfation rel\tl{g to customer perception as to whether the

information

organization ha@@swmer quire ¢nts. The methods for obtaining and using this

all be termpeQ

NOTE: itoring eystomer perception can include obtaining input from sources such
as customer sati iQn Mstomer data on dehvered product quality, user opinion

NOTE;: Gensideration should be given to both internal and external customers.
~
|4 “—%p 7t Customer satisfaction - Supplemental
‘ X]‘QE,AEI’J% o 41_11“5(? G i) SEIS ARG AR B PEA HEAT A . S8R bR

S T, RS ETR B
N RIS S GRS R UK
— 5 5 R S A A SR A A T A
2N R 1 36 S R P SR AIE WA 2 X 77 it ot B M R R 1 R

Customer satisfaction with the organization shall be monitored through continual
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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, A\

—delivery schedule performance (including incidents of premium freig
—customer notifications related to quality or delivery issues.

process.

8.2.2 WAWHH# Internal audit \\ \
JJ

1S09001:2008 /i & & PR Ak & — K
ISO 9001:2008, Quality management systems — Req
8.2.2 Wl Hi #% Internal audit

SHL K I 1B B A7 1 B, € *ﬂgﬁﬁﬁﬁ:

a) FFERRIMZHE (W 7.0, KFRAEREOR DA
K

b) 193 RS 5 IR FF .

The organization shall conduct in

=
=il
il

CEENUS IS

~

al au}lits at planned intervals to determine whether

the quality management system: /
a) conforms to the p&eg arrangeme

International Standard and tQ_the quak 'manageme t system requirements established by the
organization, and W " /

b) is effectively implemented¢iitd maintaified.

LR RN TS ﬁ%ﬁ]“ﬂi@;?ﬁmﬁﬁ A2 A AT DX 5 PR 790 A R 1 DA K A
ERANESE S &%ﬁ [EI VBB R IR B AR DL I AR SR B AR 1 S il MLy
TR % ‘ﬁ%%@ﬁu WEPE. H{ % AR % B SR LA

An au rogram shall ned, taking into consideration the status and importance

(see 7.1), to the requirements of this

of the ppc\esses d areas to be audited, as well as the results of previous audits. The audit
criteria, scope, frequéngy and/methods shall be defined. Selection of auditors and conduct of

L JFONHRE, 2L GB/T19011
A documented procedure shall be established to define the responsibilities and

~
h
PJ\\éfﬁfiﬁomﬁ%%&@%ﬁ%%ﬂ%%%%mﬂ%mﬁ%%ﬁ%(ﬂs&ﬁ

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
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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. . h %
N
\ gy
8.2.2. 1 FEE A R Quality management system audit N e

AL A o R AR R 5 DA A 5 AR R T AT £ B Ry o2
ey fi

%ﬁ@J
The organization shall audit its quality management system to,veri com

this Technical Specification and any additional quality managemelft\sirstem requirements’

8.2.2.2  #ili i ¥ #% Manufacturing process audit
AN — A R AT A U\Eﬁﬁzﬁéﬁﬁ‘}‘lﬂ{‘o

The organization shall audit each manufacturing process to deter

8.2.2. 3 7= i B #% Product audit « \/

AN AR E AR TE;‘L%D@HE’JL %, LABUERT & T
%JF‘LEE"J#X, W RSl Thags BEAIR%E
The organization shall audit produets-at appropriate s

ine its effectiveness.

of production and delivery to
verify conformance to all specified re iremen\ts, such as product dimensions, functionality,

packaging, labelling, at a deft@quenc . \/

8.2.2.4 WEPHEER Internal audit f:l'ans

VA B0 A 7 T 5 L PR A SESHAIBER, HM % 4 R RI AT B
ERSE l\ 4

SR \ﬁ%aznn: THIE R T RS 4 3 A

Internal audits shall cqver all qyality management related processes, activities and shifts,
hedul acwn annual plan.

\ 823 MEMAMAPE Monitoring and measurement of processes
1SO9001:2008  Jit & HE Ak R—EK
ISO 9001'2008 Quality management systems — Requirements
H AN K B3 B 77 150 ot FRAR R I AR AT WA, AR N AT . 0K
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TV RLIE ST R S SRR A 25 SR RE JT o AR Rk B B SRR 1) 25 SRS, BRI 1
AIEANA IR, AT ORI AT S
VE: B EE IO EART , B SRR A R 7 R 7 A R
RRARERIS, 25 R A B R SRR . A N\
The organization shall apply suitable methods for monitoring anszppikale,",
measurement of the quality management system processes. These methods_shall monstﬁt&l

the ability of the processes to achieve planned results. When planned Tesults a
correction and corrective action shall be taken, as appropriate.

effectiveness of the quality management system.

AN

m@{ manufacturing
TRl ET, DB IE R R e

W, GAEE E
LRI ATEETE. FI4EETE

8231 MIELEK KA E Monitoring and
processes \
MRS B ARG R (RFESANE D
HO R HIR MM IN A AN o ILARWF TR 45 RN
ARIG 77 V2 RV S 47 45 5 158
ART IR E AR A 2 32 HE U o
The organization shall w proc

assembly or sequencing) processes to \?rify

stirdies opn all new manufacturing (including
ocess capability and to provide additional
input for process control,, The r Its of procéss studies shall be documented with
specifications, where a l.i'ce%le} for ans f production, measurement and test, and
maintenance instructions. se#documents¥shall include objectives for manufacturing
process capabilit reﬂ?fbilit\y, maintainabili y and availability, as well as acceptance criteria.
P it 1 EK OO E (Y 1 3 A i ) sl e o 2L 23 R St
BT AR E I -

all maintain manufacturing process capability or performance as
er part approval process requirements. The organization shall ensure

—acceptance criteria, and
—reaction plans when acceptance criteria are not met.
NAC sk HE AR AR, a0 T s PR 454G
ML GE v BE A R SR E BB S b v R b B S R TRl o 3 240N, S
TR AL FE X i IR H A 100% 4655 A IRIE R R[IREMARE S, HLRE RN 5E
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wmmﬁgﬁﬁﬁgﬁmﬁﬁﬁmﬁmo%ﬁw,%ﬁmmgmgﬁﬁW$ﬁ%@§ft
.
L7 (R 77 R B A A T T % . &

&
Significant process events , such as tool change or machine repair, sh%{ei::jr\d&t\ \/

The organization shall initiate a reaction plan from the control plan, fo characte\r{stics‘f\j
that are either not statistically capable or are unstable. These reactionplans shall inclhd{/
containment of product and 100% inspection as appropriate. A corregtive a Ml;a!ll
then be completed by the organization, indicating specific,, timi and~_assigt€d

responsibilities to assure that the process becomes stable and c€p7!ble. The™plans s be

reviewed with and approved by the customer when so required.

1S09001:2008 it & H Ak R—HK
ISO 9001:2008, Quality management systems — Re
8.2.4 Fn% [ 5 A8 AUl & Monitoring and measurement of produc
ZH NS 7 it B AR PR R AT AR &, DA v i SR 2 2 o XM e A
%r@@ﬁﬁﬁﬂiﬂ M2 HE UL 7.1 FEPhi SE IR 1Y T Bt AT
RERFFFTF G B USCAE RS . 183 F“Tahﬂﬁﬂﬁﬁl”—?ﬁnnﬁﬁ}\i (W, 4.2.4)
ARG B4 SBTRA i, o lm FodtetE, T 7E SR e (L
7.0 CHERZA, AT #m@x4 %,
The organization shall monitor d measure tht characteristics of the product to verify
that product requiremen ;V?beé&lis SMI be carried out at appropriate stages of the
product realization process itraccofdance with¢he planned arrangements (see 7.1).
Evidence of OIf(}mity withuthe accgptance criteria shall be maintained. Records shall
indicate the rsoNo@Mpmduct for delivery to the customer (see 4.2.4).
The release~qQf Prod and dglivery of service shall not proceed until all the planned
arrangemen B‘E;S\Lkhhave atisfactorily completed, unless otherwise approved by a
d

ere apphcable by the customer.

A

hen selecting product parameters to monitor compliance to specified internal

nd external requirements, the organization determines the types of product characteristics,
leadht

N —the types of measurement,

—suitable measurement means, and

—the capability and skills required.
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8241 4AR~TRKAITIAIRK Layout inspection and functional testing
MEARHE & FH s TR R St Rebm i, # =il v I L E , Xﬁ*ﬁ?ﬂ:i%@\

RFH I AT RS T0AE . s B AT LI 2T o N

VE: A RSHRR ISR B e g b R BT 7 R ST AT S R A N\

A layout inspection and a functional verification to applicable{custo 'ﬁegring &~
material and performance standards shall be performed for each produc \hg/

control plans. Results shall be available for customer review.
NOTE: Layout inspection is a complete measurement of all (Izjduc
on the design records.

8.2.4.2 4T HE Appearance items
AL AT R AR E Ny “CHPRIE ﬂgﬂéﬂ
—IE U, BFEVEA IR B \
—IE U, B, Z0R. L. SBTRE. GG
—ﬁI*XerﬁYﬁﬁu%&Wﬁl‘iﬁ%ﬁ’\]éﬁi}ﬁ*ﬂﬁ%ﬂr\
Ik

(IR HEAE A 5

X SR PEANT A D3 BE 77 A0 B3 6 X RIE
For organizations manufacturing parts designated. by the customer as "appearance items",

L@

i ghting\for evaluation,

taW?nce, texture, distinctness of image
(DOI) as appropriate,

V4
—maintenance and control of a edrance mastérs and evaluation equipment, and
. . v g .
— verification that personfiel ma ng %earance evaluations are competent and
qualified to do so. N

the organization shall provide:

—appropriate resources includin
—masters for colour, rain,éloss,

. . )
8.3 AWM il Fqnwconforming product
1SO9001:2008 "V & Mifk R—E K
ISO 9001:2008, Quat
8.3 NEE™ : ontrol of nonconforming product
SR i AT BRI AN, PR b F AR T A8 A B At
i A0 A S HR BT ML BR S AE T B SR RS Py w1 LR

izatl hall ensure that product which does not conform to product

mana t systems — Requirements

requirements is 1degtified and controlled to prevent its unintended use or delivery. A
documeénted procedure shall be established to define the controls and related responsibilities
%\{uthorit' r dealing with nonconforming product

\m applicable, the organization shall deal with nonconforming product by one or
more.Qf t

following ways:
AN TR UM igE, AEAEH:
a) REUEIE, HERABAE%;
b) AA RPN GtbiE, R 2z tat, B BT s SR
) SR, Bk 3R A A R A
d) HFERSAT BT AR e A A G R, A ZRNR IS AN G R 1D i el T A
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The organization shall deal with nonconforming product by one or more Ne
A

following ways:
a) by taking action to eliminate the detected nonconformity;
b) by authorizing its use, release or acceptance under concessiondy a\trﬂev\ant ath*kkorlty /4
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, nonegnformity
when nonconforming product is detected after delivery or use hgs mied.
X A A Ja Y77 b FEEAT IR UE, - PAUESERT & 23R
ISR AN G A% AR 1 5 A% B i e R B PR ] 5t P 78S

(W 4.2.4).
When nonconforming product is corrected it“shall be isubje

to. re-verification to
demonstrate conformity to the requirements.

Records of the nature of nonconformltles a subs mns taken, including
concessions obtained, shall be maintained (see 4. 4)

8.3.1 AE&#MEEHI——* 38 Controlof noncModuct - Supplemental
RASRLARIH S TR, PR (I 7.5.3).
Product with unidentified or ﬂspect S uﬁh&Qe,classified as nonconforming product
(see 7.5.3). Vs

&
832 RIFEHKE E(;ltr\olokv\orke%roduct

BTG, WFRERNGIESR, RO THGE A BRI
Instructions™ mork in Wspectlon requirements, shall be accessible to and

utilized by t appro iate pgrsonnel

tomer f ation
*%nn?ﬂi S VAV 1B RS ke

infgrmed promptly in the event that nonconforming product has

ustomer waiver
HEF GG R 5 T AL HEA ], FEARBe A 20, HR NIRRT
%iﬁﬁﬂo
TRFHRAL A ROV IR s8R 7 I IE 5o SR BURHII, A ZUE B IR AT &
U AR RTE M K . WA RIAT LRGBS, NFERE SRR BARE AR IR .

\ N EUE FREE TSR . FESR AR TR, N T LR A B R
JE 5 R g8

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.
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The organization shall maintain a record of the expiration date or quantity authorized.
The organization shall also ensure compliance with the original or superseding/specificat

and requirements when the authorization expires. Material shipped on an authorization shaﬁ"\
A\

be properly identified on each shipping container. A N
This applies equally to purchased product. The organization shall\ag& wi

requests from suppliers before submission to the customer. N

\\\\ \\\\\;J
8.4 HUWE/Hr Analysis of data X

a4

1S09001:2008  Ji & & FR AR R —2K \rq \\\\:¢
ISO 9001:2008, Quality management systems — Requir \,\
8.4 ¥z /3T Analysis of data
ZNIAE « RN o & 4 (OB, LA IESK st 22 4
PR LEART A W] LA 85 et o7 A B AR AR 1A AR R Bl AeR 1 T
At A SR B -
Hym i DR AEA R LT T fE R F\
a) g (I 8.2.1);
b) S ERMAT AN (W 7.2.1;
o) EFERF= SRR S %ﬂtﬁl?ﬁﬁﬁfa Jits
d) 77 (W 7.4).

The organization shall eterﬂne, collect ahd, analyse appropriate data to demonstrate

AR, I
SRR B 45 R DL K

the suitability and effectiveness~of the yality anagement system and to evaluate where

continual improvement of the effect ness of the duality management system can be made.
. . M o

This shall include data generated as a restlf of nﬁutormg and measurement and from

other relevant sources. N
f fata shall provide infgrmation relating to:

b)conformi t requirements (see 8.2.4)
c)charaeteristic anderocesses and products including opportunities for

preventi&ction ee 8.2.3 and 8.2.4),and
pp

suppliers, (see 4 .

@ﬁbpﬁ%'—ﬂﬁ%?l‘ﬁ?éltﬂ@ﬁ@ﬁﬁ% Y
2 AH SR R IS B S MU A B 20 28 ASCHPIR I P L SR St
IS b T 7 A A RS R 4
N 2R H s 5 eont TR/ s B AR AE I DA EL L.

Trends in quality and operational performance shall be compared with progress toward
objecrtives and lead to action to support the following :

a) development of priorities for prompt solutions to customer-related problems,

b) determination of key customer-related trends and correlation for status review,
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decision making and longer term planning, _
¢) an information system for the timely reporting of product information arlsmg\l'o\m
usage. \ .
NOTE: Data should be compared with those of competitors or a iate
benchmarks. \ a4
8.5 ¥ Improvement \
8.51  ##&EuEE Continual improvement
1S09001:2008  JFi S & FRAAR R—ER . \,\’
ISO 9001:2008, Quality management systems — Requirements \,\
8.5 Bt Improvement
8.51 % 2433 Continual improvement
HL WA RETTE FiE iR, 4R 4 TE&J\W ISTNE ey Y PN EESE

AT, RSOt iR AR R 1A Rk
The organization shall continually improve the effective

n%h!quahty management

system through the use of the quality policy, quality objectives, audi#results, analysis of data,

corrective and pr eventive actions and management re iew. \

rove\ment of the organization

8.5.1. 1 HA R Rt Continual
SRR — A P ek R

The organization shall defirne.a procegs for tontinual improvement .

8.5.1.2 ﬂ%ﬂ)ﬁ)‘iﬁﬂﬁ Manut%-ag plfess improvement

il e o ATt N 5 ETIhRE i\ﬁﬁ TS 503 72 3 ) M2 o

1 AT H'“ g iﬁ/ BELE
T 2: FREEGIR sl e AR FLRS @ Bl 77 it e M vl 903000 3 2 T R

.
Manufacturing process impro#ement shall continually focus upon control and reduction

of variat'}{in products characteristics and manufacturing process parameters.

acteristics are documented in the control plan.

: ntinual improvement is implemented once manufacturing processes are
le or proéduct characteristics are predictable and meet customer requirements.

#~8.5.2 #IEHME Corrective action

\ 1SO9001:2008/ /7 Bt 0 f & — %5k
e~

0 9001:2008, Quality management systems — Requirements
8.5. HJiti Corrective action

LRI, LU &R, B2 B i R 2 A 5 7
N I

BRGSO, WREE W R R

Q) WA OB
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b) HSEA Ak 5 X
¢) VMR LRAN M AN S A RS It 1 5 5K \
d) T ST O M N
o) ILRFTRIGE ISR (W 4.2.4); AN
) P SR A1 TE 45 6 50 \\\\_\\ y
The organization shall take action to eliminate the cause of ngneon i

ities™in order\Q‘

prevent recurrence. Corrective actions shall be appropriate to<_the ects«.of the 4

nonconformities encountered.
A documented procedure shall be established to define rquirgﬁlénts for:
a) reviewing nonconformities (including customer c

b) determining the causes of nonconformities ,

d) determining and implementing action needed,
e) records of the results of action taken (see 4.2.4), a

f) reviewing the effectiveness of corrective actionfaken.

8.5.2.1 fi# Yk 7] f8 ) 77 ¥ Problem solving
HIRRAH A E W FE el @, A A5t BV FHH R

%mgﬁM%%&M@mﬁﬁ,Uﬁm%m%%ﬁﬁ
The organization shall have afdefined oMoblem solving leading to root cause

identification and elimination. Y 4
If a customer- prescrlbcd probwmg format exists, the organization shall use the
prescribed format.
~
8.5.2. 2 B4 Error-proofing ‘
ZH 2N AE M I S ) ke R PR T i
The (\ani ion sha

se erroryproofing methods in their corrective action process.

8.5.2.3 L 4IE %}ﬂ Corrective action impact
2R K A1 T e R St Fr 428 1) S T A i AR AN i, AV BRAS St R TR

tion shall apply to other similar processes and products the corrective
m'T)als}q{emented to eliminate the cause of a nonconformity.

HEUBG= R/ Rejected product test/analysis
P RIHGE] T AR R A R AR [l i Bk AT A, AN AT RE A
FFEI . NARAE AT ISR, T HAEERIS, ArLAR M. AL AT 72 Hr,
i, LART bR A .

M A RIS AT, N2 R AR A SR R 2 R S A R A
Y S

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
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process. Records of these analyses shall be kept and made available upon reql\l‘est. The
organization shall perform analysis and, initiate corrective action to prevent reclitrence.

NOTE: Cycle time related to rejected product analysis should be c&xgistqlt witﬁ\\ W
determination of root cause, corrective action and monitoring th effectibe&n&& of \/
implementation. \ \\ o 4

\
8.5.3 Tiphif&Hi  Preventive action \\ g
ISO9001:2008 it & & FR A R —2E5K \7’
ISO 9001:2008, Quality management systems — Requirements, (\I
8.5.3 Tiifjjfijiti Preventive action N
HLNTE T, LLHBREEA SRR, BilbAS
7 R SRR FE AR -

The organization shall determine action to~.eliminate thecauses of potential

iw@l}s all be appropriate

1% [T S BT it N 5 T

nonconformities in order to prevent their occurrence. Pre

to the effects of the potential problems. \
o2 g b1 T SR BIRE 7, LAAIE AT 77
a) TG KRR
b) TEUT BT IEAN G A A A
c) i 58 S it P 7 10 445
d) TR LR A 4.2,
e) VY T REL BB B Rl

A documented proceduge shall be established todefine requirements for:
.. TN ... .

a) determining potentjal nonconforntities ay their causes

b) evaluating the need actfOrto pre\M occurrence of nonconformities,

¢) determini aﬁa\impleme ing actign needed
d) recorcxclf\res ts of psl{on takengsee 4.2.4), and

e) rexi\eiwin the effectiveness of preventive action taken.

Bt 3 A Annex A
N (FR 72 P B 3%) (normative)
\) }=4#111%] Control plan

A1 #=HITHRIF BB
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ST 24 1 R T = A R O Be <
a) FEME: ﬂﬁ#%ﬁ¢%ﬁﬁ%ﬁ#%%\ﬁﬂﬂﬁ%ﬁ%%%ﬁom%ﬁE%
R, AR LR R
b) AR IR S, éﬁé#%hﬁﬁ%RTME\MJﬁi\ﬁ?%% \\//
o R SORTE B S R PR i T A R 1 Bk
o) ERE: (EMCEARAR, AP ASRREE . SRR R AR M%foii’

SRR

BB — R, BRI 2T, 2 R
PR A P 0 2 AR AT . S B S R ﬁﬁEd
A.1 Phases of the control plan

tests that will occur during building of the prototype.
control plan if required by the customer.

easu ents, material and

performance tests that occur after prototype and before full producti

b) Pre-launch: a description of the d ional
. Pre-launch is defined

as a production phase in the process of product realization

L

oduct/ﬁrocess characteristics, process controls, tests

hich may be required after
prototype build.

¢) Production: documentation o
and measurement systems that occyr durin Wion.
Each part shall have a ca(}?K\plan but, in"'many cdses, family control plans may cover a

number of similar parts produced us d' common ptrocess. Control plans are an output of the

quality plan. ‘

AZEﬁﬁﬂ% £

A TRAIR
(EEI R/
— BEmMBrB B WA A

) EERRA
— B ES
— SR SRR

a) General data
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control plan number, N
issue date, and revision date, if any, \
— customer information (see customer requirements), \ .
organization's name/site designation, \\ N
— part number(s), N

— part name/description,

— engineering change level, \;\/
— phase covered (prototype, pre-launch, production),
key contact, ‘ (\I

— part/process step number,

process name/operation description.

b) 7 % il

%F%ﬁ%mﬁ%ﬁT
TR (. B R

— %)u ‘«11//4\\715

b) Product control

— product-related special characteristics,

— other characteristics for control¢number, product ess),

— specification/tolerance.

o) IR /
S

— SRR R IREE

— EAIILE . \Ri /
¢) Process control

— process rafheters,

— process- speﬂWies,

ess-rela
— mach}s,\jigs, ures, tools for manufacturing.
d) 777

— SR ﬁz%
|3j5 ERY

Zli"*?FDbFJﬁU\,
S HISI I s

— sample size and frequency,

— cgntrol method.
N e) M THRIFNA IE R it

— MR CEFEEGRD:;

— AT

e) Reaction plan and corrective actions
— reaction plan (include or reference),
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— corrective action.
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